NEPENIK

OopaTtok 3

Ao Haka3sy MiHicTepcTBa OXOpOHU
300poB’A YKpaiHu

16.08.2018 Ne 1504

NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOINYHUX NMPEMAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATbLCA O AEPXXABHOIO PEECTPY JIKAPCbKUX 3ACOBIB YKPAIHU

Ne n/n Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyiiina npoyedypa Ymosu Homep
JniKkapcbKo20 eidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
1. DL-KAPHITUHY KpucTtanu abo TOB "BanapTiH YkpaiHa XaHceoxem Ko., Kopes BHECEHHS 3MiH 0O peecTpauifiHnx - UA/14396/01/01
rigpoxnoprug KpucTaniyHui NopoLLOK dapma” JiTa. maTtepianis: 3miHu | Tuny -
(cy6eTaHuis) y AamiHicTpaTuBHi 3MiHW. 3miHa
noaBiIHNX HallMeHyBaHHsi Ta/abo agpecu
nonieTuneHoBmx 3asiBHMKa (BracHMKa peecTpauifiHoro
nakeTax ans NnocBiAYeHHs1) 3MiHa agpecu 3asiBHUKa
dapmaueBTUYHOIO
3aCTOCYBaHHs
2. L-NISUHY PO34MH Ans iH'ekuin, 1 MAT YkpaiHa MAT "Tanuycapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 3a peuenmom UA/2131/01/01
ECUMHAT® mr/mMn no 5 mn B amnyni; "Tannydapm” maTtepianis:
no 5 amnyn y 6nictepi, 3MiHu | TMNy - 3MiHa nocTavanbHUKa
NOKpUTOMY NINiBKOK; NO nakyBanbHux maTtepianis abo
2 6nictepu y navui KOMMMEKTYIOUUX (SIKLLO 3a3HAYEHO B
[0CbE) (BUINyYEHHs MocTavarbHuKa) -
BHECEHHSA 3MiH 4O MaTepianis
peecTpauinHoro gocbe p. 3.2.P.7.
Cuctema KoHTelHep/3aKynoptoBarnbHUi
3acib: BUNy4YeHHst iHdopmalii woao
BMPOOHMUKIB NEPBMHHOI YNaKoBKM
(amnyn)
3. L-NISUHY PO34MH Ans iH'ekuin, 1 MAT YkpaiHa MAT "Tanuydcapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX - UA/9507/01/01
ECLUUHAT® mr/mn in bulk: no 5 mn B "Mannydapm” marepianis:
amnyni; no 462 amnynu 3MiHK | TUNY - 3MiHa nocTavansHUKa
B KOpobi KapTOHHOMY nakyBanbHux MaTepianis abo
KOMMIEKTYIOUUX (SIKLLO 3a3HAYEHO B
[0CbE) (BUNyYEHHs nMocTavarnbHuKa) -
BHECEHHSA 3MiH 4O MaTepianis
peecTpauinHoro gocke p. 3.2.P.7.
CucTema KoHTelHep/3aKynoptoBanbHUi
3acib: BUNy4YeHHst iHdopmalii woao
BMPOOHUKIB NEPBMHHOI YNaKoBKM
(amnyn)
4. ABAJTAM TabneTku, BKPUTI letepo 1a63 IHAia [etepo J1ab3 IHpia BHECEHHS1 3MiH 40 peecTpauiiHnx 3a peyenmom UA/15750/01/01
NNiBKOBOK 060MOHKOL0, Nimiten Nimitea mMaTtepianis: 3miHu | TUny -
no 600 mr/300 wr, no 30 AZMiHiCTpaTUBHI 3MiHW. 3MiHa
TabneTok y KOHTeWHepi; HalMeHyBaHHs1 Ta/abo agpecu Micus
no 1 KOHTENHEPY pa3om NPOBaXEHHS JisNbHOCTI
3 «[NonepenxyBanbHoO0O BUpobHMKa/imnopTepa rotoBoro
KapTOH» B KAPTOHHIN nikapcbkoro 3acoby, BKnoyaun
KopoouLi AinbHULI BUMYycKy cepii abo micue
NpoBeAEeHHS KOHTPOSHO SIKOCTI.
(misnbHiCTb, 3a sKy Bignosigae
BMPOGHMK/iMNOpPTEpP, BKMOYa4mM
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
BWNYCK Cepilt) - 3MiHa agpecu
BMPOGHMKa nikapcbkoro 3acoby Metepo
a63 Nimiten, 6e3 3amiHNM Micusa
BUpPOGHMUTBA
5. AOEHO3UH nopolLuok abo rpaHynu TOB YkpaiHa KciHkciaHr Kutan BHECEHHS1 3MiH [0 peecTpaLiiHnx - UA/14165/01/01
(cybeTaHuis) y "BAJTIAPTIH dapmacsbtoTikan Ko., maTtepianis: 3miHu | Tuny -
nonieTuneHoBnx OAPMA" nTa. ApmiHicTpaTuBHi 3miHW. 3miHa
nakeTax ans HallMeHyBaHHsi Ta/abo agpecu
dapmaueBTUYHOIO 3asiBHMKa (BracHWKa peecTpauifiHoro
3acToCyBaHHS nocBiAYeHHs) 3MiHa agpecu 3asBHMKA
6. AOEHO3UH MOPOLLIOK (CybGCTaHUist) y TOB YkpaiHa UskeussH XicyH KuTain BHECEHHS 3MiH 40 peecTpaLiiHnx - UA/15564/01/01
NOABINHMX "BAJTIAPTIH dapmacsbtoTikan Ko., maTtepianis: 3miHu | Tuny -
nonieTuneHoBnx OAPMA" nTa. ApmiHicTpaTuBHi 3miHW. 3miHa
nakeTax ans HallMeHyBaHHsi Ta/abo agpecu
dapmaueBTUYHOIO 3asiBHVKa (BracHWKa peecTpauifiHoro
3acToCyBaHHS nocBiAYeHHs) 3MiHa agpecu 3asBHMKA
7. ANAOI3EM Tabnetku no 90 mr no 10 Ankanoig A — Pecny6bnika Ankanoin A — Pecny6bnika BHECEeHHS1 3MiH 40 peecTpauiiHnx 3a peyenmom UA/1836/01/01
TabneTtok y 6nictepi, no Ckon’e MakepaoHist Ckon'e MakepaoHist maTtepianis:
3 BnicTepun y KapTOHHIN 3MiHu | TMNY - NogaHHS OHOBMNEHOIO
Kopobui cepTudikaTa BignoBigHOCTI
€Bponencbkin dpapmakonei Ne R1-CEP
1997-121-Rev 12 gns gitoyoi pe4oBuHn
Diltiazem hydrochloride Big Bxe
3aTBepaxeHoro BupobHuka PIRAMAL
ENTERPRISES LIMITED i3 amiHoto
agpecy BUpOGHMYOI OinsiHKK1 Ta
BMAANEHHSA NPOMIXKHOT AinsHkn Ad®I
UNIMARK REMEDIES LIMITED, India
8. ANOMYPUHOI- Tabnetku no 100 mr; no AT YkpaiHa AT "KUIBCbKU YkpaiHa BHECEeHHS1 3MiH [0 peecTpauiiHnx 3a peyenmom UA/12636/01/01
KB 10 TabneTok y 6nicTepi; "KNIBCBKNN BITAMIHHNW marepianis:
no 5 6nictepis y nayui 3 BITAMIHHWW 3ABOO" 3MiHM | TUNy - 3mMiHa po3mipy cepii
KapTOHY 3ABO[L" (BKntOYao4uM AianasoH po3Mipy cepii)
roToBOro nikapcbkoro 3acoby -
36inbLUEHHsI pO3Mipy cepii, y 3B’A3Ky 3
BMKOPUCTaHHSIM obnagHaHHs GinbLuoi
NPOAYKTMBHOCTI. 3anponoHOBaHo:
po3wmip cepii gnsa ynakosku Ne 50 2000
yn., 8000 yn., 16000 yn.; 3miHu | Tuny -
3MiHa y MeTodax BUNpobyBaHHS
roTOBOro NMikapCbKoro 3acoby - 3MiHu B
MeTofax KOHTPOI roTOBOro
nikapcbkoro 3acoby Ta yToOuYHEHHS
KpUTEPIiB NPUNHATHOCTI 32 NOKa3HUKOM
«MBUYy, y 38’93Ky 3 NpMBEAEHHAM Y
BiANOBIAHICTb A0 Ait04Oro BUAaHHs
Joy
9. ANOMYPUHOI- Tabnetku no 300 mr; no AT YkpaiHa AT "KUIBCbKU YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx 3a peyenmom UA/12636/01/02
KB 10 TabneTok y 6nicTepi; "KNIBCBKNN BITAMIHHNW marepianis:
no 3 bnictepun y nayui 3 BITAMIHHWW 3ABOO" 3MiHu | TUNy - 3mMiHa po3mipy cepii
KapToHY 3ABO" (BKMHOYaO4M AdianasoH po3Mipy cepii)
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

roToBOro fnikapcbkoro 3acoby -
36inbLUEHHs1 po3Mipy cepii, y 3B’3Ky 3
BMKOPUCTaHHSAM 0bnagHaHHs 6inbLuoi
NpOAYKTUBHOCTI. 3anpornoHoBaHo:
po3wmip cepii gnsa ynakosku Ne 30 1100
yn., 4440 yn., 10000 yn.; 3miHu | Tuny -
3MiHa y MeToAax BUnpobyBaHHs
roTOBOro NikapcbKoro 3acoby - 3MiHM B
MeToAax KOHTPOSo FOTOBOrO
nikapcbkoro 3acoby Ta yTOYHEeHHS
KpUTEPIiB NPUAHATHOCTI 3@ MOKa3HUKOM
«MBUYy, y 38’3KYy 3 NpMBEAEHHAM Y
BiANOBIQHICTb A0 Ait040ro BUAAHHS
ooy

10.

AMIKALUUHY
CYNb®AT

KpuCTaniyHni NOPOLLOK
(cybeTaHuis) y
NOABINHUX
nonieTuneHoBmx
naketax ons
BMpPOBGHMLTBA
CTEPUIBbHUX MiKapCbKMX

¢hopm

MAT
"KuiBmegnpenap
ar"

YkpaiHa

Kiny Tianxe
dapmacsbtoTikan Ko.,
Jitg

Kutam

BHECEHHS 3MiH 0O peecTpauifiHnx
marepianis:
3MiHu | TNy - cuctema
KOHTEWHep/3aKynoptoBarnbHuUi 3acib -
3MiHa KinbkocTi 6igoHIB 3 ADI y ALmKy
KapToHHOMY. PefakuiiHe yTOYHEHHS
HanucaHHs ynakoBku 6e3 ii pakTuyHoi
3MiHW; 3MiHK | TUNY - 3mMiHa nepioay
NOBTOPHMX BMNpoGyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHs API -
36inblUeHHst TepMiHy npugaTtHocTi AD|
Ha nigcTasi AaHWUX JOCNIMKEHHS
cTabinbHOCTi. 3anponoHoBaHoO: 4 pokw;
3MiHu | TUNY - 3MiHa y napameTpax
cneundikaui Ta/abo 4ONyCTUMUX MEX,
BM3Ha4YeHuX y cneuudikauiax Ha AdI,
abo BUXigHMIA/NPOMDKHUIA
npoayKT/peareHT, LWo
BMKOPUCTOBYOTLCS Y NPOLLECI
BUpobHMLTBa ADI - 3miHa cnieundikauii
i MeToaMK BUNpobyBaHHS 3a
NnokasHUKoM «lgeHTudikauis»
BiANOBIQHO 0O MaTepianiB BUPOOHUKA:
MeTog A — TLWX 3miHI0ETLCA HA MeToA
IY cnektpomeTpii; meTog C — 3miHa
YMOB NpOBeAEHHSA XiMiYHOT peakuii

UA/14269/01/01

1.

AMnoguniH
CAHOO3®

Tabnetkun no 5 mr; no 15
TabneTtok y 6nictepi; no
2 6nicTepun y KapTOHHIN

Kopobui

CaHpos
dapmachboTikan
34.4.

CnoBeHisi

Nek
dapmaueBTMYHa
KoMnaHis g.4.,
CnoBeHis
(BMpOGHMUTBO 3a
NMOBHUM LIMKIIOM;
nepBUHHE i
BTOPUHHE
nakyBaHHs);
BMPOGHMLTBO in

CnoseHis/
TypeyunHa/
PymyHis

BHECEHHS 3MiH 40 peecTpauiiHnx
maTepianis: 3miHn | Tuny - 3MiHK 3
sKocTi. [0ToBMI Nikapcbkun 3acib.
Cuctema KOHTeHep/3aKynopoBanbHNM
3aci6. 3miHa po3mipy ynakoBku
roTOBOrO nikapcbKoro 3acoby (3miHa
KINbKOCTi oAMHWLE (Hanpuknag
TabneTtok, amnyn TOLLO) B yNakoBLi:) -
3MiHa y fiana3oHi 3aTBEpaAXEHNX
PO3MIpiB YNaKOBKM - 3MiHa KiNbKOCTI

3a peuernmom

UA/11166/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
bulk: oAVHWLL (TabneTok) y AianasoHi
CaHpos Inak Canan 3aTBEPAKEHOr0 PO3Mipy YNaKkoBKu
Be TikapeT A.C., (Ne30): BBegeHHs 3MiH NpoTsirom 6-Tu
TypeyunHa; MiCAILiB NicNsi 3aTBEPAXKEHHS.
CaHpos pyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C.,
TypeuunHa;
KoHTponb cepii:
C.K. CaHpo3s C.P.J1.,
PymyHis
12. AMnoguniH Tabnetku no 10 mr; no CaHpos CnoBeHisi Jex CnoBeHis/ BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuyenmom UA/11166/01/02
CAHOO3® 15 TabneTok y 6nicTepi; dapmacbtoTikan dapmaueBTUyHa TypeuuunHa/ matepianis: 3miHu | Tuny - 3miHn 3
no 2 6nictepu y 34.4. KOMMaHisi 4.4., PymyHis sKocTi. [0TOBMI Nikapcbkuii 3acib.
KapTOHHI Kopobui CnoBeHis CucTema KoHTelHep/3aKynoploBanbHUi
(BMPOGHMLITBO 3a 3aci6. 3miHa po3mipy ynakoBku
NOBHWM LUKITOM; roToBOro nikapcbKoro 3acoby (3miHa
nepBUHHE i KINbKOCTi 0AVMHWLE (Hanpvknag
BTOPWHHE TabneTok, amnyn ToLO) B ynakoBLi:) -
nakyBaHHs); 3MiHa y giana3oHi 3aTBEpAXEHNX
BMPOGHMLTBO in PO3MipiB YNaKOBKM - 3MiHa KifbKOCTi
bulk: oavHWLb (TabneTok) y AianasoHi
CaHnpos Inak CaHan 3aTBEPAXKEHOro po3mipy ynakoBKu
Be TikapeT A.C., (Ne30): BBeaeHHS 3MiH NpoTArom 6-Tu
Type4yyuHa; MicAUiB Nicnsa 3aTBepAXeHHS.
CaHpos 'pyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C.,
Type4umHa;
KoHTpornb cepii:
C.K. CaHpgo3 C.P.J1.,
PymyHist
13. APAJET TabneTkn, BKPUTI AnsoreH IMNKo TTrokcembypr eHecbapm CA Ipeuis BHECEHHS! 3MiH [0 peecTpaLiiHnx 3a peuenmom UA/13659/01/01
NNiBKOBOK 0BOMOHKOI0, C.ap.n.

no 2,5mrno 10
TabneTtok y 6nictepi; no
3 Gnictepu y nayui 3
KapTOoHY

maTtepianis:
3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeeaeHHs abo
3MiHU A0 y3ararnbHEHWX AaHuX Npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Nnpo cuctemy
hapmakoHarnsigy, amMiHa
yrnoBHOBaxeHoi ocobw, BignosiganeHoi
3a 34iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa 419 34INCHEeHHS
hapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBiAanNbHOI 3a 3AiINCHEHHS
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Homep

Ne n/n

Hasea
JliKapcbKO20

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

peecmpayiliHo2o
noceidYyeHHs1

3acoby

hapmakoHarnsgy (BKrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-dainna cuctemm
dapmakoHarnsay) - MNponoHosaHa
pegnakuis — CopiHa JliaHa lMato/ Sorina
Liana Paiu.
3miHa micLue3HaxomkeHHs MacTtep-
arina. 3miHa MicLe3HaxomKeHHs
BMPOBaAXeHHS1 OCHOBHOI AiiNbHOCTI 3
dbapmakoHarnsgy

UA/15621/01/01

14.

APTEXA
IH ekl

PO3YMH AN iH eKuin,
200 mr/2 mn, no 2 mn B
amnynax; no 10 amnyn B
navuj; no 2 mn B
amnynax; no 5 amnyn B
6nicTepi; no 2 6nictepun
y nauui 3 kKapToHy

MPAT
"OITOPAPM"

YkpaiHa

MpAT "Jlekxim-
XapkiB"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnx
maTepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsigy. BHeceHHst abo
3MmiHa(1) 4o 3060B'A3aHb Ta YMOB
BMAAYi peecTpaLiiHoro NoceigYeHHs,
BKntoyatoum MNnaH ynpaeniHHA
pu3nKamMmm (3acToCyBaHHS 3MiH(1),
AKi(a) BMMaratoTb(€) noAansLLIoro
06r'pyHTYBaHHS HOBUMMW 4OAATKOBUM
AaHyMu, Lo MalTb HajaBaTucs
KOMMETEHTHNM OpraHoM, OCKifIbKM
BMMaraeTbCs CyTTeBa OLjiHKa
KOMMNETEHTHUM opraHom) BukoHaHHs
30060B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 gopaTky 5 no Mopsaky
NpOBEAEHHS eKCNePTU3n
peecTpauiiHnx MaTepiarniB Ha fnikapcbki
3acobw, Lo NofalTbCs Ha AepPXKaBHY
peecTpauito (nepepeecTtpalito), a
TaKoX eKCnepTn3n maTepianis npo
BHECEHHS 3MiH 0O peecTpauinHnx
MaTepianis NpoTarom aii
peecTpauinHOro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

3a peuernmom

UA/3840/01/01

15.

ALUUKNOBIP 200
CTAOA®

Tabnetku no 200 mr Ne
25 (5x5), Ne 100 (25x4)
y bnictepax

CTAOA
ApuHanmitTTenb
Al

HimeuunHa

CTAOA
ApuHanmittens Al

HimeuunHa

BHECEHHS 3MiH 0O peecTpauinHuX
maTepianis:
3MiHu | TUNY — NO4aHHSA OHOBIEHOTO
CepTudikaTy BignoBigHOCTI
€Bponewcbki hapmakonei Big
3aTBepAKeHoro BupobHuka A®|
Auuknosipy Zhejiang Charioteer
Pharmaceutical Co.,Ltd, China, 3miHa
nepiofy NOBTOPHMX BUNpobyBaHb AdI;
3MiHW | TUNY — NoAaHHA HOBOrO
CepTudikaTy BignoBigHOCTiI
€BpOMNeWChKin dhapmakonei Bia

3aTBepAKeHoro BupobHuka Ad|

3a peuernmom
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

Auwuknosipy Olon S.p.A., ITania R1-
CEP 2003-218-Rev 03; 3miHu | Tuny -
3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepioay 36epiraHHs abo
ymoB 36epiraHHs AD| - BBeAeHHs!
nepiogy NOBTOPHOro BUNpobyBaHHS
A®| Auuknosipy — 5 pokiB Bif
3aTBEpAXeHoro BupobHuka Olon
S.p.A,, Itania

16.

ALMKIOBIP 400
CTAOA®

Tabnetkun no 400 mr Ne
25 (5x5), Ne 35 (5x7) y
bnicrepax

CTAOA
ApuHanmitTenb
Al

Himeyuunna

CTAOA
ApuHanmittens Al

Himeyuunna

BHECEHHS 3MiH 0 peecTpaLinHmX
MaTepianis:
3MiHu | TUNY — NO4aHHS OHOBIIEHOIO
CepTudikaTy BiAnoBigHOCTI
€Bponeiicbkii thapmakonei Big
3aTBepaxXeHoro BupobHuka Ad|
Auuknosipy Zhejiang Charioteer
Pharmaceutical Co.,Ltd, China, 3miHa
nepiogy noBTOpHMX BUNpobyBaHb AdI;
3MiHu | TUNY — NOAaHHSA HOBOTO
CepTudikaTy BianoBigHOCTI
€BpOnencChKi hapmakonei Big
3aTBepAkeHoro BupobHuka A®I
Auuknosipy Olon S.p.A., ITania R1-
CEP 2003-218-Rev 03; 3miHu | Tuny -
3MiHa nepiofy NOBTOPHMX
BUNpobyBaHb/nepiogy 36epiraHHs abo
ymoB 36epiraHHs A®I - BBeAeHHs
nepioy NOBTOPHOro BUNPobyBaHHSA
A®| Aumknosipy — 5 pokiB Bif
3aTBepAxeHoro BupobHuka Olon
S.p.A,, Itania

3a peuerimom

UA/3840/01/02

17.

