ITEPEJIIK

Jonarok 3
A0 Haka3y MiHicTrepcTBa 0X0pOHH

3p0poB’sa Ykpainu «IIpo aep:xxaBHy
peecTpauiio (mepepeecrpaniio) JikapcbKux
3ac00iB (MeIUYHUX IMYHOOi0JIOrTYHMX

npenapariB) Ta BHeCeHHs 3MiH /10

peecTpauiiHuX MaTepiaaiB»

Bix 23 sxoBTHA 2023 poxky Ne 1839

3ACOBIB YKPAIHHA

JHIKAPCbKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHHUX ITPEITAPATIB), OO SIKUX bYJIH BHECEHI
3MIHU 1O PEECTPAIHIMHUX MATEPIAJIIB, AKI BHOCATBCS 10 AEP KABHOTI'O PEECTPY JIIKAPCBKHUX

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Pekna Homep
n/ JNiKapcbKo20 (nikapcbka ¢gpopma, 3asieHUKa 8UPOG6H eidnycky MmyeaH | peecmpayiliHo20
n 3acoby ynakoeka) uka HsT* noceioYyeHHs1
1. ADALEN cycneHsia ans CaHodi PpaHuis BMPOGHMLTBO NpomixHoro | Kanapa/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a - UA/19493/01/01
nonio iH'ekuin no 0.5 mn (1 MacTep npoaykty Bulk Tdap, OpaHuis | 3MiHu | Tuny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenmom
BAKUMHA nosa); no 1 BUPOBHMLTBO KiHLEBOrO / Ta hapmakoHarnsay. BeegeHHs abo 3amiHm o
KOMBIHOBAH nonepegHLo npoaykty Bulk Tdap-IPV Yropwm y3ararnbHeHUX AaHuX Npo cuctemy
A OnA 3anoBHEHOMY BaKUMHWN, KOHTPONb SKOCTI, Ha tapmakoHarnagy (BBeeHHs y3aranbHeHUX AaHnx
NMPO®IAKTUK | wnpuuy (no 0,5 mn TECTYBaHHA Ha npo cuctemy dapmakoHarnsgy, amiHa
N NPABLA, (1 posa) cycneHsii cTabinbHIiCTb: yrnoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
OUDTEPII, ans iH’ekwuin) 3 2 CaHodi Mactep JlimiTen, 3[iCHeHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
KALUMKOKY OKpeMUMU ronkamm KaHaga hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
(ALEENONAPH B CTaHOapTHO- MapKyBaHHS Ta nakyBaHHS dapmakoHarnsaay B YkpaiHi, AKLWO BOHA BiAMiHHA
un EeKCMOPTHIN wnpuuis, BUNYCK cepin, BiJ ynoBHOBaXeHOI ocobu, BignoBigansHoi 3a
KOMMOHEHT) ynakoBLi, sika KOHTPOMb SIKOCTI: 3[iCHeHHs hapmakoHarnagy (BKrYa4m
TA MiCTUTBLCS B CaHodi MNacTep, PpaHuisa KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLleHHi
NONIOMIENITY | kapToHHI kopobui 3 3anoBHeHHs Tdap-IPV mMacTtep-darina cuctemu chapmakoHarnsgy) 3miHa
(IHAKTUBOBA iHCTpyKUieto Ans BaKUMHW Y WINPULN, KOHTaKTHOI 0cO0M 3asiBHUKa, BianosiaansbHoi 3a
HA) Meau4Horo MapKyBaHHS Ta nakyBaHHS dapmakoHarnsag B YkpaiHi.
(AOCOPBOBA 3acToCyBaHHs wnpuuis, BUNYyCK cepin, [itova pepakuis: Xogakiscbka TeTsaHa
HA, 3l KOHTPOMb SIKOCTI: BsayecnasisHa. NponoHoBaHa pedakuis:
3MEHLUEHUM CaHodpi MNacrtep, OpaHuis BapdgonomeeBa IBaHHa OnekcaHgpiHa. 3miHa
BMICTOM BTOPUHHE MaKyBaHHS, KOHTaKTHMX JaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
AHTUTEHIB) BUNYCK Cepin: BignosiganeHoi 3a hapMakoHarnsag B YKpaiHi.
CaHodi-AseHTic Npansit
Ko. Ilta., Mnatdopma
noricTuku Ta aucTpmbyuii
y M. ByganewT, YropwmHa
2. AKBAOETPUM PO34YMH BOAHWUM NS dapmauesT MNonblia dapmaLeBTU4HUIA 3aBO MNonbLia BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a He UA/9205/01/01
® BITAMIH D3 nepoparbHOro WYHWI 3aB0fA "MONb®APMA" C.A. 3MiHu | TRy - 3MiHK 3 sKocTi. FT0TOBWI NikapCbKM peuenmom nidnsie
3aCTOCyBaHHS, «MONb®AP Bigain Mepana B Cepapaai 3aci6. Cuctema KOHTeHep/3akynopoBanbHUA ae
15000 MO/mn; no 10 MA» C.A. 3aci6. 3MiHa po3mipy ynakoBKM FrOTOBOrO

Mn abo no 15 mny
rakoHi 3
KpanenbHUM
posaTopom; no 1
dnakoHy B

nikapcbkoro 3acoby (3miHa macu/o6'emy BMIiCTy
KOHTelHepa 6araTto030BOro Nikapcbkoro 3acoby
ANsi HeNapeHTeparbHOro 3acTocyBaHHs (abo
0[HOZI030BOr0, YaCTKOBOIO BUKOPUCTAHHS)) -
BBeJEHHs 104aTKoBOI ynakoBku ans ob'emy




2 [TponoBkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KapTOHHIN nayui HanoBHeHHs 15 mn, 6e3 3MiHWM NepBMHHOTO
nakyBarnbHOro matepiany, a came prakoHu 3
TeMHOro ckna no 15 mn 3 KpanensH1M J03aTOPOM
i KPULLIKOHO, LLIO 3arBMHYYETLCH 3 rapaHTiiHUM
KinbLeM, 3 BignoBigHNMK 3MiHaMK Y p.
«[MakyBaHHs» Ta N. «BMmicT npenapaTty y donakoHi»
y Cneuudpikauii/metogax koHTpono MKA J13.
3MiHuM BHeCeHi B po3ain "Ynakoska" B iHCTPYKLItO
ONst MEQUYHOro 3acTOCyBaHHS fikapcbkoro 3acoby
y 3B"53Ky 3 BBEAEHHSAM [0AATKOBOI YMaKoBKM Ta siK
HacnifoK - 3aTBEPAPKEHHS TEKCTY MapKyBaHHs Ansi
BiANOBIAHOT ynakoBkn. BBegeHHSA 3MiH npoTsarom 6-
TN MiCALIB Nicns 3aTBepOKEHHS
3. AKKOTIM Kancynu Teepgi, no Akkopa Icnanis AKKOP[ XEJICKEA Benuka BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a He UA/19158/01/01
20 mr, no 1 kancyni Xenckea JIIMITEL, Benuka BputaHi | 3MmiHun | TURNY - 3MiHK Woao Ge3nekn/ePeKTUBHOCTI peuenmom nidnsie
y cawle, no 5 cawe y C.JLYy. BpwvTaHis (BignosigansHui al Ta hapmakoHarnsay (iHwi 3miHun) 3MiHKM BHECEHO ae
navui 3a Bunyck cepii); AKKOPL | Yroplum [0 iHCTPYKUIii ANS MEAMYHOro 3aCTOCYBaHHS
XEJICKEA NIMITEL, Ha/ nikapcbkoro 3acoby o posginy "Mo6GiyHi peakuii”
Benuka bBputaHia ITanis/ LLIOAO BaXIMBOCTI 3BITYBaHHSA NPO BMNaaKu
(mopatkoBa AinbHUUSA 3 IHais/ nifgo3proBaHnx NoBGiYHMX peakuin Ta BiACYTHOCTI
BTOPWUHHOIO NaKyBaHHS); ManbTa/ edheKT1BHOCTI nikapcbKkoro 3acoby, a Takox
AKKOPA-HOKEW NIMITEL, | Monblwa iHCTPYKLUil0 ONOBHEHO po3ainamu "3asBHuUK" Ta

Benuka bpuTaHis
(nopatkoBa AinbHULA 3
BTOPWHHOIO NaKyBaHHs);
BECCHIHI XaHrepi K.,
YroplmHa (KoHTponb
sikocTi); 44N CANNI
YENH (Itanis) CMA,
ITanis (nogaTkoBa
AiNbHNLS 3 BTOPUHHOIO
nakyBaHHs1); IHTAC
PAPMACBIOTIKANS
NIMITEA, IHaisa
(BMPOOHMLTBO MikapcbKoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SKOCTI cepii);
IHTAC
PAPMACBIOTIKANS
NIMITEL, IHAisa
(BMPOBHULTBO Nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE MNaKyBaHHS,
KOHTPOrb SIKOCTI cepii);
NABAHANIBIC C.P.N.,
ITania (koHTponb sKoCTi);
Micom J1abe Jlta., ManbTa
(KOHTpOIb sIKOCTi);

"Micue3Haxo4KeHHs 3asiBHMKA" i3 3a3HAYEHHAM
HaMeHyBaHHs1 Ta MiCLIe3HaXOMKEHHS 3asiBHMKA.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS.




3 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
CwuHonTua IHgactpian Cn.
30.0., MNMonbwa
(mopatkoBa AinbHUUSA 3
BTOPWHHOIO NaKyBaHHS);
SAPMABANIA NTa.
Mikpob6ionoriyHa
JlaBopaTopis, YropwuHa
(koHTpOnb sKOCTI);
dapmagokc Xenckea Jlt4.,
ManbTa (KOHTPOsb SKOCTI)
4. AKKOTIM Kancynu Teepgi, no Akkopa Icnanis AKKOP[ XEJICKEA Benuka BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a He UA/19158/01/02
100 wmr, no 1 kancyni Xenckea JIIMITEL, Benuka BputaHi | 3MmiHun | TURNY - 3MiHK Woao Ge3nekn/ePeKTUBHOCTI peuenmom nidnsie
y cawle, no 5 cawe y C.JLYy. BpwvTaHis (BignosigansHui al Ta hapmakoHarnsay (iHwi 3miHun) 3MiHM BHECEHO ae
navui 3a Bunyck cepii); AKKOPL | Yroplum [0 iHCTPYKUIii ANs MEAMYHOro 3aCTOCYBaHHS
XEJICKEA NIMITEL, Ha/ nikapcbkoro 3acoby o posginy "MoGiyHi peakuii”
Benuka BputaHia ITanis/ LLIOAO BaXIMBOCTI 3BITYBaAHHSA NPO BMNaaKu
(mopatkoBa AinbHUUSA 3 IHais/ nigo3proBaHmx NOBiYHMX peakuini Ta BiACYTHOCTI
BTOPWUHHOIO NaKyBaHHS); ManbTa/ edheKT1BHOCTI nikapcbKkoro 3acoby, a Takox
AKKOPA-OKEWV NIMITEL, | Monbla iHCTPYKLUil0 ONOBHEHO po3ainamu "3asBHuUK" Ta

Benuka bpuTaHis
(nopatkoBa AinbHULA 3
BTOPWHHOIO NaKyBaHHS);
BECCHIHI XaHrepi K.,
YroplmHa (KoHTponb
sikocTi); 44N CANNI
YENH (Itanis) CMA,
ITanis (nogaTkoBa
AiNbHWLS 3 BTOPUHHOIO
nakyBaHHs1); IHTAC
PAPMACBIOTIKANS
NIMITEA, IHaisa
(BMPOOHMLTBO MikapcbKoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SKOCTi cepii);
IHTAC
PAPMACBIOTIKANS
NIMITEL, IHAisa
(BMPOBHULTBO Nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE MNaKyBaHHS,
KOHTPO-b SIKOCTI cepii);
NABAHANIBIC C.P.N.,
ITania (koHTponb sKoCTi);
Micom Jlabe Jta., ManbTa
(KOHTpOIb sIKOCTi);
CwvHonTtus IHgacTpian Cn.
3 0.0., MNMonbLua
(nopaTtkoBa AinbHULA 3

"Micue3HaxomKeHHs 3asiBHMKA" i3 3a3HAYEHHAM
HaMeHyBaHHs Ta MiCLIe3HaXOMKEHHS 3asiBHMKA.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHS.




[TponoBkeHHs JoaaTka 3

Benuka bpuTaHis
(nopatkoBa AinbHULA 3
BTOPWHHOIO NaKyBaHHS);
BECCHIHI XaHrepi K.,
YroplmHa (KoHTponb
skocTi); AYJT CANNI
YEWH (Itanis) CMA,
ITanis (qogaTtkoBa
AiNbHNLS 3 BTOPUHHOIO
nakyBaHHs1); IHTAC
PAPMACBIOTIKANS
NIMITEA, IHaisa
(BMPOOHMLTBO MikapcbKkoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SKOCTi cepii);
IHTAC
PAPMACBIOTIKANS
NIMITEL, IHAisa
(BMPOBHMLTBO NikapcbKoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOrb SIKOCTi cepii);
NABAHANIBIC C.P.N.,
ITania (koHTponb sKoCTi);
Micom Jlabe Jta., ManbTa
(KOHTpOIb sIKOCTi);
CuHonTtus IHgacTpian Cn.
3 0.0., MNMonbLua
(nopatkoBa AinbHULA 3
BTOPWHHOIO NakyBaHHS);
®APMABANIA NTa.
MikpobionoriyHa

"Micue3Haxo4KeHHs 3asiBHMKA" i3 3a3HAYEHHAM
HaMeHyBaHHs Ta MiCLIe3HaXOMKEHHS 3asiBHMKA.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHS.

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
BTOPWHHOIO NaKyBaHHS);
SAPMABANIA NTa.
Mikpob6ionoriyHa
JlaBopaTopis, YropwuHa
(koHTpOnb sKOCTI);
dapmagokc Xenckea Jlt4.,
ManbTa (KOHTPOsb SKOCTI)
5. AKKOTIM Kancynu Teepgi, no Akkopa Icnanis AKKOP[ XEJICKEA Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/19158/01/03
140 wr, no 1 kancyni Xenckea JIIMITEQ, Benuka BputaHi | 3MmiHu | TMRNY - 3MiHKM Woao 6e3nekn/edPeKTUBHOCTI peuenmom nidnsie
y cawle, no 5 cawe y C.JLY. BpwvTaHis (BignosigansHui al Ta hapmakoHarnsaay (iHwi 3miHu) 3MiHKM BHECEHO ae
navui 3a Bunyck cepii); AKKOPL | Yroplum [0 IHCTPYKUIi ANs MEAMYHOro 3aCTOCYBaHHS
XEJICKEA NIMITEL, Ha/ nikapcbkoro 3acoby o posginy "MoGiyHi peakuii”
Benuka bBputaHia ITanis/ LLIOAO BaXIMBOCTI 3BITYBAHHSA NPO BMNAaaKu
(mopatkoBa AinbHUUS 3 IHais/ nigo3proBaHmx NOBiYHMX peakuin Ta BiACYTHOCTI
BTOPWUHHOIO NaKyBaHHS); ManbTa/ edheKT1BHOCTI nikapcbKkoro 3acoby, a Takox
AKKOPA-OKEW NIMITEL, | Monblwa iHCTPYKLUil0 ONOBHEHO po3ainamu "3asBHUK" Ta




[TponoBkeHHs JoaaTka 3

Benuka bpuTaHis
(nopatkoBa AinbHULA 3
BTOPWHHOIO NaKyBaHHS);
BECCHIHI XaHrepi K.,
YroplmHa (KoHTponb
sikocTi); AYJT CANNI
YEWH (Itanis) CMA,
ITanis (qogaTtkoBa
AiNbHNLS 3 BTOPUHHOIO
nakyBaHHs1); IHTAC
PAPMACBIOTIKANS
NIMITEA, IHaisa
(BMPOOHMLTBO MikapcbKoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SKOCTi cepii);
IHTAC
PAPMACBIOTIKANS
NIMITEL, IHAisa
(BMPOBHMLTBO Nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SIKOCTi cepii);
NABAHANIBIC C.P.N.,
ITania (koHTponb sKocTi);
Micom Jlabe Jlta., ManbTa
(KOHTpOIb sIKOCTi);
CuHonTtus IHgacTpian Cn.
3 0.0., MNMonbLua
(nopatkoBa AinbHULA 3
BTOPWHHOIO NakyBaHHS);
®APMABANIA NTa.
MikpobGionoriuHa
JTabopaTopis, YropwuHa
(KOHTpOIb sIKOCTi);
Papmagokc Xenckea J114.,

"Micue3Haxo4KeHHs 3asiBHMKA" i3 3a3HAYEHHAM
HaMeHyBaHHs1 Ta MiCLIe3HaXOMKEHHS 3asiBHMKA.
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAXKEHHS.

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
JTaBopaTopis, YropwuHa
(koHTpOnb SKOCTI);
dapmagokc Xenckea Jlt4.,
ManbTa (KOHTPOsb SKOCTI)
6. AKKOTIM Kancynu Teepgi, no Akkopa Icnanis AKKOP[ XEJICKEA Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/19158/01/04
180 mr, no 1 kancyni Xenckea JIIMITEQ, Benuka BputaHi | 3MmiHun | TUNY - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI peuenmom nidnsie
y cawe, no 5 cawey C.JYy. Bputanis (BignosigansHui a/ Ta cdhapmakoHarnsay (iHwi 3miHn) 3miHM BHeCeHO ae
navui 3a Bunyck cepii); AKKOPL | Yroplum [0 HCTPYKUIi ANs MEAMYHOro 3aCTOCYBaHHS
XEJICKEA NIMITEL, Ha/ nikapcbkoro 3acoby o posginy "MoGiyvHi peakuii”
Benuka BputaHia ITanis/ LLIOAO BaXIMBOCTI 3BiTYBaHHA NPO BMNaaKu
(mopatkoBa AinbHUUSA 3 IHais/ nigo3ptoBaHUx NoBiYHUX peakuin Ta BiACYTHOCTI
BTOPWUHHOIO NaKyBaHHS); ManbTa/ edheKT1BHOCTI nikapcbKkoro 3acoby, a Takox
AKKOPA-OKEW NIMITEL, | Monbla iHCTPYKLUil0 ONOBHEHO po3ainamu "3asBHuUK" Ta




[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

ManbTa (KOHTPOSb SKOCTI)

AKKOTIM

Kancynuv Teepai, no
250 mr, no 1 kancyni
y cawe, no 5 cawe y
nayui

Akkopg,
Xenckea
C.JLy.

Icnanis

AKKOP[ XENCKEA
JIIMITELL, Benuka
Bputanis (BignosigansHui
3a Bunyck cepii); AKKOP[
XEJICKEA NIMITEA,
Benuka bpuTaHis
(oopaTkoBa AinbHMUA 3
BTOPWHHOIO NaKyBaHHS);
AKKOP[-FOKEM NIMITEL,
Benuka bpuTaHis
(nopatkoBa AinbHULA 3
BTOPWHHOIO NaKyBaHHS);
BECCHIHI XaHrepi K.,
YroplmHa (KoHTponb
skocTi); AYJT CANNI
YEWH (Itanis) CMA,
ITanis (qogaTtkoBa
AiNbHNLS 3 BTOPUHHOIO
nakyBaHHs1); IHTAC
PAPMACBIOTIKANS
NIMITEA, IHaisa
(BMPOBHMLTBO MikapcbKoro
3acoby, nepsuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SKOCTi cepii);
IHTAC
PAPMACBIOTIKANS
NIMITEL, IHAisa
(BMPOBHMLTBO Nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE MNaKyBaHHS,
KOHTPOIb SIKOCTi cepii);
NABAHANIBIC C.P.N.,
ITania (koHTponb sKocTi);
Micom Jlabe Jta., ManbTa
(KOHTpOIb sIKOCTi);
CuHonTtus IHaactpian Cn.
30.0., MNMonbLua
(nopatkoBa AinbHULSA 3
BTOPWHHOIO NakyBaHHS);
®APMABANIA NTa.
MikpobGionoriuHa
JTabopaTopis, YropwuHa
(KOHTpOIb sIKOCTi);
dapmagokc Xenckea J1T4a.,
ManbTa (KOHTPOsb SKOCTI)

Benuka
BputaHi
s/
Yropwm
Ha/
ITanis/
IHgis/
ManbTa/
MNonbLwa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta cdhapmakoHarnsaay (iHwi 3miHn) 3miHM BHeCeHO
00 IHCTPYKUii ANs MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby no posginy "MoGiyHi peakuii”
LL{OA0 BaXKMMBOCTI 3BITYBaHHSA NPO BUNaAKu
nifgo3proBaHmx NobivHMX peakuii Ta BiACYTHOCTI
eeKTMBHOCTI NikapCbKoro 3acofy, a Takox
iHCTPYKLUIil0 ONOBHEHO po3ainamu "3asBHuUK" Ta
"Micue3Haxo4KeHHs 3asBHMKA" i3 3a3HAYEHHAM
HaMeHyBaHHs1 Ta MiCLIe3HaXOMKEHHS 3asiBHMKA.
BBegeHHst 3MiH NpoTarom 6-tn micauis nicna
3aTBEPAKEHHS.

3a
peuenmom

He
nidnsie
ae

UA/19158/01/05

AKCETWUH

TabneTku, BKPUTI
NNiBKOBOKO

Mepnokemi
nTa

Kinp

Mepnokemi NTA (3aBog C)

Kinp

BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis:
BHECEHHS 3MiH [0 peecTpauiHMX MaTepianis:

3a
peuenmom

UA/8714/02/02




[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1

obonoHkoto, 500 mr;
no 10 Tabnetok y
cTpwuni, no 1 ctpuny
B KapTOHHIN
kopobuj; no 10
Tabnetok y 6nicrepi
no 1 Gnictepy B
KapTOHHiI kopobui

3MiHn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
€Bponenckkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBMeHoro cepTudikata
BiANoBigHOCTI abo BUMy4eHHs1 cepTudgikata
BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®I; ans suxiagHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peqoBUHM (CepTudikaT BigNOBIgHOCTI
€sponewicbkin bapmakonei) - OHoBNEeHWN
cepTugikart Bif yke 3aTBepaKeHOro BUpoBHMKa -
NnogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€® No. R1-CEP 2001-353-Rev 04 gns gitoyoi
PEYOBUHM LedypOKCUMY aKCeTuny Big BUpobHUKa
Sun Pharmaceutical Industries Limited, IHgis.
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBIgHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNeEHOro ceptudikata
BignoBigHoOCTI a6o BUNy4YeHHs cepTudikara
BinoBigHOCTI €Bponeichkin dapmakonei: ons
A®Il; onsa BuxigHoro
maTepiany/peareHTy/NpOMiIXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®I; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
NoAaHHS OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€ No. R1-CEP 2002-252-Rev 06 ans aitoyoi
PEYOBUHY LedhypOKCUMY aKCeTuny Bif,
3aTBEepAKeHOro BMpobHuka Aurobindo Pharma
Limited, IHgis. 3miHn | TUNy - AgmiHicTpaTuBHi
3MiHW. BunyyeHHs BUPOGHMYOI AinbHUL
(BKkntovaroum ginbHuui ana APl npomixkHOro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
AiNbHWLI ANst NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BignoBiganbHOro 3a BMMNycK cepin, Mmicue
NPOBEAEHHST KOHTPOIIO cepii) abo nocTayanbHuKa
BMXifHOro MaTtepiany, peareHTy abo JONOMiXHOT
PEYOBMHY (SIKLLIO 3a3HAYEHO Y OCbE) BUMYYEHHS
BMPOGHMKa Aito40T pevoBUHN LieddypOKCMMY
akceTuny Parabolic Drugs Ltd, IHais. 3miHu | Tuny
- 3miHu 3 akocTi. CepTudikat BignosigHocTi/lTE-
cepTudikat BiaNOBIAHOCTI €BpONENCHKIn
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUITy4YeHHS cepTudikaTa BignoBigHOCTI
€Bponevicbkint papmakonei: ana APl; ans
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BUXIiQHOro matepiany/peareHTy/npoMixKHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudpikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHnn cepTudikar Bifg yxe 3aTBepaXeHoro
BUPOGHKKa - NoAaHHsI OHOBIIEHOrO cepTudikaty
BianosigHocTi €® No. R1-CEP 2002-252-Rev 05
Ans Aito4oi pevoBUHN LieddypOoKCMMY akceTuny BiA
3aTBepakeHoro BMpobHuka Aurobindo Pharma
Limited, IHgis. 3miHu | TUNy - 3MiHM 3 skocTi. ADI.
KoHTponb A®Il. 3miHa y napameTpax cneundikauiv
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
crneungikauiax Ha A®l, abo BUXIAHWUIA/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AdI| (3BY)KEHHS JOMYCTUMUX
MeX, BU3Ha4YeHuX y cneumdikauii)
3BY)XXEHHS JONYCTUMMUX MEX crieumdikadlii, a came
BBeAEHHS NiMiTy ans 6yab-sikoi
HecneundikoBaHOi AOMILLKM 40 NOKa3HMKa
«Related substances» y cneundikauii Ha A®I
(3anponoHoBaHo: NMT 0,10%), a Takox gogaHo
BU3HAYEHHS AOMILIKK S-oxide 3 onyCcTMMOLo
mexeto NMT 0,20% ansa A®I Big BupobHuka Sun
Pharmaceutical Industries Limited, IHgis. 3minn |
Tuny - 3MiHn 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANoBIigHOCTI
€Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata
Bi4NoOBIigHOCTI abo BUnNy4eHHs ceptudikara
BigMNOBIAHOCTI €Bponenchkin hapmakonei: aons
A®Il; ansa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkin bapmakonei) - Hoeuin ceptudikat
Bifj HOBOro BNpOBHMKa (3aMiHa abo JONOBHEHHS)
nofaHHsi HOBOro cepTudikaTy BignosigHocTi E®
No. R1-CEP 2001-353-Rev 03 ans gito4oi
PeYOBUHM LiedhypOKCUMY aKCeTuIy Bif, HOBOTO
BMpoGHMKa Sun Pharmaceutical Industries Limited,
IHAis. 3miHm | TMNY - 3miHK 3 gkocTi. API.
CrabinbHicTb. 3MiHa nepiofy NOBTOPHMX
BunpobyBaHb/nepioay 36epiraHHst abo ymos
36epiraHHs APl (3a BiACYTHOCTI y 3aTBEpKEHOMY
[ocbke cepTudikaTa BignoBigHOCTI €Bponenchbkin
dapmakonei, Lo BKItOYa€e nepiod NOBTOPHOrO
BUNpobyBaHHs) (nepiof NOBTOPHOrO
BMNpoOyBaHHsa/nepion 36epiraHHs) - 36inbLUeHHS
abo BBe[eHHs nepiofly NOBTOPHOIO
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n/
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JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BuUNpobyBaHHsA/nepioay 36epiraHHa Ha OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMY Yaci -
BBEZIEHHS Nnepiofy NOBTOPHOro BMNpobyBaHHSA 3
POKM Ha Litoyy peyoBUHY LiedpypOoKCMMY akceTumy
Bia BMpo6HMka Sun Pharmaceutical Industries
Limited, IHgis. 3miHun | TUNy - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BigNOBIQHOCTI €BponenchbKii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignosigHoCTi abo
BUIMYyYeHHS cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npoMiKHOro
nNpoAyKTY, L0 BUKOPUCTOBYIOTLCS y BUPOOHNLTBI
A®l; ona gonomixkHOT pe4oBuHU (cepTudikat
BiNOBIgHOCTI €Bponenchkin thapmakonei) -
OHoBneHwnn cepTudikar Bif yxe 3aTBepaXeHOro
BMPOGHKKa - NogaHHsi OHOBIEHOrO cepTudikaty
BianosigHocTi €O No. R1-CEP 2002-252-Rev
03(3atBepmkeHo: No. R1-CEP 2002-252-Rev 02)
0N [itoyoi pedvoBUHN LieddypoKCUMY akceTuny Big
3aTBepakeHoro BMpobHuka Aurobindo Pharma
Limited, IHgis. 3atBepmkeHo: R1-CEP 2002-252-
Rev 02 Aurobindo Pharma Limited Unit-l, Survey
Ne. 385, 386, 388 to 396 Hatnoora Mandal, Medak
District
India — 502 296 Borpatla Village, Telangana
B3anponoHoBaHo: R1-CEP 2002-252-Rev 03
Aurobindo Pharma Limited Unit-1, Survey Ne. 379,
385, 386, 388 to 396 Hatnoora Mandal,
Sangareddy District India — 502 296 Borpatla
Village, Telangana. 3miHn | Tuny - 3MiHK 3 SKOCTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponeinchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBiagHOCTI abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponenicbkin apmakonei: ana A®l; ans
BMXiAHOro Matepiany/peareHTy/NpOMiXKHOrO
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOBHULTBI
AQI; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaT
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHWn cepTudikar Bif y>ke 3aTBepaKEHOro
BUPOOHMKA - MOAAHHSA OHOBINIEHOTO cepTudikaTy
BianosigHocTi €® No. R1-CEP 2002-252-Rev 04
ONns Ailoyoi pevoBnHU LedypoKCUMY akceTuny Big
3aTBEepaKeHoOro BMpobHuka Aurobindo Pharma
Limited, IHgis

AKCETUH

TabneTku, BKpUTI

Mepokemi

Kinp

Megokemi NTA (3aBog C)

Kinp

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

3a

UA/8714/02/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep

n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20

n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
NniBKOBOK nTta BHECEHHS 3MiH O peecTpauinHuX maTepianis: peuenmom

obonoHkoto, 250 wmr;
no 10 Tabnetok y
cTpuni, no 1 cTpuny
B KQpPTOHHIN
kopobui; no 10
Tabnetok y 6nicrepi
no 1 6nictepy B
KapTOHHIl kopobui

3miHn | Trny - 3minn 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
€Bponenckkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTugikata
BiNOBIigHOCTI abo BUNy4YeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpOMiIKHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei) - OHoBReHWU
cepTudikart Bif yke 3aTBepaKEHOro BUPOBOHMKa -
NOoAAaHHS OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€ No. R1-CEP 2001-353-Rev 04 ans aitoyoi
PEYOBUHM LedypOKCUMY aKCceTuny Big BUpobHUKa
Sun Pharmaceutical Industries Limited, IHgis.
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
€Bponewicbkin dpapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikata
BignoBigHoOCTI a6o BUNy4YeHHs cepTudikara
BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®l; ona BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
noAaHHsi OHOBMNEHOrO cepTudikaTy BignNoOBIgHOCTI
€ No. R1-CEP 2002-252-Rev 06 ans aitodoi
pPeYoBUHM LiechypOKCMMY akceTuny Big
3aTBepakeHoro BupobHuka Aurobindo Pharma
Limited, IHgis. 3miHn | Tuny - AgmiHicTpaTuBHi
3MiHN. BunyyeHHs BUPOGHWYOI AinbHULI
(BKkntovaroum ginbHuyi ans APl npomixkHOro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
[inNbHULI AN NPOBEAEHHS MaKyBaHHS, BUPOOHMKa,
BignoBigansHOro 3a BMNyck cepin, Mmicue
NpoBeEHHS KOHTPOT cepii) abo nocTavanbHUKa
BVIXifHOrO Marepiarny, peareHTy abo JONOMiIXKXHOI
PEYOBUMHY (SIKLLIO 3a3HAYEHO Y JOCbE) BUMYYEHHS
BMPOGHMKa Aito4oT pevoBUHU LieddypoKCUMY
akceTuny Parabolic Drugs Ltd, IHgis. 3miHu | Tuny
- 3miHu 3 gkocTi. CepTudikat BignosigHocTi/lTE-
cepTudpikaT BignoBiaHOCTI EBpONENCHKiIl
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUIyYeHHs cepTuddikata BiAnoBigHOCTI
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€Bponenickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHoT pe4oBuHU (cepTudpikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMPOGHKKa - NoAaHHsI OHOBIEHOrO cepTudikaty
BignosigHocTi €® No. R1-CEP 2002-252-Rev 05
0N 4040l pevoBUHM LieddypPOKCUMY akceTuny Bif
3aTBepakeHoro BMpobHuka Aurobindo Pharma
Limited, IHgis. 3miHu | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®l. 3MiHa y napameTpax cneumdikauin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha ADI, abo BUXigHUN/MPOMIKHWI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTHCS Y
npoveci BupobHuuTea AP (3BY)KEHHS JOMYCTUMUX
MEX, BU3HaA4YeHMX y cneumdikauii)
3BYXXEHHSA AONYCTUMUX MEX cneumdikadii, a came
BBeAEHHS NiMiTy ans 6yab-sikoi
HecneuundikoBaHOT JOMILLKM OO MOKa3HMKa
«Related substances» y cneundikauii Ha AdI
(3anponoHoBaHo: NMT 0,10%), a Takox gogaHo
BU3HAYEHHS AOMILKM S-oxide 3 oMyCTMMOO
mexeto NMT 0,20% gns A®I Big BupobHuka Sun
Pharmaceutical Industries Limited, IHgis. 3miHn |
Tuny - 3MiHn 3 skocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponevicbkint apmakonei/moHorpadii. MogaHHs
HoBOro abo OHOBMNeHoOro ceprtudikata
BignoBigHOCTI abo BuUny4eHHs cepTudikata
BigMNOBiAHOCTI E€Bponeichkin hapmakonei: aons
AdIl; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI A®I; ans
AOMOMDKHOT pe4oBUHU (CepTudikaT BigNOBIAHOCTI
€Bponelicbkin hbapmakonei) - Hoeui ceptudikat
Bi HOBOro BUpPOGHKKa (3aMiHa abo JOMNOBHEHHS)
NoAaHHS HOBOTO cepTudikaTy BignosigHocTi €O
No. R1-CEP 2001-353-Rev 03 gns gitouoi
PEYOBUHM LiehypOKCUMY aKCeTuIy Bif HOBOrO
BMpo6HMKa Sun Pharmaceutical Industries Limited,
IHAis. 3miHm | TMNY - 3miHK 3 gkocTi. API.
CrabinbHicTb. 3MiHa nepioy NOBTOPHMX
BMNpobyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs APl (3a BiACYTHOCTI y 3aTBEpKEHOMY
Jocbe cepTudpikaTa BignoBigHOCTi EBponenchbkin
dhapmakonei, Lo BKIHOYae nepioq NOBTOPHOMO
BUNpobyBaHHs) (nepiof NOBTOPHOrO
BUNpobyBaHHs/nepioa 36epiraHHs) - 36inbLUeHHS
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abo BBefeHHs nepioay NOBTOPHOTO
BMNpobyBaHHs/Nepiody 36epiraHHsi Ha OCHOBI
pe3ynbTaTiB AOCNILKEHb Y peanbHOMy Yaci -
BBEZIEHHS Nnepiofy NOBTOPHOro BMNpobyBaHHSA 3
POKM Ha [iloYy peyvoBUHY LiedypOoKCMMY akceTumy
Bifg BMpobHuka Sun Pharmaceutical Industries
Limited, IHgis. 3miHum | TUNy - 3MiHK 3 AKOCTI.
CeprtudikaT BignosigHocTi/l E-ceptudikat
BignoBigHOCTI €BponeiichbKii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BiaNoBiaHOCTi abo
BUNYYEHHSA cepTudpikaTta BignoBIigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®l; ona gonomixkHOT pe4oBuHU (cepTudikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBReHuI cepTudikaT Bif yXKe 3aTBEpPAXEHOro
BMPOGHKKa - NogaHHsi OHOBIIEHOrO cepTudikaty
BignosigHocTi €® No. R1-CEP 2002-252-Rev
03(3atBepmreHo: No. R1-CEP 2002-252-Rev 02)
0N [iyoi pedvoBUHN LieddypoKCUMY akceTuny Big
3aTBepaKeHoro BMpobHuka Aurobindo Pharma
Limited, IHgis. 3aTBepmkeHo: R1-CEP 2002-252-
Rev 02 Aurobindo Pharma Limited Unit-I, Survey
Ne. 385, 386, 388 to 396 Hatnoora Mandal, Medak
District
India — 502 296 Borpatla Village, Telangana
B3anponoHosaHo: R1-CEP 2002-252-Rev 03
Aurobindo Pharma Limited Unit-1, Survey Ne. 379,
385, 386, 388 to 396 Hatnoora Mandal,
Sangareddy District India — 502 296 Borpatla
Village, Telangana. 3miHu | Tuny - 3MiHK 3 siKOCTi.
CeprudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponechbKii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHoro cepTudikaTta BignoBigHocTi abo
BUIMyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gna A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYOTLCSA Y BUPOOHULTBI
A®I; ona 4ONOMiIXKHOI pe4yoBMHM (cepTudikaTt
BigNoOBigHOCTI EBponeiichki hapmakonei) -
OHoBREHWI cepTUiIkaT Bif y>Ke 3aTBEPAXKEHOrO
BUPOOHMKA - MOAAHHSA OHOBINEHOTO cepTudikaTy
BianosiaHocTi €® No. R1-CEP 2002-252-Rev 04
Ans Ailoyoi peyvyoBUHN LieddypOoKCMMY akceTury Bif
3aTBEepAKeHoro BMpobHuka Aurobindo Pharma
Limited, IHais
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
10. | AKCOTUIIH PO34MH ANs iH eKuin My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis: 3a - UA/15289/01/02
no 1000 mr/4 mn; no akKujioHepHe ToBapucTeo "HaykoBo- 3MiHu | TUny - 3miHn Wwopao 6e3nekn/edekTMBHOCTI peuenmom
4 mn B amnyni; no 5 TOBapUCTBO BUPOGHMYMIA LEHTP Ta hapmakoHarnsagy (iHwi amiHm).
amnyn y kaceri; no 1 "HaykoBo- "BopLuariBCbKMIn Ximiko- 3MiHa y 3B'A3Ky YTOUHEHHSI BUKINaAeHHs po3ainy
KaceTi B nayui; no 4 BUPOBOHMYMIA dapmaueBTU4HUIA 3aBog" "Nopatkosa iHdopmauis. Al-1. Ynakoska" MKA.
M B amnyni; no 5 LEHTp OHOBIEHHS TEKCTY MapKyBaHHsi NEPBUHHOI Ta
amnyn y kacerTi; no 2 | "BopLariscb BTOPUHHOI YNaKoBKM flikapcbkoro 3acoby, a came
KaceTu B nayui KW XiMiKO- BUMYyYeHHS iHdopMaLlii, 3a3Ha4eHOoi POCINCbKOO
tapmaueBT MOBOI0. BBeAeHHs1 3MiH NpoTarom 6-Tu MicsiuiB
NYHUIA nicnsa 3aTBepAXeHHs
3aBoa"
11. | AKCOTUIIH PO34MH Ans iH exuin My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS1 3MiH [0 peecTpauiiHMXx maTtepianis: 3a - UA/15289/01/01
no 500 mr/4 mn; no 4 | akuioHepHe ToBapucTBo "HaykoBo- 3MiHn | TUny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI peuenmom
M B amnyni; no 5 TOBapUCTBO BUPOBHMYMIA LEHTP Ta hapmakoHarnsgy (iHwi amiHm).
amnyn y kaceri; no 1 "HaykoBo- "BopLuariBCbKMIM Ximiko- 3MiHa y 3B'AI3Ky YTOMHEHHSI BUKINaAeHHs po3ainy
KaceTi B nayui; no 4 BVMPOGHWYMIA dapmaueBTU4HNIA 3aBog" "Nopatkosa iHdopmauis. Al-1. Ynakoska" MKA.
M B amnyni; no 5 LEHTP OHOBIEHHS TEKCTY MapKyBaHHsi NEPBUHHOI Ta
amnyn y kacerti; no 2 | "bopuariscb BTOPUHHOI YNaKoBKW flikapcbkoro 3acoby, a came
KaceTu B nayui KW XiMiKO- BUMYyYeHHS iHdopMalLlii, 3a3Ha4eHOoi POCINCbKOO
tapmaueBT MOBO. BBeaeHHs1 3MiH npoTsirom 6-Tu Micsauis
NYHUIA nicns 3aTBepAXeHHs
3aBoa"
12. | AKTEMPA® PO34MH AN iH'eKLiN, TOB "Pouu YkpaiHa BupobHuuTBO Himeuun BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a - UA/13909/02/01
162 mr/0,9 mn, 4 Ykpaina" Hepo3dacoBaHoi Ha/ 3miHu | Trny - 3miHn 3 AkocTi. A®I. MpoekTHWI peuyenmom
nonepegHL0 npoaykuii, nepBuHHe Lliseviua nNpoCTip Ta nicnapeecTpauiiH1in NPOTOKON
HaroBHEHWX nakyBaHHsi, BUNpobyBaHHS pis ynpaBsniHHA 3MiHaMn. BnpoBamkeHHs 3MiH, Lo

wnpuua (KoxeH
o6’emom 1 mn)y
KapTOHHIN kopobu,i 3
MapKyBaHHAM
YKpailHCbKOIO MOBOIO;
4 nonepefHbO
HanoBHEHUX
Lwnpuua (KoXxeH
o6’emom 1 mn)y
KapTOHHIN kopobu,i 3
MapKyBaHHAM
aHrmincLKoH,
paHuy3bKoto Ta
apabcbKoto MoBamu
3i CTMKepoMm
YKPaiHCbKOK MOBOIO

Ha CTepWrbHICTb Ta
GakTepianbHi
eHOoToKCHHU: BeTTep
Papma-PepTuryHr MmoX i
Ko KT, HimeuuunHa;
BunpobyBaHHsi Ha
CTEepUIbHICTb Ta
GakTepianbHi
€HAOTOKCHHKN: BeTTep
Papma-dPepTuryHr TmoX i
Ko KI', HimeuuunHa; BeTtTep
dapma-depTuryHr MmMoX i
Ko KT, HimeuyunHa;
BvnpobyBaHHS KOHTpOro
AKoCTi (Kpim
BMMNPOOYBaHHS Ha
CTepunbHicTb Ta
GakTepianbHi
€HO0TOKCHHK): Pow
dapma Al, HimeudunHa;
BTOpuHHE nakyBaHHs,

nepeabayeHi y 3aTBepaXeHOMy NpOTOKONi
ynpaBniHHA 3MiHaMK1 (BNPOBaKEHHS 3MiHW Ans
GionoriyHoro/imyHonoriyHoro nikapcbkoro 3acoby)
BBeneHHs BUpOOHMKa BignoBigansHoro 3a
BMNPODYBaHHSA B NpoLieci BUpOOHULTBA,
BUNPOBYBaHHS KOHTPONNIO SIKOCTI, 30epiraHHs
nito40i pevoBrHU Toumnizymad Ta poboyoro 6aHky
kniTuH Novartis Singapore Pharmaceutical
manufacturing Pte. Ltd. 8 Tuas Bay Lane,
Singapore 636986; BBeaeHHs1 hinbTpa (ans
3aTpumku Bipycis) Virosart HF(VHF), B sikocTi
anbTepHaTuBHoro gineTpa (Virosolve Pro(VPro),
LLIO BignoBigae NpoToKomy ynpaeniHHA 3MiHaMu
(PACMP) OeTanizauis dyHKLii 3apeecTpoBaHOi
ainbHuLi Genentech, Inc., 1 Antibody Way,
Oceanside,CA 92056, United States, a came
3a3Ha4YeHHs, Lo AaHni BUPOBHUK 34iACHIOE
KOHTPOSb SIKOCTi Ai04O0I PeYOBUHU KPiM
TeCTyBaHHs Ha rmnikaHu. 3minu | Tuny - 3miHu 3
sikocTi. A®l. BupobHmuTBO. 3MiHa BUpoGHUMKa
BWXiQHOro/MpoOMIDXKHOIO NPOAYKTY/peareHTy, Lo
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BUNPoBYyBaHHS KOHTPOIO
AKOCTI (Kpim
BMNPOOYBaHHS Ha
CTepUIbHICTb Ta
HakTepianbHi
€HOOTOKCUHM), BUNYCK
cepii: ®.XoddmaHH-J1a
Pow T4, Wsenuapis

BUKOPUCTOBYHOTLCS Y BUpOBHMYOMY npoueci A,
abo 3miHa BUpobHuKa (BKnoYaruu, e HeobxigHo,
MicLile NpoBeaeHHs KoHTporto skocTi) Al (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponencbkint hbapmakonei y 3aTBepaxXeHoMy
[0CbE)(3MiHM [0 3axoAiB, MOB'A3aHUX 3 KOHTPONEeM
AdI, abo foaaBaHHS AinbHWLI, Ae NPOBOANTLCS
KOHTponb/BMNPobyBaHHs cepii) BBeaeHHs
ninbHuui Roche Diagnostics GmbH, Nonnenwald,
82377 Penzberg, Bavaria, Germany, sik micue
BignoBiganbHe 3a TeCTyBaHHsSI KOHTPOSO SAKOCTi
LiroYoi pevoBMHM TouMnisymab Ha BipycH, sika Bxe
3apeecTpoBaHa B AKOCTi AiNbHUL, LLO BUKOHYE
BMNpobyBaHHsS Ha nenTocnipy Ta Mikonnasmu.
3MinHn | Tuny - 3MiHm 3 sikocTi. A®l. BupobHmLTBO.
3MiHM BUNpoGyBaHb abo 4OoNyCTUMUX MEX Y
npoueci BupobHuutea A®I, 10 BCTAHOBMEHI Y
cneundikauisx (ogaBaHHS HOBOro BUNpPobyBaHHS
Ta gonyctummnx mex) [ns Bupo6Huka Novartis
Singapore Pharmaceutical manufacturing Pte. Ltd,
nogaeaHHs BunpobyeaHHs MNP y peanbHomy yaci
napBOBipyCYy rPU3YHIB B SKOCTi anbTEPHATUBHOIO
metoay IPC ans pignHn KynbTypu KNiTUH nepes
36UpaHHsIM, sika BUKOPUCTOBYETHLCS Y BUPOOHMLITBI
[itoY0l peyoBUHN.
3miHu | TUNy - 3miHm 3 akocTi. A®l. BupobHuuTBo.
3miHu BuNpobyBaHb abo AONYCTUMUX MEX Y
npoueci Bupo6Huutea AdI, Lo BCTaHOBMEHI Y
cneumdikauisx (3BY>XeHHSI AONYCTUMUX MEX)
3ByxeHHs1 Mexi aii engoTokeuHy y HCCF
(harvested cell culture fluid) 3 >20 EO/ml go >3,0
EO/mI ansi BupobHuka Novartis Singapore
Pharmaceutical manufacturing Pte. Ltd. y npoueci
BUPOGHMUTBA. 3MiHM | TUny - 3miHK 3 sikocTi. ADL.
BupobHuuTBo. 3miHM BMNpobyBaHb abo
AonyCcTMMUX MeX y npoueci BupobHuutea A®I, wo
BCTaHOBIEHI Yy cneumdikaLisx (3By>KeHHS
O0NyCTUMMUX MeX) 3BYXXEHHSA Mexi
GioHaBaHTaXXeHHs ANs nonepeaHboi dinbTpadii.
OHoBneHHs po3giny 3.2.S.2.4 KoHTpornb
KPUTMYHKX CTaAiN i NPOMiKHOT NpoayKuii

13.

AMBPOKCON

Tabnetku no 30 mr
no 10 Tabnetok y
Gnictepi; no 2
Gnictepu y navui

NAT
"Kuismegnp
enapat”

YkpaiHa

MAT "KuiBmegnpenapat"

YkpaiHa

BHECEHHS1 3MiH [0 peecTpauinHMX maTtepianis:
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata
BigNoBigHOCTI abo BUNy4eHHs ceptudikara
BiQNOBIAHOCTI E€Bponeichkin chapmakonei: ans
ADI; ans BuxigHoro

6e3
peuyenma

UA/2084/01/01
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marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBigHOCTI
€Bponecbkin dapmakonei) - HoBui ceptudpikat
Bif BXXe 3aTBEPKEHOIO BUPOGHMKA - MOAaHHS
HOBOrO cepTudpikaTa BiaNoBIAHOCTI €BpONENCHKIl
capmakonei Ne R1-CEP 2004-201 - Rev 05 ans
A®| ambpokcony rinpoxnopuay Bif BXxe
3aTBEepAKeHoro BMpobHuka Shilpa Medicare
Limited, IHais, sikuin 3MiHnB Ha3By Ha SHILPA
PHARMA LIFESCIENCES LIMITED, IHgisi.

14.

AMBPOKCON

Tabnetku no 30 wmr,
no 10 Tabnetok y
6nictepi, no 2
Gnictepu B
KapTOHHIN ynakoBLj

TOB
"TNEOGAP
M NTO"

YkpaiHa

KYCYM XENTXKEP NBT

nTA

IHAis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI
Ta cbapmakoHarnagy. 3miHW y KOpOTKii
XapaKTepuCTULi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLUiT ANS MeanYHoro
3aCTOCyBaHHS reHepu4HUX/ribpugHmx/6ionoaibHmMx
nikapcbkunx 3acobiB nicns BHECEHHSs TiEl camoi
3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
notpebye HagaHHS XOOHNX HOBMX JOOATKOBUX
AaHux) 3MiHVM BHeceHi [0 iHCTpyKLii ans
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTueocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHwumn
nikapcbkuMu 3acobamu Ta iHWi BUAW B3aemogin",
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpyaa”,
"Cnocib 3acTocyBaHHs Ta gosu", "Oitn"
(peparyBaHHs), "lNo6ivHi peakuii” 3rigHo 3
iHdopMaUji€to LWoA0 MeAUYHOTO 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (JlazonsaH,
Tabnetkun no 30 mr) BBeaeHHs 3MiH NpoTArom 6-Tu
MicauiB nicns 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHM) 3MiHM BHECEHI A0 IHCTPYKLIT Ans
MeAMYHOrO 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3gin "Mo6ivHi peakuii" WoAO 3BiTYBaHHsI NPO
nobiyHi peakuii BBegeHHs 3MiH NpoTArom 6-tu
MicauiB nicns 3aTBepaXeHHA3MiHN | Tuny - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta
capmakoHarnsgy. BHeceHHs abo 3amiHa(n) oo
3060B's3aHb Ta YMOB BuAavi peecTtpauiiHoro
noceigyeHHs, Bkrtovatoun NnaH ynpaeniHHA
pu3nKaMm (3aCTOCYBaHHS TEKCTY, KU
NOTOKEHWUIA 3 KOMNETEHTHUM OpPraHoMm)
3asIBHMKOM HaflaHO OHOBMEHWI MNnaH ynpaBniHHA
pusukamu Bepcis 2.0. 3MiHN BHECEHO [0 YacTuH: |
«3aranbHa iHgopmauis» || «Cneumdikavis 3
6e3nekmy Il «MnaH 3 dapmakoHarnsgy» 1V

6e3
peuenma

nidnsie
ae

UA/7939/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
«lMnaHu Wwopao nicnapeecTpauinHmnx 4ocnigkeHb
edekTnBHOCTI» V «3axoau 3 MiHiMi3aLii pusukis»
VI «Pestome nnaHy ynpasniHHa pusmkamuy VI
«dopaTkny (gogatkm 1-8) y 3B’13Ky 3 OHOBJIEHHSIM
iHcpopMmalii 3 6e3nekn Ajto4oi peyoBUHM
ambpokcon BiANOBAHO A0 aKTyanbHOI
pedepeHTHOI iHcbopmaLii, a TakoX y 3B'A3KY i3
3MiHoto dhopmaTy BignosigHo Ao BumMor Evaluation
Guidance on the format of the risk management
plan (RMP) in the EU — in integrated format. 31
October 2018 EMA/164014/2018 Rev.2.0.1
accompanying GVP Module V Rev.2 Human
Medicines) Pestome lMnaHy ynpasniHHS pusnkamm
Bepcis 2.0 gogaeTbcs
15. | AMBPOKCOIY | tabnetku no 30 wmr; NAT YkpaiHa MAT "Ximcdbapmaaeog YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 nidnsie UA/5667/01/01
rigPoxXnoPua | no 10 TabneTtok y "Ximcpapmaa "YepBoHa 3ipka" 3MiHu | TRy - 3MiHK 3 skoCTi. FOTOBMIA NikapCbKMit peuenma ae
GnicTepi; no 2 BOA 3aci6. CtabinbHicTb. 3miHa y TepmiHax
Grictepn y nayui 3 "YepBoHa npugaTHocTi abo ymoBax 36epiraHHs FOTOBOro
KapToHy; no 20 3ipka" nikapcbKkoro 3acoby (36inbLIeHHs TepMiHy
Tabnetok y bnictepi; NpVaAaTHOCTI FOTOBOTO fikapCbKoro 3acoby) - Ans
no 1 Gnictepy y TOProBOi ynakoBku (MiATBEPOKYETLCA AaHUMM
nayui 3 KapToHy peanbHoro Yacy) 36inbLeHHs TEpMiHY
NPVAATHOCTI rOTOBOrO fikapcbkoro 3acoby Ha
OCHOBI MO3UTUBHWX pe3ynbTaTiB JOBFOCTPOKOBUX
JocrnimpkeHb cTabinbHOCTI y peanbHOMY 4aci:
3aTBepaxeHo: TepMiH NpuaaTHOCTI:
2 poku. 3anpornoHoBaHo: TepmiH npugaTHocTi: 3
pokun. BBegeHHst 3MiH NpoTaroM 6-Tn micsauis nicns
3aTBEPKEHHS.
16. | AMIOOAPOH- Tabnetku no 200 wmr; MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx mMaTepianis: 3a - UA/6506/01/01
OAPHULA no 10 Tabnetok y "®apmaneBT dipma "JapHunua” 3minm | Tvny - 3miHm 3 AkocTi. APl KoHTponb API. peuenmom
KOHTYPHIW n4yHa cipma 3miHa y napameTpax cneuudikauin Ta/abo
YapyHKOBIN "OapHuus” OONyCTUMMNX MEX, BU3HAYEHUX Y crneumadikaLisax

ynakosui; no 3
KOHTYPHi YapyHKOBI
yMNaKoBKM B MayLi

Ha A®l, abo BUXiZHUA/NPOMIXHUI
npoAayKT/peareHT, WO BUKOPUCTOBYHOTHCS Y
npoueci BupobHuuTea AP| (BUNyYEHHSN
He3Ha4yHOro nokasHuka sIKOCTi (Hanpuknag,

BUITy4EHHS 3acTapinoro nokasHuka)) BunyyenHs p.

Baxki meTanu B cneumdikauii A®I AMiogopoHy
rigpoxnopud. 3miHu | Tuny - 3miHn 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisx Ha ADI, abo BUXiAHUA/MPOMiXKXHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea API (iHwi 3miHn) CynyTHA
3MiHa - 3MiHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa
y MeToaax BunpobysaHHs APl abo BuxigHoro
maTepiany/npoMixxHOro NpoayKTy/peareHTy, Lo
BUKOPWCTOBYETbLCS Y Npoueci BupobHuuTea Ad|
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(He3HayHi 3MiHW y 3aTBEpKEHUX MeToAax
BunNpobyBaHHs) MpueeneHHs n. MikpobionoriyHa
unctoTa go Bumor EP 2.6.12, 5.1.4. 3MiHu | Tuny -
3MmiHun 3 akocTi. A®Il. CtabinbHicTb. 3miHa nepiogy
NoOBTOPHWX BUNpobyBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBepAKEeHOMY A0CbE cepTudikaTa BignoBigHOCTI
€Bponewcbkin hapmakonei, Wo BKIOYae nepioa
NMOBTOPHOro BMMNpobyBaHHS) (Nepiog NOBTOPHOroO
BUNpobyBaHHsA/nepioa 36epiraHHs) - 3MiHa ymoB
36epiraHHa A®I - 3miHa ymoB 36epiraHHsa AdI,
3aTBepAKeHo: 36epiraTi y LWiNbHO 3aKynopeHin
Tapi y 3axuLLieHoMy Big CBiTNa Micui npun
Temnepatypi 25°C 3anponoHoBaHo: 3bepiratny
LLiNbHO 3aKyMNOpeEHi Tapi y 3axuLleHoMy Big
cBiTna Mmicuji npu TeMmnepatypi He BuLle 30°C.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 skocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOOHMKa
BVIXiAHOro/NnpoOMiDKHOTO MPOAYKTY/peareHTy, Lo
BUKOPUCTOBYHOTLCS Y BUpOoBHMYOMY npoueci A,
abo 3miHa BMpOoOHUKa (BKMoYatoun, e HeobxigHo,
MicLe npoBedeHHs KOHTporto sikocTi) APl (3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[0CbE)(3anponoHOBaHU BUPOBHMK HanNexuTb 0o
Tiei camoi BUpoBHMYOI rpynu NignpuemcTs, Lo
3aTBepOkeHuin) BeegeHHst HOBOT BUPOGHMYOT
AinbHUUi 3a agpecoto No.11 Chengen Road,
Pubagang Town, Sanmen, Zhejiang, China
BMpobGHMKa Zhejiang Hengkang Pharmaceutical
Co., Itd. Ha 3amiHy 3aTBEepAXXeHOI BUpOBHUYOI
ainbHuui No.1 Longxiang Road, Hairun Street,
Sanmen, Zhejiang China uboro x camoro
BMPOGHWKa. BBeaeHHst 3MiH MpoTaroM 6-Tu micsauis
nicns 3aTBepAXKeHHs

17.

AMNOAUNIH-
ACTPA®APM

Tabnetku, no 5 mr,
no 10 Tabnetok y
GnicTepi, no 2, 3, 6,
9 abo 10 6nicTepiB y
KOpOoO6Li 3 KapTOHY

TOB
"ACTPA®A
PM"

YkpaiHa

TOB "ACTPADAPM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkiii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT Ans Mean4Horo
3aCTOCYBaHHSA Ha MiACTaBi perynspHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS

nikapcbkoro 3acoby B nicnsipeecTpaLiiHuin nepion,

abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIOXKEHb,
NPOBEAEHNX BIAMNOBIAHO A0 NMaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3MiHu

3a
peuenmom

He
nionsie
ae

UA/3673/01/01
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BHECEHO [0 iHCTPYKLii Ans MeanyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ain
"MepenosyBaHHs" Bi4NOBIAHO 4O OHOBEHOT

iHdbopMauii 3 6e3neku 4it40i pe4YOBUHMN.

18.

AMIIOOMUIMIH-
ACTPA®APM

Tabnetku, no 10 mr,
no 10 Tabnetok y
GnicTepi, no 2, 3, 6,
9 abo 10 6nictepiB y
KopobLi 3 KapTOHY

TOB
"ACTPA®A
PM"

Ykpaina

TOB "ACTPA®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHs1 Ta iHCTPYKLUii A4ns Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo sk pe3ynbTar OLUiHKM 3BiTY 3 LOCTIIXEHb,
npoBeAEeHUX BignNoBIAHO A0 NnaHy negiaTpuyHnX
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKLUii ANS MeanyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"Mepeno3yBaHHs" BiANOBIAHO 4O OHOBMEHOT
iHdopMauii 3 6e3neku 4it40i Ppe4oBUHWN.
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19.

AMOKCUKIIAB
® KBIKTAB

TabneTku, Wo
OMCNEepPryoThbes, no
500 mr/125 mr no 2
TabneTtku y 6nictepi;
no 5 a6o 10
GnicTepiB y
KapTOHHIN kopobLyi

CaHpos
dapmacbioTi
Kans g.n.

CnoBeHisi

CaHpo3s 'mM6X —
BupobHuya ginbHuuA
AHTUiHekuinHI T3 Ta
XimiuHi Onepauii KyHane
(AIXO N3 KyHanb)

ABCTpis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui
3aci6. Onuc ta cknag. 3miHa abo goaaBaHHA
LUTamMniB, MOTOBLLEHb abo iHWNX MapKyBaHb,
yKntoyaroum 3aminy abo fgogasaHHsA dapb ans
MapKyBaHHS flikapcbkoro 3acoby (3miHa wramnis,
NoTOBLUEHb abo iHWMX MapKyBaHb) MapKyBaHHS
TabneTkn 3MIHIOETLCS, Y 3B' 513Ky 3 NEepPeHeCeHHAM
BMpOGHMYoro npouecy M3 Ha iHWwy AinbHUL, SK
Hacnigok, 3amiHn y cneundikadii 113 3a
NoKasHUKOM «30BHILLHIN BUrNaay». BeegeHHs 3amiH
NPOTAroM 6-T1 MicAUIB 3 AaTN 3aTBEPAXKEHHS.
3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui
3aci6. Onuc Ta cknag. 3miHa hopmu abo po3mipis
nikapcbkoi popMu (TabneTkn 3 HeranHUM
BVBINIbBHEHHSAM, Karcynu, cyrno3uTopii Ta necapii)
po3mip TabneTku 3MiHIETLCS, Y 3B’'A3KY i3
nepeHeceHHsiM BUpobHu4oro npouecy M3 Ha
iHWY AinbHULU0 (oHoBNeHHs y n. 3.2.P.3.3. Onuc
BMPOBOHMYOro Npouecy Ta Moro KOHTPOT0, @ TaKoX
3.2.P.5.1. Cneuundikauisi(-i). BBeaeHHsi 3amiH
NPOTArom 6-T MicsLIB 3 AaTN 3aTBEPLKEHHS.
3MmiHu | TUNy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui
3aci6. 3MiHu y BUpoGHMUTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiNbHUL BUpOObHMUTBA ANns
YacTuHu abo BCbOro BUpOGHUYOro NpoLiecy
roTOBOrO flikapCbKoro 3acoby (AinbHuusa ans
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NEepPBUHHOIO NakyBaHHS) 3aMiHa AinbHULI Ans
nepBuHHOro nakysaHHs 113: 3aTBepaxeHo: Jlek
dapmaueBTnYHa koMnaHisa 4. 4.,CnoseHis
(BMPOGHWMYIN canT y M. MNpeBarnbe)
3anponoHoBaHo: CaHao3 MM6X - BupobHuya
AinbHUUSA AHTUIHdeKUinHI TT13 Ta XimiyHi Onepadii
Kynane (AIXO M3 KyHane), ABcTpis. BeeaeHHs
3MiH NPOTArom 6-Tu MICSILIB 3 4aTK 3aTBEPOKEHHS.
3MinHn | TMny - 3MiHK 3 siKOCTi. [OTOBUI NikapCbkui
3aci6. 3miHn y BUpobHULTBI. 3amiHa abo
BBEJEHHS OAaTKOBOI AiNbHWLI BUPOBHULTBA Ans
YacTuHU abo BCbOro BUPOBHUYOro npoLecy
roTOBOrO fikapcbKoro 3acoby (ainbHuus ans
BTOPUHHOTO NaKyBaHHS) 3aMiHa AinbHuULi Ans
BTOPWHHOrO nakyBaHHsA T13: 3aTBepmkeHo: Jlek
dapmaueBT1YHa koMnaHisa 4. 4.,CnoseHis
(BUpO6HWYIN canT y M. MNMpeBanbe)
3anponoHoBaHo: CaHgo3 M'M6X - BupobHuya
AinbHUUSA AHTHIHdekUinHI TT13 Ta XimiyHi Onepadii
Kynans (AIXO M3 KyHnane), AscTpis. BBegeHHs
3MiH NPOTAroM 6-Tn MICALIB 3 AaTK 3aTBEPOXKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil Ta
KOHTPOIIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby
(3amiHa abo gopaBaHHS BUPOBHMKa, LLO
BignoBigae 3a BBe3eHHsi Ta/abo BuUNyck cepii) -
Bknitoyaroum koHTponb/BunpobyBaHHs cepii -
3aMiHa AinbHuui, Wo 34icHI0e BUnyck cepii J13,
BKI04AKOUN KOHTPOMb: 3aTBepmxeHo: Nlek
dapmaueBTUYHa koMnaHis 4. 4.,CrnoBeHis
(BpoOHWYin canT y M. MNMpeBanbe)/Lek
Pharmaceuticals d.d., Slovenia 3anponoHoBaHo:
CaHpo3 M'M6X - BupobHuya ainbHuus
AnTHiHdekuinHi M3 Ta Ximivni Onepauii KyHans
(AIXO M3 Kynans), Asctpis/Sandoz GmbH —
Manufacturing Site Anti Infectives & Chemical
Operations FDF Kundl (AICO FDF Kundl), Austria
BBepneHHs 3MiH npoTarom 6-Tu MicauiB 3 gatm
3aTBEpAKEHHS. 3MiHuM | Tuny - AaMiHicTpaTUBHI
3MiHW. BunyyeHHs BUPOGHWYOI AinbHUL
(BKkntoyaroun ginbHuui ans APl npomixkHOro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
[inNbHUL AN NPOBEAEHHS MaKyBaHHS, BUPOOHMKA,
BignoBigansHOro 3a BMMNyck cepin, Mmicue
NpoBeEeHHS KOHTPOT cepii) abo nocTavanbHUKa
BVIXifHOro Marepiarny, peareHTy abo JONOMiXHOI
PEYOBUHM (SIKLLO 3a3Ha4Y€EHO Y [OCLE)
3aMpPONOHOBaHO BUIYYUTU AifbHULIIO, IO
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3pivicHioe Bunyck cepii M3 Jlek ®apmaueBTnyHa
komnaHis 4. 4., CnoseHis (BUPOBHWYIN canT y M.
JlobnsHa)/Lek Pharmaceuticals d.d., Slovenia.
BBepgeHHs 3MiH NnpoTsarom 6-Tu MicauiB 3 gatm
3aTBepAKeHHs. 3MiHuM | Tuny - 3MiHKM 3 AKOCTI.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (BHECEHHS 3MiH Y JOCbE Ans
NPVBEAEHHN Y BiAMNOBIAHICTb 40 3arasnbHOI cTaTTi
2.9.40 «OgHOopIgHICTb 4O30BaHNX OAUHMLb»
[oY/Esponelicbkoi dhapmakonei 3amicTb
3aTBEpAKEHMX 3aranbHux ctaten 2.9.5
«OpHopigHicTb Mmacu» Ta/abo 2.9.6 «OgHopigHicTb
[031») 3anponoHoBaHO NpMBECTM crneuudikaLito
M3 y BignosigHicTb 4o 3aranbHoi cTatTi 2.9.40
"OpHopigHiCTb A030BaHMX oanHULBL" € 3amicTb
3aTBepKEHMX 3aranbHux ctaten 2.9.5.
"OpHopigHicTb MmacuK" Ta/abo 2.9.6. "OgHopigHicTb
[o3un". BBeAeHHs 3MiH NpOTArom 6-Tu MicsiLiB 3
natu 3atBepaKeHHsl. 3MiHu | Tuny - 3miHn 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4oNyCTUMMX MEX FOTOBOro
nikapcbKkoro 3acoby (BUIyYEHHsI HE3HAYHOTO
nokasHuKa (Hanpuknazg 3acTapinoro NokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB Y/ CMaKOBKX JOBABOK)) BUMYYEHHS 3i
cneundikauii M3 nokasHuka skocTi «CTinkicTb o
po3aaBnioBaHHS». BBeAeHHS 3MiH NpoTaroM 6-tn
MicaLiB 3 AT 3aTBEPAXEHHS. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaui Ta/abo gonycTummx
MEXX rOTOBOIO NiKapCbKOro 3acoby (BUny4eHHs
HE3Ha4yHOro NokasHuka (Hanpvknaz 3actapinoro
nokasHuWKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauia 6apBHUKIB Y1 CMaKoBMX J0OABOK))
BUIyYeHHs 3i cneumdikauii 13 nokasHuka akocTi
«CTupaHHicTb». BBeAEHHS 3MiH NpoTarom 6-Tu
MicsLiB 3 faTu 3aTBEpKEHHSA. 3MiHuM | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikai Ta/abo gonycTummx
MEXX FOTOBOIO NiKapCbKOro 3acoby (BUy4eHHs
He3Ha4yHOro nokasHvka (Hanpuknag 3acTapinoro
NnokasHMKa, Takoro sk 3anax Ta cmak, abo
ineHTudiKauia 6apBHUKIB Y1 CMaKoBMX JOOABOK))
BUyYeHHs 3i cneumdikauii N3 nokasHrka SKoCTi
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«Po3nagaHHsA». BBeaeHHst 3MiH npoTsarom 6-tu
MicsLiB 3 gaTu 3aTBepMKEHHSA. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO flikapCbKoro 3acoby (3BYXeHHSI
OONyCTUMMUX MEX) 3MiHa JONYCTUMUX MEX
(3BYX€HHS) AnsA napameTpy «PO34YMHEHHS KMCNOTH
KnaBynaHoBoi» y cneuudikauii [113. BeBeaeHHsi
3MiH NPOTArom 6-TM MiCALB 3 faTW 3aTBEPKEHHS.
3MiHu | TUnNYy - 3MiHK 3 aKocTi. FoToBMI NiKapCbKUiA
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa y MmeTogax BUNpobyBaHHS roTOBOro
nikapcbkoro 3acoby (iHwwi 3amMiHu y meToaax
BUNpobyBaHb (BKNOYayy 3amiHy abo
[OOMOBHEHHST)) AONOBHEHHSI METOLIB KOHTPOMO
skocTi 113 gopaTkoBMM MeTOAOM igeHTudikauii
Li04YNX PEYOBMH 3 BUKOPUCTaHHSAM Y P-
cnekTpockonii. BBeaeHHs 3MiH NpoTarom 6-tm
MicsILiB 3 ATy 3aTBEpIKEHHSA 3MiHu | Tuny -
3MiHM 3 sikocTi. [0TOBMI Nikapcbkuii 3acit.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa y
mMeToAax BMNpobyBaHHSA roTOBOIO flikapCbKoro
3acoby (iHwi 3MiHM y meTogax BunpobyBaHb
(Bkntoyatoum 3amiHy abo JONOBHEHHS))
3aMpornoHOBaHO AOMOBHEHHS METOAIB KOHTPOIO
'3 popatkoBMM MeTOAOM iaeHTUdIKaLii Aito4mx
PEYOBVH 3 BUKOPUCTAHHSIM TOHKOLLAPOBOI
xpomatorpadii (TLUX). BBeaeHHs 3MiH npoTsrom
6-TW MicAUiB 3 AaTW 3aTBEPOKEHHS.
3MmiHu | TUNy - 3MiHK 3 gkocTi. FoTOBMIA Nikapcbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo
OOnNyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiANOBIAHMM MEeTOAOM BUNPODYBaHHS)
[OOMNOBHEHHsI crneumdikauii MN3 HoBUM nokasHukom
— BMU3HaYeHHs nonimepy KnaeynaHaTy i iHWwux
bryopecLeHTHUX JOMILLOK, 3 BignoBigHNM
MeToaoM BUNpobyBaHHs. BBeaeHHst 3MiH
NPOTArom 6-T MicsLIB 3 AaTN 3aTBEPKEHHS.
3miHu | TUNYy - 3MiHK 3 gKocTi. FoTOBMI NiKapCbKui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO MikapCbkoro 3acoby
(iHWi 3MiHK) 3MiHKM go BMMOT crneumdikaLlii 3a
nokasHukom «CynyTHi AOMILLIKW, MPOAYKTU
nerpagauii.

BBegeHHs 3MiH NpoTsirom 6-Tu MicauiB 3 gaTu
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3aTBepMKEHHs. 3MiHN | Tuny - 3MiHM 3 SKOCTI.
[oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNPOoOYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKIOYao4m
3amiHy abo [ONOBHEHHS)) 3aMiHa 3aTBEPMHKEHOTO
MeTOoAY iaeHTudIKaLii 4ilo4YMX PEYOBUH 3
BMKOPUCTaHHAM BUCOKOEMEKTUBHOI PiANHHOI
xpomaTorpadii (BEPX) Ha aHanoriyHuin meTog,
SIKUI BUKOPWCTOBYETHCSH HOBUM BUPOGHMKOM
npoaykuii in bulk. BBegeHHs1 3MiH npoTsirom 6-T1
MicsLiB 3 gaTu 3aTBEpMKEHHS. 3MiHu | Tuny -
3MiHu 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acody. 3MiHa y
MeToax BUNpoByBaHHS roOTOBOIO flikapCbKoro
3acoby (iHwi 3MiHM y MeToaax BUNpobyBaHb
(Bkrtovatoum 3amiHy abo JOMOBHEHHS)) 3aMiHa
3aTBEPKEHOTO METOAY KifNbKiCHOro BU3Ha4YeHHS
[il04MX PEHOBUH 3 BUKOPUCTAHHAM
BMCOKOEEKTUBHOI PiANHHOI XxpomaTorpadii
(BEPX) Ha aHanoriyHuin meTtog, sikui
BUKOPWCTOBYETLCSH HOBUM BUPOOHMKOM NpoAyKUil
in bulk. BBeaeHHs amiH npotarom 6-Tm Micauis 3
natu 3atBepaKeHHsl. 3MiHu | Tuny - 3miHn 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax
BUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeToAax BUNpobyBaHb (BKMHOYa4m
3amiHy abo JOMOBHEHHS)) 3aMiHa 3aTBEPIHKEHOrO
MeToay Ans BU3HAYEHHSI PO3YMHEHHST it04MX
PEYOBUMH Ha aHaNoriYHUN MeTon, SKUN
BVKOPVCTOBYETLCH HOBMM BUPOOHWMKOM MPOAYKLT
in bulk. BBegeHHsi 3mMiH npoTarom 6-Tn micsuis
nicns 3aTBEpPAXKEHHS.
3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NiKapCbKui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa y MeTogax BUNpobyBaHHS roTOBOrO
nikapcbkoro 3acoby (iHLwwi 3aMiHu y meToaax
BuNpobyBaHb (BKNoYarun 3aMiHy abo
[OMNOBHEHHS)) 3aMiHa 3aTBEpOKEHOro MeToay Ans
BM3HAYEHHSs! CyNyTHIX JOMILLOK 3 BUKOPUCTAHHAM
BMCOKOE(EKTUBHOI PiANHHOI XpomaTorpadii
(BEPX) Ha aHanori4HuiA MeTof, SKuit
BVKOPVCTOBYETLCSH HOBMM BUPOOHMKOM MPOAYKLT
in bulk. BBegeHHst 3miH npoTaromM 6-tu micsauis 3
[aTu 3aTBEPAXKEHHS.
3miHu | TUNYy - 3MiHK 3 gKkocTi. FoTOBMI NikapCbkui
3aci6. KoHTporb roToBOro nikapcbkoro 3acooy.

3wmiHa y MeTogax BunpobyBaHHsl rOTOBOTO
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nikapcbkoro 3acoby (iHwi 3amMiHM y meTogax

BMNPoOyBaHb (BKNtoYatun 3amiHy abo
[OOMOBHEHHS1)) 3aMiHa 3aTBEPAXXEHOro MeToay
iaeHTuiKaLii okcmay 3anisa (KonbopoBa peakLis)
Ha aHanoriYH1N MeToA, SKUN BUKOPUCTOBYETLCH
HOBMM BMPOOHUKOM Mpoaykuii in bulk. BBeaeHHs
3MiH NPOTSArom 6-Tu MiCsILiB 3 [aTK 3aTBEPOKEHHS.
3MiHu | TUNY - 3MiHK 3 aKocTi. FoToBMI NiKapCbKui
3aci6. Cuctema KoHTeHep/3akynopoBanbHUi
3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
O0NyCTUMUX MEX NEPBUHHOI YNAKOBKM FOTOBOIO
nikapcbKkoro 3acoby (iHLi 3MiHM) 3anponoHOBaHO
3MiHY OO0 TEXHIYHUX XapaKTePUCTUK onbri,
SIKY BUKOPVCTOBYE HOBUIA BUPOBHUK in bulk ans
NepBUHHOIO NakyBaHHs1. [1ns nepBUHHOIO
nakyBaHHs! BAKOPUCTOBYETHLCS TaKuI e
nakyBanbHui matepian - Alu/Alu 6nictep, ogHak
TEXHIYHI XapakTepUCTUKN hOnbr BiapPi3HATLCA.
BBeaeHHs 3MiH NpoTArom 6-Tn MicauiB 3 gaTm
3aTBEPPKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NikapCbkui
3aci6. CtabinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHsA rotoBoro
nikapcbkoro 3acoby (3MiHa B ymoBax 36epiraHHs
roToBOrO fikapcbKkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBMNEHHS) 3aNPONOHOBAHO
YTOYHWUTK yMOBWM 36epiraHHs 113 BignosigHo Ao
[OaHux 3i cTabinbHOCTI Big HOBOro BUPOGHNKA.
BBeneHHs 3MiH NnpoTarom 6-Tv MicauiB 3 gatm
3aTBepOKeHHs. 3MiHn | Tuny - 3miHn 3 sikocTi. ADI.
(iHLWi 3MiHW) BUNYYEHHS YaCTUHU peecTpauiiHoro
pocbe 3.2.S. flitova peyosrHa (APl Amokenumniny
Tpurigpart) ans BupobHuka Jlek ®apmavueBTuyHa
KomnaHisa a.4., CrnoseHis. BBeaeHHs 3MiH
NpOTArom 6-Tn MicALIB 3 AaTN 3aTBEPKEHHS.
3MmiHu | TUny - 3MiHu 3 gkocTi. API. (iHLWi 3MiHW)
BUIYYEHHS1 YacTUHM peecTpalLiiHoro gocke 3.2.S.
Hitowa peyosuHa (API Kanito knaBynaHart) ans
BUpobHMKa JNlek PapMaueBTnYHa KOMNaHisa 4.4.,
CnoBeHisi. BBegeHHsi 3mMiH npoTsirom 6-T1 Micauis
3 gatu 3atBepxeHHs. 3miHu Il Tuny - 3miHu 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHNn y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro MPOLECY rOTOBOrO NiKapCbKOro
3acoby (iHLi 3MiHK) -
3amiHa BupobHuka npoaykuii in bulk.
3aTtBeppxeHo: Jlek PapmaLeBTUYHa KOMMaHis

4.4., CnoseHisi (BUpoGHWYIV canT y M. MNpeBanbe)
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Homep

peecmpauiliHo2o

noceid4yeHHs1

3anponoHoBaHo: CaHao3 M'M6X - BupobHuya
AinbHUUS AHTUiHdekuUinHI 113 Ta XimiyHi Onepauii
Kynanb (AIXO M3 KyHane), ABCTpis.
BBepgeHHs 3MiH NnpoTsarom 6-Tu MicauiB 3 gatm
3aTBepaKeHHs. 3minu Il Tuny - 3miHKn 3 AKocTi.
[oToBuMI nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa
y cknagi (AonoMiKHUX peyoBMHaX) rOTOBOro
nikapcbkoro 3acoby (iHLi 3MiHW) 3MiHa cknagy
TabneTky (QONOMiXHI peYOBUHN).
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB 3 gatm
3aTBepaKeHHs. 3minHu Il Tuny - 3miHKn 3 AKocTi.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JonycTMMNX MEX roTOBOro
nikapcbkoro 3acoby (3MiHa 3HaxoaMTbCH No3a
3aTBEPAKEHMMU AOMYCTUMUMU MEXaMMn
cneumdikauin) 3aMiHa 4OMYCTUMUX MeX Ans
napameTpy «BmicT Bogn» y cneumndikauii M3.
3atBepaxeHo: NMT 7% 3anponoHoBaHo: NMT
9.0% BBeaeHHs1 3miH npoTarom 6-tu micsauis 3
0aTu 3aTBEPAXEHHS.
3MiHun Il TMny - 3miHmM 3 siKoCTi. [oTOBUI NikapCbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikadi Ta/abo
O0NyCTUMMUX MEX rOTOBOTO fikapcbKoro 3acoby
(3MiHa 3HaxoaMTbCS NO3a 3aTBEPAKEHMN
OonyCTUMUMU MexaMm crieumdikauin)
3MiHa JOMYyCTUMUX MeX Ans napaMmeTpy
«Po3unHeHHst amokeuumniny» y cneuudikauii M3,
BpaxoBYO4M pekomeHaaLii
EMA/CHMP/CVMP/QWP/336031/2017 Reflection
paper on the dissolution specification for generic
solid oral immediate release products with
systemic action". 3aTtBepmxeHo: Dissolution NTL
85% (Q) of amoxicillin in 30 minutes
3anponoHoBaHo: Dissolution NTL 80% (Q) of
amoxicillin in 15 minutes BeegeHHs1 3mMiH npoTarom
6-TK MicAUiB 3 AaTK 3aTBEPAKEHHS. 3MiHN BHECEHI
B IHCTPYKLUIiO ANs MEAUYHOro 3acTOCyBaHHSA
nikapcbkoro 3acoby y po3ainu "Cknaa" (4onomixkHi
peyoBuHK), "llikapcbka hopma” (OCHOBHI i3nKo-
XimMi4Hi BnacTueocTi), "YmoBu 36epiraHHs",
"BupobHuk", "MicuesHaxomxeHHst BUpobHUKa Ta
agpeca MicLa NpoBaKeHHS NOro AisnbHocTi" 3
BiAMOBIAHVMU 3MiHAMU B TEKCTi MapKyBaHHSA
yNaKoBOK.