ALMUKNOBIP 800
CTALA®

Tabnetku no 800 mr Ne
35 (5x7) y bnictepax

CTAOA
ApuHanmitTTenb
Al

HimeuvunHa,

CTAOA
ApuHanmittens Al

HimeuwunHa

BHECEHHS 3MiH 0O peecTpauinHnX
maTepianis:
3MiHu | TUNY — NO4aHHA OHOBIEHOTO
CepTudikaTy BignoBigHOCTI
€Bponewcbkii hapmakonei Big
3aTBepAKeHoro BupobHuka Ad|
Auuknosipy Zhejiang Charioteer
Pharmaceutical Co.,Ltd, China, 3amiHa
nepiofy NoBTOPHMX BUNpobyBaHb AdI;
3MiHW | TMNY — NoAaHHA HOBOrO
CepTudikaTy BignoBigHOCTI
€BpoOnewchbKin hapmakonei Bia
3aTBepakeHoro BupobHuka Ad|
Auuknosipy Olon S.p.A., ITanis R1-
CEP 2003-218-Rev 03; 3miHu | Tuny -
3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHa abo
ymoB 36epiraHHs A®I - BBeAEHHS
nepiogy NoBTOPHOro BUNpobyBaHHs

3a peuenmom

UA/3840/01/03




7 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
A®| Auuknosipy — 5 pokiB Bif
3aTBEpAXeHoro BupobHuka Olon
S.p.A,, Itania
18. BETATICTUH-KB | Tabnetku no 8 mr no 10 AT YkpaiHa AT "KMIBCbKN Ykpaina BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuyenmom UA/5273/01/01
Tabnetok y 6nictepi; no "KNIBCBbKI BITAMIHHUN maTepianis:
3 Gnictepu B nayui BITAMIHHAW 3ABOO" 3MiHu | TUNy - 3miHa y meTtogax
3ABOAO" BMNPOOYBaHHSA roTOBOro MiKapCbKoro
3acoby - 3MiHW y MeToAax KOHTPOIto
roToBOro nikapcbKkoro 3acoby 3a
nokasHukom «MBY», y 3B’sA3ky 3
npuBeaeHHsAM A0 Ail040ro BuAaHHs
oy
19. BETATICTUH-KB | Tabnetku no 16 mrno 10 AT YkpaiHa AT "KMIBCbKU Ykpaina BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuyenmom UA/5273/01/02
Tabnetok y 6nictepi; no "KNIBCbKI BITAMIHHUN maTepianis:
3 6nictepu B nayui BITAMIHHAW 3ABOO" 3MiHu | TUny - 3miHa y metogax
3ABOAO" BMNPOOYBaHHSA roTOBOro MiKapCbKoro
3acoby - 3MiHW y MeToAax KOHTPOItO
roToBOro nikapcbKkoro 3acoby 3a
nokasHukom «MBY», y 3B’sA3ky 3
NpuBEAEHHSIM [0 Ail040ro BUAaHHS
oy
20. BETATICTUH-KB | Tabnetku no 24 mrno 10 AT YkpaiHa AT "KUIBCbKU YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnx 3a peuenmom UA/5273/01/03
Tabnetok y 6nictepi; no "KNIBCbKNI BITAMIHHUN maTepianis:
3 Gnictepu B nayui BITAMIHHWW 3ABOO" 3MiHu | TUny - 3miHa y metogax
3ABOL" BMNPOOYBaHHSI rOTOBOTO fikapCbKoro
3acoby - 3MiHW y MeToAax KOHTPOIto
roToBOro fikapcbkoro 3acoby 3a
nokasHukom «MBY», y 3B’a3ky 3
NpuBEAEHHSIM A0 Ai040ro BUAaHHS
oy
21. BETATICTUHY MOPOLLOK KpUCTanivyHum TOB YkpaiHa ONOH C.M.A. ITanis BHECEHHS 3MiH [0 peecTpaLiiHnx - UA/15386/01/01
OUrIQPOXITIOPU | (cy6ecTaHuist) y "®APMEKC matepianis: 3miHu | Tuny -
i} nonieTuneHoBnx reyn" ApmiHicTpaTuBHi 3mMiHW. 3MiHa

naketax ans
hapmaLeBTUYHOrO
3aCTOCYBaHHS

HaliMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BNacHWKa peecTpauinHoro
noceigyeHHst) - 3miHa agpecu
3asBHUKa; 3MiHn | Tuny - 3MiHn 3
skocTi. CepTudikat BignosigHocTi/l'E-
cepTudikaT BiANOBIAHOCTI
€BponeicbKii
dapmakonei/moHorpadii. MogaHHs
HoBOro abo oHOBMNeHoro ceptudikaTa
BignoBigHOCTI abo BUNYyYEHHS
cepTudikata BignoBigHOCTI
€Bponencbkin hapmakonei: ans Adl;
ans BuxigHoro
maTepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI ADI; Ana AoNOMiKHOT
peyvoBUHM (cepTudikaT BiANOBIGHOCTI
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
€Bponewicbkin dapmakonei) -
OHoBReHun cepTudikaT Big yxe
3aTBEpAXEHOro BUpobHuka - MNogaHHA
OHOBIIEHOro cepTudikara
BigNOBIgHOCTI €BponeiichbKii
¢apmakonei Ne R1-CEP 2006-316-Rev
03(3aTBepmxeHo R1-CEP 2006-316-
Rev 02) ans A®I| 6eTtaricTuny
aurigpoxnopwva Big Bxe
3aTBEPAXEHOro BUPOBHYMKA i3 3MiHO
Has3BW Ta agpecu
22. BPOHXIANBHUN | posuuH ans €spo Jlandkep Benuka Benn CaHs & Benuka BHECEHHS 3MiH 0 peecTpaLinHmX 6e3 peyenma UA/6177/01/01
BAJIb3AM nepoparbHOro Iito BputaHis Komnani (Oparrictc) BputaHis matepianis:
BENN'C 3actocyBaHHsi no 100 Timiten 3MiHu | TMny - 3MiHa Ha3BM BUPOBOHUKa
mn a6o no 200 mn B A®| — HacTosIHKM nepLto 6e3 3MiHK
nnsAwyi; no 1 nnswui B afpecy Micusi NPOBaPKEHHS AiSNbHOCTI
KapTOHHI Kopobui
23. BEPOHXOME[L pPO34MH Ansi €spo Jlandkep Benuka Benn CaHs & Benuka BHECEHHS 3MiH 4O peecTpaLinHmX 6e3 peyenma UA/12716/01/01
BAJIb3AM nepoparbHOro Iito BputaHis Komnani (Oparrictc) BputaHis marepianis:
3actocyBaHHs no 100 NMimiten 3MiHuM | TUNY - 3MiHa HalMeHyBaHHS
Mn B NnsAwui; no 1 Ta/abo agpecu micusa NpoBaaXXeHHs
NNSWLi B KAPTOHHIN LisAnbHOCTI BUpOOHMKa (BKMoYatouu, 3a
Kopobui HeobXigHOCTI, MicLe NPoBEeAEHHSs
KOHTPOIIO SIKOCTi), abo BNacHuka
macTep-garvina Ha A®I, abo
noctavansHuka Adl/BuxigHoro
MaTepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCH Y
BUpo6HMUTBI ADI - 3MiHa Ha3Bm
BMpobHUKa ADI — HaCTOsIHKM neputo
6e3 3mMiHn agpecu Micusa NpoBaAXeHHS
LiANbHOCTI
24. BEPY®EH® cupon, 100 mr/5 mn no ABGOTT HimewunHa A66BI C.p.n. ITanisa BHECEHHS 3MiH 4O peecTpaLifnHmX 6e3 peyenma UA/13154/01/01
100 mn y donakoHi; no 1 JlabopaTopis MaTepianis:
dnakoHy 3 MipHUM M6X 3MiHK | TUNY - NoAaHHSA OHOBNEHOTO
LUNPULIOM Y KapTOHHIW cepTudikaTa BigNOBIAHOCTI
KopoouLi €ponericbkin bapmakonei Ne R1-CEP
1996-061-Rev 11
ans gitodoi pedosuHu Ibuprofen Big
BXXE 3aTBEPKEHOro BUPOOHMKA 3i
3MiHOI Ha3BM Ta agpecu BUpobHUKa.
BBefgeHHs 3miH npoTtsirom 3-x
MicsauiB nicnsA 3aTBepAXeHHs
25. BYCTPUKC™ cycneHsist Ans iH'ekwuin "nakcoCmiTKns Benuka nakcoCmiTKnsanH Benebris BHECEHHS1 3MiH [0 peecTpauiiHnx 3a peyenmom UA/15071/01/01
nonio no 1 gosi (0,5 mn/goay), H ExcnopTt BpuTaHia Bionogxikans C.A. maTepianis:
KOMBIHOBAHA no 1 gosi y nonepeaHeo Nimiten 3MiHu | TUNy - 3MiHK B NpoLeci
BAKUMHA OnA HaNnoBHEHOMY LLNPpUL; BMpobHULUTBa ADI - 3MiHK Ta
NMPO®INAKTUKN no 1 nonepegHLO OHOBIEHHSA ONWCY npoLecy
OUDTEPII, HanOBHEHOMY LLNpULY Y BMPOGHMLTBA MPOMIXKHOIO NPOAYKTY

NPABUA,

KOMNNEKTi 3 ABOMa

npv OTPUMaHI aHTUTEHIB




9 HpO,Z[OB)KeHHH JoJaTka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
KALUOKY ronkamv B auernonsapHOro KOMMOHEHTY KaLutoka
(ALENIONAPHU nnacTMKoBOMY Ta onucy NepBMHHUX MaTepianis, WO
W KOMMOHEHT) KOHTelHepi; no 1 BMKOPMCTOBYIOTbCSA Nifg Yac
TA KOHTENHEpPY Y KapTOHHIN BUpobHMYOro npouecy. PegakuivHi
noniomieniTy Kopobui npaeku Ao po3ainy 3.2.S.2.2 ocChbE;
(IHAKTUBOBAHA 3MiHK | TUNy - 3MiHa y napameTpax
) cneundikaui Ta/abo 4ONyCTUMUX MEX,
(AOCOPBOBAHA BM3HayeHuX y cneundikauisix Ha AdPI,
, 3l abo BUXIgHUA/NPOMIKHWIA
3MEHLUEHUM NpoayKT/peareHT, LWo
BMICTOM BUKOPUCTOBYIOTbCS Y NpoLeci
AHTUIEHIB) BUpoGHMLTBa ADI - 3MiHa nocunaHb B
aHaniTMYHNX MeToaax asisi CUPOBUHU
nytapanbgerig 3 moHorpadii USP Ha
MoHorpadito GSK 100931; 3amiHu | Tuny
- 3MiHK, NOB'A3aHi 3 HeobXiaHiCcTIO
npuBeaeHHs Yy BiAnoBigHICTb A0
MoHorpagii IdY abo €Bponeincbkoi
capmakonei, abo iHLWOT HaLioHanbHOT
apmakonei gepxasu €C - 3miHa
nocunaHb B aHaniTM4HUX MeTofax
KOHTPOIIO AOMOMIDKHOT PEYOBUHM
'myTaTioH 3 BHYTpPiLWHBOT MOHOrpadii
KOHTPOSIO SAKOCTi KOMNaHii Ha
MoHorpadito Eur. Ph; amitn Tuny soaw,
sika BUKOPUCTOBYETBCH ANSA NiATOTOBKN
PO34MHIB Ta cepeaoBULL Niag Yac
depmeHTaLii Ta eKCTpaKLii aHTUreHis
auentonapHOro KOMMOHEHTY KaLUJoKa.
PepakuinHi npasku oo posginy
3.2.S.2.3 gocbe
26. BAKUUHA OnA cycneHsis Ans CaHodi MNactep PdpaHuis CaHodpi Mactep DdpaHLuis BHECEHHS! 3MiH [0 peecTpaLiiHnx 3a peuenmom UA/15098/01/01
NMPO®INAKTUKN nepoparbHOro C.A. maTtepianis:
noniomieniTy, 3acTocyBaHHs no 20 gos 3MiHu | TUNy - 3MiHa y napameTpax
NMEPOPAIJIbHA, (2 mn) y donakoHax Ne cneundikai Ta/abo 4ONyCTUMUX MEX,
BIBAJNNIEHTHA, 10 B KQPTOHHI kopoOLi BM3Ha4YeHUX y cneuudikauisx Ha AdI,
TUNIB1TA3 3 baraTo030BO0 abo BUXIOHUA/NPOMIKHWIA

KpanenbHUUEer y
KOMMAEKTI

npoaykT/peareHT, Lo
BVKOPWCTOBYIOTBCS Y MPOLLECI
BMPOGHMLTBa AP - BUNyYeHHs
BMNPOOYBaHHS HA PO3YMHHICTD 3i
cneumaikauii 4na BMXigHOT peyoBUHN
Sodium hydroxyde solution 30 %;
BUITy4YEHHS BUNPOGYBaHHS Ha
PO34YMHHICTb 3i cneumdikadii ona
BMXigHOI peyvoBuHM L-glutamine.
TepMiH BBEAEHHS 3MiHW - 01 XKOBTHS
2019 p; 3miHum | TUNy - 3miHa
napameTpiB cneuudikauin Ta/abo
O0NYCTUMMUX MEX AN JONOMiXKHOI




10

[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

PEYOBUHM - BUITYYEHHS BUNPOOYBaHHSA
3 BU3HAYEHHS BMICTY BaXXKUX MeTanis
3i cneundikauii 4ns 4ONOMKHOT
peyoBuHu Hepes Medium; 3aminm | Tuny
- 3MiHa y napameTpax crneundikauin
Ta/abo JonyCTUMUX MEX, BUSHAYEHNX Y
cneundikauiax Ha A®l, abo
BUXIOHWMI/MPOMIDKHUI NPOAYKT/pearexT,
LLIO BUKOPUCTOBYHOTLCS Y NPOLEC
BMPOGHMLTBa AP - BUNyYeHHs
BUNPOOYBaHHS 3 BU3HAYEHHS BMICTY
BaXKMX MeTanis 3i cneyudikauii ans
BMXigHOI pevoBnHN Hepes Medium;
BUIyYEHHS1 BUNPOOYBaHHS 3
BW3HAYEHHS BMICTY BaXKKMX MeTanis 3i
cneundikauii ons BUXigHOT pe4oBUHN
Medium MEM Earle Salt. PegakuinHi
npaBK1 [0 ONWUCY 30BHILLHBOrO BUMMSAY
BWXiQHOT PEYOBWHM; BUITyYEHHS
BMNPOOYBaHHSI 3 BU3HAYEHHS BMICTY
BaXKMX MeTanis 3i cneyndikauii ans
BVXigHOI peyvoBuHM L-glutamine;
BUITyYEHHS1 BUNPOOYBaHHS 3
BW3HAYEHHS BMICTY BaXKKUX MeTanis 3i
cneuundikauii ons BUXigHOT pe4oBUHMN
Iscove medium (without hepes).
PepakuinHi npasku oo onucy
30BHILUHLOIO BUrMSAY BUXiAHOT
PEYOBUWHW; BUINYYEHHS BUNPOOYBaHHS 3
BW3HAYEHHS BMICTY BaXKUX MeTaniB 3i
cneundikauii ons BUXigHOT pe4oBUHMN
Sodium hydroxyde solution 30 %;
BUIyYEHHS1 BUNPOOYBaHHS 3
BU3HAYEHHS BMICTY BaXKKMX MeTarniB 3i
cneundgikauii gns BUXigHOT pe4oBUHM
Medium 199 Earle. PeaakuiiHi npaBku
[0 ONUCy 30BHILLHLOIO BUrMsOY
BUXiAHOI pe4yoBUHU

27.

BEHITAH®

rene 1 % no 50 r y Ty6i;
no 1 Ty6i B KapTOHHI
Kopobui

CaHpos
dapmachbtoTikan
34.4.

CnoBeHisi

Cantotac ®apma
meX

HimeuynHa

BHECEHHS 3MiH [0 peecTpauinHnX
marepianis:
3MiHu | Tuny - 3miHn Wwopno
6esnekn/edekTUBHOCTI Ta
dapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHeHUX AaHuX npo
cucTemy cdbapmakoHarnsgy (BBeAeHHS
y3arasnibHeHVX AaHuX Npo cUcTemy
bapmakoHarnagy, amiHa
ynoBHOBaxeHoi ocobu, BignosigansHoi
3a 3iicCHeHHs hbapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy

6e3 peuenma

UA/9116/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

3asBHMKA NS 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SiKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBiganbHOT 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkntovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHUX
OaHMX YNOBHOBaXeHOI 0cobu 3asiBHUKaA
ONs 30INCHEeHHNA hapmakoHarnsgy.
3MiHa Micusa 3aiNCHEHHA OCHOBHOT
LisnbHOCTI 3 hapmakoHarnsgy. 3miHa
agpecu mactep-danna

28.

BEHOMJIAHT

Tabnetku 3
BiACTPOYEHNM
BUBINbHEHHsIM, Nno 20
TabneTok y 6nictepi; no
1 6riicTepy y kKapTOHHI
kopobui; no 25 Tabnetok
y 6nictepi; no 2
onictepn y KapTOHHIN
Kopobui

[Op. Binbmap
Llisabe MmbX i
Ko. KI

Himeyunna

[Op. Binbmap LLiBabe
m6X i Ko. K

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
maTtepianis:
3MiHu | Tuny - 3miHn wopao
6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHU OO0 y3aranbHeHVX AaHWX Npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Nnpo cuctemy
dapmakoHarnsgy, 3amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 34iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34iINCHEHHSA
hapmakoHarnagy B YKpaiHi, KLLO BOHa
BigMiHHa Bif yNMOBHOBaXeHOT ocobu,
BiANoBiAanbHOT 3a 3AiNCHEHHS
apmakoHarnagy (Bkrrovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3miLleHHi macTep-darina cuctemm
dapmakoHarnagy) - 3MiHa KOHTaKTHOT
0ocobu B YkpaiHi ynoBHOBaXKeHOT 0cobu
3asABHUKa A9 3AINCHEeHHS
tapmakoHarnagy: lNponoHoBaHa
penakuist — BoviteHko AHTOH
[eopriioBny. 3MiHa KOHTAKTHUX OAHWX
KOHTaKTHOi ocobu

6e3 peuenma

UA/8371/01/01

29.

BOOA Ansd
IH'EKLINA

PO3YNHHWK ANSA
napeHTeparnbHOro
3acToCyBaHHS Mo 5 Mn B
amnynax Ne 10 (5x2) y
Gnictepax y nayuj; no 2
mn B amnynax Ne 10
(10x1) y bnictepax y
nayui

NAT
"Mannudapm”

YkpaiHa

MAT "Tannudcapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
maTtepianis:
3MiHu | TUNy - 3aMiHa NocTavanbHUKa
nakyBanbHUx maTtepianis abo
KOMMMEKTYIOUMX (SIKLLIO 3a3HaYeHO B
00CbE) (BUITyYEHHSI MOCTavanbHUKa) -
BHECEHHS 3MiH A0 MaTepianisB
peecTpauiiHoro gocee p. 3.2.P.7.
Cunctema KoHTeHep/3aKynopoBarnbHUN
3aci6: BMNy4eHHs iHpopmauii woao
BMPOBHUKIB NEPBMHHOI YNaKOBKM

6e3 peuenma

UA/10078/01/01




12 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
(amnyn)
30. BOPUKOHA30I TabneTku, BKPUTI AngoreH IMKo ITrokcembypr nepBuHHE Ta Ipeuis BHECEHHS1 3MiH [0 peecTpauiiHnx 3a peyenmom UA/15524/02/01
ANBOrEH NNiBKOBOK OBOMOHKOI0, C.ap.n BTOPWHE MaKyBaHHS, maTtepianis:
no 50 mr no 7 TabneTtok KOHTpOrb cepii, TEXHiYHa NoOMuIIKa B iHCTPYKUiT Ans
y 6nictepi, no 2 abo 4 BianoBigae 3a MeONYHOro 3acToCyBaHHA Ta Y TEKCTi
onictepn y KapTOHHIN BUNYCK cepii: MapKyBHHS YNakoOBOK LLOA0
nayui, no 10 Tabnetok y OAPMATEH C.A,, MiCLle3Haxo4KeHHS BUpOBHMKa
6nictepi, no 3 6nictepn Mpeuist;
Y KapTOHHIN navui BMPOGHMUTBO "in
bulk", nepBunHHe Ta
BTOPUHE MaKyBaHHS,
KOHTpOnb cepil,
BiAgnoBiaae 3a
BWNYCK Cepil:
SAPMATEH
IHTEPHELLHN CA,
[peuis
31. BOPUKOHA30 TabneTtkn, BKpUTI AnsoreH IMNKo ITrokcembypr nepBuHHe Ta Ipeuis BHECEHHS 3MiH 40 peecTpauinHmX 3a peyernmom UA/15524/02/02
AINBOrEH NMiBKOBOK 0DOOHKOM, C.ap.n BTOPWHE MaKyBaHHS, marepianis:
no 200 mr no 7 TabneTok KOHTPOIb cepii, TeXHiYHa NomMurka B iHCTPYKUii Ans
y bnictepi, no 2 abo 4 Bignoeigae 3a MeON4YHOro 3aCTOCyBaHHS Ta Y TEKCTi
6nicTepn y KapTOHHIl BMNYCK Cepil: MapKyBHHS YNakoBOK LLOJ0
nayui, no 10 TabneTtok y GAPMATEH C.A,, MicLle3HaxooKeHHs1 BUpoOHMKa
6nictepi, no 3 6nictepn peuis;
Y KapTOHHIN nayui BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHE MaKyBaHHs,
KOHTpOnb cepii,
BignoBsigae 3a
BUNYCK cepii:
SAPMATEH
IHTEPHELLHI CA,
peuis
32. Byrinnsa NMOPOLLIOK (CyBCcTaHUist) y TOB YkpaiHa CINKAPBOH HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiHMX - UA/11425/01/01
AKTUBOBAHE MiLLIKax "BANAPTIH AxkTiBkone M6X matepianis: 3miHu | Tuny -
"CINNIKAPBOH" noninponineHoBux Ansi DAPMA" AgmiHicTpaTuBHi 3miHW. 3miHa
hapmaLeBTU4HOro HanmeHyBaHHsi Ta/abo agpecu
3aCTOCyBaHHs! 3asiBHUKA (BNacHuWKa peecTpaLlinHoro
NnocBigYeHHs1) 3MiHa agpecu 3asiBHMKa
33. FAMHEKC® cynosuTopii BariHanbHi KYCYM IHais KYCYM XEJTTXKEP IHais BHECEHHS 3MiH JO peecTpaLiiHnx 3a peuenmom UA/16291/01/01
no 7 cynosuTopiis y XENTXKEP MBT MNBT NTA mMatepianis: 3miHu Il Tuny - 3miHn wopao
cTpuni; no 2 cTpunn y nTao 6e3nekn/eekTUBHOCTI Ta

KapTOHHIN ynakoBLi

hapmakoHarnsay. BHeceHHst abo
3miHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaYi peecTpauifiHoro NocBigvYeHHs,
BKNtoyatoun MNnaH ynpasniHHA
pu3nkamm (3aCTOCyBaHHS! 3MiH(K),
siki(a) BMMararoTb(€) noganbLoro
06r'pyHTYyBaHHS HOBUMW JOAATKOBUM
AaHUMK, Lo MalTb HaJaBaTucs
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[TponoBxeHHs qogaTka 3

Ymoesu

Homep

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

sidnycky

peecmpayiliHo2o
noceidYyeHHs1

KOMMETEHTHNM OpraHoM, OCKifIbKM
BMMaraeTbcsl CyTTEBA OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BUKOHaHHS
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 pogatky 5 o MNopsagky
nNpoBeAeHHs ekcnepTnamn
peecTpauiiHnx MaTepiarniB Ha fnikapcbki
3acobu, Lo NoAalTbCs Ha AepXaBHyY
peecTpauito (nepepeecTtpaldito), a
TaKoX eKCnepTn3n maTepianis npo
BHECEHHS 3MiH 0O peecTpauiiHnX
MaTepianis NnpoTarom aii
peecTpauinHOro NocBigYeHHs,
3aTBepAxeHoro Hakaszom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

UA/16292/01/01

34.

FAWHEKC®
®OPTE

cynosuTopii BariHanbHi
no 7 cynosuTopiiB y
cTpvni; no 1 ctpuny y
KapTOHHIN ynakoBLi

KYCYM
XEJITXKEP NBT
nTa

IHgis

KYCYM XENTXKEP
NnBeT NTAa

IHgia

BHECEHHS 3MiH 0O peecTpauinHuX
maTepianis: 3miHu Il Tuny - 3miHn wWoao
6e3nekn/edpeKkTUBHOCTI Ta
apmakoHarnagy. BHeceHHs abo
3MiHa(1) 4o 3060B'A3aHb Ta YMOB
BMAAYi peecTpaLifiHoro noceBigvYeHHs,
BKNtoyatoun Mnax ynpasniHHA
pu3nKamm (3acToCyBaHHS 3MiH(u),
AKi(a) BMMaratoTb(€) noAanbLLIoro
06r'pyHTYBaHHS HOBUMMW 4OAATKOBUM
AaHyMu, Lo MalTb HajaBaTuCs
KOMMETEHTHVM OpraHoM, OCKifIbKM
BMMaraeTbCsl CyTTeBa OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BUKOHaHHs1
30060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 gopaTky 5 go Mopsaky
NPOBEAEHHS eKCNEPTU3N
peecTpauinHmx MaTepianis Ha nikapcbki
3acobw, Lo NoAaloTbCA Ha AepPXKaBHY
peecTpauito (nepepeecTpalito), a
TaKoX eKCrepTn3n maTepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX
Martepianis npoTarom aii
peecTpauinHOro NocBigYeHHs,
3aTBepAxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MOS Big 23.07.2015 Ne 460)

3a peuenmom

UA/10929/01/01

35.

FIBICKYCY
EKCTPAKT
CYXUi
"ELLIROSE"

MOPOLLIOK (CyBCTaHUist) y
nonieTuneHoBmx
nakeTtax ans
dapmaLeBTUYHOro
3aCTOCyBaHHS

TOB "BanapTiH
dapma”

YkpaiHa

HATIOPEKC CA

dpaHuis

BHECEHHS 3MiH 0O peecTpauinHuX
maTtepianis: 3miHu | TUny -
AamiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu
3asiBHMKa (BracHMKa peecTpauifiHoro
NOCBiAYEHHS1) 3MiHa agpecu 3asiBHMKA

UA/6525/01/01

36.

MMIOKO3A

PO34mnH Ans in'exuin 40

MAT "®apmak”

YkpaiHa

MAT "®apmak"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnX

3a peuenmom
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

% no 10 mn a6o 20 mn B
amnyni ckNsHin; no 5
abo no 10 amnyn y
nayuj; mo 10 mn abo 20
MA B amnyni CKNsHin; no
5 amnyn y 6nictepi; no 1
abo no 2 6nictepn y
nayui

marepianis:
3MiHu | TUNy - 3MiHa y napameTpax
cneuudikauin Ta/abo AoNyCTUMUX MEX,
BU3HAYeHUX y cneuudikauisx Ha AdI,
abo BUXiAHWA/NPOMKHUIA
nNpoAyKT/peareHT, LWo
BMKOPUCTOBYHOTBLCS Y NPOLLECI
BMPOGHMLTBa AD| (BUNYyYEHHS
HEe3Ha4yHOro NnokasHuKa sikocCTi
(Hanpviknag BUMyYeHHS 3acTapinoro
nokasHuka)); 3amiHu | Tuny - amiHa y
napameTpax crneuudikadin Ta/abo
[AOMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauiax Ha A®l, abo
BUXiAHWIA/NPOMIXKHUI NpoayKT/peareHT,
LLIO BUKOPUCTOBYHOTLCS Y NPOLIECI
BMpOGHMLUTBa AD| (AONOBHEHHS
cneumaikauii HOBUM NOKa3HUKOM SIKOCTI
Ta BiANOBIAHNM METOAOM
BUNpoOYBaHHS); 3MiHu | Tuny - 3amiHa y
napameTpax crneuudikadin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauiax Ha A®l, abo
BUXiAHWA/NPOMIXXHUIA NpoayKT/pearexT,
LLIO BUKOPUCTOBYHOTLCS Y NPOLIECI
BMPOoGHMUTBa ADI (iHLWi 3MiHK)

37.

OEKCAMETA3OH

Tabnetku no 0,5 mr, no
10 TabneTok y 6nicTepi;
no 1, abo no 2, abo no
3, abo no 5, abo no 6,
abo no 9, abo no 10
6nicTepiB B KAPTOHHIW
Kopobui

KPKA, o.a.,
Hoso mecTo

CrnoBeHisi

BUPOBHMK,
BignoBiganbHUn 3a
BUPOGHMUTBO "in
bulk", nepsnHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb Ta BUMYCK
cepii:

KPKA, o.a., Hoeo
mMecTo, CroBeHis;
BUPOBHMK,
BignoBsiganbHUn 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, o.a., Hoeo
MecTo, CroBeHis;
BUPOBHMK,
BiANOBiganbHWI 3a
KOHTpOIb cepii:
KPKA, o.a., Hoeo
mecTo, CrnoBeHis

CrnoBeHisi

BHECEHHS 3MiH 00 peecTpauiiHnx
marepianis: 3miHu | Tuny - 3MiHn 3
AKocTi. FoToBUIA Nikapcbkui 3acib.
CrabinbHicTb. 3miHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs
roTOBOrO fikapcbKoro 3acoby (3MiHa B
ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBNEHHS) - 3MiHM B
ymoBax 36epiraHHsi. BBegeHHs 3MiH
npoTarom 6-Tm Micauis nicns
3aTBEpAKEHHS. 3MiHu | Tuny - 3MiHK 3
sKocTi. [0TOBMI Nikapcbkuii 3acit.
CrabinbHicTb. 3miHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs
roToBOrO fikapcbKoro 3acoby
(3MeHLUEeHHst TepMiHy NpUAaTHOCTI
roToBOro fnikapcbkoro 3acoby) - Ans
TOProBOi YNakoBKu
3MeHLLEeHHSA TepMiHy NpUAATHOCTI
roTOBOrO fiKapCbKoro 3acoby,
3aTBEpAXeHO: 5 pokis,
3anponoHOBaHoO: 2 poku. BBeaeHHst
3MiH NpOTArom 6-T micauis nicng

3a peuenmowm

UA/8538/02/01




15 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

3aTBEpKEHHS. 3MiHu | Tuny - 3MiHK 3
AKkocTi. FoToBUIA Nikapcbkuin 3acib.
3MiHM y BUpoOHMUTBI. 3amiHa abo

BBE/EHHSA J0AaTKOBOT AinbHUL
BMPOGHMLTBA ANst YacTUHM abo BCbOro
BMPOGHMYOro NpoLEeCy roToBOro
nikapcbKkoro 3acoby (AinbHUUS Ans
nepBUHHOrO NakyBaHHs1). CynyTHs
3MiHa - 3MiHu 3 siKocTi. [oToBMN
nikapcbkuii 3aci6. 3miHn y
BUpPOOHMUTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI AinbHULI BUpOBHULTBA Ans
YacTMHM abo BCbOro BUPOGHMYOro

npoLiecy roToBoro nikapcbkoro 3acoby

(BiNbHUUS ANs BTOPUHHOTO MaKyBaHHS)

BBeaeHHs goaaTtkoBuX AinbHUL
NepPBUHHOIO Ta BTOPMHHOIO NaKyBaHHS.
3MiHu | TUNy - 3miHu 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHn y
BMPOBHMUTBI. 3MiHa iMnopTepa/3amMiHu,
LLIO CTOCYIOTbCH BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOTO ikapCbKoro
3acoby (3amiHa abo foaaBaHHSA
OiNbHWUI, Ha KN 30iNCHIOETBLCA
KOHTpOrb/BMNpobyBaHHSA cepii)
[lopgaBaHHsA AinNbHULI, Ha SKin
30iNCHI0ETLCSI KOHTPOIL/BUNPOBYBaHHS
cepii. 3MiHu | TNy - 3MiHK 3 AKOCTI.
"oToBUI Nikapcbkuin 3aci6. Onuc Ta
cknag. 3miHa chopmn abo po3amipis
nikapcbkoi popmu (TabneTku 3
HeranHuMm BUBINbHEHHSM, Kancynu,
cynosuTopii Ta necapii)
3miHa onucy Ta po3mipis TabneTku y
3B'513Ky 3i 3miHoto cknagy 113, a came
3MiHa y AOMOMDKHUX PEYOBUHAX;
BMOANEHO PO3MOAinbYyy PUCKY, sika He
npusHayeHa ans noginy tabnetku Ha
piBHi O3W Ta NoAiny ANns nonerweHHs
KOBTaHHs1, OCKiNbKM TabneTkn maoTb
[ocuTb Manuii po3mip. 3MiHu | Tuny -
3MiHuM 3 sikocTi. FoToBMI Nikapcbkuii
3aci6. 3miHn y BUpo6HMUTBI. 3MiHa
po3mipy cepii (Bkntoyaroun aianasoH
po3mipy cepii) roToBOro nikapcbkoro
3acoby (3meHLweHHs Ao 10 pasis)
3MiHa posmipy cepii. 3MiHn | TUny -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii
3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
po3mipy cepii (Bkntoyaroum gianasoH
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JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
po3Mipy cepii) roToBOro nikapcbkoro
3acoby (36inbweHHsa go 10 pasis

NOPIBHSIHO i3 3aTBEPKEHMM PO3MIPOM)
3MiHa poamipy cepii [T13. 3miHu | Tuny -

3MiHu 3 sikocTi. [oTOBMI Nikapcbkuii
3aci6. 3miHn y BUpoGHMLUTBI. 3MiHK
BMNpoOyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMEHNX Yy cneundikauisx, nig
Yac BUPOOHMLTBA FOTOBOMO
nikapcbKoro 3acoby (BUNy4YeHHs
HecyTTEBOro BUNpobyBaHHS B NpoLecCi
BUPOOHMLTBA) BUny4eHHs HecyTTeBOro
BMNpoOyBaHHSA B Npoueci BUpobHMLTBa
— OMnuC rpaHynsiTa Ta BTpaTa B Maci npu
BUCYLLYBaHHI y 3B A3KY 3i 3MiHOIO
BMPOGHMYOro npouecy. 3MiHn | Tuny -
3MiHu 3 sikocTi. [0TOBMI NikapcbKkuii
3aci6. 3MiHn y BUpobHUUTBI. 3MiHK
BMNpoOyBaHb abo AOMYCTUMUX MEX,
BCTaAHOBMNEHWX y cneundikauisx, nig
Yyac BMPOBOHMLTBa rOTOBOrO
nikapcbKkoro 3acoby (iHLwi 3MiHN)
BHeceHHs 3MiHun BUnNpobyBaHb Ta
[ONYCTUMUX MEX, BCTAHOBMNEHUX Y
crneundikauisx, nig yac BUpobHuLTBa
roTOBOro fnikapcbKoro 3acoby
KOMMpeCiHOi cymili Ta TabneTok
BiANOBIQHO 4O HOBOTO Cknagy
TabneTok, BBEAEHO YacToTa
NpoBeAeHHs KOHTPOIto TabneTok.
3Mminn | TUny - 3miHn 3 gKocTi. FoToBU
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo
[ONYyCTUMWUX MEX, BCTAHOBMNEHUX Y
cneumndikalisx, nig yac BUpobHMLTBa
roToBOro fnikapcbKoro 3acoby
(mnopaBaHHs HOBOrO MeToAy
BUNPOBYBaHHS Ta 4ONYCTUMUX MEX)
[onaBaHHsA HOBOrO MeToay
BMNpobyBaHHS nig Yac BMpobHULTBA
roTOBOro Nikapcbkoro 3acoby -
KOHTPOMb NakyBarnbHOro npoLecy
3MmiHun | TMny - 3MiHKn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib.
3MiHa y NepBYHHIN ynakoBLi roTOBOro
nikapcbKkoro 3acoby (sikicHuin Ta
KinbkicHUi cknag) - Teepai nikapcbki

dopmMu - 3MiHM Y NEPBUHHI ynakoBLi
'N3, 3miHa maTepiany bnictepa,




17 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

3aTtBepaxeHo: MBX/MBOX-An,
3anponoHoBaHo: OMA/An/MBX-An.
3MmiHu | TMny - 3MiHKn 3 akocTi. FoToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpis
cneumndikauin Ta/abo 4ONYCTUMMX MEX
roTOBOro nikapcbkoro 3acoby
(3BYXE€HHSI JOoNyCTMMMUX MeX) 3MiHa
napameTpiB cneundikadii (3By>KeHHS
ponyctummx mex) n. "KinbkicHuii BMmicT
nekcameTtasoHa" 113, 3aTBepaxeHo:
95%-105% Big 3asiBNEHOI KinbKoCTi
3anpornoHoBaHo: 95,0 %-105,0 % Big
3asiBMEHOI KiNbKOCTi
3MiHu | TUNYy - 3miHu 3 sikocTi. FoToBUIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTumMmnx mex
roTOBOro nikapcbkoro 3acoby
(monoBHeHHs cnevmdikaLii HoBUM
MOKa3HMKOM 3 BifNOBIAHUM METOAOM
BUNpoOyBaHHS) - [loNOBHEHHS
cneumdikauii Ha TepMiH NPMAATHOCTI
HOBWM MOKa3HUKOM 3 BiAMNOBiAHUM
MeToAOM BUNPOGYBaHHS T.
«OOHOPIAHICTb AO030BaHUX OANHULIbY
(AV) He Ginblwe 15,0% T.
«igeHTndikauis gekcameTasoHa»
(BEPX, TWX). 3miHu | Tvny - 3miHn 3
sKoCTi. [0TOBMI Nikapcbkuii 3acit.
KoHTponb roToBOro nikapcbkoro
3acoby. 3miHa y meToaax
BUNPODYBaHHS rOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAXEHNX MeToAaxX
BUNpobyBaHHs) - HeaHayHa 3miHa y
3aTBEpAXEHNX MeToAax
BMNPOOYBaHHS.
3MiHu | TUNYy - 3miHu 3 sKkocTi. FoToBUIA
nikapcbkuit 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax
BMNPODYBaHHS rOTOBOTO NiKapCbKOro
3acoby (iHWi 3MiHK y MeToaax
BMNpoOyBaHb (BKMo4akoum 3amiHy abo
[OOMOBHEHHs1)) 3MiHU y MeTodax
BUNPoBYyBaHHs - AoAaBaHHA HOBOTO
meTtoay TLIX ans ineHTudikauii
fAekcameTa3oHa, OHOBIIEHHS MeToay
ONs KOHTPOSIO CYNPOBIAHMX JOMILLIOK
Ta PO34YMHEHHS JeKcaMeTa3oHa B
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

TabreTkax y 3B A3Ky 3i 3MiHOO
XxpomMaTorpadiyHOT KONOHKN. 3MiHK |
TMny - 3MiHu 3 AkocTi. FoToBUIA
nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpis
cneumndikauin Ta/abo 4ONYCTUMUX MEX
roToBOro nikapcbkoro 3acoby
(3BY>KEHHS1 JONYCTUMUX MEX)
3BY>XEHHS 4ONYyCTUMMX Mex n. "
CynpoBigHi AoMiLukn":
3Minu | TUNy - 3miHu 3 gKocTi. FoToBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKynopioBanbHui 3acib.
3MiHa po3mipy ynakoBKku rotToBoro
nikapcbkoro 3acoby (3MiHa KinbKoCTi
oaMHUUb (Hanpuknag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3miHa nosa
Oiana3oHOM 3aTBEPIKEHNX PO3MIpIB
ynakoBku - [lofaBaHHs ynakoBOK.
3MiHu | Tuny - 3miHK wopao
Gesnekn/edhekTUBHOCTI Ta
dapmakoHarnsay (iHwi 3aMiHn) 3amiHa
rpacpiyHoro 306pakeHHs ynakoBku
Ne10 (10x1) Ha TEKCT MapKyBaHHsI
ynakoBKM Nikapcbkoro 3acoby. 3miHu |l
TMny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. 3miHu y
BMPOGHMLTBI. 3MiHN y NpoLeci
BMPOOHMLITBA rOTOBOTO MiKapCbKOro
3acoby, BKMHOYaK4M NPOMiKHUN
MPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOOHMLITBI rOTOBOrO MiKapCbKoro
3acoby (cyTTeBa 3miHa y npoueci
BUPOOHMLTBA, sika MOXe MaTu iCTOTHUI
BMWB Ha siKicTb, 6e3neky Ta
eeKTUBHICTb Nikapcbkoro 3acoby)
3MiHu BUpoGHMYoro npouecy M3y
3B'513Ky 3i 3miHoto cknagy M3, a came
3amiHa MeToAy BOSOroi rpaHynayisa Ha
MeToA NPSIMOro NPecyBaHHs!.
3minu |l Tuny - 3miHm 3 skocTi. FoToBUIA
nikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi (4onoMiKHMX
peYvoBMHax) rOTOBOrO NiKapCbKOro
3acoby (iHWi AONOMiXHI pe4oBUHN) -
AkicHi abo KinbkicHi 3MiHM Woao ogHiel
ab0 [AeKinbKoX AOMOMKHUX PEYOBUH,
AKi MOXYTb 3HAYHO BMIIMHYTY Ha
6e3neky, sikicTb abo edpeKTUBHICTb
roTOBOrO fiKapCbKoro 3acoby - 3miHu




Ne n/n
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[TponoBxeHHs qogaTka 3

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o

38.

cknagy N3, a came 3miHa y
OOMOMIDKHUX peYOBUHaX BHACHigoK
po3pobku TabneTok AeKkcaMeTa3oHy y
nosax 4 wmr, 8 mr, 20 Mr Ta K Hacniaok,
NPUNHSATTS PilLeHHs po3po6KM HOBOrO
cknagy ans gekcametasoHy no 0,5 mr
ONS Y3ro[KeHHs sIKicHOro ckragy ,
npouecy BUPOGHULITBA i3 BULLMMM
[o3amu

noceidYyeHHs1

39.

OEKCAMETA3OH
-AAPHUUA

Tabnetku no 0,5 mr, no
10 TabneToK y KOHTYpHIl
YapyHKOBIN ynakoBsLi; No
5 KOHTYPHUX YapyHKOBUX
ynakoBOK Yy nayi

MpAT
"dapmaueBTUYH
a dipma
"OapHuus"

YkpaiHa

MpAT
"®apmaueBTuyHa
dipma "OapHuus”

YKkpaiHa

BHECEHHS 3MiH [0 peecTpaLifnHmX
maTepianis: 3miHu |l Tuny - 3miHn wWopo
Ge3nekn/ecekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHs abo
3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
BMAaYi peecTpauifiHoro NocBig4YeHHs,
BKMtovatoum NnaH ynpaeniHHS
pu3nkamm (3aCTOCyBaHHS 3MiH(M),
siki(a) BUMararoTb(€) noganbLoro
06r'pyHTYBaHHSI HOBUMW JOAATKOBUM
AaHUMK, WO MaloTb HaJaBaTucs
KOMNETEHTHUM OpPraHoOM, OCKiNbKu
BMMaraeTbCs CyTTeBa OLjiHKa
KOMNETEHTHUM OpraHoM) BukoHaHHs
3000B'A3aHb BiANOBIAHO A0 NIANYHKTY
1.13 nyHKTYy 1, MignyHKTY 2.3 NyHKTY 2
popatky 15 go Mopsaky npoBeaeHHs
eKcnepTM3n peecTpauiiHux maTtepianis
Ha nikapcbki 3acobw, Lo noaaTbes Ha
AepXxaBHy peecTpaLiiio
(nepepeecTpalito), a Takox
eKkcnepTn3n MaTepianis NPo BHECEHHS
3MiH O peecTpauinHnx maTepianis
npoTsArom Aii peectpauiiHoro
MOCBIAYEHHS, 3aTBEPAKEHOrO HAaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3zy MOS Big 23.07.2015 Ne 460).

3a peuyernmom

UA/0992/03/01

OEKCANoOnN

Kpanni O4Hi, cycneHsis
(1 mr + 3500 MO + 6000
MO)/1 mn, no 5 mny
MET cnakoHi-
KpanesnbHULL 3 KPULLIKOO
3 rapaHTiiHUM KinbLeM;
no 1 cornakoHy B nayi 3
KapToHy

BapLuaBcbkui
dapmMaLeBTUYHN
11 3aBO[,
Monbdpa AT

MNonblwa

BapLluaBcbkuii
dapmaueBTUYHUI
3aBog lMonbda AT

MNonblwa

BHECEHHS 3MiH A0 peecTpaLinHmX
matepianis: 3miHu | Tuny - 3MiHKn wWopao
Ge3nekn/echekTUBHOCTI Ta
apmakoHarnsgy. 3miHa y KOpoTKiv
XapakTepucTuL,i nikapcekoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeANYHOro 3aCTOCYBaHHS Ha MiacTaBsi
perynspHo OHOBIOBAHOrO 3BiTY 3
6e3neku nikapcbkoro 3acoby, abo
AocrimpkeHb 3 6esnekn 3acTocyBaHHSA
nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepioa, abo sk
pe3ynbTaT OLiHKM 3BiTY 3 AOCMiAXEHb,

3a peuerimom

npoBefeHnx BiANOBIAHO A0 NnaHy

UA/15434/01/01
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Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

nepiaTpnyHux gocnipxens (PIP) (3MiHy
Y3rOAXXEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHUM OpraHom) - 3MiHu
BHECEHI [0 iHCTPYKLii y po3ainu
"B3aemogiq 3 iHWuMK nikapCbknmmn
3acobamu Ta iHWi Buan B3aemopain”,
"OcobnueocTi 3actocyBaHHS", "MobiyHi
peakuii" BigNOBiAHO [0 OHOBMEHOT
iHdbopmauii 3 6e3neku gitouoi
PEYOBMHM.

40.

OENPECAH

TabneTtkn, BKpUTI
NNiBKOBOK OBOMOHKOI0,
no 5 mr no 10 Tabnetok
y 6nictepi; no 3 abo 6
6nictepis y kopobui 3
KapTOHY

TOB
"XapkiBcbke
hapmaueBTUYHe
niaAnpUeEMCTBO
"3p0poB's
Hapoay"

YkpaiHa

Bunyck cepii: TOB
"XapkiBcbke
hapmaueBTU4He
nianpUEMCTBO
"3popoB's Hapoay",
YkpaiHa; yci ctagii
BMpPOBHMLTBA,
KOHTPOSb SIKOCTi:
TOB "®APMEKC
FPYMN", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHux
maTtepianis:
3MiHu | TUny - 3MiHK Wwopno
6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHM [0 y3aranbHeHUX A4aHuX npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnsgy, 3amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 34iicHeHHs bapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34iINCHEHHSA
hapmakoHarnagy B YkpaiHi, KLLO BOHa
BigMiHHa Bi yNMOBHOBaXeHOT ocobu,
BiANoOBiAanbHOI 3a 3AiNCHEHHS
dapmakoHarnagy (Bkrovaoum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MmiLleHHi macTep-darina cuctemm
dapmakoHarnagy) - Hitova pegakuis:
yNoBHOBaXkeHa ocoba 3asiBHVKa,
BignosiganebHa 3a hapmakoHarnag —
MypasiioBa OkcaHa OnekcaHapiBHa,
MponoHoBaHa pepakuis:
ynoBHOBaxkeHa ocoba 3asiBHMKa,
BignosigansHa 3a hapmakoHarnag -
3umunubka MapuHa OnekcanapiBHa,
3MiHa KOHTaKTHUX AaHWX
yNoBHOBaXeHOT 0cobu 3asiBHUKa,
BiANOBiAanbHOI 3a hapmakoHarnsag

3a peuernmom

UA/13811/01/01

4.

OENPECAH

TabneTtkn, BKpUTI
NNiBKOBOK 0OOMOHKOL0,

no 10 mr no 10 TabneTok

y 6nictepi; no 3 abo 6
6nictepis y kopobui 3
KapToHYy

TOB
"XapkiBcbke
hapmaueBTUYHe
nianpUeEMCTBO
"3n0opoB's
Hapoay"

YkpaiHa

Bunyck cepii: TOB
"XapkiBcbke
dhapmaLleBTU4He
nianpUMeEMCTBO
"3popos's Hapoay",
YkpaiHa; yci ctagii
BUpPOBHMLTBA,
KOHTPOIb SIKOCTi:
TOB "®APMEKC
PYN", YkpaiHa

YKkpaiHa

BHECEHHS 3MiH 0O peecTpauinHux
maTtepianis:
3MiHu | TUny - 3MiHK Wwopno
6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHM OO0 y3aranbHeHVX AaHuX Npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBAXEHOT 0cobWu, BignosigansHoi

3a peuenmom

UA/13811/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

3a 3AiicCHeHHs hbapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3asiBHUKA ONs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bil YNOBHOBaXeHOi ocobu,
BiAMNoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-danna cuctemm
dapmakoHarnsaay) - Aitova pepgakuis:
ynoBHOBaxkeHa ocoba 3asiBHVMKa,
BignoBsiganeHa 3a hapmakoHarnag —
MypasitoBa OkcaHa OnekcaHapisHa,
MponoHoBaHa peaakuis:
ynoBHOBaXkeHa ocoba 3asiBHMKa,
BignosiganeHa 3a hapMakoHarnag -
3umuubka MapuHa OnekcangpisHa,
3MiHa KOHTaKTHUX JaHWX
YMOBHOBaXeHOT 0cobu 3aABHMKa,
BiANoBiAanbHOI 3a hapmakoHarnsg

42.