20.

AMOKCUKIIAB
® KBIKTAB

Tabnetku, Wwo
aucneprytotbes, 875
Mr/125 wmr; no 2

CaHpo3s
dapmacbioTi

Kans a.a.

CnoBeHis

Canpos N'vbX -
Bupo6Huya aginbHuus
AHTHiHdekuinHi N3 Ta

ABCTpis

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
3MmiHu | TUNYy - 3MiHK 3 sKkocTi. FoTOBMIA NikapCbkui
3aci6. Onuc Ta cknag. 3miHa abo goaaBaHHs

3a
peuernmom

He
nionsie
ae

UA/3011/04/01
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Tabnetkn y Gnictepi;
no 5 a6o no 7
GnictepiB y
KapTOHHIl kopobui

XimiyHi Onepauii KyHans

(AIXO M3 KyHanb)

LITamMnis, NOTOBLLEHb abo iHWNX MapKyBaHb,
yKntoyaroum 3amivy abo fgonasaHHs dpapb ans
MapKyBaHHS flikapcbkoro 3acoby (3miHa wramnis,
noToBLUEHb abo iHLWMX MapKyBaHb) - MapKyBaHHs
TabneTkn 3MIHIOETLCS, Y 3B'SI3KY 3 NEPEHEeCEHHSM
BUpoGHMYOro npouecy 13 Ha iHWy ginbHUUo, SK
Hacnigok, 3miHn y cneumdikauii 13 3a
NOKasHUKOM «30BHiILLHIN BUrNsay. BBegeHHs 3MiH
NPOTArom 6-Tu MicsILB Micnsi 3aTBEPXKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkui
3aci6. Onuc Ta cknaa. 3miHa dopmu abo poamipis
nikapcbkoi hopMu (TabrneTkn 3 HeranHum
BUBINbHEHHAM, Kancynu, cyno3uTopii Ta necapii) -
po3mip TabreTku 3MiHIOETLCS, Y 3B’A3KY i3
nepeHeceHHsIM BUpoGHUYoro npouecy 113 Ha
iHWy ainbHUUto (oHoBneHHs y n. 3.2.P.3.3. Onuc
BUPOBHMYOro NpoLiecy Ta MOro KOHTPOIHO, @ TakoX
3.2.P.5.1. BBefeHHA 3MiH npoTarom 6-Tm micauis 3
natu 3atBepaKeHHsl. 3MiHu | Tuny - 3miHn 3
sKkocTi. [oToBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3amiHa abo BBeAeHHs A0AaTKOBOI
AinbHWL| BUpobHUUTBA ANs YacTUHKM abo BCbOro
BMPOBHMYOro npoLecy rotoBoro fikapCbkoro
3acoby (AinbHMUSA 4Ns NepBUHHOMO NakyBaHHS) -
3aMiHa AinbHUUi Ana nepBMHHOro nakyBaHHs M3:
3artBepokeHo: Jlek PapmaLeBTUYHa KOMNaHisi 4.
A.,CnoBeHin (BUpobHWYin cant y m. MNMpeBanbe)/
B3anponoHoBaHo: CaHpo3 M'M6X - BupobHuya
AinbHUUS AHTUiHdeKUinHI TT13 Ta XimiyHi Onepadii
Kynans (AIXO M3 Kynane), AscTpisi. BBeaeHHs
3MiH NPOTArom 6-Tn MicsLiB MiCNs 3aTBEPOXKEHHS.
3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NiKapCbkui
3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEJIEHHS [OAATKOBOI AiNbHWLI BUpOOHMLTBA Ans
YacTrHKM abo BCbOro BUPOOHMYOro npoLecy
roTOBOrO fikapcbKoro 3acoby (AinbHuus ans
BTOPWHHOIO MaKyBaHHS) - 3aMiHa AinbHuLUi Ans
BTOpPUHHOro nakyBaHHs [M13: 3aTBepaxeHo: Jlek
dapmaveBTUYHa KOMMaHia 4. 4.,CnoeeHis
(BUpOGHWYIN canT y M. MpeBanbe) /
B3anponoHosaHo: CaHao3 MmbX - BupobHuya
AinbHUUS AHTUiIHdeKUinHI TT13 Ta XimiuHi Onepauii
Kynans (AIXO M3 Kynane), AscTpisi. BBeaeHHs
3MiH NPOTArom 6-T MiCSILB MiCNsi 3aTBEPOXKEHHS.
3miHu | TUNYy - 3MiHK 3 gKocTi. FoTOBMI NiKapCbkui
3aci6. 3MiHu y BUpOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTbCS BUMYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo fJoaaBaHHS BUPOGHMKA, Lo




26 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) -

Bkntoyaroun koHTponb/BUNpobyBaHHs cepii -
3aMiHa AinbHuui, Wo 34icHI0e BMnyck cepii J13,
BKITHOYA04M KOHTPOSb: 3aTBepmpkeHo: Jlek
dapmaveBTUYHa KoMMaHia 4. 4.,CnoseHis
(BMPOGHWYIN canT y m. MNMpeBanbe) / Lek
Pharmaceuticals d.d., Slovenia
3anponoHoBaHo: CaHao3 MM6X - BupobHuya

KyHgnb (AIXO M3 KyHgne), AecTpist / Sandoz
GmbH — Manufacturing Site Anti Infectives &
Chemical Operations FDF Kundl (AICO FDF
Kundl), Austria
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepAKeHHs. 3MiHK | Tuny - AgMiHicTpaTuBHI
3MiHW. BunyyeHHs BUpoGHMYOT AinbHUUI
(Bkntovaroum ginbHuui ans APl npomipkHOro
npoaykTy abo rotoBoro nikapcekoro 3acoby,
AiNbHWLI ANst NPOBEAEHHS NaKyBaHHSA, BUPOOHMKa,
BignoBiganbHOro 3a BMNycK cepin, micue
NPOBEAEHHSI KOHTPOIIO cepii) abo nocTayanbHuKa
BUXigHOro Matepiany, peareHTy abo JOMNOMiKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y AOChE) -
3aMpornoHOBaHO BUIyYUTU AiflbHULIIO, L0
3pincHioe Bunyck cepii 113 Jlek ®apmaveBTnyHa
KoMnaHis 4. A., CnoeeHis (BUpOGHWYIN canT y M.
ITobnsHa)/ Lek Pharmaceuticals d.d., Slovenia.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
[oToBwMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (BHECEHHS 3MiH Y JOCbE Ans
NpVBEeAEHHN Y BiANOBIAHICTb A0 3aranbHOI CTaTTi
2.9.40 «OpgHOopigHICTb 4O30BaHNX OAVNHULb»
[OoY/Esponelicbkoi hapmakonei 3amicTb
3aTBePAXXEHUX 3aranbHux ctaten 2.9.5
«OpHopigHicTb Macu» Ta/abo 2.9.6 «OgHopigHiCcTb
[031») - 3anponoHOBaHO NPMBECTM crieundikaLiio
N3 y BignosigHicTb Ao 3aranbHoi cTaTTi 2.9.40
"OpHopigHicTb A030BaHMX oanHULBL" € 3amicTb
3aTBEepKEHUX 3aranbHux ctaten 2.9.5.
"OpHopigHicTe Mmacu" Ta/abo 2.9.6. "OgHopigHicTb
[o3un". BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKoro 3acoby. 3MiHa napameTpis

cneungikauin Ta/abo 4ONYCTUMUX MEX FOTOBOrO
nikapcbkoro 3acoby (BMYyYEHHst HE3HAa4YHOro

AinbHUUSA AHTYIHdeKUinHI TT13 Ta XimiyHi Onepadii
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nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
6apBHUKIB UM cMakoBUX J0OABOK)) - BUNyYEHHS 3i
cneumndikauii M3 nokasHuka skocTi «CTilKiCTb A0
po3faenioBaHHsA». BBeAeHHs 3MiH NpoTArom 6-u
MicsuiB nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu
3 AKoCTi. oToBMIA Nikapcbkui 3aci6. KoHTporb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4oNyCTUMMX MEX FrOTOBOro
nikapcbKkoro 3acoby (BUIyYeHHsI HE3HAaYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cmak, abo igeHTugikawis
6apBHUKIB UM cMakoBUX J06aBOK)) - BUNyYEHHS 3i
cneundikadii M3 nokasHuka SAKOCTi
«CTupaHHicTby. BBEgeHHs 3MiH NpoTsirom 6-Tu
MicsuiB nicns 3aatBepaKeHHs. 3MiHK | Tuny - 3MiHK
3 AkocTi. FoToBuUI nikapcbkmnii 3aci6. KoHTponb
roToBOro Jlikapcbkoro 3acoby. 3miHa napameTpis
crneungikauin Ta/abo 4ONyCTUMUX MEX FOTOBOIro
nikapcbKoro 3acoby (BMIyYEHHSI HE3HAaYHOrO
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cmak, abo igeHTugikauis
6apBHUKIB Y/ CMaKOBKX JOOABOK)) - BUNYYEHHS 3i
cneumndikauii M3 nokasHuka sAKOCTi
«Po3nagaHHsay. BBegeHHs 3MiH NpoTArom 6-tn
MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHn
3 sikocTi. FoToBUMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo JONyCTUMNX MEX rOTOBOIO
nikapcbkoro 3acoby (3BY>XeHHS1 AOMYCTUMUX MEX) -
3MiHa JOMYCTUMUX MeX (3BY)XEeHHS) Ans
napameTpy «PO34MHEHHS KUCNOTU KNaBynaHOBOI»
y cneuudikauii IM3. BBegeHHs 3MiH NpoTsirom 6-
TH MicsiliB nicnsi 3aTBepaKeHHS. 3MiHu | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkui 3acib.
KoHTponb rotoBoro nikapcbkoro 3acody. 3miHa y
MeToax BUNpoOyBaHHS rOTOBOIO flikapCbKoro
3aco0y (iHwi 3amiHn y MmeToAax BunpobyBaHb
(Bkrtoyatoum 3amiHy abo JOMOBHEHHS)) -
[OMOBHEHHSI METOAIB KOHTpOto sikocTi 13
[0AaTKOBMM METOAOM ifeHTudikauii giroyumnx
PEYOBVH 3 BUKOPUCTaHHAM Y®-cnekTpockonii.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBepAKEHHS. 3MiHN | TUny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax
BUNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKITHOYa4m
3aMiHy ab0 JONOBHEHHS)) - 3aNPONOHOBaHO
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[OMOBHEHHS MeTogiB KoHTponto 13 gogatkoBum
MEeTOAOM iAeHTudiKaLii ito4mx peyoBUH 3
BUKOPUCTAHHSAM TOHKOLLAPOBOI XpomaTorpadii
(TLWUX). BBeaeHHs 3miH npoTsArom 6-Tu MicsLiB
nicns 3aTeepaXeHHs. 3MiHn | Tuny - 3MiHn 3
sIKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToOBOroO slikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4OMYCTUMUX MEX FOTOBOIO
nikapcbKkoro 3acoby (fonoBHeHHs cneuudikauii
HOBVM MOKa3HUKOM 3 BigMOBiAHUM METOAOM
BMNPOBYBaHHS) - AONOBHEHHs cneumdikauii M3
HOBWM MOKa3HUKOM — BU3HAYeHHs nonimepy
KnaBynaHary i iHWmX onyopecLeHTHUX AOMILLOK, 3
BiANOBIOHNM MeTOoAOM BUNpoOyBaHHA. BBeaeHHs
3MiH NPOTArOoM 6-TU MiCSILIB NICNsi 3aTBEPIPKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneundikadi Ta/abo
O0NyCTUMMUX MEX rOTOBOTO fikapcbKoro 3acoby
(iHLWi 3MiHW) - 3MiHK JO BMMOr cneumdikadii 3a
nokasHukoMm «CynyTHi AOMILLKM, MPOAYKTU
nerpagadii». BBegeHHa 3miH npoTtsarom 6-tn
MicauiB micnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHn
3 AkocTi. [oToBMIA Nikapcbkuit 3aci6. KoHTporb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPobyBaHHsi FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTodax BUNpobyBaHb (BKMHOYa4m
3amiHy abo OMOBHEHHS)) - 3aMiHa 3aTBEPAXXEHOro
MeToay ANSA BU3HAYEHHS CYMyTHIX JOMILLOK 3
BUKOPUCTaHHSAM BUCOKOEEKTUBHOI PiUHHOT
xpomartorpadii (BEPX) Ha aHanoriyHuii meToa,
SIKWIA BUKOPUCTOBYETHCSH HOBUM BUPOOHMKOM
npoaykuii in bulk. BBegeHHs 3MiH npoTarom 6-tu
MicauiB nicns 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
3 AkocTi. FoToBuUIA nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby. 3miHa y meTogax
BUNpobyBaHHs1 FOTOBOrO NikapCbKoro 3acoby (iHLui
3MiHM Yy MeTofax BUNpobyBaHb (BKITHOYA4M
3amiHy abo OMOBHEHHS)) - 3aMiHa 3aTBEPAXXEHOro
MeToZYy KinbKiCHOTO BU3HAYEHHS [il04MX PEYOBUH 3
BVIKOPVICTaHHAM BUCOKOEEKTUBHOI PifNHHOI
xpomaTorpadii (BEPX) Ha aHanoriyHuin meTog,
SIKUIA BUKOPUCTOBYETLCS HOBUM BUPOBHUKOM
npoaykuii in bulk. BBegeHHs 3MiH npoTsirom 6-T1
MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHn
3 sikocTi. FoToBUMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO flikapcbKoro 3acoby. 3miHa y meTogax
BUNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMHOYa4K
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3amiHy abo [ONOBHEHHS)) - 3aMiHa 3aTBEpPAKEHOr0O

meToay iaeHTudiKaLii Ailo4nx pevoBuH 3
BUKOPUCTaHHSAM BUCOKOEMEKTUBHOI PigUHHOT
xpomaTorpadii (BEPX) Ha aHanoriyHuin meTog,
SIKUIA BUKOPUCTOBYETLCS HOBUM BUPOGHMKOM
npoaykuii in bulk. BBegeHHs 3MiH npoTsirom 6-Tn
MicsuiB nicnst 3atBepaKeHHs. 3MiHu | Tuny - 3MiHn
3 kocTi. FoToBMIA nikapcbkuii 3acib. KoHTponb
roToBOroO fikapcbkoro 3acoby. 3miHa y meTogax
BUNPOOYyBaHHSA roTOBOro Nikapcbkoro 3acoby (iHLwui
3MiHM Yy MeToAax BUNpobyBaHb (BKIOYao4m
3amiHy abo LOMNOBHEHHS)) - 3aMiHa 3aTBepPaKEHOro
MeToay iaeHTudikaLii okemay 3anisa (konboposa
peakuist) Ha aHanoriYHUn MeToa, KU
BMKOPWCTOBYETLCSH HOBMM BUPOOHMKOM MpoAyKUil
in bulk. BBegeHHs 3MiH npoTsirom 6-Tu Micsauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3
sIKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax
BMNPoByBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYa4m
3amiHy abo [OMNOBHEHHS)) - 3aMiHa 3aTBepPAKEHOro
MeToay Ans BUSHAYEHHS] PO3YMHEHHST i0UMX
PEYOBMH Ha aHaNoriYHUN MeTon, SKUN
BMKOPWCTOBYETLCSH HOBUM BUPOOHMKOM MpOoAyKUil
in bulk. BBeaeHHs1 3mMiH npoTarom 6-Tn micsiuiB
nicnsi 3aTBepgXeHHs. 3MiHn | Tuny - 3MiHn 3
sikocTi. [oToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTumumx
MEX NEePBUHHOI YMaKOBKM FOTOBOTO NiKapCbKOro
3aco0by (iHLWi 3MiHM) - 3aNPONOHOBAHO 3MiHY LLOA0
TEXHIYHMX XapakTepuUcTUK onbru, SKy
BUKOPWCTOBYE HOBUIA BUPOBHUK in bulk ans
NepBUHHOIO NakyBaHHs. [1ns nepBUHHOIO
nakyBaHHSI BUKOPUCTOBYETLCS TaKUI Xe
nakyBanbHui matepian - Alu/Alu 6nictep, ogHak
TeXHiYHi XapaKTepuCTMKN POMbIN BiAPI3HAIOTLCS.
BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEpPAKEHHS. 3MiHM | TUNy - 3MiHKM 3 sIKOCTI.
[oToBwWI nikapcebkui 3aci6. CtabinbHicTb. 3MiHa y
TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOro fikapcbKkoro 3acoby (3MiHa B yMoBax
36epiraHHsi roTOBOro fikapcbkoro 3acoby abo
nicns pO34YMHEHHSI/BIAHOBMNEHHS) - 3aNpPONOHOBAHO
YTOUHWUTK yMOBWM 36epiraHHs 113 BignosigHo Ao
[aHuX 3i cTabinbHOCTI Big HOBOro BUPOBHMKA.
BBeneHHs 3MiH npoTArom 6-Tm MicsuiB nicnsi

3aTBepKeHHs1. 3MiHu | Tuny - 3miHK 3 sikocTi. ADI.
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(iHWi 3MiHW) BUNYYEHHS YacTUHU peecTpaLiiHoro
aocbe 3.2.S. [litova peyosuHa (APl Amokenumniny
Tpurigpat) Ans BMpoGHuka Jlek dPapmaLeBTuyHa
KomnaHisa a.4., CnoseHis. BeeaeHHs 3MiH
NpOTArom 6-Tv MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MiHn | TMny - 3MiHK 3 akocTi. A®I. (iHWi 3miHN) -
BUYYEHHS1 YaCTUHU peecTpaLiiHoro gocbe 3.2.S.
Hitoywa peyosuHa (API Kanito knasynaHart) ans
BUpOGHKKa Jlek PapmaLeBTM4Ha KOMNaHis 4.4.,
CnoBeHisi. BBegeHHs 3MiH NpoTsarom 6-Tu mMicsiuis
nicns 3ateBepmKeHHs. 3Minn Il Tuny - 3MiHn 3
sikocTi. [oToBUI Nikapcbkuii 3aci6. 3miHn y
BMPOGHMUTBI. 3amiHa abo BBeAeHHs A0AaTKOBOI
OinbHWLi BUpOOHUUTBA ANst YacTuHU abo BCbOro
BMPOGHMYOro NPOLECY FOTOBOrO NiKapCbKOro
3acoby (iHLWi 3MiHK) - 3amiHa BUpoBHMKa npoayKuii
in bulk. BBeaeHHsi 3mMiH npoTarom 6-Tn micsiuiB
nicnsa 3aTepakeHHs. 3MiHu Il Tuny - 3miHn 3
sikocTi. [oToBMI Nikapcbkuid 3acib. Onuc Ta cknag,.
3miHa y cknagi (BOMOMiXKHUX peYOBMHAaX) roTOBOrO
nikapcbkoro 3acoby (iHwi 3amMiHM) 3MiHa cknagy
TabneTtku (QONOMiXHI pedoBuHK). BBegeHHs 3MiH
NPOTArom 6-Tu MiCSILIB MiCNsi 3aTBEPOXKEHHS.
3MmiHun Il TMny - 3miHmn 3 siKocTi. [oTOBUI Nikapcbkni
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo
[0nNyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby
(3MiHa 3HaxoaMTbCst N03a 3aTBEPAKEHNMU
A0NyCTUMMMMU MexaMu crieuyudikauin) - amiHa
[ONyCTUMKX MeX Anst napameTpy «Bmict Bogn» y
cneuudikauii 3. BBeaeHHs 3MiH NpoTarom 6-Tu
MicauUiB Micnsa 3aTBepmxeHHs. 3miHu Il Tuny -
3miHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikaiv Ta/abo gonyctummx
MeX rOTOBOrO NiKapCbKoro 3acoby (3mMiHa
3Haxo4WTbCS No3a 3aTBEPAPKEHUMU AOMNYCTUMUMMU
Mexamu cneumdikauin) - 3MiHa AONyCTUMUX MeX
Ons napameTpy «Po3YnMHEeHHS aMoKCULMIIHY» Y
cneuudikauii M3, BpaxoByo4un pekomeHaauii
EMA/CHMP/CVMP/QWP/336031/2017 Reflection
paper on the dissolution specification for generic
solid oral immediate release products with
systemic action”. BBegeHHS 3MiH npoTarom 6-Tu
MiCSILIiB 3 faTW 3aTBEPOKEHHS.
3MiHN BHECEHI B iHCTPYKLi0 ANs MEANYHOrO
3aCTOCYBaHHsI NiKapcbKoro 3acoby y po3ain
"Cknag" (BONOMKHI peYOBMHM), K HAcnigokK y
po3gin "OcobnumBocTi 3acTocyBaHHs" Ta y po3ainu
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
"Nikapcbka hopma"(OCHOBHI (hi3nKO-XiMiyHi
BrnacTmBocTi), "YMoBM 36epiraHHs", "BUpoGHMK",
"Micue3HaxomkeHHsi BUpoOHUKa Ta agpeca micus
NpoBaZXXeHHA NOro AisnbHOCTI" 3 BignoBigHNMN
3MiHaMK1 B TEKCTi MapKyBaHHS1.
21. | AHANbrIIH- PO34MH Ans iH'ekuin, | ToBapwucTBO YkpaiHa ToBapucTBo 3 obmexeHo | YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a - UA/5706/02/01
300POB'A 500 mr/mn, no 1 mn 3 BiAMOBIAAMNbLHICTIO 3MmiHu | TUNY - 3MiHK 3 aKocTi. FoToBMI NiKapCbKui peuenmom
abo 2 mn B amnyni; obmexeHo "®apmaueBTniHa 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
no 10 amnyny Bignosigans KoMnaHisi "3gopos's" 3miHa napameTpiB cneundikadi Ta/abo
KapTOHHi KOpoOLyi; HiCTIO [OMYCTUMUX MEX rOTOBOTO JikapCbKoro 3acoby
no 1 mn a6o 2 mn B "®apmanesT (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
amnyni; no 5 amnyn n4yHa 3acTapinoro nokasHuka, Takoro sk 3anax Ta cMak,
y 6nicTepi; no 2 KOMNaHis abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
Gnictepny "3popos's" [o6aBok)) BunyyeHHs 3acTapinoro nokasHuka
KapTOHHiI KOpoOLyi; «AHOMarnbHa TOKCUYHICTb» Y 3B’s13Ky 3 BTPATO
no 10 amnyny YMHHOCTI Ta BUIy4YeHHsM 3 EP.
Gnictepi; no 1
Gnictepy y
KapTOHHI kopobui
22. | ACKOPBIHOBA | posuvH ans iH'ekuivi, | ToBapuctBo YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/6255/01/01
KUCNOTA 50 mr/mn; no 1 mn 3 BiAnNoBiganbHICTIO 3MinHn | TMNy - 3MiHK 3 sIKOCTi. [OTOBUI NikapCbkuiA peuenmom
abono2wmns obmexeHo "NocnigHni 3aBoa 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
amnyni; no 10 amnyn | BignoBsiganb "'HUIC", Ykpaina 3miHa napameTpiB cneuudikauin Ta/abo
y nadui 3 KapToOHy; HiCcTIO (KOHTpOMb SIKOCTI, BUMYCK O0NyCTUMMUX MEX rOTOBOTO fikapcbKoro 3acoby
no 1 mnabono2wmn | "®apmauesT cepii); ToBapucTso 3 (BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag
B amnyni; no 5 n4Ha obmexeHo 3acTapinoro NokasHuka, Takoro Sk 3anax Ta CMak,
amnyn y 6nicrepi; no KOMnaHis BiAnoBiganbHicTo abo ineHTUdIKaLis 6GapBHUKIB YU CMaKOBUX
2 Bnictepun y nayui 3 "3popos's" "®apmaueBTniHa [o6aBok)) BunyyeHHs 3acTapinoro nokasHuka
KapTOHy; no 1 mn KomnaHis "3gopos'a”, «AHOMarnbHa TOKCUYHICTb» Y 3B’A3KY 3 BTPaTOO
abono2wmnB YkpaiHa (Bci ctagii YMHHOCTI Ta BUIy4YeHHsM 3 EP.
amnyni; no 10 amnyn BUPOOHMLTBA, KOHTPOSb
y bnicTepi, no 1 SIKOCTIi, BUNYCK cepil)
GnicTepy y nauui 3
KapTOHY
23. | ATOPBACTAT TabneTkn, BKpUTI AHaHTa Benuka ApTypa PapmacbtoTikan3a IHAis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/0688/01/01
WH 10 AHAHTA | nniBkoBow Megikeap BpuTaHis MeT. JIT4., IHQia; ®namiHro 3minu | Tuny - 3miln wopo 6e3nekn/eddekTUBHOCTI peuenmom nionsie
obornoHkoto, no 10 TitA. dapmacbtotukanc Jta., Ta cbapmakoHarnsagy. 3miHa y KopoTKiv ae

mr no 10 TabneTok y
GnicTepi; no 3
Gnictepn y kopobui

IHais

XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Mneku NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B MicrnspeecTpaLiiH1i nepios,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIKEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnigpkeHb (PIP) (3mMiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHeCeHi [0 IHCTPYKUii Ans MeanyHoro
3acTOCyBaHHS NikapCcbKoro 3acoby y po3ainu
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Homep
peecmpauiliHo2o
noceid4yeHHs1

"OcobnuBocTi 3acTocyBaHHs", "lMobivHi peakuii”

BiNOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku

nito4oi pe4oBuHU. BBeaeHHs 3MiH npoTsarom 3-x
MicaUiB Nicnsa 3aTBepAXeHHs

24.

ATOPBACTAT
MH 20 AHAHTA

TabneTku, BKPUTI
NniBKOBOIO
obonoHkoto, no 20
Mmr no 10 TabneTtok y
Gnictepi; no 3
6nictepn y kopobui

AHaHTa
Megikeap
Nra.

Benvka
BputaHia

ApTypa ®apmacbioTikans
Met. N1A., IHAiA; dnamiHro
dapmacbtotukanc J14.,
IHaisa

IHAisA

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4na Megu4Horo
3acToCyBaHHSA Ha niacTasi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTar OLUiHKM 3BiTY 3 LOCTIIXEHb,
npoBeAEeHUX BignNoBIAHO A0 NnaHy negiaTpuyHnX
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHECEHI [0 iHCTPYKUiT ANna MeguyHoro
3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHA", "lMobiuHI peakuii”
BignoBigHO 4O OHOBMEHOI iHpopmaLii 3 6e3neku
Aito4oi peyoBuHU. BBeaeHHs 3MiH npoTtarom 3-x
MicsLiB nicnsi 3aTBepAKEHHS

3a
peuenmom

He
nidnsie
ae

UA/0689/01/01

25.

BAKTA®Y3

kpem no 20 mr/r; no
15 ry 1y6i; no 1 Ty6i
Y KapTOHHIN
ynakoBLji

MaHkanHg
dapma
Jlimiten

IHAis

EHK't06 ETikans MNeT. 1A,

IHAis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta phapmakoHarnsaay. BeegeHHs abo 3miHv oo
y3aranbHeH/UX JaHUX Npo cUcTemy
dapmakoHarnagy (BBeOeHHS y3aranbHEHUX AaHNX
npo cuctemy apmMakoHarnsagy, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
34iiCHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHMKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHaA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYa4m
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLeHHi
mMacTtep-darina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.

Litoya pepakuisi: Man Oner Bonogummposuy.
MponoHoBaHa pepakuisi: EpemeHko BaneHTnHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a
capmakoHarnsg B YkpaiHi. 3miHa Homepa macTep-
canna cuctemu chapmakoHarnsgy.

3a
peuenmom

UA/19564/01/01

26.

BAKTA®Y3-b

kpeM; no 15 ry Ty6i;
no 1 1y6iy
KapTOHHIN ynakoBLj

MaHkalnHg,
dapma
Nimiten

IHAis

EHK't06 ETikans MNeT. Il14.

IHAis

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
3MiHn | TMny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsay. BeegeHHst abo 3amiHu go
y3arasibHeHMX JaHWX NPO cUCTeEMy

3a
peuernmom

UA/19625/01/01
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Homep
peecmpauiliHo2o
noceid4yeHHs1

hapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHux
npo cuctemy chapmakoHarnsgy, aMmiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 34iNCHEHHS
chapmakoHarnsgy B YkpaiHi, Ko BoHa BiaMiHHA
Bif yNOBHOBa)XeHOI 0cobu, BianoBiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKoYa4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
MacTep-cainna cuctemm chapmakoHarnsay) 3miHa
KOHTaKTHOI 0cobu 3asiBHUKA, BiAnoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi.

[itoua pegakuis: Man Oner Bonogumunposuy.
[MponoHoBaHa pepakuisi: EpemeHko BaneHTnHa
BikTopiBHa. 3MiHa KOHTAKTHWUX AaHUX KOHTaKTHOI

ocobu 3asBHMKA, BiANoBiganbHoI 3a
apmakoHarnsa B YkpaiHi. 3miHa Homepa mactep-
banna cuctemu hapmakoHarnsgy.

27.

BANBb3AMIYHU
" NIHIMEHT
(3A
BULIHEBCbKM
M)

niHiMeHT, no40ry
Ty6i; mo 1 1y6i B
nauui 3 KapToHy

My6niyHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BVPOGHWYMIA
LeHTp
"BopLuariscb
KW XiMiKO-
dapmauesT
WNYHUIA
3aBop"

YkpaiHa

My6nivyHe akuioHepHe
ToBapucTBO "HaykoBo-

BUMPOGHUYMI LLEHTP

"BopLuariBCbKMIM Ximiko-
dapmaueBTU4HNIA 3aBog"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3minn | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI
Ta hapmakoHarnsgy (iHwi 3mMiHK)
3MiHa y 3B'AI3Ky YTOUHEHHSI BUKINaAeHHs po3ainy
"OopatkoBa iHopmauis. Al-1. Ynakoska" MKA.
[iroya pepakuin: MKA 13 JOOATKOBA
IHOOPMALIA (Ol) Al-1. Ynakoska Mo 40 r y Ty6m
anioMiHieBi 3 MapKyBaHHSAM YKpaiHCbKOIO Ta
pociiicbkoto moBamu. Mo 1 Ty6i pasom 3
iHCTPYKUI€l0 ANst MeN4HOro 3aCTOCYBaHHS
BKNafalTb Y MNayKy 3 KAPTOHY 3 MapKyBaHHAM
YKPaiHCLKO Ta POCINCLKOI0 MOBaMM Ta
MapKyBaHHSAM LpudTom Bpains ykpaiHCbKo
moBoto. [ponoHoBaHa peaakuis: MKA J13
JOOATKOBA IHOOPMALIA (Ol) Al-1. Ynakoska
Mo 40 r y Ty6u antomiHiesi. Mo 1 Ty6i pa3om 3
iHCTpPYKLUi€l0 Ans MeANYHOro 3acTOCYBaHHSA
BKMnafgaloTb y nauky. OHOBNEHHS TeKCTY
MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI YNaKOBKN
nikapcbkoro 3acoby, a came BUIyYEHHSsI
iHdbopMalLlii, 3a3Ha4YeHOi POCINCHKOI MOBOHO.
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBEpPOKEHHS

6e3
peuenma

UA/6273/01/01

28.

BEH30TEKCO
HIA-3[00POB'SA

PO34MH ANs iH eI,
25 mr/mn, no 1 mn B
amnyni; no 10 amnyn
Y KapTOHHIl kopobLi;
no 1 mn B amnyni;
no 5 amnyny
GnicTepi; no 1 abo 2
Gnictepu B

ToBapucTBo
3
oBMexXeHo
BignoBsiganb
HICTIO
"®apmaneBT
MYHa
KOMNaHis

YkpaiHa

ToBapuCTBO 3 06MEXeHOI

BignoBiganbHiCcTIO
"®apmaueBTnyHa
KomnaHisi "3nopos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MmiHu | TUNy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui
3aci6. KoHTporb roToBoro fikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMKX MeX roTOBOro nikapcbkoro 3acoby
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax Ta cMak,
abo igeHTUdiIKaLis 6GapBHUKIB YU CMaKOBUX

3a
peuernmom

UA/5136/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KapTOHHi KOpoOLyi; "3popos's" no6aBok)) Buny4yeHHs 3actapinoro nokasHuka
no 1 mn B amnyni; «AHOMarnbHa TOKCUYHICTb» Y 3B’A3KYy 3 BTPaTOO
no 10 amnyny YUHHOCTI Ta BUIyYeHHsM 3 EP
Gnictepi; no 1
6nictepy B
KapTOHHI kopobui
29. | BEPMATE® NMOPOLLIOK Ta LICIT BepiHr HimeuumnH LICN BepiHr Tm6X Himeuun BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a - UA/17404/01/02
PO3UYNHHUK AN mM6X a Ha 3MmiHu | TUNY - 3MiHK 3 aKocTi. FoToBMI NiKapCbKui peuenmom

PO34MHY ANg iH'eKUin
abo iHdysin, 500
MO; no 1 conakoHy 3
MOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 5
Mn Ta 1 NpucTpoem
Ons jofaBaHHst
PO34YMHHMKA 3
BbyagoBaHUM
inbTpOM 15 MKM
("Mix-2Vial™ 20/20")
B KapPTOHHIN
kopobui; no 1
dnakoHy 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
Mn Ta 1 npucTpoem
ONs Ao0aBaHHS
PO34YMHHMKA 3
BOynoBaHUM
dinbTpPOM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOO
KOpoGKoto 3
KOMMMEKToOM Ansi
BHYTPILLHEOBEHHOIO
BBEJEHHS
npenaparty (1
OfHOpa3oBUiA
wnpwd, 1 ronka-
MeTenuk, 2
OesiHdiKyoYi
cepBeTKY B
iHAMBIQyanbHUX

3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3miHa y MeTodax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEepAKEHNX MeTodax BUNpobyBaHHs) 3MiHM 8o

METOAMKM BUNPOBYBaHHSA rOTOBOTO fikapCbKoro
3acoby 3a nokasHukom "Caxaposa”, a came

BMPOBaAKEHHS anbTepHaTUBHOI TECT-CUCTEMM
«Enzymatic determination of Succrose». bes
3MiHN MeTOAVKM BUNPOBYBaHHA Ta KpUTepiiB

NPUAHATHOCTI.
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repmMeTUYHMX
ynakoskax Ta 1
HeCTepunbHUn
nevikonnactump) 3
KOHTPOMEeM NepLLoro
BiOKPUTTS Y
KapTOHHIl kopobLi 3
KOHTPOMEeM NepLLoro
BiOKpPUTTS

30.

BEPUATE®

NOpOLLIOK Ta
PO3YMHHUK Ans
PO34MHY ANg iH'eKUin
abo iHdyain, 1000
MO; no 1 chnakony 3
MOPOLLIKOM Y
KoMnnekTi 3 1
dnakoHom 3
PO34YMHHMKOM (BOAa
ans iH'ekyin) no 10
Mn Ta 1 NpucTpoem
Ons jofaBaHHst
PO34YMHHMKA 3
BbyagoBaHUM
inbTPOM 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIN
Kopobui; no 1
dnakoHy 3
NOPOLLIKOM Y
KoMnnekTi 3 1
dnakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 10
Mn Ta 1 npucTpoem
ONs Ao0aBaHHS
PO34YMHHMKA 3
BOynoBaHUM
dinbTPOM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOO
KOpoGKoto 3
KOMMMEKToOM Ansi
BHYTPILLHBOrO
BHYTPILLHBOBEHHOIO
npenaparty (1
OfHOpa3oBUi
wnpwd, 1 ronka-
MeTenuk, 2

LICI BepiHr
m6X

HimeyvuuH
a

LICI BepiHr MTm6X

Himevun
Ha

BHECEHHS 3MiH [JO peecTpauifnHuX maTepianis:
3MmiHu | TUNY - 3MiHK 3 aKocTi. FoToBMI NiKapCbKui
3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
3miHa y MeTogax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEepAKEHNX MeTodax BUNpobyBaHHs) 3MiHM 8o
METOAMKM BUNPOBYBaHHSA rOTOBOTO fikapCbKoro
3acoby 3a nokasHukom "Caxaposa”, a came
BMPOBaAKEHHS anbTepHaTUBHOI TECT-CUCTEMM
«Enzymatic determination of Succrose». bes
3MiHN MeTOAVKM BUNPOBYBaHHSA Ta KpUTepiiB
NPUAHATHOCTI.

3a
peuenmom

UA/17404/01/03
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

OesiHikytoui
CepBeTKM B
iHaMBIayanbHMX
repmMeTUYHNX
ynakoskax Ta 1
HeCTepunbHUn
nevikonnactump) 3
KOHTPOMEeM NepLLoro
BiOKPUTTS Y
KapTOHHIl kopobLi 3
KOHTPOMEeM NepLLoro
BiOKPUTTS

31.

BEPUATE®

NOpOLLIOK Ta
PO3YMHHUK Ans
PO34MHY ANg iH'eKUin
abo iHdysin, 250
MO; no 1 chnakoHy 3
MOPOLLIKOM Y
KomnnekTi 3 1
dnakoHom 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 2,5
Mn Ta 1 NpucTpoem
Ons jofaBaHHst
PO34YMHHMKA 3
BOyagoBaHUM
dinbTpom 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIN
Kopobui; no 1
dnakoHy 3
MOPOLLIKOM Y
KomnnekTi 3 1
dnakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekyin) no 2,5
Mn Ta 1 npucTpoem
AN AoAaBaHHS
PO34YMHHMKA 3
BOynoBaHUM
dinbTPOM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOI
KOpoGKoto 3
KOMMMEKTOM Ansi
BHYTPILLHEOBEHHOIO
BBEJEHHS
npenaparty (1

LICI BepiHr
m6X

HimeuvuuH
a

LICI BepiHr MTM6X

Himevun
Ha

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
3MmiHn | TUNy - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3miHa y MeTogax BUNpobyBaHHSA roTOBOroO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y
3aTBEepAKEHNX MeTodax BUNpobyBaHHs) 3MiHM 80
METOAMKM BUNPOBYBaHHSA roTOBOIO fikapCbKOro
3acoby 3a nokasHukom "Caxaposa”, a came
BMPOBaAKEHHS anbTepHaTUBHOI TECT-CUCTEMM
«Enzymatic determination of Succrose». bes
3MiHN MeTOAVKM BUNPOBYBaHHSA Ta KpUTepiiB
NPUAHATHOCTI.

3a
peuenmom

UA/17404/01/01
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

oAHOpa3oBun
wnpwd, 1 ronka-
MeTenuk, 2
OesiHikytoui
CepBeTKM B
iHaMBIayanbHMX
repmMeTUYHNX
ynakoskax Ta 1
HeCTepunbHUn
nevikonnactump) 3
KOHTPOMEeM NepLLoro
BiOKPUTTS Y
KapTOHHIl kopobui 3
KOHTPOMNEM MepLLOro
BiOKPUTTS

32.

BEPUATE®

NOpOLLIOK Ta
PO3YMHHUK Ans
PO34MHY ANg iH'eKUin
abo iHdysin, 500
MO; no 1 chnakoHy 3
MOPOLLIKOM Y
KomnnekTi 3 1
dnakoHom 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
M Ta 1 NpucTpoem
Ons jofaBaHHst
PO34YMHHMKA 3
BOyagoBaHUM
dinbTpom 15 MKM
("Mix-2Vial™ 20/20")
B KapPTOHHIN
Kopobui; no 1
dnakoHy 3
NOPOLLIKOM Y
KoMnnekTi 3 1
dnakoHoM 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) no 5
Mn Ta 1 NpucTpoem
ONs AofaBaHHs
PO34YMHHMKA 3
BOynoBaHUM
dinbTPOM 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOO
KOpobkoto 3
KOMMMEKTOM Ansi

LICI BepiHr
m6X

HimeuvuuH
a

LICI BepiHr Mm6X

Himevun
Ham

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3minn | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI
Ta hapmakoHarnsay (iHwi 3miHun) 3MiHKM BHECEHO
00 IHCTPYKUii 4NS MeanYHoro 3acTocyBaHHS
nikapcbKkoro 3acoby o posgainy "®apmakonorivHi
BnacTMBOCTI" BiANOBiAHO Ao pekomeHaauin CHMP
EMA gnsa npogykTis, OTpMMaHmuX i3 nnasmm Kposi
noavHN. TepmiH BBEAEHHS 3MiH - NPOTAroM 6
MicAUiB Nicnsa 3aTBepAXeHHsA

3a
peuenmom

He
nionsie
ae

UA/17404/01/02
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BHYTPILLHEOBEHHOTO
BBEOEHHSA
npenaparty (1
oAHOpa3oBun
wnpwd, 1 ronka-
MeTenuk, 2
OesiHikytoui
CepBeTKM B
iHaMBIayanbHMX
repmMeTUYHMX
ynakoskax Ta 1
HeCTepunbHUn
nevikonnacTump) 3
KOHTPOMNEM MepLLOro
BiOKPUTTS Y
KapTOHHIl kopobui 3
KOHTPOMNEM NepLLOoro
BiOKPUTTS

33.

BEPUATE®

NMOPOLLIOK Ta
PO3YMHHUK Ans
PO34MHY ANg iH'eKUin
abo iHdyain, 1000
MO; no 1 chnakoHy 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO34MHHMKOM (BOAA
ans in'ekyin) no 10
M Ta 1 NpucTpoem
ONs AogaBaHHs
PO34YMHHMKA 3
BObyagoBaHUM
dinbTpom 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIN
Kopobui; no 1
dnakoHy 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
¢nakoHoMm 3
PO34YMHHUKOM (BOAA
anst in'ekyin) no 10
Mn Ta 1 NpucTpoem
ONs AofaBaHHs
PO34YMHHMKA 3
BOynoBaHUM
dinbTPOM 15 MKM
("Mix-2Vial™
20/20"), Ta 1

LICI BepiHr
m6X

HimeuvuuH
a

LICI BepiHr Mm6X

Himevun
Ham

BHECEHHS 3MiH O peecTpauiiHMX maTepianis:
3minn | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI
Ta hapmakoHarnsay (iHwi 3miHn) 3MiHM BHECEHO
00 IHCTPYKUii 4NS MeanYHoro 3acTocyBaHHS
nikapcbKkoro 3acoby o posgainy "®apmakonorivHi
BnacTMBoOCTI" BiANoBiaHoO Ao pekomeHaauin CHMP
EMA gns npoaykTiB, OTpUMaHKWX i3 Nna3mmn KpoBi
noavHN. TepmiH BBEAEHHS 3MiH - NpOTAroM 6
MicsiLiB nicns 3aTBepOXKEHHS

3a
peuenmom

He
nionsie
ae

UA/17404/01/03
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapTOHHOIO
KOpobKoto 3
KOMMMEeKToM Ans
BHYTPILLUHLOrO
BHYTPILLHEOBEHHOIO
npenaparty (1
oAHOpa3oBun
wnpwd, 1 ronka-
MeTenuk, 2
OesiHikytoui
CepBeTKM B
iHaMBIayanbHMX
repmMeTU4HUX
ynakoBkax Ta 1
HeCTepunbHUNn
nevikonnacTup) 3
KOHTPOMNEM NepLLOoro
BiOKPUTTS Y
KapTOHHIl kopobLi 3
KOHTPOMNEM NepLLOoro
BigKPUTTS

34.

BEPUATE®

NMOPOLLIOK Ta
PO3YMHHUK Ans
PO34MHY ANg iH'eKUin
abo iHdysin, 250
MO; no 1 chnakoHy 3
MOPOLLIKOM Y
KOMMAEKTi 3 1
dnakoHom 3
PO34MHHMKOM (BOAA
ans iH'ekyin) no 2,5
M Ta 1 NpucTpoem
ONs AogaBaHHs
PO34YMHHMKA 3
BObyagoBaHUM
dinbTpom 15 MKM
("Mix-2Vial™ 20/20")
B KapTOHHIN
Kopobui; no 1
dnakoHy 3
NOPOLLIKOM Y
KOMMAEKTi 3 1
¢nakoHoMm 3
PO34YMHHUKOM (BOAA
anst iH'ekyin) no 2,5
Mn Ta 1 npucTpoem
ONs AofaBaHHs
PO34YMHHMKA 3
BOygoBaHUM

LICI BepiHr
m6X

HimeuvuuH
a

LICI BepiHr MTm6X

Himevun
Ham

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3minn | Tvny - 3miln wopo 6esneku/edekTMBHOCTI
Ta hapmakoHarnsay (iHwi 3miHun) 3MiHKM BHECEHO
00 [HCTPYKUiT ANa MegnM4HOro 3acTocyBaHHs
nikapcbKkoro 3acoby o posginy "®apmakonorivHi
BnacTuBocTi" BignosigHo Ao pekomenaauin CHMP
EMA gns npoaykTiB, OTpMMaHKWX i3 Nna3mmn KpoBi
noavHN. TepmiH BBEAEHHS 3MiH - NPOTAroM 6
MicsiLiB nicns 3aTBepOoXKEHHS

3a
peuenmom

He
nionsie
ae

UA/17404/01/01
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
dinbTpom 15 MKM
("Mix-2Vial™
20/20"), Ta 1
KapTOHHOO
KOpobKoto 3
KOMMIIEKTOM Ans
BHYTPiLUHEOBEHHOIO
BBEAEHHS
npenaparty (1
oAHOpa3oBun
wnpwd, 1 ronka-
MeTenuk, 2
nesiHikytodi
cepBeTKk/ B
iHaMBIayanbHMX
repMeTUYHUX
ynakoBkax Ta 1
HeCTepunbHUn
nevikonnacTup) 3
KOHTPOMEM NepLLOoro
BiOKPUTTS Y
KapTOHHIl kopobLi 3
KOHTPOMEM NepLLOoro
BigKPUTTS
35. | BPUNbAHTOB | po3uvH ans MPAT YkpaiHa BignosiganeHMn 3a YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: bes - UA/8012/01/01
UM 3ENEHUNA 30BHILUHLOIO "®ITOPAPM BUPOOHMLTBO, NEPBUHHE 3MmiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI peuenma
3acTocyBaHHs, " nakyBaHHS1, KOHTPOIb Ta chapmakoHarnsagy (iHwi 3miHu) 3miHn go
cnupTtoBuin 1 %, no AKOCTI Ta BUNYCK cepil: po3aginy "MapkyBaHHs" MKA J13.
10 mn abo no 20 mn MPAT "®ITOPAPM", 3atBepaxeHo: MKA J13: TPAGIYHE
y donakoHax, no 20 YkpaiHa O®OPMNEHHA YNAKOBKW foaaeTbes.
MA 'y donakoHax- BigNoBiganbHUIM 3a 3anponoHoBaHo: MKA N3: MAPKYBAHHA 3rigHo
KpanenbHULAX BMPOBHMLTBO, NepBUHHE 3aTBEPPKEHOTO TEKCTY MapKyBaHHS. 3MiHu | Tuny
nakyBaHHS Ta KOHTPOSb - 3MiHu 3 gKocTi. FoToBUIA Nikapcbkuii 3aci6.
SIKOCTI: KoHTponb roToBoro nikapcbkoro 3acoby (iHLwi
AT "INybHncpapm"”, YkpaiHa 3MiHM) BHECEHHST TEXHIYHMX NPaBOK A0 po3ainiB
3.2.P.5.1. Cneuudikauis Ta 3.2.P.5.2. AHaniTuyHi
MeToauku, a Takox o MKA N3, y 3B's3ky
BUMpPaBIeHHs opcporpadivHNX Ta TEXHIYHMX
NMOMMINOK.
36. | BAJIEPIAHU KopeHeBuLa 3 TOB YkpaiHa Xepbimap Cnornka OxasHa | Monbla BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: - - UA/16085/01/01
KOPEHEBULLUA | kopeHsmu "ENNIC- M. ®opHan, A. PopHarn, / 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
3 KOPEHAMU (cybeTaHuis) B YKPAIHA" MonbLya JNaTtBis HalMeHyBaHHs1 Ta/abo agpecu Micus
MiLLIKax (3aroTiBns, BUCYLLYBaHHS, NpoBafXXeHHs AisnbHOCTI BUPOBHWMKa (BKoYatoun,

noninponineHoBmx
abo nanepoBux aons
apmaLeBTUYHOIO
3acTocyBaHHA

noapibHeHHs1, NakyBaHHS);
TOB "ENNIC", Natsis
(Bunyck cepii)

3a HeobXigHOCTI, MicLie NPOBeAEHHS KOHTPOO
sIKoCTi), abo BnacHuka mactep-ganna Ha Adl, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUpoOHULTBI ADI (sIKLLO
3a3Ha4YeHo y AOCbE Ha nikapcbkuii 3acib) 3a
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€Bponelcbkint hbapmakonei y 3aTBepaxeHoMy
nocbke, abo BUPOOHMKA HOBOI JOMOMIKHOT
PEYOBUHM (SIKLLO 3a3Ha4YeHo y focbe) 3MiHa
agpecu BupobHuka A®l, wo Bignosigae 3a BUNYycK
cepii, 6e3 3aMiHM BUPOBHMYOT OinbHUL, Y 3B'A3KY i3
aAMiHicTpaTUBHOK pecopmoto y Pusi.

37.

BAN 20

KOHLeHTpaT Ans
NpUroTyBaHHSA
pO34KHyY Ans
iHdpysin, 20 mkr/mn
no 1 mn B amnynax;
no 5 a6o no 10
amnyn B KAPTOHHIN
ynakoBLji

CEM
dapmachHoTi
Kanc
Jlimiteq

Kinp

BMPOBHWK,
BigNOBiganbHUNM 3a
BUPOBHMUTBO
Hepo3dacoBaHoi

nNpoAyKLii, NeEpPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHS:

BEI Xeand Kep 'm6X,
Hime4umnHa; BUpOBHUK,

BiANOBIganNbHWI 3a BUNYCK
cepii: Apem ®apma M'M6X,

ABCTpis

Himeuun
Ha/
ABCTpis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHux Npo cuctemy
tapmakoHarnagy (BBeeHHs y3aranbHeHUX AaHnx
npo cucteMmy apmMakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
bapmakoHarnsgy B YKpaiHi, AKLo BOHa BiAMiHHA
Bif yNOBHOBaXeHOI ocobu, BianoBiganbHoi 3a
3piicHeHHs dhapmakoHarnagy (BKnroYvarym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y pO3MiLLleHHi
MacTep-caina cuctemu chapmakoHarnsay) 3miHa
YNOBHOBaXeHOI 0CO0M 3asiBHUKA, BignoBiganbHol
3a 3gificHeHHs bapmakoHarnsgy. Lirova pegakuis:
Krasheninnikov Anatoly Evgenievich.
[MponoHoBaHa peaakuis:

Lebedeva Natalia Borisovna. 3miHa KOHTaKTHUX
[AaHuX yroBHOBaXeHoi ocobu, BianosiganbHoi 3a
34iicHeHHs dapmakoHarnagy.
3MiHa KOHTaKTHOI 0COOM YNOBHOBAXEHOT 0COOU
3asBHWKa, BignosiganbHoI 3a hapmMakoHarnsag B
YkpaiHi.

Litoua pepakuisi: Protsenko Vladimir Vasyliovych /
MpoueHko Bonoanmup Bacunbosuy.
MponoHoBaHa pepakuis: Stefanska Olga
Valeriivna / CtedaHcbka Onbra BanepiiBHa.
3MiHa KOHTaKTHUX [laHUX KOHTaKTHOT ocoou,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
3MiHa Micus 3aiNCHEHHSI OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsigy.
3miHa agpecu macTep-daiina cucremu
dapmakoHarnsgy Ta oro Homepa.

3a
peuenmom

UA/11718/01/01

38.

BAPIIPUKC™ |
VARILRIX™
BAKLIMHA Ons
NPODINAKTUK
W BITPSAAHOI
BICIM XXUBA
ATEHYMOBAH
A

niodpinizat gns
PO34MHY AN iH'eKuin
no 1 gosi;

1 donakoH 3
niodpinizatom Ta 1
amMnyrna 3
PO34MHHMKOM (BOAA
ans iH'ekuin) B

nakcoCmit
KnanH
Ekcnopt
Nimiten

Benvka
BpuTaHis

makcoCmiTKnsiH
Bionoaxikans C.A.

Benbrisa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHu | TUNy - AgMiHIiCTpaTuBHI 3MiHW. BunyveHHs
BMPOGHMYOI AinbHUUI (BKMHOYaYmM AinbHULI Ans
A®I, npomixxHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHUL AN NPOBEeAEHHS
nakyBaHHsi, BUpoOHWKa, BiAnoBigansHoro 3a
BMNYCK Cepil, MicLle NpoBeAEHHS KOHTPOTH cepii)

3a
peuernmom

UA/15966/01/01
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
nnacTnKoBoMy abo noctavanbHKKa BMXiAHOTO Matepiany,
KOHTeWHepi B peareHTy abo JOMNOMIKHOI PEYOBUHU (SIKLLO
KapTOHHi KOpooLyi; 3a3HaveHo y focbe) BuBeaeHHs 3 ekcnnyarauii
1 conakoH 3 6ygaisni RIX09 Ha BUpoBHMYI AinbHULi
niodinizatom Ta 1 GlaxoSmithKline Biologicals S.A., Rixensart,
nonepegHbO Belgium, B sikin NpoBOAUNNCH KOHTPOMb AKOCTI
HaMoOBHEHWI LUNpUL, (QC testing (in-process)) Aito4oi pe4oBUHU
3 PO3UYNHHUKOM BITPSAHOI Bicnun, KiHLEeBoro npoaykty Varicella
(Boga Ans iH'ekuin) y vaccine Ta po3unHHuka (WFI diluent) B amnynax i
KOMMMEKTi 3 ABOMa wnpuuax. BHeceHHs pegakuinHnx npaBok 4o
ronkamu B posginie 3.2.5.2.1 Ta 3.2.P.3.1.
nnacTnkoBoMy
KOHTENHepi B
KapTOHHIN KOpoOLyi;
100 conakoHiB 3
nioginizatom ta 100
amnyn 3
PO34YMHHMKOM (BOAA
ans iH'ekuin) (8
YapyHKOBIN
ynakoBLji) B OKpeEMUX
KapTOHHUX
Kopobkax.
39. | BAP®APUH Tabnetku no 3 mr; OpioH diHnaHais OpioH KopnopeWH, ®iHnaHa BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: 3a He UA/5190/01/01
OPIOH no 30 abo no 100 Kopnopeiw ®iHnsHais; OpioH is 3minm Il Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI |  peuenmom | nidnsie
TabneTok y dpnakoHi H KopnopenwH, ®iHnaHgisa Ta cbapmakoHarnsagy. 3miHW y KOpoTKii ae
3 BOOMNOIMMHAKY00 (anbTepHaTUBHUIA XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
Kancynoto; no 1 BUPOGHWK, LLO 3AiACHI0E MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
dnakoHy B nepBUHHE Ta BTOPUHHE 3aCcTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMM 3
KapTOHHiI kopobui nakyBaHHs1) SAKOCTI, AOKMNIHIYHUMU, KNIHIYHUMY JaHUMK Ta
AaHuMu 3 papmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUii ANst MEONYHOrO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posginis "Baaemogis 3
iHLWMMK nikapcbkuMuy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"MobiuHi peakuii" BignosigHo o iHpopmauii 3
6esneku, sika 3a3HayveHa B MaTepianax
peecTpauiiHoro nocbe. BBegeHHs 3MiH NpoTsirom
2 MicsuiB nicnsi 3aTBEPOXKEHHS.
40. | BAP®APUH Tabnetku no 5 mr; OpioH PiHnaHaisa OpioH KopnopefiLH, ®PiHnaHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a He UA/5190/01/02
OPIOH no 30 abo no 100 Kopnopewi ®iHnsHais; OpioH is 3minu Il TUny - 3miHn Wwopo 6esnekn/eddekTUBHOCTI | peyernmom niénse
TabneTok y dpnakoHi H KopnopeniwH, ®iHnaHaisa Ta chapmakoHarnsigy. 3MiHW y KOpoTKiii ae

3 BOAOMNOMMMHA400
Kancynoto; no 1
dnakoHy B
KapTOHHiI kopobui

(anbTepHaTUBHMI

BUPOBHWIK, LLO 3AiACHIOE
NepBUHHE Ta BTOPUHHE

nakyBaHHs1)

XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT Ans Mean4Horo
3acTOoCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW AaHUMK Ta
haHumu 3 chapMakoHarnsgy - 3MiHuM BHECEHO 80
IHCTpyKUii ANsS MEANYHOro 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao posginis "Baaemogis 3
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
iHWMMM nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"MoGiyHi peakuii" BianoBigHO #o iHopmalii 3
6e3nekw, ska 3a3HayeHa B MaTepianax
peecTpauiiHoro gocbe. BBegeHHs 3MiH NpoTsirom
2 MicsiuiB nicnsi 3aTBEPAYKEHHS.
41. | BEHOCMIH® TabneTku, BKPUTI MPAT Ykpaina BiANOBiAanNbHWIA 3a Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes - UA/9747/01/01
NniBKOBOKO "OITOPAPM BUPOGHMLTBO, 3MiHu | TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI peuenma
o6onoHkoto no 10 " nepBUHHE/BTOPUHHE Ta dhapmakoHarnsgy (iHwi 3miHKn). 3MiHK BHECEHI B
TabneTok y bnictepi; nakyBaHHS!, KOHTPOIb TEKCT MapKyBaHHS NePBUHHOI YNaKoBKU
no 3 abo 6 6nictepis AKOCTI Ta BUMNYCK cepil: nikapcbKoro 3acoby L1oAo BUMYYEHHS Ha3BM
y nayui 3 kKapToHy MPAT "®ITOGAPM", nikapcbKkoro 3acoby pociicbkor MOBOH. TepMiH
YkpaiHa; BBEAEHHSA 3MiH NpOTArom 6 micauis nicns
BiAnoBiganbHWi 3a 3aTBEPAKEHHS.
BUPOGHMLTBO,
nepBUHHE/BTOPUHHE
nakyBaHHS Ta KOHTPOIb
akocTi: MAT "Bitaminn",
YkpaiHa
42. | BEHO®EP® po34nH Ans Bidpop LLisenuapi BANIOA, Wsewuapis Lsenua BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a - UA/8015/01/01
BHYTPILLHbOBEHHNX (IHTEepHeLwH A (BTOpPMHHA ynakoBka); pisi/ 3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI peuenmom
iH'exuin, 20 mr/mn no n) IHk. Bidpop (IHTepHewHn) IHK., Himeuun Ta cdhapmakoHarnsaay. BeegeHHs abo 3miHv oo
5 mn B amnyni; no 5 LLiBenuapis (BTOpuHHa Ha/ y3aranbHEeHUX AaHuxX rnpo cuctemy
amnyn y KapTOHHIN ynakoBka, [03BiN Ha ABcTpis | cdapmakoHarnsay (BBe4eHHs y3ararnbHEeHUX gaHux
Kopoo6uLi Bunyck cepii); 1IOT npo cuctemMy chapmakoHarnsgy, aMmiHa
Bionorika Mm6X, yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
HimeuyumHa (BMpPOGHMLUTBO 3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
Hepo3dacoBaHoi dapmakoHarnsay 3asiBHUKa ANs 30iNCHEHHSA
npoaykKLuii, NnepBuHHa Ta dapmakoHarnsaay B YkpaiHi, AKLO BOHA BiAMIHHA
BTOPWHHA ynakoBKa); Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
Takepa Asctpisa 'm6X, 3[iNCHeHHs dhapmakoHarnagy (BKoYa4m
ABcTpis (BUpoBHULTBO KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLleHHi
Hepo3adacoBaHol macTep-darina cuctemu papmakoHarnagy). 3miHa
npoayKLuii, nepBuHHa Ta KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaansHoi 3a
BTOPWHHA ynakoBKa); apmakoHarnsag B YkpaiHi.
Takepna M'M6X, Himeyunna [itova pepakuis: Muxanniok MapuHa
(BUpOBHMLTBO CranicnasiBHa. [NponoHoBaHa pegakuis: LLanka
Hepo3dacoBaHoi OneHa BonogvmupiBHa. 3MiHa KOHTAKTHUX AAHUX
npoaykuii, nepBuHHa Ta KOHTaKTHOI 0CcO0M 3asiBHUKa, BianoBiaansbHoi 3a
BTOPWHHA ynakoBKa) dapmakoHarnag B YkpaiHi.
43. | BEPANAMINY TabneTkn, BKpUTI My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a - UA/3226/01/01
riaPOXNOPUL | nniBkoBoOlO akuioHepHe ToBapucTBO "HaykoBo- 3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI peuenmom
o6ornoHkoto, no 80 TOBapucTBoO BUPOGHWYMIA LEHTP Ta dbapmakoHarnsaay (iHwi 3amiHn). 3miHa y 3B'A3Ky
mr, no 10 TabneTok "HaykoBo- "BopLuariBcbkuii XiMiko- YTOYHEHHS BUKINageHHs posainy "[logaTtkosa
y 6nicTepi; no 5 BUPOGHWYMIA dapmaueBTUYHMI 3aBoa" iHdopmauis. OI-1. Ynakoska" MKA Ta po3ainy
6nicTepiB y nayui 3 LeHTp 3.2.P.7. OHOBNEHHS TEKCTY MapKyBaHHS
KapTOHY "Bopuuariscb NepBUHHOI Ta BTOPUHHOI YMaKOBKU MiKapCbKOro
KU XiMiKO- 3acoby, a came BUNyYeHHs iHopmallii,
dapmaueBT 3a3Ha4YeHOoi POCINCHKOK MOBOH, Ta AesiKi He3HAYHiI
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
NYHWN npaBeku No TeKCTy. BBegeHHs 3MiH npoTsrom 6-1u
3aBog” MicauiB nicns 3atBepaXeHHs. 3MiHun | Tuny - 3MiHu
3 sikocCTi. F0TOBMIA Nikapcbkuin 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa
noctavanbHWKa nakyBanbH1X maTepianis abo
KOMMMEKTYI0UMX (SIKLLIO 3a3Ha4YeHO B AOCHE)
(BUNYyYeHHs nocTayansHuka). BunyyeHHs
HalMeHyBaHHS NocTavanbHUKIB NakyBarnbHUX
MaTepianis 3 peecTpauiHOro 4OCbe, Y 3B'a3Ky 3
npvBeaeHHsM po3giny 3.2.P.7. peecTpauiiHoro
[0CbE Y BigNOBIQHICTb 4O €BPONENCHKMX BUMOT, a
TaKoX BUMYYEHHS i3 peecTpauiiHoro 4ocbe
BUpobHuka «Mnieka MBX» TOB "KnbokHep
MeHTanmnact Pyc", pocis.
44. | BIATPA® ODT TabneTtku, Wo BiaTpic CLWA dapeBa Ambyas PdpaHuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a - UA/0313/02/01
OncnepryoTbes B CnewenTi 3MiHn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI peuenmom
POTOBI NOPOXHWHI, nJc Ta papmakoHarnsaay. 3miHa Yactotu Ta/abo
no 50 wmr; no 2 abo TEPMIiHiB NOAAHHA pPerynsipHo OHOBMNIOBAHMX 3BITiB
no 4 Tabnetkn y 3 Be3neku nikapcbknx 3acobis - 3MiHKN y YacToTi
Gnictepi; no 1 NoJAaHHs1 perynsipHo OHOBMOBAHOIO 3BiTYy 3
Gnictepy B 6e3nekun.
KapTOHHil kopobui [Litova pepakuis: YactoTa nogaHHs perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku 3 pokw.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku 5 pokis.
PekomeHpoBaHo A0 3aTBEpOKEHHS BiAMOBIAHO A0
nepioANYHOCTI NOAAHHS PEryrsipHO OHOBIOBaHMX
3BiTiB 3 6e3neku nikapcbkux 3acobis y €C.
45. | BITAMOKC® Kpanni oyHi, 0,5 %; Hosapric LLisenuapi AnkoH-KyBpbop Benbrisa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis 3a He UA/9153/01/01
no 5 mn y dpnakoHi- dapma Al A 3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI peuenmom niénsie
KpanenbHu1ui; no 1 Ta papmakoHarnsaay (iHwi 3amiHn). Y 3B'A3Ky 3 ae
dnakoHy- Bi3HecC pilleHHAMU, WO 3yMOBMEHi BUXOA0M
KpanenbHuLi B komnaHii ArkoH i3 cknagy Hosapric,
KopoobLi 3anponoHOBaHO BUIMY4YUTU TOPFiBENbHY MapKy
dnakoHy-kanenbHuui "Opon-TenHep®" 3 po3ainy
«YnakoBka» MK#A J13. 3MiHM BHECEHO B iHCTPYKLtO
ONst MEQUYHOrO 3acTOCyBaHHS fikapcbkoro 3acoby
y po3ain «YnakoBkay.
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBEPOKEHHS
46. | BIOAOIH PO3YMH HALLIKIpHUIA MpuBaTHe YkpaiHa MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: bes - UA/19094/01/01
100 mr/mn, no 30 mn akuioHepHe TOBapuCTBO TexHi4Ha nomwurka (3rigHo Hakady MOS Big peuenma
y donakoHi, no 1 TOBapucTBoO dapmaueBTyHa dabpuka 23.07.2015 Ne 460). TexHi4Hy noMunky
dnakoHy, hapmaneBT «Biona» BMMNPaBIEHO B IHCTPYKLUii ANS MEeAUYHOro
YKyrnopeHomy n4yHa 3aCTOCYBaHHsI NikapcbKoro 3acoby y po3aini
KPULLIKOKO-MINETKOHO, habpvka "YnakoBka". 3a3HaveHe BUNpaBrieHHs BiAnosigae
y nayui; no 100 mny «Biona» mMaTtepianam peecTpauiiHoro 4OChe.

cdnakoHi, no 1
riakoHy,
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
YKyrnopeHomy
Hacagkoto Ta
KPULLKOIO, Y mauu;
no 1000 mny
dnakoHi,
YKyrnopeHomy
KpULLKOK abo
KpanenbHuLero Ta
KPULLIKOKO
47. | BOMIKAWUH]I- TabneTkn, Wo MAHKAH], IHAis MaHkanHg dapma IHAis BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a - UA/18097/01/01
ma 4 ANCMepryoTbes B DPAPMA Nimiten, OHIT-1I 3MiHun | Tvny - 3mikK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
POTOBIN NOPOXKHUHI JIIMITELQ Ta hapmakoHarnsay. BeegeHHs abo 3miHu oo
no 4 wmr, no 10 y3aranbHeHUX AaHux Npo cuctemy
Tabnetok y 6nictepi, dapmakoHarnsaay (BBeAEHHS y3aranbHEeHUX AaHnX
no 1 Gnictepy B npo cuctemy dapmakoHarnsgy, amiHa
KapTOHHIN ynakoBLj YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
34iicHeHHs1 dhapmakoHarnagy; KOHTaKTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANS 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif, YyNOBHOBaX€eHOI 0cobu, BiAMOBiAanbHoI 3a
3piicHeHHs dhapmakoHarnagy (BKnovar4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-carina cuctemmn capmakoHarnagy) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BignoBiaansHoi 3a
dapmakoHarnag B YkpaiHi.
Litoua pegakuisi: Man Oner Bonogumunposuu.
lMponoHoBaHa pepakuis: EpeMeHko BaneHTuHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI
ocobu 3asBHMKA, BiANOBIAanNbHOI 3a
dapmakoHarnsig B YkpaiHi. 3miHa Homepa mactep-
davina cuctemu apmakoHarnsgy
48. | BOMIKAAHLO- TabneTtku, LWo MAHKAMHA IHAis MaHkanHg ®apma IHAis BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3a - UA/18097/01/02
ML 8 aucnepryoTecs B OAPMA Nimiten, OHIT-Il 3minu | Tuny - 3miln wopo 6e3nekn/edPekTUBHOCTI peuenmom
POTOBIN NOPOXKHUHI NIMITEQ Ta cpapmakoHarnsgy. BeegeHHst abo 3miHu oo

no 8 mr, no 10
Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIN ynakoBLii

y3aranbHeHVX AaHUX Npo cuctemy
hapmakoHarnsay (BBeAeHHs y3aranbHeHWX faHux
npo cuctemy capmMakoHarnsgy, aviHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa ANs 34iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi yNoBHOBaXeHOT ocobu, BignoBigansHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pPO3MiLLleHHi
mMacTtep-darina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
dapmakoHarnsa B YkpaiHi.
[itoya pepakuisi: Man Oner Bonogumumposuy.
lMponoHoBaHa pefakuisi: EpeMeHko BaneHTuHa
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BikTopiBHa. 3MiHa KOHTAKTHWUX A4aHUX KOHTAKTHOI
ocobu 3asiBHMKa, BigNOBiAANbHOI 3a
capmakoHarnsg B YkpaiHi. 3miHa HomMepa macTep-
channa cuctemum dhapmakoHarnsgy

49.

BOPWUKOHA30
N-BICTAAC

NMopOoLLOK AN
PO34MHY Ans
iHdpysin, no 200 mry
cdnakoHi, no 1
¢bnakoHy B
KapTOHHil kopobui

ToBapucTBo
3
obmexeHo
BianoBsigans
HiCTIO
«BYCT
DAPMA»

Ykpaina

AkTasgic ITanis C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4na Megu4Horo
3acToCyBaHHSA Ha niacTasi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo sk pe3ynbTar OLUiHKM 3BiTY 3 LOCTIIXEHb,
npoBeAEeHUX BignNoBIAHO A0 NnaHy negiaTpuyHnX
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM OpPraHoMm)
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3acTocyBaHHs nikapcbkoro 3acoby y po3gain
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWIi BMAn B3aemoain" BiAgnoBigHO 4O OHOBIEHOI
iHdbopMaUii 3 6e3nekun 4jto4oi peyoBUHN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOKEHHS.

3a
peuenmom

He
nidnsie
ae

UA/16359/01/01

50.

BOPWUKOHA30
N-BICTA

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 50
mr, no 10 TabneTok
y bnicTepi; no 1
Gnictepy y
KapTOHHIN navi

MicTtpan
Kenitan
MeHepxmeH
T JlimiTeq

AHrnis

Bunyck cepii: CiHTOH

Xicnanis, C.J1., IcnaHis;
BMPOGHWK, NepBUHHE Ta

BTOPUHHE NaKyBaHHA:

dapmaLeBTUYHUIA 3aBO

"Monbcapma” C.A.,
Monbla; nepBuHHE Ta
BTOPUHHE MaKyBaHHSA:
[xn | dapmac'toTikanc

ItA., bBonrapis

Icnanis/
MNonbwa
/
Bonrapi
a

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHn | Trny - 3MiHn Woao 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4nA Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpaliiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIOXEHb,
NpOBEeAEHNX BIANOBIAHO A0 NNaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHW BHECeHi [0 IHCTPYKLUii Ana MeguyHoro
3aCTOCYBaHHs1 NikapcbKoro 3acoby y po3ain
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta
iHWi BUOWM B3aeMoAin" BiANoBigHO 4O OHOBMNEHOI
iHpopmalii 3 6e3neku Aito4oi peyHoBUHM.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEPKEHHS.

3a
peuenmom

He
nionsie
ae

UA/16138/02/01

51.

BOPUKOHA30
N-BICTA

TabneTku, BKPUTI
NniBKOBOKO
obonoHkoto, no 200
mr, no 10 TabneTtok
y 6nictepi; no 1

MicTtpan
Kenitan
MeHexmeH
T JlimiTeq

AHrnia

Bunyck cepii: CiHTOH

Xicnanis, C.J1., IcnaHis;
BUPOOHMK, NEPBUHHE Ta

BTOPUHHE NaKyBaHHA:

PapmaLeBTUYHUIA 3aBOS,

Icnanis/
Monbwa
/
Bonrapi
a

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHn | TMny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLIiT Ars Meanu4Horo

3a
peuernmom

He
nionsie
ae

UA/16138/02/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

Gnictepy y
KapTOHHIN navui

"Monbcapma" C.A.,
Monblwa; nepBnHHe Ta
BTOPUHHE MaKyBaHHS:
bxn | dapmac'toTikanc

JIta., Bonrapis

3acToCyBaHHSA Ha niacTaBi perynsipHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbKkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sik pe3ynbTaT OLUiHKM 3BiTY 3 4OCHIOXKEHb,
npoBeAeHnX BignNoBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM OpraHoMm)
3MiHW BHeCeHi A0 iHCTPYKLUii Ans MeguyHoro
3acToCyBaHHS nikapcbkoro 3acoby y po3ain
"B3aemogis 3 iHWKMK nikapcbkumMn 3acobamm Ta
iHWIi BMAn B3aemoain" BiANoBigHO 4O OHOBIEHOI
iHdopMaLii 3 6e3nekun 4jto4oi peyoBUHN.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEPOXKEHHS.

52.

FEOENNKC®
cupon Bifg
KALLO

cupon, 0,04 r/5 mn
no 100 mny
cnakoHi; no 1
¢bnakoHy pasom 3
MipHOIO MTOXKOI B
KapTOHHIl kopobui

KpeBenb
Monsenbbax
mM6X

HimeuvuuH
a

Kpesenb Moisenbbax
m6X

Himevun
Ha

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TUNy - 3MiHK 3 gKocTi. FoToBMIN NiKapCbKui
3aci6. CtabinbHicTb. 3MiHa y TepmiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBoro
NikapcbKoro 3acoby (3MeHLUEeHHSA TEPMiHY
npuaaTHOCTI FOTOBOrO fikapcbkoro 3acoby) - [ns
TOProBOi YNAaKOBKW - 3MEHLLEHHSA TEPMIHY
NPYAATHOCTI FOTOBOTO fiKapCbKOro 3acoby
3artBepakeHo: TepMiH npugaTHocTi. 5 pokiB.
TepMiH npuagaTHOCTI MiCNS NepLUOro BigKpUTTS
dnakoHa — 6 micauis. 3anponoHoBaHo: TepMmiH
npuaaTHoCTI. 3 pokn. TepMiH npuaaTHOCTI nicns
nepLuoro BigkpuTTs donakoHa — 6 micsauis. 3MiHK
BHECeHi B po3ain "TepMiH npyaaTtHocTi" B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby.

6e3
peuenma

nidnsie
ae

UA/3521/01/01

53.

FMIOKOCAT

PO34MH OIS iH'EKLN;
no 2 mn B amnyni A
y KOMMMeKTi 3
PO34YNHHUKOM
(nieTaHonamiH, Boaa
ans iH'ekuin) no 1
mn B amnyni B; no 5
amnyn Ay 6nictepi;
no5amnynBy
Gnictepi; no 1
GnicTtepy 3
amnynamu A Ta no 1
Gnictepy 3
amnynamu B y nayui
3 KapTOHY; No 2 MN B
amnyni Ay
KOMMMEKTi 3
PO34YMHHWKOM

TOB "®3
"BIO®APMA

YkpaiHa

TOB "®3 "BIO®APMA"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHix maTtepianis:
3MmiHu | TUNy - 3MiHK 3 gkocTi. FoTOBMIA Nikapcbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa y meToaax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (Hes3HayHa 3miHa y
3aTBEPKEHMX MeTofax BunpobyBaHHs) 3miHa oo
MeTOo/iB KOHTPOITIO 3@ NMOKa3HUKOM
«CTepunbHicTby, a came 36inbLUEeHHS KiNbKOCTi
3paskiB Ans BUNpobyBaHHs Nikapcbkoro 3acoby
[niokocar (3aTBepmkeHo: 20 amnyn nikapcbkoro
3acoby, 3anponoHoBaHo: 40 amnyn fikapcbkoro
3acoby).