OENPECAH

TabneTtkn, BKpUTI
NMiBKOBOK 0OOOHKOM,
no 20 mr no 10 TabneTok
y bnictepi; no 3 abo 6
6nictepis y kopobui 3
KapToHy

TOB
"XapkiBcbke
hapmaueBTuyHe
niaANpUEMCTBO
"3nopoB's
Hapogy"

YkpaiHa

Bunyck cepii: TOB
"XapkiBcbke
dapmMaLeBTnyHe
nignpuemMcTeo
"3nopoB'st Hapoay",
YkpaiHa; yci ctagii
BMPOGHMLTBA,
KOHTPOIb AKOCTI:
TOB "®APMEKC
FPYMN", YkpaiHa

YkpaiHa

BHECEHHS 3MiH 0O peecTpauifiHnx
matepianis:
3MiHn | Tuny - 3MiHn Wwoao
6e3nekn/edekTUBHOCTI Ta
apmakoHarnsay. BeeaeHHs abo
3MiHW [0 y3aranbHeHUX faHux npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
dapmakoHarnagy, amiHa
YyNOBHOBaXeHOT 0cobu, BignosigansHol
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA ONs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiJMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBIgaNbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bkrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLeHHI macTep-darna cuctemm
dapmakoHarnsay) - Aitova pepakuis:
ynoBHOBaxkeHa ocoba 3asiBHMKa,
BignosiganeHa 3a hapmakoHarnag —
MypasiioBa OkcaHa OnekcaHapisHa,
lMponoHoBaHa pegakuis:
ynoBHOBaxkeHa ocoba 3asiBHMKa,
BignosiganeHa 3a hapMakoHarnag -
3umunubka MapuHa OnekcaHngpiBHa,
3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXeHOT 0cobu 3aABHMKa,
BiANoBiAanbHOI 3a hapmakoHarnsg

3a peuernmom

UA/13811/01/03
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
43. OEPMA3Onenn wamnyHb no 50 mn, 100 KYCYM IHpis KYCYM XEJITXKEP IHpis BHECEHHS! 3MiH 0O peecTpauiiHnx 6e3 peuenma UA/7632/01/01
oC MmNy donakoHi; kpuweydka | XENTTXKEP MNBT MBT NTA MaTepianis: 3miHu | TMny - 3miHK 3
SIKOro o6TArHyTa nTao sKocTi. [0TOBMI nikapcbkuii 3acib.
NNiBKOBOK 0OOOHKOI; CucTema KoHTelHep/3aKynoploBarnbHUi
no 1 dnakoHy B 3acib. 3miHa 6yab-AKoi YacTUHM
KapTOHHIN ynakoBLi MaTepiany NnepBMHHOI YNaKkoBKM, LLO He
KOHTaKTY€e 3 FOTOBMM NiKapCbKUM
3acoboM (Hanpwvknag Konip KpULLEYoK 3
KOHTPOSieM MEepLUOro BIAKPUTTS, KOMip
KOOOBWX Kifneupb Ha amnynax,
KOHTeWHepa Ans ronok (pisHi Buau
nnactmacw) (3miHa, ska He BNIMBae Ha
KOPOTKY XapakTepuCTUKy MikapCbKoro
3acoby) BHeceHHs1 3MiH o p. 3.2.P.7.
Cuctema KOHTeNHep/3akynoptoBarnbHWM
3acib y 3B’s13Ky 3 HAHECEHHSIM
NniBKOBOI 0BOMOHKM Ha KPULLIEYKY
dnakoHa
BBepneHHs 3MiH NpoTsrom 6 Micsiuis
nicns 3aTBepAKEHHS.
44, AIArMI3na® MR Tabnetku 3 MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauinHmX 3a peyernmom UA/6986/01/01
MoandikoBaHUM marepianis:
BUBINbHEHHsM no 30 mr, 3MiHu | TUny - 3miHa po3mipy cepii
no 10 TabneTtok y (BKNOYao4M gianasoH po3mipy cepii)
6nictepi, no 3 abo 6 roTOBOro nikapcbkoro 3acoby
GnicTtepiB y nayui 3 (36inbLeHHs Ao 10 pasiB NOPIBHSHO i3
KapTOHY 3aTBEPAXEHNM PO3MIPOM) - BBEAEHHS
[0[aTKOBOro po3Mipy cepii roTOBOro
nikapcbkoro 3acoby. 3anponoHoBaHoO:
45 kr (300 Tuc. Tabn.); 180 kr (1200
TnC. Tabr.), AOAATKOBUI PO3MIip cepii:
360 kr (2400 TunC. Tabn.)
45, OIOCTAP TabneTtkn, BKpUTI dapma Wopaanis dapma Vopaanis BHECEHHS 3MiH 40 peecTpauinHmX 3a peuenmom UA/14727/01/02
NMiBKOBOK 0OOOHKOM, IHTepHelweHan IHTepHelueHan marepianis: 3miHu | Tuny -
no 160 mr no 10 KomnaHi KomnaHi AaMmiHicTpaTuBHI 3MiHW. 3miHa

Tabnetok y 6nictepi; no
3 6nicTepun y KapTOHHIN
Kopobui

HalMeHyBaHHsi Ta/abo agpecu
3asBHMKa (BNnacHWKa peecTpauiinHoro
NOCBIAYEHHS) - NPUBEAEHHS Ha3BU
3as1BHMKA 4O OpUriHaNbHUX JOKYMEHTIB.
3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHN.
3MiHa HallmeHyBaHHs Ta/abo agpecu
MicLsi TPOBaOXEHHS AisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKMOYaym
[inbHUUI BUNYyCcKy cepii abo micue
NpoBeAEeHHS KOHTPOIIO SKOCTI.
(misnbHIiCTb, 3a AKy Bignosigae
BMPOOHMK/iMMopTep, BKMOYa4un
BWMYCK Cepiii) - NPYBEAEHHS Ha3BK Ta
agpecy Bupo6Huka M3 go
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

OopuvriHaNbHNX JOKYMEHTIB

46.

OIOCTAP

TabneTku, BKPUTI
NNiBKOBOK OBOMOHKOI0,
no 80 mr no 10 TabneTok
y 6nictepi; no 3
onictepn y KapTOHHIN
Kopobui

dapma
IHTepHeLwweHan
Komnawi

Mopaanis

dapma
IHTepHelweHan
Komnawi

Mopaanis

BHECEHHS 3MiH 0O peecTpauinHnX
maTtepianis: 3miHu | TUny -
ApmiHicTpaTuBHi 3miHW. 3miHa
HalMeHyBaHHsi Ta/abo agpecu
3asiBHVKa (BracHMKa peecTpauiiHoro
MOCBIAYEHHS) - TPUBEAEHHS Ha3BU

3as1BHMKA A0 OpUriHanbHMX ,EI,OKyMeHTiB.

3MiHu | TMNY - AOMiHICTPaTUBHI 3MiHW.
3MiHa HallmMeHyBaHHS Ta/abo agpecu
Micusa NPOBafXXeHHS QisnNbHOCTI
BMpoOHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKnoya4n
AinbHULI BUNYCKy cepii abo micue
NpoBeeHHs1 KOHTPOIO SKOCTI.
(DisinbHICTb, 3a AKy BignoBinae
BMPOGHUK/iMNOpTEp, BKMOYa4m
BMNYCK Cepiln) - NpUBEAEHHSI HAa3BK Ta
appecy BupobHuka M3 go
opuriHanbHUX JOKYMEHTIB

3a peuyenmom

UA/14727/01/01

47.

E3OHEKCA®

niodpinizaT ANst po34nHy
ANs iH eKuin Ta iHdysin
no 40 wr in bulk: no 564
dnakoHu y kopobui

MAT "dapmak”

YkpaiHa

JTabopaTtopioc
HopwmoH C.A.

IcnaHis

BHECEHHS! 3MiH 0O peecTpauifiHnx
maTepianis: 3miHu |l Tuny - 3miHn wWoao
Gesnekn/edekTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(1) 0o 3060B'A3aHb Ta YMOB
BMAaYi peecTpaLiiHoro NOCBiAYEHHs,
BKkNtoyatoun [naH ynpaeniHHA
pusnkamm (3aCTOCyBaHHS 3MiH(K),
siki(a) BMMaratoTb(€) nogansbLLoro
06r'pyHTYBaHHS HOBMMU AO4ATKOBUM
AaHVMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKM
BMMaraeTbCsl CyTTeBa OLjiHKa
KOMMETEHTHUM OpraHom) - BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gogatky 5 go Mopsiaky
NpoBeAeHHSA eKCnepTnamn
peecTpauinHux MaTepianis Ha nikapcbki
3acobu, Lo NoAaTbCs Ha AepXaBHY
peecTpauito (nepepeecTpalito), a
TakoX ekcnepTnsn martepianis npo
BHECEHHS! 3MiH 00 peecTpauifiHnx
marepianis NpoTarom Aii
peecTpaLiiHoro NOCBIAYEHHS,
3aTBepaxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

UA/16029/01/01

48.

E3OHEKCA®

niodpinizaT ANst po34nHy
ONs iH ekuin Ta iHdysin,
no 40 mrno 10 mn y

MAT "dapmak”

YkpaiHa

MAT "®apmak”,
YkpaiHa
(BpPOGHMLTBO 3

Ykpaina

BHECEHHS! 3MiH 40 peecTpauiiHnx
maTepianis: 3miHu |l Tuny - 3miHn Wwoao
Ge3nekn/edekTUBHOCTI Ta

3a peuerimom

UA/16030/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

dnakoHi; no 1, 5 abo 10
dnakoHiB y nayui

nakyBaHHs in bulk
ipMu-BupobHMKa
JTabopaTtopioc
HopwmoH C.A.,
Icnaris)

apmakoHarnsgy. BHeceHHs abo
3miHa(1) Ao 3000B'A3aHb Ta yMOB
BMAaYi peecTpauifiHoro Noceig4YeHHs,
BKMtovatoum NnaH ynpaeniHHS
pu3nkamm (3aCToCyBaHHS 3MiH(K),
siki(a) BMMararoTb(€) noganbLoro
06r'pyHTYBaHHS HOBMMU 4O4ATKOBUM
AaHVMu, Lo MaloTb HajaBaTucs
KOMMNETEHTHUM OpraHoM, OCKifbKM
BMMaraeTbCs CyTTEBA OLjiHKA
KOMMETEHTHVUM OpraHom) - BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 gopatky 5 go Mopsaky
npoBefeHHs ekcnepTnamn
peecTpauiiHux maTepianis Ha nikapcbKi
3acobw, Lo NoAalTbCA Ha AePXKaBHY
peecTpauiio (nepepeecTpaldito), a
TaKoX eKcnepTnau matepianis npo
BHECEHHS 3MiH A0 peecTpaLifnHmX
marepianis NpoTarom Aii
peecTpaLiiHoro NOCBIAYEHHS,
3aTBepmxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

49.

EPBICON®
EKCTPA

PO34MH ANns iH'ekuin, no
1 mn abo no 2 mn B
amnyni; no 10 amnyn B
KopobLi 3 KapToHy

nn
"NabopaTopis
Epbic"

YkpaiHa

MM "Na6opatopis
Epb6ic", YkpaiHa;
TOB "EPBIC",
Ykpaina; MNpAT
"Ilekxim - Xapkis"

(BUpOGHMK "in bulk"),

Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmX
maTepianis:

BUNPaBEHO TEXHIYHY NOMWUIIKY B TEKCTI
MapKyBaHHS BTOPVMHHOI YNaKoBKK
nikapcbKkoro 3acoby.
3AMPOMOHOBAHO: 17. IHWE
HasiBHa iHbopmauist Woao WTpux-
KoAy, aBTOPCbKNX Ta BUHATKOBUX Npas,
NIOroTUn KOMMaHii.
IMYHOMOAYIATOP, PEMAPAHT,
FENATOMPOTEKTOP Mpuckoptoe
BiJHOBNEHHS YLUKOKEHUX Ta
3HULLIEHHSA aHOMarnbHUX KMITUH

3a peuernmom

UA/5036/01/01

50.

EPMYUWUH

TBepAi kancynu no 300
mr no 10 kancyn y
6nictepi; no 2 abo no 6
GnicTepiB y kopobui 3
KapToHYy

YAB "MPA"

JlntoBcbka
Pecnybnika

BMPOBHULITBO
Hepo3dacoBaHoi
npoayKLuii, KOHTPONb
Ta BMNYCK Cepin:
EOAMOHO ®APMA
C.P.N., Itanis;
nepBuHHe Ta
BTOPUHHE
naKyBaHHS:
JIAMMN CAH
MPOCMEPO CIA,
ITanis

ITania

BHECEHHS 3MiH 4O peecTpauiiHnX
maTepianis:
3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHM [0 y3aranbHeHUX AaHuX npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHNX AaHnX Npo CUcTemy
dapmakoHarnsgy, 3amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa A5 3AiINCHEeHHS

3a peuernmom

UA/14088/01/01




25 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bifl YNOBHOBaXeHOi ocobu,
BiANoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-danna cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHUX
OaHNX KOHTaKTHOi ocobu 3
hapmakoHarnsigy 3asiBHUKa Ansi
3[icHeHHs hapmakoHarnagy B YKpaiHi
51. ECCEHLUIANE® kancynu no 300 mr Ne30 TOB "CaHodi- YkpaiHa BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH JO peecTpaLiiHnx 6e3 peuenma UA/8682/01/01
®OPTE H (10x3), Ne100 (10x10): ABeHTiC nepBuHHE Ta Monblwa marepianis: 3miHu | Tuny -
no 10 kancyn y 6nicrepi; YkpaiHa" BTOPUHHE ApmiHicTpaTuBHi 3miHW. 3MiHa
no 3 aéo no 10 nakyBaHHs, HaliMeHyBaHHs Ta/abo agpecu micus
6nicTepiB y KapTOHHIN KOHTPOnb Ta BUMYCK NPOBaMXeHHS AisAnbHOCTI
KopobLi cepint: BMpobHMKa/imnopTepa rotoBoro
En. HattepmanH nikapcbkoro 3acoby, Bkoyawum
eHa Caii. Tm0X, AinbHUUI BUNYCKy cepii abo micue
HimeyuunHa; NPOBEAEHHS KOHTPOJIO SKOCTI.
nepBuHHe Ta (DisinbHiCTb, 3a AKy BignoBinae
BTOPWHHE BMPOOHMK/iMNopTep, BKMOYa4un
nakyBaHHs1, BUMYCK BWMYCK Cepiii) 3MiHa Ha3Bu Ta agpecu
cepint: BUpobHuka En. HattepmanH eHg Cati.
CaHodi-ABeHTic Cn. M6X, HimevyunHa, 6e3 3miHn micus
30.0., Monbuwa BMpob6HMUTBA: BBEAEHHS 3MiH
npoTarom 6-Tu micauis nicns
3aTBEepAXEHHS. 3MiHn | Tuny - 3MiHn
wopno 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsay (iHwi 3amiHn) 3amiHa
rpaciyHOro oopMIeHHst Ha TEKCT
MapKyBaHHS1 YMaKOBKM MiKapCbKOro
3acoby. BBegeHHs 3MiH npoTsarom 6-1u
MicsILiB Micnsi 3aTBEPAXKEHHS.
52. IMYHOITNIOBYIIH | po3unH ans iH ekuin, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHSI 3MiH [0 peecTpaLiiHnx 3a peyenmom UA/13033/01/02
AHTUPE3YC 1500 MO (300 mkr "BIO®APMA MNA3MA" MaTepianis: 3miHu | TUny - 3MiHK 3
RHO(D) iMmyHOrno6yniHy) no 2 mn MNA3MA" sikocTi. [oTOBMI Nikapcbkui 3aci6.
NKOOUHN B amnynax Ne1, Ne3 a6o Onuc Ta cknag, (iHwi 3miHn)
Ne5 3a3HaueHHs1 KiNbKOCTi Ailo4oi pe4oBUHM
Ha OJMHMLIO OO3MU.
53. IMYHOITNIOBYIIH | po3uvH ans iH ekuin, TOB YkpaiHa TOB "BIO®APMA YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnx 3a peyenmom UA/13033/01/01
AHTUPE3YC 1500 MO (300 mkr "BIO®APMA MNA3MA" matepianis: 3miHu | Tuny - 3miHn 3
RHO(D) imyHorno6ynixy) no 1 mn MNA3MA" sKocTi. [oTOoBMI nikapcbkui 3acib.
NKOOUHN B amnynax Ne1, Ne3 a6o Onuc Ta cknag, (iHwi 3miHn)
Ne5 3a3HaueHHsi KinbKoCTi Aitoyoi peyoBUHU
Ha OJMHMLIO OO3MU.
54, IMYHOINIOBYJIH | po3unH ans iH ekuin, TOB YkpaiHa BUPOBHMLTBO, YkpaiHa BHECEHHS 3MiH JO peecTpaLiiHnx 3a peuyenmom UA/13033/01/02
AHTUPE3YC 1500 MO (300 mkr "BIOGAPMA nepBuHHE Ta maTepianis:
RHO(D) iMmyHOrno6yniHy) no 2 mn MNA3MA" BTOPVHHE 3MmiHm Il TUny - 3miHa y metogax
NIOANHU B amnynax Ne 1, Ne 3 nakyBaHHSs, BUMYCK BMNPOGYBaHHSI rOTOBOTO MikapCbKoro

abo Ne 5

cepin; BTOPUHHE

3acoby (cyTTeBa 3MiHa y
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

naKyBaHHS, BUMYyCK
cepini: TOB
"BIO®APMA
MNA3MA"

6ionoriyHoMy/imyHOnoriYHOMy/iMyHOXIM
iYyHOMy MeToai BUNpobyBaHHsA abo
MeTOoZi, Yy IKOMY BUKOPUCTOBYETHLCS
GionoriyHui peareHT, abo ix 3amiHa,
abo GionoriyHoro npenaparty
NOPIBHSIHHA (CTaHAApPTHOrO
npenapary), WO He 3a3HayYeHun y
3aTBEPAXEHOMY MPOTOKONI); CYNyTHS
3MiHa: 3MiHa NnapameTpiB cneundikauin
Ta/abo JoMyCTUMUX MEX rOTOBOro
nikapcbKkoro 3acoby (iHLi 3MiHn) -
npuBeAeHHS METOAMKM BU3HAYEHHS
cneuundivHOi akTUBHOCTI
iMyHOrno6yniHy noamHu auTu-D y
BiANOBIAHICTb 4O BMMOr MOHOrpadii
«IMyHOrno6ynin nogmHy aHtu-Dy» OPY
(2.7.13, metog A)

55.

IMYHOTTIOBYIIH
AHTWUPE3YC
RHO(D)
NoONHA

PO34MH ANS iH eKLin,
1500 MO (300 mkr
iMyHornoGyniny) no 1 mn
B amnynax Ne 1, Ne 3
abo Ne 5

TOB
"BIO®APMA
MIA3SMA"

YkpaiHa

BMPOGHMLTBO,
nepBuHHE Ta
BTOPWHHE
nakyBaHHs1, BUNycK
cepiii; BTOPUHHE
nakyBaHHSs1, BUNYycK
cepini: TOB
"BIOPAPMA
MNA3SMA"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauifiHnx
marepianis:
3MmiHum Il TNy - 3amiHa y meTtoaax
BMNPODYBaHHS rOTOBOTO NikapCbKOro
3acoby (cyTTeBa 3miHa y
6ionoriyHoMy/imyHomnoriyHoMy/iMyHOXim
iYyHOMy MeToAi BUNpobyBaHHsA abo
MeTopj, Y SKOMY BUKOPUCTOBYETHCS
GionoriyHui peareHT, abo ix 3amiHa,
abo bionoriyHoro npenaparty
NOPIBHAHHSA (CTaHA4apTHOro
npenapary), Wo He 3a3HayeHuit y
3aTBEPAXEHOMY NPOTOKONI); CYMyTHS
3MiHa: 3MiHa napameTpiB cneumndikain
Ta/abo JoNyCTUMUX MEX rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHK) -
npuBeAeHHs! MeTOAMKN BU3HAYEHHS
cneundivyHoi aKTUBHOCTI
iMyHOrnoGyniHy noamMHu aHTu-D y
BiANOBIAHICTb 4O BUMOT MOHOrpadii
«lMyHornobynin nognHn aHTn-D» AdY
(2.7.13, metog A)

3a peuerimom

UA/13033/01/01

56.

IMYHO®IA3IA®

cvpon no 30 mn abo no
50 mn, abo no 60 mn'y
dnakoHax 3 ckra abo
nnactuky; no 1 dprakoHy
pa3oMm 3 [O3Y0400
E€MHICTIO ¥ nayui 3
KapTOHHY

TOB "HBK
"Exkocbapm”

YkpaiHa

TOB "TepHodapm”,
Ykpaina; MAT
"®Papmak”, YkpaiHa;
TOB "HBK
"Ekodbapm", YkpaiHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpauifnHmX
maTepianis:
3MiHu | Tuny - 3miHa popmn abo
pO3Mipy KOHTelHepa un
3aKynoptoBanbHOro 3acoby (nepBuHHOI
yNaKoBKW) (HECTepUIbHi Nikapcbki
3acobu) - [ogaTKoBO 0
3aTBEPAXXEHOro 3aKynoptoBasnbHOro
3acoby — Kp1LLIOK Ans priakoHiB 3
KOHTPOSeM NepLUOro BiAKPUTTS
BBOAATLCA KPULLKM ANA ONakoHIB 3

6e3 peuenma

UA/5510/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
KOHTPONEM NepLLOro BiAKPUTTS Ta
3axuCToM Bif AiTen, 6e3 3MiHW siKicHoro
Ta KinbKicHOro cknagy
3aKynoptoBarnbHoOro 3acoby, 3
BiANOBIOAHUMW 3MiHaMK Y p.
«YnakoBka»
57. IH®AHPUKC™ cycneHsist ons iH'ekuin "makcoCwmiTKns Benvka nakcoCmiTKnsamH Benbris BHECEHHS! 3MiH [0 peecTpauiiHnx 3a peyenmom UA/13939/01/01
InB no 0,5 mn y nonepeaHL0 H EkcnopTt BpuTtaHis Bionogxikana C.A. MaTepianis:
KOMBIHOBAHA 3anoBHEHOMY TNimiten 3MiHu | Tuny - 3miHn 3 akocTi. ADI.
BAKLUMHA OnA 0[HOPAa30BOMY LLUMPUL Y Brpo6HuuTBO. 3MiHM B npoueci
MPO®INAKTUKN | komnnekTi 3 ronkoto; no BMPOGHMLUTBa ADI (iHLWi 3MiHW) - 3MiHK
JUDTEPII, 1 a6o 10 nonepeaHso0 Ta OHOBIEHHS OMMCY NpoLecy
NPABLA, 3arnoBHEHUX BMPOBHMLTBA MPOMIXKHOIO NPOAYyKTY
KALLUJTIOKA O[HOPA30BMX LUMPULIB Y Npv OTPUMaHi aHTUreHIB
(ALENONAPHU nnacTMKOBOMY auentonsapHOro KOMMOHEHTY KaLlioka

1 KOMIMOHEHT)
TA
noniomienITy

KOHTelHepi; no 1
KOHTEWHepY B KapTOHHI
Kopobui

Ta onucy NepBMHHUX MaTepianis, Lo
BMKOPWCTOBYIOTBCS Nif Yac
BUpobHMYOro npouecy. PegakuinHi
npaeku Ao posainy 3.2.S.2.2 AockbE;
3MiHu | TNy - 3MiHa y napameTpax
cneundikauin Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHUX y cneuudikauisx Ha AdI,
abo BUXIOHUA/NPOMIKHWIA
npoayKT/peareHT, LWo
BVIKOPVCTOBYIOTBCS Y MPOLLECI
BUpoGHMLTBa ADI - 3MiHa nocunaHb B
aHaniTM4YHNX MeToaax ansi CUPOBUHU
mytapanbpgerig 3 moHorpadii USP Ha
MoHorpagito GSK 100931; aminum | Tuny
- 3MiHK, NoB'A3aHi 3 HeobXigHicTio
npuBeAEeHHS Y BiANOBIAHICTb 40
MoHorpagii IdY abo €sponencbkoi
dapmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei aepxasun €C (3miHa y
cneumndikauii HecbapmakoneiHoro A®|
ONs NpYBEAEeHHs Y BiANOBIAHICTb 40
Bumor [1®Y abo €sponerncbKoi
capmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei aepxasu €C) -
[onomixHa pevyoBuHa/BUXIOHWN
maTtepian anst BupobHuutea AdI -
3MiHa nocunaHb B aHaniTUYHMX
MeToAax KOHTPOIO AOMOMIKHOI
peyoBUHM [MyTaTIiOH 3 BHYTPILLUHBOT
MoHorpadii KOHTPOM AKOCTi KOMMaHiT
Ha MoHorpadito Eur. Ph.; 3miHn Trny
BOAOW, SKa BUKOPUCTOBYETHLCS ANSA
NiAroTOBKW PO34YUHIB Ta cepeaoBuL Nig
yac depMeHTaLii Ta ekcTpakuii
aHTUreHiB auentonspHOro KOMMOHEHTY
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
Kawnoka. PeaakuinHi npaeku oo
posginy 3.2.5.2.3 gocbe
58. IH®AHPUKC™ cycneHnsis (DTPa-IPV) makcoCwmitKna Benuka nakcoCmiTKnsainH Benebris BHECEHHS 3MiH 40 peecTpauinHmX 3a peyenmom UA/15832/01/01
INB XIB / Aans iH’ekuin no 0,5 mn (1 nH Ekcnopt Bputanis Bionogxikans C.A. matepianis: 3minu Il Tuny - 3miHn wWopo
INFANRIX™ |PV [03a) Ta niodinisat NimiTen Ge3nekn/edekTUBHOCTI Ta
HIB (Hib), cycneHsia (DTPa- dapmakoHarnagy. BHeceHHs abo
KOMBIHOBAHA IPV) ans iv’ekuin no 0,5 3MiHa(1) 0o 3060B'A3aHb Ta YMOB
BAKUUHA OnA mn (1 gosa) y BMAaYi peecTpaLiiHoro NOCBiAYEHHs,
NMPO®INAKTUKUN nonepegHL0 BKkNtoyatoum NnaH ynpaeniHHA
OUDTEPII, HanoBHEHOMY pusnkamm (3aCToCyBaHHS 3MiH(M),
NPABLA, 0[HOPa30BOMY LLUMPULL siKi(a) BMMaratoTb(€) noAanbLIoro
KALUITKOKY Ne 1 y komnnexTi 3 06r'pyHTYBaHHA HOBUMM 4OAATKOBUM
(ALENIONAPHU [BOMa ronkamu Ta JaHuMK, WO MaKTb HagaBaTucs
MW KOMMNOHEHT), | niodinizat (Hib) y KOMMNETEHTHUM OPraHoM, OCKifbKK
noniomienitTy dnakoHi Ne 1, wo BMMaraeTbCs CyTTEBA OLjiHKa
TA 3MiLLYIOTbCA Nnepes KOMMETEHTHNM OpraHoMm) - BUkoHaHHS
3AXBOPIOBAHb, | BukopuctaHHsaM; no 1 3000B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
36YOHUKOM nonepeaHb0 2.3 nyHkTy 2 gopatky 15 go Mopsiaky
AKUX € HanoBHEHOMY NpoBeAEeHHA eKkcnepTusmn
HAEMOPHILUS OAHOPa30BOMY LUNPULY peecTpauinHux MaTepianis Ha Nikapcbki
INFLUENZAE Yy KOMMMEeKTi 3 ABOMa 3acobu, Lo NoAalTbCs Ha AepXKaBHY
TANY B ronkamu Ta 1 onakoHom peecTpauito (nepepeecTpallito), a
3 niocpinizatom (Hib) y TaKoX ekcnepTn3n martepianis npo
BaKyyMHill CTepUnbHii BHECEHHS 3MiH 0O peecTpauifiHnx
ynakosLyj; o 1 marepianis NpoTarom Aii
BaKyyMHi CTEPUNbHIN peecTpaLiiHoro NOCBIAYEHHS,
ynakoBLi y KApTOHHIN 3aTBepaxeHoro Hakasom MO3 Big
Kopobui 26.08.2005 Ne 426 (y penakuii Hakasy
MOS3 Big 23.07.2015 Ne 460)
59. IHOAHPUKC™ cycneHsis ans iH'ekuin "nakcoCmiTKns Benuka nakcoCmiTKnsanH Benebris BHECEHHS! 3MiH 0O peecTpauiiHnx 3a peuernmom UA/15120/01/01
KOMBIHOBAHA no 1 gosi (0,5 mn)y nH Ekcnopt Bputanis Bionoaxikans C.A. matepianis:
BAKUUHA OnA nonepegHb0 Nimiten 3MiHu | Tuny - 3miHK 3 sikocTi. ADI.
MPO®INAKTUKN | 3anoBHeHOMY wwinpuui Ne Bupo6bHuLTBO. 3MiHM B npoueci
OUNODTEPI, 1y KOMMNEKTi 3 OfHiE BMpobHuUTBa APl - 3MiHM Ta
NnPABLUA, abo aBoma ronkamu: no OHOBIEHHS ONUCY NpoLecy
KALUITKOKY 1 nonepegHbO BMPOBHMLTBA MPOMDKHOIO NPOAYKTY
AUENIONAPHA HamnoOBHEHOMY LLNPULY Y npv OTPUMaHi aHTUrEeHIB
OYULLEHA KOMMNNEKTI 3 ogHieto abo auentonspHOro KOMMOHEHTY KalumoKa
IHAKTUBOBAHA | gBoma ronkamu y Ta onucy NepBUHHMX MaTepianis, WO
PIOKA NNacTUKOBOMY BMKOPUCTOBYIOTBCSA Mif Yac
KOHTelHepi; no 1 BMPOGHMYOro npouecy. PepakuinHi
NnacTMKoOBOMY npasku Ao po3ainy 3.2.S.2.2 oochbE;

KOHTEWHepYy B KApTOHHIW
Kopobui

3MiHu | TUNy - 3MiHa y napameTpax

cneuudikauin Ta/abo AoNyCTUMUX MEX,

BMU3Ha4YeHuX y cneuudikauisx Ha AdI,

abo BUXigHWMI/MPOMDKHUIA
npoAyKT/pearenT, Wwo
BMKOPUCTOBYHOTBLCS Y NPOLIECI
BMpo6HMUTBa AP - 3mMiHa nocunaHb B
aHaniTU4HNX MeTodax ANst CUPOBUHU
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

nytapanbgeria 3 moHorpadii USP Ha
mMoHorpadito GSK 100931; 3aminu | Tvny
- 3MiHK, NoB'A3aHi 3 HeobXigHicTO
npuBeAEeHHS Y BiANOBIAHICTb 40
MoHorpagii IdY abo €Bponencbkoi
capmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei aepxasu €C (3miHa y
cneumndikauii HecbapmakoneiHoro A®|
ONs NpYBEeAEeHHs y BiANOBiAHICTb 40
Bumor [1®Y abo €sponerncbKoi
capmakonei, abo iHLWOT HaLioHanbHOT
dapmakonei gepxasu €C) -
[onomixHa pevyoBuHa/BUXIOHWI
maTtepian ans BupobHuuTea AdI -
3MiHa NocunaHb B aHaniTUYHMX
MeToZax KOHTPOI AOMNOMIKHOT
peyoBUHM [MyTaTiOH 3 BHYTPILLHBOT
MoHorpadii KOHTPOMO AKOCTi KOMNaHiT
Ha MoHorpadito Eur. Ph; 3amiHn Trny
BOAW, SKa BUKOPUCTOBYETHLCS ANSA
NiAroTOBKW PO34YMHIB Ta cepeaoBuLL Nig
yac pepMeHTaLii Ta ekcTpakuii
aHTUreHiB auentonspHOro KOMMOHEHTY
Kawunoka. PegakuinHi npaeku o
po3ainy 3.2.S.2.3 gocbe

60.

I0B-MAJTIOK YOK

rpaHynm romeonaTuyHi
no 20 r rpaHyn y
dnakoHi; no 1 dnakoHy
B nayui

TOB
"YkpaiHCbka
hapmaueBTUYHa
KOMnaHis"

YkpaiHa

MpuBaTHe
akuioHepHe
ToBapucTeo "bionik"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
maTepianis: 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby (3miHa Ha3Bu
nikpcbkoro 3acoby) (byno - BAPBEAPNC
KOMIM 10B-MATOK)

6e3 peuenma

UA/8665/01/01

61.

KANbLIXA-03
HIKOMEL
OCTEO®OPTE

TabneTku >xxyBanbHi No
30, abo no 60, abo no
90 TabneTok y dnakoHi;
no 1 conakoHy B
KapTOHHIN kopobui

Takena AC

Hopseris

Takena AC

Hopseris

BHECEHHS 3MiH 0O peecTpauinHnX
MaTepianis: 3MiHu | TUNy - BUNy4YeHHs
cepTudikaTy BignoBiAHOCTI
€sponevicbkin dapmakonei R1-CEP
2003-036-Rev 01 ans
xonekansuudepony Bia BUpobHuka F.
Hoffmann-La Roche Ltd., Basel,
Switzerland; 3miHu | TUNY - BUNyYeHHs
E-cepTudikaTy BignoBigHOCTI
€Bponevickkii thapmakonei R1-CEP
2000-140-Rev 03 ans >xxenatuHy
BMpo6Huka PB Gelatins GmbH,
Germany; 3miHu | Tuny - BUNy4YeHHs
IE-cepTudikaty BignoBigHOCTI
€sponevicbkin dapmakonei R1-CEP
2003-036-Rev 01 ans
xonekanbundepony Big BUpobHuka F.
Hoffmann-La Roche Ltd., Basel,
Switzerland; 3miHu | TMny - nogaHHs

6e3 peuenma

UA/12922/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

OHOBIEHOTO cepTudikaTy BiANOBIAHOCTI
€Bponevickkii thapmakonei R1-CEP
2009-050-Rev 01 ans
xonekanbundepony Bif BXxe
3aTBEpAKEeHOro BupobHnka DSM
Nutritional Products Ltd., Big
BMpoOHUYoT ainbHuui Village Neuf;
3MiHu | TUNY - nogaHHs oHosneHoro MNE-
cepTudikaTy BiANOBIAHOCTI
E€sponevicbkin dapmakonei R1-CEP
2009-050-Rev 01 gns
xonekanbumdepony Bif Bxe
3aTBepAxeHoro BupobHuka DSM
Nutritional Products Ltd., Big
BMpOo6HMYOi ainbHuui Village Neuf

62.

KANbUIn-A3
HIKOMEQ
OCTEO®OPTE

TabneTku xxyBasnbHi No
30, abo no 60, abo no
90 TabneTok y nakoHi;
no 1 drakoHy B
KapTOHHIN kopobLi

Takepa AC

Hopserisa

Takepa AC

Hopseris

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHeHUX faHux npo
cuctemy cbapmakoHarnsagy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
chapmakoHarnagy, amiHa
yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicHeHHs bapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-daina cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHOT
ocobu 3 hapmakoHarnagy 3asiBHUKa
ONs 30iNCHEHHs dhapmakoHarnsay B
YkpaiHi. [itoya pegakuis - KniwmH
AHTOH Mukonanoswmu. MNponoHoBaHa
peaakuis — CamoHeHko MapuHa
BonogvmupiBHa. 3MiHa KOHTaKTHUX
[aHUX YNOBHOBaXeHOoi ocobu,
BiANOBiganNbHOI 3a 34iNCHEeHHS
hapmakoHarnsgy

6e3 peuenma

UA/12922/01/01

63.

KAPI3OH

masb 0,5 mr/rno 15t
abo 30r,abo050ry
Ty6i; mo 1 Ty6i B
KapTOHHIN nayui

HDepmadpapm Al

HimeuunHa

Mmibe Mm6X
ApuHanmiTTenb

HimeuunHa

BHECEHHS 3MiH 0O peecTpauinHnX
maTtepianis:
3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHs abo
3MiHM OO y3aranbHeHVX AaHuUX Npo
cuctemy cbapmakoHarnsgy (BBegeHHs

3a peuernmom

UA/10950/03/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

y3aranbHeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, amiHa
YyNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy
3asiBHUKA ANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Bi yNOBHOBa)eHOT 0cobu,
BiAMNoBiganbHOT 3a 34iINCHEHHS
hapmakoHarnsgy (BKrovanym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pOo3MmiLeHHi macTep-darnna cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHOT
ocobw, BignoBiganbHoi 3a 34iMCHEHHS
dapmakoHarnagy B YkpaiHi:
MponoHoBaHa pepakuisi — banaba
Bitanin Mukonawosuy. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI ocobu,
BiANoOBiganbHOT 3a 3AiNCHEHHS
hapmakoHarnsgy

64.

KAPI3OH

kpem, 0,5 mr/1 rno 15,
abono 30r,abono50r
y Ty6i; no 1 Ty6i B
KapTOHHIN kopobui

Oepmadapm Al

HimeuunHa

mibe MmbX
ApuHanmiTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpauiiHnx
matepianis:
3MiHu | Tuny - 3miHn Wwono
6e3nekn/edekTUBHOCTI Ta
apmakoHarnsay. BeegeHHs abo
3MiHM OO0 y3aranbHeHVX AaHuX Npo
cuctemy cbapmakoHarnsagy (BBegeHHs
y3aranbHeHNX AaHnX Npo CUCTeEMY
dapmakoHarnagy, amiHa
YyNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3asiBHUKA OANs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLoO BOHa
BigMiHHa Bi yNOBHOBa)eHOT ocobu,
BiANOBiAanNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrovawym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLeHHi macTep-darnna cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHOT
ocobu, BignoBiganebHoi 3a 34iNCHEHHS
apmakoHarnagy B YkpaiHi: [itova
pepakuis — MapTuHiok Onbra
borpaHisHa. MNMponoHoBaHa pefakuis —
Bana6aw Bitaniii Mukonanosu4. 3miHa
KOHTaKTHUX AaHMUX KOHTaKTHOI 0coou,
BiANOBIAaNbHOI 3a 3AiCHEHHS
hapmakoHarnsgy

3a peuerimom

UA/10950/02/01

65.

KAPI3OH

XupHa Masb, 0,5 mr/1 r
no 15ra6o 30 r, abo 50

Oepmadpapm Al

HimeuunHa

Mmibe M'm6X
ApuHanmitTenb

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHMX
MaTepianis:

3a peuyernmom

UA/10950/04/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

ry Ty6i; no 1 Ty6i B
KapTOHHIN nayui

3MiHu | Tuny - 3miHn wono
6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHM [0 y3aranbHEHUX JaHuX Npo
cuctemy dapmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cUcTemy
dapmakoHarnagy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 34iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34INCHEHHS
hapmMakoHarnagy B YKpaiHi, AKLLO BOHa
BiJMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 3AiCHEHHS
hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3miLeHHi macTep-darina cuctemm
apmakoHarnsigy) - 3MiHa KOHTaKTHOT
ocobu, BianoBiaanbHOT 3a 30iNCHEHHS
hapmakoHarnsgy B Ykpaini: [itova
pegakuis — MapTuHiok Onbra
BorpaHiBHa. MponoHoBaHa peaakuisa —
Banabaw Bitanii Mukonanosuy. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
dapmakoHarnagy

66.

KNAPUTPOMILIU
H AHAHTA

TabneTtkn, BKpUTI
NMiBKOBOK 0OOOHKOM,
no 250 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIN
Kopobui

AHaHTa
Megikeap J1T4.

Benuka
Bputanis

KonpaH fNimiteq

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHnx
MuaTepianis: 3miHu | Tuny - 3miHn 3
AKkocTi. FoToBWUIA Nikapcbkui 3acib.
3MiHM y BUpOOHMUTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCA
BUWMYCKY Cepii Ta KOHTPOIO SKOCTi
roToBOro fikapcbKkoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHUKA, WO
BiAnoBsigae 3a BBe3eHHA Ta/abo BuNyck
cepii) - Bknioyatoun
KOHTpOnb/BMNpoByBaHHS cepii - 3amiHa
AiNbHWLI BUPOOHWLTBA (3aTBEPAXKEHO:
Ektomc [parc i ®apmacstotukanc J1a,
IHaisi, 3anponoHoBaHo: KonpaH
Nimiten, IHaisa). 3miHn | Trny - 3miHn 3
sKOCTi. [0TOBMI Nikapcbkuii 3acit.
3MiHn y BUpo6HMLTBI. 3amiHa abo
BBEeHHS JOAATKOBOI AiNbHUL
BMPOOHMLITBA ANSt YaCTUHM abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHUUS, Ha sKin
npoBoaaTbcst Byab-siki BUPOBHWUI
cTagii, 32 BUHATKOM BUMYCKY Cepii,
KOHTPOIIO SKOCTi, NEPBMHHOIO Ta

3a peuerimom

UA/12435/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

BTOPUHHOIO NaKyBaHHs, AN
HEeCTepUnbHUX MikapcbKkunx 3acobiB)
3aMmiHa AinbH1Li BUpobHMLUTBa
(3aTBEepmxeHo: Ekomc Oparc i
dapmacktotukanc N1a, IHais,
3anponoHoBaHo: KonpaH Jlimitea,
IHaist).

CynyTHS1 3MiHa - 3MiHW 3 SIKOCTi.
[oToBuMI nikapcbkuii 3aci6. 3MiHM y
BUpPOBHMUTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI AinbHULI BUpOBHULTBA Ans
YacTnHM abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKkoro 3acoby
(BiNbHUUS NS BTOPUHHOTO MaKyBaHHS)
- 3MiHu 3 sikocTi. F0TOBMI NiKapcbkuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa
abo BBefeHHS [,OAATKOBOI AiNbHUL
BMPOBHMLTBA ANt YacTUHU abo BCbOro

BUPOBHMYOro NpoLiecy rotToBoro
nikapcbkoro 3acoby (AinbHUUS Ans

NepBUHHOrO NakyBaHHs1). 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby 3miHa TopriBenbHoi
Ha3BW nikapcbkoro 3acoby 3 KINADAP
250, KNADAP 500 Ha
KINAPUTPOMILIMH AHAHTA

67.

KNAPUTPOMILIU
H AHAHTA

TabneTtkn, BKpUTI
NMiBKOBOK 0OOOHKOM,
no 500 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIN
Kopobui

AHaHTa
Megikeap J1T4.

Benuka
Bputanis

KonpaH fNimiteq

IHaisa

BHECEHHS 3MiH 40 peecTpauiiHnx
MuaTepianis: 3miHu | Tuny - 3miHn 3
AKkocTi. FoToBWUIA Nikapcbkui 3acib.
3MiHM y BUpOOHMUTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCA
BUWMYCKY Cepii Ta KOHTPOIO SKOCTi
roToBOro fikapcbKkoro 3acoby (3amiHa
abo fofaBaHHA BUPOOHUKA, WO
BiAnoBsigae 3a BBe3eHHA Ta/abo BuNyck
cepii) - Bknioyatoun
KOHTpOnb/BMNpoByBaHHS cepii - 3amiHa
AiNbHWLI BUPOOHWLTBA (3aTBEPAXKEHO:
Ektomc [parc i ®apmacstotukanc J1a,
IHaisi, 3anponoHoBaHo: KonpaH
Nimiten, IHaisa). 3miHn | Trny - 3miHn 3
sKOCTi. [0TOBMI Nikapcbkuii 3acit.
3MiHn y BUpo6HMLTBI. 3amiHa abo
BBEeHHS JOAATKOBOI AiNbHUL
BMPOOHMLITBA ANSt YaCTUHM abo BCbOro
BMPOGHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHUUS, Ha sKin
npoBoaaTbcst Byab-siki BUPOBHWUI
cTagii, 32 BUHATKOM BUMYCKY Cepii,
KOHTPOIIO SKOCTi, NEPBMHHOIO Ta

3a peuerimom

UA/12435/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

BTOPUHHOIO NaKyBaHHs, AN
HEeCTepUnbHUX MikapcbKkunx 3acobiB)
3aMmiHa AinbH1Li BUpobHMLUTBa
(3aTBEepmxeHo: Ekomc Oparc i
dapmacktotukanc N1a, IHais,
3anponoHoBaHo: KonpaH Jlimitea,
IHaist).

CynyTHS1 3MiHa - 3MiHW 3 SIKOCTi.
[oToBuMI nikapcbkuii 3aci6. 3MiHM y
BUpPOBHMUTBI. 3amiHa abo BBeAEHHS

[04aTKOBOI AinbHULI BUpOBHULTBA Ans
YacTnHM abo BCbOro BUPOGHMYOro
npoLiecy roToBOro nikapcbKkoro 3acoby
(BiNbHUUS NS BTOPUHHOTO MaKyBaHHS)
- 3MiHu 3 sikocTi. F0TOBMI NiKapcbkuii
3aci6. 3MiHM y BUpobHULTBI. 3amiHa
abo BBefeHHS [,OAATKOBOI AiNbHUL
BMPOBHMLTBA ANt YacTUHU abo BCbOro

BUPOBHMYOro NpoLiecy rotToBoro
nikapcbkoro 3acoby (AinbHUUS Ans

NepBUHHOrO NakyBaHHs1). 3miHu | Tuny -
AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BK
nikapcbkoro 3acoby 3miHa TopriBenbHoi
Ha3BW nikapcbkoro 3acoby 3 KINADAP
250, KNADAP 500 Ha
KINAPUTPOMILIMH AHAHTA

68.

KNOAUDEH

renb, 50 mr/r,no45r B
Tybax; no 1 Ty6i y
KapTOHHIN kopobui

YOPIA
MELOMLIVH
NIMITERD

Benuka
BputaHis

K.O. CNNABIA ®APM
C.p.J.