3a
peuenmom

UA/15851/01/01




48 [TponoBkeHHs qoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
(oieTaHonamiH, Boga
ans iH'ekyin) no 1
Mn B amnyni B; no 1
amnyni ATa 1
amnyni B y 6nictepi;
no 1 Gnictepy y
navui 3 KapToHy; No
2mvnBamnyniAy
KOMMMeKTi 3
PO3YVHHWKOM
(nieTaHonamin, BOAa
ans iH'ekyin) no 1
Mn B amnyni B; no 6
amnyn Ay 6nictepi;
no6amvnynBy
Gnictepi; no 1
bnictepy 3
amnynamu A ta no 1
Gnictepy 3
amnynamu B y nayui
3 KapTOHY
54. | TPUNNOCTAAO crpei HasanbHUi, CTAOA Hime4uuH CTALA ApuHanimitTenb Himeyun BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: be3 - UA/16231/01/02
® PUHO po3uunH 0,1 % no 15 ApuHanmitt a ATl, HimevunHa (Bunyck Ha/ 3minu [l TUny - 3miHn 3 aKocTi. [oToBMI NiKapCbKui peuenma
MAPITIM My donakoHi; no 1 enb Al cepint); Ypcadapm IcnaHis/ 3aci6. 3MiHM y BUPOBHULTBI. 3MiHM Y npoLeci
drakoHy B ApuHaimitTens MvbX, YopHoro BMPOGHMLTBA roTOBOrO flikapcbkoro 3acoby,
KapTOHHIN kopobLyi HimeuyumHa (BMpOGHMLTBO pis BKIT0HA04MN NPOMIDKHUIA NPOAYKT, WO
Hepo3adacoBaHOro 3aCTOCOBYETHCS MPY BUPOOHULTBI FOTOBOIO
NpOAYKTY, NepBUHHE Ta nikapcbkoro 3acoby (cyTTeBa 3miHa y npoLieci
BTOPUHHE MaKyBaHHS, BMPOBHMLTBA, SKa MOXe MaTu iCTOTHUIA BNWB Ha
KOHTponb cepiit); PAMAP AKiCTb, 6e3neky Ta eheKTUBHICTb NikapCbKOro
XEJIC KEP CEPBICEC 3acoby) - AoAaBaHHS Ha OinNbHULI XeMOMOHT
MAOPWA, C.ALY, IcnaHis [.0.0. B SIKOCTi TEXHOSONYHMX iNbTPIiB Ha
(BUpOBHMLTBO BUPOGHWYIl cTagji: ctepunbHa dinbTpauis
Hepo3adacoBaHOro GinbTpiB Big noctavansHuka Merck Millipore.
npoaykTy, NEpPBUHHE Ta BaTtBeppxeHo: Manfacturing step: Sterile filtration
BTOPWHHE NaKyBaHHS, filtration system (Pall): PES/PVDF membrane, 0.1
KOHTpPOrb cepilt); um, 5” filter element or filtration system (Domnick
XeMOMOHT A.0.0., Hunter): PES/ PES membrane, 0.1 pm, 5” filter
YopHoropist (BUpobHULTBO element / 3anponoHoBaHo:
Hepo3sdacoBaHoOro Manfacturing step: Sterile filtration filtration system
NpPOAYKTY, NEpBUHHE Ta (Pall): PES/PVDF membrane, 0.1 ym, 5” filter
BTOPWHHE NaKyBaHHs) element or filtration system (Domnick Hunter):
PES/ PES membrane, 0.1 ym, 5” filter element or
filtration system (Merck Millipore): PVDF
membrane, 0.1 ym, 5” filter element
55. | OEKCAMETA3 Tabnetkv no 0,5 wmr, ToBapucTBo YkpaiHa BCi cTagii BUpobHMUTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a - UA/5274/01/01
OH no 10 Tabnetok y 3 KOHTPOb SIKOCTi, BUMYCK 3miHu | TUny - 3miHu 3 gkocTi. APl. CTabinbHiICTb. peuernmom
Gnictepax; no 1 abo | obmexeHoto cepil: 3miHa nepiogy noBTOpHUX BUNpobyBaHb/nepioay
5 BnictepiB y Bignosiganb ToBapucteo 3 obmexeHo 36epiraHHst a6o ymoB 36epiraHHs ADI (3a
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KopobLi 3 KapToHY HiCTIO BiANOBIganNbHICTIO BiICYTHOCTI y 3aTBepKeHOMY [OChE cepTudpikata
"®apmaueBT "OocnigHui 3asog " BiQMNOBIQHOCTI €Bponewchbkin hapmakonei, Wo
N4YHa HUJIC", YkpaiHa BKITHOYa€ nepios NOBTOPHOIO BUNPOOYBaHHS)
KOMnNaHisi BCi cTagii BUpobHmuTBa, (nepioa noBTOPHOrO BMNPOGYBaHHA/Nepios
"3popos's" KOHTPOMb SKOCTi, BUMYCK 36epiraHHs) - 36inbleHHs abo BBeAeHHs nepioay
cepii: NOBTOPHOro BMNpobyBaHHsA/nepiody 36epiraHHst Ha
ToBapucTBO 3 OOMEXEHOD OCHOBI pe3ynbTaTiB 4OCNiIOKEHb Y pearnbHOMY Yaci
BiANOBIgANbHICTIO - 36iNbLUEHHSI TEPMiHY NpuAaTHOCTI cyGCcTaHuii
"®apmaueBTUYHa [eKkcameTasoHy Ha OCHOBI pe3ynbTaTiB
KoMnaHisi "3gopos'a”, [ocnigpkeHHb cTabinbHOCTI y peanbHOMY 4aci,
Ykpaina nposegeHnx BupobHukom A®I Tianjin Tianyao
Pharmaceuticals Co. Ltd., Kutai (3aTBEpakeHo:
nepiof NEPEKOHTPOIO 2 POKM; 3arpOrNoHOBaHO:
nepiog NEPEKOHTPONIO 4 Poku).
56. | AEKCAMETA3 PO34MH NS iH eKUN, ToBapucTeo YkpaiHa KOHTPOSb AKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a - UA/5274/02/01
OH 4 mr/mn 3 cepii: ToBapucTBO 3 3MiHu | TRy - 3MiHK 3 sKoCTi. FOTOBUIA NikapCbKMi peuenmom
no 1 mnabono2mn | obmMexeHow obmexeHo 3aci6. KoHTporb roToBoro nikapcbkoro 3acooy.
B amnyni; no 5 Bignosiganb BigNoBiganbHIiCTIO 3miHa napameTpiB cneundikadi Ta/abo
amnyn B navui; HiCcTIO «[ocnigHun 3aBog [OMYCTUMUX MEX roTOBOTO JikapCbKoro 3acoby
no 1 mnabono2wmn | "®apmauesT «HLJIC», YkpaiHa; BCi (BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag
B amnyni; no 5 n4yHa cTagii BupobHuuTBa, 3acTapinoro nokasHuka, Takoro sk 3anax Ta cMak,
amnyn y 6nictepi, no KOMNaHis KOHTPOSb AKOCTi, BUMYCK abo igeHTudikauis 6apBHUKIB Y1 CMaKOBUX
1 6nictepy B nayui; "3popos's" cepii: ToBapucTBoO 3 no6aBsok)). BunyyeHHs 3acTapinoro nokasHvka
no 1 mn abo no 2 mn obmexeHo «AHOMarnbHa TOKCUYHICTb» Y 3B’AI3Ky 3 BTPaTOO
B amnyni, no 10 BignoBiganbHIiCcTIO YMHHOCTI Ta BUIy4YeHHsM 3 EP.
amnyn B navui «PapmMaueBTUYHa
KOMMaHis «340poB'sy,
YkpaiHa
57. | OEHIMIM NOPOLLIOK ANis AHaHTa Benvka Csicc lNepeHTepanc IHais BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/15339/01/01
PO34MHY AnS iH'eKLin Megikeap BpuTaHis Ita., IHaia 3MmiHa 3asBHuka J13 (MIBM) (BnacHuka peuenmom niénsie
no 1000 wr; T, AHaHTa Megikeap llimiTes, peecTpaLiiHoro NoceigveHHs) (3rigHo Hakady MO3 ae
1 dprakoH 3 IHAisA Big 23.07.2015 Ne 460). 3miHu BHeceHo B
NOPOLLKOM Y KopobLi iHCTPYyKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
3 KapTOHY nikapcbkoro 3acoby y po3ainu «3asiBHUK» Ta
«MicuesHaxomkeHHs 3asBHMKa». TepMiH
BBeAEHHS 3MiH NpoTsarom 3 Micauis nicns
3aTBEPKEHHS.
58. | OEHILUE® NOPOLLOK ANg AHaHTa Benvka Csicc lNepeHTepanc IHais BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/15264/01/02
PO34MHY AN iH exuin Megikeap BpuTaHis NTa., Hais 3MiHa 3asiBHMKa (BNacHWKa peecTpaLiiHoro peuenmom nionsie
abo iHdysinno 2, 1 Nita. AHaHTa Megikeap JlimiTes, noceigyeHHs) MIBIT (3rigHo Hakaly MO3 Big ae
NaKkoH 3 MOPOLLKOM IHAisa 23.07.2015 Ne 460). TepmiH BBeAEHHS 3MiH
y kopobLji 3 KapTOHY npotsrom 3 MicsUiB Nicns 3aTBEPMKEHHS.
59. | AE®EPACIPOK | TtabneTku, BKpuTi Mictpan AHrnis KOHTPOMb SIKOCTi, BUMYCK Icnanis/ BHECEHHS 3MiH IO peecTpauiiHnX maTtepianis: 3a - UA/19706/01/03
C-BICTA NniBKOBOKO Kenitan cepii: CiHToH XicnaHis, Yuni TexHiyHa nomurika (3rigHo Hakasy MOS Big peuenmom
obonoHkoto, no 360 MeHepxmeH C.J1., Icnanis/ 23.07.2015 Ne 460) BunpaBneHHsi TEXHIYHOI
mr no 10 TabneTok B T Nimitepq BMPOGHWLITBO, MEPBUHHE, nomunku y po3gini «KinekicHe BU3Ha4eHHsA» y

Gnictepi; no 3
Gnictepu y
KapTOHHIl kopobui

BTOPUHHE MaKyBaHHS,
KOHTPOMb SIKOCTI:
CiHToH Yuni N1ga., Yvni

3aTBepakeHnx MKA, ska nos’ssaHa 3
nepeHeceHHsIM iHpopmalii. 3azHaueHe
BWMNpaBIIEHHS BiAMNOBiAae apXiBHUM MaTtepianam
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
peeCTpaUinHOro OChE.
60. | OE®EPACIPOK | Ttabnetku, BKpUTI Mictpan AHrnis KOHTPOMb SIKOCTIi, BUMYCK Icnanis/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/19706/01/02
C-BICTA NniBKOBOIO Kenitan cepii: CiHTOH XicnaHis, Yuni TexHiyHa nomurika (3rigHo Hakasy MOS Big peuenmom
obonoHkoto, no 180 MeHepxmeH C.J1., Icnanis/ 23.07.2015 Ne 460) BunpaBneHHs TEXHIYHOI
mr no 10 TabneTtok B T Nimiteq BMPOBOHMLTBO, NEPBUHHE, nomunku y po3agini «KinbkicHe BU3Ha4eHHsA» y
Gnictepi; no 3 BTOPWHHE NaKyBaHHS, 3aTBepakeHnx MKA, sika nos’sisaHa 3
6nictepu y KOHTPOMb SIKOCTI: nepeHeceHHsAM iHpopmalii. 3asHadeHe
KapTOHHiI kopobui CiHToH Yuni Nltaa., Yvni BWMpaBIIEHHs BiANOBiAae apXiBHUM maTtepianam
peeCTpaUinHOro OChE.
61. | AUKNOKATH PO34MH AN iH'EKLN Tosapwucteo Ykpaina ToBapucTBo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a - UA/8315/01/01
no 2 mn B amnyni; 3 BiANOBIgANbHICTIO 3MiHn | Trny: 3miHK 3 skocTi. FOTOBMI NiKapCbKuii peuenmom
no 10 amnyny obGMexeHo "®apmMaueBTUYHa 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
KapTOHHIN kopobu,i 3 Bignosigans KomnaHis "3gopos's” 3miHa napameTpiB cneuudikauin Ta/abo
neperopogkamu; no HiCTIO [OMyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
2 Mn B amnyni; no 5 "dapmaueBT (BUNYyYEHHSs1 HE3HaYHOrO NokasHUka (Hanpuknazg
amnyn y 6nictepi; no n4yHa 3acTapinoro NokasHuka, Takoro sik 3anax Ta cMmak,
2 6nictepu B KOMMaHis abo igeHTUdiIKauis 6apBHUKIB Y1 CMaKOBUX
KapTOHHiI KOpoOLyi; "3popos's" nob6asok))(B.IL.r.1. (r),IA), BunydeHHs 3actapinoro
no 2 mn B amnyni; nokasHuka « AHOMarlbHa TOKCUYHICTbY Y 3B’A3KY 3
no 10 amnyny BTPATO YMHHOCTI Ta BUNyYeHHaM 3 EP.
Gnictepi; no 1
6nictepy B
KapTOHHIN kopobui
62. | AUKOP JNOHI TabneTtku TOB HB® YkpaiHa TOB HB® «MIKPOXIM», YkpaiHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianis: 3a He UA/11012/01/01
NPOJIOHrOBaHOI Aii "MIKPOXIM" Ykpaina (topyanyHa 3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui peuenmom nidnse
no 20 wmr, no 50 appeca BUpoOHNKa; 3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa ae
TabneTtok y 6aHui; BMPOGHUWYa AinbHuus (BCi iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
no 1 6aHui y nayui 3 cragii BupobHu4oro KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
KapToHy; no 10 npotiecy); BianoBiaanbHWN (3amiHa abo foaaBaHHSA BUPOGHMKA, O
Tabnetok y 6nictepi; 3a BUNycK cepii, He BignoBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
no 5 énicrepis y BKITIO4AI04M BKITI0HAK04M KOHTPOMb/BUNPOOYBaHHS cepii -
naywi 3 KapToHy KOHTPOrb/BUNPOOYBaHHS nopasaHHs BMpobHuka 13, BignosigansHoro 3a
cepii) BUNYCK Cepii, He BKIOYaoun
KOHTpornb/BUNpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a apgpecoto: YkpaiHa, 01013 m.
KwiB, Byn. Byaingyctpii, 6ya. 5). 3mMiHn BHeceHi B
IHCTPYKLUIilO Ans MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxomkeHHs BUpobHMKa Ta oro agpecu
MiCList MPOBAKEHHS AisANbHOCTI" 3 MOXIMBICTIO
APYKyBaTn OKpeMi IHCTPYKUii ANS Mean4Horo
3acTOCyBaHHS fikapcbKoro 3acoby Ans
BiNOBIgHMX BUPOOHMKIB Ta sIK HAcNigok nosisa
yNakoBOK NiKapcbKoro 3acoby Ans [oAaTKOBUX
BUPOGHWKIB. BBEAEHHS 3MiH NpOTsiroM 6-Tu
MicsLiB nicnsi 3aTBEpAKEHHS
63. | AUKOP NOHI Tabnetkn TOB HB® YkpaiHa TOB HB® «MIKPOXIM», YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3a He UA/11012/01/02
NPOOHroBaHoi Aii "MIKPOXIM" YkpaiHa (ropuanyHa 3MmiHu | TUNYy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui peuenmom nidnsie
no 40 wr, no 50 agpeca BUpOBHKKa; 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa ae
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

TabneTtok y 6aHLUi;
no 1 6aHuj y nayui 3
KapToHy; no 10
TabneTtok y 6nictepi;
no 5 6nictepiB y
nayui 3 KapToHy

BUpobHMYa ginbHMusA (BCi
ctagii BUpoGHM4oro
npovecy); BianosiaanbHUi
3a BUNyCK cepii, He
BKIOHAK04N
KOHTpOrnb/BUNPOOYyBaHHS
cepii)

iMnopTepa/aMiHu, Lo CTOCYTLCS BUMYCKY cepil Ta
KOHTPOIIO SIKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHS BUPOBOHMKa, LLO
Bignosigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKIHOYa04M KOHTpOnb/BUNpobyBaHHs cepii -
nonaeaHHs BUpobHuka 13, BignoeigansHoro 3a
BUNYCK Cepii, He BKIHOYaoum
KOHTponb/BMNpobyBaHHsi cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. bygiHaycTpii, 6ya. 5). 3miHM BHeceHi B
IHCTPYKLUIilO0 AN MeAMYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3Haxoa)XeHHs1 BUpobHUKa Ta Moro agpecu
MiCList NPOBAOKEHHSA AiANbHOCTI" 3 MOXIMBICTIO
OpYKyBaTW OKpEMi iIHCTPYKLiT 4Nns MeguyHoro
3acTocyBaHHS NikapcbKoro 3acody Ansi
BiJNOBIOHMX BUPOBOHMKIB Ta sIK HAcNigoK nosisa
yNaKoBOK fikapcbkoro 3acoby Ans oaaTkoBmx
BUpOGHMKIB. BBegeHHs 3MiH NpoTsrom 6-tm
MicsLiB nicnsi 3aTBepAKEHHS

64.

OWKOP NOHI

TabneTtku
NPOSOHroBaHoI Aii
no 60 wr, no 50
TabneTtok y 6aHui;
no 1 6aHui y nayui 3
KapToHy; no 10
Tabnetok y 6nictepi;
no 5 Gnictepis y
nayui 3 KapToHy

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB® «MIKPOXIM»,
YkpaiHa (topuanyHa
agpeca BUPOGHWKa;

BMpobHMYa ginbHMus (BCi
ctagii BUpo6GHu4oro

npouecy); BignosigansHUn
3a BUNYCK cepii, He

BKIOYA04N

KOHTPOrb/BUNPOOYBaHHS

cepii)

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MinHn | TMNy - 3MiHK 3 siKoCTi. [OTOBUIA NikapCbkui
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby
(3amiHa abo gopaBaHHS BUPOBHMKA, LLO
BignoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
BKITH04AKUN KOHTPOMb/BUNPoBYBaHHS cepii -
nopasaHHA BUpobHuka 13, BignosiganeHoro 3a
BUNYCK Cepii, He BKIOYaoun
KOHTponb/BUNpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a apgpecoto: YkpaiHa, 01013 m.
Kwis, Byn. Byaingyctpii, 6ya. 5). 3mMiHM BHeceHi B
iHCTPYyKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxogKeHHs BUpobHuKa Ta oro agpecu
MicLsi NpoBafKEeHHS AifNbHOCTI" 3 MOXUBICTIO
APYKyBaTu OKpeMi IHCTPYKUIT ANS MeanYHoro
3acTocyBaHHs Nnikapcbkoro 3acoby Ansi
BiANOBIgHMX BMPOBHUKIB Ta sk HAcnigok nosisa
YNakKoBOK NikapCbKoro 3acoby Ans 4oAaTKoBUX
BUPOGHWKIB. BBEAEHHS 3MiH NpOTSroM 6-Tu
MicsLiB nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsie
ae

UA/11012/01/03

65.

ONPOTOH®

Tabnetku no 5 wmr,
no 14 Tabnetok y
GnicTepi; no 1 abo
no 2, abo no 4
Gnictepu B
KapTOHHIN ynakoBUi

BAT
"leneoH
PixTep"

YropwuHa

BAT "l'epeoH PixTep"

Yropm
Ha

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3minu | TUny - 3miHmn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsigy. BeegeHHst abo 3amiHu go
y3aranbHeHUX JaHUX Npo CUcTemy
hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX AaHWX

npo cucTemy dpapMakoHarnsay, amiHa

3a
peuenmom

UA/7679/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
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YNOBHOBaXeHOI 0cobWu, BignosigansHoi 3a
3aiicHeHHs1 hapmakoHarnsay; KOHTaKkTHOI ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
chapmakoHarnsgy B YkpaiHi, AKLWo BoHa BigMiHHA
Bi yNOBHOBaXeHOT ocobu, BignoBigansHoi 3a
3piicHeHHs hapmakoHarnagy (BKrovaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-anna cuctemu dapmakoHarnagy). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnag B YkpaiHi.

[itova pepakuin: PociHiH 'eHHaain BiktopoBuy.
MponoHoBaHa pefakuisi: Xinbko €BreHis
OnekcaHgpiBHa.
3MiHa KOHTaKTHMX AaHMX KOHTaKTHOI 0cobun
3asBHMKa, BigNOBiAanbHOI 3a hapmakoHarnag B
YKpaiHi.

66.

ONPOTOH®

Tabnetkun no 10 wr,
no 14 tabnetok y
6nictepi; no 1 abo
no 2, abo no 4
Gnictepn B
KapTOHHIN ynakoBLj

BAT
"leneoH
Pixtep"

YropwuHa

BAT "legeoH PixTep”

Yropwm
Ha

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHux npo cuctemy
tapmakoHarnagy (BBeeHHs y3aranbHeHUX AaHnx
npo cucteMmy apmMakoHarnsgy, amiHa
yrnoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKL0 BOHaA BiAMiHHA
Bi ynoBHOBaXeHOoi ocobu, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnagy (BKroYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLleHHi
macTep-darina cuctemu cpapmakoHarnagy). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaansHoi 3a
dapmakoHarnsa B YkpaiHi.

[itova pepakuin: PociHiH eHHaain Biktoposuy.
MponoHoBaHa pepakuis: Xinbko €Brexis
OnekcaHppiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asBHuMKa, BignosiganbHoI 3a hapMakoHarnsg B
YkpaiHi.

3a
peuenmom

UA/7679/01/03

67.

OWPOTOH®

Tabnetku no 20 wr,
no 14 Tabnetok y
6nictepi; no 1 abo
no 2, abo no 4
Gnictepu B
KapTOHHIN ynakoBLii

BAT
"leneoH
PixTep"

YropwuHa

BAT "legeoH PixTep"

Yropwm
Ha

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3minu | TMny - 3miHmn Wwoao 6e3nekn/edPekTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHeHUX AaHux Npo cuctemy
(hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX AaHUX
npo cucteMy chapmakoHarnsagy, aMmiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
30iNCHEHHsI hapMakoHarnsgy; KOHTakTHoi ocobu 3

3a
peuenmom

UA/7679/01/04
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(bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
tapmakoHarnsay B YKpaiHi, AKLWO BOHA BiAMiHHA
Bif yNOBHOBa)XeHOI 0cobu, BianoBiganbHoi 3a
3piicHeHHs hapmakoHarnagy (BKrovarum
KOHTaKTHi AaHi) Ta/abo 3MiHM y PO3MiLLEeHHI
mMacTep-daiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.

[itoya pepakuisa: PociHiH MeHHagin Biktoposuu.
MponoHoBaHa pefakuisi: Xinbko €BreHis
OnekcaHppiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT ocobun
3asBHMKa, BiaNOBiAanbHOI 3a hapmakoHarnag B
YKpaiHi.

68.

ONONII030N1®

PO34MH NS iHDY3in,
2 mr/mn no 100 mny
NAALWLUI CKNSHINA; no
1 nnAwui B nayui

MAT
"Tanuudap
M

YkpaiHa

MAT "Tannydapm”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKuiA
3aci6. 3MiHM y BUPOGHULTBI. 3MiHM BUNpOoOyBaHb
abo 4oNyCTUMUX MeX, BCTAHOBIIEHUX Y
cneuudikauisx, nig Yyac BUPOOGHMLITBa rOTOBOrO
nikapcbKkoro 3acoby (4omnoBHeHHs1 abo 3amMiHa
BUNpobyBaHHS B Npoueci BUpobHuLTBa 3a
pesynbTatamu gocrigxeHb 3 6e3nekn abo AKocTi)
BHeceHHs1 3MiH B p. 3.2.P.3.3. Onuc BMpoGHu4oro
npouecy Ta KOHTPOrb npouecy , Ha cTagii
dinbTpauii (Ao dinbTpa ToHKOI dinbTpaLii - nepes
KiHLEBO binbTpaLieto), NpoBeAEeHHS KOHTPOMO
3a NOoKa3HWKOM "BioHaBaHTaXeHHs" PO3ynHy
3aMiCTb KOHTPOIIO 3@ MOKa3HNKOM
"MikpobionoriyHa yucrora".

3a
peuenmom

UA/11674/01/01

69.

LOOEH3A-
CAHOBENb

TabneTkn, BKpUTI
NniBKOBOO
060noHKot, Mo 5 mr,
no 14 Tabnetok y
Gnictepi, no 1
Gnictepy y
KapTOHHiI kopobui

CaHoBernb
Inay CaHai
BE
Tupxapet
AL

TypeyuunH
a

CaHosenb Insy CaHai Be

Tupxapet A.LL.

Typeuun
Ha

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLiT A4nA Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHuin nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIXKEHb,
NPOBEAEHNX BIANOBIAHO A0 NMaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHW BHECeHi [0 IHCTPYKLIii Ans MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"Cnoci6 3acTocyBaHHs Ta go3un", "MobivHi peakuii”
BiJMNOBIOHO 4O OHOBMEHOI iHpopmaLii 3 6esnekn
[it0Y0i pevyoBUHN.

3a
peuenmom

He
nionsie
ae

UA/12635/01/01

70.

OOKTOP

NbOASHUKM; Mo 4

TOB

YKpaiHa

tOHik ®apmacbioTrkan

IHAis

BHECEHHS 3MiH IO peecTpauiiHix MaTtepianis:

be3

nionsie

UA/2410/01/01
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MOM® 3lI
CMAKOM
AHAHACA

NbOASHWKNA Y CTPUNI;
no 5 ctpunis y
KapTOHHIl kopobui

"[I>KOHCOH i
[XOHCOH
YkpaiHa"

JlaGopaTopi3 (BigaineHHs
dipmun "Ix. b. Kemikan3
eHp PapmacboTvkana
nTa.")

3MiHuM | TMny - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
3acTocyBaHHS Ha MigcTasi perynspHo
OHOBJIOBAHOIO 3BiTy 3 6€3nekn nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHuiA nepioq,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIfKEHb,
npoBeAeHnX BignNoBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkens (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBa)XXEHMM OpraHom).
3MiHW BHeceHo B |HCTpyKLito Ans MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mepeno3syBaHHs " BIANOBIAHO 4O OHOBMEHOT
iHdopMauii woao 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby. BeegeHHst 3MiH mpoTarom 6-
TV MicsiLiB nicns 3atBepaKeHHs. 3MiHu Il Tuny -
3MiHM woao 6e3nekn/eddekTUBHOCTI Ta
apmakoHarnagy. 3miHu y KOpoTKii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLUiT ANS MeanYHoro
3aCTOCyBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy. 3MiHM BHECEHO B
IHCTPYKUitO ANSt MEANYHOIO 3aCTOCYBaHHSA
nikapcbkoro 3acoby Ao po3aginis "OcobnueocTi
3actocyBaHHs" , "lNobivHi peakuii". BBegeHHst 3aMiH
NPOTHArom 6-Tu MiCSILIIB MiCNsi 3aTBEPOXKEHHS.

peuernma

ae

71.

OOKTOP
MOM® 3lI
CMAKOM
ANENbCUHA

NbOASHUKK; No 4
NbOASHWKNA Y CTPUNI;
no 5 ctpunis y
KapTOHHiI kopobui

TOB
"[1>)KOHCOH i
[KOHCOH
YkpaiHa"

YkpaiHa

lOHik ®apmacbioTrkan
JlabopaTopi3 (BiaaineHHs
dipmu "Ox. b. Kemikan3
eHp PapmacbloTrkana
nta")

IHAis

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI
Ta cbapmakoHarnagy. 3miHa y KopoTkiv
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIXKEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpPraHoMm).
3MiHM BHeCeHO B |HCTPYKLit0 Ans MEAUYHOTO
3aCTOCyBaHHS nikapcbKkoro 3acoby Ao po3ainy
"lMepeno3yBaHHs " BiANOBIAHO 4O OHOBMEHOI
iHpopmalLii Wwoao 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby. BBegeHHst 3MiH MpoTarom 6-
TV MicsiliB nicnst 3aTBepaKeHHs. 3MiHn Il Tuny -
3miHu woao 6e3nekn/edpeKTMBHOCTI Ta

6e3
peuenma

nidnsie
ae

UA/2409/01/01
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chapmakoHarnsgy. 3MiHu y KOpOTKil
XapaKkTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
3aCTOCyBaHHSA y 3B’A3KY i3 HOBUMMW JaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMUW JaHUMK Ta
OaHuMK 3 papMakoHarnsgy. 3mMiHM BHECEHO B
IHCTPYKLitO ANst MEAUYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sainis "OcobnueocTi
3acTtocyBaHHs" , "lNMob6ivHi peakuii”. BBegeHHs amMiH
NPOTSArom 6-T MicsILB Micnsi 3aTBEPAXKEHHS.

72.

OOKTOP
MOM® 3lI
CMAKOM
JIMMOHA

NbOASIHUKM Mo 4
NbOASHUKN Y CTPUNI;
no 5 ctpunis y
KapTOHHIN kopobLi

TOB
"[>)KOHCOH i
[>XOHCOH
Ykpaina"

Ykpaina

HOHik ®apmacbloTukan
JTaGopaTopi3 (BiaaineHHs
cipmn "Ox. B. Kemikans

eHg ®apmacbloTukans

nra.")

IHAisA

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:
3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta IHCTPYKLUiT ANa MeanyYHoro
3acTocyBaHHSA Ha niacTaBi perynsipHo
OHOBIOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKkoro 3acoby B nicnsipeecTpauiiiui nepiog,
abo siK pe3ynbTar OLUiHKM 3BiTy 3 AOCHiAXEHb,
npoBeAEeHUX BigNoBIAHO A0 NnaHy negiaTpuydHnX
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVMM OpraHoMm).
3MiHW BHeceHo B [HCTpyKLito Ans MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"MMepeno3yBaHHs " BiANOBIAHO O OHOBMEHOI
iHdpopmaLlii Wwopo 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby. BBegeHHst 3MiH NpoTsarom 6-
TV MicauiB nicns 3aTBepaXeHHs. 3MiHun |l Tuny -
3miHun wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUIT ANs MeAUYHOro
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMM OaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy. 3MiHM BHECEHO B
IHCTPYKUito AN MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginie "OcobnueocTi
3actocyBaHHs" , "lNo6ivHi peakuii”. BBeaeHHst 3miH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.

be3
peuenma

nionse
ae

UA/2412/01/01

73.

OOKTOP
MOM® 3lI
CMAKOM
MAJUHU

NbOASHUKK; Mo 4
NbOASHWKNA Y CTPUNI;
no 5 ctpunis y
KapTOHHiI kopobLyi

TOB
«[PKOHCOH i
[>xOHCOH
YkpaiHa»

YkpaiHa

tOHik ®apmacbioTykan
JlabopaTopi3 (BiaaineHHs
dipmun "Ox. B. Kemikans
enp PapmacbioTrKan3
Itn.")

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCYBaHHSA Ha MiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Meku NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHWi nepiof,

be3
peuenma

nionsie
ae

UA/2408/01/01




56

[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIfKEHb,
nNpoBeAEHNX BiANOBIAHO A0 NNaHy negiaTpuyHux
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHM BHECEHO B |HCTPYKLtO ANS MEANYHOIO
3acToCcyBaHHsI Nikapcbkoro 3acoby Ao po3sainy
"Mepeno3yBaHHs " BigNOBIAHO 4O OHOBMEHOI
iHpopmaLlii woao 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom 6-
TV MicAUiB Nicnsa 3aTBepaKeHHS
3MiHu Il TMNY - 3miHn Wwopno 6e3nekun/edeKTUBHOCTI
Ta hapmakoHarnsgy. 3MiHW y KOpoTkKil
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKLiT A4ns Mean4Horo
3acTocyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
AaHvMu 3 hapmakoHarnagy - 3MiHN BHECEHO B
IHCTPYKUito ANS MEAWNYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o posginie "OcobnuneocTi
3actocyBaHHs" , "lNobivHi peakuii”. BBeaeHHs 3miH
NpOTArom 6-Tu MicsLUiB Nicnsa 3aTBepAXeHHs

74.

OOKTOP
MOM® 3lI
CMAKOM
nonyHuul

NbOASHUKK; No 4
NbOASHUKN Y CTPUNI;
no 5 ctpunis y
KapTOHHiI kopobui

TOB
"[DKOHCOH i
[>XOHCOH
YkpaiHa"

YkpaiHa

HOHik ®apmacbloTukan

JlabopaTopi3 (BipaineHHs

cipmn "Ox. B. Kemikans
enp dapmacbioTrkans
Nita.")

IHAis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3minn | Tvny - 3miln wopo 6esnekv/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLiT Ans Mean4yHoro
3aCTOCYBaHHSA Ha MiACTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpaliiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 4OCNIOXEHb,
NpOBeAEHNX BIiANOBIAHO 40 NNaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBaXXEHNM OpraHoM)
3MiHWM BHECEHO B [HCTPYKLiO AN MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"Mepeno3syBaHHs " BiANOBIAHO 4O OHOBMEHOI
iHopMauii woao 6e3nekn 3acTocyBaHHA
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsrom 6-
TU MiCALB Nicnsa 3aTBepPOKEHHS
3miHn Il TMny - 3miHmn Wwopo 6e3nekn/ehekTUBHOCTI
Ta chapmakoHarnsigy. 3mMiHu y KOpoTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT AnA Mean4Horo
3aCTOCyBaHHS Y 3B’S3KY i3 HOBUMW AaHVUMK 3
SAKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW AaHUMK Ta
haHumu 3 chapmMakoHarnsgy - 3MiHM BHECEHO B
IHCTpYKUito ANS MEANYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao posginis "OcobnueocTi

6e3
peuenma

nidnsie
ae

UA/2411/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
3acTocyBaHHs" , "lNMob6ivHi peakuii”. BBegeHHs amMiH
NpoTHArom 6-T MicsILIB NicNsi 3aTBEpAKEHHS
75. | OOHOPMIN TabneTtkn, BKpUTI YIMNCA CAC PdpaHuis YIMNCA CAC PdpaHuis BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: Ne 10 — 6e3 UA/7213/02/01
oGonoHkoto, no 15 3MminHn | TMny - 3MiHK 3 siKOCTi. [OTOBUI NiKapCbKK peuenma;
mr; no 10 a6o no 30 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby. Ne 30 — 3a
Tabnetok y Ty6i; no 3miHa napameTpiB cneundikadi Ta/abo peuenmom
1 Ty6i B KAPTOHHIN [ONyCTUMUX MEX FrOTOBOTO fikapcbKoro 3acoby
KopobLi (3BY>XEHHSA AONYCTUMUX MEX) - 3MiHM AONYCTUMMX
MeX Ansi nokasHuka Po3unmHeHHs1 y Cneumdikauii
NpOTAroM TepMiHy NpuaaTHOCTI. 3aTBepAXeHO: -
Po3unHeHHs (% Aio4oi peyoBmHU, LWo
po34nHsieTbes npoTarom 30 xB) - = 90 %.
[MponoHoBaHo: - PO34MHEHHST fOKCUNaMiHy
cykuuHaTty yepe3 15 xBunuH - Q= 85%. 3MiHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NikapcbKuii 3aci6.
KoHTponb roToBoro fikapcbkoro 3acoby. 3MiHa y
mMeToAax BMNpobyBaHHSA roTOBOIO flikapCbKoro
3acoby (iHwWi 3MiHM y MeToaax BunpobyBaHb
(BKntovatoum 3amiHy abo A4onoBHEHHS)). 3MiHa y
MeTofAax BUNPoOOBYBaHHSA rOTOBOIO fiKapCbKOro
3acoby ( I'N13) ans nokasHuka «PO34YMHEHHSI».
[ponoHoBaHU MeToA BiANOBI4AE BUMOram
3aranbHux posdinis 5.17.1 Ta 2.9.3 €Bponencbkoi
c¢hapmakonei, YMHHOro BugaHHs
76. | APOTABEPWUH- | po3uvH ans iH'ekuin, MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/7468/02/01
OAPHULA 20 mr/mnno 2 mn B "®apmaneBt dipma "JapHunua” 3minn | Tvny - 3miHm 3 AkocTi. APl KoHTponb API. peuenmom
amnyni; no 5 abo no n4yHa cpipma 3miHa y napameTpax cneuudikadi Ta/abo
10 amnyny "OapHuus” [OMyCTUMMUX MEX, BU3HAYEHUX Y creumdikaLisax
KOHTYPHil Ha A®I, abo BMXiOHWMI/MPOMIKHUI
YapyHKOBIN NpoayKT/peareHT, Lo BUKOPUCTOBYIOTBLCS Y
ynakoBsLj; no 1 npoteci BupobHmuTea AP| (BUNyYeHHs
KOHTYPHIW He3Ha4HOro nokasHuka siKocTi (Hanpuknag

YapyHKOBIN ynakoBLi
y navui

BUITyYEeHHs 3acTapifioro nokaaHuka)) MokasHuku
AKoCTi «Po34nHHICTbY, « TemnepaTtypa
nnaeneHHsa», «Baxki meTanu» BUnyyeHo 3
maTepianis peecTpauinHoro Aocbe. 3MiHu | Tuny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonyctummnx
MeX, BU3Ha4YeHux y crneumdikadisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea API
(iHwi 3MiHK) CynyTHS 3MiHa - 3MiHK 3 sikocTi. ADL.
KoHTponb A®I. 3MiHa y MmeTodax BUNpobyBaHHS
A®I abo BuxigHOro maTepiany/npomixxHoro
npoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHMuTBa AD| (HE3HaYHI 3MiHN Y
3aTBepKEeHMX MeTofax BunpobysaHHs) [lo
po3ginis: 3.2.S.4.1. Cneumdikauia Ta 3.2.5.4.2.
AHaniTU4YHIi METOANKN BHOCSATLCS HE3HAYHI 3MiHN
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Ta pefakuinHi yTOYHEHHS 3a NOKa3HUKOM SIKOCTI
"Mikpo6ionoriyHa unctota". 3minu | Tuny - 3miHn 3
sikocTi. A®l. KoHTponb A®I. 3miHa y napameTpax

cneumdikaui Ta/abo JonyCTUMNX MEX,
BM3Ha4eHux y cneuudikauisx Ha APl, abo
BUXiOHWIA/MPOMIDKHWUIA NpoayKT/peareHT, Wwo

BUKOPUCTOBYHOTLCS Y NpoLeci BUpobHuutea AdI

(monoBHeHHs cneuudikaLii HOBUM NOKa3HUKOM
SIKOCTi Ta BiANOBIAHUM METO4OM BUNPOOYBaHHS)
o posginie 3.2.S.4.1. Cneundikania Ta 3.2.5.4.2.

AHanITU4Hi METOAMKN BHECEHO 3MiHW, @ came:

[OMNOBHEHO HOBMM MOKa3HWKOM SIKOCTI
«bakTepianbHi eHAOTOKCUHMY» BiANOBIAHO A0
BMMOT 3aranbHoi ctaTtTi «CybcTaHuis ons
chapmaLeBTUYHOro 3actocyBaHHs» Y, ockinbku
cybcTaHLis ApoTaBepuHy rigpoxnopua
BVIKOPVICTOBYETLCS Y BUPOOHNLTBI
napeHTepanbHOoro fikapcbkoro 3acoby. 3minHu |
TMny - 3MiHK 3 akocTi. A®I. KoHTponb AdI. 3miHa y
meTofax BunpobysaHHA A®l abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo

BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea AdI

(iHwWi 3mMiHM y MeTopax BUNpobyBaHHS (BKIOYa0un
3aMiHy abo gonoBHeHHs) APl abo
BUXigHoro/npomixkHoro npoaykty) CynyTHs 3miHa -
3miHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonycTummnx

MeX, BU3Ha4YeHux y crneumdikadisx Ha A®l, abo

BVXiAHW/MPOMDKHUI NpoAyKT/pearexT, LWo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHWi 3MiHWM) BHeceHo 3MiHM Ta pegakLiiHi
YyTOUHEHHs fo po3ainis 3.2.5.4.1 Cneuudpikauisa 3a
nokasHukamu sikocTi «Onucy, «KonbopoBicTb
po3uunHy», « CynpoBigHi gomilkmy, «CynbdatHa
30may, «3anuLLKOBI KiNbKOCTI OpraHivHmX
PO3YMHHUKIB» (HOPMYBAHHS MOKa3HWKIB
npueegeHo A0 BUMOT BUPOOHUKA), pO3Ain
3.2.S.4.2 AHaniTnyHi MeTOAMKM 3a MOKa3HMKaMu
skocTi «Onucy, «BTpaTa B Maci npy BUCyLLYyBaHHI»
(meToau npuBeaeHo 4o BUMOT BUPOBHUKA),
«lpeHTndikauisy, «Mpo3opicTb po3unHy», «Boaa,

«KinbkicHe BU3Ha4YeHHsA» (BHECEHO peaaKUilHi

npaeku), «CynpoBigHi 4OMILLKMY, «3anuLLKOBI

KifTbKOCTi OpraHiyHuX po34MHHKKIB» (MpUBEAEHO A0
BMMOr BMPOBOHMKa Ta NpoBedeHO BanigaLito
MEeToANK).
3miHu | TUny - 3miHn 3 gkocTi. APl. CTabinbHiCTb.
3miHa nepiogy NOBTOPHMX BUNPOOYBaHb/nepioay
36epiraHHst abo ymoB 36epiraHHst ADI (3a
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BiICYTHOCTI y 3aTBepKeHOMY [OChE cepTudpikata
BiANOBIAHOCTI €Bponencokiv hapmakonei, Lo
BKITHOYa€ nepios NOBTOPHOIO BUNPOOYBaHHS) (iHLUi
3MiHun) 1o po3giny «YMoBu 36epiraHHs» BHECEHO
nuvLwe pefakuinHi yToYHeHHs Wwoao 36epiraHHs
cybcTaHLUii B opuriHanbHi ynakosui. 3MiHum | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoOyBaHHS roTOBOIO flikapCbKoro
3aco0by (iHwi 3MiHM y MeToaax BUNpobyBaHb
(Bkntoyatoum 3amiHy abo JONOBHEHHS))
CynyTHs 3MiHa - 3MiHKM 3 skocTi. [oToBUIA
nikapcbkuii 3aci6. KoHTpornb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
O0NyCTUMMUX MEX rOTOBOTO fikapcbKoro 3acoby
(iHWi 3miHK) 3miHM oo po3sginie 3.2.P.5.1
Cneunumdikauii Ta 3.2.P.5.2 AHaniTniHi meToamkm
3a nokasHukam sikocTi « CynpoBigHi OMILLKM»
(HopMyBaHHS1 NpuBeAEHO 40 BUMOT npenapary
NOPIBHAHHS Ta OHOBMEHO METOA KOHTPOI0). 3MiHK
| TMny - 3MiHK 3 sikocTi. FoTOBMIA NikapcbKuMii 3aciO.
3MiHN y BUPOBHMLUTBI. 3MiHM y NpoLieci
BMPOBHMLUTBA rOTOBOIO NiKapCbKoro 3acooy,
BKIMOYAO4YM NPOMDKHUIA NPOAYKT, WO
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (iHLwi 3MiHK)
OHoBreHo po3gain «[lMpouec BUpoGHMLUTBA
nikapcbKkoro 3acoby» y 3B’A3Ky 3 YTOYHEHHSIM
onucy Ta getarnisauieto BUpOOHNYOro npowecy
(BUNyYeHO NepeBipKy amnyn Ha repMeTUYHICTb 3a
[0MOMOrot0 KOHTPOMLHOI PIANHK, Tak sk BUA,
obnapHaHHs, Wwo 6yB 3adigHN y JaHOMy MpoLeci,
He 3aCTOCOBYETBCS AN KOHTPOMIO amMnyn Ha
repMeTUYHICTb. KOHTpOrb po3ynHy B amnyrnax Ha
repMETUYHICTb, @ TaKOX KOHTPOSIb PO3YMHY B
amMnyrnax Ha BiACYTHICTb MEXaHi4HUX BKITHOYEHb
30iIACHIOETLCS Ha IHCNEKLiNHIA MaLUWHi
(aBTOMaTU4Ha MiHis); geTanisoBaHo onuc
yMakoBKM Ta NpoBedeHo YacTuHu po3agdiny go CTD-
dopmary). 3miHu | Tuny - 3miHn 3 sakocTi. FoToBUMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikaii Ta/abo
[0nNyCTUMUX MEX rOTOBOTO fikapcbkoro 3acoby
(BonoBHEHHS cneumdikavii HOBUM NOKA3HMKOM 3
BiAMOBIAHMM METOAOM BUNPOBYBaHHS)
CneuudikaLito Ha roToBuiA Nikapcbkuii 3acib 3a
NoKasHUKOM «laeHTudikaLis» JONOBHEHO
iAeHTUiIKaLieo ApoTaBeEpPUHY 3 BiANOBIAHUM
MeTooM BUnpobysaHHss BEPX Ta BHeceHo
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pefakuinHi npaeku, BiANOBIOHO OO pekomMeHaauin
Ta ctunictukm OPY. 3MiHn | Tuny - 3MiHK 3 SKOCTi.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMUNPOBYBaHHSI FOTOBOrO NiKapCbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKeHMX MeTofax
BUNpoOyBaHHs) CynyTHA 3MiHa - 3MiHM 3 SIKOCTI.
[oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneungikauin Ta/abo 4ONyCTUMUX MEX FrOTOBOIro
nikapcbkoro 3acoby (iHwi 3miHn) lo maTepianis
pPeeCTpaUinHOro 4OCLE Ha rOTOBUIA NiKAPCbKUIN
3aci6 go posginie 3.2.P.5.2. Ta 3.2.P.5.1. 3a
nokasHukamu: «MexaHiyHi BKMYEeHHs» (BHECEHO
HEe3HayHi pegakuinHi NpaBku BigNOBIAHO A0
pekomeHgauin Ta ctunictukn AdY), «bakrepianbsHi
€HOOTOKCUHMY (BHECEHO HE3HAYHI peaakuinHi
npaBKW Ta YTOYHEHHS 10 METOAY BU3HAYEHHS
(meTtog A), 6€3 3MiHM HOpMYBaHHSI Ta METOAMKM
KOHTpOMo SKOCTi. 3MiHu | TUny - 3MiHKM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BMNPobyBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKMOYa4m
3amiHy abo gonoBHeHHs1)) CynyTHs 3MiHa - 3MiHuM 3
skocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLwi 3MiHK)

[o maTepianiB peecTpauinHOro 4OCLE Ha rOTOBUM
nikapcbkuii 3aci6 o posginis 3.2.P.5.2. Ta
3.2.P.5.1. 3a nokasHukom: «KinbkicHe
BMU3HAYEHHS» AN BUHAYEHHS HaTpito
MeTabicynbdiTy OHOBNEHO METOAMKY, SKa
[03BOSISIE CKOPOTUTU Yac aHanidy Ta yHUKHYTU
BUKOPVCTAHHS OpPraHiYHMX PO3YNHHUKIB; B
METOAMKY BU3HAYEHHSI ApOTaBEPUHY
rigpoxnopuay Ta etaHony (96 %) BHeceHO
peaakuinHi npaBky BiANOBIAHO JO pekoMeHaauin
Ta ctunictukn Y, 3 ypaxyBaHHAM pesynbTatis
Banigauii.

77.

EBEPOJIMYC-
BICTA

Tabnetkv no 2,5 wr,
no 5 tabnetok y
Gnictepi; no 6
GnicTepiB y
KapTOHHiI kopobui

MicTtpan
Kenitan
MeHeXmeH
T JlimiTeq

AHrnia

nepByHHE, BTOPUHHE
nakyBaHHs1, KOHTPOIb
AKOCTI, BUNYCK cepil:
CiHToH Xicnanis, C. 1.,
IcnaHis; BUpoGHMUTBO,
nepBUHHE, BTOPUHHE
nakyBaHHsi: CiHTOH Yuni
NTpa., Yvni

IcnaHis/
Yuni

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata
BigNoBigHOCTI abo BUNy4eHHs ceptudikara
BiQNOBIgHOCTI E€Bponeickin chapmakonei: ans
ADI; ans BuxigHoro

3a
peuernmom

UA/17149/01/01
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marepiany/peareHTy/NpOMiIXXHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBigHOCTI
€Bponecbkin dapmakonei) - HoBui ceptudpikat
B[ BXXe 3aTBEPOKEHOrO BUPOGHMKa. MNogaHHs
HOBOrO cepTudpikaTa BiaNoBIAHOCTI €BpONENCHKIl
capmakonei Ne RO-CEP 2021-260 - Rev 00 ans
AdI| eBeponimMycCy Bif BXe 3aTBEPAKEHOrO
BupobHmka SYNTHON BV. 3minn | Tuny - 3miHn 3
sikocTi. CepTudpikat BignosigHocTi/l'E-cepTudikar
BigMNOBIQHOCTI €BponenchbKii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUIMyYeHHSA cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOro matepiany/peareHTy/npomMiKHOro
nNpoAyKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHNLTBI
A®l; ona gonomixkHoT pe4oBuHU (cepTudikat
BiNoOBIgHOCTI €BponeWnchkin tapmakonei) -
HoBuii ceptudikar Bif BXe 3aTBEpaXEeHOro
BMpobHMKa. MogaHHsA HOBOro cepTudikaTa
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2020-072 - Rev 01 ana A®| eseponimycy Big
BXe 3aTBepkeHoro BupobHuka Biocon Limited,
IHAis (nocTavanbHWK NPOMiXKHUX NpoAykTiB Biocon
Limited). 3minu | TUNy - 3miHKn 3 AKocTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BignoBigHOCTI €Bponenchkii
capmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHoro cepTudikaTta BignosigHocTi abo
BUNyYeHHs cepTuddikata BiANoBiAHOCTI
€Bponewicbkin dpapmakonei: ana A®l; ans
BUXiAHOro MaTtepiany/peareHTy/NpoMixXHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBwuin cepTudikat Bifg BXe 3aTBEpAXEeHOro
BUpobHuMKa. MogaHHA HOBOroO cepTudikaTa
BignoBigHocTi €Bponevickkin hapmakonei Ne RO-
CEP 2022-143 - Rev 00 gnsa A®l eseponimycy Big
BXe 3aTBepkeHoro BMpobHuka Biocon Limited,
IHAis (nocTayanbHWK NPOMIKHUX NPOAYKTIB
CHONGQING DAXIN PHARMACEUTICAL CO.,
LTD). 3minu | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo AoNYyCTUMUX MEX, BUSHAYEHUX Y
crneundikauiax Ha A®l, abo BUXIgHNIA/NPOMIKHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobH1uTea AP| (4ONOBHEHHS
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cneumgikaLii HOBUM MOKa3HMKOM SIKOCTi Ta
BiANOBIAHMM MeTOAOM BUNPOOYBaHHS).
[onoBHeHHs cneundikavii APl eBeponimycy
HOBMM MoKa3HuMKoMm sikocTi Impurity RRT 0.95 3
BiAMOBIAHMM METOAOM BUNPOBYBaHHS BiANoBiAHO
CEP. 3minHun | Tuny - 3minm 3 sikocTi. A®Il. KoHTponb
A®l. 3miHa y napameTpax cneumdikauin Ta/abo
OONyCTUMMNX MEX, BU3HAYEHUX Y crieumdikaLisax
Ha ADI, abo BMXigHWMIN/MPOMIDKHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoteci BUpobHmuTea AD| (4ONOBHEHHS
cneymaikauii HOBMM NOKa3HUKOM SIKOCTI Ta
BiMOBIAHUM METOLOM BUNPODYBaHHS).
[onoBHeHHs cneumndikauii A®I eBeponimycy
HOBMM MOKa3HWKOM sikocTi Impurity (2,3-
Dimethylbutan-2-yl)dimethylsilanol 3 BignosigHum
meTogom BunpobysaHHs BignosigHo CEP.

78.

EBEPOJIIMYC-
BICTA

Tabnetku no 5 wmr,
no 5 Tabnetoky
6nictepi; no 6
GnictepiB y
KapTOHHil kopobui

Mictpan
Kenitan
MeHemxmeH
T JlimiTeq

AHrnia

nepBuHHE, BTOPUHHE
nakyBaHHsi, KOHTPOSb
AKOCTI, BUNYCK cepil:
CiHToH Xicnanis, C. J1.
IcnaHis; BUpoGHMLTBO
nepBuUHHE, BTOPUHHE

nakyBaHHsi: CiHToH Yuni

Ntpa., Yvni

Icnanis/
Yuni

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MoaaHHs
HoBoro abo oHoBreHoro cepTudikaTa
BiANoOBIigHOCTI abo BUnNy4eHHs ceptudikara
BifnoBigHOCTI €Bponeichkin dapmakonei: ons
A®Il; ansa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO NMPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkin bapmakonei) - Hoeuin ceptudikat
Bifl BXXe 3aTBEePpKEHOro BUpobHuka. MNoaaHH:A
HOBOro cepTudgikaTa BignoBiAHOCTI EBpONENChKil
capmaxkonei Ne RO-CEP 2021-260 - Rev 00 ans
A®I eBeponimycy Bif BXe 3aTBEpAKEHOro
Bupo6Hrka SYNTHON BV. 3miHu | Tuny - 3miHu 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BignoBigHOCTI €Bponeinchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignoBigHoOCTi abo
BUNyYeHHs cepTudikarta BiAnoBiAHOCTI
€Bponevicbkint hapmakonei: ana A®l; ons
BMXiAHOro MaTtepiany/peareHTy/MpOMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
HoBwuih cepTudikaT Bifg Bxe 3aTBEpAXEHOro
BMpOGHMKa. MNogaHHs HoBOro cepTudikata
BiAgnoBigHocTi €Bponeincekini hapmakonei Ne RO-
CEP 2020-072 - Rev 01 ansa A®l eseponimycy Big
BXe 3aTBepAkeHoro BupobHuka Biocon Limited,

3a
peuenmom

UA/17149/01/02
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[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

IHais (nocTavanbHMK NPOMiXKHMX NpoAykTiB Biocon
Limited). 3minu | TUnNYy - 3miHK 3 AKoCTi.
CepTudikat BignosigHocTi/E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
apmakonei/moHorpadii. [MogaHHs HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCcTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponewicbkin apmakonei: ana A®Il; ans
BUXIQHOro matepiany/peareHTy/npoMixKHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikart
BiNOBIgHOCTI €Bponenchkin thapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOXKEHONO
BUpobHuMKa. MNMogaHHsA HOBOroO cepTudikaTa
BignosigHocTi €Bponeickkin hapmakonei Ne RO-
CEP 2022-143 - Rev 00 gns A®l esepornimycy Big
BXe 3aTBepAeHoro BupobHuka Biocon Limited,
IHZis (NnocTavanbHMK NPOMIDKHMX NPOAYKTIB
CHONGQING DAXIN PHARMACEUTICAL CO.,
LTD). 3minHu | Tuny - 3miHn 3 akocti. ADI.
KoHTponb A®l. 3miHa y napameTpax cneumdikauin
Ta/abo [oNyCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha ADl, abo BUXigHUN/MPOMDKHWI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHmuTea APD| (4ONOBHEHHS
crneundikaLii HOBUM MOKA3HMKOM SIKOCTi Ta
BiQMOBIAHUM METOZOM BUNPOBYBaHHS).
[onosHeHHs cneuundikauii APl eseponimycy
HOBMM MOKa3HWKoM sikocTi Impurity RRT 0.95 3
BiAMNOBIAHMM MeTOAOM BUNpobyBaHHS BiANOBiAHO
CEP. 3minu | Tvny - 3minu 3 sikocTi. A®I. KoHTponb
A®I. 3miHa y napameTpax cneundikauiv Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHUX Y crieumadikaLisax
Ha A®l, abo BUXiZHUA/MPOMIXHUI
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea AP| (4ONOBHEHHS
cneungikaLii HOBUM MOKa3HWUKOM SIKOCTi Ta
BiAMOBIAHMM METOLAOM BUNPODYBaHHS).
[onoBHeHHs cneundikauii A®I eBeponimycy
HOBWM MOKa3HUKOM sikocTi Impurity (2,3-
Dimethylbutan-2-yl)dimethylsilanol 3 BignosigH1m
mMeTodoM BunpobysaHHs BignosigHo CEP.

79.

EBEPOJIMYC-
BICTA

Tabnetkv no 10 wr,
no 5 Tabnetoky
GnicTepi; no 6
GnicTepiB y
KapTOHHiI kopobLyi

MicTtpan
Kenitan
MeHemxmeH
T JlimiTeq

AHrnia

nepByHHE, BTOPUHHE
nakyBaHHs!, KOHTPOIb
SIKOCTI, BUNYCK cepil:
CiHToH XicnaHis, C. I1.,
IcnaHis; BMpobHMUTBO,
nepByHHE, BTOPUHHE
nakyBaHHsi: CiHTOH Yuni

IcnaHis/
Yuni

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | Tuny - 3MiHm 3 gkocTi. CepTudikar
BignoBigHocTi/'E-cepTudikat BianoBigHOCTi
€Bponeiicbkinn apmakonei/moHorpadii. NMoaaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa
BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
BigNOBigHOCTI E€Bponelchkin dhapmakonei: ons

3a
peuernmom

UA/17149/01/03
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[TponoBkeHHs JoaaTka 3

Ne

Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
Ntpa., Yvni A®I; ans suxiaHoro

marepiany/peareHTy/NpPOMDKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI
€sponelicbkin hapmakonei) - Hoeuin ceptudikat
BiJ BXe 3aTBepaXXeHoro BupobHuka. MNogaHHa
HOBOrO cepTudpikaTa BiaNoBiAHOCTI €BpONENCHKIl
dapmakonei Ne RO-CEP 2021-260 - Rev 00 ans
A®I eBeponimycy Bif BXe 3aTBEPAKEHOro
Bupo6bHmka SYNTHON BV. 3minn | Tuny - 3miHn 3
akocTi. CepTtudikaT BignosigHocTi/l' E-cepTudikat
BignoBigHOCTI €Bponeiichbkii
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikarta BignoBigHoOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBIigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOro
NpoAyKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
A®l; ona gonomixkHOT pe4oBuHU (cepTudikat
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei) -
HoBun cepTudpikat Big BXXE 3aTBEPOXKEHONO
BMpobHMKa. MogaHHsA HOBOro cepTudikaTa
BignoBigHOCTi €Bponencokini hapmakonei Ne RO-
CEP 2020-072 - Rev 01 gnsa A®l esepornimycy Big
BXe 3aTBepkeHoro BupobHuka Biocon Limited,
IHAia (nocTavanbHMK NPOMiXKHUX NpoAykTiB Biocon
Limited). 3miHu | TUny - 3miHK 3 AKoCTi.
CeprtudikaT BignosigHocTi/lE-cepTudikat
BigNOBIOHOCTI €BponechbKii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHoro cepTudikaTta BignoBigHocTi abo
BUIMyYeHHSA cepTudikaTa BignoBigHOCTI
€Bponevicbkint hapmakonei: ans A®l; ons
BUXiAHOro MaTtepiany/peareHTy/NpoMiXXHOro
NpoAyKTy, L0 BUKOPUCTOBYHOTLCS y BUPOOHULTBI
A®I; ona 4ONOMIXKHOI pe4oBMHM (cepTudikaTt
BigNOBigHOCTI E€Bponenchkin hapmakonei) -
HoBwuii ceptudikar Bif BXe 3aTBepaXeHoro
BUpobHMKa. MogaHHsA HOBOroO cepTudikaTa
BignosigHocTi €Bponeiickkini papmakonei Ne RO-
CEP 2022-143 - Rev 00 gna A®| eseponimycy Big
BXe 3aTBepkeHoro BMpobHuka Biocon Limited,
IHAis (nocTavanbHWK NPOMIDKHUX NPOAYKTIB
CHONGQING DAXIN PHARMACEUTICAL CO.,
LTD). 3minHu | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®Il. 3MiHa y napameTpax cneuudikaLi
Ta/abo [ONYyCTUMUX MEX, BUSHAYEHUX Y
crneundikauiax Ha A®l, abo BUXIgHNIA/NPOMIKHWIA
NpoayKT/peareHT, Lo BUKOPUCTOBYIOTHLCS Y
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
npoveci BupobHuuTea AP| (4ONOBHEHHS
crneundikaLii HOBUM MOKa3HMKOM SIKOCTi Ta
BiANOBIAHMM METOAOM BUNPOOYBaHHS).
[onoBHeHHs cneundikauii APl eBeponimycy
HOBWM noka3Hukom sikocTi Impurity RRT 0.95 3
Bi4NOBIgHMM MEeTOAOM BUNPOOYBaHHS BiANOBIAHO
CEP. 3minHun | Tuny - 3minm 3 sikocTi. A®Il. KoHTponb
A®I. 3miHa y napameTpax cneumdikauin Ta/abo
[ONyCTUMUX MEX, BUSHAYEHMX Y cneuundikauisx
Ha ADI, abo BMXigHWMIN/MPOMIDKHUI
npoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHmuTea AP| (4oNoBHEHHSs
cneymaikauii HOBMM NOKa3HUKOM SIKOCTI Ta
BiAMOBIAHVM METOAOM BUNPODBYBaHHS).
[onoBHeHHs cneundikauii APl eBeponimycy
HOBMM MOKa3HWKOM sikocTi Impurity (2,3-
Dimethylbutan-2-yl)dimethylsilanol 3 BignosigH1m
MeTo4oM BunpobyBaHHsa BignosigHo CEP.
80. | EBPA® nnactump - BAT YropwuHa JITC NomaHH Himeuun BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/2051/01/01
TpaHcaepmarnbHa "lepeoH TepaneBTnyHi Cuctemmn Ha/ 3minn | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI peuernmom
TepaneBTU4Ha Pixtep" Al', HimeuyunHa Benbria Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
cuctema (TTC); no 1 (BMPOGHMLITBO y3aranbHEeHUX 4aHux Npo cuctemy
nnacTupy B MakeTi i3 Hepo3dacoBaHoro dapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX AaHnX
namiHoBaHoro NpOAYKTY Ta NepBUHHA npo cuctemy apmMakoHarnsgy, aviHa
nanepy i ynakoBka); AIHcceH yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
arntomiHieBoi dapmavneBTtuka HB, 34iicHeHHs1 hapMakoHarnagy; KOHTaKTHOI ocobu 3
donbru; no 3 naketu Benbris (BTOpyHHA hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
B MPO30pPOMY ynakoBka Ta BUMNyck cepii) bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa
nakeTuky 3 Bifj yNOBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a
nonimMepHoI NniBku; 3[iCHeHHs hapmakoHarnagy (BKroYa4m
no 1 abo 3 KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLEeHHi
NPO30pUX MaKkeTUKn MacTep-canna cuctemu chapmakoHarnsaay) 3miHa
(3 abo 9 nnactupiB) KOHTaKTHOI 0cobu 3asiBHUKa, BianoBiganbHoi 3a
pasom 3i dapMakoHarnag B YkpaiHi.
creuiansH1Mm [Hitoya pepakuis: PociniH M'eHHagin Bikroposuy.
Haknenkamn Ha MponoHoBaHa pepakuis: Xinbko €Brexis
KaneHgap Ans OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHWX
No3Ha4okK Npo KOHTaKTHOI 0cobu 3asiBHUKaA, BiANOBIAaNbLHOI 3a
BUKOPUCTaHHSA dapmakoHarnag B YkpaiHi.
nnactupy (TTC)y
KapTOHHIN yrnakoBLi
81. | EKCUCTEH- Tabnetku no 15 mr CaHoBenb TypeyuuH CaHogenb Insy CaHai Be Typeuun BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3a He UA/9604/01/02
CAHOBEIb no 10 Tabnetok y Insy CaHai a Tumxapet A.LL. Ha 3minu | TMny - 3miHun Wwoao 6e3nekn/edPekTUBHOCTI peuenmom | nionsie
6nictepi; no 1 abo 3 BE Ta dhapmakoHarnsgy. 3miHa y KopoTkin ae
Gnictepuy Tupxapet XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
KapTOHHiI kopobui A.L. MapKyBaHHSA Ta IHCTPYKLUiT ANa Mean4Horo
3acToCcyBaHHS Ha MiAcTaBi perynspHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
nikapcbKkoro 3acoby B nicnsipeecTpauiiiui nepiog,
abo sik pe3yrnbTaT OLUiHKM 3BiTY 3 4OCNIOXKEHb,
npoBeAeHnX BignNoBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom)- 3MiHu
BHECEHO A0 iHCTPYKUii AN MeAUYHOro
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"8acTocyBaHHs y nepiog BariTHOCTi abo roayBaHHsi
rpyaato” BianoBiaHO [o OHOBNEHOI iHhopMaLii 3
6e3neku gitlo4oi pe4oBUHU.
82. | ENIKBIC TabneTku, BKPUTI NOANIEP CLWA BpicTon-Maiepc Cksi66 CLUA/ BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a UA/13699/01/02
NniBKOBOKO IHK. MeHtodekuypuHr KomnaHi, ITanis/ 3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui peuenmom
060S0HKOL0, Mo 5 Mr; CLUIA (BupobHMLTBO, Ipnangis 3aci6. 3MiHM y BUPOBHULTBI. 3MiHM Y npoLeci
no 10 tabnetoky KOHTPOIb SIKOCTi Ta / BMPOBHMLUTBA rOTOBOIO NiKapCbKoro 3acooy,
Gnictepi; no 6 KOHTPOIb SKOCTi Npwn Himevun BKIOYAKOYM NPOMDKHUIA NPOAYKT, WO
GnicTepiB y nayui 3 BUMYyCKy cepii); KataneHT Ha 3aCTOCOBYETLCS NPY BUPOBHMLTBI rOTOBOrO
KapToHy; no 10 AHarti c.p.n., ITanis nikapcbkoro 3acoby (He3HavHa 3MiHa y npoueci
TabneTtok y Gnictepi; (nakyBaHHS, KOHTPOSb BMPOBHMUTBA) HE3HAYHA 3MiHa Y NPOLECI
no 3 abo no 6, abo SIKOCTi Ta BUNYCK cepii); BUPOBHMLTBA, @ cCaMe BHECEHHS 3MiH 10 po3ainis
no 10 6nictepiB y Mdpansep IpnaHais 3.2.P.3.3.2. Onuc BupobHuyoro npotecy Ta
naywi 3 KapToHy; No dapmachkioTikans, KOHTposto npouecy Ta 3.2.P.3.4. KoHTponb
14 TabneTok y Ipnangis (BMpoGHULTBO, KPUTUYHKX CTagin i NPOMIKHOT NpoayKLii woao
GnicTepi; no 2 KOHTPOIb SKOCTi Npu BKJTIOYEHHS 3aranbHoi KinbkocTi 0b6epTiB Mikcepa
Gnictepn y nayui 3 Bunycky cepii); MNdpansep Big 546 0o 654 i3 UinboBUM 3Ha4YeHHAM 600
KapTOHY MeHtodpbekuypuHr 06epTiB K anbTepHaTUBHOIO BU3HAYEHHSI KiHLIEBOT
Honuneng MmoX, TOukM Ans etany 1 nonepeaHLOro 3milllyBaHHSA
HimeuyumHa (nakyBaHHs, NPOMIDKHOTO NPOAYKTY.
KOHTPOIb SIKOCTi Npu
BMNYCKY Cepii Ta BUNYyCK
cepii); Copas Nabopatopi3s
T/A Bpicton-Maiiepc
CkBio6 ®apmacetoTikan
OnepeinwHa, ExkctepHan
MeHioekiypuHr,
IpnaHais (Bunyck cepii)
83. | ENIKBIC TabneTku, BKpUTI MNeAN3EP CLA Bpicton-Maiiepc Ckgib6 CLUA/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/13699/01/01
NniBKOBOIO IHK. MeHtodekyypuHr KomnaHi, ITanis/ 3MmiHu | TUNy - 3miHK 3 akocTi. FoToBMIA NikapCbkui peuenmom
obornoHkKot, no 2,5 CLUA (BupobHuuTBO, IpnaHais 3aci6. 3MiHn y BUPOGHMLTBI. 3MiHN Y NpoLieci
mr; no 10 TabneTok KOHTPOMb SIKOCTi Ta BMPOGHMLTBA roTOBOrO fikapcbkoro 3acoby,
y 6nicTepi; no 2 KOHTPOrb SIKOCTi Npun Himevun BKITHO4AI0YM MPOMDKHUI NPOAYKT, WO
Gnictepn y nayui 3 BUMYycKy cepii); KataneHt Ha 3aCTOCOBYETLCS MNP BUPOOHULTBI rOTOBOrO

KapToHy

AHarHi c.p.n., ITania
(nakyBaHHs1, KOHTPOIb
SIKOCTi Ta BUNYCK cepii);

Mdpansep lpnaHgis

dapmacbioTikans,
IpnaHaia (BupobHULTBO,
KOHTPOMb SKOCTi Npu
Bunycky cepii); MNdpansep

nikapcbkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOOHMLTBA) HE3HaYHa 3MiHa Y NPOLIECi
BUPOOHMLTBA, @ Came BHECEHHS 3MiH 10 po3ainis
3.2.P.3.3.2. Onuc BupobHuyoro npotiecy Ta
KOHTponto npouecy Ta 3.2.P.3.4. KoHTponb
KPUTUYHKX CTagin i NpOMiKHOI NpoAayKuii woao
BKITHOUEHHS 3ararnbHoi KinbkocTi 0b6epTiB Mikcepa
Big 546 0o 654 i3 UinboBUM 3Ha4YeHHaAM 600




67

[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
MeHtobekuypuHr 06epTiB K anbTEePHATUBHOIO BM3HAYEHHS KiHLEeBOI
Howunena MvbX, TOuKM AN etany 1 nonepeaHLOro 3millyBaHHSA
HimewyunHa (nakyBaHHs, NPOMIKHOTO NPOAYKTY.
KOHTPOMb AKOCTi Npn
BMNYCKY Cepii Ta BUNYCK
cepii); Copgas JlabopaTopis
T/A Bpicton-Mariepc
CkBib6 ®apmacbloTikan
OnepenwHs, EkctepHan
MeHodekuypuHr,
IpnaHgis (sunyck cepii)
84. | EMANNAI® PO34UH Ans iH'EKLN, TOB "lOpisi- YkpaiHa LLleHbsiH CaHwanH Kutancb BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/15181/01/01
no 15 000 O/mn; dapm” dapmacektoTikan Ko., J1Ta. Ka 3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
no 1 mn y dnakoHi; HapogH HanMmeHyBaHHs Ta/abo agpecu Micud
no 1 conakoHy B a NpOoBaXeHHs OisiNbHOCTI BUpobHMKa/imnopTepa
nauui Pecnybn roTOBOrO fikapCbKoro 3acoby, BKo4auu
ika [inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
KOHTPOIMIO SIKOCTI. (QisinbHICTb, 3a Ky Bignosinae
BUPOGHMK/IMNIOPTEP, BKIOYAOUM BUMYCK CEPIlt).
3miHa agpecu BnpobHuka LenbaH CaHwainH
dapmacektoTikan Ko., J1ta. 6e3 amiHu Micus
BUpoBGHMUTBA. 3MiHW BHeceHi B po3ain "BupobHuk"
Ta "Micue3HaxomkeHHs BUpOOHMKa Ta agpeca
MicLA NPOBaAXXEHHS NOro AisiNbHOCTI" B iHCTPYKL,iHO
ANa MeAMYHOro 3acTOCyBaHHS Ta B po3gain
«Bunpo6HMK nikapcbkoro 3acoby» B KOPOTKY
XapaKTepuCTUKy nikapCcbkoro 3acoby; sk Hacnigok
- BiAMNOBIAHI 3MiHWN Y TEKCTi MapKyBaHHS YNakoBKW
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
nNpoTArom 6 MicsAuUiB Nicns 3aTBEpPAKEHHS.
85. | EMECETPOH- pO34mnH ANg iH'ekuin, | ToBapucTBo YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/4118/01/01
3[00POB'A 2 mr/mn no 2 mn abo 3 BiAMOBIAANbLHICTIO 3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NiKapCbKui peuenmom
4 mn B amnyni; no 5 obmexeHo "®apmMaueBTnYHa 3aci6. KoHTponb roToBoro nikapcbkoro 3acooy.
amnyn y kopobui; no | Bignosiganb KomnaHisi "3nopos'a” 3miHa napameTpiB cneuudikauin Ta/abo
2 mn abo 4 mn B HiCTIO [OMyCTUMUX MEX rOTOBOTrO NMikapCbKoro 3acoby
amnyni; no 5 amnyn "®apmaueBT (BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
y 6nictepi; no 1 abo nyHa 3acTapinoro nokasHuKa, Takoro sik 3anax Ta cMak,
no 2 6nicrepn y KOMMaHis abo igeHTUdIKauis 6apBHUKIB Y1 CMaKOBUX
KopoOGLi "3popos's" [o6aBok)) - BunyyeHHs 3actapinoro nokasHuka
«AHOManbHa TOKCUYHICTb» Y 3B’513KYy 3 BTPATO
YMHHOCTI Ta BUNyyYeHHsm 3 EP
86. | EHTEPOXEPMI | kancynu; Ne 12, Ne TOB YkpaiHa Onenna Xenckea Itani ITanis BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: be3 nionse UA/4234/02/01
HA® 24 (12x2): no 12 "Onenna C.p.n. 3miHu Il TUny - 3miHn wopo 6esnekn/edeKTUBHOCTI peuenma ae
kancyn y énicrepi; Xernckea Ta dhapmakoHarnsgy. 3MiHW y KOpoTKin
no 1 abo 2 6nictepu YkpaiHa" XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi

B KAPTOHHI KopoobLi

MapKyBaHHSA Ta IHCTPYKLUii A4ns Meau4Horo
3aCTOCyBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW AaHUMK Ta

AaHumu 3 chapmMakoHarmnsgy - 3MiHM BHECEHO B
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n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
IHCTPYKUito ANS MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis "®apmakonoriyHi
BnactmBocTi" (dhapmakokiHeTuka), "OcobnmBocTi
3acTocyBaHHs ", "3acTocyBaHHs y nepiop,
BariTHoOCTi abo rogyBaHHs rpyaat”, "MobivHi
peakuii”. BBeaeHHs 3MiH NpoTArom 6-Tu MicsuiB
nicnsi 3aTBepAXKEHHS
87. | EPBICON® PO34MH ANS iH'EKLN; mn Ykpaina MAT HBL|, "BopLuariscbknn | YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/9178/01/01
no 1 mn abo 2 mn B "Nabopatopi XiMiko-chapMaLeBTUYHUIA 3MiHn | TMny - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkni peuenmom
amnyni; no 10 amnyn s Epbic" 3aBog", YkpaiHa 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
Y KapTOHHil Kopobui (BMpOo6HYK "in bulk"); MM 3MiHa y MeTofax BUNpobyBaHHsi FOTOBOTO
"Nabopatopis Epbic", nikapcbkoro 3acoby (He3HayHa 3MiHa y
Ykpaina; MNpAT "Jlekxim- 3aTBEepAKEHNX MeToaax BUNpobyBaHHs). 3MiHa y
Xapkis", YkpaiHa mMeToAax BMNpobyBaHHSA roTOBOIO JlikapCbKOro
(BUpoGHUMK "in bulk"); TOB 3acoby (MKA), a came: He3Ha4yHa 3miHa y
"EPBIC", YkpaiHa 3aTBEpAKEHOMY MeToi BUNpobyBaHHS
6ioNoriYHOI aKTUBHOCTI i3 BpaxyBaHHAM oneyaTtku
Npw BHECEHHI NonepeaHbOol 3MiHM B METOAI
BUNpobyBaHHs 6ionoriYHOT akTMBHOCTI (MO TEKCTY
3amicTb 1214 °C cnig ymtatn 12+1°C).
88. | EPBICON® PO34MH Ans iH'eKuin mn YkpaiHa M "Na6opaTtopis Epbic", YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/5036/01/01
EKCTPA no 1 mnabono 2 mn | "labopaTopi Ykpaina; TOB "EPBIC", 3MiHM | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui peuenmom
B amnyni; no 10 s Epbic" Ykpaina; MpAT "Iekxim - 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
amMnyn B kopobi 3 Xapkis" (BUpoGHMK "in 3MiHa y MeTofax BunNpobyBaHHsi rOTOBOMO
KapTOHY bulk"), YkpaiHa nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpKEHNX MeTofax BUNpobyBaHHs) -
He3HayHa 3MiHa y 3aTBEpKEHOMY METOSi
BunpobyBaHHs 13 3a nokasHukom «bionoriyHa
aKTMBHICTbY», @ CaMe BUNPaBMEHHS MOMMIIKA LLOAO
TemnepaTypu LeHTpUdyryBaHHsi pO34KHiB
(3amicTb 124+4°C cnig ymtatn 12+1°C)
89. | EPBICON® PO34MH ANS iH'eKLN; mnn YkpaiHa M "Na6oparopis Epbic", YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/3030/01/01
YNbTPA®APM | no 1 mn abo 2 mn B "NMabopatopi Ykpaina; MpAT "Ilekxim - 3MiHu | Tuny - 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkui peuenmom
amnyni; no 10 amnyn s Epbic" Xapkis", YkpaiHa 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
y Kopobuji (BupobHuk in bulk); TOB 3miHa y meToAax BUNpobyBaHHSA roTOBOro
"EPBIC", YkpaiHa nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUNpobyBaHHs) -
He3Hay4Ha 3MiHa y 3aTBepDKEHOMY MeTOofi
BunpobyBaHHs 13 3a nokasHukom «bionoriyHa
aKTVBHICTbY», @ caMe BUNPaBMEHHS MOMMIIKA LLOA0
TemMnepaTypu LeHTpUdYryBaHHs PO34MHIB
(3aTBepakeH0:12+4°C; 3anponoHoBaHo: 12+1°C).
90. | 3ABEAOC® niodinisat ans Mdpbanzep CLA Kopaen ®apma JlaTtiHa ITanis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/9322/01/01
po34nHy AnA IHK C.nA. 3MiHn |l Tuny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI peuernmom

iHdy3in no 5 mr; 1
rakoH 3
niocpinizatom B
KapTOHHiI kopobuyi

Ta chapmakoHarnsay. BHeceHHs abo 3miHa(1) oo
3000B'A3aHb Ta YMOB BUAaYi peecTpauinHoro
NnocBiaYeHHs, Bktoyatoun MNnaH ynpaeniHHA

pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
BMMaraTb(€) NoganbLIoro obrpyHTyBaHHSA
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n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
HOBMMM J0AaTKOBUM AaHVMW, LLIO MaloTb
HaJaBaTMCsl KOMMETEHTHAM OPraHoM, OCKINbKU
BMMaraeTbCs CyTTEBA OLLIHKA KOMMETEHTHUM
opraHom). 3asiBHVKOM HaZ4aHO OHOBIIEHWIA NnaH
ynpasniHHA pu3nkamu Bepcis 2.1. 3MiHn BHECEHO
no yactuH: |l «Cneuudpikauis 3 6esnekun», V
«3axoau 3 MiHimisauii pusukiey, VI «Pestome
nnaxy ynpaeniHHsa puaukamny», VII «dogaTtkmy y
3B’A3KY 3 BUAANEHHSIM BaXNMBUX
i0EHTUdIKOBAHMX PU3KKIB, BaXKNMBUX NOTEHLIMHMX
pU3MKiB, a TakoX BUAANEHHS BiOCYTHLOI
iHcbopmaui.
Crtpyktypy NYPa 6yno oHOBNeHoO BignNoBigHO A0
pekomeHaauivi Guideline on good
pharmacovigilance practices (GVP) Module V —
Risk management systems (Rev 2). Pestome
nnaHy ynpasniHHA puankamu Bepcis 2.1
[003€EThCS.
91. | 3APCIO® PO34MH Ans iH eKLin Canpos ABcTpis BianosigansHWiA 3a Himeyun BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/12447/01/01
abo iHdpysin, 30 mnH m6X BMPOBHMLTBO, NEPBUHHE Ha/ 3miHn | TUNy - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui peuernmom
0p4/0,5 mn; no 0,5 nakyBaHHsi, KOHTPOSb ABcTpis 3aci6. Cuctema KoHTelHep/3akynoptoBanbHUi
MI1 pO34nHY B cepil: 3aci6. 3miHa y meTogax BunpobyBaHHs NePBUHHOT
nornepegHbLo Aw [li Ti Bionorika M'm6X, YMaKoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHK
3anoBHEHOMY HimewunHa y MeToAax BunpobysaHb (BKMOYao4n 3aMiHy abo
wnpuui, BiANoOBiganbHUI 3a [ofaBaHHs1))
OCHalleHoro BMPOGHMLTBO, NaKyBaHHS, BHeceHHs 3miH go p. 3.2.P.7. Cuctema
nopLUHemMm, KOHTPOSb Cepii Ta BUMYCK KOHTelHep/ 3aKkynoptoBanbHuin 3acib, a came
iH'EKLNHOIO rOnKoto, cepil: BKITIOYEHHS anbTepHaTUBHOI CTaH4AapTHOT
KOBMa4kom Ta Canpos 'mM6X — bisHec npouenypwv 1ISO ons KOHTPOIO 3aNULLKOBOTO
3aX1CHUM nigpo3ain TexHonorivyHa eTuneHokeuay (EO) nicns crepunisauii wnpuuis y
NPUCTPOEM ANs po3pobka Ta BUPOGHULTBO noctayanbHuka Becton Dickinson (BD).
3anobiraHHs BionoriYHNX nikapcbkmx BHeceHHs pepakuiiHvx 3miH B po3gin 3.2.P.7.
NOLUKOOXKEHHS 3acobis LLladpTeHay CucTtemMa koHTenHep/ 3akynoptoBanbHUiA 3aci6.
ronkoto nicns (6TOM OMC), Asctpisi
3aCTOCyBaHHS, y
GnicTepHi ynakosLyj;
no 1 abo 5
GnicTtepHux
yNakoBOK B
KapTOHHIl kopobui
92. | 3APCIO® PO3YUH ANS iH'eKLiN CaHpo3s ABCTpis BigMoOBiAanbHWIA 3a Himeuun BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/12447/01/02
abo iHdysin, 48 mnH m6X BUPOGHULTBO, NEPBUHHE Ha/ 3MmiHu | TUNy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui peuenmom
0[/0,5 mn; no 0,5 nakyBaHHs1, KOHTPOIb ABcTpis 3aci6. Cuctema KoHTeHep/3aKkynoptoBanbHUi

M1 PO3YMHY B
nonepeaHLo
3anoBHEHOMY
wnpui,
OCHallleHoro
NopLUHEM,

cepil:

An [i Ti Bionorika MM6X,
Himeyunna
BianosigansHWi 3a
BMPOGHMLTBO, NaKyBaHHS,
KOHTPOIb Cepii Ta BUMYyCK

3aci6. 3miHa y meToax BUNPOGyBaHHS NEePBUHHOT
yNaKoBKM FOTOBOrO NikapCbKoro 3acoby (iHLWi 3MiHK
y MeTofax BunpobyBaHb (BKMYa4um 3amiHy abo
[oaaBaHHs))
BHeceHHs 3MmiH go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKkynoptoBanbHuii 3acib, a came
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n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
iH'EKLINHOIO rOnKot, cepii: BKITHOYEHHS anbTepHaTUBHOI CTaH4APTHOT
KOBMaykom Ta CaHpo3 'MbX — bisHec npoueaypv ISO Ans KOHTPONIO 3anNMLLIKOBOrO
3aXMCHUM nigpo3ain TexHonorivyHa eTuneHokenay (EO) nicns ctepunisadii wnpuuis y
nNpUCTpPoeEM Ang po3pobka Ta BUPOOHULITBO nocravanbHuka Becton Dickinson (BD).
3anobiraHHs GionoriyHmx nikapcbkux BHeceHHs pefakuiiHvx 3miH B po3gin 3.2.P.7.
NOLLKOKEHHS 3acobiB LLladhTeHay CucTtema koHTenHep/ 3aKynoptoBanbHUiA 3aci6.
ronkoto nicns (6TAM OrC), Asctpisi
3aCTOCYBaHHS, y
GricTepHin ynakoBLi;
no 1 abo 5
BnictepHux
yMNakoBOK B
KapTOHHI kopobui
93. | 30KAPOIC® TabneTkn, BKpUTI MeHapiHi ITrokcemby A. MeHapiHi ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/6736/01/01
NJKoC 30/12,5 NniBKOBOIO IHTepHeLLOoH pr MaHydakTypiHr JloricTikc 3MiHn | TMny - 3miHn 3 skocTi. CepTudikat peuenmom
obonoHkoto, no 14 an eHp Cepsicec C.p.J1., BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
Tabnetok y 6nictepi; | OnepenoH ITania (BMpobHMLTBO in €sponevicbkin apmakonei/moHorpadii. NMogaHHA
no 1 abo 2 Gnictepu c bulk, KiHLEeBe nakyBaHHS, HoBoOro abo oHoBMNeHoro ceptudikaTa
Y KapTOHHI kopobui | Jltokcembypr Bunyck cepin); A. MeHapiHi BignoBigHoOCTI a6o BUNy4YeHHs cepTudikara
C.A. MaHydaktypiHr JloricTikc BiNOBIgHOCTI €Bponenchkin dapmakonei: Ans

eHp Cepsicec C.p.J1.,
ITanis (KoHTponb cepin);
Homne cdapmaueyTiui
C.n.A., Itanist (koHTponb
cepin); MeHapiHi-PoH
XenpeH 'm6X, Himeyunna
(BpobHMLTBO in bulk,
KiHLeBE NaKyBaHHS,
KOHTPOMb Ta BUMYCK Cepilt)

A®l; ona BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNOBIAHOCTI
€Bponevicbkinn apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
OHOBIIEHHS cepTudikaTy BiANOBIAHOCTI
€Bponelicbkit Dapmakonei Ans Bxe
3aTBEPAKEHOro BUPOOHWMKA Ait040i pEYOBUHM
rigpoxnoptiaaugy - IPCA LABORATORIES
LIMITED (3 R1-CEP 2004-013-Rev 03 Ha R1-CEP
2004-013-Rev 04). 3minu | Trny - 3miHn 3 AKOCTI.
A®I|. BupobHuTBo. 3MiHa BUPOGHMKa
BUXiQHOro/MPOMIKHOIO NMPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUpoBHUYomMy npoteci AdI,
abo 3miHa BUpobHuka (BKnoYao4n, ae HeobxigHo,
MicLe npoBeaeHHs! KoHTponto sikocTi) AdI (3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkili hapmakonei y 3aTBepaKeHOMY
[0Cbe)(3anponoHOBaHU BUPOOHMK HAanexuTb A0
Tiei camoi BUpOBHMYOI rpynu MiANpUEMCTB, LLO W
3aTBEPKEHWIN) 3MiHA BUPOBHMKa BUXIOHOMO
matepiany, L0 BUKOPUCTOBYETLCS y BUPOBHUHOMY
npoueci A®I. 3anponoHoBaHW BUPOGHWK €
YaCTMHOIO TiEl X (hapMaLeBTUYHOI rpynu, LWo 1
3aTBEPKEHNI Ha AaHWA MOMEHT BUPOGHMK
Lusochimica S.p.A. po3TalloBaHoro 3a agpecow
Via Giotto 9-23871 Lomagna (LC), Italy. 3miHu
cTocytTbesl nuwe 3akputoi YacTuHn ASMF.
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3MinHn | Tuny - 3MiHm 3 sikocTi. ASl. BupobHmuTBO.
3MiHa BUpOBHUKa BUXiAHOTO/MPOMIXKHOTO

npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y

BUpoGHMYOMY npoueci AP, abo 3miHa BUpoGHMKa
(Bkntovatoun, ae HeobxiaHoO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei y 3aTBepaxXeHomy
[0ChE)(3anponoHOBaHU BUPOOHMK HanexuTb 4o
Tiel camoi BUpOBHUYOI rpynu NignpuemMcTs, Lo 1
3aTBEPKEHNI) 3MiHA BUPOOHWMKA BUXiAHOIO
marepiany, Wo BUKOPUCTOBYETLCS Y BUPOOHUYOMY
npoueci A®Il. 3anponoHoBaHWn BUPOGHWK €
YaCTUHOIO Ti€i X hbapMaLEeBTUYHOI FPynu, WO 1
3aTBEPKEHUI Ha JAaHUA MOMEHT BUPOBHUK
Lusochimica S.p.A. po3TalloBaHoro 3a agpecor
Via Livornese, 897-56122 Pisa-La Vettola (PI),
Italy. 3miHM cTOCYIOTbCS NULLE 3aKPUTOI YaCTUHK
ASMF. 3MiHu | Tuny - 3miHK 3 sikocTi. FoToBUIA
nikapcbkui 3aci6. KOHTponb rotToBoro nikapcbkoro
3acoby. 3miHa y MeTogax BMnpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeTofax BUNpobyBaHHS)
3MiHa BHOCUTbCS Y 3B’3KY 3 HE3HAYHUMU 3MiHaMm1

y 3aTBepXeHOMY MeTofi BUNpobyBaHHsi Ha

PO3YMHEHHS rOTOBOrO JlikapCbKoro 3acoby.

BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NiKapCbKoro 3acoby (iHLi
3MiHM Yy MeTofax BUNpobyBaHb (BKITHOYa4m
3amiHy abo JONOBHEHHS)) 3MiHa B MeToAax
BMNpoOyBaHHsA roTOBOro NikapcbKoro 3acoby, a
came: 3amiHa metogy BEPX, wo BukopucToByoTh
ansa BunpoOyBaHHA Ha ineHTudikaLi, KinbkicHe

BM3HAYEHHS Ta JOMILLOK Ha HOBUIA 3aranbHui

meTton BEPX.

BBeneHHs 3miH NpoTArom 6-Tu MicsuiB nicnsi
3aTBEpAKEHHS. 3MiHM | TMNy - 3MiHKM 3 sIKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro

nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4OoNycTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (Buny4YeHHs1 HE3HaYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuvka,

TaKoro sik 3anax Ta cMak, abo igeHTudikauis
©apBHUKIB Y/ CMaKOBKX [00OABOK)) BUAANEHHS

He3Ha4yHoro napameTpa cneumdikawin roToBoro
nikapcbkoro 3acoby, a came - CyMu HEBIJOMUX
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

OOMILOK. TakoX 3agBHUK BHOCUTb pedaKLiviHi
3MiHK: y po3gin 3.2.P.5.1 - BuaaneHHs npumitku
Ao napameTpy cneumdikauii «Dissolution (Ph.
Eur.)»; - BuganeHHs tabnuui «MepiognyHi
BUNPOBYBaHHS MPOTSroM No4aTkoBOro nepioay
BUPOGHMLTBa», sika BinbLue He 3aCTOCOBYETLCS,
BpaxoBY4M TPUBanuii 4OCBI4 BUPOOHMLTBA
npoAykTy. HeaHauri pegakuinHi amiHm o
napameTpy cneumdikauii «MikpobHe
3abpyaHeHHs» B po3gini 3.2.P.5.6. BBegeHHs 3aMiH
NpOTArom 6-Tv MiCAILIB MiCNsi 3aTBEPOXKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui
3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo
O0NyCTUMMUX MEX rOTOBOrO fikapcbKoro 3acoby
(BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
3acTapinoro NokasHuka, Takoro Sk 3anax Ta CMak,
abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
no6aBok)) BUny4YeHHs i3 cneumdikauii N3
BMNPOOyBaHHS 3a nokasHukom «Po3nagaHHa» (EP
2.9.1). BBeaeHHsi 3mMiH npoTaroM 6-tu micsiuis
nicns 3aTBepAXeHHs. 3MiHn | Tuny - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb
roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbKoro 3acoby (BMIyYEHHSI HE3HAaYHOro
nokasHuka (Hanpuknag 3acTapinoro nokasHuka,
TaKoro sik 3anax Ta cMak, abo igeHTudikauis
©apBHUKIB Y/ CMAKOBKX JO0OABOK)) BUMYYEHHS i3
cneuudikauii M3 BunpobyBaHHs 32 NOKa3HUKOM
«laeHTundikauis okcmay 3aniza YepBoHoro E 172»
(konbopoBa peakuis). BBegeHHs 3miH npoTsrom 6-
TV MicsiliB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MmiHu 3 aKocTi. FoToBMIA Nikapcbkui 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikadi Ta/abo gonyctummx
MEX roTOBOrO fikapcbKoro 3acoby (Buny4eHHs
He3Ha4yHoro nokasHvka (Hanpuknag sactapinoro
noKasHuWKa, Takoro sik 3anax Ta cmak, abo
ineHTudikauis 6apBHUKIB UM CMaKoBMX JO6GABOK))
BUIy4eHHs i3 crneumdpikauii MN3 BunpobysaHHs 3a
nokasHukom «laeHTudikauis TuTaHy giokena E
171» (konbopoBa peakLis). BBeaeHHst 3MiH
NPOTArom 6-Tu MiCSILB MiCNsi 3aTBEPXKEHHS.
3miHu | TUNYy - 3MiHK 3 gKocTi. FoTOBMI NiKapCbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO MikapCbkoro 3acoby
(BUNYYEHHS1 HE3HAYHOIO NOKa3HWKa (Hanpuknag
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3acTapinoro nokasHuka, Takoro Sk 3anax Ta CMak,
abo igeHTUdiIKaLis 6GapBHUKIB YN CMaKOBUX
no6aBokK)) BuaaneHHs HeaHa4yHOro napameTpa 3i
cneumdikaLii roToBoro nikapcbkoro 3acoby, a
came - KinbkicHui BMicT nonimopdpa B. Takox
3a8BHMK BHOCUTb pefakuinHi 3MiHM 4o po3ainy
3.2.P.5.1, a came 3miHMB Ha3By Tabnuui 3
«PytuHHMN TecT» (Routine Test) Ha «4YuctoTta
TecTyBaHHs» (Test Frequency) Ta ii BmicT
BiZNOBIgHO O OHOBMEHOI iHhopMmaLlii. BBegeHHs
3MiH NPOTArom 6-Tn MicsILiB MiCNsi 3aTBEPOXKEHHS.
3MinHn Il Tuny - 3miHm 3 akocTi. ADI. (iHWi 3miHK)
OHOBIEHHSI MacTep-anny akTMBHOI Pe4OBUHN
3odpeHonpuny kanbuito (version June 2020) Big
3aTBepAkeHoro BMpo6Huka Lusochimica S.p.A.
po3TaluoBaHoro 3a agpecoto Via Giotto 9-23871
Lomagna (LC), Italy Ta mogynsa 3.2.S. BignosigHo.
3Minn Il Tuny - 3miHm 3 akocTi. ADI. (iHWi 3miHK)
OHOBIEHHSI MacTep-anny aKkTMBHOI Pe4OBUHN
3ocbeHonpuny Kanbuito (version May 2020) Big
3aTBepAxeHoro BMpo6Huka Lusochimica S.p.A.,
po3aTaluoBaHoro 3a agpecoto Via Livornese, 897-
56122 Pisa-La Vettola (PI), Italy, Ta mogyns 3.2.S.
BigMNOBIgHO.

94.

30NTTOHAP

PO34nH Ans iHdYs3in,
5 mr/100 mn; no 100
MA 'y donakoHi; no 1
dnakoHy B
KapTOHHIN kopobLyi

TOB
"YOoPNA
MEOVLINH"

YkpaiHa

Medpap Inay Can. A.LL.

Typeuun
Ha

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MmiHu | TUNYy - 3MiHK 3 akocTi. FoTOBMIA Nikapcbkui
3aci6. 3MiHKM y BUpobHUUTBI. 3MiHa po3mipy cepii
(BKrTtOYaro4mM gianasoH po3Mipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSIHO i3 3aTBEPAXEHMM PO3MipOM) — 3MiHa
po3mipy cepii 113 (3aTBepaxeHo: 100 L for 980
vials; 3anponoHoBaHo: 100 L for 980 vials; 500 L
for 4901 vials).
3miHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui
3aci6. CtabinbHicTb. 3miHa y TepmiHax
npuaaTtHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (36inbLIeHHs TepMiHy
npuaaTHOCTI FOTOBOrO Mikapcbkoro 3acoby) - Ans
TOProBoOi ynakoBku (NigTBEPOXKYETLCS AaHUMU
pearnbHOro Yacy) — 36inbLIeHHS TEPMiHY
npuaatHocTi [T13 (3aTBepakeHo: 2 poku;
3anponoHoBaHo: 3 PoKu).
3minu Il Tuny - 3miHm 3 gkocTi. A®l. BupobHuuTBo.
3miHa BUpOGHYMKa BUXiOHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HMYomy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovatoun, Ae HeobxigHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI

3a
peuenmom

He
nionsie
ae

UA/14630/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
cepTudikaTta BignoBigHOCTI €Bponenchkin
dapmakonei y 3aTBeppkeHOMY A0CbE)(BBEAEHHS
HoBOro B1po6Huka AP| 3 HagaHHSAM macTep-
canna Ha APl) — 3amiHa 3aTBEpAKEHOIO
BMpobHuKa cybeTaHuii Dr. Redy’s Laboratories
Limited, IHais Ha HoBoro BupobHuka A®PI Trifarma
S.p.A., ITanis 3 HagaHHAM MacTep-canna Ha ADI
(TRIFARMA/ZOLEDRONICACID/2019-06).
95. | IHOOBEHON rene; no 40 ry Ty6i; My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHMX maTepianis: be3 UA/2152/01/01
no 1 Ty6i B nayui 3 akuioHepHe ToBapucTBO "HaykoBo- 3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI peuenma
KapTOHY TOBapucTBo BMPOBHWYMIA LLEHTP Ta cbapmakoHarnsagy (iHwi 3miHn) 3miHa y 3B'a3ky
"HaykoBo- "BopLuariBCbKMIM Ximiko- YTOYHEHHS BUKIageHHs po3ainy "[ogaTtkosa
BUPOGHMYMI thapmaueBTMYHMI 3aBoA" iHdopmauisa. [1-1. Ynakoska" MKA. Litoya
LeHTp pepakuia: MKA A1-1. Ynakoska Mo 40 r y Ty6i
"BopLuariscb arnoMiHieBi 3 MapKyBaHHAM YKpaiHCbKO Ta
KW XiMiKO- pocincbkoto MoBamu. Mo 1 Ty6i pasom 3
hapmaueBT iHCTpyKUi€0 ANs MeAUYHOro 3acToCyBaHHA
NYHWN BKIafatoTh Y NayKy 3 KAPTOHY 3 MapKyBaHHSAM
3aBog" YKPaiHCbKOI Ta POCINCHKOK MOBaMu Ta
MapKyBaHHsIM WwpudTom Bpanns ykpaiHcbkoto
moBoto. [NponoHoBaHa pegakuia: MKA O1-1.
Ynakoska 1o 40 r y Ty6i antomidiesi. Mo 1 Ty6i
pasoMm 3 iHCTPYKLIE0 ANS MEANYHOTO
3aCTOCYBaHHs BKNagalTb Y Nayky 3 KapTOHY.
3MiHM BHECEHI B TEKCT MapKyBaHHS1 NEPBUHHOI Ta
BTOPMHHOI YNakoBKW NikapCcbKoro 3acoby, a came
BUMYYEHHS iHopMaLii pOCINCbLKOKD MOBOIO.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEpPOKEHHS
96. | IHGAHPUKC cycneHsis (DTPa- "makcoCmit Benuka "makcoCmiTKnsinH Benbris BHECEHHS 3MiH 10 peecTpauiiHnx mMaTepianis: 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) gnsa KnsnH Bputanis Bionogxikans C.A. 3minm | TMny - AgMiHiCTpaTuBHI 3MiHW. BunyveHHs peuenmom
NRIX HEXA™ iH'ekuii no 0,5 mn (1 Ekcnopt BUPOBHMYOT OinNbHUL (BKITFOYA0OUN AiNbHULI Ans
KOMBIHOBAH fno3sa) Ta niodginisat Nimiteq A®I, npomixxHoro npoaykty abo rotoBoro
A BAKUMHA (Hib); 1 nonepegHbo nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHs
ona HaMoBHEHWN nakyBaHHS, BAPOOHUKA, BiAMOBiAanbLHOro 3a
NPO®INAKTUK | ogHopasoBuii BMNYCK Cepill, MicLie NPOBEAEHHS KOHTPOTIO cepii)
U OUDTEPI, wnpwuy (no 0,5 mn (1 abo noctayanbHKKa BUXigHOTO Matepiany,
NPABLA, [03a)) y KOMNNexTi 3 peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
KALUMOKY [BOMa ronkamu Ta 3a3HayeHo y Aocbe) BuBeaeHHs 3 ekcnnyaradii
(ALUENONAPH nakoH 3 6yaieni RIX09 Ha BUpOBHUMYIN AinbHUL
un nioginizatom (Hib) GlaxoSmithKline Biologicals S.A., Rixensart,
KOMMOHEHT), ansa 1 gosu, wo Belgium, sik Micus npoBeAeHHs KOHTPOSO SKOCTI
FENATUTY B, 3MilyoTbCs nepesq, (QC testing) nikapcbkoi pe4OBUHN aHTUIEH BipyCy
NONIOMIENITY | BMKOpPUCTAHHAM renatuty B (HBV) Ta nonicaxapuagy Haemophilus
TA (wnpwy 3 ronkamu influenza (Hib)
3AXBOPIOBAH | 3akpuTi rymoBuMu
b, KOBMaykamw); aBi
36YOHUKOM ronku (ogHoro
AKUX € po3mipy), Wwnpuy Ta




75

[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

HAEMOPHILUS

INFLUENZAE
TUhny B

dnakoH repMeTUYHO
3anakoBaHi y
nnacTuKoBuUi
KOHTelHep; no 1 abo
no 10 nnacTukoBmx
KOHTENHepiB y
KapTOHHIl kopobLi 3
MapKyBaHHSIM
YKpaiHCbKOI MOBOIO;
1 nonepegHLO
HaMoBHEHWN
OAHOpa3oBun
wnpuy (no 0,5 mn (1
[03a)) y KOMNNekTi 3
[BOMa ronkamu Ta
bnakoH 3
nioginiatom (Hib)
ona 1 goau, wo
3MilWyoTbCs nepeq
BUKOPUCTAHHSIM
(wnpwy, 3 ronkamu
3aKpUTi TYMOBUMU
KoBMaykamw); aBi
ronku (ogHoro
po3mipy), Wwnpuy Ta
dNaKkoH repMeTU4HO
3anakoBaHi y
nnacTUKoBUn
KOHTenHep; no 1 abo
no 10 nnacTnkoBmx
KOHTeNHepiB y
KapTOHHIN kopobu,i 3
MapKyBaHHsIM
aHrNiNCbKO MOBOIO
3i cTukepamm
YKPaiHCBbKOK MOBOHO

97.

nony PO3yuH

CMUPTOBUI
5%

pO34vH Ans
30BHILLHBOIO
3aCTOCYyBaHHS,
cnupToBuin 5 % no
10 mn abo no 20 mn,
abo 100 mny
driakoHax

MpAT
dapmanesT
n4yHa
habpuka
"Biona"

YkpaiHa

MpAT ®apmaueBTnyHa
abpvka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHM | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui
3aci6. 3MiHKM y BUpoOHUUTBI. 3MiHa po3mipy cepii
(BkntoYar4mM gianasoH po3Mipy cepii) rotToBoro
nikapcbKkoro 3acoby (3meHLweHHst fo 10 pasis) —
[o[aBaHHS HOBUX po3mipoB cepint 113, y 38’a3ky 3
BBEAEHHSIM 4OAATKOBOT AiNbHULI BUPOGHMLTBA.
[itoua pepakuis: TeopeTnyHuii poamip cepii: 300,0
kr (30 456 conakoris no 10 mn) 300,0 kr (15 228
nakoHiB no 20 mn). MponoHoBaHa pefakyis:
TeopeTtnyHuii poamip cepii: 300,0 kr (30 456
dnakoHiB no 10 mn) 300,0 kr (15 228 cnakoHis no
20 mn) 137,4 n (13 740 dnakoHis no 10 mn) 137,4

be3
peuenma

nidnsie
ae

UA/8729/01/01
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PeecmpauyitiHa npoyedypa

Ymoeu
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Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

n (6 870 conakoHis no 20 mn) 137,4 n (1 374

eionycky

myeaH
Hs*

peecmpauiliHo2o
noceid4yeHHs1

dnakoHiB no 100 mn). 3miHm | Trny - 3miHKM 3
siKocTi. [oToBUI Nikapcbkui 3aci6. 3miHn y
BMPOOHMUTBI. 3amiHa abo BBeAeHHS 404aTKOBOI
LinNbHULi BUpOBHULITBA Arst YaCTUHU abo BCbOro
BMPOGHMYOro MPOLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHMUSA, Ha siKin NnpoBoaaTbCA Byab-aki
BMPOOHWYI cTagii, 3a BUHATKOM BUMYCKy Cepil,
KOHTPONIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHsi, AN HECTEPUIbHUX NiKapCbKMNX
3acobis).

CynyTHs 3MiHa- 3MiHKM 3 sAkocTi. [oTOBMIA
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa
abo BBeAEeHHs1 4OAATKOBOI AiNbHULI BUPOOHULTBA
Ans YactuHu abo BCbOro BUPOBGHMYOro npouecy

roTOBOrO fikapcbKoro 3acoby (AinbHuus ans
NEePBUHHOIO NaKyBaHHS)— BBEAEHHS JOAATKOBOI
BUpo6HMYoTi ainbHuui MM "KINAD®", YkpaiHa,
BinoBigansHoi 3a BUPOOHMLTBO Ta NepPBUHHE
nakyBaHHs nikapcbkoro 3acoby. 3MiHn | Tuny -
3MiHM 3 sikocTi. [0TOBMI Nikapcbkuii 3acit.
CuctemMa KoHTelHep/3akynoptoBanbHuii 3acib.
3MiHa po3Mipy ynakoBKM rOTOBOrO MiKapCbKOro
3acoby (3miHa macu/o6'emy BMiCTy KOHTelHepa
6araTtogo30Boro nikapcbkoro 3acoby ans
HenapeHTeparnbHOro 3acTocyBaHHs (abo
0[HO030BOr0, YaCTKOBOrO BUKOPUCTAHHST)) —
BBEJEHHS foAaTKkoBoro o6'emMy rotoBoro
nikapcbkoro 3acoby, a came no 100 mn y
hnakoHax 3 ckriomacu, yKyrnopeHi npobkamu 3
nonieTuneHy Ta KpuLIKaMm, 3 BHECEHHSIM
BigNOBIgHMX 3MiH [0 p. «YnakoBka» MKA J13.
[MepBMHHMIN NakyBanbHUA MaTepian He 3MiHUBCS.
3MiHM BHeceHi B po3ain "YnakoBka" B iHCTPYKLtO
0N MeQMYHOro 3aCTOCYBaHHSI NiKapCbKoro 3acoby
y 3B"A3Ky 3 BBEAEHHAM JO4ATKOBOI yNakoBKM, K
HacnifoK - 3aTBEPXXEHHSI TEKCTY MapKyBaHHS
[0AaTKOBOI ynakoBku. BBegeHHs 3mMiH npoTsirom 6-
TH MicsLiB nicnsi 3aTBepakeHHS. 3MiHun | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BUPOOHMLTBI. 3MiHa iMnopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIO SKOCTI
roTOBOro fikapcbKkoro 3acoby (3amiHa abo

[oaaBaHHSA OinbHUL, Ha SKil 30IACHIETLCS

KOHTpPOrb/BUNPOOYBaHHS cepii) - BBEAEHHS
nopatkoBoi BUpobHuyoi ainbHuui M "KINAPD",

YkpaiHa, BignoBiganbHoi 3a KOHTPOIb AKOCTI

NiKapcbkoro 3acooy.

3a

UA/4726/01/01

PO34MH ANs iH'eKLIN,

ToBapucTBo

YkpaiHa

ToBapuCcTBO 3 06MEXeHOo

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiinHMX MaTepianis:

98.

KANbLUIO
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
FMKOKOHAT- 100 mr/mn, no 5 mn 3 BiAnoBiganbHICTIO 3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NikapCcbkni peuenmom
300POB'A B amnyni; no 10 obmexeHo "®apmaueBTniHa 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
(CTABINIIBOBA | amnyn y kKapTOHHI Bignosigans KoMnaHisi "3gopos's" 3miHa napameTpiB cneundikadi Ta/abo
HUI) Kopobui; no 5 mn B HiCTIO [OMYyCTUMUX MEX rOTOBOTO JikapCbKoro 3acoby
amnyni; no 5 amnyn "®apmanesT (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
y GnicTepi; no 2 nyHa 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cMak,
Gnictepn y KOMNaHis abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
KapTOHHiI kopobuyj; "3popos's" no6aBok)). BunyyeHHs 3actapinoro nokasHuka
no 10 mn B amnyni; «AHOMarnbHa TOKCUYHICTbY Y 3B’AI3Ky 3 BTPATOO
no 10 amnyny YMHHOCTI Ta BUIy4YeHHsM 3 EP.
KapTOHHi kopobui
99. | KAPBAJIEKC TabneTtku TOB YkpaiHa [.J1. dapma M'M6X ABcTpis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/6914/01/02
300 MI NPOSIOHroBaHoI Aii «BAYLW BHECEHHS 3MiH O peecTpaLinHuX maTepianis: peuenmom nidnse
PETAPO no 300 mr no 10 XENC» 3MmiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI ae

TabneTtok y Gnictepi;
no 10 GnicTepiB y
KapTOHHIN kopobLi

Ta hapmakoHarnsgy. 3mMiHW y KOpoTKil
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHSI Ta iHCTPYKUiT A4ns Mean4Horo
3acToCyBaHHSA reHepUYHUX/ribpuaHmx/GionoaibHmMx
nikapcbkunx 3acobiB nicns BHECEHHs TiEl camoi
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX OOAATKOBUX
AaHux) - 3MiHK BHeceHo Ao IHCTpykuii ans
MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao
po3aginis "B3aemogis 3 iHWnMK nikapCbknmmn
3acobamu Ta iHWi Buam B3aemogiin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaato”, "3gaTHictb
BMMAMBATU Ha WBUAKICTb peakuii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMK MexaHismamn",
"Cnoci6 3acTocyBaHHs Ta go3un", "MobivHi peakuii”
Loao pedepeHTHOro nikapcbkoro 3acoby
Terpeton Tabnetku. 3mMiHn | Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHLwi
3MiHN) - 3MiHM BHeceHo A0 IHCTpyKuii ans
MEeOUYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao
po3giny "OcobnmBocTi 3acTocyBaHHs" LWOA0
6e3nekn 3aCToCyBaHHS AOMOMKHOI PEYOBUHN.
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT Ans Mean4Horo
3acTocyBaHHs Ha MiacTaBi perynsipHo
OHOBIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHWi nepion,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIOXKEHb,
NPOBEAEHNX BIAMNOBIAHO A0 NMaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBAXEHUM OpraHoMm) - 3MiHu
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
BHECEHO A0 IHCTPYKUii Ans MegnyHoro
3aCTOCyBaHHS fikapcbKkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHWMMKM nikapcbkumn 3acobamu Ta
iHWi B1am B3aemogain”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHs rpyaato” 1a "lMobiyHi
peakuii" woao 6e3nekn 3acTocyBaHHA Aito4oi
peyoBUHM kapbamaseniH BianoBigHO Ao
pekomeHgauin PRAC.
100.| KAPBAJEKC Tabnetku TOB YkpaiHa [.J1. dapma M'm6X ABcTpis BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a He UA/6914/01/01
600 MI" NPOSIOHroBaHoOI Aii «BAYLL BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: peuenmom | nidnse
PETAPO no 600 mr no 10 XENC» 3MiHn | TMny - 3MiHK Wopao 6e3nekun/edekTUBHOCTI ae

TabneTtok y Gnictepi;
no 10 GnictepiB y
KapTOHHIl kopobui

Ta hapmakoHarnsgy. 3MiHW y KOpoTkil
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLUiT ANa MeanyYHoro
3acToCyBaHHSA reHepUYHUX/ribpuaHmx/GionoaibHmMx
nikapcbkunx 3acobiB nicns BHECEHHs Tiei camoil
3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX OOAATKOBKX
AaHux) - 3MiHK BHeCeHo A0 IHCTpyKuii ans
MeAMYHOro 3aCTOCyBaHHSI NikapCcbkoro 3acoby Ao
po3aginis "B3aemogis 3 iHWnMK nikapcbknmmn
3acobamu Ta iHWi Buam B3aemogin", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiog
BariTHocTi abo rogyBaHHs rpyaato”, "3aaTHicTb
BMMMBATU Ha LUBUAKICTb PeaKLii Npy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKU MexaHiamamn”,
"Cnoci6 3acTocyBaHHs Ta go3un", "MobivHi peakuii”
LLI0A0 pedepeHTHOro nikapcbKoro 3acoby
Terpeton Tabnetku. 3MiHn | Tuny - 3miHn Wwopao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHM) - 3MiHN BHeCeHO A0 IHCTpyKuii Ansa
MeAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby A0
po3giny "OcobnmBocTi 3acTocyBaHHs" LWOA0
6e3nekn 3aCToCyBaHHSA AOMOMDKHOI PEYOBUHW.
3minu | Tuny - 3miHn wopo 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUiT ANs Mean4Horo
3acTocyBaHHs Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Mneku NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIKEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OPraHom) - 3MiHu
BHeCeHO A0 [HCTpyKLUii Ana MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainis




79

[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHwWi Buan B3aemogin", "OcobnueocTi
3acTocyBaHHs", "3acTocyBaHHS Yy nepion
BariTHoCTi abo rogyBaHHs rpyaato” Ta "MobivHi
peakuii" Wwoao 6eanekn 3acTocyBaHHS Ajiloyol
peyoBMHM kapbamaseniH BignoBigHoO 40
pekomeHgauin PRAC.
101, KAPBAMAS3ENMI | tabnetku no 200 mr MpAT Ykpaina MpAT "®apmaueBTnyHa Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/2579/01/01
H-OAPHULUA no 10 Tabnetok y "dapmaueBT cipma "[apHuus" 3MiHuM | TUny - 3MiHK 3 skocTi. CepTudpikat peuenmom
KOHTYPHIN nyHa dipma BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
YapyHKOBIN "NapHuug" €sponelicbkin hapmakonei/moHorpadii. 3MiHu,
ynakoBLi; no 2 abo 5 NnoB'A3aHi 3 HEOOXiOHICTIO NPUBEAEHHS Y
KOHTYPHUX Bi4NOBIgHICTb 40 MoHorpadii 1dY abo
YapyHKOBUX €BponencbKoi hapmakonei, abo iHLwoi
yNaKkoBOK y navui HauioHanbHoi dhapmakonei gepxasu €C (iHLi
3MiHM) 3MiHa Ao cneumdikauii BXigHOro KOHTPOro
i3 BigNOBIAHMMM METO4AMY KOHTPOIIO SIKOCTi Ha
[OMNOMiDKHY pevoBuHy MarHin cteapar 3a
nokasHukammn «KncnoTHICTb abo NyXXHIiCTby,
«KinbkicHe BU3Ha4eHHs», «laeHTudikauisy,
«Onuey», «Cynbgatny, «Xnopugn», «Kagminy,
«CBuHeuUpb», «Hikenb», «BTpaTta B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa yncrota» ans
npvBeAeHHs Jo BUMOr MoHorpadii €4
«Magnesium stearate» 3 ypaxyBaHHAM CTURICTUKN
OoY.
102.| KAPBENIC Kpanni oparnbHi, MPO®APM ManbTa Op. MNyctae KnsaH MTM6X & | Himeuun BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: bes UA/13314/01/01
pO34nH A Ko. KI Ha TexHi4yHa nomwurika (3rigHo Hakady MOS3 Big peuenma
no 30 mn, no 50 mn IHTEepHeLwwHN 23.07.2015 Ne 460), BunpaBneHHS TEXHIYHOI
abo no100 mn y TpenanHr nomunku B MKA J13 B po3gini Cneuundikadisi (Ha
dnakoHi, Timiteq BMMNYCK) 3a Noka3HUkoM «KinbkicHe BU3Ha4YeHHS.
3aKyrnopeHomy EkcTpakT kopeHs BanepiaHuy, a came HeBipHO
npo6koto- 3a3Ha4YeHO OAMHWL BUMIpIOBaHHS Ansi
KpanenbHuLet; no 1 BanepeHoBOi KNCMOTU 3a SIKOK NMPOBOAUTLCS
dnakoHy B po3paxyHok cneuudivHoro koHTponto naprii (0,1 —
KapTOHHIN navui 4,6 mn BanepeHoBoi kucnotn/100 mn) 3amicTb
kopekTHoro (0,1 — 4,6 mMr BanepeHoBoi
kncrnotn/100 mn). 3asHaveHe BUNpaBreHHS
Bignosigae martepianamMm peecTpauinHoro 4ocbe,
SIKi NpeAcTaBneHi B apxisi, a came nigposainy
3.2.P.5.1. Cneundikauisi.
103.| KAPOIOAPTIHI pO34nH Ans iH'ekuin, | ToBapucTBO YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: 3a UA/11187/01/01
H-30OPOB'A no 5 mn B amnyni; 3 BiANoBiganbHicTO 3MinHn | TMNy - 3MiHM 3 sIKOCTi. [OTOBUI NikapCbKkni peuenmom
no 5abo 10 amnyny | obmexeHoto "®apmaueBTniHa 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
kopobui; no 5 mn B Bignosinans komnaHisi "3aopos's” 3miHa napameTpiB cneuudikauin Ta/abo
amnyni; no 5 amnyn HiCTIO [ONyCTUMMUX MEX roTOBOrO JlikapcbKoro 3acoby
y brictepi; o 1 abo | "®apmaueBT (BUMYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
2 6nictepu B n4yHa 3acTapinoro nokasHuka, Takoro sik 3anax Ta cMak,
Kopob6Li KOMMaHisi abo igeHTUdIKauis 6apBHUKIB YU CMaKOBUX
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
"3popos's" no6aBok)). BunydeHHst 3actapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTb» Y 3B’A3KYy 3 BTPaTOO
YMHHOCTI Ta BUINyYyeHHsm 3 EP
104.| KAPOIO-OAP® TabneTku, BKPUTI MpAT Ykpaina MpAT "®apmaueBTuyHa Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: Ne 30 — 6e3 He UA/18901/01/01
NniBKOBOO "®apmanesT dipma "JapHunua” 3MiHW | Tuny - 3MiHK 3 sKocCTi. [O0TOBMI NiKapCbKui peuenma; niénse
060s0oHKo, No 75 nyHa cipma 3acib. Cuctema KoHTelHep/3aKynoptoBanbHUi Ne 100 — 3a ae
mr; no 30 abo no "OapHuus” 3aci6. 3miHa po3mipy ynakoBKM FrOTOBOrO peuenmom
100 TabneTok y nikapcbkoro 3acoby (3miHa KinbKoCTi 0AUHMLb
KOHTeWHepi; no 1 (Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
KOHTENHepy B nayi; 3MiHa y fianas3oHi 3aTBepAKeHNX po3MipiB
no 10 Tabnetok B ynakosku. 3miHa 4o po3ainy "Ynakoska", a came
KOHTYpHiV [ofaBaHHs KOHTeNHepa 3 BOMOronornnHayemM 3
YapyHKOBIn KinbkicTio Tabnetok Ne30, nepBuHUiA nakyBanbHU
ynakosLi; no 3 mMaTtepian 3anuLIaeTbCs HEe3MIHUM. A Takox
KOHTYPHI YapyHKOBI pefakuinHa 3MiHa 3 3a3HayYeHHAM TUMIB YNakoBKM
ynakoBKM B nayui y po3gini «TepMiH npuaaTHOCTI». 3MiHWN BHECEHi B
po3ain "YnakoBka" B iHCTPYKLit0 ANs MEAUYHOrO
3acTocyBaHHS nikapcbkoro 3acoby y 3B"A3Ky 3
BBeOEeHHAM JoaaTkoBoi ynakosku (no 30 TabneTok
y KOHTenHepi, No 1 KOHTeWHepy y nadui) Ta sK
HacnifokK - 3aTBEPAXKEHHS TEKCTY MapKyBaHHs Ansi
[04aTKOBOI YNakoBKM fikapcbkoro 3acoby.
BHacnigok gaHoi 3amiHM BHeCeHi BignoBigHi
KOpUryBaHHSa y po3ginu "TepmiH npuaaTHocTi" Ta
"KaTteropis Bignycky" iHCTpyKUii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby. BeBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
105 KAPOIO-OAP® | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: Ne 30 — bes He UA/18901/01/02
NniBKOBOO "®apmaneBT dipma "JapHunua” 3MiHn | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui peuenma; nidnse
obonoHkot, no 150 nyHa cipma 3aci6. Cucrtema koHTelHep/3akynoptoBanbHUiA Ne 100 — 3a ae
mr; no 30 abo no "OapHuus” 3aci6. 3miHa po3mipy ynakoBK/ roToBOro peuenmom

100 Tabnetok y
KOHTeWHepi; no 1
KOHTeWHepy B nayui;
no 10 Tabnetok B
KOHTYPHIW
YapyHKOBIN
ynakoBLi; no 3
KOHTYPHI YapyHKOBI
yNakoBKM1 B NauLi

nikapcbKkoro 3acoby (3MiHa KinbKOCTi OANHULIb
(Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
3miHa y Aiana3oHi 3aTBEpAXEHMX PO3MIpiB
ynakosku. 3miHa Ao po3ainy "Ynakoska", a came
[0AaBaHHA KOHTEeNHepa 3 BONOrornornnHavyem 3
KinbkicTio Tabnetok Ne30, nepBMHUIA NakyBanbHWiA
mMaTtepian 3anuiIaeTbCs He3MIHUM. A Takox
pefakuinHa 3miHa 3 3a3Ha4YeHHSIM TUMIB yNakoBKW
y po3gini «TepmiH npuaaTHOCTi». 3MiHWM BHECEHI B
po3ain "YnakoBka" B iHCTPYKLitO0 ANs MEAUYHOTO
3aCTOCYBaHHsI NiKapCcbKoro 3acoby y 3B"A3ky 3
BBEJEHHsIM foAaTKoBoi ynakosku (no 30 TabrneTok
Y KOHTeNHepi, No 1 KoHTeWHepy y nayui) Ta SK
HacnifoK - 3aTBePAKEHHsI TEKCTY MapKyBaHHS Ans
[00aTKOBOT YMaKOBKU MikapcbKoro 3acoby.
BHacnigok gaHoi 3MiHW BHECeHi BianoBigHi
KOpUryBaHHs y po3ginu "TepmiH npugaTtHocTi” Ta
"KaTteropis Bignycky" iHCTpyKUii Ans MegnyHoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
3acTocyBaHHs Nikapcbkoro 3acoby. BeeaeHHs 3aMmiH
NpOTHArom 6-Tv MicsILB MicNsi 3aTBEPAXEHHS.
106.| KAPOIOOAPOH | po3uunH gns iH'ekuih, | ToBapucTtBo YkpaiHa ToBapucTBo 3 obmexeHo | YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/1713/01/01
-300POB'A 50 mr/mn no 3 mn B 3 BiAMNOBIAAMNbHICTIO 3MmiHu | TUNY - 3MiHK 3 aKocTi. FoToBMIN NiKapCbKuiA peuenmom
amnyni; no 10 amnyn | obmexeHoto "®apmaueBTniHa 3aci6. KoHTpornb rotoBoro nikapcebkoro 3acoby.
Yy KapTOHHI kKopobui; | Bignosigans KoMnaHisi "3gopos's" 3miHa napameTpiB cneundikadi Ta/abo
no 3 mn B amnyni; HiCTIO [ONyCTUMUX MEX FrOTOBOTO fikapcbKoro 3acoby
no 5 amnyny "®apmanesT (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
6nicTepi; no 1 abo 2 nyHa 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cMak,
Gnictepn y KOMNaHis abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
KapTOHHiI kopobuyi "3popos'a” [o6aBok)) BunyyeHHs 3acTapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTb» Y 3B’AI3Ky 3 BTPATOO
YMHHOCTI Ta BUINyYyeHHsm 3 EP
107.| KAPOITAB IC Tabnetku; no 10 ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: bes3 He UA/14659/01/01
TabneTtok y Gnictepi; 3 [00aTKOBOO 3MiHn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI peuenma nionsie
no 1 6nictepy B [04aTKOBOIO BiAMOBIAAMNbLHICTIO Ta cbapmakoHarnsagy. 3miHa y KopoTKiv ae
navui; no 6 Bignosiganb "IHTEPXIM" XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
Tabnetok y 6nictepi HiCTIO MapKyBaHHS Ta IHCTPYKLUiT ANS MeanYHoro
"IHTEPXIM" 3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBIOBAHOTO 3BITY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B nicrnsipeecTpauiviiui nepiog,
abo siK pe3ynbTar OLUiHKM 3BiTY 3 AOCHiIXEHb,
npoBeAEeHUX BigNoBIAHO A0 NnaHy negiaTpuydHnx
pocnigpkenb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHECEHO B iHCTPYKL0 ANs Mean4Horo
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWIi BMAn B3aemoin" BiANoBiAHO 4O OHOBIEHOI
iHdbopMmaLii 3 6e3nekn 3acTocyBaHHs Lito4oi
PEYOBUHY MikapCcbkoro 3acoby (peHobapbitan).
TepMiH BBEAEHHS 3MiH NpoTaroM 3 micsauiB nicns
3aTBEpPOKEHHS
108.| KAPOITAB IC TabneTtku ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: be3 He UA/14659/02/01
cybniHreanbHi no 10 3 [00aTKOBOO 3minu | TMny - 3miHn wopo 6esnekn/edPekTUBHOCTI peuenma nionsie
TabneTtok y 6nictepi; | AoaaTkoBOO BiAMOBIAANbLHICTIO Ta cbapmakoHarnsagy. 3miHa y KopoTKiv ae
no 1 6nictepy B Bignosigans "IHTEPXIM" XapaKkTepucTuLi NikapCbKoro 3acoby, TEKCTi
nayuj; no 6 HicTIO MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
TabneTtok y 6nictepi "IHTEPXIM" 3acTocyBaHHS Ha MiAcTaBi perynspHo

OHOBJIIOBAHOIO 3BiTy 3 6€3Mneku NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCcyBaHHs
nikapcbKkoro 3acoby B MicrnspeecTpaLiiH1i nepios,

abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIKEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnigpkeHb (PIP) (3mMiHy y3rogxeHo 3
KOMMNETEHTHNM YTNOBHOBaXXEHUM OpPraHOM)
3MiHM BHECEHO B iHCTPYKLUilO ANt MEAUYHOTO
3aCTOCYBaHHS NikapcbKkoro 3acoby Ao po3diny
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWi BUOM B3aemogin" BignoBigHO 4O OHOBMNEHOI
iHdbopMalii 3 6e3nekn 3acTocyBaHHS Lito4oi
pPeYoBUHM fnikapcbkoro 3acoby (peHobapbitan)
BBegeHHs 3miH npoTArom 3-x micsauiB nicnsa
3aTBEPAKEHHS

109.

KAPI3OH®

ma3sb 0,5 mr/r, no 15
ra6o30r, abo 50r
y Ty6i; no 1 1y6i B
KapTOHHIN nayui

TOB "MIBE
YKPAIHA"

Ykpaina

Mibe MmbX
ApuHanmiTTens

Himeuun
Ha

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
TexHi4Ha nomwurka (3rigHo Hakady MOS3 Big
23.07.2015 Ne 460) - TexHi4Hy noMunky
BWMNpaBIIEHO B TEKCTi MapKyBaHHs yNakoBKW
nikapcbkoro 3acoby. 3okpema BUNpaBneHo
HEBIANOBIAHICTb iHopMaUii (pi3HOUYMTaHHS) Ha
NepBUHHIN ynakoBLUi, a came: 0cobnmMBoCTi
3acTepexxeHHs Woao 36epexeHHs nikapCbKoro
3acoby BignoBigHoO 4o iHpopmaLii, HaHeceHoi Ha
BTOPUWHHY YMaKOBKY NiKapCbKOro 3acoby, a Takox
BWMPAaBIIEHO B TEKCTi MapKyBaHHS Ha MEPBUHHIN
Ta BTOPWHHIN ynakoBLUi nikapcbkoro 3acoby y n. 1
HA3BA NIKAPCbKOIO 3ACOBY (BuaaneHa koma
nicns Ha3sw fikapcbkoi dopmun)

3a
peuenmom

UA/10950/03/01

110.

KAPI3OH®

kpem 0,5 mr/1 r, no
15r,a6ono 30,
abo no 50 ry Ty6i;
no 1 1y6i B
KapTOHHIN kopobLyi

TOB «MIBE
YKPAIHA»

YkpaiHa

Mibe M'm6X
ApuHanmiTTenb

Himevun
Ha

BHECEHHS 3MiH O peecTpauiiHuX maTepianis:
TexHi4yHa nomwurika (3rigHo Hakady MOS3 Big
23.07.2015 Ne 460) - TexHi4Hy nomMunky
BUMPaBEHO B TEKCTi MapKyBaHHSA YNakoBKu
nikapcbkoro 3acoby. 3okpema BUMpaBneHo
HeBIAMNOBIAHICTb iHdOpMaLlii (pi3HOUYMTaHHSA) Ha
NepBUHHIN ynakoBLi, a came: 0cobnMBOCTi
3acTepeXeHHs WoAo 36epexeHHs NnikapCbKoro
3acoby BiANoBiAHO A0 iHdopMaLli, HaHeCeHOT Ha
BTOPVHHY YNakoBKy NikapCbkoro 3acoby, a Takox
BWMPAaBIIEHO B TEKCTi MapKyBaHHS Ha NEPBUHHIN
Ta BTOPWHHI ynakoBLi Nikapcbkoro 3acoby y n. 1
HAS3BA JNIKAPCbKOI'O 3ACOBY (BupganeHa koma
nicnsi Ha3ew nikapcbkoi dopmun)

3a
peuenmom

UA/10950/02/01

111.

KEMNNPA®

TabneTkn, BKpUTI
obonoHkoto, no 250
mr, no 10 TabneTok
y bricTepi; no 3 abo
6 GnictepiB y
KapTOHHIN nayui

tOCb
dapma C.A.

Benbrisa

OCB ®apma C.A.

Benbrisa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3minu Il Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. 3mMiHW y KOpoTKii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCyBaHHS y 3B’A3KY i3 HOBUMMW JaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMW OaHUMK Ta
AaHuMu 3 bapmakoHarnsgy - 3mMiHu BHeCeHo A0
IHCTPYKUiT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby o posginy "OcobnueocTi
3acTocyBaHHs". BBeaeHHs 3MiH NpoTsirom 6-1u
MicauiB micnsa 3aTBepxeHHs. 3miHu Il Tuny -
3MiHM Wwopo 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTkii
XapaKTepUCTULi NiKapcbKoro 3acoby, TEKCTi

3a
peuenmom

He
nidnsie
ae

UA/9155/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
3aCcTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMK 3
AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta

naHumK 3 chapMakoHarnsgy - 3MiHuM BHECEHO 80
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aainy "MobiyvnHi peakuii”.
BBegeHHs 3miH npoTsArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS

112.

KEMNNPA®

TabneTkn, BKpUTI
o6onoHkoto, no 500
mr; no 10 TabneTok
y bnicTepi; no 3 abo
6 GnicTepiB y
KapTOHHIN navui

OCB
dapma C.A.

Benbria

KOCB dapma C.A.

Benbria

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3miHn Il TMny - 3miHmn Wwopo 6e3nekn/edhekTUBHOCTI
Ta cbapmakoHarnsagy. 3mMiHW y KOpoTKii
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKUIT ANa MeanyYHoro
3aCTOCyBaHHS y 3B’A3Ky i3 HOBMMMW JaHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW OaHUMK Ta
AaHuMu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o posainy "OcobnueocTi
3acTtocyBaHHA". BBeAeHHSA 3MiH NpPOTArom 6-tn
MicaUiB Micnsa 3aTBepmxeHHs. 3miHu Il Tuny -
3MiHK woao 6e3nekun/eddekTUBHOCTI Ta
capmakoHarnsgy. 3MiHu y KOpOTKil
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANS MeanYHoro
3acTOoCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMU OaHUMK Ta
AaHuMu 3 hapmakoHarnsgy - 3MiHM BHECEHO 0
IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3againy "MNobivHi peakuii”.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEpPOKEHHS

3a
peuenmom

He
nidnsie
ae

UA/9155/01/02

113.

KEMNNPA®

TabneTkn, BKpUTI
ob6onoHkoto, no 1000
mr, no 10 TabneTok
y bricTepi; no 3 abo
6 GnictepiB y
KapTOHHIN navui

tOCb
dapma C.A.

Benbrisa

OCB ®apma C.A.

Benbrisa

BHECEHHS 3MiH O peecTpauiiHix maTtepianis:
3minu Il Tuny - 3miHn Wwopo 6e3nekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3miHW y KOpoTKiii
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3acTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMU 3
SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMM OaHUMK Ta
AaHuMu 3 papmakoHarnsgy - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby fo posginy "OcobnueocTi
3acTocyBaHHs". BBeaeHHs 3MiH NpoTsirom 6-1u
MicsaUiB nicns 3aTBepAXeHHs. 3miHu || Tuny -
3MiHM Wwopo 6e3nekn/eddeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y KopoTKii
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT Ans Mean4Horo
3acToCcyBaHHS Y 3B’3KY i3 HOBUMY AaHUMU 3
AKOCTI, AOKMIHIMHUMU, KNIHIYMHUMW OaHUMK Ta
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
AaHvMu 3 hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3againy "MobiyvnHi peakuii”.
BBegeHHs 3miH npoTsarom 6-Tu MicsiuiB nicnsi
3aTBEPOKEHHS
114.| KETOPOJAK- PO34MH Ans iH'ekuin, | ToBapwucTBO YkpaiHa ToBapucTBo 3 obmexeHo | YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a UA/4961/01/01
300POB'A 30 mr/mMnno 1 mn B 3 BiAMOBIAAMNbLHICTIO 3MiHW | Tuny - 3MiHK 3 sKocCTi. [O0TOBMI NiKapCbKui peuenmom
amnyni; no 10 amnyn | obmexeHoto "®apmaueBTniHa 3aci6. KoHTpornb roToBoro nikapcbkoro 3acoby.
Yy KapTOHHI Kopobui; | Bignosigans KoMnaHisi "3gopos's" 3miHa napameTpiB cneundikadi Ta/abo
no 1 mn B amnyni; HiCcTIO O0NyCTUMMUX MEX roTOBOTO flikapcbKoro 3acoby
no 5 amnyny "®apmanesT (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
6nicTepi; no 2 M4Ha 3acTapinoro nokasHuka, Takoro sik 3anax Ta cMmak,
Gnictepn y KOMNaHis abo igeHTudikauis 6apBHUKIB Y CMaKOBUX
KapTOHHIN kopobuyj; "3popos's" no6aBsok)). BunyyeHHs 3acTapinoro nokasHvka
no 1 mn B amnyni; «AHOMarnbHa TOKCUYHICTb» Y 3B’s13Ky 3 BTPATO
no 10 amnyny YMHHOCTI Ta BUIy4YeHHsM 3 EP.
Gnictepi; no 1
Gnictepy y
KapTOHHI kopobui
115/ KNEKCAH®300 | po3uymH Ans iH'eKuin TOB YkpaiHa PAMAP XEJIC KEAP Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/10143/01/01
no 10 000 aHTK-Xa "CaHoi- CEPBICI3 MAOPWA, Himeyun 3MiHu | TUNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
MO/mn Ne 1 (no 1 ABeHTiC C.A.Y., IcnaHis; CaHodi- Ha HanmeHyBaHHs Ta/abo agpecu Micud
6aratogosoBomy Ykpaina" AseHrtic [lonunang M'méX, NpoBaAXeHHSA AiANbHOCTI BUPOOHMKa (BKIOYaouW,
cnakoHy no 3 mn B Himeyunna 3a HeobXigHOCTI, MicLie NpoBeAeHHS KOHTPOJIO
KapTOHHIN kopobLyi) sKocTi), abo BnacHuka mactep-danna Ha AdI, abo
nocravanbHuka A®l/BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, L0
3acTOCOBYOTbCA Y BUpobHULTBI ADI (sKLLO
3a3HayeHo y IOCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkini hapmakonei y 3aTBepaXXeHoMy
[ocbe, abo BUPOOHUKA HOBOI OMOMIKHOT
PEYOBUHY (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3Bu BUpoOHMKka AD| eHokcanapuHy HaTpito, y
3B'AI3KY i3 BiJOOPaKEHHAM BHYTPILLHbLOT
peopraHisauii 4ovipHiX KoMnaHii y rpyni Segens.
BupobHuya ginbHuUS, agpeca Ta yci BUpoGHWUI
onepauii 3anvwarTbCa HE3MIHHUMW.
116, KNIHAQAMILUUH NOPOLLIOK CninbHe YkpaiHa Ximiko-cbapmaLeBTU4He Icnanis BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: - UA/11131/01/01
Y ®OCOHAT KpucTaniyHum YKpaiHCbKO- o6'egHaHHg, C.A. (YKIPA) 3miHu | Trny - 3miHm 3 akocTi. CepTudikar
(cybeTaHuis) y icnaHcbke BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
NnoABINHNX nignpuemcTs €Bponeiicbkinn dapmakonei/moHorpadii. NMoaaHHs
nonieTuneHoBmx 0 "Cnepko HOBOro abo OHOBMNEHOro cepTudikaTa
MilLKax gns YkpaiHa" BignoBigHOCTI abo BUny4YeHHs ceptudgikata
dapmaLeBTU4HOro BiQNOBIAHOCTI €Bponeickkin chapmakonei: aons
3aCTOCyBaHHSA A®I; ansa suxiaHoro

MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
OOMOMDKHOT peqoBMHU (cepTudikaT BignoBigHOCTI
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€Bponeickkin hapmakonei) - OHoBNeHWIA
cepTudikaT Bif yxke 3aTBEpAXEHOro BUPOOHMKA -
nogaHHs OHOBIEHOro cepTudikaTa BignoBigHOCTI
€Bponeickki hapmakonei R1- CEP 2000-097-
Rev 05 (3atBepaxeHo: R1- CEP 2000-097- Rev

04) gnsa AdI kniHgamiumHy docdaty Bif

3aTBepmkeHoro BupobHuka UNION QUIMICO

FARMACEUTICA, S.A.(UQUIFA), Spain, y Tomy

yncni 36inbLIeHO nepiog NEPEKOHTPOO

cybcTaHuii 3 3 pokiB Ha 4 poku.

117.

KNOBEUT®

masb, 0,5 mr/r no 25
rB Ty6i; no 1 1y6i B
KapTOHHIl kopobui

TOB
«BAYLW
XENC»

Ykpaina

®apm3aasog €nbda A.T.

MNonbwa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BignoBigHOCTI
€Bponewicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikata
BignoBigHoOCTI a6o BUNy4YeHHs cepTudikara
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: Ans
A®l; ona BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANOBIAHOCTI
€Bponecbkin dapmakonei) - Hoeuit ceptudpikat
Bif] BXXe 3aTBEPOXEHOro BUpobOHUKa - [logaHHs
HOBOrO cepTudikaTy BiaANOBIAHOCTI €BpONenchKin
capmakonei RO-CEP 2017-294-Rev 00 Big Bxe
3aTBEPAKEHOr0 BMPOOHWMKA Ait040i pEYOBUHM
Kno6etasony nponioHat NEWCHEM S.P.A., Italy,
3 OiNbHUUSMU BUPOBOHULTBA NPOMIDKHOMO
npoaykty: NEWCHEM S.p.A., HENNAN LIHUA
PHARMACEUTICAL CO., LTD, HUNAN YUXIN
PHARMACEUTICAL CO., LTD., gito4oi pe4oBuHu:
NEWCHEM S.p.A., ginbHUUsMM MiKpoHi3aLii
gitoyoi pevosuHu: MICROCHEM S.R.L, MICRO-
MACINAZIONE S.A. BBeeHHs 3MiH NpoTsirom 6-
TV MicALiB nicns 3aTBepAXeHHs. 3MiHu | Tuny -
3miHu 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBpoNenchbKil
apmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpUBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii PY abo Esponeiickkoi hapmakoner,
abo iHwWoi HauioHanbHOi hapmakonei aepxasu €C
(3MiHa y cneuwmdikauisix, NoB'sA3aHa 3i 3MiHamu B
OdY, abo €poneicokiii papmakonei, abo iHwWii
HauioHanbHi dapmakonei gepxasn €C) -
MpuBeaeHHs cneundikaii Aito40i peHOBUHM -
Kno6eTtasony nponioHaT, Lo BUKOPUCTOBYETHLCS Y
BUPOBHMLTBI NikapcbKkoro 3acoby y BignoBigHICTb
Ao MoHorpadii €Bponelicbkoi hapmakonei Ne
04/2020:2127. BBeeHHs1 3MiH NpoTarom 6-tu

3a
peuenmom
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MicsuiB nicnst 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu
3 akocTi. A®l. CtabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BUNpobyBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHs A®I (3a BigcyTHOCTI y
3aTBepAKeHOMy Aockbe cepTudikata BignoBigHOCTI
€Bponeickkin hapmakonei, LWo BKtoYae nepios
NMOBTOPHOro BMNpobyBaHHS) (Nepiog NOBTOPHOroO
BUNpobyBaHHs/nepios 36epiraHHs) - 36inbLIeHHs
abo BBeAeHHs nepioay MOBTOPHOTO
BuUNpobyBaHHsA/nepioay 36epiraHHa Ha OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMy Yaci -
BBeaeHHs nepiogy NOBTOPHOro BUNPoOyBaHHS
niroyoi pevoBumHK - Knobetasony nponioHart Big
BupobHvka NEWCHEM S.P.A.: 5 pokis. BBeaeHHs
3MiH NPOTAroM 6-TN MicsLiB NiCNs 3aTBEPIYKEHHS.

118.

KNOBEUT®

kpeM, 0,5 mr/r no 25
rB Ty6i; no 1 1y6i B
KapTOHHil kopobui

TOB
«BAYLU
XENC»

YkpaiHa

dapmsaBog €nbca A.T.

MNonbla

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNeEHOro ceptudikata
BignoBigHocCTi abo BUNy4YeHHs ceptudikara
BinoBigHOCTI €Bponeinchkin dapmakonei: ons
A®Il; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®I; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikat
Bifl BXX€ 3aTBEPAPKEHOro BUPOOHWMKa - MOAaHHS
HOBOTO cepTudikaTy BiANoOBIAHOCTI €EBPONENCHKIN
capmakonei RO-CEP 2017-294-Rev 00 Big Bxe
3aTBEPKEHOr0 BUPOBHUKA Aio40i peYOBMHM
Kno6etasony nponionat NEWCHEM S.P.A., Italy,
3 AiNbHULSMK BUPOOHMLITBA: MPOMIDKHOIO
npoaykty: NEWCHEM S.p.A., HENNAN LIHUA
PHARMACEUTICAL CO., LTD, HUNAN YUXIN
PHARMACEUTICAL CO., LTD., gito4oi pe4oBuHu:
NEWCHEM S.p.A. , MikpoHi3aulii aito4oi pe4oBuHu:
MICROCHEM S.R.L, MICRO-MACINAZIONE S.A.
(3aTBepgxeHo: AMF (ASMF): DM000/07 dated
March 2019). BeBeaeHHsi 3miH npoTtsirom 6-1u
MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHn
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchbKil
cbapmakonei/moHorpadii. 3MiHK, NoB'A3aHi 3
HeobXiaHICTIO NpuBEAEHHS Y BiANOBIAHICTb A0
MoHorpadii PY abo Esponeiickkoi hapmakoner,
abo iHWoi HauioHanbHoi hapmakonei aepxasu €C
(3MiHa y cneuwmdikaLisix, NoB'sa3aHa 3i 3MiHamu B
OdY, abo €ponenchkii dpapmakonei, abo iHwWii

3a
peuenmom
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87

[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

HauioHanbHin bapmakonei gepxasn €C) -
npvBeAeHHsi cneumdikauii gito4oi pevyoBUHN -
KnobeTtasony nponioHat, Lo BUKOPUCTOBYETLCS Y
BUPOBHMLTBI Nikapcbkoro 3acoby y BignoBigHICTb
Ao sumor moHorpadii Clobetasol propionate EP.
BBegeHHs 3miH npoTsArom 6-Tu Micsuie nicnsi
3aTBepAKEHHS. 3MiHu | Tuny - 3miHn 3 skocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpoOyBaHb/nepioay 36epiraHHs abo ymoB
36epiraHHs A®I (3a BigCyTHOCTI y 3aTBEpPKEHOMY
[ocbke cepTudikaTa BignoBigHOCTI €BponenchbKin
chapmakonei, Lo BKNoYae nepiog NOBTOPHOIo
BUNpobyBaHHs) (Nepiog NOBTOPHOIO
BuNpobyBaHHsa/nepioa 36epiraHHs) - 36inbLUEeHHS
abo BBeAeHHsI nepiofy NMOBTOPHOTO
BUnNpobyBaHHs/nepioay 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCHIMKEHb Y peanbHOMYy Yaci -
BBEJEHHS nepioly NOBTOPHOro BUNPOoByBaHHS
niroyoi pevoBumHK - Knobetasony nponioHart Big
BupobHvka NEWCHEM S.P.A. 5 pokis. BBegeHHs
3MiH NPOTAroM 6-TN MicsILiB NiCNsi 3aTBEPIYKEHHS.

119.

KO-BAnoAin

TabneTkn, BKPUTI
NniBKOBOIO
o6ornoHkot, no 5
Mr/160 mr/12,5 wr,
no 10 Tabnetok y
6nicTepi, no 3 abo
no 9 Gnictepis y
KapTOHHIN kopobLi

KPKA, o.4.,
HoBo mecTo

CnogeeHisi

BUPOGHMLTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHs, KOHTPOMb Ta
sunyck cepii: KPKA, a.4.,
Hoso mecTo, CrnoBeHis;
KOHTpONb cepii (Tinbku
i3nyHi Ta XiMivHi MeToamn
koHTporio): KPKA, a.4.,
HoBo mecTo, CnoBeHis;
KOHTpOnb cepii (Tinbku
di3nyHi Ta XimivHi meToamn
koHTpornt): HII30X
(HaujioHanbHi
naboparopis 3a 3gpaB’e,
OKOIE iH XpaHo),
CnoBeHisi; KOHTpOIb cepil
(TinbKku i3nyHi Ta XiMiyHi
METOAM KOHTPOI):
Kewmincobki iHcTUTyT, LleHTp
3a Banigaujncke
TexXHonorie iH aHaniTiko
(UBTA), CnogeHis;
KOHTpOMb cepii (Tinbkn
i3nyHi Ta XiMivHi MeToamn
KOHTponto): JlabeHa g.0.0.,
CnoBeHis

CnoseHi
a

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3miHu | Trny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
€Bponevicbkint apmakonei/moHorpadii. MogaHHs
HoBOro abo OHOBMNeHoro ceprtudikata
BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
BigMNOBIAHOCTI €Bponenchkin hapmakonei: aons
AdIl; onsa BuxigHoro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
MopaHHA oHoBNeHoro cepTudikaTta BiANoBIAHOCTI
€sponevicbkinn apmakonei ans APl amnogunivy
6ecunarty CEP R1-CEP 2002-184-Rev 07
(nonepeaHs Bepcia CEP R1-CEP 2002-184-Rev
06) Big BXxe 3aTBEepKEHOro BUpobHuka Unichem
Laboratories Limited, y 38’a3ky i3 fogaBaHHAM
BUpO6HMYOi ainbHuui Kolhapur. 3minn | Tuny -
3MmiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acoby (iHLi
3MiHM) OHOBIEHHS BXe 3aTBEPHKEHNX METOAIB
KOHTPOIO SKOCTi Nikapcbkoro 3acoby, a came-
BMKNaAEeHHs TEKCTY AepXaBHOI MOBOIO 3riHO
Cy4YacHux BUMor. BBeeHHs1 3MiH NpoTaromM 6-tu
MicauiB nicns 3aTBepaxeHHs. 3MiHu | Tuny - 3miHK
3 sikocTi. CepTudikat BignosigHocTi/TE-
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1

cepTudikaT BiaNoBIAHOCTI €BpONenchKin
apmakonei/moHorpadii. MogaHHs HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUNYYEHHS cepTudpikaTta BignoBigHOCTI
€Bponewicbkin apmakonei: ana A®l; ans
BUXIiQHOro matepiany/peareHTy/npoMixHOro
NpoayKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
AQ®I; ona 4ONOMiIXKHOI pe4oBMHM (cepTudikart
BiNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif yXKe 3aTBEPAKEHOro
BMPOGHWKa - MoaaHHs OHOBREHOro cepTudikaTta
BignoBigHocTi €Bponeickkin hapmakonei ans AdI
BancaptaH CEP R1-CEP 2011-148-Rev 02
(nonepeans Bepcia CEP R1-CEP 2011-148-Rev
01) Big BXe 3aTBepmxeHoro BMpobHunka KRKA,
d.d., Novo mesto, y 3B’a3Ky i3 BBEOEHHSAM TeCTy
ons BusHaveHHsa gomiwok NDMA ta NDEA 3
Bu3HayeHoto mexetro 0,03 ppm i3 BHECEHHAM
BiQNOBIQHOI aHaNiTUYHOI MeToAMKN Ta Banigauii.
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNeEHoOro ceptudikata
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
BiNoBigHOCTI €Bponenchkin dapmakonei: ons
AdI; ona BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHuUTBi A®l; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
MopaHHA oHoBNeHoro cepTudikaTta BiANoBIAHOCTI
€sponevicbkinn dapmakonei ans A®| sancaptaH
CEP R1-CEP 2011-148-Rev 03 (nonepeaHs
Bepcist CEP R1-CEP 2011-148-Rev 02) Big BxXe
3aTBepakeHoro BupobHuka KRKA, d.d., Novo
mesto. 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoBigHOCTI
€Bponewickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudgikata
BiNoOBIigHOCTI abo BUNy4eHHs ceptudikara
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOrO MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMLUTBI ADI; ans
[OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin dhapmakonei) - OHoBNeHWU
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuka -
[MogaHHsA oHOBEHOro cepTudikaTa BignNoBIgHOCTI
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€Bponeicokin dapmakonei gna AdI
rigpoxnoportiasug CEP R1-CEP 2000-091-Rev 04
(nonepegHs Bepcis CEP R1-CEP 2000-091-Rev
03) Big BXe 3aTBEepakeHoro BMpobHuka Unichem
Laboratories Limited, y 38’A3Kky i3 fogasaHHaM
BUpobHMYOT ainbHuUui (Unichem Laboratories
Limited, Plot No. T-47, Five Star M.I.D.C.
Hatkanangale, District Kolhapur India-416 236
Kagal, Maharashtra). 3miuu | Tuny - 3miHn 3
skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHs APl abo BuXigHOrO
marepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuutea APl
(He3HayHi 3MiHW y 3aTBEpKEHNX MeToAax
BUNpoOyBaHHs) BHECEHHS HE3HAYHMX 3MiH 4O
MeToAyY BU3HAYEeHHs1 MikpoBionoriYHoi AKOCTi
AmnoguniHy 6ecunarty. BignosigHo o HoBoro
NPOMOHOBAHOrO METOAY BUKOPUCTOBYETHCS
HeWTpani3yunin areHT y 6ycepHOMyY pO34nHi ans
NPUroTyBaHHSA PO34nHy 3paska Ta GinbLui
pO3BeAEHHS, Lo NPU3BOAUTL A0 KpaLloro
3MEeHLUEHHS aHTUMIKPOGHOI aKTMBHOCTI 3paska.
[MponoHoBaHun MeTo € Binbly TOYHMM Ta
HaginHum. 3MiHm | Tuny - 3mMiHn woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHM) 3MiHN BHECEHI Y TEKCT MapKyBaHHS
BTOPUWHHOI yNakoBKyM Nikapcbkoro 3acoby y n. 8
OATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI
LLI0AO 3a3Ha4YeHHSA TEPMiHY NpUAAaTHOCTI.
BBegeHHs 3MiH npoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS

120.