PymyHis

BHECEHHS 3MiH 0O peecTpauifiHnx
matepianis:
3MiHuM | TUNy - 3MiHK Wwopo
Ge3nekn/eekTUBHOCTI Ta
apmakoHarnsgy. BeegeHHs abo
3MiHM OO0 y3aranbHeHVX AaHWX Npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
chapmakoHarnagy, amiHa
yrnoBHOBaxeHoi 0cobu, BignosigansHoi
3a 3iicCHeHHs hbapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBiganNbHOI 3a 34iNCHEeHHS
hapmakoHarnsgy (BKrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pPO3MiLLeHHI macTep-darina cuctemm
dapmakoHarnsay) - lMponoHoBaHa
penakuist — XtocelH ToHisni/ Mr.
Huseyin Tonyali.
3MiHa KOHTaKTHUX OAaHUX
ynoBHOBaxeHoi ocobu. 3miHa

6e3 peuyenma

UA/13861/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

KOHTaKTHOI 0cobu B YKpaiHi
yMOBHOBaXeHOoi 0cobu 3asiBHWKa Ans
34icHeHHs dhapmakoHarnagy:
NpoMnoHoBaHa pefakuis — Pemizos
Ceprit AHaToRioBMY. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOT ocobwn.
BBeneHHs HoBoro mactep-garina
cuctemn chapmakoHarnsgy. BeegeHHs
OHOBMEHOrO ONUCY CUCTEMU
hapmakoHarnsgy

69.

KNOAU®EH

renb, 10 mr/r,no 45r B
Ty6i; no 1 Ty6i y
KapTOHHI Kopobui

YOPN
MEOMLIVH
NIMITER

Benuka
BpuTaHia

K.O. CNABIA ®APM
C.P.J.

PymyHis

BHECEHHS 3MiH 0O peecTpauinHnX
maTtepianis:
3MiHu | Tuny - 3miHn wono
6e3nekn/edheKkTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHM OO0 y3aranbHeHVX AaHuX Npo
cuctemy dbapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobw, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa AN 34INCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLO BOHa
BigMiHHa Bi yNMOBHOBa)eHOT ocobu,
BiAnNoBiAanbHOT 3a 3AiNCHEHHS
hapmakoHarnagy (Bkrovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-taina cuctemm
hapmakoHarnagy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a hapmakoHarnsa:
[MponoHoBaHa pepakuis — XtocenH
Toniani/ Mr. Huseyin Tonyali. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu. 3miHa KOHTaKTHOI ocobu B
YKpaiHi ynoBHOBaXeHOT 0cobu
3asBHMKa AN 34INCHEeHHS
dapmakoHarnsigy: nporoHoBaHa
pepakuis — PemizoB Ceprit
AHaTonihoBMY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOT ocobu. BeeaeHHs
HOBOro MacTep-ganina cucteMm
bapmakoHarnsgy. BeeneHHs
OHOBMEHOTO OMNUCY CUCTEMU
apmakoHarnsgy

6e3 peuenma

UA/10810/02/01

70.

Knonigorpeento
BICYNIb®AT

MOPOLLIOK (CyBCTaHUist) y
naketax noaBifiHMx
nonieTuneHoBux Ans
BMPOBHMLTBA

TOB "KYCYM
SAPM"

YkpaiHa

noxem IHpacTpi3
Nimiten

IHgia

BHECEHHS 3MiH 0O peecTpauinHnX
MaTepianis: -3miHu | Tuny -
AamiHicTpaTuBHi 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu

UA/13472/01/0
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

HECTepPUIbHUX
nikapcbknx popm

3asiBHMKA (BracHMKa peecTpaLiiHoro
NnocBigYeHHs) - 3MiHa agpecu 3asiBHUKA

71.

KOOETEPN

Tabnetkun no 10
TabneTtok y 6nictepi; no
1 6nictepy y kopobui 3
KapTOHY

TOB
"XapkiBcbke
apmaueBTMYHE
nigNpUEMCTBO
"3popoB's
Hapoay"

YkpaiHa

TOB "Xapkiscbke
dhapmaLleBTU4He
nignpUeMCcTBo
"3g0opoB'st Hapoay"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauiiHnx
matepianis:
3MiHn | Tuny - 3MiHn Wwono
6e3nekn/eekTUBHOCTI Ta
apmakoHarnsgy. BeegeHHs abo
3MiHM OO y3aranbHeHUX AaHuX npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHnX Npo CUCTEMY
tbapmakoHarnagy, amiHa
YMOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA ONs 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, KO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAMNoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrnovawym
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-daina cuctemm
dapmakoHarnsay) - NpornoHoBaHa
pefakuis: ynoBHoBaxeHa ocoba
3asBHMKa, BianoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTAKTHUX
[aHuX YNOBHOBaXEHOT 0cobu
3asBHMKA, BiAnoBiganbHOI 3a
dapmakoHarnag

3a peuerimom

UA/3563/01/01

72,

KOOETEPM H

Tabnetkun no 10
TabneTtok y 6rictepi; no
1 abo 2 6nictepu y
KopobLi 3 KapToHy

TOB
"XapkiBcbke
hapmaueBTMYHE
nigNpUeEMCTBO
"3nopoB's
Hapogy"

YkpaiHa

TOB "Xapkiscbke
dhapmaLleBTU4He
nignpueMcTBo
"3gopoB'st Hapoay"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauiiHnx
matepianis:
3MiHn | Tuny - 3MiHn Wwono
Ge3nekn/eekTUBHOCTI Ta
apmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHeHUX faHux npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTemy
chapmakoHarnagy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicCHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy
3asiBHUKA NS 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, KO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAMNoBiganbHOT 3a 34iINCHEHHS
hapmakoHarnsgy (BKrnovawym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-daina cuctemm
dapmakoHarnsay) - Aitova pepakuis:
yNnoBHOBaXkeHa ocoba 3asiBHMKa,

3a peuerimom

UA/3563/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

BignoBiganbHa 3a chapmMakoHarnsag —
MypasitoBa OkcaHa OnekcaHapiBHa,
MpOMoHOBaHa pefaKLisi: yroBHOBaXeHa
ocoba 3asiBHUKa, BignosiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHuX YyNOBHOBaXEHOT 0cobu
3asBHMKa, BignoBigansHoi 3a
dapmakoHarnag

73.

KOOE®EMOI H

cupon no 100 mn abo no
200 mn y donakoHi; no 1
dnakoHy i3 MipHOtO
noxkoto abo
CTaKaH4MKOM Yy KopobLi
3 KapTOHY

TOB
"XapkiBcbke
hapmMaueBTUYHE
niagnpueMcTBo
"3nopoB's
Hapoay"

YkpaiHa

TOB "XapkiBCbke
dapmMaLeBTnyHe
nignprMemMcTeo
"3popos's Hapoay"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmX
maTepianis:
3MiHu | TUny - 3MiHn wono
6e3nekn/edpeKkTUBHOCTI Ta
apmakoHarnsigy. BeegeHHs abo
3MiHU OO0 y3aranbHeHVX AaHWX Npo
cuctemy cbapmakoHarnsigy (BBegeHHs
y3aranbHeHUX AaHunx Npo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asBHMKA NS 3A4iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOI ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
hbapMakoHarnagy (Bkrrovarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MiLLleHHi MacTep-gdainna cuctemm
dapmakoHarnsiay) - npornoHoBaHa
peaakuis: ynoBHoBaxeHa ocoba
3asiBHUKa, BianosiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHuX YyNoBHOBaXeHOT 0cobu
3asBHMKA, BiAnoBiganbHOoI 3a
dapmakoHarnag

3a peuerimom

UA/12779/01/01

74.

KCENOOA®

TabneTkn, BKpUTI
NMiBKOBOK 0BOOHKOM,
no 150 mr, no 10
TabneTtok y 6nictepi; no
6 GnicTepiB y KapTOHHIN
ynakoBLi

®.XodpdpmaHH-
J1a Pow JTg

Lsenuapis

Brpo6HuuTBO
Hepo3adacoBaHoi
npoAayKuii, nepBnHHE
Ta BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHS
KOHTPOIIO SKOCTI:
MpoaykToc Pouw
C.A.peCB,,
Mekcuka;
Bupo6bHuuTBO
Hepo3dacoBaHoi
npoaykuii,
BMNpobyBaHHSA

Mekcuka/
Himeyuunna/
LLsenuapis

BHECEHHS 3MiH A0 peecTpaLifnHmX
marepianis: 3miHu | Tuny - 3miHn 3
sKoCTi. [0TOBMI Nikapcbkui 3acib.
3MiHn y BUpo6HMLTBI. 3amiHa abo
BBeAEeHHSI JOAATKOBOI AiNbHUL
BMpOBHMLUTBA ANs YacTnHU abo BCbOro
BMPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHUUS, Ha sKin
npoBoaATbCA OyaAb-AKi BUPOOHMUI
cTagii, 38 BUHATKOM BMMYCKY Cepii,
KOHTPOSMO SIKOCTi, NePBUHHOTO Ta
BTOPWHHOIO NakyBaHHS, AN
HEeCTepPUNbHUX MiKapCbKunx 3acobiB)
BBeAEHHs OAATKOBOI AiNbHUL

3a peuernmom

UA/5142/01/01
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HpO,Z[OB)KeHH}I mogaTka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

KOHTPOIIO SKOCTI:
Ekcenna M'm6X eHp
Ko. KI', Hime4uuunHa;

MepBuHHE Ta
BTOPWHHE
nakyBaHHSl,

BMNpoOyBaHHSA

KOHTPOIMO AKOCTI:

. XodhdpmaHH-I15
Pow N1A,
LLisenuapis;
BunpobyBaHHs
KOHTPOIO SKOCTI:
Pow ®apma AT,
HimeuunHa;
Bunyck cepii:
&.XopdmaHH-T4
Pow I1g,
LLiBeviapis

Ekcenna 'm6X eHg Ko. KI', HimeuunHa,
AK AinbHULI 3 BUpOOHULTBA
Hepo3dpacoBaHoi Nnpoaykuii. BBegeHHs
3MiH NpOTSArom 6-Tu MicauiB nicns
3aTBEPOXKEHHS.
3MiHu | TMNY - AOMiHICTPaTUBHI 3MiHW.
3MiHa HallmMeHyBaHHS Ta/abo agpecu
Micus NPOBaXeHHS QisNbHOCTI
BMpoOHMKa/imnopTepa rotToBoro
nikapcbkoro 3acoby, BKoya4n
ninbHULI BUNYCKy cepii abo micue
NpoBeAEHHS KOHTPOSHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBinae
BMPOGHUK/iMNOpTEp, BKMOYa4m
BUWMYCK Cepiii) 3MiHa (YTOYHEHHS) Ha3BM
Ta agpecu BUPOOGHMYOI AinbHUL
. Xodbdman-Nsa Pow J1a, Lsenuapis,
[peH3axepuTtpacce 124, CH-4070
Basens, LBeriuapis, BignosigansHoi 3a
BUMYCK Cepii - BUNy4YeHHs 3 Ha3Bu
BMPOBHMKa 3a3Ha4YEeHHs KpaiHu Ta
nitepis CH 3 iHaekcy agpecu
(npviBegeHHs y BIANOBIAHICTb A0
opuriHanbHUX peecTpauiiHmx
matepianis BupobHuka). BeegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepxXeHHs. 3miHu | Tuny -
AamiHicTpaTuBHI 3MiHU. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaKEHHS OissNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoyarun
AinbHUUi BUNycky cepii abo micue
NPOBEAEHHS KOHTPOJIKO SKOCTI.
(misnbHiCTb, 3a AKy Bignoeigae
BMPOGHUK/iIMMOpTEp, He BKIOYa4n
BMNYCK Cepil) 3MiHa (YTOYHEHHS1) Ha3BK
Ta agpecy BUPOOHMNYMX AiNbHULb -
BUITYYEHHS 3 Ha3BM BUPOOHWKIB
3a3HayeHHs KpaiHu Ans AinbHuub
Mpoayktoc Pow C.A., ge C.B.; LLlaHxan
Pow ®apmacstoTikana Jlta; Pow
dapma AlM; . Xodpdman-Isa Pow J1Ta;
3MiHa (YyTOYHeHHS) agpecy AinbHuUi
d.XocdmaH-Na Pow J114 3 Bypmicser
CH-4303 KawcepayrcT, LLBevuapis Ha
4303, KancepayrcT, LLsenuapis, amiHa
(yTOouHEeHHs1) agpecu AinbHuui Pow
dapma Al 3 Eminb-bapene-LLTpacce 1,

D-79639 NpeHuax-BroneH, HimewunHa
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

Ha Eminb-bapenb-LUTpacce 1,
I'peHuax-BioneH, bapneH-Bloptembepr,
79639, HimeuunHa, 6e3 3miHn
aKTUYHOTO MiCLe3HaXOMKEHHS
(npviBeOeHHs y BIAMOBIAHICTb A0
opuvriHanbHNX peecTpauiiHnx
matepianis BupobHuka). BBegeHHs
3MiH NpOTArom 6-Tn MicsuiB nicns
3aTBepMXeHHs. 3MiHu | Tuny - 3MiHu 3
sKocTi. [oToBMI Nikapcbkui 3aci6.
3MiHu y BUpOGHMLTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYHTHCSA
BUWMYCKY Cepii Ta KOHTPOMIO AKOCTi
roToBOro fikapcbkoro 3acoby (3amiHa
abo gogaBaHHA AinbHUL, Ha Skl
3[iNCHIOETLCS KOHTPOIL/BUNPOOYBaHHS
cepii) BBeAEHHS [0OAaTKOBUX AiNMbHULb

Ekcenna 'm6X eHa Ko. KIM, HimeyuunHa
Ta ®.XoddmaHH-IIa Pow JlTa, 4303,

Kancepayrct, LWsenuapia 3

NpoBeAEHHS! KOHTPOIO SIKOCTi FOTOBOIO
nikapcbkoro 3acoby. BeeaeHHs 3miH

npoTtsarom 6-Tn MicAuiB nicns

3aTBepxXeHHs. 3miHu | Tuny - 3miHu 3

sKocTi. [oToBMI Nikapcbkui 3acib.
3MiHN Yy BUPOBHMLTBI. 3MiHK
BMNpoGyBaHb abo JOMYCTUMUX MEX,
BCTaHOBIEHUX Y cneuudikauisx, nig
Yyac BMPOOHMLTBa rOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHW) 3MiHK
BMNpoOyBaHb abo AOMYCTUMUX MEX,
BCTaAHOBMNEHWX y cneundikauisx, nig
Yyac BMPOOHMLTBa rOTOBOrO
nikapcbKkoro 3acoby.

BBegeHHs1 3MiH NpoTsirom 6-Tu micauis
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHM 3 sikocTi. [0TOBMI Nikapcbkuni
3aci6. 3MiHn y BUpobHuuTBI. 3MiHa
po3mipy cepii (Bkntoyaroun gianasoH
po3Mipy cepii) roToBOro nikapcbkoro

3acoby (3meHweHHs go 10 pasis)
3MEeHLUEHHSI PO3Mipy cepil FOTOBOro
nikapcbkoro 3acoby ansi BUpoGHUYOiI
ainbHuui Ekcenna Mm6X eng Ko. KT,
HimevunHa.

BBegeHHs 3MiH NpoTsirom 6-Tu micauis
nicnsa 3aTBepmXeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. [oToBMI Nikapcbkuii

3aci6. KoHTponb roToBOro nikapcbkoro

3acoby. 3miHa y meTogax
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

BMNPOOYBaHHSA roTOBOro MiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPXXEHUX MeToaax
BMNPOOYBaHHA) HE3HAYHI 3MiHW Y
3aTBEPOXEHOMY MeTOAi BUNpoOyBaHHS
«lpeHTndikauis kaneumtabiHy 14
CMEKTPOCKONisi»: 40AAETLCSA
anbTepHaTuBHUN 14 meToa —
iHdbpayepBoOHa cnekTpockonis
MOPYLUEHOro NOBHOMO BHYTPILLUHBLOIO
Binbutta (ATR-IR).
BBeaeHHs 3MiH NpoTarom 6-Tn micsuis
nicns 3aTBEPKEHHS.

75.

KCENOOA®

TabneTkn, BKpUTI
NniBKOBOK 0BOMOHKOI,
no 500 mr, no 10
TabneTok y 6nictepi; no
12 GnictepiB y
KapTOHHIl ynakosLi

. XodhdpmaHH-
Ja Pow it

Lsenuapia

Bupo6HuuTBO
Hepo3dacoBaHoi
npoaykLuii, NnepBuHHe
Ta BTOPWHHE
nakyBaHHSl,
BMNpOOyBaHHA
KOHTPOIIO SIKOCTI:
MpoaykToc Poww
C.A. peCB,
Mekcuika;
Brpo6HMuTBO
Hepo3dacoBaHoi
npoaykuji:
LLlanxaw Pou
PapmacbtoTikana
Ita., Kutany;
Bupo6HuLTBO
Hepo3dacoBaHoi
npoaykuii,
BMNPOGYBaHHs
KOHTPOIIO SKOCTI:
Ekcenna M'm6X eHp
Ko. KI', HimeuuuHa;
MepBuHHE Ta
BTOPWHHE
nakyBaHHS,
BMNpOOyBaHHA
KOHTPOSIO SIKOCTI:
O . XodhdpmaHH-I1a
Pow N1,
LLisenuapis;
BunpobyBaHHs
KOHTPOIO SKOCTI:
Pow ®apma AT,
HimeuuunHa;
Bunyck cepii:
. XopdmaHH-T15

Mekcuka/
Kutawn/
Himeyuunna/
LBenuapis

BHECEHHS 3MiH A0 peecTpaLinHmX
MaTepianis: 3miHu | Tuny - 3MiHK 3
sKocTi. [oToBMI Nikapcbkui 3acib.
3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS 00O4aTKOBOT AinbHULI
BMpOBHMUTBA ANs YacTuHU abo BCbOro
BMPOGHMYOro npoLecy rotToBoro
nikapcbKoro 3acoby (AinbHMLUSA, Ha SKin
npoBoaATbCA Oyab-sKi BUPOOHWUI
cTapii, 3a BUHATKOM BUMYCKY Cepild,
KOHTPOIHO SIKOCTi, NEPBUHHOTO Ta
BTOPUHHOIO NaKyBaHHs, AN
HEeCTepUnbHUX NMikapcbKunx 3acobiB)
BBEAEHHS 004aTKOBOT AinbHULI
Ekcenna 'M6X enp Ko. KI', HimeuyunHa,
AK AinbHULI 3 BUpOOHULTBA
Hepo3dacoBaHOI Npoaykuii. BBegeHHs
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAXKEHHS.
3MiHu | TNy - AOMiHICTPaTUBHI 3MiHW.
3MiHa HalmeHyBaHHS Ta/abo agpecu
MicuSa NPOBaXeHHS QisnNbHOCTI
BMpoBHMKa/iMnopTepa rotToBoro
nikapcbKkoro 3acoby, BKnoyar4n
AinbHULUI BUNYycKy cepii abo micue
NpoBeAEHHS KOHTPOSHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBinae
BMPOGHUK/iMNOpTEp, BKMOYa4m
BUWMYCK Cepiii) 3MiHa (YTOYHEHHS) Ha3BM
Ta agpecu BUPOOHMYOI AinbHULI
. Xocbdman-Ns Pow J14, LWseryapis,
[peH3axepTpacce 124, CH-4070
Basens, LBeruapis, BignoeigansHoi 3a
BMNYCK CePii - BUIyYEHHS 3 Ha3Bu
BMPOBHMKa 3a3Ha4YEeHHS KpaiHu Ta
nitepi CH 3 iHaekcy agpecu
(npviBegeHHs y BIANOBIAHICTb A0

3a peuenmom

UA/5142/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

Pow A, OpUriHanbHNX PeecTpaLinHnux
LLiBenuapia maTepianis BUpobHuka). BBegeHHs

3MiH NpOTArom 6-Tu MicauiB nicns
3aTBepAXEHHS. 3MiHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXeHHS JisAnbHOCTI
BMpobHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKo4aim
AinbHULUI BUMYycKy cepii abo micue
NpPOBeAEHHS KOHTPOJIO SKOCTI.
(pisnbHiCTb, 3a SKy Bignoeigae
BMPOGHMK/IMNOpTEpP, He BKMOYaymn
BUWMYCK Cepiii) 3MiHa (YTOYHEHHS) Ha3BM
Ta agpecy BUpOGHMUYMX AiNbHULb -
BUITYYEHHS 3 Ha3BM BUPOOHWKIB
3a3HayeHHs KpaiHu Ans AinbHULb
Mpoayktoc Pow C.A., ge C.B.; lLaHxan
Pow ®apmacktotikana Jitg; Pow
dapma AlM; . Xodbdpman-s Pow J1T4;
3MiHa (YyTOYHEHHs1) agpecy AinbHuLi
&.Xodpdmah-I1a Pow JTa 3 Bypmicser
CH-4303 KawicepayrcT, LLBeliLapis Ha
4303, KancepayrcrT, LLsenuapis, amiHa
(yTouHeHHs1) agpecu ainbHuui Polwu
dapma Al 3 Eminb-bapens-LUTpacce 1,
D-79639 NpeHuax-BtoneH, HimewunHa
Ha Eminb-bapenb-LUTpacce 1,
'peHuax-BioneH, bapneH-Bloptembepr,
79639, HimeuyuunHa, 6e3 3MiHu
aKTUYHOTO MiCLE€3HaXOMKEHHS
(npvBedeHHs y BIANOBIAHICTb A0
opuriHanbHUX peecTpaLiiHmx
matepianis BupobHuka). BBegeHHs
3MiH NpOTArom 6-Tn MicsuiB nicns
3aTBepXeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. [0TOBMI Nikapcbkui 3acib.
3MiHu y BUPO6HMUTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYHTHLCS
BUNYCKY Cepii Ta KOHTPOIHO SKOCTI
roToBOro fikapcbkoro 3acoby (3amiHa
abo gopgaBaHHA OinbHULI, Ha Skl
34IACHIOETECS KOHTPOMbL/BUNPOBOYBaHHS
cepii) BBeAEeHHS [0OaTKOBUX AiNMbHULb
Exkcenna 'm6X eHp Ko. KIM, HimevuunHa
Ta ®.XodhdmaHH-Ia Pow JTa, 4303,
KancepayrcT, Lsenuyapia 3
NpoBeAEHHS KOHTPOSHO SIKOCTi FOTOBOrO
nikapcbkoro 3acoby. BeegeHHs 3miH
npoTsarom 6-Tu Micauis nicns
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

3aTBEpKEHHS. 3MiHu | Tuny - 3MiHK 3
AKkocTi. FoToBUIA Nikapcbkuin 3acib.
3MiHV Yy BUPOBHMUTBI. 3MiHM
BMNpoOyBaHb abo AOMYCTUMUX MEX,
BCTaHOBMNEHUX Yy cneuundikauisx, nig
Yac BUpOOHMLTBA FOTOBOMO
nikapcbKkoro 3acoby (iHLWi 3MiHN) 3MiHK
BMNpoGyBaHb abo JONYCTUMUX MEX,
BCT@HOBMNEHMX Yy cneumndikauisx, nig
Yac BMpOBHULITBA FOTOBOTO
nikapcbKkoro 3acoby.
BBeaeHHs 3miH NpoTarom 6-Tn micauis
nicns 3aTBepaXeHHs. 3MiHn | Tuny -
3MiHM 3 sikocTi. [oTOBMI Nikapcbkuii
3aci6. 3miHn y BUpobHuuTBI. 3MiHa
po3mipy cepii (Bkntoyaroun gianasoH
po3mipy cepii) roToBOro nikapcbkoro
3acoby (3meHweHHs go 10 pasis)
3MEHLLEHHS pO3Mipy Ccepii rOTOBOro
nikapcbkoro 3acoby ansi BUpoGHMYOI
ninbHuUUi Excenna MueX enp Ko. KI,
HimeuunHa.

BBegeHHs1 3MiH NpoTsirom 6-Tu micauis
nicnsi 3aTBepaXeHHs. 3MiHn | Tuny -
3MiHu 3 gKocTi. [oToBMIA NiKapCbKuii
3aci6. KoHTporsib roTOBOro NikapCbkoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roTOBOro MiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEpAXEHUX MeToaax
BMNPOOYBaHHA) HE3HAYHI 3MiHW Y
3aTBEPAKEHOMY MeTOAi BUNpoOyBaHHS
«lpeHTndikauis kaneumTabiny 14
CMEKTPOCKONisi»: A0AAETLCS
anbTepHaTuBHUI Y meToa —
iHdbpayepBOHa cnekTpockonisa
NMopYLUEHOrO NOBHOMO BHYTPILLIHBLOIO
Binoutta (ATR-IR).
BBeaeHHs 3miH NpoTarom 6-Tn micsuis
nicns 3aTBEpPKEHHS.

76.

KCENOOA®

TabneTtkn, BKpUTI
NMiBKOBOK 0GOMOHKOM0,
no 500 wr, in bulk: no 10
TabneTok y 6nicrepax

. XodhdpmaHH-
Ja Pow Jto

Lsenuapia

Bupo6HuuTBO
Hepo3dgacoBaHoI

npoaykLuii, NnepBuHHe

Ta BTOPUHHE
nakyBaHHs,
BMNpOOYyBaHHA
KOHTPOIIO SIKOCTI:
MpoaykToc Poww
C.A. peCB,
Mekcuka;

Mekcuka/
Kutan/
Himeyunna/
LLiseruapis

BHECEHHS 3MiH 4O peecTpaLifiHnX
matepianis: 3miHu | Tuny - 3miHn 3
skocTi. [oToBMI Nikapcbkui 3acib.
3MiHn y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS 404aTKOBOI AinbHULI
BMpOBHMUTBA ANs YacTuHU abo BCbOro
BMPOBHMYOro NpoLecy roToBoro
nikapcbkoro 3acoby (AinbHUUS, Ha sKin
npoBoaATbCs Oyab-sKi BUPOOHWUI
cTagii, 38 BUHATKOM BUMYCKY CEpINA,

UA/5143/01/02




43 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
Brpo6HuuTBO KOHTPOIIO SKOCTi, MEPBUHHOIO Ta
Hepo3dacoBaHoi BTOPUHHOIO NakyBaHHs!, Ans
npoaykuii:

LWaHxawn Poww
dapmachkioTikans
NTa., Kntan;
BupobHuuTBO
Hepo3adacoBaHoi
npoaykuii,
BMNpOOYyBaHHA
KOHTPOSIO SIKOCTI:
Ekcenna 'moX eHa
Ko. KI', HimeuyunHa;
[MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
BUNpPoByBaHHs
KOHTPOIO SIKOCTI:
®.XodpdpmaHH-T5
Pow 1A,
LLisenuapis;
BunpobyBaHHs
KOHTPOIO SKOCTI:
Pow ®apma AT,
HimeuunHa;
Bunyck cepil:
. XodhdpmaHH-I15
Pow 1A,
LLisenuapis

HeCcTepunbHUX MikapCbkux 3acobiB)
BBEAEHHS 0AATKOBOI AiNbHULL

SK AinbHUUI 3 BUpoBHMUTBa

3MiH NpOTSArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.

3MiHa HallmeHyBaHHS Ta/abo agpecu
Micusa NpoBafXeHHS QisiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoyarun
AinbHUUi BUNYycky cepii abo micue
NPOBELEHHS KOHTPOJH SIKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNopTep, BKMOYa4n
BUWMYCK Cepiii) 3MiHa (YTOYHEHHS) Ha3BM
Ta agpecu BUPOGHMYOI AinbHUL
O . Xopdpman-J1a Pow Jta, LWWsenuapis,
peHsaxepwtpacce 124, CH-4070
Basensb, LBeluapis, BignosigansHoi 3a
BUMYCK Cepii - BUNy4YeHHS 3 Ha3Bu
BMPOOHMKa 3a3HaYeHHS KpaiHu Ta
nitepis CH 3 iHaekcy agpecu
(npvBeeHHs y BiANOBIAHICTb A0
opuriHanbHWUX peecTpauiiHnx
maTepianis BUpobHuka). BBegeHHs
3MiH NpOTAroMm 6-T micsuiB nicns
3aTBepKeHHs. 3miHu | Tuny -
AaMiHiCTpaTuBHI 3MiHW. 3MiHa
HallMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaIXEHHS JisnbHOCTI
BMpobHMKa/imnopTepa rotToBoro
nikapcbkoro 3acoby, Bknoyauu
AinbHULI BMNYyCcKy cepii abo micue
NPOBELEHHS KOHTPOJTH SIKOCTI.
(misnbHicTb, 3a AKy BignoBifae
BMPOGHUK/IMNOpTEp, He BKMYaym
BUWMYCK Cepiii) 3MiHa (YTOYHEHHS) Ha3BM
Ta agpecy BUpOGHMUYMX AinbHULb -
BUMYYEHHS 3 Ha3BM BUPOOHUKIB
3a3HayeHHs KpaiHu Ans AinbHULb
Mpoayktoc Pow C.A., ge C.B.; lLaHxan
Pow ®apmackioTtikana Jitg; Pow
dapma AlM; . Xodbdpman-s Pow J1T4;
3MiHa (YTOYHEHHs) agpecy AinbHuLI

d.Xobdman-Nsa Pow J11a 3 Bypmicser

Ekcenna 'm6X eHg Ko. KI', HimeuunHa,

Hepo3dacoBaHoi NpoAaykuii. BBeaeHHs

3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHN.

CH-4303 KawicepayrcT, LLBeliLapist Ha
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[TponoBxeHHs qogaTka 3

Ne n/n

Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceidYyeHHs1

4303, KancepayrcT, LLUBenuapis, aMmiHa
(yTouHeHHs1) agpecy AinbHuui Pow
dapma Al 3 Eminb-bapenb-LUTpacce 1
D-79639 NpeHuax-BioneH, HimevunHa
Ha Eminb-Bapens-LUTpacce 1,
'peHuax-Bronen, bageH-Broptembepr,
79639, HimeyunHa, 6e3 3miHn
PaKTUYHOIo MiCLe3HaXOMKEHHS
(npuBedeHHs y BIANOBIAHICTb A0
opuriHanbHWUX peecTpauiiHnx
maTepianis BupobHuka). BBegeHHs
3MiH NpOTAroM 6-T micsuiB nicns
3aTBepMXEHHS. 3MiHn | Tuny - 3MiHu 3
AKocTi. FoToBUIA Nikapcbkuin 3acib.
3MiHu y BUPOGHMUTBI. 3MiHa
iMnopTepa/aMiHu, L0 CTOCYIOTLCA
BUWMYCKY Cepii Ta KOHTPOMIO SKOCTi
roToBOro fikapcbkoro 3acoby (3amiHa
abo gogaBaHHA OinbHULI, Ha sKin
3[iNCHI0ETLCS KOHTPOINbL/BUNPOGYBaHHS
cepii) BBeAEHHS [0OaTKOBUX AiNbHULb
Ekcenna 'm6X eng Ko. KI', HimeyunHa
Ta ®.XodhdmaHH-JIa Pow Jlta, 4303,
Kawncepayrcr, Lsenuapis 3
NPOBEAEHHS KOHTPOJIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby. BBegeHHs 3MiH
npoTsrom 6-Tu micsauis nicns
3aTBepKEHHS. 3MiHn | Tuny - 3MiHK 3
AKkocTi. FoToBUIA Nikapcbkuin 3acib.
3MiHU Yy BUPOBHMUTBI. 3MiHK
BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTaAHOBMEHUX y cneundikauisx, nig
Yyac BMpoObOHULITBA FOTOBOIO
nikapcbKkoro 3acoby (iHLWi 3MiHN) 3MiHK
BMNpoOyBaHb abo AOMYCTUMUX MEX,
BCTa@HOBMNEHUX Yy cneuundikauisx, nig
Yac BMpOOHULITBA FOTOBOMO
nikapcbKkoro 3acoby.
BBeaeHHs 3miH NpoTarom 6-Tn micsuis
nicnsa 3aTBepAxeHHs. 3miHn | Tuny -
3MiHM 3 sikocTi. [0TOBMI NiKapcbkuii
3aci6. 3MiHn y BUpobHUUTBI. 3MiHa
po3Mipy cepil (Bknovatoum gianas3oH
po3mipy cepii) roToBOro nikapcbkoro
3acoby (3meHweHHs go 10 pasis)
3MEHLUEHHSI PO3Mipy Cepii FOTOBOro
nikapcbkoro 3acoby ans BUpoGHMYOi
ninbHUUi Ekcenna Mv6X eHp Ko. KT,
HimeyunHa.

BBegeHHs 3MiH NpoTarom 6-Tn micauis

)
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

nicns 3aaTBepaXeHHs. 3MiHu | Tuny -
3MiHuM 3 sikocTi. [0TOBMI NiKapcbKkuii
3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa y meToaax
BMNPOOYBaHHSA roTOBOro MikapcbKoro
3acoby (He3HayHa 3miHa y
3aTBEPAKEHUX MeToaax
BMNPOOYBaHHSA) He3HaYHi 3MiHW Y
3aTBEepAXEeHOMY MeTodi BUNpobyBaHHS
«lpeHTndikauis kaneumTabiHy 14
CMEKTPOCKONIsi»: 40AAETLCA
anbTepHaTuBHUN 14 meToa —
iHppayepBoHa cnekTpockonis
MOPYLUEHOTO NOBHOMO BHYTPILLIHBLOIO
Biobutta (ATR-IR).
BBeneHHs 3MiH NpoTsirom 6-Tu MicsauiB
nicnsi 3aTBepaKeHHS.

77.

KCENOOA®

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKOI0,
no 150 wmr, in bulk: no 10
TabneTtok y bnictepax

. XoddpmaHH-
Na Pow it

LLsenuapis

BupobHuuTBO
Hepo3dacoBaHoi
NPOAYKLii, NepBUHHE
Ta BTOPUHHE
nakyBaHHSl,
BMNpoOyBaHHSA
KOHTPOIIO SIKOCTi:
MpopykToc Poww
C.A.npe CB.,
Mekcuika;
Brpo6HmuTBO
Hepo3dacoBaHoi
npoaykuii,
BMNpobyBaHHs
KOHTPOIO SKOCTI:
Ekcenna 'moX eHa
Ko. KI', HimeuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs1,
BMNpoOYBaHHS
KOHTPOIO SIKOCTI:
. XodpdmaHH-T4
Pow JTtg,
LLisenuapis;
BunpobyBaHHs
KOHTPOIO SIKOCTI:
Pow ®apma AT,
Himeuunha;
Bunyck cepil:
o . XodhpmaHH-I1a
Pow N1A,
LLisenuapis

Mekcuka/
HimeyuuHa/
LLisenuapis

BHECEHHS 3MiH 0O peecTpauiiHnx
marepianis: 3miHu | Tuny - 3mMiHn 3
sKocTi. [oTOBMI Nikapcbkui 3acib.
3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS A0AATKOBOI AiNbHULL
BMPOGHMLTBA ANs YacTUHU abo BCbOro
BMPOGHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHUUS, Ha SKin
npoBoaATbCs Byab-siki BUPOOHWUI
cTapii, 3a BUHATKOM BUMYCKY Cepin,
KOHTPOIIO SKOCTi, MEPBUHHOTO Ta
BTOPUHHOIO NakyBaHHs!, ANs
HeCcTepunbHUX fikapCbknx 3acobiB)
BBEAEHHS A0AATKOBOI AiNbHULL
Ekcenna M'v6X enp Ko. KI', HimeuunHa,
SK AinbHUUI 3 BUpobHMLUTBa
Hepo3dacoBaHoi NpoAaykLii. BBeaeHHs
3MiH NpPOTAroM 6-Tu micauiB nicns
3aTBEPAXKEHHS.
3Minu | TUNY - AGMIHICTPaTUBHI 3MiHN.
3MiHa HallmMeHyBaHHs Ta/abo agpecu
MicUSA NPOBaAXeHHS QisNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoyarun
AinbHUUi BUNYycky cepii abo micue
NpoBeAEHHS KOHTPOIIO SKOCTI.
(DisinbHIiCTb, 3a AKy BignoBinae
BUPOGHUK/iMNopTep, BKIOYa4umn
BWMYCK Cepiii) 3MiHa (YTOYHEHHS) Ha3BM
Ta agpecu BUpOOHMYOI AinbHULI
& . Xopdpman-J1a Pow Jta, LWWsenuapis,
peH3axepTtpacce 124, CH-4070
Basensb, LBeluapis, BignosigansHoi 3a

UA/5143/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

BUMYCK Cepii - BUMy4YeHHS 3 Ha3Bu
BUPOBHMKa 3a3HaYeHHs KpaiHu Ta
nitepis CH 3 ingekcy agpecu
(NpuBeOeHHs y BiANOBIOHICTL 0
opuriHanbHUX peecTpaLiiHmx
mMaTtepianis BUpobHvka). BBegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEpPMKEHHS. 3MiHu | TNy -
AgmiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHS AiANbHOCTI
BMpoBHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, Bknoyawum
AinbHULUI BUNYycKy cepii abo micue
NpOBEAEHHS KOHTPOSHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBinae
BMPOGHUK/iMMopTEep, He BKIOYa4un
BUWMYCK Cepiii) 3MiHa (YTOYHEHHSI) Ha3BM
Ta agpecu BUPOOHNYNX AiNbHULb -
BUITYYEHHS 3 Ha3BM BUPOOHWKIB
3a3HavYeHHSa KpaiHu Ans AinbHuLb
MpoaykToc Pow C.A., ge C.B.; lanxawn
Pow ®apmacktoTtikans Jitg; Pow
dapma Al; ©.Xoddman-Ia Pow J14;
3MiHa (YTOYHEHHS) agpecu AinbHuLI
. XodpdmaH-J1a Pow JITa 3 Bypmicser
CH-4303 KaiicepayrcrT, LLBeruapis Ha
4303, Kancepayrcr, LLBenuapis, 3MmiHa
(yTouHeHHs1) agpecy AinbHuLi Pow
®dapma Al 3 Eminb-bapens-LTtpacce 1,
D-79639 INpeHuax-BioneH, HimeuunHa
Ha Eminb-bapenb-LTpacce 1,
'peHuax-BroneH, BagneH-Brloptembepr,
79639, HimeuunHa, 6e3 3miHn
(baKkTUYHOro MicLe3HaxoaXeHHs
(npvBeeHHs y BiANOBIAHICTb A0
opuriHanbHNX peecTpauiiHnx
maTepianis BupobHuka). BBegeHHs
3MiH NpOTAroMm 6-T micsuiB nicns
3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuin 3acib.
3MiHu y BUPOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYITbCA
BUWMYCKY Cepii Ta KOHTPOMIO SKOCTi
roToBOro fnikapcbkoro 3acoby (3amiHa
abo goaaBaHHA AiNbHULI, Ha sKin
3[iNCHI0ETLCS! KOHTPOIL/BUNPOGYBaHHS
cepii) BBeAEHHS [0OATKOBUX AiNbHULb
Ekcenna 'm6X eHp Ko. KM, Himevuunna
Ta ®.XodhcdmaHH-JIa Pow Jl1a, 4303,
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

Kawncepayrcr, LLBevuapis 3
npoBeAeHHS KOHTPOSH SIKOCTi FOTOBOro
nikapcbkoro 3acoby. BeegeHHs 3miH
npoTarom 6-Tn Micauis nicns
3aTBepXeHHs. 3MiHu | Tuny - 3miHu 3
sKocTi. [oToBMI Nikapcbkuii 3acib.
3MiHN y BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo JONYCTUMUX MEX,
BCT@HOBMNEHMX Yy cneumndikauisx, nig
Yac BMpOBHULITBA FOTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN) 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTa@HOBIEHMUX Yy cneuundikauisx, nig
Yyac BMpoOBHULITBA FOTOBOMO
nikapcbkoro 3acoby.
BBeneHHs 3MiH NpoTsirom 6-Tu micauiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny -
3MiHu 3 sikocTi. [oToBMI NiKapcbkuii
3aci6. 3miHn y BUpobHuuTBI. 3MiHa
po3mipy cepii (Bkntoyaroun gianasoH
po3mipy cepii) roToBOro nikapcbkoro
3acoby (3meHwweHHs go 10 pasis)
3MEHLLEHHSI pO3Mipy cepii roTOBOro
nikapcbkoro 3acoby aAns BUpoGHUYOI
AinbHUUi Ekcenna M'vb6X eHp Ko. KT,
HimeyunHa.

BBeaeHHs 3miH NnpoTarom 6-Tn micsuis
nicns 3aaTBepaXeHHs. 3MiHn | Tuny -
3MiHu 3 sikoCTi. [0TOBMI NiKapcbKkuii
3aci6. KoHTporsib roTOBOrO NikapCbkoro
3acoby. 3miHa y meTogax
BMNPOOYBaHHSA roTOBOro MikapCbKOoro
3acoby (He3HayHa 3miHa y
3aTBEPAXEHUX MeToAax
BMNPOOYBaHHSA) He3HaYHi 3MiHW Y
3aTBEPOKEHOMY MeTOAi BUNpoOyBaHHS
«lpeHTuikauis kaneumTabiny 14
CMEKTPOCKONIsi»: 40AAETLCA
anbTepHaTuBHUM 14 meToa —
iHbpavepBoHa cnekTpockonis
NOpYLUEHOTO NOBHOMO BHYTPILLIHBLOIO
Binbuttsa (ATR-IR).
BBegeHHs 3MiH NpoTsirom 6-Tu micsauis
nicnsi 3aTBepaKeHHS.

78.

JIIHOWHET 20

TabneTku, BKPUTI
o6onoHkoto, no 21
Tabnetui B Gnictepi, no
1 abo no 3 Grictepu
pa3oM 3 KapTOHHUM
dyTnspom ans

BAT "TeneoH
Pixtep"

YropwmHa

BAT "TeneoH
Pixtep"

YropLuHa

BHECEHHS 3MiH 4O peecTpauinHnX
MaTepianis: 3mMiHu |l Tuny - 3mMiHKn WwWopao
6e3nekn/edheKkTUBHOCTI Ta
dapmakoHarnagy. IHwi amiHu, ski He
BBIMLLMW Y Lier po3airn, ki BKIIOYaTb
noJaHHsA pe3ynbTaTiB JOCNiMKEHb A0

3a peuenmom

UA/7688/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
36epiraHHs bnictepa B KOMMETEHTHOrO OpraHy -
KapTOHHIN ynakoBLii npeacTaBneHHs pesynbTaTis
nicnsipeecTpauiiHoro OCnigKeHHS
OioekBiBaneHTHOCTI
79. JNIHAOWHET 20 TabneTku, BKPUTI BAT "TeneoH YropwwuHa BAT "TeneoH YropwuHa BHECEHHS 3MiH 0O peecTpauinHux 3a peuenmom UA/7688/01/01
o6onoHkoto, no 21 PixTep" PixTep" maTtepianis: 3miHu | Tuny - 3MiHK Woao
Tabnetui B Gnictepi, no 6e3nekn/edpeKkTUBHOCTI Ta
1 abo no 3 Grictepu hapmakoHarnsgy. 3MiHu y KOpoTKil
pasoMm 3 KapTOHHUM XapakTepucTuui nikapcbkoro 3acoby,
dyTnapom ans TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans
36epiraHHs bnictepa B Me[MNYHOro 3aCTOCYBaHHS
KapTOHHIN ynakoBLi reHepnyHMX/ribpnaHnx/6ionogdibHNx
nikapcbkunx 3acobiB nicns BHECEHHS Tiel
camMoi 3MiHM Ha pedbepeHTHUI
npenapar (3MiHa He noTpebye HagaHHA
YKOAHUX HOBMX 4OOATKOBUX AAHUX)
3MiHM BHECEeHi [0 iHCTPYKLiT y po3ain
"MMokasaHHA"; a TaKoX y po3ainu:
"®apmakonoriyHi BnactueocTi”,
"MpoTtunokasaHHs", "B3aemogis 3
iHLWMMM Nikapcbk1MK 3acobamu Ta iHLWi
Buau B3aemogin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs B
nepiog BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNNMBaTK Ha
LWIBMAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM abo iHWKMMK
mexaHiamamu", "Cnocib 3actocyBaHHSA
Ta posun”, "MepenosyBaHHs", "MobivHi
peakuii"; y posgin "Oitn"
80. NIHAOWHET 30 TabneTkn, BKpUTI BAT "leneoH YropwuHa BAT "leneoH YropwuHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuyenmom UA/7689/01/01
o6ornoHkoto, no 21 Pixtep" Pixtep" MaTepianis: 3miHu |l Tuny - 3mMiHK Woao
Tabnetui B Gnictepi; no Ge3nekn/echekTUBHOCTI Ta
1 abo no 3 6nictepun dapmakoHarnsaay. [Hwi 3amiHu, aki He
pa3oM 3 KapTOHHUM BBILLNW Y el po3Ain, aKi BKNoYaTb
dyTnsipom ans NnoAaHHs pe3ynbTaTiB OCNiMKEHb A0
306epiraHHsa bnictepa B KOMMETEHTHOrO OpraHy -
KapTOHHIN ynakoBuj npeacTaBneHHs pe3ynbTarTis
nicnsipeecTpauiiHoro OCnigKeHHs
OioekBiBaneHTHOCTI
81. JNIIHAWHET 30 TabneTkn, BKPUTI BAT "TeneoH YropwwmHa BAT "TeneoH YropwuHa BHECEHHS 3MiH 0O peecTpauinHnX 3a peuyenmom UA/7689/01/01
o6onoHkoto, no 21 PixTep" PixTep" maTtepianis: 3miHu | Tuny - 3MiHK Woao

Tabnetui B Gnictepi, no
1 abo no 3 Grictepu
pa3oM 3 KapTOHHUM
dyTnapom ans
36epiraHHs Gnictepa B
KapTOHHIN ynakoBLi

6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUii Ans

MeANYHOro 3aCTOCYBaHHS
reHepnyHMX/ribpnaHnx/6ionogibHNx

nikapcbkunx 3acobiB nicns BHECEHHS Tiel
camoi 3MiHWN Ha pedepeHTHUI
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

npenapar (3MmiHa He noTpebye HagaHHA
XKOOHUX HOBUX A0OATKOBUX AaHWX) -
3MiHM BHECEHI [0 IHCTPYKLii y po3ain
"MokasaHHs" ; a TAaKoX Yy po3Aainu:
"®apmakonoriyHi BnactueocTi”,
"MpoTunokasaHHsa", "Baaemopis 3
iHLIMMKN NikapCbknMKM 3acobamu Ta iHLWi
Bmam B3aemogin", "OcobnmsocTi
3acTtocyBaHHs", "3acTocyBaHHS B
nepiof BariTHoCTi abo roayBaHHs
rpyaa”, "3gaTHicTb BNAMBaTK Ha
LUBMAKICTb peakuii Npun kepyBaHHi
aBTOTPaHCMNOPTOM abo iHWKMMK
mexaHiamamu", "Cnocib 3acTocyBaHHs
Ta gosun", "MepenosysaHHs", "MobivHi
peakuii"; posgin "Oitn"

82,

JNIONEPAMIAY
rigpoxnoprna

kancynu rno 2 mr, no 10
kancyn y 6nictepi; no 1
abo 2 6nictepu B
kopobLi 3 KapTOHY; No
10 kancyn y 6nictepi

ToBapucTso 3
obmexeHo
BignoBiganbHicT
10 "XapkiBcbke
hapmMaueBTUYHE
nignpueMcTBO
"3popoB's
Hapoay"

YkpaiHa

ToBapucTso 3
oBMmexeHo
BignoBiganbHiCTO
"XapkiBcbke
dapmaueBTnyHe
niaNpMEMCTBO
"3popos'st Hapoay"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauiiHnX
maTepianis:
3MiHu | Tuny - 3MiHn Wwono
6e3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHU OO0 y3aranbHeHVX AaHuX Npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy
3asBHMKa ANA 34iINCHEHHSA
hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bi yNMOBHOBaXeHOT ocobu,
BiANoBiAanbHOT 3a 3AiNCHEHHS
dapmakoHarnagy (Bknovaoum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3miLleHHi macTep-darina cuctemm
dapmakoHarnsigy) - MponoHoBaHa
peAakuis: ynoBHOBaXKeHa ocoba
3asiBHYKa, BignosigansHa 3a
dapmakoHarnag - 3umuubka MapuHa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHuX yroBHOBaXeHOT 0cobu
3asiBHUKA, BignoBiganbHoOi 3a
dapmakoHarnag

6e3 peuenma

UA/6599/01/01

83.