KO-BAnoain

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10
mr/160 mr/12,5 wr,
no 10 Tabnetok y
6nicTepi, no 3 abo
no 9 énictepis y
KapTOHHiI kopobui

KPKA, o.4.,
HoBo mecto

CnoBeHis

BUPOGHMLTBO in bulk,
nepBYHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOMb Ta
Bunyck cepii: KPKA, o.4.,
HoBo mecTo, CnoBeHis;
KOHTpOMb cepii (Tinbku
di3nyHi Ta XimivHi meToamn
koHTpont): KPKA, a.4.,
Hoso mecTo, CroBeHis;
KOHTpOnb cepii (Tinbkn
i3nyHi Ta XiMivHi MeToamn
koHTpont): HII30X
(HauioHanbHi
nabopartopis 3a 3gpar’e,
OKOIE iH XpaHo),
CnoBeHisi; KOHTPOIb cepil
(TinbKM pi3nyHi Ta XiMiyHi
METOAM KOHTPOI0):

CnoBeHi
a

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa
BignoBigHOCTI abo BuUny4eHHs cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponeiicbkint dpapmakonei) - OHOBMNEHWN
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuka -
[MogaHHA oHOBREHOro cepTudikaTa BigNOBIgHOCTI
€sponeiicbkinn papmakonei ans A®l amnogunivy
6ecunaty CEP R1-CEP 2002-184-Rev 07
(nonepeaHs Bepciss CEP R1-CEP 2002-184-Rev
06) Big BxXe 3aTBepKeHoro BupobHuka Unichem

3a
peuenmom

UA/17875/01/02
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Kemincbki iHcTUTYT, LieHTp
3a Banigauincke
TEXHONOri€ iH aHaniTiko
(LUBTA), CnoseHis;
KOHTpOMb cepii (Tinbkn
i3nyHi Ta XiMivHi MeToan
KOHTponto): NlabeHa 4.0.0.,
CnosBeHisi

Laboratories Limited, y 3B’a3Ky i3 fogaBaHHAM
BMpoBHKYoi AinbHUUi Kolhapur. 3minun | Tuny -
3MiHM 3 akocTi. [oToBMI Nikapcbkuii 3acit.
KoHTposb roToBOro fikapcbkoro 3acody (iHwi
3MiHM) OHOBIEHHS BXe 3aTBEPDKEHNX METOAIB
KOHTPOIMIO SIKOCTi Mikapcbkoro 3acoby, a came-
BUKINaAEHHS TEKCTY AepXaBHOK MOBOIO 3rifHO
Ccy4acHux Bumor. BeegeHHst 3amMiH npoTarom 6-tu
MicsuiB nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu
3 sikocTi. CepTudpikaT BignoeigHocTi/lE-
cepTudikat BigNOBIAHOCTI EBpONENChKin
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHocTi abo
BUIMyYeHHSA cepTudikaTta BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXigHOro matepiany/peareHTy/npoMiKHOro
nNpoAyKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHNLTBI
A®l; ona gonomixkHoT pe4oBuHU (cepTudikat
BiNoOBIgHOCTI €BponeWnchkin tapmakonei) -
OHoBneHnn cepTudikar Bif yxe 3aTBepaXeHOro
BUpo6HMKa - MNoaaHHs oHoBreHoro ceptudikara
BignoBigHocTi €Bponelickkin hapmakonei ans APl
BancaptaH CEP R1-CEP 2011-148-Rev 02
(nonepeaHs Bepcis CEP R1-CEP 2011-148-Rev
01) Big Bxe 3aTBepmKeHoro BupobHmka KRKA,
d.d., Novo mesto, y 3B’A3Ky i3 BBEOEHHSAM TECTY
ans Bu3HadeHHsa gomiwok NDMA ta NDEA 3
BU3Ha4yeHo mexeto 0,03 ppm i3 BHECEHHSIM
BiANOBIQHOT aHaNITUYHOI MeToAMKM Ta Banigauji.
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponewickkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudgikata
BignoBigHOCTI abo BuUny4eHHs cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
AdIl; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
OOMOMDKHOT peyoBMHU (cepTudikaT BignoBigHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWN
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuKa -
[MopaHHsA oHOBMEHOro cepTudikaTa BignoBigHOCTI
€sponevicbkint papmakonei anst A®| sBancaptaH
CEP R1-CEP 2011-148-Rev 03 (nonepegHs
Bepciss CEP R1-CEP 2011-148-Rev 02) Big BxXe
3aTBepakeHoro BupobHuka KRKA, d.d., Novo
mesto. 3MiHu | Tuny - 3miHn 3 akocti. CepTudcpikar
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbki apmakonei/MmoHorpadii. NMoaaHHs
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HoBoro abo oHoBReHoro cepTudikata
BiANoBigHOCTI abo BUMy4eHHs1 cepTudikata
BiNOBIgHOCTI €Bponenchkin dapmMakonei: ons
A®I; ans suxiaHoro
marepiany/peareHTy/NPOMiKHOIO NMPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNOBIAHOCTI
€sponewicbkin dbapmakonei) - OHoBNEHWN
cepTugikart Big yke 3aTBepaKEHOro BUpoOHMKa -
[MopaHHA oHoBREHOro cepTudpikaTta BigNOBIAHOCTI
€sponelicbkin bapmakonei ans AdI
rigpoxnopoTiasung CEP R1-CEP 2000-091-Rev 04
(nonepegaHs Bepcis CEP R1-CEP 2000-091-Rev
03) Big BXxe 3aTBepaAKeHoro BMpobHuka Unichem
Laboratories Limited, y 38’a3ky i3 fogaBaHHAM
BUpobHMYoTi ainbHuUui (Unichem Laboratories
Limited, Plot No. T-47, Five Star M.I.D.C.
Hatkanangale, District Kolhapur India-416 236
Kagal, Maharashtra). 3miuu | Tuny - 3miHn 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyeaHHsA APl abo BMXigHOrO
mMaTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BVKOPVCTOBYETbLCS Y Mpoueci BupobHuuTea AdD|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeTogax
BUNpoOyBaHHs) BHECEHHS HE3HAYHMX 3MiH A0
MeToay BU3HaAYEHHSI MIKpOOBiONoriYHOi AKOCTi
AmnoguniHy 6ecunaty. BignosigHo go HoBoro
NPOMOHOBAHOrO METOAY BUKOPUCTOBYETHLCS
HenTpanisytounii areHT y 6ydepHoMy po3uuHi Ans
NPUroTyBaHHsi pO34KHy 3pa3ka Ta GinbLui
pO3BeAEHHS, Lo NPU3BOAUTL [0 KpaLloro
3MEHLLEHHS aHTUMIKPOOHOI aKTUBHOCTI 3paska.
[MponoHoBaHui MeToA € Binbll TOYHUM Ta
HagiiHuMm. 3Mminu | Tuny - 3miHK WwWoao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi
3MiHM) 3MiHN BHECEHI Y TEKCT MapKyBaHHS
BTOPUWHHOI YNaKoBKyM Nikapcbkoro 3acoby y n. 8
OATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI
LLI0AO 3a3Ha4YeHHsA TEPMiHY NpUAAaTHOCTI.
BBegeHHs 3MiH NnpoTArom 6-Tu Micauis nicns
3aTBEPOKEHHS

121.

KO-BAnoAain

TabneTku, BKPUTI
NNiBKOBOIO
o6ornoHkoto, no 10
Mr/160 mr/25 mr, no
10 TabneTok y
6nictepi, no 3 abo
no 9 Gnictepis y
KapTOHHI kopobui

KPKA, a.4.,
HoBo mecto

CnoseHis

BMPOGHMUTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOIb Ta
Bunyck cepii: KPKA, a.4.,
HoBo mecTo, CrnoBeHis;
KOHTpOMb cepii (Tinbkn
i3nyHi Ta XiMivHi MmeToamn
koHTpont): KPKA, a.4.,

CnoseHi
a

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn dapmakonei/moHorpadii. MoaaHHs
HoBoro abo oHoBMeHoro cepTudgikata
BigNoBigHOCTI abo BUNy4eHHs ceptudikara
BiQNOBIgHOCTI E€Bponeickin chapmakonei: ans
ADI; ans BuxigHoro

3a
peuernmom

UA/17875/01/03
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HoBo mecTo, CnoBeHis;
KOHTpOMb cepii (Tinbkn
i3nyHi Ta XiMivHi MeToan
KoHTponto): HN30X
(HauioHanbHi
nabopartopis 3a 3gpaB’e,
OKOJI€ iH XpaHo),
CnoBeHisi; KOHTpOrb cepil
(TiNbKM i3nyHi Ta XiMiyHi
MeToaM KOHTPOMH):
Kemivicbki iHCTUTYT, LieHTp
3a Banigauincke
TEexXHonorie iH aHaniTiko
(LUBTA), CrnoseHis;
KOHTPOSb cepii (Tinbkn
i3nyHi Ta XimivHi MeToan
KOHTponto): JNlabeHa 4.0.0.,
CnoBeHis

marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBigHOCTI
€Bponeickkin hapmakonei) - OHoBNeHWUIA
cepTudikaT Bif yxe 3aTBEpPAKEHOro BUPOOHUKA -
[MopaHHA oHOBREHOro cepTudpikaTta BiANOBIAHOCTI
€Bponenickkin hapmakonei gns APl amnoguniHy
6ecunaty CEP R1-CEP 2002-184-Rev 07
(nonepegHs Bepcis CEP R1-CEP 2002-184-Rev
06) Big BXe 3aTBepakeHoro BMpobHuka Unichem
Laboratories Limited, y 38’a3Kky i3 nogasaHHaM
BUPOGHMYOI AinbHuui Kolhapur. 3minu | Tuny -
3MiHu 3 skocTi. [oTOoBMI Nikapcbkuii 3acit.
KoHTponb roToBoro nikapcbkoro 3acoby (iHwi
3MiHu) OHOBIEHHS BXe 3aTBEPIXXEHUX METOSiB
KOHTPOIMIO SIKOCTi Nikapcbkoro 3acoby, a came-
BVKNaAEHHS TEKCTY AepXXaBHO MOBO 3rifHO
CyyacHux BumMmor. BeeeHHsi 3MiH NpoTaroM 6-tu
MicsuiB nicns 3aatBepaKeHHs. 3MiHKM | Tuny - 3MiHK
3 gkocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €BpoONENChbKi
dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNYYEHHSA cepTudpikaTta BignoBIigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BMXiAHOro MaTtepiany/peareHTy/MpOMiKHOIo
NpoayKTy, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI
ADI; ona 4ONoMiXKHOI pe4oBUHM (cepTudikat
BiZNOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBneHuin cepTudikar Bif yXe 3aTBEpOKEHOIO
BMpOGHMWKa - MoaaHHsA oHoBReHoro cepTudikaTta
BignoBigHOCTI €Bponerickkin hapmakonei ana AdI
BancaptaH CEP R1-CEP 2011-148-Rev 02
(nonepeaHs Bepcis CEP R1-CEP 2011-148-Rev
01) Big BXe 3aTBepaxeHoro BupobHunka KRKA,
d.d., Novo mesto, y 3B’A3Ky i3 BBEOEHHSAM TECTY
ans Bu3HadeHHsa gomiwok NDMA ta NDEA 3
BM3HadveHot mexeto 0,03 ppm i3 BHECEHHAM
BiANOBIAHOT aHaNITUYHOI MeTOAMKM Ta Baniaauji.
3miHu | TMny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponevickki hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro ceptugikata
Bi4NoOBIigHOCTI abo BUNy4eHHs ceptudikara
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BVIKOPVCTOBYIOTbCA Y BUpobHuuTBi A®I; ans
[JOMOMiXHOT pe4oBMHU (cepTudikaT BignoBiAHOCTI
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€Bponeickkin hapmakonei) - OHoBNeHWIA
cepTudikaT Bif yxe 3aTBEpPAKEHOr0 BUPOOHUKA -
[MopaHHA oHOBREHOro cepTudpikaTta BiANOBIAHOCTI
€Bponenckkin thapmakonei gns A®| sancaptaH
CEP R1-CEP 2011-148-Rev 03 (nonepeaHs
Bepciss CEP R1-CEP 2011-148-Rev 02) Big BxXe
3aTBepakeHoro BupobHuka KRKA, d.d., Novo
mesto. 3MmiHu | Tuny - 3miHn 3 akocti. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANoOBIgHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTugikata
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
BignoBigHoCTi €Bponeinchkin dapmakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpOMiIXHOIO NMPOAYKTY, O
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTugikart Bif yke 3aTBepaKEHOro BUPOBHMKa -
MopaHHA oHOBNEHOro cepTudikaTta BiANoBIAHOCTI
€Bponeicbkin dapmakonei gns AdI
rigpoxnopoTtiasung CEP R1-CEP 2000-091-Rev 04
(nonepeans Bepcia CEP R1-CEP 2000-091-Rev
03) Big BXe 3aTBEepAkeHoro BMpobHuka Unichem
Laboratories Limited, y 38’a3Ky i3 fogaBaHHaAM
BMPOGHMYOI AinbHuui (Unichem Laboratories
Limited, Plot No. T-47, Five Star M.I.D.C.
Hatkanangale, District Kolhapur India-416 236
Kagal, Maharashtra). 3mitu | Tuny - 3miHm 3
sikocTi. A®I. KoHTponb A®I. 3miHa y meTopax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMixXHOro NpoAykTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BupobHuuTea AD|
(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNPoOyBaHHs) BHECEHHS He3HaYHMX 3MiH A0
MeToay BU3HaAYEHHSI MIKpOOBIONOriYHOi AKOCTI
AmnoguniHy 6ecunaty. BignosigHo go HoBoro
NPOMOHOBAHOrO METOAY BMKOPUCTOBYETHLCA
HeWTpani3yuni areHT y 6ydepHOMyY po3ynHi ansi
NPUroTyBaHHsI PO34KHY 3pa3ka Ta GinbLui
pO3BeAEHHS, Lo NPU3BOAUTL [0 KpaLloro
3MEHLLEHHS aHTUMIKPOOHOI aKTUBHOCTI 3paska.
MponoHoBaHui MeToA € Binbll TOYHUM Ta
HaginHuM. 3MiHm | Tuny - 3miHn woao
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi
3MiHM) 3MiHW BHECEHI ¥ TEKCT MapKyBaHHSI
BTOPWHHOI YNaKOBKW Mikapcbkoro 3acoby y n. 8
OATA 3AKIHYEHHA TEPMIHY MPUOATHOCTI
LLI0A0 3a3HaYeHHsl TEPMiHY NpUAAaTHOCTI.
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BBegeHHs 3miH NpoTsaArom 6-Tu MicsuiB nicnsi
3aTBEPOKEHHS

122.

KOrHYymM

Tabnetkn no 250 wmr;
no 10 Tabnetok y
GnicTepi; no 5
6nicTepiB y navui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT "KWTBCBKII
BITAMIHHUI 3ABOL"

YkpaiHa

BHECEHHS 3MiH O peecTpauifnHuX maTepianis:
3minn | TUny - AGMiHICTpaTMBHI 3MiHWU. BunyyeHHs
BMPOGHMYOI AinbHUUI (BKMHOYa4M AinbHUUI Ans
A®I, npomixHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHS
nakyBaHHsi, BUpoOHWKa, BiAnoBigansHoro 3a
BUMYCK CepilA, MicLie NpoBeaEeHHS KOHTPOSIO cepii)
abo noctavanbHKKa BUXiAHOTO MaTtepiany,
peareHTy abo AOMOMIXKHOT PEYOBUHY (SIKLLO
3a3HayeHo y focbe) BunyyeHHs supobHuka APl
KanbLi€BOi Ccomi ronaHTEHOBOI KUCMNOTH
(PepepanbHe gepxaBHe YHITapHe MiANpPUEMCTBO
"CneuianbHe KOHCTPYKTOPCLKO-TEXHOMOori4YHe
6topo "TexHonor"(®AYM "CKTB "TexHonor").
3anuwaeTbcs anbTepHaTUBHUN BUPOOHMK ADI
«OAPMXIM», YkpaiHa;

BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPAKEHHS.

3a
peuenmom

UA/13717/01/01

123.

KOrHYM

Tabnetku no 500 wmr;
no 10 tabnetok y
Gnictepi; no 5
GnicTepiB y navui

AT
"KUIBCHKM
n
BITAMIHHM
7 3ABOL"

YkpaiHa

AT "KUTBCBKII
BITAMIHHUI 3ABOL"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHn | TUny - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT OinNbHUL (BKITKOYAOUN AiNbHULI Ans
A®I, npomixHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULi AN NpOBeAEHHS
nakyBaHHS, BUPOOHUKA, BiAMNOBiAanbLHOro 3a
BMNYCK Cepill, MicLie NPOBEAEHHS KOHTPOTIO cepii)
abo nocTavanbHKKa BUXIAHOTO Martepiany,
peareHTy abo JONOMDKHOI PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe) BunyyeHHsi BupobHuka Ad|
KanbLjieBOI COri ronaHTEHOBOI KUCMOTK
(PepepanbHe aepxaBHE YHITapHe MiANpUEMCTBO
"CneujanbHe KOHCTPYKTOPCbKO-TEXHOMOTIYHE
6topo "TexHonor"(®AYMN "CKTB "TexHonor").
3anuwaeTbcs anbTepHaTUBHUN BUPOOHMK ADI
«OAPMXIM», YkpaiHa;

BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

3a
peuenmom

UA/13717/01/02

124.

KCANATAH®

Kpanni O4Hi, pO34mnH
0,005 %; no 2,5 mn
y nonieTuneHoBoMy
cnakoHi; no 1
dnakoHy B
KapTOHHiI kopobLyi

BiaTpic
CrewenTi
nnc

CLUA

Mdparzep
MeHtodekdypuHr Benbris

Benbrisa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta hapmakoHarnsagy. 3miHa Yactotu Ta/abo
TEPMIHIB NogaHHSA perynsipHO OHOBIOBAHUX 3BITiB
3 6e3neku nikapcbkunx 3acobis - 3MiHM y YacToTi Ta
[artax NofaHHs perynsipHo OHOBMIOBAHOIO 3BiTY 3
6e3neku.

[itova pegakuisi: YactoTa nogaHHs perynsipHo
OHOBIIOBAHOrO 3BiTy 3 6e3neku 6 micauiB. KiHueBa
naTa ansa BkNoYeHHsA aaHux go PO3B -
05.04.2023 p. data nogaHHs - 14.06.2023 p.

3a
peuernmom

UA/11617/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KiHueBa nata ans BknodeHHs gaHnx ao PO36 -
05.10.2023 p. Jata nogaHHs - 14.12.2023 p.
[MponoHoBaHa pepakuis: YactoTa nogaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3nekn 5 pokiB.
KiHueBa gata ans BkntoyeHHs gaHnx go PO36 -
30.04.2023 p. Jata nogaHHs - 29.07.2023 p.
125./ KCANONTUK Kpanni O4Hi, pO34mH, dapmanesT MNonbwa BMpOGHMUTBO 13, Kopes/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/13410/01/01
50 mkr/mn, no 2,5 NYHWN nepBYHHE NaKyBaHHS, Monbwa | 3minu | Tuny - 3miHK 3 aKkocTi. FOTOBMI NikapcbKWi peuenmom niénse
MI 'y chnakoHi 3 3aBog KOHTPOSb SIKOCTI: / 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa ae
KpanenbHuueto; no 1 | "lMonbtapm TaexyH ®APM. Ko. 14, ITania iMnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepil Ta
dnakoHy 3 a"C. A Kopes KOHTPOIMIO SIKOCTi FOTOBOTO MikapCbKoro 3acoby

KpanenbHuLeto B
KapTOHHIl kopobui

BTopuHHe nakyBaHHs,
KOHTporb sikocTi 113 Ta
BUMNYCK Cepil:
dapmaneBTUYHUIA 3aBog
"Monbdapma" C. A.,
Monbwa
Bupo6HuuTeo M3,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOJb
SIKOCTi Ta BMNYCK cepil:
dapwmirea C.n.A., ITanis

(3amiHa abo gogaBaHHs BUPOBHMKa, LLO
Bignosigae 3a BBe3eHHs Ta/abo Bunyck cepii) -
Bkrtoyatoum koHTponb/BunpobyBaHHs cepii -
BBepneHHs BUpOGHKKa, Lo Bigmnosigae 3a BUNyck
BUMYCK Cepii - BKMoYaoumn
KOHTpOrnb/BUNpobyBaHHs cepii ®apmirea C.n.A.,
ITanis. 3MiHK BHeceHi B po3ainu "BupobHukn" Ta
"Micue3HaxomkeHHsi BUpobHUka Ta agpeca micus
NPOBAaMKEHHS NOro AiNbHOCTI" B iIHCTPYKL,itO Anst
MELMYHOrOo 3aCTOCYBaHHS y 3B'S3Ky 3 BBEEHHAM
[04aTKoBOro BUPOGHMKa Ta sik HacnigokK -
3aTBEPKEHHSI TEKCTY MapKyBaHHS yNaKoBKN
nikapcbkoro 3acoby Ans 4o4aTKoBOro BUpobHMKa.
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBEepAKEHHS. 3MiHN | TUny - 3MiHM 3 SKOCTI.
oToBMI Nikapcbkuit 3aci6. 3MiHM Yy BUPOOHULTBI.
3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHULI
BMPOGHMLTBA ANS YacTUHM abo BCbOro
BMPOGHMYOro NPoLECY FOTOBOrO NiKapCbKOro
3acoby (AinbHULSA, Ha ki NpoBoAATbLCS Oy Ab-sKi
BMPOBHWYI CTagii, 3a BUHATKOM BUMYCKY cepii,
KOHTPOIMIO SIKOCTi Ta BTOPMHHOIO MakyBaHHSA Ans
CTepuInbHUX Nikapcbkunx 3acobiB (BkoYaum
BMPOGNEHi acenTuYHMM METOAO0M), KpiM
nikapcbkux 3acobisB GionoriYyHoro/iMyHonoriYHoro
noxoaeHHs1) BeegeHHs noaaTkoBoi AinbHULI
BMPOBHMUTBA ANst BCbOrO BUPOOHNYOro npouecy
roToBoro nikapcbkoro 3acoby dapmirea C.n.A.,
ITanis. BBegeHHs 3MiH NpoTaroM 6-Tu micsauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny - 3MiHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHKM y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
OinbHULi BUpOOHULTBA ANst YacTUHU abo BCbOro
BMPOGHMYOro NPoLECY FOTOBOrO NikapCbKoro
3acoby (QinbHWULSA AN BTOPUHHOTO NakyBaHHS)
BBeaeHHs 4inbHULSA A4St BTOPMHHOIO NakyBaHHS
dapwmirea C.n.A., ITanis BBeaeHHs 3MiH NpoTArom
6-T1 MicsiLiB nicns 3aTBepAXEHHs. 3MiHu | Tuny -
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

3MiHu 3 aKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BMPOOHMUTBI. 3miHa po3mipy cepii (Bknoyaoum
fianas3oH po3Mipy cepii) roToBOro nikapcbKoro
3acoby (36inbeHHst o 10 pasiB NopiBHSHO i3

3aTBepAkeHMM po3Mipom) BBeaeHHs AoaaTkoBun

po3mip cepii gns HoBoro BupobHuka: 100 n -
35200 cbnakoHiB, (3aTBEpAXEHUIA po3mip 20 n).

BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicns
3aTBepAKeHHs. 3MiHu |l Tuny - 3MiHM 3 AKOCTI.

["oToBMI nikapcbkuit 3aci6. 3MiHM y BUPOBHULITBI.

3MiHn y npoueci BUpobHMLTBa rOTOBOrO
nikapcbKkoro 3acoby, BKMoYaum NpoMiKHUIA
NPOAYKT, LU0 3aCTOCOBYETLCS NPU BUPOBHULTBI
rOTOBOrO fikapCbKoro 3acoby (cyTTeBa 3miHa y
npoueci BUpobHULTBA, sika MOXXEe MaTh iCTOTHUNA
BINMB Ha SIKiCTb, 6e3neky Ta ehekTUBHICTb
nikapcbkoro 3acoby) 3miHu y npoueci

BMPOGHMLTBA NOB'A3aHi 3 BBEAEHHAM 40AaTKOBOro
BUpobHuka Papmirea C.n.A., Skuii Mae BRacHi

BMPOGHWYi NOTYXHOCTI, @ Came 3MiHUN Y LUBUAKOCTI
nepeMillyBaHHs TemnepaTypy po34UMHEHHS Ta
TemnepaTypu inbTpyBaHHs. BBeaeHHs 3MiH
NpOTArom 6-Ty MiCSILIB MicNsi 3aTBEPOXKEHHS.

126.

JIEBO®JIOKCA
LIMH €BPO

TabneTkn, BKPUTI
NniBKOBOIO
o6ornoHkot, no 500
Mr no 5 Tabnetok y
6nicTepi; no 1 abo
no 2 6nicrepn y
KapTOHHiI kopobui

€Bpo
INandkep
MpawBit
Nimiten

IHAis

®[1C Nimiten

IHAis

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3minu | Tuny - 3miHn wopo 6eanekn/edPekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHW y KOpoTKii
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCyBaHHS reHepu4HUX/ribpuaHmx/6ionoaibHmMx
nikapcbkux 3acobiB nicnst BHeCeHHs Tiei camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHSA XXOOHUX HOBWX JOAATKOBUX
OaHunx) 3MiHWM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOrO 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTneocTi",
"OcobnusocTi 3acTocyBaHHs", "3aaTHicTb
BMMAMBATU Ha WBUAKICTb peakuii Npy KepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMK MexaHismamn",
"Cnoci6 3acTocyBaHHs Ta 4o3un",
"Mepeno3yBanHs", "MobiyHi peakuii" BignoBigHO
[0 iHdopMaLii LWoao MeaUYHOro 3aCTOCYBaHHSA
pechepeHTHOro nikapcbkoro 3acoby (Tavanic,
tablets). BBegeHHs1 3mMiH npoTsrom 6-Tu micsiuis
nicnsa 3aTBepAXeHHst 3mMiHu | Tuny - 3miHn wono
6e3nekn/ehekTMBHOCTI Ta dpapmakoHarnsgy.
BunyyenHs (cuna gii) BunyyeHHs gosysaHHsa 750
mr. 3anvwaeTbes Ao3yBaHHsA 500 mr.
3aTtBepakeHo: TabneTku, BKpUTI NMiBKOBOO
obonoHkoto, no 750 mr, a6o no 500 mr

3a
peuenmom

He
nidnsie
ae

UA/8777/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
3anponoHoBaHo: TabneTku, BKpUTI NNiBKOBOKO
o6onoHkoto, no 500 mr. 3miHM BHECEHO A0
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby ao posginis "Cknag”,
"Nikapcbka popma" nigpo3aain "OcHoBHI di3nKo-
XiMiyHi BnacTmeocTi", "Cnocib 3actocyBaHHs Ta
no3un" (BunyyeHHs cunu aii 750 mr). BBegeHHs
3MiH NPOTArom 6-TM MicsILiB MicNsi 3aTBEPAXKEHHS.
127.| NNEBO®JIOKCA | Tabnetku, BKpUTI €8Bpo IHAis &[C Nimiten IHAis BHECEHHS 3MiH O peecTpaLinHMX maTepianis: - UA/18065/01/01
LWH €BPO NniBKOBOIO TNandkep 3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
obonoHkoto, no 500 Mpawsit Ta cdhapmakoHarnsagy. Bunyuenns (cuna gii)
mr in bulk: no 1000 Nimiten BunyueHHs gosyBaHHs 750 mr. 3anuvwaeTtbes
TabneTok B nakeTi 3 posyBaHHA 500 mr. BBeaeHHSA 3MiH NpoTArom 6-tn
nonieTuneHy MicsILiB Micnsi 3aTBEPOKEHHS.
HW3bKOI LLiNbHOCTI B
KOHTENHepi 3
nonieTunexy
BUCOKOI LLiNbHOCTI
128.| NIAOKAIH- pO34mMH ANS iH'ekuin, | ToBapucTBo YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/7525/01/01
3[00POB'A 100 mr/mm, mo 2 mn 3 BiAMOBIAAMNbLHICTIO 3MmiHu | TUNY - 3MiHK 3 gKocTi. [oToBMI NiKapCbKui peuenmom
B amnyni; no 10 obGMexeHo "®apmMaueBTUYHa 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
amnyn y KapTOHHIW Bignosigans KomnaHis "3gopos's” 3miHa napameTpiB cneuudikauin Ta/abo
Kopobui 3 HiCTIO [OMyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
neperopogkamMu; no "®apmaneBt (BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
2 mn B amnyni; no 5 n4Ha 3acTapinoro NokasHuka, Takoro Sk 3anax Ta cMak,
amnyn y 6nictepi; no KOMMNaHisi abo ineHTUdikauia 6apBHUKIB Y CMaKOBUX
2 6nictepu B "3popos's" [ob6aBok)) BunyyeHHs 3acTapinoro nokasHuka
KapTOHHI KOpoOLyi; «AHOMarnbHa TOKCUYHICTb» Yy 3B’sI3Ky 3 BTPATO
no 2 mn B amnyni; YMHHOCTI Ta BUIyYeHHAM 3 EP.
no 10 amnyny
Gnictepi; no 1
6nictepy B
KapTOHHIl kopobui
129.| NIAOKAIH- pO34mnH ANg iH'ekuin, | ToBapucTBo YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a UA/7525/01/02
300POB'A 20 mr/Mn no 2 mn B 3 BiANOBIgANbLHICTHIO 3miHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI Nikapcbkni peuenmom
amnyni; no 10 amnyn | obmexeHoto "®apmMaueBTnYHa 3aci6. KoHTponb roToBoro nikapcbkoro 3acooy.
Y KapTOHHIl kopobui Bignosigans KomnaHis "3gopos's” 3miHa napameTpiB cneuudikauin Ta/abo
3 rneperopogkamu; HiCTIO [OMyCTUMUX MEX rOTOBOTrO MikapCbKoro 3acoby
no 2 mn B amnyni; "®apmaueBT (BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
no 5 amnyny n4yHa 3acTapinoro nNokasHuka, Takoro Sk 3anax Ta CMak,
6nicTepi; no 2 KOMMaHisi abo igeHTUdIKaLis 6apBHUKIB Y1 CMaKOBUX
Gnictepu B "3popos's" [ob6aBok)) BunyyeHHs 3acTapinoro nokasHuka
KapTOHHI KOpoOLyi; «AHOMarnbHa TOKCUYHICTb» Y 3B’s13Ky 3 BTPATO
no 2 mn B amnyni; YMHHOCTI Ta BUIyYeHHsAM 3 EP.
no 10 amnyny
Gnictepi; no 1
6nictepy B
KapTOHHI kopobui
130.| NISUHONPUII- Tabnetkn no 10 TOB YkpaiHa TOB "ACTPADAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a He UA/16076/01/01
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

H

mr/12,5 mr; no 10
TabneTtok y Gnictepi;
no 1 abo no 2, abo
no 3 Gnictepny
KopoOoLi

"ACTPADA
PM"

3MiHn | TMny - 3MiHK Wopo 6e3nekn/edhekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
3acTocyBaHHS Ha MigcTasi perynspHo
OHOBIOBAHOIO 3BTy 3 6e3neku nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHnin nepioa,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIfKEHb,
npoBeAeHnX BignNoBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkens (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YTNOBHOBaXX€HMM OpraHoM)
3MiHW BHeceHo B |HCTpyKLito Ans MegnyHoro
3acTocyBaHHS nikapcbKkoro 3acoby Ao posginis
"OcobnueocTi 3acTocyBaHHs", "Mob6iyHi peakuii”
BiANOBIQHO 4O OHOBIEHOI iHopMaUil Woao
6e3nekn 3aCTOCyBaHHSA Ail04NX PEYOBYWH 3rigHO 3
pekomeHgauieto PRAC.

peuenmom

nidnsie
ae

131.

NI3MHONPUN-
H

Tabnetku no 20
mMr/12,5 mr; no 10
Tabnetok y Gnictepi;
no 1 a6o no 2, abo
no 3 Gnictepny
Kopobui

TOB
"ACTPA®A
PM"

YkpaiHa

TOB "ACTPAD®APM"

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3minn | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHSI Ta iHCTPYKUiT A4ns Mean4Horo
3acTocyBaHHS Ha NMiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHWi nepios,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIXEHb,
NpOBeAEHNX BIANOBIAHO A0 NNaHy negiatpuyHux
pocnigkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHNM OpPraHoM)
3MiHM BHECEHO B [HCTPYKLiO AN MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiZNOBIQHO 10 OHOBMEHOI iHhopMaLlii woao
6e3nekn 3aCTOCyBaHHS Ail04MX PEYOBUH 3rigHO 3
pekoMeHgauieto PRAC.

3a
peuenmom

He
nionsie
ae

UA/16076/01/02

132.

JNIIKBECTIA®

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 80
mr; no 14 Tabnetok
y bnictepax, no 2
abo 4 bnictepu y
nayui

AT
"®apmak”

YkpaiHa

AT "®apmak”, YkpaiHa

(BUPOBOHULTBO 3

nakyBaHHs in bulk cdipmu-
BUpoOHMKa [xeHedapm

CA, Mpeuis)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHu). 3mMiHWM BHeCeHO

[0 IHCTPYKLUiT ANs MEOWYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain "Mobivni peakuii”
LLIOA0 BaXMBOCTI 3BiTYBaHHS Npo NobiyHi peakuii.
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEpAKEHHS. 3MiHuM | Tuny - 3MiHM Wono
6e3nekn/ehekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTuLli NnikapcbKoro
3acoly, TeKCTi MapKyBaHHS Ta iHCTpYyKLUii Ansi
MeAMYHOro 3aCTOCYBaHHS

3a
peuernmom

He
nionsie
ae

UA/17565/01/01
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Homep

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
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Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

eionycky

myeaH
Hs*

peecmpauiliHo2o
noceid4yeHHs1

reHepUYHMX/ribpuaHnxX/6ionoaidbHNX Nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHMIN Npenapat (3MiHa He noTpebye
HaZaHHS XOAHWUX HOBMX AOAATKOBUX AaHNUX).
3MiHU BHECEHO A0 IHCTPYKUIii AN MeAUYHOro
3aCTOCyBaHHS NikapCcbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactueocTi”, "Baaemogis 3
iHLWMMK nikapcbkumy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3actocyBaHHA",
"MoGiyHi peakuii" BiaNoBigHO #o iHopmaLii Wwoao
MeOMYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (AOEHYPIK, TabneTku, BKpUTI
nniBkoBot 060NOHKO). BBEAEHHS 3MiH NPOTAromM
6-T1 MicAUiB Nicnsa 3aTBEPAXKEHHS

UA/17565/01/02

133.

JIIKBECTIA®

TabneTkn, BKPUTI
NniBKOBOKO
obonoxkoto, no 120
mr; no 14 TabneTtok
y bnicTtepax, no 2
abo 4 6nictepn y
navui

AT
"dapmak”

YkpaiHa

AT "dapmak”, YkpaiHa

(BMPOGHMLITBO 3

nakysaHHs in bulk cipmu-
BUpoGHMKa [xeHedapm

CA, Npeuis)

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI
Ta cbapmakoHarnagy (iHwi 3miHn). 3MiHWM BHECEHO

00 HCTPYKUii ANs MEAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby y po3ain "lMobivHi peakuii”
LLIOAO BaXKNMBOCTI 3BiTyBaHHSA Npo MobiyHi peakuii.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepMAKeHHs. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHW y KOPOTKilA XapaKTepucTu1Li Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKLUii Ansi
MeOMYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/GionofibHUxX nikapcbkmx
3acobiB nicns BHECEHHSI TiEl camoi 3MiHK Ha
pedepeHTHUI Npenapar (3MiHa He NoTpebye
Ha[aHHS! )KOAHWUX HOBMX AOAATKOBUX AaHUX).
3MiHU BHeCeHO A0 IHCTPYKLUii AN MeauyYHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y posainu:
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHLWMMK nikapcbkuMuy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"MobiuHi peakuii" BignoBigHo Ao iHpopMmalii woao
ME[MYHOro 3aCTOCyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (AOEHYPIK, tabneTku, BKkpuTi
nniBkoBot 060M0OHKOK). BBEAEHHS 3MiH NPOTSiroM
6-TK MicAUiB Nicns 3aTBEPAXEHHS

3a
peuenmom

3a

He
nidnsie
ae

He

UA/11037/01/02

134.

JNIIMICTUH 20

TabneTkn, BKpUTI
NNiBKOBOIO
o6onoHkoto, no 20
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B kKopobui

AHaHTa
Megikeap
nNra.

Benuka
BpuTaHis

MapkcaHc ®apma JiTa.,

IHais; ApTypa

dapmacbioTikans lBT.

Nra., IHaisa

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3acTocyBaHHs Ha MiacTasi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Meku NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS

nikapcbkoro 3acoby B nicnsipeecTpaLiiHWi nepiof,

peuenmom

nionsie
ae
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
abo sk pe3ynbTaT OLiHKM 3BITY 3 LOCHiAKEHb,
npoBeaeHVX BiAMOBIAHO A0 NnaHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAaXXEHUM OpraHom) 3miHu
BHECEHI [0 iHCTPYKLiT ANS MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3acTocyBaHHs", "lMobivHi peakuii”
BiNOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
nito4oi pe4yoBuHU. BBeaeHHs 3MiH npoTsarom 3-x
MicaUiB Nicnsa 3aTBepAXeHHs
135. NNIMICTUH 40 TabneTku, BKPUTI AHaHTa Benuka MapkcaHc ®apma J1T4., IHais BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/11037/01/03
NniBKOBOKO Megikeap BputaHia IHgis; ApTypa 3MiHn | TMny - 3MiHK Wopao 6e3nekun/edekTUBHOCTI peuenmom nidnsie
oGonoHkoto, no 40 Jita. dapmachktoTikana MBT. Ta hapmakoHarnsgy. 3miHa y KopoTkin ae
mr, no 10 TabneTtok Jita., IHgis XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
y 6nicTepi, no 3 MapKyBaHHA Ta IHCTPYKLUiT ANa MeanyYHoro
Gnictepu B kOpoOLj 3aCTOCyBaHHSA Ha NiacTasi perynsapHo
OHOBIOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTar OLUiHKM 3BiTY 3 AOCTIIKEHb,
npoBeAEeHUX BigNoBIAHO A0 NnaHy negiaTpuydHnX
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHECEHI [0 iHCTPYKLUiT 4na MeguyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3ainu
"OcobnueocTi 3actocyBaHHA", "lMobiuHi peakuii”
BiANOBIAHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku
Aito4oi pevoBrHU. BBeaeHHs 3MiH npoTarom 3-X
MicsLiB nicnsi 3aTBepAKEHHS
136.| NINOTIOH PO34MH ANs iH'eKUin, TOB YkpaiHa Medpap Inay Can. A.LL. Typeyun BHECEHHS 3MiH 10 peecTpauiiHnx mMaTepianis: 3a UA/18943/01/01
600 mr/50 mn no 50 "YOPIA Ha 3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui peuyenmom
Mn y donakoHi, no 1 MEONLUNH" 3aci6. KoHTporb roToBOro nikapcbkoro 3acooy.
dnakoHy B 3miHa y MeTogax BUNpobyBaHHS roTOBOroO
CBITNO3axMCHOMY nikapcbkoro 3acoby (iHLi 3MiHu y MeToaax
dyTnapi, no 1 BMNpobyBaHb (BKNoYaun 3aMmiHy abo
CBITNI03aXMCHOMY [OOMNOBHEHHS)) 3MiHM B MeTofi BunpobysaHHs M3
dyTnapy B 3a nokasHukom «CynposiaHi gomiwku» (HPLC,
KapTOHHIN kopobLyi 2.2.29), 30kpema 3MiHeHO xpomartorpadivuHy
KOJTOHKY, i30KpaTU4He enoloBaHHS 3MiHEHO Ha
rpagieHTHe, NOAOBXEHO Yac aHanidy. BBegeHHs
3MiH NPOTSArom 6-Tu MicsILiB MiCcNsi 3aTBEPAKEHHS
137.| NONEPAMIOQY NOPOLLIOK MpuBaTHe YkpaiHa Bacyaxa ®apma Xem IHais BHECEHHS 3MiH [0 peecTpauinHMX maTepianis: - UA/12518/01/01
rigPOXNoPUL | (cyberaHuis)y akuioHepHe TimitTen 3MiHn | Trny - 3miHn 3 akocTi. CepTndikaT
NOABIMHMX NakeTax 3 | TOBapUCTBO BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
nonieTuneHy ans “Iekxim — €Bponevicbkinn dapmakonei/moHorpadii. MoaaHHs
dapmaLeBTU4HOro Xapkis” HoBOro abo OHOBMNEHOro cepTudikaTa
3aCcToCyBaHHS BiAMOBIAHOCTI abo BUry4eHHs cepTudikata

BiQNOBIgHOCTI E€Bponeickin chapmakonei: ans
A®I; ansa BuxigHoro
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1

marepiany/peareHTy/NpOMIKHOrO NMPOAYKTY, LLO
BMKOPUCTOBYIOTBCS Y BUPOBHMLTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoOBigHOCTI
€Bponeickkin hapmakonei) - OHoBNeHWUIA
cepTudikaT Bif yxe 3aTBEpPAKEHOro BUPOOHUKA -
nogaHHs OHOBIEHOro cepTudikaTy BiANOBIAHOCTI
€Bponecbkin dapmakonei R1-CEP 2013-333-
Rev 02 Big 3atBepaxeHoro BupobHuka VASUDHA
PHARMA CHEM LIMITED gitoyoi pe4oBuHm
nonepamigy rigpoxnopug y 3B’a3ky 3i 3MiHOKO
agpecu BUpobHuKa, Miclie BUPOBHULTBA,
BMpOBHMYa OinbHMUSA Ta BCi BUpOBHMYI onepadii
3anuaoTbest HeaMiHHI (3aTBepakeHo: R1-CEP
2013-333-Rev 00, BUpoBHMK NPOMIDKHOI NpoAyKLii
VASUDHA PHARMA CHEM LIMITED, Unit-IlI,
Plot No. 23 & 24, Jawaharlal Nehru Pharma City,
Parawada Mandal, Visakhapatnam India — 531
019 Thanam Village, Andhra Pradesh; Bupo6Huk
nikapcbkoro 3acoby: VASUDHA PHARMA CHEM
LIMITED, Unit-l. Plot No. 37/A, 38, 39 A & B,
Phase — I 1.D.A., Jeedimetla India — 500 055
Hyderabad, Telangana BACYOXA ®APMA XEM
JTIIMITEL, KOHit-1, Mnot Ne 37/A, 38, 39 A & B,
daze — | I.O.A., Oxigimetna IHais — 500 055
Xanpgepabag, TenaHrana, Vasudha Pharma Chem
Limited, Unit-II, Plot Ne. 79, Jawaharlal Nehru
Pharma City, Parawada Mandal, Visakhapatnam
India — 531 019 Thanam Village, Andhra Pradesh
Bacynxa ®apma Xewm Jlimitea, FOHiT-II, MnoT Ne
79, Oxsanxapnan Hepy ®apwma Ciri, NapaBaga
MaHnpan, BicakxanatHam IHgis — 531 019 TaHam
Binnigpx, Angxapa lMNpageww; 3anponoHoBaHo: R1-
CEP 2013-333-Rev 02, BUpo6GHMK NPOMIXXHOT
npoaykuii VASUDHA PHARMA CHEM LIMITED,
Unit-IIl, Plot No. 23 & 24, Jawaharlal Nehru
Pharma City, Parawada Mandal, Anakapalli
District India — 531 019 Thanam Village, Andhra
Pradesh; Bupo6Huk nikapcekoro 3acoby:
VASUDHA PHARMA CHEM LIMITED, Unit-1. Plot
No. 37/A, 38,39 A & B, Phase — I .LD.A,,
Jeedimetla India — 500 055 Hyderabad, Telangana
BACY[OXA ®APMA XEM NIMITEL, tOHiT-I, MnoT
Ne 37/A, 38, 39 A & B, ®aze — | I.O.A., OxigimeTna
IHais — 500 055 Xanpepabaa, TenaHrana,
Vasudha Pharma Chem Limited, Unit-Il, Plot Ne.
79, Jawaharlal Nehru Pharma City, Parawada
Mandal, India — 531 019 Anakapalli District,
Andhra Pradesh Bacyaxa ®apma Xem Jlimiteg,
FOHiT-Il, Mnot Ne 79, Mxsanxapnan Hepy ®apma
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
CiTi, TaHam Binnigx, Mapaesaga Mangan, IHgia —
531 019 AHakanani ficTpikt, AHgxapa [MpageLw).
138.| MABTEPA® PO34MH Anis iH EKUIN, TOB "Pouu YkpaiHa BupobHuLTBO LLselua BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a He UA/14231/01/01
1400 mr/11,7 mn; no Ykpaina" Hepo3dacosaHoi pis 3MiHu Il TMny - 3miHn Wwopo H6e3nekn/edekTMBHOCTI | peyenmom niénse
11,7 mn y dpnakoHi; npoaykLii, nepBuHHe Ta Ta cbapmakoHarnsagy. 3mMiHW y KOpOTKii ae
no 1 conakoHy y BTOPWHHE MaKyBaHHS, XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
KapTOHHiI kopobui BMNPOBYBaHHS KOHTPOTHO MapKyBaHHS Ta iHCTPYKUIT A4ns Mean4Horo
AKOCTI, BUNYCK cepil: 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMK 3
. XodbhmaHH-I5 PoLwu AKOCTi, AOKMIHIMHUMM, KMIHIMHUMW JaHUMK Ta
JIta, Weenuapis; OaHumu 3 chapmakoHarnsgy - 3MiHM BHECEHO B
BrnpobyBaHHS KOHTPOHO IHCTPYKUIO ANs MEAUYHOrO 3acTOCYBaHHS
sikocTi: ®.XoddmaHH-J1a nikapcbKkoro 3acoby o po3sginy "3actocyBaHHs y
Pouw Jlta, Weenuyapis nepiog BariTHocTi abo rogyBaHHsA rpyaat”.
BBeneHHs 3MiH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBEpPAKEHHS
139./ MATHIIO NOPOLLIOK MpuBaTHe YkpaiHa Makko OpraHikec, c.p.o. Yecbka BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: - UA/13246/01/01
CYNb®AT (cybeTaHuisa) y aKuioHepHe Pecny6n 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar
FENTAMOPAT nonieTuneHoBux TOBapUCTBO ika BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
naketax abo y "Nekxim- €sponevicbkin apmakonei/moHorpadii. NMogaHHA
nonieTUNeHoBIn XapkiB" HoBOro abo OHOBMNeEHoOro ceptudikata
donbsi, abo y BignoBigHoCTi abo BUNy4YeHHs cepTudikara
NoABIAHNX BiAMOBIAHOCTI €Bponencukin dapmakonei: Ans
nonieTUNeHoBux ADI; ans BuxigHoro
naketax gns maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
dapmaLeBTU4HOro BVIKOPVCTOBYIOTbCA Y BUpobHuUTBi A®l; ans
3acToCyBaHHs AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHW
cepTudikaT Bif ye 3aTBepaXeHOro BUpobHuKa -
MopaHHa oHoBNeHoOro cepTudikaTty BiANOBIAHOCTI
EP CEP R1-CEP 2016-148-Rev 00 (nonepegHsi
Bepciss CEP RO-CEP 2016-148-Rev 00) Big Bxe
3aTBepakeHoro BMpodHuka MACCO
ORGANIQUES, S.R.O. Bruntal, sixk Hacnigok
BUNy4YeHHs n. «ApceH» i3 MKA J13 Ta BHeceHHs
3MiH go p. «MNakyBaHHs» MKA J13.
140/ MAOIHET® TabneTkn, BKpUTI TOB «MIBE YkpaiHa Mibe MmMBX Himeuun BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 3a UA/15840/01/01
NniBKOBOO YKPATHA» ApuHanmittens Ha 3minm Il TUny - 3miln Wwopo 6esnekn/edekTMBHOCTI | peyernmom

obonoxkoto, no 0,03
Mmr/2 mr, no 21
Tabnetui y bnicrepi;
no 1 a6o no 3, abo
no 6 Gnictepis B
KapTOHHiI kopobLyi

Ta cbapmakoHarnagy. BHecenHs abo amiHa(n) oo
3060B's3aHb Ta YMOB BuAavi peecTtpaliiHoro
NocBiaYeHHs, BKtoyatoun MNnaH ynpaeniHHA

pu3nKamMm (3aCTOCyBaHHs 3MiH(K), siki(a)
BMMaratoTb(€) NoAanbLLIOro 06r'pyHTYBaHHS
HOBVMMM J0OATKOBUM JaHVMU, LLIO MaloTb
HafaBaTMCS KOMMETEHTHUM OpraHOM, OCKifIbKM
BMMaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM
opraHom) - 3asiBHUKOM HafaHO OHOBeHui MNnax
ynpaeniHHs puavkamu Bepcia 3 .0. 3MiHN BHeCEHO
o vactuH: | «3aranbHa iHdopmauisy, Il
«Cneuudikauis 3 6e3nekuny, Il «MnaH 3
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noceid4yeHHs1

hapmakoHarnsgy», V «3axoam 3 miHimizauii
pusukie», VI «Pestome nnaHy ynpasniHHA
pusmkammy, VII «dogaTtkmy» Ha niactasi Referral
Art 31 EMEA-H-A-31-1510, wo ony6nikoBaHuin Ha
canti EMA wono HoBux 3axopaiB ons MiHimisauii
PU3NKY BUHUKHEHHS MEHIHFIOMW NpWU NpUnomi
HOMerecTpor- abo xnopMagnHOHBMICHUX
nikapcbkux 3acobis.

141.

MAJIbTO®EP®

cupon, 10 mr/mn no
75 mn abo no 150
My donakoHi, no 1
bnakoHy 3 MipHUM
KOBMa4KoM y
KapTOHHIN kopobLi

Bicbop
(IHTEepHeLwH
1) IHK.

Lsenuapi
A

Bidhop (IHTepHeLwHn) IHK.,
LLiseviyapis (KOHTpONb
SIKOCTI, 4O3BIN Ha BUNYCK
cepii); Bidop C.A.,
LLIseriLapis (BUpOGHULITBO
Hepo3dacoBaHoi
NPOAYKLii, KOHTPONb
AIKOCTi, NepBUHHA Ta
BTOPWHHA ynakoBka)

Lsenuya
pis

BHECEHHS 3MiH O peecTpauiHux maTepianis:
3MiHuM | TUny - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHst abo 3miHu o
y3aranbHeHVX JaHUX Npo cuctemy
hapmakoHarnsay (BBeAeHHS y3aranbHEHUX AaHuX
npo cuctemy papmMakoHarnsagy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif yNOBHOBaXeHOI ocobu, BianoBiganbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
mMacTep-daiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, Bi4noBiganbHoi 3a
chapmakoHarnag B YKpaiHi.

[itova pepakuis: Muxanniok MapuHa
CranicnasisHa. [NponoHoBaHa pegakuis: LLanka
OneHa BonogumupisHa. 3miHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaanbHoi 3a
dapmakoHarnsa B YKpaiHi.

3a
peuenmom

UA/5869/04/01

142.

MAJIbTO®EP®

Kpanni opanbHi, 50
mr/mn, no 10 mn abo
30 mn y donakoHi
abo KoHTewHepi
(Ty6i) 3
KpanenbHuueto; no 1
dnakoHy abo
KOHTeWHepy (Ty6i) B
KapTOHHIN kopobLyi

Bidhop
(IHTepHewH
1) IHK.

Lsewuapi
a

BupobHuuTBO
Hepo3dacoBaHoi
NpoAyKLii, KOHTPOSb
AKOCTi, NepBMHHA Ta
BTOPWMHHA ynakoBkKa:
Bicpop C.A., LLisenuapis;
BupobHuuTBO
Hepo3adacoBaHol
NPOAYKLii, KOHTPOSb
AKOCTi, NepBUHHA Ta
BTOPWMHHA ynakoBkKa:
I6epdap IHaycTpis
dapmaueyTika C.A.,
MopTyranis;
KoHTponb aKkocTi, 03BIN
Ha BuUnyck cepii: Bidop
(IHTepHeLwHn) IHK.,
LLisenuapis

Lsenua
pisi/
MopTtyra
nia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta phapmakoHarnsaay. BeegeHHs abo 3miHv oo
y3aranbHeHWUX JaHUX Npo cucTtemy
hapmakoHarnsiay (BBeAEHHS y3aranbHEHUX AaHuX
npo cuctemy papMakoHarnsagy, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA
Bi yNnoBHOBaXeHO! ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYa4m
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
macTtep-darina cuctemu capmakoHarnsgy). 3miHa
KOHTaKTHOI 0co0u 3asiBHUKA, BianoBsigansHoI 3a
dapmakoHarnag B YkpaiHi.

[itova pepakuis: Muxanniok MapuHa
CraHicnagiBHa. [MponoHoBaHa pepakuisi: Lanka
OneHa BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0cO0M 3asiBHUKA, BianoBiaansbHoi 3a

3a
peuenmom

UA/5869/03/01
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dapmakoHarnag B YkpaiHi.

143.

MAJIbTO®EP®
(ole]] ]

TabneTku >xyBarbHi,
100 mr/0,35 Mr no
10 TabneTok y
GnicTepi; no 3
Gnictepn y
KapTOHHiI kopobui

Bidpop
(IHTEepHeLwH
1) IHK.

LLisewuapi
A

Brpo6HuuTBO
Hepo3adacoBaHol
npoayKLuii, KOHTPONb
AKOCTI, NepBUHHA Ta
BTOPWHHA yNaKkoBKa:
Bicpop C.A., LLisenuapis;
KoHTponb sikocTi, 403BIN
Ha BUNyck cepii: Bichop
(IHTepHeLwHn) IHK.,
LLisevuapis

Lliseviua
pis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHuM | TUny - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHst abo 3miHu o
y3aranbHEHUX AaHUX Npo cucTemy
tapmakoHarnagy (BBeAeHHs y3aranbHEeHUX AaHnx
npo cuctemMy chapmakoHarnsgy, aMmiHa
yNoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iMCHEHHSA
apmakoHarnsay B YKpaiHi, AKLWO BOHA BiAMiHHA
Bif yNOBHOBaXeHOoI ocobu, BianoBiganbHoi 3a
3piicHeHHs dhapmakoHarnagy (BKrroYvarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLleHHi
mMacTep-daiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
apmakoHarnsag B YkpaiHi.

[itoya pepakuis: Muxanniok MapuHa
CraHicnagiBHa. [ponoHoBaHa peaakuisi: Lanka
OneHa BonogvmupiBHa. 3MiHa KOHTAKTHUX JaHWX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
thapmakoHarnag B YKpaiHi.

3a
peuenmom

UA/5870/01/01

144.

ME3OJEPM

kpem 0,1 %; no 30 r
y Ty6i; no 1 1y6i B
nayui

My6niyHe
akuioHepHe
TOBapuCTBO

"HaykoBo-
BUPOGHWYMIA

LEHTP
"BopLuariscb
KW XiMiKO-
hapmaneBT
WNYHUIA
3aBoa”

YkpaiHa

My6niyHe akuioHepHe
TOoBapucTBo "HaykoBo-
BUPOBHWYMIA LEHTP
"BopLuariBCbkui XiMiko-
dapmaueBTUYHMI 3aBoa"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopao 6e3nekun/edekTUBHOCTI
Ta cbapmakoHarnagy (iHLwi 3miHu)
3MiHa y 3B'A3KY YTOYHEHHSI BUKNaAEHHs po3ainy
"[opnaTtkoBa iHdopMauisi.

O1-1. Ynakoska" MKA.

[itova pepakuis: MKA OI-1.

YnakoBka Mo 30 ry Ty6u antomiHiesi 3
MapKyBaHHSIM YKpaiHCbKOIO Ta POCICbKO0
moBamu. o 1 Ty6i pas3om 3 iHCTpyKLieo Ang
MeAMYHOro 3aCTOCYBaHHS BKNafatoThb Y nayky 3
KapTOHY 3 MapKyBaHHAM YKpaiHCbKOI Ta
POCIICbKOK MOBaMM Ta MapKyBaHHAM LLUPUTOM
Bpainns ykpaiHCbKo MOBOIO.
lMponoHoBaHa pepakuis: MKA OI-1.
Ynakoska Mo 30 ry Ty6i antominiesi. Mo 1 Ty6i
pa3om 3 iHCTPYKLieo Ans MeauYHOro
3aCTOCyBaHHSA BKNaAaloTh Y Nayky 3 KapTOHY.
OHOBIEHHS TEKCTY MapKyBaHHS yrMakoBKn
nikapcbkoro 3acoby LWoao BUNyYeHHs iHdopmadlii,
3a3HayeHoi POCINCbKOK MOBOIO.

TepMiH BBEAEHHS 3MiH NpoTAroM 6 micsauiB nicrns
3aTBEPAKEHHS.

3a
peuenmom

UA/5022/01/01

145.

METAOOH-3H

PO34MH opanbHuin, 1
mr/mn; no 200 mn
abo no 1000 mn'y
hnakoHax pa3om 3

ToBapucTBO
3
obGMexeHo
BianoBiganb

YkpaiHa

ToBapucteo 3 obmexeHoro
BiANOBiganbHICTHO
"XapkiBcbke
dapmaueBTU4HE

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
3MiHn | TMny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkiii
XapaKTepUCTULi NiKapCbKoro 3acoby, TEKCTi

3a
peuernmom

He
nionsie
ae

UA/13189/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
BiANOBIQHOO HiCTIO nignpremcTeo "340poB'st MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
KiNbKICTIO AO3YH04MX "®apmanesT Hapoay" 3acTocyBaHHS Ha MiAcTaBi perynspHo
npucTpois; no 200 N4YHa OHOBJIOBAHOIO 3BiTy 3 6€3nekn Nnikapcbkoro
mn abo no 1000 mn KOMMaHis 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
y donakoHi; no 1 "3popos'a" nikapcbkoro 3acoby B nicnspeecTpauinHnin nepioa,
bnakoHy pasom 3 abo sk pe3ynbTaT OLiHKM 3BITY 3 4OCHiAXKEHb,
[03y4nM npoBefeHVX BiANOBIAHO A0 NnaHy negiaTpuyHux
NPUCTPOEM Y pocnigpkens (PIP) (3MiHy y3rogxeHo 3
KopobLi 3 KapToHY KOMMETEHTHUM YNOBHOBAaXXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKUii Ans MegnyHoro
3aCTOCyBaHHS fikapcbKkoro 3acoby Ao po3ainis
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi B1An B3aemogain”, "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta go3un",
"Mepeno3syBaHHs", "MobiyHi peakuii” BianoBigHO
0o pekomeHgauii PRAC EMA. TepmiH BBeAeHHs
3MiH NpOTSArom 6 MicsLB Micnsi 3aTBEPOKEHHS.
146.] METAOOH-3H PO34MH opanbHuin, 5 | ToBapucTBO YkpaiHa ToBapucTBo 3 obmexeHo | YkpaiHa BHECEHHS 3MiH O peecTpauinHuX maTepianis: 3a He UA/13189/01/02
mr/mn; no 200 mn 3 BiAnoBiganbHICTIO 3MiHn | TMny - 3MiHn Wwopo 6e3nekn/edpekTUBHOCTI peuenmom nionsie
abo no 1000 mny obmexeHo "XapkiBcbke Ta cbapmakoHarnsagy. 3miHa y KopoTKiv ae
¢bnakoHax pasom 3 Bignosiganb bapmaneBTn4He XapaKTepuCTULi nikapcbkoro 3acoby, TeKCTi
BiANOBIQHOO HiCcTIO nignpremcTeo "340poB'st MapKyBaHHS Ta IHCTPYKLUiT ANS MeanyYHoro
KiNbKICTIO [O3Y04MX "®apmanesT Hapoay" 3acTOCyBaHHS Ha MiACTaBi perynspHo
npucTpois; no 200 n4yHa OHOBJIOBAHOIO 3BiTy 3 6€3nekn Nnikapcbkoro
mn abo no 1000 mn KoMnaHis 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
y donakoHi; no 1 "3popos's" nikapcbKkoro 3acoby B micrnspeecTpaLiiH1n nepioa,
dnakoHy pa3om 3 abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIOXEHb,
003yH4nM npoBefeHNX BiANOBIAHO A0 NnaHy negiaTpuyHux
NPUCTPOEM Y pocnimpkenb (PIP) (3MiHy y3rogxeHo 3
KOpoO6Li 3 KapTOHY KOMMETEHTHUM YNOBHOBAaXEHUM OpraHoMm) 3miHu
BHeCeHO A0 [HCTpyKLUii Ana MeanyHoro
3acTocyBaHHS Nnikapcbkoro 3acoby Ao po3ainis
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHSA Ta 8o3un",
"Mepepno3yBanHs", "MobiyHi peakuii" BignoBigHO
0o pekomeHaadii PRAC EMA. TepmiH BBeAEHHS
3MiH NpOTSArom 6 MicsALiB MicNsi 3aTBEPKEHHS.
147| METAKAPTUH PO34MH opanbHuit 1 TOB YkpaiHa yopPng MEOVUWH JTAY | Typeyun BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis: bes UA/18059/01/01
r/10 mn; no 10 mn y «YOoPNg CAH. BE TIIK. A.LL. Ha 3MiHa 3asBHuka J13 (MIBM) (BnacHuka peuyenma
dnakoHax; no 10 MEOULINH» peecTpauinHoro noceigyeHHs) (3rigHo Hakaly MO3

drakoHiB y
KapTOHHiIl kopobui

Bia 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH -
npoTHArom 6 micsAuiB nicns 3aTBepmKeHHs. 3MiHu |
TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHn go
y3aranbHeHNUX AaHUX Npo cuctemy
dapmakoHarnagy (BBeOeHHS y3aranbHEHUX AaHNX
npo cuctemMy cpapMakoHarnsay, aMiHa
yrnoBHOBaXeHOI ocobu, BignosigansHoi 3a
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3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, AKLWo BoHa BigMiHHA
Bif, yNOBHOBaXeHOI 0cobu, BianoBiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKoYa4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
mMacTep-daiina cuctemu hapmakoHarnsgy). 3miHa
yMNOBHOBaXeHOI 0cobYM 3asiBHMKa, BignoBigansHoi
3a (papmakoHarnag. [itova pegakuis:
Megcim Inbkbaxap OiHyens / Mrs. Mevsim llkbahar
Dincel. NponoHoBaHa pepakuis: Myano MNaHHa
CranicnasiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBaXeHOI 0CO0M 3asiBHMKA, BignoBigansHoi
3a (hapmakoHarnsg. 3MiHa micus 34iNCHEHHS
OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLe3HaxoaXXeHHa macTep-dainna cucTtemm
dapmakoHarnsgy.

148.

METAMAKC

kancynu no 250 mr
no 10 kancyny
KOHTYPHIW
YapyHKOBIn
ynakosui; no 4
KOHTYPHi YapyHKOBI
yMaKoBKM B MayLi

MpAT
"dapmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

MpAT "®apmaueBTnyHa

cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoBigHOCTI
€Bponecbkin dhapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXiAHICTIO NpUBEeaEHHS Y
BiANOBIgHICTb A0 MoHorpadii AdPY abo
€Bponelcbkoi hapmakonei, abo iHLWoi
HauioHanbHoi hapmakonei gepxasu €C (iHwwi
3MiHK) 3MiHa A0 cneundikauii BXiGHOTO KOHTPOIO
i3 BigNOBIAHMMM MeTO4AMW KOHTPOSIO SKOCTi Ha
OOrMoMiXHY pevoBuHy MarHin cteapat 3a
nokasHukamu «KucrnoTHICTb abo NyXHIiCTby,
«KinbkicHe BU3Ha4YeHHs», «laeHTudikauisy,
«Onuey, «Cynbdatny», «Xnopuauny, «Kagminy,
«CBuHeuby, «Hikenb», «BTpaTa B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa uncrtotay ans
npuBeaeHHs 4o BUMOT MoHorpadii €
«Magnesium stearate» 3 ypaxyBaHHAM CTUMICTUKN
Ooy.

3a
peuenmom

UA/3572/01/01

149.

META®OPA®

TabneTkn, BKpUTI
NniBKOBOKO
o6GornoHkoto, no 500
mr, no 10 TabneTtok
y bricTepi; no 3 abo
6 6nicTepis B nayui

AT
"KUIBCHKM
n
BITAMIHHM
" 3ABOL"

YkpaiHa

AT "KUIBCbKUW

BITAMIHHWW 3ABOL"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsigy. 3MiHu y KOpoTKiii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT Ans Mean4Horo
3acToCyBaHHS reHepuYHUX/ribpuaHmx/GionodibHux
nikapcbkux 3acobiB nicns BHECEHHs Tiel camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS )KOAHUX HOBUX JOAATKOBUX
OaHux). 3MiHM BHECEHO [0 HCTPYKLUii Ans
MEeOUYHOro 3aCTOCyBaHHs NiKapcbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTueocTi",
"MokasaHHs", "lMpoTunokasaHHs", "B3aaemogis 3

3a
peuenmom

He
nionsie
ae

UA/18164/01/01
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iHWMMM nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpypa”, "Cnocib 3acTocyBaHHsA Ta 4osun”,
"MepenosyBanHs", "MobiyuHi peakuii" BignNoBiaHO
00 iHopMaLii LWoao MegMYHOro 3aCTOCYBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (MHOKODAX,
TabneTku, BKpUTI NniBkoBot 060moHkoto 500 mr,
850 mr, 1000 wmr). BBeaeHHsi 3mMiH npoTsarom 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHs

150.

META®OPA®

TabneTku, BKPUTI
NniBKOBOKO
o6onoHkoto, no 850
mr, no 10 TabneTok
y bnicTepi; no 3 abo
6 GnicTepis B nayui

AT
"KMIBCbKM
n

BITAMIHHA
1 3ABOT"

Ykpaina

AT "KUIBCbKUM

BITAMIHHWA 3ABOL"

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:
3MiHuM | TUny - 3MiHK Wwopao 6eanekn/eddeKkTUBHOCTI
Ta hapmakoHarnsgy. 3MiHW y KOpoTkil
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLUiT ANa MeanyYHoro
3acToCyBaHHSA reHepUYHUX/ribpuaHmx/GionoaibHmMx
nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camoil
3MiHM Ha pedepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX OOAATKOBKX
naHux). 3MiHM BHECEHO [0 iHCTpYyKUii Ansi
MeAMYHOro 3aCTOCyBaHHsI NikapCbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacT1eocTi",
"MokasaHHa", "lMpoTunokasaHHs", "B3aaemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUAn
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHSs
rpyaak”, "Cnocib 3actocyBaHHsi Ta 4o3n",
"Mepepno3yBanHs", "MobiyHi peakuii" BignoBigHO
00 iHdopMaLii LWoao MeaUYHOro 3aCTOCYBaHHSA
pedbepeHTHOro nikapcbkoro 3acoby (MHOKODAXK,
TabneTku, BKpUTI NniBkoBoto o6onoHkoto 500 mr,
850 wmr, 1000 mr). BBegeHHs 3MiH npoTarom 6-tu
MicsiLiB nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsie
ae

UA/18164/01/02

151.

META®OPA®

TabneTkn, BKpUTI
NniBKOBOKO
ob6onoHkoto, no 1000
mr, no 10 TabneTok
y brictepi; no 3 abo
6 6nicTepis B nayui

AT
"KUIBCHKM
n
BITAMIHH
" 3ABOL"

YkpaiHa

AT "KUIBCbKUW

BITAMIHHWW 3ABOL"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. 3MiHW y KOpoTKiii
XapakTepucTuLi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4nA Mean4Horo
3acToCyBaHHS reHepUYHUX/ribpuaHmx/GionoaibHNx
nikapcbkux 3acobiB nicnsi BHECEHHs Tiel camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS )KOAHUX HOBUX JOAATKOBUX
AaHux). 3MiHM BHECEHO A0 IHCTPYKUii Ans
MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTnsocTi",
"MokasaHHs", "lMpoTunokasaHHs", "Baaemogis 3
iHWMMK nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"8acTocyBaHHs1 y nepiof BariTHOCTi abo roflyBaHHs

3a
peuenmom

He
nionsie
ae

UA/18164/01/03
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rpypa”, "Cnocib 3actocyBaHHsA Ta gosun”,
"MepenosyBanHs", "MobiyHi peakuii" BignoBigHO
00 iHopMaLii LWoao MegnMYHOro 3aCTOCyBaHHS
pedepeHTHOro nikapcbkoro 3acoby (MHOKODAX,
TabneTku, BKpUTI NniBkoBot 060moHkoto 500 mr,
850 mr, 1000 wmr). BBeaeHHsi 3mMiH npoTarom 6-Tu
MicaUiB Nicnsa 3aTBepAXeHHs

152.

METPOHIOA30
N-300POB'A

Tabnetkn no 250 wmr,
no 10 Tabnetok y
Gnictepi; no 2
6nictepu y
KapTOHHIl KOpooLyi;
no 20 TabneTtok y
Gnictepi; no 1
Gnictepy y
KapTOHHiIl kopobui

ToBapucTBo
3
oBMexXeHo
BianoBsiganb
HiCTIO
"dapmaueBT
n4yHa
KOMNaHis
"3popos's"

Ykpaina

BCi cTagii BUpoGHMUTBA,
KOHTPOJb SIKOCTi, BUNYCK
cepii:
ToBapucTBO 3 06MEeXeHo
BigNoBiganbHIiCTIO
"®apmMaueBTUYHa
KoMnaHisi "3gopos'a”,
YkpaiHa
BCi cTagii BupobH1uTBa,
KOHTPOMb SIKOCTi, BUMYCK
cepil:
ToBapucTBO 3 06MEXEHO
BiANOBIgANbHICTIO
"®APMEKC 'Pynmn",
YkpaiHa

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkni
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby
(3amiHa abo gogaBaHHs BUPOBHMKa, LLO
BignoBigae 3a BBe3eHHsA Ta/abo Bunyck cepii) - He
BKITHOYAK04M KOHTPOSIb/BUMNPOBYBaHHSA cepii.
[opaBaHHs BUpOBHMYOT AinbHULI, WO Bignosigae
3a Bunyck cepii TOB “©APMEKC I'PYTIT’, Ykpaina
(Ykpaina, 08301, Kniscbka 0611., M. Bopucninb,
Byn. LesyeHka, 6ya. 100). 3miHW BHeceHi B
po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs
BMpOGHMWKa Ta agpeca Micus NpoBagXXeHHs Noro
OisNbHOCTI" B IHCTPYKLUiO ANS MeANYHOro
3aCTOCYBaHHS y 3B"s3Ky 3 BBEAEHHAM 40AaTKOBOI
BUPOBHMYOT OinNbHULI Ta SIK HAacNigoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHSs1 YNakoBKU MiKapCbKoro
3acoby. BBeaeHHs1 3mMiH npoTarom 6-Tn micsiuiB
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHM). He3HauHi 3MiHW B TEKCTi MapKyBaHHst
NepBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
3acoly, a Takox BUMYyYeHHSs iHopMalLlii,
3a3Ha4YeHoI POCiNCbHKO MOBO. BBeaeHHs 3MiH
NpoTSArom 6-T MicsiLiB Nicns 3aTBepAKEHHS

3a
peuenmom

He
nidnsie
ae

UA/6100/01/01

153.

MilIKcon

PO34MH ANS iH eKUin,
15 mr/1,5mn; N0 1,5
Mn B amnynax; no 5
amMnyrn B KAPTOHHIN
nayui

3AT
«Papmnira»

JlntoBcbka
Pecny6bnik
a

XENM C.A.

[peuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3amiHu) - 3MiHM BHECEHO

[0 TEKCTY MapKyBaHHSI MEPBUHHOI YNaKoBKW
nikapcbkoro 3acoby B n. 3. <HOMEP CEPIi
JIKAPCbKOI'O 3ACOBY», n. 4. «OATA
3AKIHYEHHA TEPMIHY NPUBATHOCTI» Ta o
TEKCTY MapKyBaHHS1 BTOPUHHOI YMakoBKu B M. 8.
«JATA SAKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 12. «<HOMEP

PEECTPALIMHOIO MOCBIOYEHHS», n. 13.
«HOMEP CEPII NIKAPCbKOIO 3ACOBY», n. 17.

«IHWE». TepmiH BBeOEHHSA 3MiH - NPOTArom 6

MicsLB Micnsi 3aTBEPOKEHHS.

3a
peuenmom

UA/15309/01/01

154.

MIO3UM

MOPOLLIOK Arst
NpUroTyBaHHS

CaHodi b.B.

HigepnaH
an

HaMoBHEHHS (briakoHiB Ta
BUPOBHMUTBO KiHLEBOrO

Ipnangis
/

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3miHu | TUNY - AgMiHiCTpaTuBHI 3MiHK. 3MiHa

3a
peuernmom

He
nionsie

UA/11618/01/01
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KOHLeHTpaTy Ans NpoayKTy, MapKyBaHHs Ta Benbrisa HalMeHyBaHHS Ta/abo agpecu 3asiBHUKA ae
po34nHy Ans nakyBaHHs1, KOHTPOIb (BnacHuka peectpauinHoro nocsig4yeHHs) 3MiHa
iHdy3in no 50 mr 1 sikocTi 113, Bunyck cepii: Ha3BW 3asiBHMKA (BracHMKa peecTpaLiiHoro
(PnakoH 3 NOPOLLKOM [bkeH3anm lpnang nocBigyeHHst). Agpeca 3asiBHMKa 3anuvLaeTbes
Y KapTOHHIN nayui Tlimiten, Ipnaxgis 6e3 3MiH. 3MiHN BHECeHO B iHCTPYKLjto ANs
BMpoGHMLUTBO AC, MeAMYHOro 3aCTOCYBaHHsI NikapcbKoro 3acoby
NpUroTyBaHHs po3ynHy J13 LL0A0 HaNMeHyBaHHS 3asiBHUKa 3 BiANOBIAHUMY
Ans niodinizavyi: 3MiHaMK y TEKCTi MapKyBaHHS YNaKkoBK/
xeHsanim dnaHgepc nikapcbkoro 3acoby. BeegeHHs1 3MiH npoTsirom 6
6B6a, benbris MicsaUiB Micnsa 3aTBepAXeHHS.
3MiHn | Tvny - 3mikn wWopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay (iHwi 3miHn) 3MiHW BHECEHI B
TEKCT MapKyBaHHSA LWOA0 YTOUHEHHS iHdopmauii
CTOCOBHO NOroTuny 3asBHuKa. BBegeHHs 3MiH
npoTsaromM 6 Micauis nicnga 3aTBEPPKEHHS.
155, MIO3UM NOpOLLOK ANng CaHodi B.B. HigepnaH HanoOBHEHHS (hNaKoHiB Ta Ipnaxgis BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a UA/11618/01/01
NPUroTyBaHHS an BMPOGHMLITBO KiHLEBOIO /Benbria | 3minu | TMny - 3miHn wopo 6esnekv/edeKTMBHOCTI peuenmom
KOHLEeHTpaTy Ans NpoayKTy, MapKyBaHHs Ta Ta cdhapmakoHarnsgy. BeegeHHs abo 3miHu oo
PO34mMHY Ans nakyBaHHs1, KOHTPOIb y3aranbHeHVX JaHUX Npo cuctemy
iHdpysin no 50 wmr, 1 akocTi 13, Bunyck cepii: dapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX AaHnX
bnakoH 3 NOPOLLKOM [bkeH3anm lpnang npo cuctemy dapmakoHarnsgy, amiHa
Y KapTOHHIM nayui JlimiTea, lpnangis; YNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
B1pobHMUTBO AC, 34icHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
NpUroTyBaHHs po3ymHy 113 dapmakoHarnsgy 3asiBHUKa Ans 30iNCHEeHHS
ans niodinisauii: hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa
IhxeHsavim ®naHpepc Bifj yNOBHOBaXeHOi ocobu, BiaNoBigansHoi 3a
686a, benbris 3[iCHeHHs hapmakoHarnagy (BKoyaym
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLeHHi
MacTep-canna cuctemy chapmakoHarnsaay) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaansbHoi 3a
bapmakoHarnsg B YKpaiHi.
Litoua pepakuisi: XogakiBcbka TeTsHa
BsayecnasiBHa. [NponoHoBaHa pedakuis:
Bapdonomeesa IBaHHa OnekcaHapiBHa. 3miHa
KOHTAKTHMX JAHWUX KOHTAKTHOI 0COOU 3asiBHUKA,
BignoBiganeHoi 3a papMakoHarnsg B YKpaiHi
156., MIOPUKC® Kancynm TOB YkpaiHa nepBUHHa Ta BTOPUHHA MonbLwa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3a UA/14641/01/01
NPOJIOHrOBaHOI Aii "ACIHO ynakoBka, A03BiN Ha /CWA 3miHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui peuenmom
TBepai no 15 wmr; no YKPAIHA" Bunyck cepii: Opichapm 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby
14 kancyny MaHnydekuepiHr MonbLa (iHwWi 3MiHKM) BHeceHHs1 pegakuiiHmnx 3miH go MKA
6nicTepi; no 1 Cn. 3 0.0., MonbLya; 13, y 3B’A3Ky 3 BUNpaBrieHHsIM HEBIAMNOBIAHOCTEW,
Gnictepy y BMPOGHMLUTBO ponyweHux npu nepeknagi MKA J13 Ha ykpaiHcbky
KapTOHHiIl kopobui Hepo3dacoBaHol MOBY.
npoaykuii: Agape
dapmacbioTikans, IHk.,
CLIA
157.[ MIOPUKC® Kancynm TOB YkpaiHa nepBvHHa Ta BTOPUHHA MonbLwa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a UA/14641/01/02
NPOOHroBaHoi Aii "ACIHO ynakoBka, A403Bin Ha /CWA 3MmiHu | TUNYy - 3MiHK 3 sKkocTi. FoTOBMIA NikapCbkui peuenmom
TBepai no 30 wmr; no YKPAIHA" BUNyck cepii: Opichapm 3aci6. KoHTporb roToBoro nikapcbkoro 3acoby
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1

14 kancyny MaHydek4yepiHr MNonbLa (iHWi 3miHKN) BHeceHHs pepakuinHmx 3mMiH o MKA

GnicTepi; no 1 Cn. 3 0.0., MonbLya; J13, y 3B’13Ky 3 BUNPaBNEHHSIM HEBIANOBIAHOCTEN,

Gnictepy y BUPOBHMLUTBO ponyueHux npu nepeknagi MKA J13 Ha ykpaiHCbKy

KapTOHHIl kopobui Hepo3adacoBaHol MOBY.

npoaykuii: Agape
dapmackioTikans, IHk.,
CLA
158./ MIPAMICTUH®- | ma3sb, 5 mr/r, no 151 MpAT Ykpaina MpAT "®apmaueBTnyHa Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/1804/01/01
OAPHUUA abo no 30 ry Ty6i; "dapmaueBT cipma "[apHuus" 3MiHn | TMny - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkni peuenma
no 1 Ty6i y nayui n4yHa cbipma 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
"OapHuus” 3miHa napameTpiB cneuudikauin Ta/abo

[OMYCTUMKX MeX roToBOro nikapcbkoro 3acoby
(iHWi 3miHK) CynyTHA 3MiHa - 3MiHM 3 SIKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMNPOBYBaHHSA roTOBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpAKEeHMX MeTofax
BUNpoByBaHHS) BHECEHHS 3MiH A0 cneuumdikauii Ta
MeToaiB koHponto 13 3a nokasHuk
«lpeHTudikauisi». BHacnigok BunyyYeHHs 3 Tecty
«KinbkicHe Bu3HadeHHs. MipamictuH» metoay |l
(BisyanbHe TUTPYBaHHS) BUIyYEHO TECT
«lpeHTudikadisi B». B po3aini oHoBneHo
HyMepaLito ineHTUdIKaLiN; BHECEHO peaakLuinHi
npaeku, siki odpopMneHi 3rigHo 3 pekoMeHaaLissMu
Ta cTunictukoro AdY.
3MmiHu | TUNy - 3MiHK 3 gkocTi. FoTOBMIA NikapCbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMKX MeX roToBOro nikapcbkoro 3acoby
(iHwi 3MmiHK) CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oToBWI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meToaax
BMUNpobyBaHHsi FOTOBOrO NikapCbKoro 3acoby (iHLwi
3MiHM Yy MeTofax BUNpobyBaHb (BKITHOYa4m
3aMiHy abo JONOBHEHHST)) BHECEHHS 3MiH 0
cneuudikauii Ta meTogis kKoHTponio 13 3a
nokasHukoM «KinbkicHe BU3Ha4eHHsA. MipamicTuHy,
HOPMYBaHHs1 3anuLieHo 6e3 3miH. 3a
pesynbTatamu Banigauii aHaniTM4HUX MeToauk
pekomMeHAoBaHo BUy4nTn metof Il (BisyansHe
TUTPYBaHHS) Ta NPoBOAUTH KOHTporb 13
meTogom | (DY, 2.2.29, meton BEPX). Y 3B’a3ky
3 uM meTog |l BUnyyeHo 3 MeToavK KOHTPOHO i,
Bi4NOBIQHO, NOCUMAaHHSA Ha HbOro BUITYYEHO 3i
crneundikadii. Ona metody | METOAMKY KOHTPOSO
3anuvweHo 6e3 3miH. B meToauLi yTouHeHo Has3By
COpOEHTY KOMOHKW, BiAKOPUrOBaHi BUMOTM LLOAO
BiJHOCHOIO CTaHAapPTHOrO BiAXWIEHHS BiANOBIAHO
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
no [dY. BHeceHO pefakLiviHi npaBku, AKi
odopMIIeHi 3rigHO 3 pekomeHaauisMu Ta
ctunictukoto AdY.
3MiHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkui
3aci6. 3MiHM y BUpOOHMLTBI (iHLWi 3MiHK) YacTuHa
11B Mpouec BMpoOHULITBA Nikapcbkoro 3acoby
npveegeHa go CTD cdopmarty (mitouwa pegakuis:
3aTBepxeHa yactuHa |IB; nponoHoBaHa
pegakuisi: posgin 3.2.P.3.4)
159.| MI®OPTUK TabneTtkn, BKPUTI HosapTic Lsenuapi YaCTKOBMIN KOHTPOSb Lsenuya BHECEHHS 3MiH [JO peecTpauifnHuX maTepianis: 3a He UA/8947/01/02
060n0HKo10, dapma Al A akocTi: HosapTtic ®apma pisi/ BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: peuenmom niénse
KULLKOBOPO34YMHHI NO LWrenn A, LWBenuapis; Himewyun | 3minum Il Tvny - 3miHn wopo 6e3nekn/edpekTMBHOCTI ae
360 mr, no 10 BUPOBHMUTBO, YaCTKOBUIA Ha/ Ta hapmakoHarnsgy. 3MiHW y KOpoTkil
Tabnetok y bnictepi; KOHTPOMb SIKOCTI, CnoseHi XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
no 12 Gnictepis y nepBUHHE MakyBaHHSA, a MapKyBaHHA Ta IHCTPYKLUiT ANa MeanyYHoro
KopobLi 3 KapTOHY BTOPWHHE NaKyBaHHS: 3acTocyBaHHS Y 3B’A3KY i3 HOBUMW JaHUMU 3
Hoeaprtic ®apma SKOCTi, AOKMNIHIYHUMM, KNIHIYHUMY JaHUMK Ta
MpoaakwH MéX, naHumK 3 chapMakoHarnsgy - 3MiHuM BHECEHO 80
HimeyuunHa; nepBrHHe IHCTPYKUIT ANA MeanYHoro 3acTocyBaHHs
nakyBaHHsi, BTOPUHHE nikapcbkoro 3acoby Ao posainis "3acTocyBaHHSA y
nakyBaHHS, BUMYCK cepil: nepiog BariTHocTi abo rogyBaHHs rpyaato”,
Jlek ®apmacbkioTukanc "MoGiyHi peakuii”. BBeaeHHst 3MiH NpoTArom 6-Tu
4.4., BupobHuya ginbHuua MicsLiB nicnsi 3aTBepOKEHHS
JleHpaBsa, CnoBeHis
160.; MI®OPTUK TabneTkn, BKpUTI Hosaprtic LLisenuapi YaCTKOBUI KOHTPOIb Lsenua BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/8947/01/01
060onoHKot, dapma Al A akocTi: HosapTtic ®apma pisi/ BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: peuenmom nidnse
KULLKOBOPO3YMHHI MO LrenH AT, LLsenuapis; Himeuun | 3minu Il Tuny - 3MiHK wopo 6e3nekn/ecekTUBHOCTI ae
180 mr, no 10 BMPOGHMLITBO, YaCTKOBUIA Ha/ Ta cbapmakoHarnsagy. 3miHW y KOpoTKii
Tabnetok y 6nictepi; KOHTPOMb SIKOCTI, CnoBeHi XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
no 12 Gnicrepis y nepBrYHHE NaKyBaHHS, A MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
KOpOoO6Li 3 KapTOHY BTOPWHHE NaKyBaHHS: 3aCcTOCyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMK 3
Hoeaprtic ®apma SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMM OaHUMK Ta
MpopakwH M6X, AaHuMu 3 papmakoHarnsgy - 3MiHM BHECEHO O
HimeuunHa; nepBuHHe IHCTPYKUIT ANS MeAWYHOro 3aCTOCYBaHHS
naKkyBaHHsi, BTOPUHHE nikapcbkoro 3acoby Ao po3ainis "3actocyBaHHA Y
nakyBaHHs1, BUMYCK cepii: nepiog BariTHocTi abo rogyBaHHs rpyaa”,
Ilexk ®apmacbioTukanc "MobiuHi peakuii". BBegeHHs 3MiH NpoTsiroM 6-Tu
4.4., BUpobHuya ginbHuus MicsLiB nicnsi 3aTBEpOKEHHS
JleHpaBsa, CnoBeHis
161.| MI®OPTUK TabneTkn, BKpUTI HoBapric LLisenuapi YaCTKOBUIA KOHTPOb LLsenua BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a He UA/8947/01/01
060onoHKot, dapma Al A skocTi: HoBaprtic ®apma pisi/ BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: peuernmom nidnse
KULLKOBOPO3YMHHI MO LWrenH AT, LLsenuapis; Himeuun | 3MmiHu | TUny - 3MiHK Wwoao 6e3neku/edekTUBHOCTI ae
180 mr, no 10 BMPOGHMWLITBO, YaCcTKOBUIA Ha/ Ta cbapmakoHarnsagy. 3miHa y KopoTKil
Tabnetok y 6nictepi; KOHTPOMb SIKOCTI, CnoBeHi XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
no 12 Gnicrepis y nepBrYHHE NaKyBaHHS, A MapKyBaHHSA Ta IHCTPYKLUiT ANs Mean4Horo

KopobLi 3 KapTOHY

BTOPVHHE NaKyBaHHS:
Hosaprtic ®apma
MpogakwH M6X,

HimeyyrHa; nepBuHHE

3acToCcyBaHHS Ha MiAcTaBi perynspHo
OHOBOBAHOTO 3BIiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbKkoro 3acoby B MicrnsgpeecTpaLiiH1i nepiog,
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
nakyBaHHsi, BTOPUHHE abo sk pe3ynbTaT OLUiHKM 3BiTY 3 AOCNIOXEHb,
nakyBaHHs, BUNYyCK cepii: npoBeaeHVX BiAMOBIAHO A0 NnaHy nediaTpuyHnx
Jlek ®apmacbkloTmkanc pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
A.A., BUpobHMYa JinbHULA KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHomMm)..
JleHgaBa, CnoBeHis 3MiHVM BHECEHO [0 iHCTPYKUii ANst MeanYHoro
3acToCcyBaHHsI Nikapcbkoro 3acoby Ao po3sainy
"OcobnmBocTi 3acTocyBaHHNA" LWoAo 6esneku
Aitoyoi pevoBuHW. BBeAeHHs 3MiH npoTarom 6
MicaUiB Nicnsa 3aTBepAXeHHs
162.| MI®OPTUK TabneTtkn, BKPUTI HosapTic Lsenuapi YaCTKOBMIN KOHTPOSb Lsenuya BHECEHHS 3MiH [JO peecTpauifnHuX maTepianis: 3a He UA/8947/01/02
060n0HKo10, dapma Al A akocTi: HosapTtic ®apma pisi/ BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: peuenmom niénse
KULLKOBOPO34YMHHI NO LWrenn A, LWBenuapis; Himeuyun | 3minn | Tvny - 3miHK Woao 6e3nekn/edhekTMBHOCTI ae
360 mr, no 10 BUPOBHMUTBO, YaCTKOBUIA Ha/ Ta hapmakoHarnsgy. 3miHa y KopoTkin
Tabnetok y bnictepi; KOHTPOMb SIKOCTI, CnoseHi XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
no 12 Gnictepis y nepBUHHE MakyBaHHSA, a MapKyBaHHA Ta IHCTPYKLUiT ANa MeanyYHoro
KopobLi 3 KapTOHY BTOPWHHE NaKyBaHHS: 3acTocyBaHHS Ha MiacTaBi perynsipHo
Hosaptic ®apma OHOBIOBAHOTO 3BIiTY 3 6e3nekn nikapcbKoro
MpoaakwH MéX, 3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
HimeyuunHa; nepBrHHe nikapcbKkoro 3acoby B nicnsipeecTpauiiiui nepiog,
nakyBaHHS, BTOPUHHE abo sk pe3ynbTar OLUiHKM 3BiTY 3 AOCTIIKEHb,
nakyBaHHS, BUMYCK cepil: npoBeAEeHUX BigNoBIAHO A0 NnaHy negiaTpuydHnX
Jlek ®apmacbkioTukanc pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
4.4., BupobHuya ginbHuua KOMMETEHTHUM YNOBHOBaXXEHUM OPraHoM)..
JleHpaBa, CnoseHis 3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy
"OcobnmBocTi 3acTocyBaHHA" W00 6e3neku
nito4oi pe4oBuHU. BBeAeHHs1 3MiH npoTarom 6
MicsiLiB nicns 3aTBepAKEHHS
163.| MOHOHATPIE NOPOLLIOK MAT YkpaiHa KinoBa Xakko bio Ko., JITQQ AnoHia BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: - UA/11597/01/01
BA Clllb (cybeTaHuis) y "Mannydap 3minu | Tuny - 3miHu 3 skocTi. APl KoHTponb AdI.
LUUTUKONIHY noABIAHNX Mm" 3miHa y napameTpax crneundikaui Ta/abo

nonieTuneHoBmx
nakeTax gns
BUPOGHMLTBA
CTEepUIIbHMX Ta
HEeCTEpPUINbHUX
nikapcbknx popm

[OMyCTUMMUX MEX, BU3HAYEHUX Y creumdikaLisax
Ha A®l, abo BUXiZHUA/MPOMIXHUI
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y
npoueci BUpobHuuTea AP (iHLwi 3MiHK)
CynyTHs 3miHa - 3MiHn 3 sikocTi. ADI. KoHTponb
A®I. 3miHa y meTogax BunpobyBaHHsa ADI abo
BUXIQHOro Matepiany/npoMixkHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHMuTea AD| (He3HaYHI 3MiHN Yy
3aTBEPKEHNX MeTofax BUNpobyBaHHs)
He3HauHi pedakuiviHi 3mMiHK y napameTpax
cneuudikauii Ta MeToAi BUNpoOyBaHHS 3a
nokasHukom «MikpobionoriyHa ymcrtoTar.
3MmiHu Il Tuny - 3MiHm 3 sikocTi. ADL. (iHWi 3miHK) -
BHECEHHS 3MiH 40 MaTepianiB peecTpauinHoro
[OCbE Y BifnoBigHOCTI O OHOBEHMX MaTepianis
DMF Bupo6Huka, a came: aktyanisauis
cneundikadii Ta meTogis koHTponto AdI 3a
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

nokasHmkammn «Onucy, «Po34nHHICTbY,
«lgeHTudikauis», «pH», «CynpoigHi AOMILLKMY,
«MeTaHony, «<AMOHIN», «Xnopugmny, «Baxki
meTanuy», «ApceH», «BinbHa dpocdopHa
Kucnotay, «BTpata B Maci npu BUCYLLYBaHHI»,
«BbakTepianbHi eHAOTOKCUHWY, «KinbKicHe
BM3HAYEHHS» (3aNpONOHOBaHO: ...He MeHLue 98,0
% i He 6inbwe 102 %...). loaaTkoBO BHECEHO
KOHTPOJb 3@ NOKa3HWKOM «3aniso». BunyyeHo
nokasHuk «BenuumHa nponyckaHHs».
MepeHeceHHs koHTponto AD| 3a nokasHMKamm
«AMOHI», «ApceH», «3aniso», «Baxki meTanm»
3a anbTepHaTMBHOK METOAMKOLO 3rigHO
MoHorpadii. [Ana Bu3HaveHHs «bakTepianbHux
€HIOTOKCUHIBY» NPOMOHYETLCSA anbTepHaTUBHUI
MeTof — MeTof renib-Tpomb TecTy (Metog A).

164.

MO®ILNH

PO34MH ANS iHDY3iN,
400 mr/250 mn no
250 Mn po34nHy y
cdrnakoHax; no 1

cnakoHy y
KapTOHHil kopobui

TEXHOIAK
MAHY®EKY
E NIMITEQ

Ipnangis

AHOAPM XEJNAC C.A.

Ipeuis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI
€Bponewicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikata
BignoBigHoCTi abo BUNy4YeHHs ceptudikara
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®l; ona BuxigHoro
maTepiany/peareHTy/NpOMIXHOIO NPOAYKTY, LLO
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - HoBuin ceptudikat
Bifj HOBOro BNpOBHMKa (3aMiHa abo JONOBHEHHS)
noAaHHs HoBoro cepTtudikata BigNoBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 2014-101-
Rev 00 ans gitoyoi peyosuHn Moxifloxacin
hydrochloride Monohydrate Big HoBoro Bupo6Huka
ARAGEN LIFE SCIENCES PRIVATE LIMITED
(BonoBHEHHs A0 3aTBEPAXEHOro BUPOBHMKA
Aurobindo Pharma Limited, IHgis).

3a
peuenmom

UA/19742/01/01

165.

MYKONBAH

PO34MH ANS iH'EKLN,
7,5 mr/mn; no 2 mn B
amnyni, no 5 amnyn
y nauvui 3 KapToHy;
no 2 mn B amnyni,
no 5 amnyny
GnicTepi, no 1
Gnictepy y navdi 3
KapTOHY

ToBapucTBo
3
obGMexeHo
Bignosiganb
HiCTIO
"®apmaueBT
MYHa
KOMNaHis
"3popos's"

YkpaiHa

KOHTPOI1b SKOCTI, BUNYCK

cepii: ToBapucTBo 3
obMexeHow
BignoBiganbHiCcTIO
"[locnigHuin 3aBog
"'HUNC", YkpaiHa; BCi
ctagii BupobHuLTBa,

KOHTPOIb SKOCTI, BUNYyCK

cepii: ToBapucteo 3
oBMexeHo
BiANOBiganbHICTHO
"®apmaueBTnYHa
KoMmnaHisi "3gopos's",

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3miHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO MikapCbkoro 3acoby
(BMNYYEHHS HE3HAYHOrO NoKasHuKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cMak,
abo igeHTUdIKaLis 6apBHUKIB Y1 CMaKOBUX
nob6aBok)) BunyyeHHs 3actapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTb» Y 3B’513KYy 3 BTPATO
YMHHOCTI Ta BUNyYeHHaM 3 EP

3a
peuenmom

UA/0713/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
YkpaiHa
166./ HATPIIO PO34MH ANS iH'eKLN, TOB Ykpaina TOB "BIOJIIK ®PAPMA" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/11142/01/01
TIOCYJIb®AT- 300 mr/mn, no 5 mn "BIOJIIK 3MinHn | TMny - 3MiHK 3 siKOCTi. [OTOBUI NikapCbkui peuenmom
BIONIK B amnyni; no 10 DAPMA" 3aci6. KoHTponb roToBOro nikapcbkoro 3acofy.
amMnyn B nauuj; no 5 3miHa napameTpiB cneuudikauin Ta/abo
M B amnyni; no 5 [ONyCTUMMUX MEX roTOBOTO fikapcbKoro 3acoby
amnyn y 6nictepi; no (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
2 6nicTepu y nayui 3acTapinoro NoKasHMKa, Takoro Sk 3anax Ta cMak,
abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
no6aBok)) - BunyyeHHs 3i cneumdikauii M3
nokasHuka "AHomManbHa TOKCUYHICTL" 3
Bi4NOBIgHMM MeTOA0M BUNPOGYBaHHS. 3MiHu |
TMny - 3MiHK 3 AKOCTI. F0TOBUIA NikapcbKuii 3aci6.
(iHwWi 3MiHW) - OHOBNEHHSA BXE 3aTBEPAXEHNX
MeTOAIB KOHTPOIIO SIKOCTi fikapcbkoro 3acoby, a
came BUKNageHHs TEKCTY ePXXaBHOK MOBOIO
3rigHO Cy4aCHMX BUMOT.
167.| HEO®IIH TabneTtku MpAT YkpaiHa MpAT "®apmaueBTyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiHMXx maTtepianis: 3a UA/3793/01/02
NPOJIOHrOBaHOI Aii "®apmanest dipma "JapHunua" 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar peuenmom
no 300 mr; no 10 nyHa cipma BignosigHocTi/E-cepTudikaT BiANoBIigHOCTI
Tabnetok y "OapHuus" €Bponecbkin dapmakonei/MoHorpadii. 3miHu,
KOHTYPHIW noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
YapyHKOBIN BiAMOBIAHICTb A0 MoHorpadii AdPY abo
ynakosui; no 5 €Bponelcbkoi hapmakonei, abo iHLwoi
KOHTYPHUX HauioHanbHoi bapmakonei aepxasu €C (iHLwi
YapyHKOBUX 3MiHK) 3MiHa A0 cneundikauii BXiGHOTO KOHTPOIO
yrnaKkoBOK y navui i3 BigNOBIAHMMM METO4AMW KOHTPOSIO SKOCTi Ha
OOMOMiKXHY peyoBuHY MarHii cteapar 3a
nokasHukamu «KncrnoTHICTb abo NyXHIiCTby,
«KinbkicHe BU3Ha4YeHHs», «laeHTudikauisy,
«Onucy», «Cynbgatuy, «Xnopugu», «Kagminy,
«CBuHeuby, «Hikenb», «BTpaTa B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa umctota» ans
npuBeaeHHs 4o BUMOT MoHorpadii €
«Magnesium stearate» 3 ypaxyBaHHAM CTUMICTUKN
Ooy.
168.| HEO®INIH Tabnetku MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/3793/01/01
NPOJIOHrOBaHOI Aii "®apmaneBT dipma "JapHunua” 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar peuenmom
no 100 mr; no 10 nyHa cipma BignoBigHocTi/'E-cepTudikat BianoBigHOCTi
Tabnetok y "NapHuus" €Bponelickkint hapmakonei/moHorpadii. 3MiHu,
KOHTYPHiW noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
YapyHKOBIN BiANOBIAHICTb A0 MoHorpadii AdY abo
ynakoBLj; no 5 €Bponelicbkoi hapmakonei, abo iHwoi
KOHTYPHUX HauioHanbHoi bapmakonei aepxasu €C (iHLwi
YapyHKOBUX 3MiHW) 3MiHa 4o cneuudikauii BXiGHOTO KOHTPOIto

yNaKkoBOK Yy naui

i3 BigNOBIAHMMM METO4AMM KOHTPOIKO AKOCTi Ha
OOMOMiXHY peyoBuHY MarHii cTeapar 3a
nokasHukamu «KucnoTHicTb abo nyxHicTby,
«KinbkicHe BU3Ha4YeHHs», «laeHTudikauisy,




115

[TponoBkeHHs JoaaTka 3

Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

«Onuey», «Cynbdatuny», «Xnopugmn», «Kagminy,
«CBuHeUby, «Hikenb», «BTpaTa B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa unctota» gns
npvBeAeHHs Jo BUMOr MoHorpadii €
«Magnesium stearate» 3 ypaxyBaHHAM CTUMICTUKN
Ooy.

169.

HIBANIH

Tabnetku no 5 Mr no
10 ab6o 20 TabneTok
y 6nicTepi; no 1
Gnictepy B
KapTOHHIN navui

AT
"Codpapma”

Bonrapis

AT "Cocbapma"

Bonrapi
A

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:
3MiHn | Tvny - 3mikn wWopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHUX MNpPo CUcTemy
dapmakoHarnagy (BBe4eHHs y3aranbHEeHUX AaHnx
npo cucteMmy apmMakoHarnsgy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
34icHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif] YyNOBHOBaXeHOI 0cobu, BiANOBiAansHOI 3a
3piicHeHHs dhapmakoHarnagy (BKnroYvarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-cavina cuctemmn capmakoHarnagy) 3miHa
KOHTaKTHMX AaHWX YNOBHOBaXeHOi ocobu
3asBHMKa, BigNOBiganbHOI 3a hapmakoHarnag.
3MiHa KOHTaKTHMX AaHMX KOHTaKTHOI 0cobu
3asBHMKa, BiaNOBIAanNbHOI 3a hapmakoHarnag B
YkpaiHi.
3MiHa MicLie3HaxomKeHHs MacTep-daina
cucTeMu chapmakoHarnsgy. 3miHa micust
3[iNCHEHHS OCHOBHOI AisiNbHOCTI 3
dapmakoHarnsgy

3a
peuenmom

UA/3335/02/01

170.

HIBANIH

Tabnetku no 10 mr
no 10 tabnetok y
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHIN navui

AT
"Codpapma”

Bonrapis

AT "Cocpapma"

Bonrapi
o

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta phapmakoHarnsaay. BeegeHHs abo 3miHv oo
y3aranbHeHWUX JaHUX Npo cucTtemy
hapmakoHarnsiay (BBeAEHHS y3aranbHEHUX AaHWX
npo cuctemy papMakoHarnsagy, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA
Bi yNnoBHOBaXeHOT ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYa4m
KOHTaKTHi AaHi) Ta/abo 3MiHW y po3MiLLEeHHi
mMacTtep-darina cuctemu hapmakoHarnsgy) 3miHa
KOHTaKTHMX AaHNX YNOBHOBAaXeHOi 0cobu
3asBHVKa, BignosiganbHoI 3a hapmMakoHarnsa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3as1BHMKA, BignoBiganbHoi 3a hapmMakoHarnsg B
YkpaiHi.
3miHa MicLe3HaxooXeHHs MacTep-darina

3a
peuenmom

UA/3335/02/02
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cuctemun chapmakoHarnsgy. 3MiHa micus
3AiNCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
dapmakoHarnsgy

171.

HIBANIH

PO34MH ANs iH'EKLIN,
1 mr/mMn, no 1 mn B
amnyni; no 10 amnyn
y 6nictepi; no 1
6nictepy B
KapTOHHIN nayui

AT
«Codapmar»

Bonrapis

AT «Codpapma»

Bonrapi
A

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKkTepuCTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHs Ta iHCTPYKLIT A4ns Mean4Horo
3acTocyBaHHS Ha NMiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo sk pe3ynbTaT OLiHKM 3BITY 3 AOCHiAXEeHb,
npoBeAeHVX BIAMOBIAHO A0 NraHy neaiaTpuyHnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHoMm).
3MiHu BHeceHo A0 IHCTPyKLii ANg MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"OcobnuBocTi 3acTocyBaHHsA" LWodo 6e3neku
3acTOCyBaHHS Ail040i PEYOBUHW ranaHTamiH
BignoBigHo go pekomeHaauin PRAC.

3a
peuenmom

He
nionse
ae

UA/3335/01/01

172.

HIBANIH

PO34MH ANis iH'EKLIN,
2,5wmr/Mnno 1 mnB
amnyni; no 10 amnyn
y bnicTepi; no 1
6nictepy B
KapTOHHIN navui

AT
«Codapma»

Bonrapis

AT «Codpapma»

Bonrapi
A

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TUny - 3MiHK Wwopo 6esnekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepuCTULi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4nA Mean4Horo
3aCTOCYBaHHA Ha MiACTaBi perynspHo
OHOBIOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHWi nepios,
abo siK pe3ynbTar OLiHKM 3BiTY 3 LOCTIIXEHb,
NpOBeAEHNX BIANOBIAHO A0 NNaHy negiatpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHVM YNOBHOBaXX€HUM OPraHoM).
3MiHM BHeceHo [0 [HCTpykuii ons MegnyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
"OcobnuBocTi 3acTocyBaHHA" Woao 6e3neku
3acTOCyBaHHS Ail040i PEYOBUHW ranaHTamiH
BignoBigHo Ao pekomeHaauii PRAC.

3a
peuenmom

He
nionsie
ae

UA/3335/01/02

173.

HIBANIH

PO34MH ANs iH'EKLIN,
5wmr/Mnno 1 mne
amnyni; no 10 amnyn
y 6nictepi; no 1
6nictepy B
KapTOHHIN navui

AT
«Codhapmar

Bonrapis

AT «Codpapma»

Bonrapi
a

BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis:
3MiHuM | TUNY - 3MiHK Wopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHsI Ta iHCTPYKUiT Ans Mean4Horo
3aCTOCYBaHHSA Ha MiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Meku NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo siK pe3ynbTarT OLiHKM 3BiTY 3 JOCTiIKEHb,

3a
peuernmom

He
nionsie
ae

UA/3335/01/03
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npoBeAeHnX BignNoBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkens (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBa)XXEHVMM OpraHom).
3MiHM BHeceHo [0 [HCTpykLii gns MeguyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby Ao po3ainy
"OcobnmBocTi 3acTocyBaHHsA" LWoAo 6e3neku
3aCTOCyBaHHSA fit040i pe4yoBMHN ranaHTamiH
BignoBigHo Ao pekomeHaauin PRAC.

174.

HIBANIH

Tabnetkn no 5 mr no
10 abo 20 TabneTok
y 6nictepi, no 1
Gnictepy B
KapTOHHIN nayui

AT
"Codpapma”

Bonrapia

AT "Cocbapma"

Bonrapi
El

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUiT ANa MeanYHOro
3acToCyBaHHS Ha MiACTaBi perynspHo
OHOBJOBAHOIO 3BiTy 3 6€3nekn Nnikapcbkoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo sik pe3ynbTaT OLiHKM 3BiTY 3 LOCHIMKEHb,
npoBeAEeHUX BigNOBIAHO A0 NnaHy negiaTpudHnX
pocnimpkenb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YTNOBHOBaXXE€HWM OpraHom)
3MiHM BHeceHo [0 [HCTpykLii gns MegnyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3giniy
"OcobnuBocTi 3acTocyBaHHsA" LWoAo 6esneku
3aCTOCyBaHHS Lilo40i pevyoBMHU ranaHTamiH
Bi4NoBigHO A0 pekoMmeHaauin PRAC.

pa
peuenmom

He
nidnsie
ae

UA/3335/02/01

175.

HIBANIH

Tabnetku no 10 mr
no 10 tabnetok y
6nictepi, no 1 abo 2
Gnictepu B
KapTOHHIN navi

AT
"Codpapma”

Bonrapis

AT "Cocpapma"

Bonrapi
o

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta cbapmakoHarnagy. 3miHa y KopoTKiv
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKLiT A4nA Mean4Horo
3acToCcyBaHHS Ha MiAcTaBi perynspHo
OHOBOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicrnspeecTpauiiiui nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIOXEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnimpkenb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHM BHeceHo Ao IHCTpyKLii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao po3gainiy
"OcobnuBocTi 3acTocyBaHHs" Woao 6e3neku
3aCTOCyBaHHS Lilo40i pevyoBUHN ranaHTamiH
Bi4NoBigHO A0 pekomeHaauin PRAC.

pa
peuenmom

He
nionsie
ae

UA/3335/02/02

176.

HITPOCOPBIA

Tabnetku no 10 mr
no 50 Tabnetok y
6aHui; no 1 6aHLi B
nauyui 3 KapToHy; Nno
10 TabreTok y

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB® «MIKPOXIM»
(BUpobHMYa pinbHULA (BCi

cragii BUpobHu4oro
npouecy);

BiZNoBiganbHMA 3a BUNYCK

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MiHM | Tuny - 3MiHK 3 siKoCTi. [OTOBMIN NiKapCbKuiA
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIHO SKOCTi FOTOBOIO NiKapCbKoro 3acoby

3a
peuernmom

He
nionsie
ae

UA/6831/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
Gnictepi; no 5 cepii, He BKOYaoum (3amiHa abo gogaBaHHS BUPOBOHMKa, LLO
6nicTepis y nayui 3 KOHTPONb/BUNPODBYBaHHS BianoBsigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
KapTOHY cepii) BKITHOYAK04M KOHTPOSIb/BMNPOBYBaHHSA cepii.
[opaBaHHs BupobHuka M3, BignosigansHoro 3a
BWMYCK Cepii, He BKNOYa4n
KOHTpornb/BunpobyeaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwi, Byn. ByaiHayctpii, 6ya. 5). 3MiHM BHeceHi B
IHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu "BupobHuk",
"Micue3HaxomkeHHs BUpoBHMKa Ta 1oro agpecu
MicUA NPOBaAXeHHS QiaNbHOCTI" 3 MOXIMBICTHO
OpYKyBaTW OKpeMi iHCTPYKLiT 4Nns MeguyHoro
3aCToCyBaHHSA NikapcbKoro 3acoby ans
BigMNoBigHMX BUPOOHMKIB Ta sik HAcNigoK nosisa
yNaKoBOK fikapcbkoro 3acoby Ans ogaTkoBmx
BMPOGHWKIB. BBEAEHHS 3MiH MpOTAromM 6-Tn
MicsaUiB Micnsa 3aTBEpPAXEHHS.
177 HOPAOPEHAII | koHueHTpaT ans JTabopaTopi dpaHuis JlabopaTopis AretaH dpaHuis BHECEHHS 3MiH 40 peecTpauiiHMx maTtepianis: 3a UA/4671/01/01
HY TAPTPAT pOo34nHy AnA A AreTaH 3minn | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI peuernmom
ATETAH 2 iHdy3in, 2 mr/mn; no CAC Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
Mr/mn (Be3 4 mn abo 8 mny y3aranbHEeHUX 4aHux Npo cuctemy
CYNb®ITIB) amnyni; no 5 amnyn dapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX AaHnX
y 6nicTepi; no 2 npo cuctemy dapmakoHarnsgy, amiHa
Gnictepu y yrnoBHOBaxeHoI ocobu, BignosigansHoi 3a
KapTOHHIl kopoOLi 3iicHeHHs1 hapMakoHarnagy; KOHTaKTHoOIi ocobu 3
hbapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHa
Bif yNOBHOBaXeHOI 0cobu, BiAMOBiAanbHOI 3a
3[iCHeHHs hapmakoHarnagy (BKroYa4m
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLLeHHi
MacTep-canna cuctemy chapmakoHarnsaay) 3miHa
KOHTaKTHMX JaHWNX YNOBHOBaXEHOi 0cobu
3asBHVKa, BignosiganbHoI 3a dapMakoHarnsg.
178./ HOXLUABEPWUH | posuuH ons iH'ekuin, | ToBapucTBO YkpaiHa KOHTPOb SIKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a UA/0591/01/01
"o3" 20 mr/mn, no 2 mn B 3 cepii: ToBapucTBO 3 3MmiHu | TUNy - 3MiHK 3 gKkocTi. FoTOBMIA Nikapcbkui peuenmom
amnyni; no 5 amnyn obmexeHo obmexeHo 3aci6. KoHTponb roToBoro nikapcbkoro 3acooy.
y nayui 3 KAapTOHy; Bignosigans BiAMOBIAANbLHICTIO 3miHa napameTpiB cneuudikauin Ta/abo
no 2 mn B amnyi; HiCTIO "OocnigHuin 3aBog [0nNyCTUMUX MEX rOTOBOTO fikapcbkoro 3acoby
no 5 amnyny "®apmaueBT "'HUNC", YkpaiHa; BCi (BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
Gnictepi; no 1 M4yHa cTagii BupobHuuTBa, 3acTapinoro NokasHuKa, Takoro sik 3anax Ta cMak,
Gnictepy B nayui KOMnNaHis KOHTPOMb SIKOCTi, BUNYCK abo ineHTUdiIKaLis GapBHUKIB YU CMaKOBUX
"3popos's" cepii: ToBapucteo 3 nob6aBok)) BunyyeHHs 3actapinoro nokasHuka
obMexeHow «AHOMarnbHa TOKCUYHICTb» Yy 3B’sI3Ky 3 BTPATO
BignoBiganbHiCcTIO UYMHHOCTI Ta BUNyYeHHsiM 3 EP
"®apmaueBTnYHa
KomMmnaHis "3gopos’a”,
YkpaiHa
179.| OKCon PO34YMH ANIs iH'EKLIN, Mini Benuka BeHyc Pemegic Jlimiteq IHAis BHECEHHS 3MiH 10 peecTpaLiHMX MaTepianis: 3a UA/4065/01/01
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n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
2 mr/mn, no 25 mn Xernckepe BpuTaHis 3MiHun Il TMny - 3milm 3 sikocTi. A®l. BUpoGHUUTBO. peuenmom
abo 50 mny Timiteq 3MiHa BUpOBHUKa BUXiAHOTO/MPOMIXKHOTO
dnakoHi, no 1 npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
dnakoHy y BUpoGHMYOMY npoueci AP, abo 3miHa BUpoGHMKa
KapTOHHiIl kopobuyi (Bkntovatoum, ae HeobxigHoO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei y 3aTBepAXXeHOMY AOCLE)(BBEOEHHS
HoBOro B1po6Huka AP| 3 HagaHHSM macTep-
canina Ha A®l) BBegeHHs ogaTkoBOro
BUpOGHMKa AD| 3 HagaHHSAM MacTep-anna Ha
AdI Jiangsu Hengrui Medicine Co.Ltd., Kutan go
BXe 3aTBepakeHoro BupobHuka Heraeus Precious
Metals GmbH & Co. KG, HimeydnHa
180. ONIQETPUM® Kancynm m'siki, dapmanesT Monbwa BUPOBHMUTBO, NEPBUHHE, Monbwa BHECEHHS 3MiH 4O peecTpauiiHMx maTtepianis: 3a UA/20119/01/01
03 ®OPTE 10000 MO no 15 WNYHWI 3aBOA BTOPWHHE MaKyBaHHS, 3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui peuenmom
Kancyn y 6nicrepi; "MOJIb®AP KOHTPOMb Ta BUMYCK cepii 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
no 2, abo no 4, abo MA" C.A. (noBHWUIA BUPOGHMYMIA 3MiHa y MeTofax BMnNpobyBaHHsi rOTOBOMO
no 6 Gnictepis y uukn): dPapmaueBTUYHWUIA nikapcbkoro 3acoby (He3HayHa 3MiHa y
KapTOHHIN kopobLi 3aBog «[MOJIbAAPMA» 3aTBepAKeHVX MeTofax BUNpobyBaHHs) HeaHauHi
C.A. Bigpin MepnaHa B 3MiHM y 3aTBEpAKEHOMY MeTofi BUNpobyBaHHS
Cepagsi, Monbwa «CynyTHi JOMiLWKN»
181.| OJIPEH® -75 PO34MH AN iH'EKLIN TOB «TeBa YkpaiHa Mepkne 'm6X, HimewunHa | Himeuun BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/5122/01/01
no 2 mn B amnyini, YkpaiHa» (BMPOGHUK, SKUIA Ha 3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui peuenmom

no 5 amnyny
KopobLi

BianoBigae 3a
BMPOGHMLITBO NPOAYKTY in
bulk, nepBuHHe
nakyBaHHsi, BTOPUHHE
nakyBaHHs, BUNYCK cepii;
BMPOGHUK, SKUIA
BignoBigae 3a KOHTPOIb
cepii)

3aci6. 3MiHN y BUpobHMUTBI. 3MiHM BUNpoOyBaHb
abo fonMyCTMUX MeX, BCTAHOBIEHNX Y
cneuudikauisix, nig Yyac BUpoGHMLTBA rOTOBOrO
nikapcbkoro 3acoby (4ofaBaHHSA HOBOrO MeToAy
BMNpobyBaHHS Ta AONYCTUMUX MEX) 3MiHN Y
BMPOOHMYOMY MpoLieci, a came AoAaBaHHSA BUMOTA
LLIOA0 KOHTPOSIO DiOHaBaHTaXEHHS.
3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NiKapCbKui
3aci6. 3MiHn y BUpOGHMUTBI. 3MiHW Y Npoueci
BMPOOHMLITBA FOTOBOTO fikapCbKoro 3acoby,
BKIT0HAI04MN NPOMIDKHUIA NPOAYKT, WO
3aCTOCOBYETHCS NMPY BUPOOHULTBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLUTBA) He3HayHi 3MiHn y BUpOBHUYOMY
npoLeci, a came 3a3Ha4yeHHs fianasoHy
TemnepaTtyp ANs KOHTPOIO B MPOLIEC
BMPOGHMLUTBA. 3MiHM | TUNY - 3MiHM 3 AKOCTI.
[oToBMI Nikapcbkuit 3aci6. 3MiHWM Yy BUPOBHULITBI.
3MiHu y npoueci BUpoOHMLTBa rOTOBOrO
nikapcbKoro 3acoby, BKIMoYaym NpoMiKHUA
NMPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULTBI
roTOBOrO fikapCbKoro 3acoby (HesHayHa 3MiHa y
npoteci Bupo6HuuTBa) OHOBMNEHHSI BUPOBHUYOT
dopmynu 3 METO BiJOOPaKeHHs1 (HaKTUYHOTO
npouecy.
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3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NikapCcbkni
3aci6. 3MiHM y BUpOBHMLTBI. 3MiHM BUNPOOYyBaHb
abo fonycTMUX MeX, BCTAHOBIEHNX Y
cneumdikauisx, nig Yac BUPOOHULTBA rOTOBOTO
nikapcbkoro 3acoby (iHLwi 3MiHW) BunyyeHHs
KOHTPOJIO NYCTUHU B NpoLeci BUpobHuutea M13.
HasBa gito4oi pedoBunHM 3MiHeHO 3 JligokaiHy
rigpoxnopug Ha JligokaiHy rigpoxnopug
MOHoOrigpaT BignoeigHo 4o sumor € 9.6. Lis
3MiHa Byna 3aTBepapkeHa nif Yac OHOBIIEHHS
CED, ToMy OHOBNEHO Ha3BY Ajil040I PEYOBUHM
3a3HayeHo y posginax 3.2.P.3.2 cknag Ha cepito
Ta 3.2.P.3.3. Onuc BnpobHM4oro npouecy Ta
KOHTPOIO NpoLiecy.

182.

OMHALPEH®
250

PO34MH OniHUIA Ana
iH'ekuin; no 1 MmNy

amnyni; no 5 amnyn
Y KapTOHHIl kopobui

TOB "bayw
Xenc"

YkpaiHa

dapmsaBog €nbca A.T.

MNonbla

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiAnoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa
BigNoBigHOCTI abo BUny4eHHs ceptudikara
BifNoBigHOCTI €Bponeinchkin dapmMakonei: ons
A®l; ona BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin dpapmakonei) - OHOBNEHWU
cepTudikaT Big yxke 3aTBepaKeHOro BUpobHUKa
MNoaaHHsa oHosneHoro CEP R1-CEP 2015-296-
Rev 00 (nonepeaHs Bepcis RO-CEP 2015-296-Rev
00) ans Aitoyoi pevoBUHM TECTOCTEPOHA
nponioHaTa BupobHuutea STEROID S.P.A., y
3B’A3KY 3i 3MIHOIO agpecu BUPOBOHMKIB MPOMIXKHMX
npoaykTiB
3atBepaxeHo Name of holder STEROID S.P.A.
Viale Spagna 156 Italy-20093 Cologno Monzese
Site of intermediate(s) Productos Quimicos
Naturales S.A. De C.V. Domicilio Conocido Ojo De
Agua Mexico-94450 Ixtaczoquitlan, Veracruz
Pharmacia & Upjohn Company 7000 Portage
Road United States AM.- 49001 Kalamazoo.
Michigen BAYER PHARMA AG Ernst-Schering
Strasse 14 Germany-59192 Bergkamen
Production of Testosterone propionate: STEROID
S.P.A. Viale Spagna 156 Italy-20093 Cologno
Monzese
3anponoHoBaHo Name of holder STEROID S.P.A.
Viale Spagna 156 Italy-20093 Cologno Monzese
Site of intermediate(s) Productos Quimicos
Naturales S.A. DE C.V. Avenida Reforrma No. 46

3a
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Colonia Potrerillo Mexico-94450 Ixtaczoquitlan,
Veracruz de Ignatio de la Liave Pharmacia &
Upjohn Company 7000 Portage Road United

States AM.- 49001 Kalamazoo. Michigen BAYER
PHARMA AG Ernst-Schering Strasse 14
Germany-59192 Bergkamen Production of
Testosterone propionate: STEROID S.P.A. Viale
Spagna 156 Italy-20093 Colognho Monzese

183.

OPTO®EH-
300POB'A
®OPTE

TabneTkn, BKpUTI
o6onoHKoto,
KWLLIKOBOPO34MHHI MO
50 wr, no 10
TabneTtok y Gnictepi;
no 1 abono 3
Gnictepu B
KapTOHHIl kopobui

ToBapucteo
3
obmexeHo
Bignosiganb
HiCTIO
"®apmaueBT
M4YHa
KOMNaHis
"3popos'a”

YkpaiHa

BCi cTagii BUpobHmuTBa,
KOHTPOJb SIKOCTi, BUNYCK
cepil:
ToBapucTBO 3 06MEXEHOD
BigNoBiganbHIiCTIO
"®apmaueBTNYHa
KoMnaHisi "3gopos'a”,
YkpaiHa
BCi cTagii BUpobHMUTBA,
KOHTPOJb SIKOCTi, BUNYCK
cepil:
ToBapucteo 3 obmexeHoro
BigNoOBiganbHIiCTIO
"®APMEKC I'Pynmn",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHu | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKMit
3aci6. 3MiHn y BUpobHULTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapcbKoro 3acoby
(3amiHa abo gogaBaHHS BUPOBOHMKa, LLIO
Bignosigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKITHOYAK04M KOHTPOSIb/BUMNPOBYBaHHSA cepii.
[opaBaHHs BUpOOHMYOT AinbHULI, WO Bignosigae
3a Bunyck cepii TOB “©APMEKC I'PYTIT”, YkpaiHa
(Ykpaina, 08301, Kniscbka 0611., M. Bopucninb,
Byn. LWesyeHka, 6ya. 100). 3MiHn BHeceHi B
po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs
BMpOGHMWKa Ta agpeca Micus NpoBagXXeHHs Moro
OisnbHOCTI" B IHCTPYKLUilO ANs MeANYHOro
3aCTOCYBaHHSA y 3B"A3Ky 3 BBEOEHHAM A40AAaTKOBOI
BMPOGHMYOI AinbHULI Ta sIK HAacnigokK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHS YMakoBKU MiKapCbKOro
3acoby. BBeaeHHsi 3MiH npoTsrom 6-Tu micsauis
nicns 3aTBepaXKeHHs. 3MiHu | Tuny -
AaMiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu MicLs NPoBamMKEHHS OiSnbHOCTI
BMPOGHMWKa/imnopTepa roToBoro nikapcbKoro
3aco0y, BKMoYa4m AinbHuULi BUNycKy cepii abo
MicLie NpoBeAEHHS KOHTPOIO SIKOCTI. (isiNbHICTb,
3a siKy Bignosigae BUpoGHMK/imnopTep,
BKITHOYaK0UM BMMYCK Cepill) 3MiHa agpecu mMicus
NpoBaXeHHs OisnbHOCTi BUPOGHMKA rOTOBOrO
nikapcbkoro 3acoby BignosiganbHOro 3a BCi cTagii
BMPOGHMLTBA, KOHTPOINb SKOCTI, BUNyck cepii TOB
“©OAPMEKC I'PYI”, YkpaiHa, 6e3 3miHu micus
BUPOGHMLUTBA. BBEAEHHS 3MiH NpoTsrom 6-Tu
MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHn
oo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy
(iHLWi 3MiHWK).

HesHauHi 3MiHM B TEKCTi MapKyBaHHS NepPBUHHOI
Ta BTOPWHHOI YNakoBKW fikapcbkoro 3acoby, a
TaKoX BUITyYeHHs1 iHpopmalii, 3a3Ha4veHo|
pociicbkoto MoBOK. BBeaeHHs 3miH npoTsrom 6-Tu
MicsiLiB nicns 3aTBepAKEHHS

3a
peuenmom
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184.

OTPUBIH

crpew HasanbHuin,

rcK

LLiBevuapi

"CK KoHcblomep Xenckep

Lsenua

BHECEHHS 3MiH [0 peecTpauinHnxX maTtepianis:

6e3

UA/5206/02/01
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pososanui 0,1 %; KoHcblomep A CAPI pis 3MiHu | Tuny - 3MiHK 3 sikocTi. [OTOBMI Nikapcbkui peuenma

no10 mny Xenckep 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.

nonimepHomy CAPN 3miHa napameTpiB cneundikadi Ta/abo

dnakoHi 3 O0NyCTUMMUX MEX roTOBOTO flikapcbKoro 3acoby

posnunoBavem; rno (BHECEHHSA 3MiH 4O AOCHLE MiCMsi OHOBMEHHS

1 conakoHy B 3aranbHOI CTaTTi Ha roToBY fikapcbKy hopMy Y

KapTOHHIl kopobui

[oY/Esponelichbkii hapmakonei) 3mMiHn y
napameTpi cneundikadii «OgHOPIgHICTb 403K, WO
[OCTaBNsETLCAY Nikapcbkoro 3acoby 3 MeTor
npuBeAEeHHS Y BiAMNOBIQHICTb 4O NOTOYHOIO
BuaaHHs EP (0676 Nasal preparations); He3HauHi
YTOYHEHHS [0 po3ainy gocke 3.2.P.5.6.
«OBrpyHTyBaHHs cneuudikauii» Woao ouiHku
PU3NKy AN HITPO3aMiHy BiANOBIAHO A0 CyYaCHWX
BuMor. 3miHu | Tuny - 3miHn 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y MeTogax BMnNpobyBaHHsSi rOTOBOMO
nikapcbkoro 3acoby (OHOBMNEHHS npoLieaypuv
BUNPOOYBaHHSA 4N NPUBEAEHHS Y BiANOBIOHICTb 3i
3MiHeHoto 3aranbHoto ctatteto APY abo
€Bponeiicbkoi hapmakonei) OHOBMEHHS Y MeTOAi
KOHTponto «OaHOopIAHICTL 403K, Lo
[OCTaBMSIETLCAY NikapcbKkoro 3acoby 3 MeTo
npuBeAEHHS Y BiAMNOBIQHICTb 4O MOTOYHOIO
BuaaHHs EP. 3minu | Tvny - 3miHm 3 skocTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo JONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (BHECEHHS 3MiH A0 A0ChE
nicrsi OHOBMEHHS 3aranbHOI CTaTTi Ha roTOBY
nikapcbky cdopmy y 1PY/EBponeiichkin
dapmakonei) 3miHV y napameTpi cneumdikauii
«CepefiHs 0o3a, Lo AOCTaBMSETLCA» NiKapCbKOro
3acoby 3 MeTo NpUBEAEHHS Y BiANOBIAHICTb 3
noTo4YHMM BuAaHHaM EP. 3milum | Tuny - 3miHun 3
skocTi. [oToBMI Nikapcbkui 3aci6. KoHTpornb
roToBOro fnikapcbkoro 3acoby. 3miHa y meTogax
BMNpobyBaHHs FOTOBOrO NikapCbKoro 3acoby
(oHOBMEHHSA Npouenypu BUNpobyBaHHA Anst
NpVBEAEHHS Y BiAMNOBIAHICTb 3i 3MiHEHOO
3aranbHoto ctatTeto Y abo €Bponencbkol
dapmakonei) OHOBIEHHSI y METOZAj KOHTPOIHO
«CepefiHs 0o3a, Lo AOCTaBMSIETLCA» NiKAapCbKOro
3acoby 3 METO NPUBELEHHS Y BiANOBIAHICTb 3
noToyHum BuaaHHam EP (0676 Nasal
preparations). 3miHu | Tuny - 3miHK 3 sKoCTi.
[oToBuWI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumdikauin Ta/abo 4ONYCTUMUX MEX FOTOBOIO
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nikapcbKkoro 3acoby (fonoBHeHHs cneumdikauii
HOBUM MOKa3HWKOM 3 BiAMOBiAHUM METOAOM
BUNpoOyBaHHs) JoAaBaHHSA NapameTpy
cneundikauii «KinbkicTb po3nuneHb 4ns O4HOro
KOHTeVHepay Ta BiAMoBiAHOro MeToay
BUNpobyBaHHA Ans nikapcbkoro 3acoby (EP0676

Nasal preparations). 3miHu | TMny - 3MiHM 3 SKOCTI.

['oToBWIN Nikapcbkuii 3aci6. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y MmeTogax
BUNpobyBaHHsi FOTOBOrO NikapcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpAKEHMX MeTofax
BUNPOOYBaHHS) BHECEHHS HE3HAYHMX 3MiH Y
mMeToaax KoHTponto «KinbkicHe BU3HaYeHHs
KCMnomeTasoniHy rigpoxnopuay, 6eH3ankoHito
Xnopuay Ta iHWKNX HEBU3HAYEHUX NPOAOYKTIB
posknagy metogom BEPX». 3anponoHoBaHi 3MiHM
He MaloTb BNMMBY Ha METOAMN KOHTPOMIO abo ix
Banigadito.

185.

NAHTEHON
CMNPEU

niHa HawukipHa, 4,63
r/100rno 130ry
KOHTEMNHepI nig,
TMUCKOM; Mo 1
KOHTEeWHepy B
KapTOHHIl kopobui

TOB "BAYLU
XENc"

YkpaiHa

BignosiganbHuii 3a BUNycK
cepin: Ap. MNepxapa ManH

XeM.-chapm. Pabpuk
'M6X, HimeuunHa/
Bupo6HuuTeo bulk,

nakyBaHHs1, KOHTPOIb

sikocTi: ACM Aepocon-
Cepsic ATl, LLisenuapis

Himevun
Ha/
Leenua
pis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
€Bponewicbkin dapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBreHoro cepTudikaTa
BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®Il; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOOHMLUTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkinn apmakonei) - OHOBMNEHW
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHuKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€Bponelicbkint hapmakonei Ne R1-CEP 1997-113-
Rev 03 (3atBepaxeHo: R1-CEP 1997-113-Rev 02)
ans gitoyoi pevosuHu Dexpanthenol Big yxe
3aTBepakeHoro Bupo6Huka DSM Nutritional
Products Ltd. 3minu | Tvny - 3miHun 3 skocTi. AdI.
KoHTponb A®I (iHwWi 3MiHK) - npvBeAeHHS:
crneundikauii Ailo4oi peYOBUHU AeKCnaHTEeHo N, WO
BVIKOPVICTOBYETbLCS Y BUPOOHULTBI NiKapCbKOro
3acoby Y BignoBiAHICTL 40 BUMOT MOHorpadii
Dexpanthenol gitoyoro BugaHHs EP.

6e3
peuenma

UA/4438/01/01

186.

NANABEPUH-
300POB'A

PO34MH ANis iH'EKLN,
20 mr/mn no 2 mn B
amnyni; no 10 amnyn
Y KapTOHHI kopobuy;
no 2 mn B amnyni;
no 5 amnyny

ToBapucTBO
3
obGMexeHo
BianoBiganb
HICTIO

"®apmaueBT

YkpaiHa

ToBapucTBO 3 OGMEXeHO

BignoBiganbHiCcTIO
"®apmaueBTnYHa
KomnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMKX MeX roTOBOro fnikapcbkoro 3acoby
(BMNYyYEHHS! HE3HAYHOrO NoKa3HKKa (Hanpuknag

3a
peuernmom

UA/4675/01/01
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
6nicTepi; no 2 nyHa 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cMak,
6nictepu y KOMMaHis abo ineHTUikaLis GapBHUKIB Y/ CMaKOBKX
KapTOHHi KOpooLyi; "3popos's" no6aBok)). BunydeHHsi 3acTapinoro nokasHuka
no 2 mn B amnyni; «AHOMarnbHa TOKCUYHICTbY Y 3B'A3KY 3 BTPaTOO
no 10 amnyny YMHHOCTI Ta BUMyYeHHAM 3 EP.
Gnictepi; no 1
Gnictepy B
KapTOHHi kopobui
187.| NAPALETAMO | cynosutopii ToBapucTBO YkpaiHa TOB "®APMEKC 'Pym" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTtepianis: be3 He UA/13185/01/02
n pekTanbHi no 150 3 3MiHn | TMNy - 3MiHK 3 sIKOCTi. [OTOBUI NikapCcbkni peuenma nidnsie
mr; no 5 obmexeHo 3aci6. CtabinbHicTb. 3miHa y TepMiHax ae
Cyno3nTopiiB y Bignosiganb npugaTHocTi abo ymoBax 36epiraHHs FOTOBOro
CTpwni; No 2 cTpmnu HiCTIO nikapcbKkoro 3acoby (36inbLIeHHs TepMiHy
B nayui 3 KAPTOHY "®apmaneBT npuaaTHOCTI rOTOBOrO MikapcbKoro 3acoby) - Ans
n4yHa TOProBOi yNakoBku (NigTBEPOXKYETLCA AaHUMU
KOMnaHisi peanbHoro Yacy) 36inbLUEeHHs TepMiHY
"3pnopos's" npvaatHocTi 13 nigTBepaxeHoro gaHumm
BUBYEHHSI CTabiNbHOCTI Yy peanbHOMY Yaci.
3artBepakeHo: TepMiH NnpuaaTHOCTI: 3 poku
3anponoHoBoHO: TepMiH NpUAaTHOCTI: 4 Poku
3MiHM BHeceHi B po3ain "TepMiH npyaaTHOCTI" B
iHCTPYKUil0 ONst MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby. BeegeHHst 3MiH mpoTarom 6-
TV MicAUiB NicNsa 3aTBEPOKEHHS.
188./ MAPALIETAMO | cynosutopii TosapuctBo YkpaiHa TOB "®APMEKC IrPymn" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: bes He UA/13185/01/01
n pekTanbHi no 80 mr; 3 3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NiKapCbkui peuenma nidnse
no 5 cynosuropiis y obmexeHo 3aci6. CtabinbHicTb. 3miHa y TepmiHax ae
cTpwvni; no 2 ctpunu Bignosigans npuaaTHocTi abo ymoBax 36epiraHHs rotoBoro
B nayui 3 KApTOHY HiCTIO nikapcbKoro 3acoby (36inbLIeHHs TepMiHy
"®apmaueBT npuaaTHOCTI rOTOBOrO fMikapcbkoro 3acoby) - Ans
n4Ha TOProBOi ynakoBKu (NiATBEPAXKYETECA AaHUMM
KOMMaHis peanbHoro Yacy) 36inbLUeHHS TEPMiHY
"3gopos's" npugaTHocTi [T13 nigTBepaXeHoro AaHnMm
BMBYEHHS1 CTabINbHOCTI y peanbHOMY Yaci.
3aTBepaxeHo: TepMiH npuaaTHOCTI: 3 poku
3anponoHoBoHo: TepMiH NpuaaTHOCTI: 4 poku
3MiHn BHeceHi B po3ain "TepMiH npuaaTtHocTi" B
IHCTPYKLUIilO Ans MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsrom 6-
TV MiCALIB Nicns 3aTBEPOKEHHS.
189./ NEHTOKCU®IN | posumH ons iH'ekuin, | ToBapucTBO YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3a UA/5524/02/01
IH-300OPOB'A 20 mr/Mnno 5 mn B 3 BianoBigansbHICTIO 3MmiHu | TUNYy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui peuenmom
amnyni; no 5 amnyn obmexeHo "®apmaueBTyHa 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
B KOpOOLi 3 KapTOHy; | BignoBiganb KoMnaHisi "3gopos's" 3miHa napameTpiB cneuudikadiv Ta/abo
no 5 mn B amnyni; HiCTIO [0nNyCTUMUX MEX rOTOBOTO fikapcbkoro 3acoby
no 5 amnyny "®apmaneBT (BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag,
6nicTepi; no 1 abo 2 n4yHa 3acTapinoro nNokasHuka, Takoro Sk 3anax Ta CMak,
Gnictepu B KOMNaHis abo ineHTUdIKaLis 6GapBHUKIB YN CMaKOBUX
KapTOHHIl kopobui "3gopos's" [o06aBok)) BunyyeHHst 3acTapifioro nokasHvka
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
«AHOMarnbHa TOKCUYHICTbY Y 3B'A3KY 3 BTPaTOO
YMHHOCTI Ta BUNy4YeHHsm 3 EP
190.| NIPALIETAM- PO34MH Ans iH'ekuin, | ToBapwucTBO YkpaiHa ToBapucTBo 3 obmexeHo | YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/7498/01/01
300POB'A 200 mr/mn no 5 mn B 3 BiAMNOBIAAMNbHICTIO 3MmiHu | TUNY - 3MiHK 3 aKocTi. FoToBMI NiKapCbKui peuenmom
amnyni; no 10 amnyn | obmexeHoto "®apmaueBTniHa 3aci6. KoHTpornb rotoBoro nikapcebkoro 3acoby.
Yy KapTOHHI kKopobui; | Bignosigans KoMnaHisi "3gopos's" 3miHa napameTpiB cneundikadi Ta/abo
no 5 mn B amnyni; HiCTIO [ONyCTUMUX MEX FrOTOBOTO fikapcbKoro 3acoby
no 5 amnyny "®apmanesT (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
6nicTepi; no 2 nyHa 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cMak,
Gnictepn B KOMNaHis abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
KapTOHHiI kopobuyj; "3popos's" no6aBok)). BunyyeHHs 3actapinoro nokasHuka
no 10 mn B amnyni; «AHOMarnbHa TOKCUYHICTb» Y 3B’s13Ky 3 BTPATO
no 5 a6o no 10 YMHHOCTI Ta BUIy4YeHHs M 3 EP.
amnyn y KapTOHHIl
Kopobui
191.| NIPUAOKCUHY | posumH ons iH'ekuin, | ToBapucTBO YkpaiHa ToBapucteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/8736/01/01
rippoxnorPun | 50 mr/mn; no 1 MnB 3 BiANoOBIganbHiCcTIO 3MiHu | Tuny - 3miHK 3 AKoCTi. FOTOBMIA NikapCbKM peuenmom
-300POB'A amnyni; no 10 amnyn | obmexeHoto "®apmMaueBTUYHa 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
Y KapTOHHI kopobui Bignosigans KomnaHis "3gopos's” 3miHa napameTpiB cneuudikauin Ta/abo
3 rneperopogkamu; HiCTIO [OMyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
no 1 mn B amnyni; "®apmaneBt (BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
no 5 amnyny n4yHa 3acTapinoro NokasHuka, Takoro sik 3anax Ta cMmak,
GnicTepi; no 2 KOMMaHis abo igeHTUdiIKauis 6apBHUKIB Y1 CMaKOBUX
Gnictepu B "3popos's" no6aBok)). BunydeHHsi 3acTapinoro nokasHuka
KapTOHHI KOpoOLyi; «AHOMarnbHa TOKCUYHICTb» Yy 3B’sI3Ky 3 BTPATO
no 1 mn B amnyni; YMHHOCTI Ta BUIyYeHHAM 3 EP.
no 10 amnyny
Gnictepi; no 1
6nictepy B
KapTOHHI kopobui
192.| NNABIKC® TabneTkn, BKpUTI TOB YkpaiHa CAHO®I BIHTPOIN PpaHuis BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a He UA/9247/01/01
obornoHkKoto, no 75 "CaHodi- IHOACTPIA 3minm Il TUny - 3miln Wwopo 6esnekn/edekTMBHOCTI | peyernmom nidnse
mr; Ne 28 (14x2): no ABeHTiC Ta chapmakoHarnsgy. 3miHW y KOpoTKiii ae
14 Tabnetoky YkpaiHa" XapaKTepuCTULi NikapcbKoro 3acoby, TEKCTi
6nicTepi; no 2 MapKyBaHHsI Ta iHCTPYKUiT A4ns Mean4Horo
Gnictepuy 3acTOCyBaHHS Y 3B’A3KY i3 HOBUMY AaHUMU 3
KapTOHHIl kopoOLi SAKOCTI, AOKNIHIMHUMMW, KNiIHIYHUMM OaHUMK Ta
AaHnMm 3 dpapmakoHarnsgy - 3MiHu BHeCeHi Ao
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3sginis "OcobnueocTi
3actocyBaHHs", "MobiuHi peakuii”. BBeaeHHs 3miH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
193.| NNATUDINIH- po34mnH Ang iH'ekuin, | ToBapucTBO YkpaiHa ToBapucTteo 3 obmexeHoto | YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/7976/01/01
300POB'A 2 mr/mMmnno 1 mn B 3 BiAMOBIAANbHICTIO 3MiHM | Tuny - 3MiHK 3 siKoCTi. [OTOBMIN NiKapCbKui peuernmom
amnyni; no 5 amnyn obmexeHo "®apmaueBTnYHa 3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
y bnicTepi; no 2 Bignosigans KomnaHis "3gopos's” 3miHa napameTpiB cneuudikauin Ta/abo
Gnictepu B HiCTIO [OMYyCTUMUX MEX rOTOBOTO MiKapCbKoro 3acoby
KapTOHHiIl kopobuyj; "®apmaueBT (BUNYYEHHS HE3HAYHOTO NOKa3HWKa (Hanpuknag,
no 1 mn B amnyni; M4yHa 3acTapinoro nNokasHuka, Takoro Sk 3anax Ta cMak,
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
no 10 amnyny KOMnNaHisi abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
6nictepi; no 1 "3popos's" no6aBok)). BunyyeHHs 3actapinoro nokasHuka
Gnictepy B «AHOMarnbHa TOKCUYHICTb» Y 3B’sI3KYy 3 BTPATO
KapTOHHi KOpoOLyi; YMHHOCTI Ta BUNyYeHHsM 3 EP
no 1 mn B amnyni;
no 10 amnyny
KapTOHHIl kopobLi 3
neperopogkamu
194.| NNETON Tabnetkun no 50 wr, CEM Kinp AT "Apameg ®apma” Monbwa BHECEHHS 3MiH O peecTpaLinHMX maTepianis: 3a UA/15004/01/01
no 10 Tabnetok y dapmachHoTi 3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI peuenmom
6nictepi; no 3 abo 6 Kanc Ta dhapmakoHarnsay (iHwi 3miHn) OHOBNEHHS
Gnictepis B JimiTen TEKCTY MapKyBaHHS YNakoBKW fikapCbKkoro 3acoby
KapTOHHIN ynakoBLj BignoBigHo 4o BMMor Hakaly MO3 Ykpainu Big
23.07.2015 p. Ne460. BBegeHHst 3MiH MpoTArom 6-
TN MiCALIB Nicns 3aTBepOKEHHS
195, NNETON Tabnetkn no 100 wr, CEM Kinp AT "Apameg ®apma” Monbwa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/15004/01/02
no 10 Tabnetok y dapmacbioTi 3minn | Tvny - 3miln wopo 6esnekv/edekTMBHOCTI peuernmom
6nictepi; no 3 abo 6 Kanc Ta papmakoHarnsay (iHwi 3miHn) OHOBMNEHHS
bnictepis B JlimiTen TEKCTY MapKyBaHHS1 YNakoOBKW MikapCbKoro 3acoby
KapTOHHIN ynakoBLii BignoBigHo Ao Bumor Hakady MO3 YkpaiHu Big
23.07.2015 p. Ne460. BeegeHHa 3MiH npoTarom 6-
TV MiCsILiB Micns 3aTBEPAKEHHSI
196./ NONDKUHAKC emynbcis JTabopaTopi PpaHuis Brpo6HuK, PpaHuis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/7254/01/01
BIPIO BariHanbHa y A IHHOTEK BigNOBiganbHUIM 3a TexHiyHa nomurnka (3rigHo Hakasy MOS Big peuenmom
Kancynax; no 3 IHTepHacbio nakyBaHHS!, KOHTPOTb i 23.07.2015 Ne 460) BunpaBneHHs TeXHiYHOI
Kancynu B 6nicrepi; Hanb BWMNYCK cepii: [HHOTepa nomMunkw, 3rigHo n.2.4. n.n. 4 posainy VI Haka3y
no 2 6nictepn y LLysi, ®paHuis; BupobHuk, MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
KapTOHHIl kopoOLi BignoBiganbHuMi 3a Haka3dy MO3 Ykpainu Big 23.07.2015 p Ne 460) y
BUPOBHMUTBO in bulk: 3miHax 4o MeToaiB KOHTPOIO SIKOCTi B pO3aini
KataneHT ®paHy, Cneuudikauis (nokasHuk laeHTugikauis
Bentxenm CA, ®paHuis; MonimikcnHy B cynbdat) 3asHayeHe BUNpaBneHHs
Bupo6HuK, BignoBigae martepianamMm peecTpauinHoro 4ochbe,
BiANoOBiganbHUI 3a SKi NpeAcTaBneHi B apxisi, a came nigposginy
BUPOOHMLTBO in bulk: 3.2.P.5.1. Cneundikauis
IHHoTepa LUysi, ®paHuis
197/ NOCTEPU3AH cynosuTtopii no 5 Op. Kage HimeuunH | [Op. Kape ®apmaueBtuyHa | Himeuun BHECEHHS 3MiH 10 peecTpauiiHnx MaTepianis: bes UA/4864/02/02
®OPTE Cyno3unTopiiB y dapmaueBT a Pabpuka M'moX Ha 3MiHn |l Tuny - 3MiHK 3 aKkocTi. [OTOBMI NikapCbKui peuenma
cTpwvni; no 2 ctpunu nyHa 3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
B KAPTOHHIM nayui dabpuka 3miHa napameTpiB cneuudikauin Ta/abo
m6X [OMyCTUMUX MEX rOTOBOTO MikapCbkoro 3acoby

(3MiHa 3HaxoaMTbCS N03a 3aTBEPKEHMN
O0onyCTUMUMU MexaMm crneumdikadin)
3MiHW KpUTEPIiB NPUAHATHOCTI 3@ MNOKa3HWMKOM
"CynyTHi AoMilKkn" ANs TepMiHy NpPUAATHOCTI 3a
pesynbTaTaMmu gocnigkeHb cTabinbHocCTi Ta
TOKCUINOTiYHUX AOCHiIAKEHb, 3aTBEPAPKEHO: CYMYTHI
pomiwku: N-Auetun- N™ —[(11 B)- 11, 20 -
avrigpokeu - 3, 21- gnokconpeH — 4 eH-21 inj-
UMCTUH He Binblue 0,5%; 3anponoHOBaHO: CymnyTHiI
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[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
pomiwkn: N-Auetun- N™ - [(11 B)- 11, 20 -
aurigpokew - 3, 21- agnokconpeH - 4 eH-21 inj-
LMCTWH He Ginbwe 1,2%
198 MPAKCBAWHA po3unH ans BepiHrep HimeuumnH Brpo6bHuLTBO, NEpBUHHE Himeuun BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/15467/01/01
® iH ekuin/indysin, 2,5 IHrenbxanm a Ta BTOPVHHE NaKyBaHHS, Ha/ 3MiHu | TUNY - 3MiHK 3 aKocTi. FoToBMIN NiKapCbKui peuenmom
r/50 mn; no 50 mny IHTEepHewHnN KOHTPOMb AKOCTi Ta Bunyck | benbria 3aci6. KoHTporb 4ONOMiDKHMX pevoBUH. 3amiHa
dnakoHi; no 2 mM6X cepii: bepiHrep [xepena ofepXaHHs JONOMiXXHOI pe4oBuHY abo
dnakoHu y IHrenbxanm ®apma M'méX i peakTuBy, LLO CTAHOBWUTL PU3MK Nnepeaadi
KapTOHHil kopobui Ko.KT, HimeuyunHa; 30yaHukiB M'E (maTepiany, WO CTaHOBUTb PU3UK
AnbTepHaTMBHa nepepgavi 36ygHukis M'E, Ha maTepian pocnnHHoro
naboparopis ans ab0o CUHTETUYHOrO NOXOMKEHHS) - Ans
KOHTPOSO SKOCTI OOMOMDDKHUX pevyoBMH abo peaKTuBIB, SKi
NpPOTSArom BUNpoGyBaHHSA BUKOPUCTOBYIOTECH Y BUPOBHULTBI aKTUBHOI
crabinbHocTi: KBoniTi pPeYoBUHM GiONOrYHOro/iMyHONOMYHOTO
AccictaHc CA, Benbris NOXOMAXXeHHs!, abo nikapcbKkoro 3acoby
6ionoriyHoro/iMyHONOr4YHOro NOXOAXKEHHS -
3amiHa BMXigHOro martepiany xonectepona
TBapPUHHOTO NOXOMKEHHS, LLIO BUKOPUCTOBYETLCH B
ninigHOMy KOHUEHTpaTi Npy BUPOOHULITBI aKTUBHOI
cybceTaHuii igapyumsymab, Ha xonectepon
CUHTETWUYHOTrO NOXOMKEHHS (Lo Bignosigae
Bumoram EP 1a USP-NF)
199 NPAKCBAWHA po3unH Ans BepiHrep HimeuumnH BupobHuuTBO, NEpBUHHE Himeuun BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/15467/01/01
® iH ekuin/iHdysin, 2,5 IHrenbxanim a Ta BTOPWMHHE NaKyBaHHS, Ha/ 3MinHn | Tuny - 3MiHm 3 sikocTi. A®l. BupobHmuTBO. peuenmom
r/50 mn; no 50 mn 'y IHTEepHeLwwHN KOHTPOMb SKOCTi Ta BUNycK | bBenbris 3MiHa BUpOBHYVKa BMXiQHOMO/MPOMIXKHOIO
dnakoHi; no 2 m6X cepii: bepiHrep npoayKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS Y
dnakoHu y IHrenbxanm ®apma Mm6X i BUpOoGHMYoMy nipoueci A®I, abo 3miHa BUpoGHMKa
KapTOHHI kopoOLi Ko.KTI, HimeuyunHa; (Bknoyatoum, oe HeobxiaHoO, MicLe NPoBeAEHHS
AnbTepHaTuBHa KOHTporto sikocTi) AP (3a BiACyTHOCTI
nabopartopis ans cepTudcpikaTa BignosigHoCTi €Bponenchkin
KOHTPOIIO SIKOCTI dapmakonei y 3aTBepKeHOMY [0Cke)(HOBa
NPOTAromM BUNPOOyBaHHs [inbHUUS ons 36epiraHHst FonoBHOro 6aHKy KIiTuH
cTabinbHocTi: KsoniTi Ta/abo Pobounx 6aHkiB kniTuH) BBeaeHHs
AccictaHc CA, Benbris anbTepHaTVBHOro BUpobHuka Boehringer
Ingelheim Fremont Inc., (6701 Kaiser Drive,
Fremont, California (CA) 94555, United States
(USA)) ans 36epiraHHs 6aHky kniTvH FonoBHoro
0aHky KniTnH Ta Pobo4ynx GaHKiB KNiTUH
200.| MPAKCBAVHA pO34nH Ans BepiHrep HimeyumH BupobHuLTBO, NEPBUHHE Himevun BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: 3a UA/15467/01/01
® iH ekuin/indpysin, 2,5 IHrenbxanm a Ta BTOPWHHE NaKyBaHHS, Ha/ 3miHu | TUNY - 3MiHK 3 gKkocTi. FoTOBMI NiKapCbkui peuernmom
r/50 mn; no 50 mn 'y IHTEepHeLHN KOHTPOMb SKOCTi Ta BUNyck | bBenbris 3aci6. Cuctema KoHTelHep/3aKynoptoBanbHUn
dnakoHi; no 2 m6X cepii: bepiHrep 3aci6. 3MiHa nocTavanbHWKa NakyBanbHUX

dnakoHu y
KapTOHHiI kopobLyi

IHrenbxanm ®apma Mm6X i
Ko.KTI, HimeuyunHa;
AnbTepHaTuMBHa
naboparopis ans
KOHTPOMIO SKOCTI
NpOTSArom BUNpoGyBaHHS
crabinbHocTi: KBoniTi

MaTepiarniB abo KOMNNEKTYUNX (SKLLO 3a3HAYEHO
B AOCbe) (3amiHa abo AoAaBaHHs nocTavanbHuKa)
3MiHa Ha3BM Ta agpecu Ans nocravanbHuka
MaTepiarniB NepBMHHOIO NaKyBaHHs! (CKISAHMX
dnakoHiB) 3 Schott AG, Industriestrasse 3, 79379
Mullheim, Germany Ha Schott Pharma
AG&Co0.KGaA, Im Kappeleacker 2, 79379
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AccictaHc CA, benbris Mullheim/Baden, Germany. ®aktuyHe Mmicue
PO3MilLLleHHs1 BUPOOHWKa He 3MIHUMOCh (3MiHW [0
agpecu Noe’A3aHi 3 NnepeHeCceHHsIM rofoBHOTO
BX0OZy 40 npumileHHs 3 Industriestrasse 3 Ha Im
Kappeleacker 2. KinbkicHui Ta sikicHUA cknag
nakyBarnbHOro MaTepiany He 3MiHUBCS.
201, NPEBUMIC TabneTku, BKPUTI Mepk Wapni | LWeeruapi | BUpoGHMUTBO, aHaniTuuHe | IpnaHais BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: 3a UA/19168/01/01
NniBKOBOO Hoym IJEA A TEeCTyBaHHA: / 3MinHu | TUNY - 3miHm 3 akocTi. API. BupobHuuTBo. peuenmom
06onoHkKoto, no 240 m6X MCL IHTepHewwHn M6X / Beneris 3MiHa BMpobHMKa BMXiZHOIrO/NpOMiXXHOrO
mr; 4 6nictepu no 7 MCL Ipnangis NPOAYKTY/peareHTy, L0 BUKOPUCTOBYHOTLCS Y

TabneTok B KOXXHOMY
(28 TabneTok) B
KapTOHHIl kopobui

(Bennigann), IpnaHais
nepBUHHE Ta BTOPUHHE
nakyBaHHsi, 03BiN Ha
BUMNYCK Cepil:
OpraHoH XeWcT 68,
Beneris

BMpobHK4omy npoueci A®l, abo 3miHa BUpoBGHMKa
(Bkntoyatoun, ae HeobxigHO, MicLe NpoBeAEeHHS
KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €EBPONENChKiN
tapmakonei y 3aTBepmpKeHOMY JOChE)(iHLi 3MiHW)
[opaBaHHsi anbTepHaTUBHOIO BUPOOHMKa
Siegfried Evionnaz SA, signosiganbHoro 3a
BUPOBHMLTBO NMPOMiKHOI peqoBUHM - 1-(3-
methoxyphenyl) piperazine dihydrochloride, wo
BMKOPVCTOBYETLCH Y BUPOOHULTBI AitoHoi
PEYOBUHM fikapcbKkoro 3acoby (neTepmoBip).
Hapasi 3aTBepaxeHnm BUpobHMKOM Anist AaHoi
npomixHoi cnonyku € Divi's Laboratories Ltd.
YKoaHMX 3MiH B IKOCTi MPOMIXKHOrO NPOAYKTY He
nepenb6ayeHo y 3B's3Ky 3 JoAaBaHHSIM HOBOTO
BMPOGHWKa. 3MiHu | Tuny - 3miHK 3 skocTi. ADI.
BupobHuuTBo. 3MiHa BUpOGHUMKa
BVXiHHOro/npoMi>KHOrO NPOAYKTY/peareHTy, Lo
BVIKOPUCTOBYIOTbCH Y BUpoBHUYomMy npoueci AdI,
abo 3miHa BUpobHuka (BknoYaruu, e HeobxigHo,
MicLe npoBeaeHHs1 KoHTporto sikocTi) AdI (3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
nocbe)(iHwWi 3miHv) [logaBaHHS anbTepHAaTUBHOTO
BMpo6Huka Fuxin Jintelai Fluorine Chemical Co.,
Ltd., BignoBigansHOro 3a BUPOGHULITBO MPOMiKHOT
peyoBuHM - 2-methoxy-5-(trifluromethyl)aniline, wo
BVKOPVCTOBYETLCH Y BUPOOHULTBI AitoYoi
peYoBMHM Nikapcbkoro 3acoby (neTepMoBip);
3aTBEPKEHUI BUPOOHWK AN AAHOI NPOMIKHOI
cnonyku € Fuxin Fengcheng Chemical Technology
Development Co., Ltd. 2KogHux 3miH B SiKOCTi
NPOMIDXHOrO NPOAYKTY He nepeAbayeHo y 3B'A3Ky 3
[oAaBaHHSAM HOBOTO BUPOBHMKa - 3MiHu | Tuny -
3miHu 3 sikocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKa BUXiOHOMO/MPOMIXXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy nipoueci A®I, abo 3miHa BUpOGHMKa
(BknrOYaouK, ae HeobxigHO, MicLe NpoBeEHHS
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KOHTporto skocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €EBpONENChbKiin
dhapmakonei y 3aTBepmKeHOMY LOCHE)(iHLLi 3MiHW)
[opaBaHHs anbTepHaTMBHOrO BUpobHMKka BASF
SE, BignosigansHoro 3a BUPOGHMLITBO NMPOMIKHOI
peyvoBuHM - methyl acrylate, W0 BUKOPMCTOBYETLCA
Yy BUPOBHULTBI Ait040i pe4OBUHM MiKapCbKOro
3acoby (neTepmoBip); 3aTBEPMXKEHNI BUPOBHMK
Ons gaHoi npoMixHol cnonyku € Zhejiang Satellite
Petrochemical Co., Ltd. )KogHux 3miH B sikocTi
NPOMIXHOrO NPOAYKTY He NepeadaqeHo y 3B's3Ky 3
[0AaBaHHAM HOBOro BUPOOHWMKa
3MinHn | Tuny - 3MiHm 3 sikocTi. A®l. BupobHmuTBO.
3MmiHa BUpOBHMKa BMXIQHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMY npoueci AP, abo 3amiHa BUpoGHMKa
(Bkntoyatoum, oe HeobxigHo, MicLe NpoBeAEeHHS
KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €Bponenchkii
dapmakonei y 3aTBepAXeHOMY A0ChE)(3MiHN A0
3axofis, NoB'sA3aHmx 3 koHTponem A®I, abo
A0AaBaHHA AinbHULI, Ae NPOBOAUTLCA
KOHTponb/BunpobyBaHHs cepii) [loaaBaHHs
BUpobHuka Siegfried Evionnaz SA,
BiANOBifanbHOro 3a anbTepHaTUBHE TECTYBAHHS
npy BUMYCKY MNPOMIDKHUX PEYOBUH, LLIO
BUKOPWCTOBYIOTBECS NPU BUPOOHULTBI Aitoyol
peYOBMHM NiKapcbKoro 3acoby (neTepMoBip).
HoBwuii BUPOGHMK NPOMOHYETLCA A0 3aTBEPKEHHS
B SIKOCTi aflbTepHaTUBHOrO CaiTy ANS TeCTyBaHHSA
npu BUMYCKY NPOMIXKHUX peYOBUH (2-bromo-6-
fluoroaniline, Methyl acrylate, 2-methoxy-5-
(trifluoromethyl)aniline, 1-(3-methoxyphenyl)
piperazine dihydrochloride); 3aTBepaxeHuin
BUpo6HMK Divi's Laboratories Ltd. XogHux 3miH B
SIKOCTi MPOMDKHMX MPOAYKTIB HE nepeadayeHo.
3minu Il Tuny - 3miHn 3 sikocTi. A®l. BupobHuuTBO.
3MiHa BUpOBHYMKa BMXiQHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy nipoueci A®I, abo 3miHa BUpOGHMKa
(Bkrtoyatoun, ae HeobxigHO, MicLie NpoBeAEeHHS
KOHTporto sikocTi) AP (3a BigcyTHOCTI
cepTudcpikaTa BignoBigHOCTi EBponenchkin
dhapmakonei y 3aTBepaXeHOMY [OChE)(BBEOEHHS
HoBoro BupobHuka A®I, konm He nogaeTbes
MacTep-cainn Ha AP| Ta Wo BMMarae 3Ha4HoI
3MiHW [0 BigMoBigHOro po3ainy Aocke Ha AdI)
[onaBaHHsA anbTepHaTMBHOMO BUPOBHYMKa
Siegfried Evionnaz SA, Lliseriuapisi
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BignoBigansHOro 3a BUPOOHULTBO NMPOMIXKHOT
cnonyku Quinazolylpiperazine DTTA (QP-DTTA),
LLIO BUKOPUCTOBYETLCS Y BUPOOHULITBI jtoyol
PEYOBUHM fikapCbKoro 3acoby (NeTepmoBip).
LLnax cuHTe3y, npoueaypu KOHTPOIO AKOCTI,
cneumdikaLii Ta MetTogn BUNpoOyBaHHSA
NPOMDKHUX NPOAYKTIB NULWIATLCA HE3MIHHUMU.
YKogHux 3miH go cneumdikauin nikapcbkunx
peyoBUH abo MeToaiB HE BHOCUTLCS. AKiCHI
XapaKTepUCTUKM NiKapCbKoi PEYOBUHM
3anMLwaTbC HE3MIHHUMM, TAKOX BBEOEHHSI
[00aTKOBUX PO3MIpiB NapTivi ANs NPOMKHUX
eTaniB BUpoOHULTBA Nikapcbkoi cybcTaHLii
neTepmoBip. ICHy0Tb onepauiiHi BiAMIHHOCTI M
3anpornoHoOBaHNM NpoLecoM BMpobHULTBa Ha
canTi Siegfried Evionnaz SA i noTo4HUM
NpOLIeCOM, SKUIA BUKOHYETBLCS Hapasi
3aTBepakeHnM BupobHukoMm Divi's Laboratories,
noB'si3aHi 3 obragHaHHsIM, sike BUKOPUCTOBYETHCS
BMpo6HMKoM Siegfried Evionnaz SA. Takox
aHaniTM4Hi MmeToaun/TecTu Ans CUPOBUHU, SAK
BUKOPUCTOBYE Npu BUpobHMUTBI Siegfried
Evionnaz SA BigpisHatoTbCA Big TUX, O Hapasi
3apeecTpoBaHo ans Divi's Laboratories

202.

NPErABAINIH-
TEBA

Kancynv TBepAi no
150 mr; no 14
Kancyn y énictepi;
no 1, 2, abo 4
Gnictepn y kopobui

TOB «TeBa
YkpaiHa»

YkpaiHa

MIIBA XpBatcka 4.0.0.

XopsarTi
o

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3miHu y KOpoTKii
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHsI Ta iHCTPYKUiT A4ns Mean4Horo
3acTocyBaHHS reHepuYHUX/ribpuaHmx/GionoaibHMx
nikapcbkux 3acobiB nicnst BHeCeHHs Tiei camol
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HaaaHHS XXOAHUX HOBUX JOAATKOBUX
OaHunx) 3MiHWM BHECEHO [0 iHCTPYKUii ans
MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y
po3ainu: "®apmakonoriyHi BnacTneocTi",
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamu Ta
iHWi B1am B3aemogain", "OcobnmeocTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Jo3u",
"MobiuHi peakuii" BignoBigHo Ao iHopMmalii Lwoao
Me[MYHOro 3aCTOCYBaHHs pedepeHTHOro
nikapcbkoro 3acoby (JIIPUKA, kancynu). BeegeHHs
3MiH NpoTsArom 3-X MicsaUiB Nicns 3aTBepAXKEHHs

3a
peuenmom

He
nionsie
ae

UA/13629/01/02

203.

NPErABANIH-
TEBA

Karcynu Teepgi no
75 wr; no 14 kancyn
y 6nicTepi; no 1, 2,
abo 4 6nictepn y
Kopoo6Li

TOB «TeBa
YkpaiHa»

YkpaiHa

MJIBA XpBatcka 4.0.0.

XopBari
s

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:
3minu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsigy. 3MiHW y KOpoTKiii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANa Mean4Horo
3acTOCyBaHHS reHepuYHUX/ribpuaHmx/GionodibHMx

3a
peuernmom

He
nionsie
ae

UA/13629/01/01
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nikapcbkux 3acobiB nicns BHECEHHS TiEl camoi
3MiHW Ha pedpepeHTHUIN npenaparT (3MiHa He
noTpebye HagaHHS XXOOHUX HOBWX JOAATKOBUX
naHux) 3MiHM BHECEHO [0 iHCTPYKUii aAns
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro 3acoby y
po3ginu: "®apmakonoriyHi BnacT1eocTi",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHwWi Buan B3aemogin", "OcobnueocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4osun",
"MoGiyHi peakuii" BiaNoBigHO #o iHopmaLii Wwoao
MeOMYHOro 3aCTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (JTIPUKA, kancynu). BeegeHHs
3MiH NpoTArom 3-X MicsuiB Nicnsa 3aTBepaKeHHs
204.| NPIOPUKC™ / niodpinizat ona makcoCwmit Benvka MmakcoCmiTKnsamH Benbris BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/13694/01/01
PRIORIX™ PO34MHy Ang KnanH BputaHia Bionogxikana C.A. 3MiHn | TMNY - AgMiHicTpaTMBHI 3MiHW. BunyyeHHs peuenmom
KOMBIHOBAH iH'ekuin; EkcropT BUPOBHMYOT AinNbHULI (BKMHOYaouK AiNbHULI Ans
A BAKUUHA 1 MOHOZ030BUIA JlimiTen A®I, npomixHoro npogykry abo rotoBoro
ansa cdnakoH (1 nosa) 3 nikapcbkoro 3acoby, AinbHULI 4N NPoBeAeHHs
NMPO®IAKTUK | niodpinizatom y nakyBaHHs, BUpoOHMKa, BiAnoBiganbHoOro 3a
N KOPY, KOMMMEKTi 3 BMMNYCK CEpiln, MiCLie MPOBEAEHHS KOHTPOTIO cepii)
ENIQEMIMHOI PO34YMHHUKOM (BOAa abo nocTtavarnbHuKa BUXigHOro matepiany,
O NAPOTUTY ans iv'ekuin) y peareHTy abo A4ONOMIKHOT pe4oBUHN (SIKLLO
TA KPACHYXU nonepegHe0o 3a3HaveHo y focbe) BuBeaeHHs 3 ekcnnyarauii
HanoBHEHOMY 6yaisni RIX09 Ha BUpoBHMYI AinbHULI
Lwnpuui Ta ABoMa GlaxoSmithKline Biologicals S.A., Rixensart,
rornikamu B KapTOHHIl Belgium, sk micus npoBeAeHHS KOHTPOIO AKOCTi
kopo6ui; 100 (QC testing (in-process)) po3umHHuka (WFI diluent)
MOHOZ030BaHumX (1 B amnynax i wnpuuax.
[03a) onakoHiB 3
niodpinizatom y
KOMMIEeKTi 3
PO34YMHHMKOM (BOAA
ans iH’ekuin) B
amnynax Ne100 B
oKpeMi ynakoBLy; 1
MynbTUA030BaHUI
dnakoH (2 gosu) 3
niodinizatom y
KOMMMEKTi 3
PO34MHHMKOM (BOAA
ans iH'ekuin) B
amnyni; no 100 wTyk
dnakoHiB Ta amnyn
B OKpeMux kopobkax
205.| NPIOPUKC- niodpinisoBaHun "makcoCmit Benvka makcoCmiTKnsinH Benbris BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3a UA/16549/01/01
TETPA™ NOPOLLIOK AN KnsamH BpuTaHis Bionogxikana C.A. 3miHu | TUny - AgMiHiCTpaTUBHI 3MiHW. BunyyeHHs peuenmom
KOMBIHOBAH iH'ekuin; 1 donakoH 3 Ekcnopt BUPOBHMYOT OinNbHUL (BKIHOYA0OUN AiNbHULI Ans
A BAKUUHA NOPOLLIKOM Y Timiteq A®I, npomixxHoro npoaykty abo rotoBoro
ansa KOMMMEKTi 3 nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHs!
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NPO®ITAKTUK
N KOPY,
ENIAEMIYHOr
O MAPOTUTY,
KPACHYXU TA
BITPAHOI
BICMUY, XXUBA
ATEHYAOBAH
A

PO3YMHHUKOM
(Boga ons iH’exuin)
no 0,5 mn (1 go3a) y
nonepeaHL0
HanoBHEHOMY
wnpuui (y KOMNmekxTi
3 BOMa ronkamu
abo 6e3 ronok) abo
y amnynax y
BaKyyMHin
CTepUnbHiIn
ynakosui; no 1
BaKyyMHin
CTEPUIbHIN ynakoBLi
Y KapTOHHIl KopobLi;
1 cdonakoH 3
MOPOLLIKOM Y
KOMMIEKTi 3
PO3YMHHUKOM

(Boga ons iH’exuin)
no 0,5 mn (1 gosa) y
nonepeaHL0
HanoBHEHOMY
wnpuui (y KoMnmekTi
3 BOMa ronkamu) y
BaKyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHin
CTEepUnbHIN ynakosLi
Y KapTOHHIl kopobLi;
1 dprakoH 3
MOPOLLIKOM Y
KOMMIEeKTi 3
PO3YMHHUKOM

(Boga ons iH’exuin)
no 0,5 mn (1 gosa) B
amnyni y BakyyMHin
CTEPUIbHIN
ynakosui; no 1
BaKyyMHil
CTepUIbHiIi ynakosLi
Y KapTOHHIl kopobui

nakyBaHHsi, BUpoOHWKa, BiAnosigansHoro 3a
BMMNYCK Cepiln, MiCLie NPOBEAEHHS KOHTPOTIo cepii)
abo nocTtavanbHWKa BUXigHOro maTepiany,
peareHTy abo 4ONOMIKHOT pe4oBMHM (SKLLO
3a3HaveHo y ocbe) BuBeaeHHs 3 ekcnnyarauii
6ygaisni RIX09 Ha BUpoBHMYI AinbHUL
GlaxoSmithKline Biologicals S.A., Rixensart,
Belgium, sk micus npoBeAeHHs KOHTPOIO SAKOCTi
(QC testing (in-process)) Drug substancees of
MMRYV vaccine, Drug Product of MMRV vaccine
Ta posunHHuka (WFI diluent) B amnynax i
Lwnpuuax.

206.

NPOrMHOPM
OBO

Kancynu m’ski no
200 mr; no 15
Kancyn M’skux y
Gnictepi; no 2
Gnictepu y navui

3AT
"®apmnira"

JInToBCbKa
Pecny6bnik
a

NABOPATOPIOC JIECH
®APMA C.A.

Icnanis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3minu | TMny - 3miHun Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW) 3miHKM BHeCeHi
[10 TEKCTY MapKyBaHHsI MEPBUHHOI YNaKOBKY
nikapcbkoro 3acoby B n. 3. «HOMEP CEPIi
JNIIKAPCBKOI'O 3ACOBY», n. 4. «<AATA

3a
peuernmom

UA/15255/01/02
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3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 6.
«IHLWE» Ta oo TekcTy mapKyBaHHS BTOPUHHOI
ynakoBku B n. 8. « JATA 3AKIHHEHHA TEPMIHY
MPUOATHOCTI», n. 12. «HOMEP
PEECTPALIIHOIO MNOCBIOYEHHSA», n. 13.
«HOMEP CEPIi NIKAPCbKOIO 3ACOBY», n. 17.
«IHWE».
TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauiB nicns
3aTBEPAXKEHHS.
207.| IPOr’MHOPM Kancynm M’siki no 3AT JlnToBCbka JIABOPATOPIOC JIEOH IcnaHis BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a UA/15255/01/01
OBO 100 mr; no 15 "®apmnira” Pecnybnik ®APMA C.A. 3MiHun | Tvny - 3mikK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
Kancyn M’sikux y a Ta chapmakoHarnsay (iHwi 3miHn) 3MiHM BHeceHi
Gnictepi; no 2 [0 TEKCTY MapKyBaHHsI NEPBUHHOI YMaKOBKM
Gnictepu y nauui nikapcbkoro 3acoby B n. 3. <HOMEP CEPI{
JIKAPCBbKOI'O 3ACOBY», n. 4. «OATA
3AKIHYEHHA TEPMIHY NPUOATHOCTI», n. 6.
«IHWE» Ta oo TekcTy MapKyBaHHS BTOPUHHOI
ynakoBku B n. 8. « JATA 3AKIHHEHHA TEPMIHY
MPUOATHOCTI», n. 12. «<HOMEP
PEECTPALIIHOIO NMOCBIOYEHHSA», n. 13.
«HOMEP CEPIi NNIKAPCBKOIO 3ACOBEY», n. 17.
«IHWE».
TepMiH BBEAEHHS 3MiH NMpOTAroM 6 micauiB nicrns
3aTBEPAKEHHS.
208, NMPOMEAOON- pO34mnH ANg iH'ekuin, | ToBapucTBo YkpaiHa BCi cTagii BUpoGHMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/5157/01/01
3H 20 mr/mn; no 1 mn B 3 KOHTPOb SIKOCTi, BUMYCK 3miHn | TMny - AgMiHIiCTpaTuBHI 3MiHW. BunyveHHs peuenmom
amnyni; no 5 amnyn obmexeHo cepii: ToBapucteo 3 BMPOGHMYOI AinbHUUI (BKMHOYaK4M AinbHULUI Ans
y 6nicTepi; no 1 abo Bignosigans obmexeHo A®I, npomixHoro npoaykty abo rotoBoro
2, abo 20 brnicTepis HiCTIO BiAMOBIAANbLHICTIO nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHS
y kopobuj; no 1 mnB | "®apmaueBt "Xapkicbke nakyBaHHsi, BUpobHuKa, BianosigansHoro 3a
amnyni; no 10 amnyn n4Ha dapmaueBTUYHe BMMNYCK Cepil, MiCLie MPOBEAEHHS KOHTPOTIO cepii)
y bricTepi; no 1 abo KOMMaHis nianpvemMcTao "380poB'sa abo nocTavanbHKKa BUXiAHOTO Marepiany,
10 GnicTepiB y "3popos's" Hapogay", YkpaiHa; peareHTy abo JOMOMiIKXHOI PEHOBUHU (SIKLLO
KopoobLi BCi cTagii BUpobHMUTBA, 3a3HayeHo y Aocbe) AgMiHiCTpaTUBHa 3MiHa
KOHTPOMb SKOCTI: BUIy4YeHHs BupobHuka A®| MNpomepony
AKLiOHepHe ToBapuCTBO (TpmenepuauHy rinpoxnopua): AN "Haykoso-
"ManuudapM", YkpaiHa OOCNiAHUA Ta NPOEKTHUM IHCTUTYT XiMIYHUX
TexHonorin "XimtexHonoris", YkpaiHa.
BanuwaeTbes anbTepHaTUBHUIN BUPOGHMK ADI:
RUSAN PHARMA LTD, India
209.| nCcuno- PO34MH OparnbHUN, CTAOA HimeyumH Bunyck cepii: CTAOA Himeyun BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: be3 UA/14555/01/01
ANEPIo 0,5 mr/mn; no 150 ApuHanmitt a ApuHanmittens Arl, Ha/ 3MiHu | TUny - 3MiHu 3 sikocTi. CepTudikat peuenma
Mn y donakoHi; no 1 enb Al HimeuunHa; KoHTponb Ipeuis/ BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
dnakoHy y cepini: Cneundpap C.A,, PpaHuis | €sponelicokin hapmakonei/moHorpadii. MNogaHHs

KOMIMIEKTi 3 MipHOIO
NOoXKol abo MipHUM
NPUCTPOEM Y
BUIMISAAI WNpyua y
KapTOHHI kopobui

peuisi; BUpoBHULITBO
Hepo3dacoBaHOro
NpoayKTy, NEPBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTporb cepivi: PAMAP

HoBoro abo oHoBMeHoro cepTudgikaTa
BigNoBigHOCTI abo BUNy4eHHs ceptudikara
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
mMarepiany/peareHTy/NpOMiIKHOIO MPOAYKTY, LLO




134 [TponoBkeHHs JoaaTka 3
Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
OPJNEAHC, ®paHuis; BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; ans
BUPOBHMLTBO AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
Hepo3adacoBaHOro €Bponeickkin hapmakonei) - OHoBNeHWI
npoaykTy, NEPBUHHE Ta cepTudikaT Big yxe 3aTBepaKeHOro BUpobHUKa.
BTOPVHHE NaKyBaHHS, [MogaHHA oHOBREHOro cepTudikaTa BigNOBIgHOCTI
KOHTpoOnb cepin: H2 €poneickkin hapmakonei Ne RO-CEP 2014-359 -
SAPMA, dpaHuis Rev 02 (3atBepaxkeHo: RO-CEP 2014-359 - Rev
01) ana A®I| gesnopataguHy Bif BXe
3aTBepaxeHoro BupobHuka Cipla Ltd, IHgis.
210.| PAN3OOEN® PO34MH AN iH'EKLN, A/T Hoso [aHis Bupo6bHumuTBO, HaHis/® BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a UA/14281/01/01
®INEKCTAY® 100 Ofi/mn; no 3 mn Hopaick HanoBHEHHS B NEepPBUHHY paHuis 3MiHun | Tvny - 3mikK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
y KapTpuaxi, Skun yNaKoBKy Ta KOHTPOIb Ta cdhapmakoHarnsgy. 3miHa yactotu Ta/abo
MICTUTBCSH Y Ganky. BignosiganbHuit 3a TEPMIiHiB NOAaHHA PerynsipHo OHOBMIOBAHMX 3BITiB
baraTono3osBi Bunyck: A/T HoBo 3 6e3neku nikapcbkunx 3acobiB - 3MiHM y YacToTi Ta
OAHOPAa30BIN Hopaick, OaHis; [atax nogaHHsA perynsapHo OHOBIHOBAHOIO 3BiTY 3
wnpuvy-py4ui; no 1 KomnnektyBaHH4, 6e3nekun.
abo no 5 wnpuu- MapKyBaHHSA Ta BTOPUHHE Mitoywa pepakuis: Yactota nogaHHs perynsipHo
PYYOK Y KapTOHHil nakyBaHHS rOTOBOro OHoBroBaHoOro 3BiTy 3 6e3nekun 1 pik. KiHueBa
KopobuUi npoaykty. KoHTponb naTa ans BkNYeHHsA aaHux go PO3B -
SIKOCTi Banky rotoBoro 30.09.2023 p. Oata nogaHHs - 09.12.2023 p.
NPoOAYKTY Ta KiHLEeBOro [MponoHoBaHa pepakuis: Yactota nogaHHs
rotoBoro npogykty: A/T perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku 3 poku.
HoBo Hopaick, OaHis; KiHueBa gata ans BkntoyeHHs gannx go PO36 -
MapkyBaHHsi Ta BTOPUHHE 30.09.2023 p. data nogaHHs - 29.12.2023 p.
nakyBaHHsi FOTOBOrO PekomeHpoBaHo [0 3aTBEpOKEHHS BiAMOBIAHO 0
npoaykTy: HoBo Hopaick nepioANYHOCTI NOAAHHS PEryNAPHO OHOBIOBaHMX
MpoatokeboH CAC, 3BiTIB 3 6e3neku nikapcbkux 3acobis y €C
PpaHuia
211, PAHEKCA® Tabnetku MeHapiHi ITrokcemby Bupo6HuuTBO «in bulky, Himeuun BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/13676/01/01
1000 NPONOHroBaHoi Al IHTepHeLLoH pr nakyBaHHS, KOHTPOrb Ta Ha TexHiyHa nomwunka (3rigHo Hakazy MO3 Big peuenmom
no 1000 mr; no 10 an BUMNYCK cepii: MeHapiHi- 23.07.2015 Ne 460) BunpaBneHHs TeXHiYHOI
Tabnetok y 6nictepi; | OnepenoH PoH XengeH Mm6X nomMunkw, 3rigHo n.2.4. n.n. 4 posainy VI Haka3y
no 6 Gnictepis y c MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
KapTOHHiI kopobuyj; ITrokcembypr Hakady MOS Ykpainu Big 23.07.2015 p Ne 460) y
no 15 rabnetok y 3aTBepakeHnx MKA N3 (Cneuudikauist), sika
6nicTepi; no 4 noB’si3aHa i3 HEKOPEKTHUM MepeHeCceHHsAM
Gnictepuy iHdpopmauii i3 posginy 3.2.P.5.1. Cneuundikauisi Ta
KapTOHHI kopobuyj; nonsrae B NponyLieHi NpUMITKM A0 NOKasHMKa
no 20 TabneTtok y «MpoaykTn po3knagy» 3asHavyeHe BUNpPaBneHHs!
GnicTepi; no 3 BignoBigae martepianam peecTpauiinHoro 4ocbe
Gnictepn y
KapTOHHI kopobui
212 PAHEKCA® Tabnetku MeHapiHi ITrokcemby BupobHuLTBO «in bulk», Himeuun BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3a UA/13676/01/02
500 NPOOHroBaHoi Al IHTEepHeLLOoH pr nakyBaHHS, KOHTPOMb Ta Ha TexHiyHa nomurika (3rigHo Hakasy MOS Big peuenmom
no 500 mr, no 10 an BUNyck cepii: MeHapiHi- 23.07.2015 Ne 460) BunpaBneHHs1 TEXHIYHOT
Tabnetok y 6nictepi; | OnepenoH PoH XengeH Mm6X nomMunkw, 3rigHo n.2.4. n.n. 4 posainy VI Haka3y
no 6 Gnictepis y c MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
KapTOHHiIl kopobuyj; TTrokcembypr Hakady MOS3 Ykpainu Big 23.07.2015 p Ne 460) y
no 15 tabnetok y C.A. 3aTtBepakeHnx MKA J13 (Cneumdikauis), sika
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
Gnictepi; no 4 NoB’si3aHa i3 HEKOPEKTHUM NepPEeHECEHHSAM
6nictepu y iHdopmauii i3 posginy 3.2.P.5.1. Cneundikauis Ta
KapTOHHi KOpooLyi; nondrae B NPonyLLeHi NPUMITKM 40 NOKa3HMKa
no 20 TabneTtok y «MpoaykT posknagy» 3asHayeHe BUMNpaBreHHs
6nictepi; no 3 BiANoBiAae matepianam peecTpauinHoro 4ocbe
Gnictepn y
KapTOHHIl kopobui
213, PAHITUOUH- TabneTku, BKPUTI Tosapucteo Ykpaina BCi cTagii BUpobHMLTBA, Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/10560/01/01
300POB'A NniBKOBOIO 3 KOHTPOJb SIKOCTi, BUNYCK 3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI Nikapcbkni peuenmom nidnsie
POPTE o6onoHkoto, no 300 oBMexXeHo cepii: 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa ae
mr, no 10 TabneTok Bignosiganb ToBapucteo 3 obmexeHor iMnopTepa/aMiHu, Lo CTOCYOTbCS BUMYCKY cepil Ta
y bnicTepi; no 1 abo HiCTIO BiANOBIgANbHICTIO KOHTPOIIO SIKOCTi FOTOBOIO Nikapcbkoro 3acoby
2 6nictepu B "dapmaueBT "®apmMaueBTUYHa (3amiHa abo gogaBaHHs BUPOBHMKa, LLO
KapTOHHIN kopobLi nyHa KomnaHis "3gopos'a"”, BiANoBiagae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
KOMNaHis YkpaiHa BKITHOYa04M KOHTPOSL/BMNPOBYBaHHSA cepii -
"3popos's" BCi cTagii BupobH1uTBa, nofaeaHHs BUPOOHMYOT AinbHUL, WO Bianosigae
KOHTPOMb SKOCTi, BUMYCK 3a Bunyck cepii TOB “PAPMEKC I'PYTI1”, YkpaiHa
cepil: (Ykpaina, 08301, Kniscbka 0611., M. Bopucninb,
ToBapucTBO 3 06MEXEHO Byn. LesyeHka, 6ya. 100). 3miHW BHeceHi B
BiANOBIgANbHICTIO po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs
"OAPMEKC Ir'Pyn", BMpobHMKa Ta agpeca Micusi NpoBagKEHHS NOro
YkpaiHa OisNbHOCTI" B IHCTPYKLUiO ANS MeANYHOro
3aCTOCYBaHHS y 3B’AA3Ky 3 BBEAEHHSIM 404ATKOBOI
BUPOBHMYOT OinNbHULI Ta SIK HAacNigoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHSs1 YNakoBKU MiKapCbKoro
3acoby. BBeaeHHs1 3mMiH npoTarom 6-Tn micsiuiB
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHM) He3HayHi 3MiHM B TEKCTi MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
3acoly, a Takox BUMYyYeHHSs iHopMalLlii,
3a3Ha4YeHoI POCiNCbHKO MOBO. BBeaeHHs 3MiH
NpoTSArom 6-TM MicsiLiB Nicnsi 3aTBepAKEHHS
214, PANIPA® 600 NopoLLOK Ans AT YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: bes UA/16428/01/03
oparnbHOro po34vnHy "®apmak” 3MiHu | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui peuenma

no 600 mr,no 3ry
cale, no 6 abo 10
cawle y nayui 3
KapTOHY

3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3MiHa y meTofax BunpobyBaHHsSi FOTOBOrO
nikapcbKoro 3acoby (ANnst NpUBEAEHHS Yy
BignoBigHicTb 3 IDY abo €Bponeiicbko
chapmakoneeto Ta BUNyYeHHs! MOCUNaHHsA Ha
3acTapinuin BHyTPILWHIN MeToa BUNPOOYBaHHS i
oro Homep). MeToa aHani3y 3a Noka3HUKOM
«MikpobionoriyHa unctota» BknoveHo o AdY Ta
€BponencbKoi hapmakonei (gitove BuaaHHs),
3anuLwaeTbecs BiANOBiAHE NOCUNaHHA Ha
MoHorpadito(i) Ta 3aranbHy(i) ctaTTio(i) Ta
BUITY4aETLCS MOBHWIM OnNuc meToauku. Kputepin
NPUAHSATHOCTI Ta BUMOTY 3anuieHo 6e3 3MiH.
3MmiHu | TMny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui
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3aci6. KoHTporsb roToBOro fikapcbkoro 3acofy.
3MiHa napameTpiB cneumdikauin Ta/abo
[ONyCTUMMUX MEX roTOBOTO flikapcbKoro 3acoby
(iHWi 3miHW) BBEAEHHA NepiogNYHOCTI KOHTPOIIO
N3 3a nokasHukom "MikpobionoriyHa unctoTa":
nepLuy Ta KOXHy ABaAUSTY HACTyrHy cepii, ane He
pigwe 1 pasy Ha pik.

215.

PEHOMNAH-
1000

TabneTku
NPOSOHroBaHoi Aii,
no 1000 mr, no 10
Tabnetok y Gnictepi,
no 3 Gnictepny
KapTOHHIl kopobui

MaHkanHg,
dapma
Nimiten

IHAisA

MaHkanHg ®apma Jlimiteq

IHAisA

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekn/edhekTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHUX Npo cucTemy
hapmakoHarnsiay (BBeAeHHS y3aranbHEHUX AaHuX
npo cucteMy chapmakoHarnsay, aMmiHa
yrnoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHUKa ANs 30iNCHEHHSA
bapmakoHarnsgy B YKpaiHi, AKLo BOHa BiAMiHHA
Bif yNoBHOBa)keHOI ocobu, BianoBiganbHoi 3a
3piicHeHHs dhapmakoHarnagy (BKnroYvarym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y pO3MiLLleHHi
MacTep-caina cuctemu chapmakoHarnsay) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
apmakoHarnsag B YkpaiHi.

[itoua pegakuis: Man Oner Bonogumuposumu.
[MponoHoBaHa pepakuis: EpeMmeHko BaneHTunHa
BikTopiBHa. 3MiHa KOHTaKTHWX AaHWUX KOHTaKTHOI
ocobu 3aaBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnsig B YkpaiHi. 3miHa Homepa mactep-
danna cuctemu papmakoHarnsgy

3a
peuenmom

UA/19048/01/01

216.

PEHOTOP

TabneTkn, BKpUTI
NniBKOBOO
obornoHkKot, no 25
mr, no 10 TabneTok
y bnicTepi, no 3
6nictepn y nayui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB® «MIKPOXIM»,
YkpaiHa
(npoBeneHHs
BMNPOBYyBaHb B pamkax
KOHTPOIO SAKOCTi.
DiznyHi/XiMiYHi
BUNPoBYBaHHs1; BUPOBOHWUI
onepadii; npoBeAeHHs
BUNPOoOyBaHb B paMKax
KOHTPOIO SIKOCTi.
MikpobGionoriuni Ta
GionorivHi BUNpobyBaHHS;
BignosiganbHWUIA 3a BUNYCK
cepii, He BKoYaoun
KOHTPOrb/BUNPOOYBaHHS
cepii)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MmiHu | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
(BnacHuka peecTpauiiHoro nocsigvyeHHs1) 3MiHa
appecu 3asBHUKA. BBedeHHs 3MiH NnpoTarom 6-Tu
MicsLiB nicnsi 3aTBEpOKEHHS
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHK. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaAXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOro NMikapCbKoro 3acoby, BKMoYaoum
AinbHWL BUNYycKy cepii abo micue npoBeaeHHs!
KOHTPOIIO AKOCTI. (QisnbHICTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOPTEP, BKIOYAKUN BUMYCK CEPIlt)
3MiHa topuanyHoi agpecu BupobHuka 13, 6e3
3MiHM MicLst BUpOOHULITBA
BBegeHHs 3MiH NnpoTArom 6-Tu MicauiB nicns
3aTBEpAKEHHS. 3MiHM | TMNy - 3MiHKM 3 sKOCTI.
[oToBMI Nikapcbkui 3aci6. 3MiHKM y BUPOBHULITBI.
3miHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOS0 SIKOCTi FOTOBOrO MiKapCbKoro

3a
peuenmom

He
nionsie
ae

UA/19637/01/01
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3acoby (3amiHa abo goaaBaHHS BUPOOHMKA, L0
BianoBsigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKITHOYAK04M KOHTPOSL/BUNPOBYBaHHSA cepii -
nonaeaHHs BUpobHuka 13, BignoeigansHoro 3a
BWMYCK Cepii, He BKNOYa4n
KOHTpornb/BunpobyeaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHaycTpii, 5). 3MiHN BHECeHi y
po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs
BMpOGHMWKa Ta agpeca Micus NpoBagXeHHs Moro
isnbHOCTI" B IHCTPYKLUilO ANS MeANYHOro
3aCTOCYBaHHs1 y 3B'sI3Ky 3 BBEAEHHSIM J404aTKOBOrO
BMpoGHMKa, LLIO BiANOBiAae 3a BUNYCK cepii, 3
MOXITUBICTIO APYKYBaHHSA ABOX IHCTPYKLIA ANS
MeaM4HOro 3actocyBaHHsi J13 ons okpemux
BUPOGHMKIB (BiANOBiAaNbHUX 3a BUMNYCK cepii) Ta
SIK HACMi4OK - NMosiBa TEKCTY MapKyBaHHS! YNaKoBKU
nikapcbkoro 3acoby Ans 4o4aTKoBOro BUpobHMKa.
BBegeHHst 3MiH NpoTArom 6-Tn micauis nicna
3aTBEPOKEHHS

217.

PEHOTOP

TabneTtkn, BKPUTI
NniBKOBOKO
obonoHkoto, no 50
mr, no 10 TabneTtok
y bnicTepi, no 3
6nictepn y nayui 3
KapTOHY

TOB HB®
«MIKPOXIM
»

YkpaiHa

TOB HB® «MIKPOXIM»,
YkpaiHa
(ropnanyHa appeca;
npoBefeHHst BUNpobyBaHb
B pamKkax KOHTPOTo
SAKOCTi. Pi3NYHI/XiMiYHi
BUNPoBYBaHHsI; BUPOBOHWUI
onepadiii; npoBeAeHHst
BMNpobyBaHb B pamkax
KOHTPOIO AKOCTi.
MikpobGionoriuHi Ta
GionorivHi BUNpobyBaHHS;
BiAgnosiganbHWA 3a BUNYCK
cepii, He BKoYaoyn
KOHTpOrb/BUNPOOYyBaHHs
cepii)

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHUX maTepianis:
3MiHn | TUny - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu 3asBHMKa
(BnacHuka peecTpaLiiHoro noceigvyeHHs) 3MiHa
agpecwu 3asiBHVKa. BBegeHHs 3MiH npoTsarom 6-1u
MicsLiB nicnsi 3aTBEpOKEHHS
3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaAXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO MikapCbKOro 3acoby, BKMOYaoum
AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a AKy BiAnoBifae
BUPOGHWMK/IMNOPTEP, BKIOYAKUM BUMYCK CEPIlt)
3MiHa topuanyHoi agpecu BupobHuka 13, 6e3
3MiHM MicList BUPOOHULITBA
BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
3aTBepAKEHHS. 3MiHM | TMny - 3MiHKM 3 sKoCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHKM Yy BUPOBHULITBI.
3MmiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOI0 SKOCTi FOTOBOrO MikapCbKoro
3acoby (3amiHa abo goaaBaHHSA BUpOBHMKa, LLO
BiAnoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
BKIH0HAK4N KOHTPOMb/BUNPOBYBaHHS cepii -
nonasaHHA BUpobHuka 13, BignosigansHoro 3a
BUNYCK Cepii, He BKIHOYaoun
KOHTponb/BunpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a apgpecoto: YkpaiHa, 01013 m.
Kwis, Byn. BygiHaycTpii, 5). 3MiH1 BHECEHi Y
po3ginu "BrupobHuk" Ta "Micue3HaxomKeHHs

3a
peuenmom

He
nidnsie
ae

UA/19637/01/02
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BMpoOHMKa Ta agpeca Micusi NpoBagKEHHS NOro
fisnbHOCTI" B IHCTPYKLUilO ANS MeANYHOro
3aCTOCYBaHHS y 3B'A3Ky 3 BBEAEHHSIM [04ATKOBOro
BMpoGHMKa, LLIO BiAMNOBIAAaE 3a BUMYCK cepii, 3
MOXIUBICTIO APYKYBaHHSA ABOX IHCTPYKLI ANS
Mean4YHOro 3actocyBaHHsi J13 ans okpemmx
BUPOGHMKIB (BiANOBiAaNbHUX 3@ BUMNYCK cepii) Ta
SIK HACMifOK - NosiBa TEKCTY MapKyBaHHS! YNakoBKU
nikapcbkoro 3acoby Ans 4o4aTKOBOro BUPOBOHMKaA.
BBegeHHs 3miH npoTsArom 6-Tu Micsuie nicnsi
3aTBEPOKEHHS

218.

PEOLAP®

PO34MH Ans iHy3in
no 200 mny
dnakoHax

MpAT
"dapmaueBT
n4yHa cipma

"NapHuus"

YkpaiHa

MpAT "®apmaueBTnyHa

cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHu | TRy - 3MiHK 3 sKoCTi. FOTOBMIA NikapCbKMit
3aci6. CtabinbHicTb. 3miHa y TepmiHax
npuaaTHocTi abo ymoBax 36epiraHHs roToBoro
nikapcbKkoro 3acoby (36inbLIeHHs TepMiHy
NpVaATHOCTI FOTOBOTO fikapCbKoro 3acoby) - Ans
TOProBOi ynakoBku (MiATBEPOKYETLCA AaHUMM
peanbHoro Yacy) 36inbLIeHHs TEpMiHY
NPVAATHOCTI rOTOBOrO fikapcbkoro 3acoby Ha
OCHOBI MO3UTUBHWX pe3ynbTaTiB JOBFOCTPOKOBUX
pocnigpkeHb cTabinbHOCTI y peanbHOMY Yaci:
3aTtBepaxeHo: TepMiH npuaaTtHocTi: 1,5 poky.
3anponoHoBaHo: TepMiH NPUAATHOCTI: 2 POKW.
3MiHM BHeceHi B po3ain "TepMiH npuaaTtHocTi" B
IHCTPYKLUIilO Ans MeAWNYHOro 3aCTOCYBaHHSI
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsrom 6-
TU MicALiB Nicnsa 3aTBEPOXKEHHS.

3a
peuenmom

He
nidnsie
ae

UA/19444/01/01

219.

PUBABIPUH-
®APMEKC

Kancynu Teepgi no
200 mr; no 10
Kancyn y 6nicrepi,
no 3 abo 6 brictepis
y nauui 3 KapToHy

ToBapucTBO
3
obmexeHo
BianoBsiganb
HiCTIO
"®apmaueBT
N4YHa
KOMNaHis
"3popos's"

YkpaiHa

TOB "®APMEKC I'PYTT"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
YTOYHEHHS1 Ha3BM 3asiBHUKa B Hakasi MO3
Ykpainu Ne 1462 Big 15.08.2023 B npoveci

BHECEHHS 3MiH (3MiHK | TNy - 3MiHN Wwoao
6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL nikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns

ME[MYHOro 3aCTOCYBaHHs Ha NiacTasi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIXKEHb,
NPOBEAEHNX BIANOBIAHO A0 NMaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM). 3MiHu
BHECEHO B iHCTPYKLiO A1 MEOUYHOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3ainy

"MobiyHi peakuii" BigNOBiAHO [O OHOBREHOT

iHopMauii Wwoao 6e3nekn 3acTocyBaHHs Aito4oi
peyoBuWHM 3rigHo 3 pekomeHpaauieto PRAC. TepmiH

BBEAEHHS 3MiH NpoTsirom 6 Micsuis nicns

3a
peuenmom

UA/10004/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
3aTBepAXkeHHs). Pepakuis B Hakasi - TOB
"®APMEKC 'PYM", YkpaiHa. BipHa pepakuis -
ToBapucTBO 3 06MEXeHOo BianoBiganbHICTIO
"PapmaueBTUYHA KOMNaHisa "3gopoB'a”,
YKpaiHa.
220./ PUCNEPOH® TabneTtkn, BKPUTI 3AT JInToBCbKa BAJTKAHOAPMA- Bonrapi BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a UA/13764/01/02
NniBKOBOO «®apmnira» | Pecny6bnik OynHndA AQ A 3MiHun | Tvny - 3mikK Wwopo 6esnekn/edeKTUBHOCTI peuenmom
060noHKo, Nno 2 Mr, a Ta papmakoHarnsaay (iHwi 3miHun) 3MiHM BHECEHO
no 10 Tabnetok y [0 TEKCTY MapKyBaHHS NEPBMHHOI yNaKoBKM
6nicTepi; no 1 nikapcekoro 3acoby B n. 3. «<HOMEP CEPII
6nictepy abo no 3, JIKAPCbKOI'O 3ACOBY», n. 4. «OATA
abo no 6 6nicTepis B 3AKIHYEHHA TEPMIHY MPUOATHOCTI», n 6.
KapTOHHIN nayui «IHWE» Ta 4o TeKCTy MapKyBaHHS BTOPUHHOI
ynakoBku B . 8. « JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 12. «<HOMEP
PEECTPALIIMHOIO MOCBIOYEHHS», n. 13.
«HOMEP CEPII NNIKAPCBKOIO 3ACOBY», n. 17.
«IHLWE». TepmiH BBEAEHHA 3MiH - NPOTArom 6
MicsaUiB Micnsa 3aTBEpPAXEHHS.
221.| PUCNEPOH® TabneTkn, BKPUTI 3AT JlnToBCbka BAJIKAHOAPMA- Bonrapi BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/13764/01/01
NniBKOBOIO «®dapmnira» | Pecnybnik OYNHWMUA AL A 3MiHn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI peuenmom
o6ornoHKoto, no 4 wr, a Ta dhapmakoHarnsaay (iHwi 3miHn) 3miHM BHeCEeHO
no 10 Tabnetok y [0 TEKCTY MapKyBaHHS NEPBMHHOI YNaKOBKM
Gnictepi; no 1 nikapcbkoro 3acoby B n. 3. «<HOMEP CEPII
6nictepy abo no 3, JIIKAPCBbKOI'O 3ACOBY», n. 4. «OATA
abo no 6 bnicTepis B 3AKIHYEHHA TEPMIHY NPUOATHOCTI», n 6.
KapTOHHIN navui «IHLWE» Ta fo TekcTy MapKyBaHHS BTOPUHHOT
ynakoBku B M. 8. «JATA 3AKIHYEHHA TEPMIHY
MPUOATHOCTI», n. 12. <cHOMEP
PEECTPALIIMHOIO MOCBIOYEHHS», n. 13.
«HOMEP CEPII NIKAPCBKOIO 3ACOBY», n. 17.
«IHWE». TepmiH BBEAEHHSA 3MiH - NpoTArom 6
MicsiLiB Micnsi 3aTBEPAXKEHHS.
222 CEQANTIH Tabnetku; TOB "TeBa YkpaiHa BankaHdapma-[ynHuus Bonrapi BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: bes UA/3271/01/01
nnoc no 10 Tabnetok y YkpaiHa" AT a 3MiHu | TUny - 3MiHK 3 akocTi. CepTudikat peuenma

6nicTepi; no 1 abo 2,
abo 5 bricTtepis y
nauui KapTOHHIN;

no 20 TabneTtok y
Gnictepi; no 1
6nictepy B nayui
KapTOHHIN

BignoBigHocTi/'E-cepTudikat BignoBigHOCTi
€Bponenicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNEHOro ceptudikaTa
BigNoBigHOCTI abo BUny4eHHs1 cepTudikata
BiZNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; ansa suxiaHoro
maTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BVIKOPVCTOBYIOTbCS Y BUpobHuuTBi A®l; ans
OOMOMDKHOT peyoBMHU (cepTudikaT BigNoBiAHOCTI
€Bponevicbkint hapmakonei) - OHOBMNEHWN
cepTudikart Bif yKe 3aTBEpPYKEHOrO BUPOBHMKa.
[MopaHHsA oHOBMEHOro cepTudikaTa BignNoBIgHOCTI
€Bponelicbkint papmakonei R1-CEP 1998-131-
Rev 05 (3atBepaxeHo: R1-CEP 1998-131-Rev 03)
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
ans [livoyoi peyoBUHM TiamiHy rigpoxnopvg, Big
3aTBepakeHoro BupobHrka DSM Nutritional
Products GmbH (Germany). Takox BHOCUTbCSA
3MiHm go MKA, posginy "Cknag”, a came
YTOYHIOETBCS Ha3Ba BUPoOHKKa A®I TiamiHy
rigpoxnopua BianoBiaHo Ao ceptudikaty €P
(3aTBepmkeHo: DSM Nutritional Products LTD.,
HimeuuunHa; 3anponoHoBaHo: DSM Nutritional
Products GmbH (Germany)).
223.| CEQA®ITOH® Kancynu, no 6 MPAT YkpaiHa BignoBigansHuUi 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHMx maTtepianis: be3 UA/4826/02/01
®OPTE Kancyn y énictepi; "®ITOPAPM BMPOBHMLTBO, 3MiHu | TUny - 3MiHn Wwopao 6e3nekw/edekTMBHOCTI peuenma
no 2 a6o 4, ao 8 " nepBUHHE/BTOPUHHE Ta hapmakoHarnsay. BeegeHHs abo 3miHu oo
GnicTepiB y nayui; nakyBaHHs1, KOHTPOIb y3aranbHeHVX JaHUX Npo cuctemy
no 30 kancyny AKOCTI Ta BUMNYCK cepil: dapmakoHarnsaay (BBEAEHHS y3aranbHEeHUX AaHnX
KOHTEWHepi 3 MPAT "®ITOGAPM". npo cucteMmy apmMakoHarnsgy, amiHa
KPULLIKOKO 3 YkpaiHa; BignosiganoHumn YNOBHOBa)eHOi 0cobu, BignosigansHoil 3a
KOHTpOIeMm nepLuoro 3a BUPOOHMLTBO, 3[iNCHEeHHs hapmakoHarnaay; KOHTakTHOi ocobu 3
BiaKpUTTS, No 1 nepBUHHE/BTOPUHHE bapmakoHarnagy 3asiBHUKa ANS 30iNCHEHHSA
KOHTeWHepy B navui nakyBaHHS, KOHTPOb bapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
akocTi: MAT "Bitaminn", Bifj yNOBHOBaXeHOI ocobw, BiANoBiganbHoi 3a
YkpaiHa 3piicHeHHs hapmakoHarnagy (BKnrovar4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-darnna cuctemu dapmakoHarnagy). 3miHa
KOHTaKTHMX OaHWNX YNOBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHoI 3a hapMakoHarnsa.
3MiHa MicLie3HaxomKeHHs MacTep-daina
cucTeMu hapmakoHarnsigy Ta horo Homepa. 3miHa
Micus 30iMCHEHHS OCHOBHOI OisiNbHOCTI 3
chapmakoHarnsgy.
224, CENTONETE® cnpen Ans poToBoi KPKA, a.4., CnoBeHis BMPOGHMLTBO rOTOBOIO CnoseHi BHECEHHS 3MiH 10 peecTpauiiHnx mMaTepianis: be3 UA/15458/01/01
TOTAN NOPOXHWHW, po3unH; | HoBo mecTo nikapcbKkoro 3acoby, A 3minu | Tvny - 3miln wopo 6esnekv/edeKTMBHOCTI peuenma
no 30 mny nepBvHHE Ta BTOPUHHE Ta cbapmakoHarnagy (iHwi 3mMiHW) 3MiHN BHECEHI y
nnacTnkoBoMy nakyBaHHs1, KOHTPOIb TEKCT MapKyBaHHS yNaKoBKYW NikapcbKoro 3acoby B
dnakoHi 3 SIKOCTI, BUMYCK Cepint: po3gin «JATA 3AKIHYEHHA TEPMIHY
[03YH4NM KPKA, a.a., HoBo mecTo, MPNOATHOCTI» (n.4 — nepBuHHa ynakoBka, n. 8
nynbBepu3aTopom; CnoBeHisi; KOHTPOIb — BTOPMHHA ynakoBKa).
no 1 dnakoHy B cepin: KPKA, a.a., HoBo BBegeHHs 3MiH npoTArom 6-Tu MicauiB nicns
KapTOHHIl kopoOui MecTo, CrnoBeHis 3aTBepAKEHHS
225, CUNIBOP 35 TabneTku, BKPUTI ToBapucTBo YkpaiHa BCi cTagii BUpobHMUTBA, YkpaiHa BHECEHHS1 3MiH 0 peecTpauinHMX maTtepianis: bes nidnsie UA/5114/01/01
NniBKOBOO 3 KOHTPOMb SIKOCTi, BUMYCK 3miHu | TUNY - 3MiHK 3 gKkocTi. FoTOBMI NiKapCbkui peuenma ae
o6ornoHkKot, no 35 obmexeHo cepil: 3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa
mr no 10 Tabnetoky | Bignosiganb ToBapucteo 3 obmexeHor iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
6nictepi; no 3 HiCTIO BiANoBiganbHicTO KOHTPOIO SKOCTi FOTOBOIO NiKapCbKoro 3acoby
Gnictepuy "®apmaneBt "®apmaueBTyHa (3amiHa abo foaaBaHHA BUPOGHMKA, Lo
KapTOHHiIl kopobui n4yHa KomnaHisi "3nopos'a"”, BiAnNoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
KOMMaHisi YkpaiHa BKITH0HAK0UM KOHTPOMb/BUNPoByBaHHS cepii. 3MiHK
"3popos's” BCi cTagii BUpobH1uTBa, BHeCeHi B po3ainu "BupobHuk" Ta

KOHTPOMb AKOCTi, BUMYCK
cepil:

"Micue3HaxomKeHHs BUpoBHKKa Ta agpeca micusi
NPOBaKEHHS NOro AisNbHOCTI" B iIHCTPYKLi Ansi
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
ToBapucteo 3 obmexeHor MELMNYHOrOo 3aCTOCYBaHHS y 3B"A3Ky 3 BBEAEHHSAM
BiANOBIgANbHICTIO [0[aTkoBOT BUPOBHUYOI AinNbHUL Ta SiK HACNidoK -
"®APMEKC I'Pynmn", BiANOBIOHI 3MiHM Y TEKCTi MapKyBaHHS YNaKoBKM
YkpaiHa nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom 6-
Tn MicauiB nicns 3aTBepakeHHs. 3MiHu | Tuny -
3MiHM wopo 6e3nekn/eddeKTUBHOCTI Ta
tapmakoHarnagy (iHwi 3miHn) - HeaHayHi 3amiHu B
TEKCTi MapKyBaHHS NEPBUHHOI Ta BTOPUHHOIT
yMakoBKM NiKapCbKoro 3acoby, a TakoX BUIyYEHHSI
iH(bopMalLlii, 3a3Ha4YeHOi POCINCHKOK MOBOIO.
PekomeHaoBaHi 0o 3aTBepaKeHHs: TekcT
MapKyBaHHSs1 yakoBKU fikapcbKoro 3acoby; 3miHu
00 HCTPYKUi ANs MEAMYHOro 3acToCyBaHHA
nikapcbkoro 3acoby (BignosigHo Ao [loaaTka 26) .
BBegeHHst 3MiH NpoTArom 6-tn micauis nicna
3aTBEPKEHHS.
226.| CUNIBOP kancynu no 70 mr no | ToBapucTBo YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes nidnse UA/5114/02/02
POPTE 10 kancyny 3 KOHTPOSb AKOCTi, BUMYCK 3MinHn | TMNy - 3MiHK 3 siKoCTi. [OTOBUIA NikapCbkui peuenma ae
6nictepi; no 2 abo 4 obGMexeHo cepii: 3aci6. 3MiHM y BUpOBHULTBI. 3MiHa
Gnictepn y Bignosiganb ToBapucTBO 3 OOMEXEHOI iMnopTepa/3aMiHu, Lo CTOCYHTLCS BUMYCKY cepil Ta
KapTOHHIl kopobui HiCTIO BiANOBIgANbHICTIO KOHTPOIIO SIKOCTi FOTOBOIO NiKapcbKoro 3acoby
"dapmaueBT "®apmMaueBTUYHa (3amiHa abo gogaBaHHs BUPOBHMKa, LLIO
n4Ha KoMnaHisi "3gopos'a”, BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
KOMNaHis YkpaiHa BKITHOYa04M KOHTPOSL/BUNPOBYBaHHS cepii -
"3popos's" BCi cTagii BUpobHMUTBA, AofaBaHHsi BUpOBHUYOI AinbHML, WO Bignosigae
KOHTPOb SIKOCTi, BUMYCK 3a BUNycK cepii. 3MiHW BHeCeHi B po3ainu
cepil: "BupobHuk" Ta "Micue3HaxomkeHHst BUpobHUKa Ta
ToBapucteo 3 obmexeHor agpeca Micusi NPOBaMKEHHS MOro AisnbHoOCT" B
BiANOBIgANbLHICTHIO IHCTPYKLUIilO Ans MeAWUYHOro 3aCTOCYBaHHSI
"®APMEKC Py, nikapcbKkoro 3acoby y 3B's3Ky 3 BBEAEHHSAM
YkpaiHa [o[aTkoBOT BUPOOHUYOI AinbHULI Ta siK HAcMigokK -
BiAMOBIAHI 3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsarom 6-
TH MicsiliB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
3MiHM Wwopo 6e3nekn/edPeKTUBHOCTI Ta
papmakoHarnsgy (iHwi amiHun) - HeaHauHi 3miHu B
TEKCTi MapKyBaHHS MEPBUHHOI Ta BTOPUHHOT
YMaKoBKM MiKapCbKOro 3acoby, a TakoX BUIyYEHHS
iHdopMaLii, 3a3Ha4YeHOi POCINCHKOI MOBOHO.
PekomeHaoBaHi 00 3aTBepKeHHS: TekcT
MapKyBaHHS YNaKoBKM Jikapcbkoro 3acody. 3MiHu
00 IHCTPYKUii ANs MeaWYHOro 3acToCyBaHHS
nikapcbkoro 3acoby (BianosigHo Ao Joaatka 26).
BBeneHHs 3miH npoTArom 6-Tu MicsuiB nicnsi
3aTBEPKEHHS.
227| CIHPAU3 NOPOLLIOK Ta Takena ABcTpis [03BiN Ha BMNYCK cepil: AscTpis/ BHECEHHS 3MiH 0 peecTpauinHuX maTtepianis: 3a UA/18748/01/01
PO3YUNHHUK AN MaHydekuy Takepa MaHnydek4ypiHr Himeuun | 3minnm | Tuny - 3miHn wopno 6esnekn/edeKTUBHOCTI peuernmom
PO34MHY Ans iH'ekuin | piHr ABCTpIs AscTpisa Al', ABCTpis; Ha Ta chapmakoHarnsay. BeegeHHst abo 3amMiHu go

no 500 MO; no 2

BMpoGHMUTBO 13,

y3arasibHeHuX gaHux npo cucremy
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
nakoHu 3 nepBUHHE Ta BTOPUHHE hapmakoHarnsay (BBeAeHHS y3aranbHeHUX AaHux
NOPOLLIKOM, 2 nakysaHHs 113, koHTponb npo cuctemy chapmakoHarnsgy, aMmiHa
cnakoHu 3 SKOCTi cepii: Takeaa YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
PO3YNHHUKOM, 2 MaHydek4ypiHr ABCTpis 3[iicHeHHs hapMakoHarnagy; KOHTaKTHoi ocobu 3
npucTpoi Ans Al', ABCTpist; KOHTPOrb apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
nepeHeceHHs 3 SIKOCTI cepil: chapmakoHarnsgy B YkpaiHi, AKLWo BoHa BiaMiHHA
dinbTpom, 2 "CTepunbHicTL" Ta Bif yNOBHOBa)XeHOI 0cobu, BianoBiganbHoi 3a
O[lHOpa3oBUx "EnpoTokcuHn": Takega 3[iNCHeHHs hapmakoHarnagy (BKoYa4m
wnpuum o6’emom 10 MaHydek4ypiHr ABCTpisi KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
Mn, 2 Habopu ans ATl’, ABcTpisi; MacTep-cainna cuctemu chapmakoHarnsay) 3miHa
BEeHenyHkKuji i 2 BUPOGHMLTBO, NEPBUHHE yNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBigansHoi
3aXUCHUX KANUMKN Y nakyBaHHs Ta KOHTPOS1b 3a (papmakoHarnsg,.
KapTOHHil kopobui SKOCTi PO3YMHHUKA: [itova pegakuis: Cymit MyHmkan / Sumit Munjal.
3irdpia XamensH M'mbX, MponoHoBaKra pepakuis: Stephane Brouckaert.
HimeuuunHa 3MiHa KOHTaKTHMX JaHMX YNOBHOBaXeHOI 0cobu
3asiBHMKA, BigNoBiganbHoI 3a dhapMmakoHarnsg
228./ COIEPOH 100 Tabnetkn no 100 wr, TOB YkpaiHa TOB "dapma Crapt” YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/10209/01/01
no 10 TabneTtok y "ACIHO 3MinHn | TMNy - 3MiHK 3 siKoCTi. [oTOBUI Nikapcbkui peuenmom nidnsie
6nictepi; no 1, 3 abo YKPAIHA" 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy. ae

6 6nicTepiB y
KapTOHHIN nayui

3miHa napameTpiB cneuudikauin Ta/abo
[OMYCTUMKX MeX roTOBOro fnikapcbkoro 3acoby
(iHWi 3MiHK) 3MiHa hopmyntoBaHHSA onucy
Tabnetkn, Tecty «Po3unHeHHa» Ta «KinbkicHe
BU3HAYEHHA», a came: - NPUBEAEHHS
chopMynoBaHHA BUMOT A0 NOKasHUKa
«Po3unHeHHs» BigNoBigHO OO eanHoro opmary B
KpaiHax peecTpadii Ta BUKNIOYEHHS iHdopMauis
No KPUTEPISIM NPUNHATHOCTI CTYNEHIO PO3YNHEHHS
MO TPbOX PIBHSAX, OCKIMbKU Lii BAMOTX OMUCaHi y
OdY 2.9.3, Ha ake OaeTbCs NOCUMaHHS B
crneundikaii Ta MeTogax KOHTPOFIo; - 3 onucy
TabneTok BuaaneHo pasy «3a 30BHILLHIM
BUIMSIAOM MaloTb BignosigaTn Bumoram AOY
cTaTTa «TabneTkn», OCKinbkn BoHa Hemae
iHpopmauiiHoro 3micTy (LSt 3MiHa Hece nuLe
pedakuinHWUm xapakTep i He CTOCYETbCS 3MiHU
30BHILLUHLOrO BUrMNAAY TabneTtku). - NpMBeAeHHs
OPMYIOBaHHSA KiNbKICHOTO BU3HAYEHHST 0O
3aranbHUX BHYTPILLIHBO-ipMOBUX BUMOT. 3MiHK
BHeCeHi 0 IHCTPYKUii Ans MeanyHoro
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
"OcHoBHi hi3nko-ximivHi BnactusocTi". 3MiHu |
Tuny - 3MiHK 3 sikocTi. [O0TOBWMI Nikapcbkuii 3acib.
KoHTponb roToBoro nikapcbkoro 3acody. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTummx
MEX roTOBOro nikapcbkoro 3acoby (iHLi 3MiHK) -
3MiHa 4O HOPMYBaHHS (NpUBEAEHHSA [0 BUMOT
[OdY) Ta nepiogn4HOCTI KOHTPOO NOKa3HMKa
«MikpobionoriyHa YnctoTay, a came NpoBOAUTH
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KOHTPOIMb Y PEXMMi MOHITOPUHTIY - Ha NepLuin cepii

3artBepoxeHo: HepoadpacoBaHa npoaykuis 113

KoHTponb 3a3HayeHnx napameTpiB 34iNCHIOETLCS
nvwe Ha cTagii HeposdacoBaHoi NPoAyKLii, a
pe3ynbTaTu KOHTPOto ByAyTb NepeHoCcUTUCS B

HeposdgacosaHa npoaykuist 113 lgeHTudikauis
Y& lgeHTudikauia YP1 lgeHTudikauia TLX. 1 -
KoHTponb 3a3HayeHnx napamMeTpiB 34iCHIOETLCA
nvwe Ha cTagii HeposdacoBaHoi NPoAyKLii, a
pe3ynbTaTu KOHTPOMo GyayTb NEpEHOCUTUCS B
cepTtudikat skocti Ha M13. 3MiHu | Tuny - 3miHn 3

B poUi i He pigLe, HiX Ha KOXxHIn 10-1 cepii Ta
BHECEHHS BiAMOBIAHOI NPUMITKM y cneundikaLito
N3. 3minn | TMNy - 3miHK 3 siKocTi. FoTOBUIA
nikapcbkui 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby (iHLWi 3MiHK) 3mMiHa chopmaTy po3gainis
3.2.P.3.3,3.2P.34,3.2P.351a3.2P5.1.3
po3ainis 3.2.P.3.3, 3.2.P.3.4 1a 3.2.P.3.5
BMAaneHo iHdopmalito LWoao KOHTPOSO roTOBOI
NPOAYKLIT y 3B’A3KY 3 NpUBEAEHHsIM 80 dhopmaTy
3T. IHdopmaLis LWoA0 KOHTPOSIO roToBOI
npoaykuii npusegeHa y posaini 3.2.P.5.1. Y
po3gini 3.2.P.5.1 Cneumdikauii Ha Bunyck Ta
NPOTAroM NPMAATHOCTI FOTOBOMO NPOAYKTY
npencTasneHi y BUrnsai ogHiei Tabnuui
BignoBsigHo go sBumor HactaHoBu 42-3.2:2004
«Jlikapcbki 3acobu. Cneundikaii: KOHTPOMbHi
BUNPOOYBaHHS Ta KpUTEPIi NPUAHSATHOCTI».
Cneumdikauisi Ha HepoadacoBaHy NPOAYKLHO i
CreuudpikaLis Ansa BUBYEHHS ctabinbHOCTI Oynn
BUKMIOYEHi 3 po3ainy. MNMokasHMKM AN KOHTPOIo
SIKOCTi Hepo3dhacoBaHOI NPOAYKLii NpeAcTaBneHi B
p. 3.2.P.3.3, 3.2.P.3.4 ta 3.2.P.3.5, cneundikauis
Ha BMBYEHHS cTabinbHOCTI NpeAcTaBneHa B p.
3.2.P.8.1. 3minun | Tuny - 3miHn 3 sikocTi. oTOBMNIA
nikapcbkuin 3aci6. 3MiHN y BUPOOHMLTBI (iHLUi
3MiHW) 3MiHa cTparTerii KOHTPOM NPOMIXKHOI Ta
roToBOI NpoAaykuil 3a n. «laeHTudikauis», a came
KOHTpOnb M. «laeHTudikauis. Metogom TLLUX»
nepeHoCcUTLCS 3 Hepo3dacoBaHoi NpodyKuil Ha
'N3. KoHTponb 3a3HaveHnx napameTpis
3MiNCHIOETLCS NWLLIE Ha cTagii Hepo3dacoBaHoi
npoaykuii, a peaynbTati KoHTporsto byayTe
nepeHocuTUCs B cepTudikaTt sikocTi Ha 13.

lopeHTudpikauia YO loeHtudikagis TLX
loeHTudpikauia YO1 lgeHtudikauia TLWX1. 1-

cepTugikat akocti Ha M3. 3anponoHoBaHo:

skocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI (iHLWi 3MiHK)
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

BHeCeHHs 3MiH o po3aginis 3.2.P.3.3. Onuc
BUPOGHMYOro NPOLLECY Ta KOHTPOJIO MPOLECY,
3.2.P.3.4. KOHTpOnb KpUTUYHMX CTagin i NpOMiXKHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy Ta/abo
10r0 OUiHKa, a came YTOYHEHHS iHdopMauii Wwoao
HaHeCeHHs1 HoMepy cepii Ta TepMiHy NPUAATHOCTI
Ha cTagiax «PacyBaHHs» Ta «[lakyBaHHS», WO
06yMOBINEHO TEXHOMOTYHOK MOXIUBICTHO
HaHeCeHHs1 HoMepy cepii Ta TepMiHy NPUAATHOCTI
— MeTo4oM OPYKY B AOMOBHEHHS 4O METOAY
HaHeceHHs BiATUCKY. 3MiHK | Tuny - 3miHKn 3
siKkocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHW)
BHECEHHS 3MiH Y cneumdikauii 4nsi BUBYEHHS
cTabinbHoCTi Npenaparty, a came 3i cneundikaii
ONs BUBYEHHS cTabinbHocTi B p. 3.2.P.8.1.
BMAANAETbCSA KOHTPOrb M. «BTpata B maci npu
BUCYLLYBaHHi», «OgHOpPiaHICTL Macuy Ta
«CepegHsi Macar. Y 3B’A3Ky 3 Uieto 3MiHO
oHoBneHo p. 3.2.P.8.1. Ta 3.2.P.8.2. 3minn | Tuny -
3MiHM wono 6e3nekun/eddekTUBHOCTI Ta
capmakoHarnsgy. 3MiHu y KOpoTKiii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUiT ANS MeanyYHoro
3acToCcyBaHHS reHepuYHUX/riopuaHmx/GionoaidbHMx
nikapcbkunx 3acobiB nicns BHeCeHHs Tiei camoi
3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
noTpebye HagaHHS XXOAHUX HOBUX OOAATKOBUX
AaHux) 3MiHVM BHECEHi 0 iIHCTpYKLii ans
MeOWYHOro 3acToCyBaHHA y posainu: "B3aaemogis 3
iHLWMMK nikapcbkuMy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"BacTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs
rpyaak”, "Cnocib 3actocyBaHHsi Ta go3u", "Oitn",
"MepepnosyBaHHs", "MobiyHi peakuii” BianoBigHO
o iHdpopmalii pechepeHTHOro nikapcbkoro 3acoby
(Conian® 200 mr, TabneTkun). BBegeHHst 3amiH
NpoTArom 6-TM MicsILLB NMicnsi 3aTBEpPAKEHHS

229.

COJIEPOH 200

Tabnetku no 200 mr
no 10 Tabnetok y
6nictepi; no 1, 3 abo
6 GnictepiB y
KapTOHHIN navui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMX maTepianis:
3MmiHu | TUNy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui
3aci6. KoHTporb roToBOro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMKX MeX roTOBOro nikapcbkoro 3acoby
(iHWi 3MiHK) 3miHa bopMynioBaHHs onucy
Tabnetkn, TecTy «Po3unHeHHs» Ta «KinbkicHe
BU3HAYEHHs», @ came: - NPUBEAEHHS
dopMynoBaHHSA BUMOT 4O NMOKa3HUKa
«Po3unHeHHs» BigNoBIAHO OO eanHOro opmaty B
KpaiHax peecTpadii Ta BUKNOYEHHs iHdhopMauis

3a
peuernmom

He
nionsie
ae

UA/10209/01/02
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n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
No KpUTEPIM NPUAHATHOCTI CTYNEHIO PO3YMHEHHS
MO TPLOX PIBHAX, OCKIMNbKW Lii BAMOrX ONMCaHi y

OdY 2.9.3, Ha ke AAETLCA NOCUIAHHS B
cneumndikaLii Ta MeTogax KOHTPOSHO; - 3 onucy
Tabnetok BuganeHo cpasy «3a 30BHiLLHIM
BUrMSAOM MatoThb Bignosiaatu sumoram oY
cTatTst « TabneTku», OCKinbkM BOHa HEMa€e
iHdpopmaLiiHoro 3micTy (Us 3MiHa Hece nuLue
penakuinHui xapakTep i He CTOCYETbCH 3MiHM
30BHILUHLOrO BUrMsdy TabneTku). - npuBeaeHHs
OPMYIOBaHHSA KiflbKICHOTO BU3HAYEHHST 4O
3aranbHMX BHYTPILLIHbO-DIPMOBUX BUMOTF. 3MiHM
BHECEHI [0 iHCTPYKUiT 4na MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"OcCHOBHI hi3nko-ximMiyHi BnacTneocTi". 3MiHu |
TMny - 3MiHK 3 AKOCTI. Fo0TOBUIA NikapcbKuii 3aci6.
KoHTponb roToBoro nikapcbkoro 3acody. 3miHa
napameTpie cneundikaui Ta/abo gonycTummx
MeX FOTOBOIO NiKapCbKoro 3acoby (iHLi 3MiHK) -
3MiHa A0 HOPMYBaHHS (NpUBEAEHHSA 4O BUMOT
[O®dY) Ta nepioAnYHOCTI KOHTPOIIO NOKa3HMKa
«MikpobionoriyHa ynucToTay, a came NpPoBOAUTH
KOHTPOIb Y PEXNMi MOHITOPUHIY - Ha MepLUin cepil
B poui i He pigLue, HiXX Ha KOXHin 10-1 cepii Ta
BHECEHHS BiAMNOBIAHOI NPUMITKU y cneundikaiio
3. 3minu | TMNy - 3miHK 3 akocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby (iHwWwi 3MiHW) 3MiHa dhopmaTy po3ginis
3.2.P.3.3,3.2P.34,3.2P.3571a3.2.P.5.1. 3
po3ainis 3.2.P.3.3, 3.2.P.3.4 1a 3.2.P.3.5
BMAaneHo iHopmaldito LWoao KOHTPOIO roToBOI
npoaykKuii y 38'a3Ky 3 NnpuBeAeHHAM o dopmaTty
3TA. IHdopmMaList LWoao KOHTPOIH roToBOI
npoaykuii npusegeHa y posgini 3.2.P.5.1. Y
po3gini 3.2.P.5.1 Cneumndikauii Ha Bunyck Ta
NPOTAroM NpUAATHOCTI FOTOBOrO NPOAYKTY
npeacTaBneHi y BUrnaai ogHiel Tabnuui
BianosigHo Ao Bumor HactaHoBu 42-3.2:2004
«Jlikapcbki 3acobu. Cneuudikauii: KOHTPOMbHi
BUNPOBYBaHHS Ta KpUTEPIi NPUAHATHOCTI».
Cneuudikauia Ha Hepo3dacoBaHy NpoayKLito i
Cneuudpikauisi 4ns BUBYEHHS cTabinbHocTi Bynu
BUKNIOYEHI 3 po3ainy. MokasHWK1 ANs KOHTPOIO

p. 3.2.P.3.3, 3.2.P.3.4 Ta 3.2.P.3.5, cneuundikauis
Ha BUBYEHHS cTabinbHOCTI NpeacTaBneHa B p.
3.2.P.8.1. 3minun | Tuny - 3miHn 3 skocTi. oToBMNI

nikapcbkuit 3aci6. 3MiHU y BUPOOHMLTBI (iHLUi

AKOCTi Hepo3dacoBaHoi NPOAYKLii NpeAcTaBreHi B

3MiHW) 3MiHa cTpaTerii KOHTPOM NPOMIXHOI Ta
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n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
roTOBOI NpoayKuii 3a n. «lgeHTudgikauis», a came

KOHTPOMb M. «laeHTndikauis. Metogom TLLUX»
nepeHoCcUTLES 3 Hepo3dhacoBaHoi NpoayKLii Ha
[T13. KoHTponb 3a3HayeHnx napameTpis
3[INCHIOETLCS NWLLE Ha cTagil Hepo3dacosaHol
NPOAYKLT, a pe3ynbTaTi KOHTPono byayTh
nepeHocuTUCs B cepTudikaT skocTi Ha 3.
3arBepoxeHo: HepoadpacoBaHa npoaykuis 113
lopeHTudpikauia YO |geHtudikagis TLX
lopeHTudikauis YO1 lgpeHtudikadis TLX1. 1-
KoHTponb 3a3HayeHnx napameTpiB 34iNCHIOETLCA
NULLEe Ha cTagil Hepo3dacoBaHoi NpoayKLii, a
pe3ynbTaTu KOHTPOro ByayTb NEPEHOCUTUCS B
cepTugikat akocti Ha 113. 3anponoHoBaHo:
Heposdacoeara npoaykuis I'M13 lgeHTudikauis
Y& |geHTndikauis YP1 lgeHTudikauisa TLUX. 1 -
KoHTponb 3a3HayeHnx napamMeTpiB 34iNCHIOETLCA
NULLEe Ha cTagil Hepo3dacoBaHoi NpoayKLii, a
pe3ynbTaTu KOHTPOro ByayTb NEpeHOCUTUCS B
ceptudikaT skocti Ha [T13. 3miHum | Tuny - 3miHK 3
siKkocTi. [oToBUMI Nikapcbkui 3aci6. 3miHn y
BUPOBHMUTBI (iHLWi 3MiHK)
BHECEHHS 3MiH go posginis 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLEeCy Ta KOHTPOJI0 NpoLecy,
3.2.P.3.4. KOHTPONb KPUTUYHNX CTagiN i NPOMIKHOT
npoaykuii, 3.2.P.3.5. Banigauis npouecy ta/abo
110ro OUiHKa, a came YTOYHEHHS iHdopMaulii Wwoao
HaHeCeHHs HoMepy cepii Ta TepMiHy NPUAATHOCTI
Ha cTagiax «PacyBaHHsa» Ta «[lakyBaHHSA», WO
06yMOBNEHO TEXHOMOFYHO MOXIUBICTIO
HaHeCeHHs HoMepy cepii Ta TepMiHy NPUAATHOCTI
— MeTOoAO0M APYKY B AOMOBHEHHS 4O METoAy
HaHeceHHs BiaTUcky. 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHW)
BHECEHHS 3MiH Y cneumdikauii 4nsi BUBYEHHS
ctabinbHoOCTi Npenapaty, a came 3i cneumdikauii
Ans BUBYEHHS cTabinbHocTi B p. 3.2.P.8.1.
BUAAnNseTbCA KOHTPOSb M. «BTpaTta B Maci npu
BUCYLLYBaHHi», «OgHOPIAHICTE Macu» Ta
«CepepnHs Mmacar. Y 3B’A3Ky 3 Lieto 3MiHO
oHoBneHo p. 3.2.P.8.1. Ta 3.2.P.8.2. 3minu | Tuny -
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsagy. 3miHu y KOpoTKii
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANS MeAUYHOro
3aCTOCYBaHHS reHepuUYHUX/ribpuaHmx/GionoaibHmMx
nikapcbkunx 3acobiB nicns BHECEHHSs TiEl camoi

3MiHW Ha pedbepeHTHUI NpenaparT (3MiHa He
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
noTpebye HagaHHS XXOOHUX HOBWX JOAATKOBUX
AaHux) 3MiHVM BHECeHi A0 iHCTPyKLiT ans
MeLMYHOro 3acTocyBaHHS y po3ginu: "B3aemogis 3
iHWMMM nikapcbkumm 3acobamu Ta iHLWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpypat”, "Cnocib 3actocyBaHHs Ta gosun”, "Oitn",
"MepenosyBanHs", "MobiyHi peakuii" BignoBigHO
0o iHopmaLii pedepeHTHOro nikapcbkoro 3acoby
(ConiaH® 200 wmr, TabneTkn). BBegeHHs 3MiH
NpoTHArom 6-Tn MicsILiB Nicnsi 3aTBEpPAKEHHS
230.| CMOPAKCON kancynu no 100 wmr; 3AT JlnToBCbka JTabopaTtopioc JlikoHca, IcnaHis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/13899/01/01
no 5 kancyny "dapmnira" Pecny6nik C.A. 3MiHn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI peuenmom
cTpwvni; no 2 ctpuna a Ta cdhapmakoHarnsaay (iHwi 3miHn) 3miHM BHeCeHO
B KapTOHHIN nayui; [0 TEKCTY MapKyBaHHsI NEPBUHHOI YMaKOBKM
no 6 kancyny nikapcbkoro 3acoby B n. 6. «IHWE» Ta go Tekcty
cTpwni; no 5 cTpunis MapKyBaHHsi BTOPUHHOI ynakoBku B M. 8. « JATA
Yy KapTOHHIN navui; 3AKIHYEHHA TEPMIHY MPUOATHOCTI», n. 12.
no 6 kancyny «HOMEP PEECTPALIIMHOIO MOCBIOYEHHS»,
cTpuni; no 1 cTpuny n. 13. «<HOMEP CEPIi NIKAPCbKOIO 3ACOBY»,
B KapTOHHIN nayui n. 17. «IHWE».
TepMmiH BBELAEHHS 3MiH - NPOTArom 6 micauis nicns
3aTBEpPOKEHHS
231.| CTPOBAK® niodpinisoBaHmi CtpaTmaHH HimeuumH CtpaTtmaHnH 'mM6X eHg Ko. | Himeuyun BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/17029/01/01
NOPOLLIOK ANA 'M6X eHa a Kl Ha 3miHu | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa peuenmom nidnse
cycneHsii gns Ko. KI HanMmeHyBaHHS Ta/abo agpecu Micud ae
iH'ekuin; 1 dnakoH 3 npoBafXeHHs AisinbHOCTi BUpOGHMKa/imnopTepa
niocpinisoBaHum roTOBOro NiKapCbKoro 3acoby, BKIYaum
NOPOLLIKOM (0AHa AinbHWL BUMYycKy cepii abo micue npoBeaeHHS
posa)i 1 amnyna 3 KOHTPOIMIO SIKOCTI. (AisinNbHICTb, 3a SKy Bignosinae
po34nHHMKoM no 0,5 BMPOBHMK/IMNOPTEp, BKIOYAO4M BUMYCK CEPilt)
Mn (antoMiHio 3miHa Ha3BW BUPOBHMKa roTOBOrO MikapCbKOro
docdart 2%, Boga 3acoby Ta pegakuinHi NpaBkv B agpeci
ans iH'ekuin) B BMPOGHMYOI AinbHULI ANs NpuBeAeHHs agpecu y
KapTOHHI KOpoOLyi; BignoBigHicTb Ao cepTudikaty GMP Ta niueHsii Ha
3 cpnakoHu 3 BMPOGHMLUTBO. 3MiHM BHECEHO B iHCTPYKLIito Ans
niodpinisoBaHum MeAMYHOrO 3aCTOCyBaHHsI NikapCbKoro 3acoby y
nopoLukom i 3 po3ainu «BupobHuk» Ta «MicLe3HaxomKeHHs
amnynu 3 BMPOGHMWKa Ta agpeca Micus NpoBaAXeHHs Moro
po34nHHMKOM o 0,5 OisANbHOCTI» 3 BiANOBIAHUMW 3MiHAMW Y TEKCTi
MIT (antoMmiHito MapKyBaHHS! yMakoBKU MikapcbKoro 3acoby. 3miHn
docdart 2%, Boga | Tuny - AgMiHicTpaTVBHi 3MiHW. 3MiHa Ha3BK
ans iH'ekuin) B nikapcbkoro 3acoby
KapTOHHiI kopobLyi 3miHa Has3Bu nikapcbkoro 3acoby. 3aTBepaXeHo:
CtpoBak 3anponoHoBaHo: CTpoBak®.
232 CYMINAP Kancynuv Teepgi no 5 CaHpo3s CnoBeHis Bunyck cepin: Jlek CnoBeHi BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3a He UA/15319/01/01
Mr/5 mr, no 7 kancyn | ®apmacbtoTi dapmaLeBTUYHa KOMMaHis a/ 3MiHn | TUny - 3MiHK Wwopo 6esneku/edekTUBHOCTI peuernmom nidnse
TBepaux y bnictepi; Kans g.4. A.4a., CnoseHisi; Monbwa Ta chapmakoHarnsigy. 3miHa y KopoTkiii ae

no 4 Gnictepn y

Bupo6bHmuTBO in bulk,

XapaKTepUCTULi NiKapcbKoro 3acoby, TEKCTi
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KapTOHHiI kopobLyi TECTYBaHHs, NEpBUHHE Ta MapKyBaHHs1 Ta iHCTPYKLii A4ns Megu4Horo
BTOPVHHE NaKyBaHHS: 3acToCyBaHHS Ha NigcTasi perynspHo
Apawvep ®apma C.A., OHOBJIOBAHOIO 3BiTy 3 6€3nekn Nnikapcbkoro
Monbua; TecTyBaHHs: 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
Apamepn ®apma C.A., nikapcbkoro 3acoby B nicnspeecTpauinHnin nepioa,
Monbwa abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIfKEHb,
npoBeAeHnX BignNoBIAHO A0 NnaHy negiaTpuyHnx
pocnigpkens (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpraHoMm).
3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3acToCyBaHHS nikapcbkoro 3acoby Ao po3ainy
"MNepenosyBaHHa" BIQNOBIAHO A0 pekoMeHaaLin
PRAC. TepMiH BBEAEHHSI 3MiH - NPOTSrom 6
MiCSILIiB MiCNsi 3aTBEPAXKEHHS.
233.| CYMINAP Kancynuv Teepai no 5 CaHpos CnogeeHisi Bunyck cepiii: Nek CnoseHi BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/15320/01/01
Mr/10 Mmrno 7 dapmachHoTi dapmaneBTUYHa KOMNaHisi al 3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI peuenmom nidnsie
Kancyn Teepaux y Kans a.4. A.4a., CnoseHis; Monbwa Ta cbapmakoHarnsagy. 3miHa y KopoTKiv ae
Gnictepi; no 4 Bupo6bHumuTBo in bulk, XapaKTepuCTULi Nnikapcbkoro 3acoby, TeKCTi
Gnictepn y TECTYBaHHS, NEpPBMHHE Ta MapKyBaHHA Ta IHCTPYKLUiT ANS MeAnYHOro
KapTOHHIN kopobLi BTOPUHHE MaKyBaHHS: 3acToCyBaHHS Ha MiACTaBi perynspHo
Apawveg ®apma C.A., OHOBJIOBAHOIO 3BiTy 3 6€3nekn nikapcbkoro
Monbua; TecTyBaHHs: 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
Apamepn ®apma C.A., nikapcbKoro 3acoby B micrnspeecTpauiiHin nepiog,
MonbLwa abo sik pe3ynbTaT OLUiHKM 3BiTY 3 LOCHiMKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimpkenb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHoMm).
3MiHU BHEeCEeHO A0 IHCTPYKLUii AN MeauyYHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mepeno3syBaHHs" BiANOBIAHO A0 pekoMeHAauin
PRAC. TepmiH BBeA€HHS 3MiH - NpoTarom 6
MiCSILiB Micnsi 3aTBEPAXKEHHS.
234, CYMINAP Karncynu Teepgi no CaHpos CnoBeHis Bunyck cepint: Jlek CnoBeHi BHECEHHS 3MiH 0 peecTpauiiHnx maTepianis: 3a He UA/15318/01/01
10 mr/5 mr; no 7 dapmacbioTi dapmaLeBTUYHA KOMMaHis a/ 3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI peuenmom niénsie
Kancyn Teepaux y Kans a.4. A.4a., CnoseHis; Monbwa Ta cbapmakoHarnagy. 3miHa y KopoTkiv ae

GnicTepi; no 4
Gnictepuy
KapTOHHI kopobLyi

Bupo6HuuTtBo in bulk,
TECTYBaHHs, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS:
Apamepn ®apma C.A.,
Monbwa; TecTyBaHHS:
Apawvep ®apma C.A.,
MonbLa

XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBIOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIXKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OPraHoMm).
3MiHU BHECEHO A0 IHCTPYKLUii ANs MeaUYHOro
3aCTOCyBaHHS NikapcbKkoro 3acoby Ao po3ainy
"Mepeno3syBaHHs" BiANOBIAHO A0 pekoMeHaauin
PRAC. TepMmiH BBeAieHHSI 3MiH - NpoTsarom 6
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
MicsUiB MicNsa 3aTBepAXEHHS.
235, CYMINAP Kancynu Teepgi no CaHpgo3s CnoseHis Bunyck cepin: Jlek CnoseHi BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/15319/01/02
10 mr/10 mr, no 7 dapmachHoTi dapmareBTUYHA KOMNaHisi al 3MiHuM | TUny - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom nidnsie
Kancyn Teepaux y Kans a.4. A.4a., CnoseHis; Monbwa Ta cbapmakoHarnsagy. 3miHa y KopoTkiv ae
6nictepi; no 4 BupobHuuTeo in bulk, XapakTepucTuui nikapcbKkoro 3acoby, TEKCTi
Gnictepuy TECTYBaHHs, NEpBUHHE Ta MapKyBaHHs1 Ta iHCTPYKLUii A4ns Mean4Horo
KapTOHHiI kopobui BTOPUHHE MaKyBaHHSA: 3acToCcyBaHHS Ha MiAcTasi perynspHo
Apawvep ®apma C.A., OHOBIOBAHOrO 3BiTY 3 6e3nekn nikapcbkoro
Monbua; TecTyBaHHs: 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
Apawvep ®apma C.A., nikapcbKkoro 3acoby B nicnsipeecTpauiiiuii nepiog,
MonbLa abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCNIOXEHD,
npoBeAEeHUX BigNoBIAHO A0 NnaHy negiaTpuydHnx
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OPraHoMm).
3MiHV BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3acToCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"Mepeno3yBaHHs" BiANOBIAHO 40 pekoMeHaaLi
PRAC. TepMmiH BBEAEHHS 3MiH - NPOTAroM 6
MicsaUiB Micnsa 3aTBEpPAXEHHS.
236, TAOANIC TabneTkn, BKpUTI Akkopa Monbwa BiAMOBiAanbHWA 3a BUNyck | Benuka BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/19557/01/01
NniBKOBOIO Xenckea cepii: AKKOP[ XEJICKEA | Bputadi | 3MiHu | Tuny - 3miHun wono 6e3nekn/eekTMBHOCTI peuenmom nidnsie
obornoHkoto, no 20 Moncka Cn. NIMITEQA, Benuka a/ Ta cdhapmakoHarnsaay (iHwi 3miHn) - 3MiHM BHECEHO ae
Mr; N0 2 TabneTtkn y 3.0.0. BpuvTaHisi; BTOpHHE Yropwm 00 IHCTPYKUiT ANst MEOWYHOrO 3aCTOCYBaHHS
Gnictepi; no 1 nakyBaHHs: Ha/ nikapcbkoro 3acoby o poaginy "Mob6ivHi peakuii”,
6nictepy y nayui; no AKKOPI XENCKEA ITanis/ a came BHeCEeHHs1 iHpopmalii npo HeobXiaHICTb
4 Tabnetkn y NIMITEL, Benuka IHgis/ NoBIAOMIIATY NPO YCi BUNAAKN MifO3POBaHNX
BputaHisi/ koHTponb ManbTa nobiYHUX peakuin Ta BiaCYyTHOCTI ecpeKTUBHOCTI

6nicTepi; no 1 abo 2
Gnictepu B nayui

sikocTi: ACTPOH
PECBLOPY NIMITEL,
Benvka bputaHis;
KOHTPOMb SKOCTI:
BeccniHr XaHrepi K.,
YropLlmHa / BTOpUHHe
nakyBaHHs: iERYEnNb
CEMNAW YENH (ITanis)
CMA, Itanis /
BMPOBOHMLTBO NMikapCbKoro
3acoby, nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SIKOCTi cepii,
€KCMopT Ha AiNbHALIO
BUMYCKY cepii: IHTac
dapmacbtoTikanc Jlimitea,
IHgis /
KOHTPOMb SKOCTi:
®APMABANIA NTa.
MikpobionoriyHa
nabopatopis, YropLuHa/
KOHTPOIb SKOCTi:

nikapcbkoro 3acoby. Takox A0 iHCTPYKLiT Ans

MEeOUYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby
BHeceHa iHopmalLlis Npo 3aBHWKa Ta MOro

MicLe3HaxomKeHHs. TepMiH BBEAEHHS 3MiH -
NpoTArom 6 MicsALUiB Nicnsa 3aTBEPIKEHHS.
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
dapmagokc Xenckea Jlt4.,
ManbTa
237, TAHTYM rpaHynu gns AsieHge ITania Asienge Kimike PiyHiTe ITania BHECEHHS 3MiH IO peecTpauiiHux maTepianis: be3 UA/4012/01/01
PO3A® BariHanbHoro Kimike ArxeniHi dpaHyecko TexHivyHa nomunka (3rigHo Hakasy MO3 Big peuenma

po34mnHy no 500 wmr, PiyHiTe AKP.A®. CnA. 23.07.2015 Ne 460), BunpaBneHo TeXHi4Hy

no 10 cawe B AHXEniHi NOMWIIKY B TEKCTi MapKyBaHHS1 BTOPUHHOT

KapTOHHiI kopobui PpaHyecko ynakoBKM rikapcbKkoro 3acoby y n. 9. «YMOBU

AKP.AO®. 3BEPIFTAHHA». 3BATBEPXKEHO: He notpebye
C.n.A. ocobnuBmx yMoB 36epiraHHs. He TpebyeT
0COBEHHbIX YCIOBUIA XpaHEHWS.
3AMNPOIMNOHOBAHO: He notpebye ocobnuemx
ymoB 36epiraHHsl. He TpebyeT ocobbix ycrnosui
XpaHeHusl.
3a3HayeHe BMMNpaBneHHs BiANoBigae maTtepianam
peecTpauiiHoro 4ocke
238.| TEBAJIOP- Tabnetkun gns TOB «TeBa YkpaiHa Bankandapma-Pasrpag Bonrapi BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes UA/4271/01/01
TEBA CMOKTaHHS; YkpaiHa» AT, Bonrapis, ] 3MmiHn | TMNy - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenma

no 20 TabneTok y
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHIN nayui

Bankandapma-AynHuuya

AT, Bonrrapis

HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaAXeHHSA AiANbHOCTI BUPOOHMKa (BKIOYaouW,
3a HeoOXiQHOCTI, MiCLie NPOBEAEHHSA KOHTPOMO
siKocTi), abo BnacHuka mactep-ganna Ha Adl, abo
nocrayanbHuka A®|/BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
3acCTOCOBYIOTbCS Y BUPOOHMUTBI API (SIKLLO
3a3HayeHo y IOCbE Ha Nikapcbkuii 3acib) 3a
BiICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHOMy
[ocbke, abo BUPOOHUKA HOBOI JOMOMIKHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y OCbE) 3MiHa
HaliMeHyBaHHS BUPOGHMKa Aito40i pe4oBUHM
Kucnotmn ackopbiHosoi 3 "Northeast General
Pharmaceutical Factory, China" Ha "Northeast
Pharmaceutical Group Co., Ltd., China". 3miHa
Ha3Bu BUpobHuka AdI Binbynack y 2010 poui.
3miHu | TUny - 3miHm 3 akocTi. A®l. BupobHuuTBo.
3miHa BUpOGHWKa BMXiOHOIO/MPOMiXXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HMYomy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovatoun, e HeobxigHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) AdI (3a BigcyTHOCTI
cepTudikaTta BignoBigHOCTI €BpoNenchkin
capmakonei y 3aTBepaxeHOMy
[0Cbe)(3anponoHOBaHW BUPOOHVK HanexuTb A0
Tiei camoi BUpOBHWMYOI rpynu MiANpUEMCTB, LLO W
3aTBepKEeHWI) nocnifoBHa 3MiHa agpecu
BUPOGHMYOT AinbHULI BUPOBHMKA fit040i PEHOBUHM
kmcnoTtu ackopbiHoBoi Northeast Pharmaceutical
Group Co., Ltd., China.
3aTtBepaxeHo: Northeast Pharmaceutical Group
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Ne
n/

Hasea
JliKapcbK020
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
8UPO6H
uKa

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Pekna
myeaH
Hs*

Homep

peecmpauiliHo2o

noceid4yeHHs1

Co., Ltd. No. 37, Zhonggong Bei Street, Tiexi
District, Shenyang, China Postcode: 110026
3anponoHoBaHo: Northeast Pharmaceutical Group
Co., Ltd. No.29, Shenxiliu Dong Road, Economic
Technology Development District, Shenyang,
China Postcode: 110869

239.

TEKCAKAMHA

PO34MH Ans iH'eKuin
100 mr/mn, no 5 mn
B amnynax, no 4
amnynu y bnictepi,
no 1 6nictepy B
KapTOHHIl kopobui

MaHkanHg,
dapma
Nimiten

IHAis

MaHkanHg ®apma Jlimiteq

IHAisA

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:
3MiHu | Tvny - 3min Wwopo 6esnekn/edeKTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHUX Npo cuctemy
dapmakoHarnagy (BBe4eHHs y3aranbHEeHUX AaHnxX
npo cucteMy chapmakoHarnsay, aMmiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi 3a
3[iNCHEeHHs hapmakoHarnaay; KOHTakTHOI ocobu 3
bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
bapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif, YyNOBHOBaXeHOI 0cobu, BiANOBiAanbHoI 3a
3piicHeHHs dhapmakoHarnagy (BKnroYvarym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-cavina cuctemmn capmakoHarnsgy) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
chapmakoHarnag B YKpaiHi.

Litova pegakuisi: Man Oner Bonogumunposuu.
MponoHoBaHa pegakuisi: EpemeHko BaneHTuHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI
ocobu 3asBHMKA, BiaANOBIAanNbHOI 3a
dapmakoHarnsig B YkpaiHi. 3miHa Homepa mactep-
davina cuctemu apmakoHarnsgy

3a
peuenmom

UA/18803/01/01

240.

TUrALUN

NMopOLLOK A1
PO34MHyY Ans
iHdpysin no 50 mr; 10
dnakoHiB 3
MOPOLLKOM Yy nauli 3
KapTOHY

NOANIEP
EAY.CL.I
KOPMOPEN
LH

CLA

Baet llepepne C.p.J1.,
ITanis (BupobHULTBO
npoaykuii in bulk,
nepBYHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOIb
SIKOCTi Ta BUNYCK cepii);
MateoH Itania C.n.A.,
ITanis (BMpo6GHMLTBO
npoaykuii in bulk,
NepBUHHE MaKyBaHHS,
KOHTPOMNb SKOCTI);

lOpodpiHc-Baionab C.p.n.,

ITanis (gocnimkeHHs
CTepPUIbHOCTI)

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHn Il Trny - 3miHmn Wwopo 6e3nekn/epeKTMBHOCTI
Ta cbapmakoHarnagy. 3mMiHW y KOpoTKii
XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMW JAHUMU 3
AKOCTI, AOKMIHIMHUMM, KMIHIYMHUMW OaHUMK Ta
AaHumMu 3 bapmakoHarnsgy - 3miHu BHeCeHo A0
IHCTPYKUIT ANS MeAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3gainis "®apmakonoriyHi
BnactmeocTi", "B3aemogis 3 iHWUMK fikapCbKuMu
3acobamu Ta iHWi Buam B3aemogin", "OcobnueocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiof
BariTHocTi abo rogyBaHHs rpyaa”, "Cnocib
3actocyBaHHS Ta gosun", "MobivHi peakuii”. TepmiH
BBEOEHHS 3MiH - NpOTArom 6 Micsuis nicns
3aTBEpPAKEHHS!

3a
peuenmom

He
nidnsie
ae

UA/12347/01/01

241.

TUMONOI-
OAPHUUA

Kpanni OYHi, pO34mH,
2,5 mr/Mn no 5 mn
abono 10 mny

MpAT
"®apmaueBT
M4YHa ipma

YkpaiHa

MpAT "®apmaueBTuyHa
dipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
3miHu | TMny - 3minm 3 sikocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI

3a
peuernmom

UA/1226/01/01
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cdnakoHi, no 1
dnakoHy y nadui

"NapHnus”

€Bponencbkin dapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HeobXigHICTIO NpYBEAEHHs Y
Bi4NOBIgHICTb A0 MOHorpadii dY abo
€BponeWncbkoi hapmakonei, abo iHLWoi
HauioHanbHoi bapmakonei aepxasu €C (iHLwi
3MiHM) 3MiHM 0o cneundikauii BXigHOro KOHTPOIO
i3 BiANOBIOHUMN METOAAMMN KOHTPOMIO SKOCTI Ha
AOMNOMiXHY peyoBuHY BeH3ankoHito xnopug oo
NOKa3HUKIB « PO3YMHHICTLY, «laeHTudikauisy,
«KncnoTHicTe abo nyxHicTb», «CepeaHs BigHOCHa
MOMeKynsipHa maca i CriBBiAHOLLEHHS ankinbHWUX
KOMMOHEHTIBY, «[domiwku A, B i C», «AMiHu i coni
aMiHiB», «KinbkicHe BM3Ha4YeHHs1», «Onucy,
«[Mpo3opicTb po3unHy», «KONbOPOBICTb PO3UNHY»,
«Boga», «CynbdaTHa 3ona» 1a «MikpobGionoriyHa
yncToTa» Ans NPUBEAEHHS 4O pekoMeHaaLin Ta
CTUIMICTMKM LitoY0i pegakuii MoHorpadii €
«Benzalkonium Chloride» Ta ®Y.

242.

TAMONON-
OAPHULA

Kpanni OYHi, PO34mH,
5 mr/mn no 5 mn abo
no 10 mn y dnakoi,
no 1 conakoHy y
nayui

MpAT
"®apmaueBT
nyHa dipma

"NapHuus"

YkpaiHa

MpAT "®apmaueBTnyHa
dipma "OapHuuga”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3miHu | Tvny - 3minm 3 AkocTi. CepTudikat
BignosigHocTi/FE-cepTudikaT BiANoBigHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
Bi4NOBIgHICTb 40 MoHorpadii dY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei aepxasu €C (iHLwwi
3MiHK) 3MiHM fo cneumdikaLii BXiGHOro KOHTponto
i3 BigNOBIAHMMM MeTO4AMW KOHTPOSIO SKOCTi Ha
[OMNOMiXHY peyoBuHY BeHsarnkoHito xnopug oo
NoKasHUKiB «PO34nHHICTbY, «laeHTudikauisy,
«KuncnoTHicTb abo nyxHictby», «CepeaHs BigHoCHa
MOIEKynsipHa Maca i CniBBigHOLLEHHS ankifbHNX
KOMMOHEHTIB», «[domilkun A, B i C», «AMiHu i coni
aMiHiB», «KinbkicHe BM3Ha4YeHHs», «Onucy,
«[Mpo3opicTb po3unHy», «KONbOPOBICTb PO3UNHY»,
«Bopa», «CynbgaTtHa 3ona» Ta «MikpobionoriyHa
yucToTa» ANsi NpUBEAEHHSI 40 pekoMeHaaLin Ta
CTUMICTMKM LitoY0i pegakuii MoHorpadii €
«Benzalkonium Chloride» Ta Y.

3a
peuenmom

UA/1226/01/02

243.

TIAMIHY
XNoPuUa-
300POB'A

PO34MH ANs iH'eKLIN,
50 mr/mMn no 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 2
6nictepu B
KapTOHHiIl kopobuyj;
no 1 mn B amnyni;
no 10 amnyny
GnicTepi; no 1
Gnictepy B

ToBapucTBo
3
obGMexeHo
Bignosiganb
HiCTIO
"®apmaueBT
MYHa
KOMNaHis
"3popos's"

YkpaiHa

ToBapuCTBO 3 06MEXeHO

BiANOBiganbHICTHO
"®apmaueBTnYHa
komnaHisi "3aopos's”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHM | Tuny - 3MiHK 3 siKoCTi. [OTOBMIN NiKapCbKui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMUX MEX rOTOBOTO MiKapCbKoro 3acoby
(BMNYYEHHS HE3HAYHOro NoKasHuKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cMak,
abo igeHTUdIKaLis 6apBHUKIB Y1 CMaKOBUX
no6aBok)). BunyyeHHs 3actapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTbY Y 3B’513KY 3 BTPATO

3a
peuernmom

UA/7787/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
KapTOHHi KOpoOLyi; YMHHOCTI Ta BUIy4eHHs M 3 EP.
no 1 mn B amnyni;
no 10 amnyny
KapTOHHiI kopobui
244 TONNEPIN- TabneTku, BKPUTI Tosapucteo Ykpaina BCi cTagii BUpobHMLTBA, Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a He UA/9556/02/02
300POB'A NniBKOBOK 3 KOHTPOMb AKOCTi, BUMYCK 3MiHu | TNy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKMit peuenmom nidnsie
o6onoHkot, no 150 obmexeHo cepii: 3aci6. 3MiHn y BUpobHULTBI. 3MiHa ae
mr; no 10 TabneTok Bignosiganb ToBapucteo 3 0bmexeHor iMnopTepa/aMiHu, Lo CTOCYTLCS BUMYCKY cepil Ta
y 6nicTepi; no 3 HiCTIO BiANOBIganNbHICTIO KOHTPOIIO SKOCTi FOTOBOIO NiKapcbKoro 3acoby
Gnictepn y kopobui 3 | "®apmaueBT "®apmaueBTUYHa (3amiHa abo gogaBaHHS BUPOOHMKa, L0
KapTOHY n4Ha KomnaHis "3gopos'a”, BianoBsigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
KOMNaHis YkpaiHa BKITHOYAK04M KOHTPOSIb/BUMNPOBYBaHHSA cepii.
"3pnopos's" BCi cTagii BupobH1uTBa, [opaBaHHs BUpOBHMYOT AinbHULI, WO Bignosigae
KOHTPOMb SKOCTi, BUMYCK 3a Bunyck cepii TOB “PAPMEKC I'PYTI1”, YkpaiHa
cepil: (Ykpaina, 08301, Kniscbka 0611., M. Bopucninb,
ToBapucTBO 3 06MEXEHO Byn. LesyeHka, 6ya. 100). 3miHn BHeceHi B
BiANOBIgANbHICTIO po3ainu "BupobHuk" Ta "MicuesHaxomkeHHs
"OAPMEKC IrPyn", BMpoBHMKa Ta agpeca Micusi NpoBagKEHHS AOro
YkpaiHa OisNbHOCTI" B IHCTPYKLUiO ANS MeANYHOro
3aCTOCYBaHHS y 3B’A3Ky 3 BBEEHHSIM 404ATKOBOI
BUPOBHMYOT OinNbHULI Ta SIK HAcNigoK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHs yNakoBKU MiKapCbKoro
3acoby. BBeaeHHs1 3mMiH NpoTarom 6-Tn micsiuiB
nicnsa 3aTBepakeHHs.. 3MiHu | Tuny - 3MiHK Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay (iHwi
3MiHM). He3HauHi 3MiHW B TEKCTi MapKyBaHHs!
NepBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
3acoby, a Takox BUMyYeHHs iHdopmalLlii,
3a3Ha4YeHoI POCINCHKO MOBO. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
245, TONNEPIN- TabneTkn, BKpUTI ToBapuctBo YkpaiHa BCi cTagii BUpoGHMLTBA, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a He UA/9556/02/01
3[00POB'A NniBKOBOO 3 KOHTPOb SIKOCTi, BUMYCK 3MiHM | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui peuenmom nidnse
o6onoHkot, no 50 obmexeHo cepil: 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa ae
mr; no 10 TabneTok Bignosigans ToBapucteo 3 obmexeHor iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
y 6nicTepi; no 3 HiCTIO BiZNoOBIganbHiCcTO KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
6nictepn y kopobui 3 | "®apmauesT "®apmaueBTUyHa (3amiHa abo foaaBaHHs BUPOGHMKA, Lo
KapTOHY U4Ha KomnaHisi "3gopos'a"”, BignoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
KOMMaHis YkpaiHa BKITH0YaK0UM KOHTPOMb/BUNPOOYBaHHS Cepii.
"3gopos's" BCi cTagii BUpobHMUTBA, HopaBaHHs BUpoBHWMYOI AinbHWL, Lo Bignosigae

KOHTPOMb SIKOCTi, BUMYCK
cepil:
ToBapucteo 3 obmexeHor
BignoBiganbHiCcTIO
"®APMEKC I'Pynmn",
YkpaiHa

3a Bunyck cepii TOB “©OAPMEKC I'PYI”, YkpaiHa
(Ykpaina, 08301, Kniecbka 0bn., M. Bopucninb,
Byn. LeBueHka, 6ya. 100). 3MiHu BHeceHi B
po3ginu "BupobHuk" Ta "Micue3HaxomKeHHs
BMpobOHMKa Ta agpeca Micusi NPOBaKEHHS Or0
fisnbHOCTI" B IHCTPYKUilO ANS MeAU4HOro
3aCTOCYBaHHs1 y 3B’I3KYy 3 BBEEHHSIM JOAATKOBOI
BUPOBHMYOT OinbHUL Ta SIK HAcNIAOK - BiANOBIAHI
3MiHW Y TEKCTi MapKyBaHHs! YNaKoBKU MiKapCbKoro
3acoby. BBefeHHsi 3MiH npoTsirom 6-Tu MicsuiB
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noceid4yeHHs1

nicnsa 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHK Wwoao
6e3neku/edekTVBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHM). HeaHauHi 3MiHK B TEKCTi MapKyBaHHs!
NEepPBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
3acoby, a Takox BUyYeHHs iHdopmallii,
3a3Ha4eHoi pocicbKkoo MoBoto. BBeaeHHs 3MiH
NPOTSArom 6-T MicsLIB Micnsi 3aTBEPOXKEHHS.

246.

TPUSUMUH®
JIOHI

TabneTtku
NPONOHroBaHoi Aii
no 500 mr; no 28
Tabnetok y 6aHui no
1 6aHui B nayui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

Ykpaina

TOB HB® «MIKPOXIM»
(BMPOGHMYa AinbHUUSA (BCi
cragii BupobHum4oro
npouecy);
BiANOBIganNbHWI 3a BUNYCK
cepii, He BKroYaoumn
KOHTPOrb/BUNPOOYBaHHS
cepii)

Ykpaina

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MinHn | TMNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHS Ta/abo agpecu 3asiBHUKa
(BnacHuka peectpauinHoro nocsigvyeHHs) 3MiHa
agpecu 3asiBHVKa BeBefeHHSA 3MiH NpoTsrom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHsA
3MmiHn | TUNy - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui
3aci6. 3MiHM y BUpOBHULTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil Ta
KOHTPOIIO SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo gogaBaHHs BUPOBHMKa, LLIO
Bignosigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKIT0HAI04M KOHTPOMb/BUNPOOYBaHHS cepii -
nogaeaHHs BUpobHuka 13, BignosigansHoro 3a
BUMYCK Cepii, He BKMNoYarymn
KOHTpornb/BUNpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHgyctpii, 6ya. 5)
3MiHN BHECEHI B iHCTPYKLiO ANS MEANYHOro
3acTocyBaHHS Y po3ainy «BupobHuk» Ta
«Micue3HaxomkeHHs1 BUpobHWKa Ta agpeca Micus
NpOBaAXXeHHSA NOro AiANbHOCTI» Y 3B'A3KY 3
AofaBaHHsM BUpoOHWMKa, BignoBiganbHoro 3a
BUMYCK Cepii, Ta MOXIUBICTIO APYKYBaTN OKpeMi
IHCTPYKUIT NS MeAWYHOro 3aCTOCYBaHHS Ais
BiANOBIgHMX BMPOBHUKIB; sk HAcNigoK - nosiea
yNaKoBOK fikapcbKkoro 3acoby Ans 4oAaTKoBOro
BMPOGHWKa. BBeaeHHst 3MiH MpoTaroM 6-Tu micsuis
nicnsi 3aTBepAXKEHHS

3a
peuenmom

He
nidnsie
ae

UA/12303/01/01

247.

TPU3UMUH®
JIOHI

TabneTtku
NPOOHroBaHoI Al
no 750 mr; no 28
Tabnetok y 6aHui no
1 6aHuji B nayuj 3
KapTOHY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB® «MIKPOXIM»
(BupobHMYa ainbHMLA (BCi
ctagii BUpoGHM4oro
npouecy);
BignoBiganbHMA 3a BUMYCK
cepii, He BKoYaoun
KOHTPOb/BUNPobYyBaHHS
cepii)

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3miHu | TUNY - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecy 3asiBHUKa
(BnacHuka peecTpauiniHoro noceig4yeHHs1) 3miHa
appecu 3asBHUKa BBeeHHs 3MiH npoTarom 6-tu
MicsLiB nicns 3aTBepOXKEHHS
3MmiHu | TUNYy - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOTO MikapCbKoro 3acoby
(3amiHa abo gogaBaHHS BUPOBOHMKa, LLIO
BiAnoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
BKIH0YAK4M KOHTPOMb/BUNPobyBaHHS cepii -

3a
peuenmom

He
nionsie
ae

UA/12303/01/02
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nonaeaHHs BUpobHuka 13, BignoeigansHoro 3a
BWMYCK Cepii, HE BKINIOYa4n
KOHTpornb/BunpobyeaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwuis, Byn. ByaiHayctpii, 6ya. 5)
3MiHV BHECEHI B iHCTPYKLi0 AN MeanYHoOro
3aCcToCyBaHHA y po3ainu «BMpoGHMK» Ta
«Micue3HaxomkeHHs1 BUpOOHMKa Ta agpeca Micus
NPoBafXXeHHSA NOro OisnbHOCTI» Y 3B'A3KY 3
[ofaBaHHSAM BMpobHMKa, BiaNoBiganbLHoOro 3a
BUNYCK Cepii, Ta MOXIMBICTIO APYKyBaTW OKpEMI
IHCTPYKUIT 4NS MeaNYHOro 3acToCyBaHHS Ang
BigNoBigHMX BUPOBOHWKIB; SIK HAcnigokK - nosisa
yMaKoBOK NikapcbKoro 3acoby aAnsi oaaTkoBoro
BUpobHMKa. BBegeHHs 3MiH NpoTsirom 6-Tu Micauis
nicns 3aTBepAXEeHHs!

248.

TPUSUMUH®
JIOHr

Tabnetkn
NPOSOHroBaHoI Aii
no 1000 mr; no 28
TabneTtok y 6aHUi no
1 6aHui B nayui 3
KapTOHY

TOB HB®
«MIKPOXIM

»

YkpaiHa

TOB HB® «MIKPOXIM»
(BMPOGHMYa AinbHUUA (BCi

cragii BupobHu4oro
npouecy);

BiANOBIganNbHWI 3a BUNYCK

cepii, He BKroYao4mn

KOHTpPOrb/BUNPOOYBaHHS

cepii)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHn | TUny - AgMmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy 3asBHUKa
(BnacHuka peecTpauinHoro noceig4yeHHs) 3MiHa
agpecu 3asiBHVKa BeBefeHHsA 3MiH NpoTsarom 6-tu
MicAUiB Nicnsa 3aTBepAXeHHsA
3MmiHu | TUny - 3MiHK 3 gKocTi. FoToBMI NiKapCbKUIA
3aci6. 3MiHM y BUpOBHULTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHs BUPOGHMKA, Lo
BignNoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
BKITI0HAK04M KOHTPOMb/BUNPOOYBaHHSA cepii -
nopasaHHsi BUpobHuka 13, BignosiganbsHoro 3a
BUNYCK Cepii, He BKIOYaoun
KOHTpornb/BUNpobyBaHHs cepii: TOB HB®
«MIKPOXIM» (3a agpecoto: YkpaiHa, 01013 m.
Kwis, Byn. ByaiHgycTpii, 6ya. 5)
3MiHN BHECEHI B iHCTPYKLiO ANS MEANYHOro
3acTocyBaHHs Y po3ainu «BupobHuk» Ta
«Micue3HaxomkeHHs1 BUpoGHMKa Ta agpeca Micus
NpOBaAXXeHHSA NOro AiANbHOCTI» Y 3B'A3KY 3
AofaBaHHAM BUPOOHWKa, BiANoBIAansHOro 3a
BUMYCK Cepii, Ta MOXIUBICTIO APYKYBaTN OKpeMi
IHCTPYKUIT ANA MeAWYHOro 3aCTOCYBaHHS A1s
BiANOBIgHMX BUPOBHUKIB; sk HAcnigokK - nosisa
yNakoBOK flikapCbKoro 3acoby Ans 4oAaTkoBOro
BMpOGHWKa. BBeaeHHst 3MiH MpoTaroM 6-Tu micsuis
nicnsa 3aTBepmXeHHs

3a
peuenmom

He
nidnsie
ae

UA/12303/01/03

249.

SOAMATEI-
300POB'A
®OPTE

TabneTku, BKPUTI
o6ornoHkot, no 40
mr no 10 TabneTtok y
Gnictepax; no 10

ToBapucTBo
3
obMexeHo
BignoBsiganb

YkpaiHa

BCi cTagii BUpobHMUTBA,
KOHTPOIb SIKOCTi, BUMYCK

cepii: ToBapucteo 3
obmexeHo

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHuM | TUNy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkiii
XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi

3a
peuernmom

He
nionsie
ae

UA/1120/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
Tabnetok y Gnictepi; HiCTIO BiANOBIganNbHICTIO MapKyBaHHS Ta IHCTPYKLUii 4na Meau4Horo
no 1 a6o no 2 "®apmanesT "®apmaueBTniHa 3acTocyBaHHS Ha MiAcTaBi perynspHo
Gnictepn B n4yHa KoMnaHisi "3gopos'a”, OHOBJIOBAHOIO 3BiTy 3 6€3nekn Nnikapcbkoro
KapTOHHIl kopobui KOMnNaHisi YkpaiHa; Bci ctagii 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
"3popos's" BMPOOHMLTBA, KOHTPOMb nikapcbkoro 3acoby B nicnspeecTpauinHuii nepioq,
SKOCTi: TOBapnCTBO 3 abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIfKEHb,
obmexeHo npoBefeHVX BiANOBIAHO A0 NnaHy negiaTpuyHux
BiANoBiganbHicTIO pocnigxeHb (PIP) (3miHy y3rogkeHo 3
"®APMEKC I'Pynmn", KOMMETEHTHUM YNOBHOBa)XXEHMM OpraHoMm).
YkpaiHa 3MiHV BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCyBaHHS nikapcbkoro 3acoby y posgin
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWIi BMAn B3aemoain" BiaNoBigHO 4O OHOBIEHOI
iHdopmalLii 3 6e3nekun Ailo4oi peYOBUHM.
250./ ®PAMOTUAUNH- TabneTkn, BKPUTI ToBapucTeo YkpaiHa BCi cTagii BupobH1uTBa, YkpaiHa BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a He UA/1120/01/01
300POB'A o6onoHkoto, no 20 3 KOHTPOJb SIKOCTi, BUNYCK 3MinHn | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkui peuenmom nidnsie
mr; no 10 TabneTok obmexeHo cepii: 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa ae
y bnicTepi; no 1 abo Bignosiganb ToBapucTBO 3 06MEXEHO iMmnopTepa/aMiHu, Lo CTOCYOTLCS BUMYCKY cepil Ta
no 2 6nictepu B HiCTIO BiANOBIgANbHICTIO KOHTPOIIO SIKOCTi FOTOBOIO Nikapcbkoro 3acoby
KapTOHHIN KOpoOLyi; "®apmaueBT "®apmaueBTNYHa (3amiHa abo gogaBaHHS BUPOBOHMKA, LLIO
no 20 TabneTtok y NYHa KoMnaHisi "3gopos'a”, Bignosigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
Gnictepi; no 1 KOMNaHis YkpaiHa BKITHOYAK04M KOHTPOSIb/BMNPOBYBaHHSA cepii.
bnictepy B "3popos'a” BCi cTagii BUpobH1uTBa, [opaBaHHs BUpOOHMYOT AinbHULI, WO Bignosigae
KapTOHHIl kopobui KOHTPOJb SIKOCTi, BUNYCK 3a Bunyck cepii TOB “©APMEKC M'PYIT”, YkpaiHa
cepil: (Ykpaina, 08301, Kuiscbka o6n., M. Bopucnins,
ToBapucteo 3 obmexeHoro Byn. LWesyeHka, 6ya. 100). 3MiHn BHeceHi B
BignoBiganbHIiCcTIO po3ginu "BupobHuk" Ta "MicuesHaxomKeHHs
"OAPMEKC Ir'Pyn", BMpOGHMWKa Ta agpeca Micus NpoBaJXKeHHs Moro
YkpaiHa OisnbHOCTI" B IHCTPYKLUilO ANs MeAUYHOro
3acToCyBaHHS y 3B"s3Ky 3 BBEAeHHAM A04aTKOBOI
BMPOGHMYOI AinbHULI Ta sIK HAacnigokK - BiANoBiAHI
3MiHW Y TEKCTi MapKyBaHHS YMakoBKU MiKapCbKOro
3acoby. BBegeHHsi 3MiH npoTsrom 6-Tu micsauis
nicns 3aTeepaKeHHs. 3MiHu | Tuny - 3miHu Wwopo
6esnekn/edekTMBHOCTI Ta hbapmakoHarnagy (iHwi
3MiHW). He3HauHi 3MiHW B TEKCTi MapKyBaHHs1
NepBUHHOI Ta BTOPUHHOI YNaKOBKW MikapCbKoro
3aco0y, a TakoX BUMYyYeHHSs iHdopMmalLlii,
3a3HauveHoi pocCincbKkoo MoBO. BBeaeHHs 3MiH
nNpoTArom 6-Tn MicsAUIB NicNs 3aTBepAKEHHS
251.| ®PAMOTUAUNH- TabneTtkn, BKpUTI ToBapucTBO YkpaiHa ToBapucTBo 3 obMmexeHow | YkpaiHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a He UA/1120/01/01
300POB'A obonoHkoto, no 20 3 BianoBigansbHICTIO 3MiHu | TUnNy - 3MiHK Woao 6e3neku/edekTUBHOCTI peuenmom nionsie
mr; no 10 TabneTok obmexeHo "®apmaueBTnYHa Ta chapmakoHarnsigy. 3miHa y KopoTkili ae
y 6nicTepi; no 1 abo Bignosigans KoMnaHisi "3gopos'a”, XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
no 2 6nictepu B HiCTIO YkpaiHa (Bci ctagii MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
KapTOHHiIl kopobuyj; "®apmaueBT BUPOGHMLTBA, KOHTPOIb 3acTocyBaHHS Ha nigcTasi perynsipHo
no 20 tTabnetok y n4yHa SIKOCTI, BUMYCK cepii); OHOBJIIOBAHOIO 3BiTy 3 6€3Meku NikapcbKoro
GnicTepi; no 1 KOMNaHis ToBapucteo 3 obmexeHo 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
Gnictepy B "3gopos's" BignoBiganbHicTio nikapcbkoro 3acoby B nicnsipeecTpaLiiHWi nepiof,
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Hs*

Homep
peecmpauiliHo2o
noceid4yeHHs1

KapTOHHil kopobui

"®APMEKC Py,
YkpaiHa (Bci cTagii
BMPOGHMLTBA, KOHTPOIb
SIKOCTi)

abo sk pe3ynbTaT OLiHKM 3BiTY 3 4OCHiAXEHb,
npoBeaeHVX BiAMOBIAHO A0 NnaHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHMUM YNOBHOBa)XXEHMM OpraHoMm).
3MiHU BHECEHO A0 IHCTPYKUIii AN MeAUYHOro
3acToCcyBaHHS nikapcbkoro 3acoby y po3gain
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWi BUAM B3aeMogin" BignoeigHO 4O OHOBMNEHOI
iH(opMaLii 3 6e3nekun jt4oi pe4YoBUHN.
BBegeHHs 3miH npoTsArom 6-Tu Micsuie nicnsi
3aTBEPAKEHHS.

252.

®EONH-20®

kancynu no 20 mr;
no 10 kancyny
6nictepi; no 3
Gnictepy B nayui 3
KapTOHY

OPTAHOCHU
H
NAVGCAEH
CU3 (Ed
3ET )

OAE

EBepTompkeH Jand
CaeHcus Jlimiten

IHAis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3amiHv oo
y3aranbHeHVX JaHUX Npo cuctemy
hapmakoHarnsay (BBeAeHHS y3aranbHEHUX AaHuX
npo cuctemy papmMakoHarnsagy, amiHa
YNOBHOBa)eHOi 0cobu, BignosigansHoi 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHMKa Ans 30iNCHEHHS
bapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHa
Bif yNoBHOBaXeHoI ocobu, BianoBiaanbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYa4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTep-darina cuctemu papmakoHarnsay) -
3MiHa KOHTaKTHUX AaHMX KOHTAKTHOI 0Cobun
3asBHVMKa, BignosiganbHoI 3a hapMakoHarnsag B
YKpaiHi.

3a
peuenmom

UA/1239/01/01

253.

®EOVNH-200

kancynuv no 20 mr; in
bulk: no 2500
Kancyn y nogBifiHMX
nonieTuneHoBmx
nakeTax

OPFAHOCH
H
NAV®CAEH
CU3 (Eo
3ET )

OAE

EBepTompkeH Jland
CaeHcus Jlimiten

IHAin

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3minu | Trny - 3miHn wopo 6e3nekn/edPekTUBHOCTI
Ta phapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEHUX AaHUX Npo cuctemy
hapmakoHarnsiay (BBeAEHHS y3aranbHEHUX AaHuX
npo cuctemMy chapmMakoHarnsay, aMiHa
yrnoBHOBaXeHoi ocobu, BianoBigansHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30inCHeHHs
cbapmakoHarnsgy B YKpaiHi, AKL0 BOHA BiAMiHHA
Bi yNnoBHOBaXeHOT ocobu, BignoBigansHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pPO3MiLLleHHi
mMacTep-darina cuctemu papmakoHarnsay) -
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3as1BHMKA, BignoBiganbHoi 3a papmMakoHarnsg B
YkpaiHi.

UA/1240/01/01

254,

®EPPOJIEK-
300POB'A

PO34MH ANs iH'EKLN,
50 mr/mn, no 2 mn B
amnyni no 5 amnyny
KapTOHHiI kopobuj;

ToBapucTBO
3
obGMexeHo
BianoBiganb

YkpaiHa

ToBapucTBO 3 OOMEXEHOD
BiANOBiganbHICTHO
"®apmaueBTnYHa

KoMnaHisi "3gopos's"

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
3miHu | TUNYy - 3MiHK 3 gKkocTi. FoToBMI NikapCbKui
3aci6. KoHTponb roToBOro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo

3a
peuernmom

UA/2393/01/01
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
no 2 mn B amnyni; HiCcTIO OONyCTUMMUX MEX roTOBOTO flikapcbKoro 3acoby
no 5 amnyny "®apmanesT (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
6nicTepi; no 1 nyHa 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cMak,
Gnictepy y KOMNaHis abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
KapTOHHiIl kopobuyi "3popos'a” [o6aBok)) BunyyeHHs 3acTapinoro nokasHuka
«AHOMarnbHa TOKCUYHICTbY Y 3B'A3KY 3 BTPaTO
YMHHOCTI Ta BUINyYyeHHsm 3 EP
255, ®IKCAMPOCT® | kpanni o4Hi, po3unH; | JIABOPATY PpaHuis EKCEJBI3IOH PpaHuis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a He UA/19777/01/01
no 0,2 mns AP TEA 3MiHn | TMny - 3MiHK Wopo 6e3nekn/edhekTUBHOCTI peuenmom nionsie
OAHOA030BOMY Ta hapmakoHarnsgy. 3miHa y KopoTkin ae
KOHTeNHepi; no 5 XapakTepucTuui nikapcbkoro 3acoby, TEKCTi
04HOO030BUX MapKyBaHHA Ta IHCTPYKLUiT ANS MeanYHoro
KOHTENHepiIB, 3aCTOCyBaHHSA Ha NigcTasi perynsapHo
3'eQHaHNX MK OHOBIOBAHOTO 3BITY 3 6e3nekn nikapcbkoro
cob010 y CTpPIYKyY Y 3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
cawle; no 6 abo no nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog,
18 cawe (Ne30 abo abo Ak pesynbTaT OUiHKM 3BIiTY 3 AOCHIAXKEHb,
Ne90) y kopobui npoBeAEeHUX BigNoBIAHO A0 NnaHy negiaTpuydHnX
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAXEHUM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLUii ANS MeanyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"Mo6iuHi peakuii" BiANOBIAHO A0 pekoMmeHAaaLlin
PRAC. 3MmiHun | Tuny - AgMiHicTpaTUBHI 3MiHW.
3miHa Ha3Bu nikapcbkoro 3acoby - 3MiHa Ha3Bu
nikapcbkoro 3acoby, a came 4oA0BaHHA 3Haka ®
[0 Ha3BW NikapCbKoro yKpaiHCbLKOK MOBOIO, Y
3B'sI3Ky i3 3aBEPLUEHHSIM NPOLEaYypY 3axXmCTy
3HakiB 4nA ToBapiB Ta nocnyr. 3aTBepaxeHo
®ikcanpoct 3anponoHoBaHo dikcanpocT® 3miHa
Ha3BM Nnikapcbkoro 3acoby. 3aTBepaXeHo:
dikcanpocT (Fixaprost®), 3anponoHoBaHo:
PikcanpocT® (Fixaprost®).
256.| ®IHNENCUH® Tabnetku TOB «TeBa YkpaiHa TOB TeBa OnepenH3 MonbLwa BHECEHHS 3MiH 10 peecTpauiiHnx mMaTepianis: 3a He UA/9848/01/02
400 PETAPO NPOJIOHrOBaHOI Aii YkpaiHa» Monang 3MmiHu | TUNY - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui peuenmom nidnse
no 400 mr no 10 3aci6. CtabinbHicTb. 3miHa y TepMiHax ae

Tabnetok y 6nictepi;
no 5 a6o 10, abo 20
GnicTepis y kopobui

npuaaTtHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbkoro 3acoby (3MiHa B ymoBax 36epiraHHs
roToBOro fikapcbkoro 3acoby abo nicns
PO34MHEHHS/BIQHOBIEHHS) - 3MiHa B yMOBaX
36epiraHHs nikapcbkoro 3acoby 3aTBepXXeHO:
36epiratv y HegocTynHOMY Ansi AiTen MicLi.
Jlikapcbkuin 3acib He noTpebye cnewjanbHUX yMOB
36epiraHHs. 3anpornoHoBaHo: 36epiratv npu
Temnepatypi He Buwe 30 °C. 36epiratu B
HeAOCTYNHOMY Ans AiTen micui.).
3MiHN BHECEHI B iHCTPYKLi0 Ans MeAUYHOro
3aCTOCyBaHHS nikapcbkoro 3acoby y po3gain
"YMoBWU 36epiraHHsa" 3 BigNoBigHUMU 3MiHAMU B
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TEKCTi MapKyBaHHS ynakoBoK. 3MiHu | Tuny - 3MiHn
wopno 6e3nekun/eceKkTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHK) - 3MiHM BHECEHI B TEKCT MapKyBaHHS
Ha nepBuUHHIN ynakosui y n.6 IHLWE Ta Ha
BTOPUHHIN ynakosui y n. 17 IHWE wopgo
KOHKpeTM3aLii Torotmny 3asiBHVKa.

257.

DJIABAMEA®
TABJIETKU BIf
KALLO

Tabnetku no 30 mr
no 10 Tabnetok y
6nictepi; no 1 abo
no 2, abo no 5
6nictepiB y
KapTOHHIl kopobui

BEPIIH-
XEMI A

Hime4uuH
a

Bupo6HuuTBo "in bulk"”,
KOHTponb cepivi: BEPJTIH-
XEMI AT", HimewuuHa;
MakyBaHHS, KOHTPOMb Ta
BWMYCK Cepilt:
BEPJIIH-XEMI AT,
HimeuyunHa; BupobHuLTBO
"in bulk", nakyBaHHs Ta
KOHTpOIb cepiin: MeHapiHi-
®oH XengeH Mv6X,
Himewumna

Himeuun
Ha

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis:
3minn | Tuny - 3minm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponewckkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTugikata
BignoBigHoOCTI a6o BUNy4YeHHs cepTudikara
BiNoBigHOCTI €Bponenchkin dapmakonei: ons
A®Il; onsa BuxigHoro
maTepiany/peareHTy/NpOMiXHOIO NMPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBiAHOCTI
€Bponeickkin hapmakonei) - OHoBReHWUI
cepTugikart Bif yke 3aTBepaKEHOro BUPOBHMKa -
nofaHHsi oHoeneHoro CEP Big 3aTBepmxeHoro
Bupob6Hmka APl SHILPA MEDICARE LIMITED,
Ingis CEP Ne R1-CEP 2004-201-Rev 05
(satBepmxero: CEP Ne R1-CEP 2004-201-Rev
04). BHacnigok oHoBneHHs CEP Big6ynacs amiHa
Ha3Bu BUpobHuka SHILPA MEDICARE LIMITED,
Ha SHILPA PHARMA LIFESCIENCES LIMITED.
Agnpeca BUpobHUYOro MaigaHumka 3anuiaeTbecs
6e3 3miH. 3minHu Il Tuny - 3miHu 3 sKocTi. FoToBUIA
nikapcbkuin 3aci6. KOHTponb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[OnNyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby
(3MiHa 3HaxoaMTbCS N03a 3aTBEPAKEHMN
[ONyCTUMUMUM MexxaMu creumndikadin) - amiHa
BMMor crneuudikadii 113 3a nokasHunkom «BTpata
B Maci Npu BUCYLLYBaHHI» Ha TEPMIH NPUAATHOCTI
3 «He Ginbwe 5 %» Ha «He Ginbwe 6%».

be3
peuenma

UA/3591/02/01

258.

®JIANPOKC

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 500
Mmr no 10 TabneTok y
Gnictepi; no 1
Gnictepy B
KapTOHHiIl kopobui

TOB
«YOoPNg
MEOVLNH»

YkpaiHa

YOoPNa MEOVLMH INAY
CAH. BE TIIDK. A.LL.

Typeuun
Ha

BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis:
3MmiHa 3aaBHuka J13 (MIBI) (BnacHuka
peecTpaLinHoro noceigyeHHs) (3rigHo Hakazy MO3
Bia 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH
npoTArom 6 micsAuiB nicns 3aTBepmpkeHHs. 3MiHu |
TMny - 3MiHK Wopao Gesnekn/edekTUBHOCTI Ta
apmakoHarnsiay. BeegeHHst abo 3miHu go
y3arasnibHeHMX JaHWX Npo cUcTemy
(hapmakoHarnsiay (BBEAEHHS y3aranbHEHUX AaHuX
npo cuctemMy chapmMakoHarnsay, aMmiHa
yrnoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3[iCHEHHs hapMakoHarnsay; KOHTakTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa ANs 34iNCHEHHS

3a
peuenmom

He
nionsie
ae

UA/12982/01/02
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
chapmakoHarnsgy B YkpaiHi, AKLo BoHa BigMiHHA
Bifj yNOBHOBaXeHOT ocobu, BignoBigansHoi 3a
3piicHeHHs chapmakoHarnagy (BKrovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-anna cuctemu dapmakoHarnagy). 3miHa
YNOBHOBaXXEHOI 0CO0M 3asiBHMKA, BignoBigansHoi
3a (papmakoHarnag. [itova pegakuis:
MeBcim Inbkbaxap AiHyens / Mrs. Mevsim llkbahar
Dincel. NponoHoBaHa pepakuis: MNygno MNaHHa
CraHicnasiBHa. 3MiHa KOHTAKTHUX JaHUX
yNOBHOBaXeHOI 0cobu 3asiBHWKa, BignoBigansHoi
3a chapmakoHarnsg. 3MiHa micus 3giACHEHHS
OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnsgy. 3miHa
MiCLIe3Hax0omKeHHA MacTep-channa cuctemm
dapmakoHarnsigy.
259.| ®JIEKCBYMIH PO34MH Ans iHdY3in, Takena ABcTpis BakcanTta HOC IHk., CLLA CLIA/AB BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a He UA/18128/01/01
200 r/m; no 50 mny MaHydek4y (BMPOGHMLITBO cTpisi BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: peuenmom nidnse
nonieTuneHoBoMy piHr ABCTpis Hepo3dgacoBaHoI 3MiHn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI ae
nakeTi; no 1 abo no Al nNpoAyKui, Ta hapmakoHarnsaay (iHwi 3miHn). 3MiHK BHECEHO
24 naketu B Tepmoobpobka); bakcanta 00 IHCTPYKUiT ANA MeaNYHOro 3acToCyBaHHS
KapTOHHiI KOpoOLyi; HOC IHk., CLLA (cTepunbHe nikapcbkoro 3acoby o po3sginis "IMyHonoriyHi i
no 100 mny HaNoOBHEHHS, ocTaToYHa Gionoriyni BnactusocTi", "Ocobnuei 3axoamn
nonieTuneHoBoMy nacrepusauisi, nepBuHHe 6e3nekun”, "OcobnNUBOCTI 3aCTOCyBaHHA",
nakeTi; no 1 abo no Ta BTOPVHHE NaKyBaHHS); "3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
12 nakeTiB B Takena MaHydek4vypiHr rpyaak” (BHECEHHS [OAATKOBUX 3aCTEPEXEHD),
KapTOHHIN kopobLyi AscTpis Al', ABcTpis "Cnocib 3actocyBaHHA Ta go3un", "Oitn" (BHeCEeHHs
(KOHTpOIb AIKOCTI, BUMYCK [o[aTkoBKX 3acTepexeHb), "MobivHi peakuii™
cepii) BiANOBIQHO 40 OHOBNEHOI iHbopMaLii 3 6e3neku
nikapcbkoro 3acoby. TepmiH BBEAEHHS 3MiH
nNpoTArom 6 MicsAuUiB Nicns 3aTBEpPAKEHHS.
260.| ®JTYKOHA3O0N PO3YUH ANS iHDY3iN, AHaHTa Benuka €sponand Xentkeap lBT. IHAis BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a UA/10739/01/01
200 mr/100 mn no Megikeap BpuTaHis Jito. 3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI peuenmom
100 mn B NTo. Ta chapmakoHarnsgy (iHwi 3miHWM) 3MiHN BHECEHO B
KOHTeWHepi; no 1 TEKCT MapKyBaHHS NEPBUHHOI YNaKOBKN
KOHTEeWHepy B nikapcbkoro 3acoby y n. 6. "IHWE": BunyyeHHs
KopoobLi iHdbopMaLii Wwoao 3asBHMKA. TepMiH BBeAEHHS
3MiH NnpoTsirom 3 MicsiLiB nicns 3aTBepAKEHHS
261, ®NYKOHA3O0I- | kancynu no 50 wr, MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3a UA/1153/01/01
OAPHUUA no 10 kancyny "®apmaueBT dipma "OapHuusa” 3miHu | Tuny - 3miHm 3 sikocTi. CepTudpikat peuenmom
KOHTYPHiW n4yHa cipma BignoBigHocTi/'E-cepTudikaTt BiaNoOBIAHOCTI
YapyHKOBIN "NapHuus" €Bponelickkint hapmakonei/MmoHorpadii. 3MiHu,
ynakosui; no 1 noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
KOHTYPHiW BiAMOBIAHICTb A0 MOHorpadii AdY abo

YapyHKOBIN ynakoBLi
y navui

€Bponencbkoi hapmakonei, abo iHLwoi
HauioHanbHoi hapmakonei aepxasu €C (iHLwi
3MiHM) 3MiHa Ao cneumdikauii BXigHOro KOHTPOMo
i3 BigNOBIAHMMM METO4AMM KOHTPOJO AKOCTi Ha
OOMoMikHy pevoBuHy MarHin cteapat 3a
nokasHmkamy «KncnoTHicTb abo NyXHicTby,
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Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
«KinbkicHe BU3Ha4eHHs», «lgeHTudikauisy,
«Onuer», «Cynbdatuy, «Xnopugu», «Kagminy,
«CBuHeuUb», «Hikenb», «BTpaTta B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa ynctota» ans
npuBeaeHHs 4o BUMor MoHorpadii €
«Magnesium stearate» 3 ypaxyBaHHAM CTUMICTUKN
Ooy.
262, ®JIYKOHA3OIJ1- | kancynu no 100 wmr, MpAT Ykpaina MpAT "®apmaueBTnyHa Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/1153/01/02
OAPHUUA no 10 kancyny "dapmaueBT cipma "[apHuus" 3MiHn | TMny - 3miHn 3 akocTi. CepTudikat peuenmom
KOHTYPHIN nyHa dipma BignosigHocTi/lE-cepTudikaT BigNoBigHOCTI
YapyHKOBIN "NapHuug" €sponelicbkin hapmakonei/moHorpadii. 3MiHu,
ynakosui; no 1 NnoB'A3aHi 3 HEOOXiOHICTIO NPUBEAEHHS Y
KOHTYPHIN Bi4NOBIgHICTb 40 MoHorpadii 1dY abo
YapyHKOBIN ynakosLi €Bponelncbkoi hapmakonei, abo iHwoi
y nayui HauioHanbHoi dhapmakonei gepxasu €C (iHLi
3MiHM) 3MiHa Ao cneumdikauii BXigHOro KOHTPOro
i3 BiQNOBIAHMMM METO4AMM KOHTPOIO AKOCTi Ha
[OMNOMiDKHY pevoBuHy Marin cteapar 3a
nokasHukammn «KncnoTHICTb abo NyXXHIiCTby,
«KinbkicHe BU3Ha4eHHs», «laeHTudikauisy,
«Onuey», «Cynbgatny, «Xnopugn», «Kagminy,
«CBuHeuUpb», «Hikenb», «BTpaTta B maci npu
BUCYLLYBaHHi», «MikpobionoriyHa uncrota» Ans
npvBeAeHHs Oo BUMOr MoHorpadii €4
«Magnesium stearate» 3 ypaxyBaHHAM CTURICTUKN
AOoy.
263.| ®NTYKOHA30- | kancynu no 150 mr MpAT YkpaiHa MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: Ne2, Ne3 - UA/1153/01/01
OAPHULA no 1 kancyniy "®apmaneBT dipma "JapHunua" 3miHu | Trny - 3minm 3 akocTi. CepTudikat 3a
KOHTYPHIW n4yHa cipma BignoBigHocTi/lE-cepTudikat BiANOBIAHOCTI peuenmom;
YapyHKOBIN "OapHuus" €sponeickkin dapmakonei/MmoHorpadii. 3MiHu, Ne 1 - 6e3
ynakosui, no 1 noB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS Y peuenma
KOHTYPHIW BiAMOBIAHICTbL A0 MOHorpadii AdPY abo
YapyHKOBIN ynakoBLi €Bponelicbkoi hapmakonei, abo iHwoi
y navui; no 1 HauioHanbHoi dhapmakonei gepxasu €C (iHwi
Kancyni 'y KOHTYpHi 3MiHK) 3MiHa A0 cneundikauii BXiGHOTO KOHTPOIO
YapyHKOBIN i3 BigNOBIAHMMM MeTO4AMW KOHTPOSIO SKOCTi Ha
ynakoBLj, no 2 a6o 3 OOrnoMmikHy pevoBuHy MarHin cteapat 3a
KOHTYPHi YapyHKOBI nokasHmkamy «KncnoTHicTb abo NyxHicTby,
yNaKkoBKW y navi «KinbkicHe BU3Ha4eHHs», «laeHTudikauisy,
«Onuey, «Cynbdatn», «Xnopuauny, «Kagminy,
«CBuHeupb», «Hikenb», «BTpaTta B maci npu
BUCYLLYBaHHi», «MikpobGionoriyHa ymctota» ans
npvBeAeHHs 4o BUMor moHorpadii €
«Magnesium stearate» 3 ypaxyBaHHAM CTUMICTUKN
Ooy.
264, ®YPOCEMIA po34mnH Ang iH’exuini, | ToBapucTBo YkpaiHa KOHTPOb SIKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3a UA/5153/01/01
10 mr/Mn o 2 MmN B 3 cepii: ToBapucteo 3 3MminHn | TMNy - 3MiHW 3 sIKOCTi. [OTOBUI NikapCbKni peuenmom
amnyni, no 10 amnyn | obmexeHoto obmexeHo 3aci6. KoHTponb roToBOro nikapcbkoro 3acofy.
B Navui; no 2 Mn B Bignosiganb BiANOBIAANbHICTHO 3miHa napameTpiB cneundikadiv Ta/abo




162

[TponoBkeHHs JoaaTka 3

Ne Haszea ®Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Pekna Homep
n/ JNliKapcbKo20 (nikapcbka ¢popma, 3asi8HUKa 8UPO6H eionycky MyeaH | peecmpauyiliHo20
n 3acoby ynakoeka) uka Hs* noceid4yeHHs1
amnyni, no 10 amnyn HiCTIO "NocnigHui 3asog " [OMYyCTUMUX MEX rOTOBOTO fikapCbKoro 3acoby
y 6nictepi, no 1 "®apmanesT FHUC", YkpaiHa; BCi (BUMYYEHHSA HE3HAYHOrO NOKa3HWKa (Hanpuknag
6nictepy B nayui; nyHa cragii BupobHuuTBa, 3acTapinoro nokasHuka, Takoro Sk 3anax Ta cMak,
no 2 mn B amnyii, KOMNaHis KOHTPOMb AKOCTi, BUMYCK abo igeHTUdikauis 6apBHUKIB Y CMaKOBUX
no 5 amnyny "3popos'a” cepii: ToBapucteo 3 [o6aBok)) BunyyeHHs 3acTapinoro nokasHuka
Gnictepi, no 2 obmMexeHo «AHOMarnbHa TOKCUYHICTb» Yy 3B’s13Ky 3 BTPATO
Gnictepu B nayui BigNoOBiganbHICTHO YUHHOCTI Ta BUIyYeHHsM 3 EP
"®apmaueBTnYHa
KoMnaHisi "3gopos'a”,
YkpaiHa
265.| XNNOPAM®EHIK | nopouuok TOB Ykpaina Bunyck cepil: Natsis/ BHECEHHS 3MiH A0 peecTpauiiHnx maTtepianis: - UA/18359/01/01
on (cybeTaHuin) y "ENMIC- TOB "ENMIC", Natsis; Kutan 3MiHu | TUny - AgMiHicTpaTUBHI 3MiHW. 3MiHa
nakeTax YKPATHA" Yci cTtagii BupobHuuTBa, HaliMeHyBaHHs Ta/abo agpecu micus
nonieTUNeHoBnx 33 BUHATKOM BUMYCKY NpoBaAXeHHSA AiANbHOCTI BUPOOHMKa (BKIOYaouw,
NoABINHUX Ans cepil: 3a HeobXigHOCTI, MicLie NpoBeAeHHS KOHTPOJIO
bapmaLeBTUYHOro Axnkoy XyakciHr Kemikan siKocTi), abo BnacHuka mactep-ganna Ha Adl, abo
3aCTOCyBaHHA Ko., N1a., Kuran noctavanbHuka A®l/BuxigHoro
MmaTepiany/peareHTy/NpOMiIXXHOIO NPOAYKTY, L0
3acTOCOBYIOTbCS Y BUPOOHMUTBI ADI (sIKLLO
3a3HayeHo y OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
pocbke, abo BUPOOHUKA HOBOI JOMOMDKHOT
PEYOBMHM (SKLLO 3a3Ha4YeHo y A0Cbe). 3MiHa
agpecu BupobHuka AdI, wo Bignosigae 3a Bunyck
cepii, 6e3 3MiHN BUPOBHMYOT OinbHUL, y 3B'A3KY i3
agMiHicTpaTmBHO pedopmoto y Pusi.
266.| XOnICAN renb Ans poToBOi TOB "bayw YkpaiHa ®apm3aasop €nbda A.T. Monbwa BHECEHHS 3MiH IO peecTpauiiHix maTtepianis: bes UA/7298/01/01
NOPOXHWHK, no 10 T Xenc" 3MiHM | TUNY - AgMiHICTpaTuBHI 3MiHW. 3MiHa peuenma

rento y Ty6i; no 1
Ty6i B KQPTOHHIN
KopobLi

HalMeHyBaHHs1 Ta/abo agpecu Micus
NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa (BKIOYaouw,
3a HeoOXiQHOCTI, MiCLie NPOBEAEHHSA KOHTPOMIO
sIKoCTi), abo BnacHuka mactep-danna Ha AdI, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCH Y BUpobHUUTBI ADI (sIKLLO
3a3Ha4yeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaKeHOMY
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBUMHM (SIKLLIO 3a3HAYEHO Y A0CbE). 3MiHa
Ha3BW BUpOBHUKA Ait040i PeYOBMHM LiETanKoHito
xnopug, 6yno: AMRI Rensselaer Inc.,USA; cTano:
Curia New York, Inc., USA. Agpeca, BUpOOHWYi
AinbHUL Ta BCi BUPOGHMYI onepalLii 3anuvwanTbes
6e3 3MiH. 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHW.
3miHa HaliMeHyBaHHSs Ta/abo agpecu micus
npoBaXXeHHs AisinbHOCTI BUPOGHMKa (BKIOYaouu,
3a HeobXigHOCTI, MicLie NpPoBeAEHHS1 KOHTPOMD
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sIKoCTi), abo BrnacHuka mactep-ganna Ha Adl, abo
nocravanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMiIKHOrO NMPOAYKTY, L0
3acTOCOBYHOTbCS Y BUPOOHMLTBI ADI (Ko
3a3Ha4YeHo y JOCbE Ha fikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BianoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoOMy
pocbe, abo BUpoBHMKa HOBOT AOMOMIKHOT
PEYOBMHM (SKLLO 3a3Ha4YeHO y AOCbE). 3MiHa
Ha3BW BUPOBHMKA Ail04Oi PEYOBUHM LIETANKOHI0
xnopug, 6yno: Albany Molecular Research. Inc.,
USA,; ctano: Curia Global, Inc., USA. Agpeca,
BUPOGHMYI OinbHULI Ta BCi BUPOGHMYI onepaui
3anuwarTbes 6e3 3MiH.

267.

XYMYJIIH M3

cycneHsia ans
iH'ekuin, 100 MO/mn;
no 3 mMn y CKIsgHOMY
KapTpuoxi; no 5
KapTpuoxis y
KapTOHHIM nayui; no
3 Mn y ckngaHoMy
KapTpuaxi; no 1
KapTpUIKY Y
npuvL-py4di
KgikleH; no 5
LUNPUL-PYYOK Y
KapTOHHIN navui

Tinni ®paHc

dpaHuis

Jinni ®paHc

PdpaHuis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MinHn | Tuny - 3MiHm 3 sikocTi. A®l. BupobHmuTBO.
3miHa BUpOBHWKa BMXiQHOTO/MPOMIXKHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMY npoueci A®Il, abo 3miHa BUpoGHMKa
(Bkntoyatoum, oe HeobxiaHo, MicLe NpoBeAeHHS
KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTuddikaTta BignoBigHOCTI €Bponenchkii
dapmakonei y 3aTBepaXeHoMy
[0Che)(3anponoHoBaHU BUPOBHMK HanexuTb 0o
Tiei camoi BUpoBHMYOI rpynu NignpuemcTs, Lo
3aTBepAKeHnin) 3MiHa NoB’sa3aHa 3 OHOBIEHHAM
HanucaHHA agpecu AinbHUUI 3 depmeHTaLii Ta
OYULLIEHHS BIAMOBIAHO A0 HANMCaHHA agpecu Ha
caunTi 3 peecTpadii BUpobHuumx ginbHuups FDA Ta
[oAaBaHHs 404aTKOBOrO NPUMILLIEHHS.
OHoBneHHs po3ginis 3.2.5.2.1.,, 3.2.A.1,,
3.2.5.2.2.-3.2.8.2.4,,3.2.S5.7.1. 3minn | Tuny -
3miHu 3 skocTi. A®Il. KoHTponb A®I. 3miHa y
napametpax cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4yeHux y crneumndikauisx Ha A®l, abo
BVXiAHWA/MPOMiXXHWIA NpoayKT/pearexT, LWo
BMKOPUCTOBYIOTBCS Y npoLeci BupobHuutea AdI
(iHwi 3miHn) TecT «CynbdaTHa 30na» B
cneuudikauii Ha A®| nepectas ByTu PyTUHHUM.
OHoBneHHs1 po3giny 3.2.S.4.1. 3MinHu | Tuny -
3miHn 3 akocTi. A®l. CtabinbHicTb. 3miHa nepiogy
NOBTOPHWMX BUNpobyBaHb/nepiony 36epiraHHs abo
ymoB 36epiraHHsi A®I (3a BigcyTHOCTI y
3aTBepKeHOMy J0Cbe cepTudikara BignoBiAHOCTI
€Bponeiicbki hapmakonei, LWo BKIoYae nepiog
NOBTOPHOro BUNpobyBaHHs) (3MiHa y
3aTBEpAKEHOMY NPOTOKONI cTabinbHOCTI) 3MiHa
noB’si3aHa 3 OHOBMEHHSIM NPOTOKOMY nicns
peecTpaLiiHOro BUBYEHHS CTabinbHOCTI (goaaHi

3a
peuenmom

UA/8567/01/01
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nopaTkoBi Toukn — 3 Ta 9 micsuiB) BignoBigHo Ao
Bumor ICHQ5C. OHoBneHHs poaainis 3.2.S.1.,
3.2.8.2.3,3.28.3.1,,3.28.3.2,,3.2.S.7.1. 3Minn |
TNy - AOMiHICTpaTuBHI 3MiHW. BunyyeHHsa
BMPOGHMYOI AinbHUUI (BKMHOYa4M AinbHUUI Ans
A®I, npomixHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI 4N NpoBeAeHHS
nakyBaHHsi, BUpoOHYKa, BiANoBigansHoro 3a
BUMYCK CepilA, MicLie NpoBeAEeHHS KOHTPOSIO cepii)
abo noctayanbHKKa BMXiAHOTO Marepiany,
peareHTy abo AOMOMIXKHOT PEYOBUHY (SIKLLO
3a3HayeHo y Aocbe) BunyyeHHs okpemoi
BUPOBHMYOT AinbHUL 3i 3GepiraHHs rpaHynsATy
KoHueHTpaTty A®l. HanucaHHs agpecu ginbHuLi
BiANOBIOHO 4O HaNUCaHHA agpecu Ha cawTi 3
peecTpauii BUpobHUYMX ginbHuub FDA.
OHoBneHHs posginy 3.2.5.2.1

268.

LE®EMNIM

NopoLLOK AN
PO34mMHY Ans

iH ekuin no 1000 wr;
1 cdonakoH 3
NOPOLLKOM Y Kopobui
3 KapTOHy

AHaHTa
Megikeap
Nnra.

Benuka
BputaHia

Csicc lMNepeHTeparnc
NTa., Haisa

AHaHTa Megikeap JlimiTes,

IHgia

IHgia

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHa 3asiBHMKa (BflacHUKa peecTpauiiHoro
nocsigyeHHs) MIBI (3rigHo Hakady MO3 Big
23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH

npotsarom 3 Micauis nicnsa 3aTBEPKEHHS.

3a
peuenmom

He
nidnsie
ae

UA/15345/01/01

269.

LE®TATIM-
1000

NOPOLLIOK AN
PO34MHY Ans iH'eKLin
no 1000 wr; 1
PNaKoH 3 NMOPOLLKOM
y KapTOHHIl kopobui

MaHkanHg
dapma
Jlimiten

IHAis

MaHkanHg ®apwma Jlimiteq,

IHAis

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | Trny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta phapmakoHarnsaay. BeegeHHs abo 3miHv oo
y3aranbHeH/UX JaHUX Npo cuctemy
dapmakoHarnagy (BBeOeHHS y3aranbHEHUX AaHNX
npo cuctemy apmMakoHarnsagy, amiHa
yrnoBHOBaXxeHoI ocobu, BignosigansHoi 3a
34iiCHeHHs1 hapMakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHMKa ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYa4m
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLLeHHi
mMacTtep-darina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.

Litoya pepakuisi: Man Oner Bonogumumposuy.
MponoHoBaHa pepakuisi: EpemeHko BaneHTnHa
BikTopiBHa. 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI
ocobu 3aaBHMKA, BianoBiganbHoi 3a
capmakoHarnsg B YkpaiHi. 3miHa Homepa macTep-
canna cuctemu chapmakoHarnsgy.

3a
peuenmom

UA/18512/01/01

270.

ACHAN®

TabneTkn, BKpUTI
NniBKOBOKO
06osoHKoto, no 5 mr
no 7 TabneTok y

KPKA, o.4.,
HoBo mecTo

CnoBeHis

KPKA, a.a., HoBo mecto

CnoBeHi
a

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis:
3minu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsagy. 3miHa y KopoTKiv

3a
peuernmom

He
nionsie
ae

UA/9243/01/01
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6nictepi; no 2, 4 abo
8 bnicTepiB y
KapTOHHIl kopobui

XapaKTepuCTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT A4ns Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTaT OLiHKM 3BITY 3 4OCHiIKEHb,
npoBeaeHVX BiAMOBIAHO A0 NnaHy nediaTpuyHnx
pocnigxeHb (PIP) (iHwi 3mMiHKW) - 3MiHWM BHeceHo B
IHCTPYKUil0 ONst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3sainis "Cnoci6
3acTocyBaHHsA Ta go3un" (6esneka), "MoGiyHi
peakuii" BiaANOBIAHO OO OHOBIEHOI iHbopMmaLlii 3
6e3nekn 3aCToCyBaHHS Ail040i peYOBUHM
nikapcbkoro 3acoby. BeegeHHs aMiH npoTsirom 6-
TV Micsilie nicnss3minm | Tuny - 3MiHKM Wwopo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
3MiHW y KOPOTKil XapaKTepucTmLi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MEeOMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHnx/6ionoaidHNX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI Npenapar (3MiHa He noTpebye
HaflaHHS XOAHWUX HOBMX AOAATKOBUX AaHWX) -
3MiHN BHECEHO B IHCTPYKLUIiO ANst MEOUYHOTO
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainis:
"®apmakonoriyHi BMacTMBoCTi" (YTOYHEHHS),
"BacTocyBaHHs1 y nepiog BariTHOCTi abo rogyBaHHs
rpyaa”, "Cnocib 3actocyBaHHs Ta fo3mn”
(6e3neka), "MepenosysaHHs", "MobGiyHI peakwii”
BiANOBIAHO A0 OHOBMEHOI iHopMmaLii
pedepeHTHOro nikapcbkoro 3acoby (Aricept).
PekomeHaoBaHi 40 3aTBEPAXEHHS: - IHCTPYKUis
Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKoro
3acoby. BBeaeHHs1 3mMiH npoTarom 6-Tn micsiuiB
nicnsa 3aTBepAXKEHHS.

271.

ACHAN®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 10
Mr no 7 Tabnetok y
Gnictepi; no 2, 4 abo
8 bnictepiB y
KapTOHHiIl kopobui

KPKA, o.4.,
HoBo mecTo

CnogBeHisi

KPKA, a.a., HoBo mecto

CnoseHi
a

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
BHECEHHS 3MiH IO peecTpauiiHix maTtepianis:
3minu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKTepuCTULi Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKUiT ANs Mean4Horo
3aCTOCYBaHHS Ha MiACTaBi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Mneku NikapCbKoro
3acoby, abo gocnigxeHb 3 6e3neku 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnigxeHb (PIP) (iHwi 3MiHK) - 3MiHM BHeceHo B

3a
peuenmom

He
nionsie
ae

UA/9243/01/02
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iHCTPYKUil0 ONst MEAUYHOTO 3aCTOCYBaHHS
nikapcbkoro 3acoby fo po3sainis "Cnoci6
3acTocyBaHHsA Ta go3un" (6esneka), "MoGiyHi
peakuii" BignoBigHO [0 OHOBMEHOI iHhopmallii 3
6e3nekn 3acToCyBaHHS Aito40i PeHOBWHM
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom 6-
TV MicsiliB nicnsi3minm | Tuny - 3MiHK Wwopo
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnsay.
3MiHW y KOPOTKil XapaKTepuUCTu1Li NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
MELMYHOro 3aCTOCYBaHHS
reHepUYHMX/ribpuaHnx/GionogidbHNX nikapcbknx
3acobiB nicnsi BHECEHHS TiEl camoi 3MiHM Ha
pedepeHTHUI Npenapar (3MiHa He noTpebye
HaflaHHS XOAHWUX HOBMX AOAATKOBUX AaHWX) -
3MiHV BHECEHO B iHCTPYKLIO A11s1 MEAUYHOro
3aCTOCyBaHHS NikapCbkoro 3acoby Ao po3Aainis:
"®apmMakonorivyHi BnactuBocTi" (YTOYHEHHST),
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaa”, "Cnocib 3actocyBaHHs Ta fosmn”
(6e3neka), "MNepenosyBaHHs", "IMoGiyHI peakwii”
BiANOBIQHO 4O OHOBEHOI iHopMaULii
pedepeHTHOro nikapcbkoro 3acoby (Aricept).
PekomeHaoBaHi [0 3aTBEPOKEHHS: - [HCTPyKUia
Ansi MEOUYHOTO 3aCTOCYBaHHS fikapCbKOro
3acoby. BBeaeHHs1 3miH npoTarom 6-Tn micsiuiB
nicns 3aTBEpPAXKEHHS.

*y pa3i eHeceHHs1 3MiH 00 iHCmMpyKuii Npo MmeduYyHe 3acmocyeaHHsI

HavaabHuK

dapManeBTHYHOI0 YIIPABJIIHHA

Tapac JIICKOBChbKUHN