MArHIKOP

TabneTtku, BKpUTI
NNiBKOBOK 0OBOMOHKOI0,
¢opTe, no 150 mr; no 10
TabneTok y 6nictepi; no
3 abo 10 bnictepiB y
nayui

AT
"KUIBCbKUW
BITAMIHHWIA

3ABOA"

YkpaiHa

AT "KMIBCbKNI
BITAMIHHUN
3ABO0"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
mMaTepianis: 3miHu | Tuny - 3miHK 3
skocTi. [0ToBMI Nikapcbkun 3acib.
3MiHUn y BUPOBHMLTBI. 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBIEHMX Y cneumdikauisx, nig
Yyac BMPOOHMLTBa rOTOBOrO

6e3 peuenma
— Ne 30;

3a peyenmom
— Ne 100

UA/11211/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

nikapcbKkoro 3acoby (iHLWi 3MiHN)
3MiHM y cneuundikauisx Ha NPOMIKHUI
npoaykt «Maca ans TabneTtyBaHHa» Ta
«Hepo3sdacosaHa npoaykuis», a came
BUITYyYEHHS NoKasHWKa «laeHTudikauis
Ta KinbKicHe BU3HAYEHHS MarHito
rigpokcnay». BBeaeHHs 3amMiH npoTarom
3-X MicauiB nicnga 3aTBepAXXEHHS.
3MmiHn | TMny - 3miHm 3 akocTi. FoToBUNA
nikapcbkui 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BBeAeHHS 3MiH NpoTsArom 3-x
MicauiB nicnsa 3aTBepaxeHHs. CynyTHs
3MiHa - 3MiHuM 3 siKocTi. [oToBMNI
nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToaax
BMNPOOYBaHHSI rOTOBOTO MikKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPAXEHUX MeToaax
BMNpoOyBaHHSA) - kopekuia cknagy M3,
a came nepeBefieHHSA MarHito
rigpokcuay 3i cknagy Qito4nmx peyYoBUH Y
OOMOMDKHI peYOBUHM. FAK HACNigoK,
BUIYYEHHS i3 MeTopAiB KoHTporo 13
SKICHOT peakuii Ans ineHTudikauii
MarHito rigpokcmay Ta KinbKiCHOro
BM3HAYEHHS MarHito rigpokeuay.
BBeaeHHsA 3MiH NpoTarom 3-x Micsauis
nicrns 3aTBEPPKEHHS.

84.

MArHIKOP

TabneTtku, BKpUTI
NNiBKOBOK 0BOMOHKOI0,
no 75 mr; no 10
TabneTok y 6nictepi; no
3 abo 10 bnictepiB y
nayui

AT
"KUTBCbKUW
BITAMIHHWIA

3ABOA"

YkpaiHa

AT "KMIBCbKNI
BITAMIHHUN
3ABO0"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHnx
maTepianis: 3miHn | Tuny - 3miHK 3
skocTi. [0ToBMI Nikapcbkun 3acib.
3MiHn y BUPOBHMLTBI. 3MiHK
BUNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBIEHMX Yy cneumdikauisx, nig
Yyac BMPOBOHMLTBa rOTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHK)
3MiHM Yy crieumdikaLisx Ha NPOMKHUIA
npoaykT «Maca ans TabneTyBaHHs» Ta
«HeposdacosaHa npogykuis», a came
BUITyYEHHS MOKasHuKa «lgeHTudikauis
Ta KinbKicCHe BU3Ha4YeHHs1 MarHito
rigpokcnay». BBeaeHHs 3aMiH npoTarom
3-x MicsLiB nicns 3aTBEPIKEHHS.
3Mminu | TUNYy - 3miHm 3 gKocTi. FoToBUIA
nikapcbkuit 3aci6. Onuc Ta cknag (iHwi
3MiHW) - BBeAeHHs 3MiH npoTsarom 3-x
MicauiB nicns 3aTBepmxeHHs. CynyTHs
3MiHa - 3MiHuM 3 sikocTi. FoToBMIA
nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax

6e3 peuenma
— Ne 30;

3a peyenmom
— Ne 100

UA/11211/01/01
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
BMNPOOYBaHHSA roTOBOro MiKapCbKOro
3acoby (He3HayHa 3miHa y
3aTBEPXXEHUX MeToaax
BMNpoOyBaHHSA) - kopekuia cknagy M3,
a came nepeBefeHHs MarHito
rigpokcuay 3i ckrnagy Qito4nmx peyYoBUH Y
OOMOMDKHI pe4OBUHM. FAK HAcnigoK,
BUIYYeEHHs i3 MeToaiB koHTpornto 13
SKICHOI peakuii Ans igeHTudikauii
MarHito rigpokcuay Ta KinbKicHOro
BU3HAYEHHS MarHito rigpokcmay.
BBeaeHHsA 3MiH NnpoTarom 3-x micauis
nicns 3aTBEPKEHHS.
85. MATHIO po34MH ans iH'ekuin, 250 MAT YkpaiHa NAT "Tanuudapm"” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx 3a peuenmom UA/8109/01/01
CYNb®AT mr/mn, no 5 mn abo no "Tannudapm” maTtepianis:
10 mn B amnyni; no 5 3MiHu | TUNy - 3MiHa NocTavanbHUKa
amnyn y KOHTYPHIn nakyBanbHux maTtepianis abo
YapyHKOBIN ynakoBsLi; No KOMMMEKTYIOUUX (SIKLLO 3a3HAYEHO B
2 KOHTYPHi YapyHKOBI [0CbE) (BUIyYEHHs MocTavarnbHuKa) -
ynakoBKM B nayui; no 5 BHECEHHS 3MiH 0O MaTepianis
mn abo no 10 mn B peecTpauinHoro gocbe p. 3.2.P.7.
amnyni; no 10 amnyn y CucTema KoHTelHep/3aKynopioBarnbHNUi
kopobui; no 5 mn B 3aci6: BUNy4eHHs iHpopmauii woao
amnyni; no 5 amnyn y BMPOOHMUKIB NEPBMHHOI YNaKoBKM
KOHTYPHUX YapyHKOBUX (amnyn)
ynakoBKax, 3anasiHux
narnepom
86. MATWU-U- NCTS pi3aHo- MpAT YkpaiHa MpAT "Miktpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX 6e3 peyenma UA/5871/01/01
MAYYXU JIUCTA npecosaHe no 100 ry "NikTpasn" MaTepianis:
naykax 3 BHyTPiLUHIM 3MiHu | TUNy - 3miHa y meTtogax
nakeTom BMNPOOYBaHHSA roTOBOro MiKapCbKoro
3acoby - NpUBEAEHHS p.
«lgeHTndikauis A. 30BHILLHI O3HaKN»
A0 hakTUYHOro BUMMAAY NiKapCbKoi
opmMu (CUPOBUHW), 3 BHECEHHSAM
BiANOBIAHWNX 3MiH Y TEKCT MapKyBaHHS
Ha ynakoBLLi; 3MiHN BHECEHi y po3ain
"Ilikapcbka popma” (3miHa onucy
nikapcbkoi hopMu) B IHCTPYKLUItO A4S
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby, sIK HacnigokK - y TeKCT
MapKyBaHHS! YMakoBKM MikapCbKoro
3acoby. BBegeHHs 3MiH npoTsArom 3-
X MicsiliB nicna 3aTBepAXEeHHS
87. METUNYPALUUN Ma3b no 15rabono 30r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmX 6e3 peyenma UA/1750/01/01
3 y Ty6i; no 1 Ty6i B nayui "®apmaueBTUYH "®apmaueBTnYHa marepianis:
MIPAMICTUHOM a dipma dipma "OapHuus” 3MiHK | TUNy - 3MiHa agpecu micus
"OapHuus” NpoBaKEHHS AiNbHOCTI BUPOOHUKaA

cybcTaHuii Mipamictun TOB
«PAPMXIM»; 3MiHu | TMny - BUNy4YeHHs
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
3 MaTepianis peecTpauiiHoro ockbe
BnpobHmka A®I MipamictuH MpAT
«®apmaueBTmyHa ipma «dapHuusy».
BBeaeHHs 3MiH npoTsirom 6-tn
MicsiLiB nicnga 3aTBepAKEHHSA
88. MET®OPMIH- TabneTtkn, BKpUTI Tesa I3painb Tesa I3pains/ BHECEHHS 3MiH 40 peecTpauinHmX 3a peyenmom UA/12382/01/01
TEBA NMiBKOBOK 0DOOHKOM, ®apmavueBTikan ®apmavueBTikan YropwwuHa/ marepianis: 3miHu | Tuny -
no 1000 mr no 10 InpacTpis Jita. IHgacTpis Jlta., Yecba AaMiHicTpaTUBHI 3MiHW. 3MiHa
TabneTtok y 6nictepi; no I3painb Pecnyb6nika HallMeHyBaHHs Ta/abo agpecu Micus
3 6nictepu y Kopobui (BMpOOHMLTBO 3a NPOBaAXEHHS QiANbHOCTI
NMOBHWUM LIMKIIOM; BMPOGHMKa/imnopTepa rotoBoro
BMPOBHULITBO nikapcbkoro 3acoby, BKno4a4u
Hepo3dacoBaHoi AinbHUL BUNYCKy cepii abo micue
npoaykKLii, KOHTPOmb NPOBEAEHHSA KOHTPOSO AKOCTI.
SAKOCTi Ta 403BiN Ha (DisinbHICTb, 3a AKy BignoBigae
BUMYCK Cepilt); BMPOGHMK/IMNOpPTEp, He BKIOYaym
nepBuHHa Ta BUMYCK Cepiii) 3MiHa agpecy BUpobHUKa
BTOPVHHA ynakoBka, TeBa Yex IHgacTpi3 c.p.o., Yecbka
KOHTPOIb SIKOCTi Ta Pecny6bnika (BupobHMUTBO
[03BiN Ha BMNyCcK Hepo3dacoBaHOT NPoAYKLii, KOHTPONb
cepint: SAKOCTI):
AT
dapmaLeBTUYHNI
3aBoa TEBA,
YropLuHa;
BMPOBHULITBO
Hepo3adacoBaHoi
npoayKLuii, KOHTPONb
SAKOCTI:
TeBa Yex IHaacTpi3
c.p.o., Yecbka
Pecnybnika
89. ME®EHAMIHOB Tabnetkun no 500 mr, no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmX 6e3 peyenma UA/7015/01/01
A KUCINOTA- 10 TabreToK y KOHTYpHIN | "®apmaueBTUYH "®apmaueBTnyHa marepianis:
OAPHUUA YapyHKOBIlN ynakoBLj; No a ipma dipma "OapHuus" 3MiHu | TUNy - 3MiHa y meTogax
2 KOHTYpPHI YapyHKOBI "OapHuus” BunpobyBaHHsa A®l abo BuxigHoro

yNakoBKM B Navi

marepiany/npoMixxHoro
npoaykTy/pearexTy, Lo
BWKOPUCTOBYETHLCS Y NPOLECi
BMpoGHMUTBa API; cynyTHS 3miHa:
3MiHa y napameTpax cneumdikauin
Ta/abo JoNyCTUMUX MEX, BUSHAYEHNX Y
cneundikauisx Ha A®I, abo
BUXIOHWMIA/MPOMIDKHUI NPOAYKT/pearexT,
LLIO BMKOPUCTOBYIOTLCH Y NPOLECI
BMpobHuUTBa APl - 3miHM 1O
cneumndikaii Ta MeToaiB KOHTPOO
AD| mecbeHaMiHOBOT KMCIOTH 3a
nokasHukamu: « CynpoBifHi AOMILLIKU»,
«Migb», «BTpaTa B Maci npu
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

BUCYLLYBaHHi», «MikpobionoriyHa
yunctoTay, «KinbkicHe BU3HA4YEHHA»
06yMOBIEeHi pegakuiiHUMK NpaBkamu,
«3anuLkoBa KinbKiCTb OpraHiyHnx
PO3YMHHKMKIBY, AN BUpoOHUKa Baoji
tianxin Pharmaceutical Co., Ltd, China
HOpPMYBaHHS 3anuieHo 6e3 3MiH, B
MeTOAMNKY BHECEHI pefaKUinHi NpaBku;
ans supobHuka Ningbo Smart
Pharmaceutical Co., Ltd, China
BBEJEHO METOAMKY Ha OCHOBI
MaTepianis BUpoGHuKa 3i
BCT@HOBIIEHUM HOPMYBaHHSIM TOMyony
He GinbLwe 0,089 % Ta
anmeTtundopmamigy He Ginbwe 0,088
%; 3miHn | TMNY - 3miHa y MeToaax
BMNPOOYBaHHSA roTOBOro MikapcbKoro
3acoby; cynyTHs 3miHa: 3MiHa
napameTpiB cneuudikauin Ta/abo
[OMNYCTUMMX MEX rOTOBOrO NiKapCbKoro
3acoby - 3MiHu 4o cneumdikauii Ta
METOZB KOHTPOI0 rOTOBOro
nikapcbkoro 3acoby 3a nokasHuKkamu:
«OfHopIgHICTb O30BaHNX OAMHULLY,
«MikpobionoriyHa ynctoTa» - B
MeTOAMKN BHECEHI pefaKLiiHi NpaBKkuy;
«loeHTudikauisy» 3anponoHoBaHO
npoBOAUTM ABOMA MeToA4aMu
loeHTUdikauia A — meToaom
AbBcopbuinHoi cnekTpodoToMeTpii B
iHcppayepBoHin obnacTi arigHo AdY
2.2.24; |peHTndikauis B - meTogom
ApncopbuinHoi cnekTpodoToMeTpii B
ynbTpadioneToBi i BUAMMIN 0b6nacTsax
B YMOBaX KiflbKiCHOr0 BU3Ha4YeHHs
3rigHo A®Y 2.2.25; «2,3-
OVMETUNAHINUH» HOPMYBaHHS
3anuiieHo 6e3 3MiH, 3rigHo
pesynbTaTiB Banigauii B MeToaunky
BHECEHi 3MiHN NpoboniaroToBKM
BMNPOOYBAHOIO PO34MHY Ta KiNbKiCTb
BBEeZEHOI Npo6u, BHECEHI TEPMiHMN
36epiraHHa po3ynHiB Ta
anbTepHaTUBHY XpoMaTorpadiyHy
KOMNOHKy; «CynpoBigHi AOMILLKN»
HOPMYBaHHs! 3anuLieHo 6e3 3MiH,
MeToauka po3pobrneHa Ha OCHOBI
MoHorpadii «Mefenamic Acid Tablets»
BP 2017; «Po34MHEHHS» HOPMYBaHHSI
3anuvweHo 6e3 3MmiH, No pe3ynbTaTam
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

Banigauii B METOAMKY BHECEHI TEPMiHN
36epiraHHs po3yuHiB; «KinbkicHe
BM3HAYEHHS1» HOPMYBaHHSI 3anULLEHO
6e3 3MiH, MeTOAMKY BisyanbHe
TUTPYBaHHSA 3aMiHEHO Ha MeToz
ApcopbuinHoi cnekTpodoToMeTpii B
ynbTpadioneToBi i BUAMMIN 0b6nacTsax
arigHo A®Y 2.2.25; aminm Il Tuny -
3MiHa BUPOBHMKa
BVIXiAHOro/NpoMmiXHOro
npoaykTy/pearexTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNYOMY
npoueci A®l, abo 3amiHa BUpoGHuKa
(Bkntovatoun, oe HeobXxigHO, MicLe
NpoBeAEHHS KOHTPOo sikocTi) AdI -
BBeOEHHS HOBOro BnpobHuka, Ningbo
Smart Pharmaceutical Co., Ltd, China,
A®I medheHamMiHOBOI KUCNOTK 3
HapaHHaM macTep-danna (Version:
MFA-20160308-02 Open Part) oo Bxe
3aTBEpAXEHOro BUpobHUKa, 4OAaTKOBO
BBEAEHO TEPMiH MPUAATHOCTI 5 pokiB
B HOBOro BUpo6HMKa. BBeaeHHs
3MiH npoTsrom 3-x micsiliB 3 gaTm
nignucaHHa Hakasy MO3

90.

MIPAMICTUH®-
OAPHUNLUA

mas3b, 5 mr/r; no 15 r abo
30 ry Ty6i; no 1 Ty6i y
nayui; no 1000 ry
B6aHkax

MpAT
"®apmaueBTNYH
a cipma
"DapHuus"

YkpaiHa

MpAT
"®apmaueBTnyHa
dipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauiiHnX
maTepianis:
3MiHM | TNy - 3miHa agpecu micus
NpOBaKEHHS AiSnNbHOCTI BUPOOHMKa
cy6eTaHuii Mipamictun TOB
«PAPMXIM»; 3MiHM | TUNY - BUNYYEHHS
3 MaTepianis peecTpauifiHoro 4oCLe
BupobHuka A®I MipamictuH MpAT
«PapmaueBTUYHa dipma «JapHuusa».
BBeaeHHs 3MiH npoTArom 6-tn
MicALiB nicns 3aTBepaAKeHHsA

6e3 peuenma

UA/1804/01/01

91.

MOAENNb EPO

TabneTkn, BKpUTI
NMiBKOBOK 0BONOHKOH,
no 91 tabnertui y
6nicrepax (no 28
poxeBux TabneTok y 2
6nictepax Ta 35
TabneTok (28 poxeBunx
TabneTok Ta 7 6inux
Tabnetok) y 6nictepi);
no 3 6nictepu, wo
3acpikcoBaHi KOPOOKOIO-
KHMKEUKOH0; Mo 1
KOpOOBLi-KHMXL B
nakeTuky 3 oonbru; no 1

TOB "TeBa
YkpaiHa"

YkpaiHa

TOB TeBa
OnepenwHs MonaHg

Monblwa

BHECEHHS 3MiH [0 peecTpauiiHnX
maTtepianis:
BUMPaBEHHS TEXHIYHMX MOMUIOK Y
MeToAax KOHTPOIO SAKOCTi Npu
nepeHeceHHi iHdopmauii 3
peecTtpauinHoro gocke (p. 3.2.P.5.1) y
cneumdikauii poxeBux TabneTok Ha
TepMiH NPMAATHOCTI 3a NOKA3HNKOM
«CopgepxxaHue aTnHunacTpagmona B 1
TabneTtke» 6yno NOMUNKOBO 3a3HAa4YeHO
Ti )X caMi KpUTepii NPUAHSATHOCTI LLO i
Ha BUNyCK

3a peuerimom

UA/15294/01/01




55 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
nakeTuKy 3 donbru Ta
Haknemnkoto-kaneHaapem
B KOpoOLi
92. MOOUTEH OENO | posuvH ans iH'ekuin, 25 KPKA, o.4., CnoBeHisi KPKA, o.4., HoBo CnoBeHisi BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuyenmom UA/0893/01/01
mr/mn no 1 mn B amnyni; HoBo mecTO MecTo maTtepianis:
no 5 amnyn y 6nictepi; 3MiHu | TNy - 3MiHM BUNpobyBaHb abo
no 1 6nictepy B [0NYCTUMUX MEX, BCTAHOBIEHUX Y
KapTOHHIN kopobLj crneundikauisx, nig Yac BUpoGHMLTBa
roTOBOro MikapcbKoro 3acoby - 3mMiHu y
cneumdikaLii KOHTPONO AKOCTI Nif Yac
BMPOOHMLITBA rOTOBOTO MiKapCbKOro
3acoby; 3MiHm | TUNy - 3amMiHa y meTogax
BMNPOOYBaHHSA roTOBOro MikapCbKoro
3acoby - He3HayHa 3miHa y
3aTBEPAXEHNX MeToAax BUNPoOyBaHHS
3a n. «KonnyecTBeHHOe coaepxaHne
dnydeHasmHa gekaHoaTa» (3MiHa y
cnocobi NpUroTyBaHHS PO34nHY 3paska
npenapary Ans oTpMMaHHs 6inbLu
TOYHUX Pe3ynbTaTiB KiNbKiCHOro
BU3HAYEHHS1); 3MiHU Y MeToAax
BMNpoOyBaHb 3a n. CTepunbHiCTb
roToBOro fnikapcbKoro 3acoby
93. MOP®IHY po34nH Ans iH'ekuin 1 %, TOB Ykpaina TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmX 3a peyernmom UA/5174/01/01
rigpoxnoprua no 1 mn B amnyni; no 5 "XapkiBcbke hapmaueBTU4He marepianis:
amnyn y 6nictepi; no 1 hapmaueBTUYHE nianpueMcTBo 3MiHn | Tuny - 3MiHK Wwopo
abo 2, abo 20 6nictepis nigNpUEMCTBO "3popoB'st Hapoay" 6e3nekn/ehekTUBHOCTI Ta
y KOpOOLji 3 KapTOHY "3n0opoB's dapmakoHarnagy. BeeneHHs abo
Hapoay" 3MiHU OO y3aranbHeHVX AaHuX Npo

cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHnX Npo CUCTEMY
dapmakoHarnagy, amiHa
yNOBHOBaXeHOi 0cobu, BignosigansHol
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrnovawym
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-danna cuctemm
dapmakoHarnsay) - NMponoHoBaHa
pepakuis: ynoBHOBaXkeHa ocoba
3asBHMKA, BianoBiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTAKTHUX
OaHuX YNOoBHOBaXEHOT 0cobu
3asBHMKA, BiAnoBiganbHoI 3a
dapmakoHarnag
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

94.

MYKANTUH®
®OPTE 3
BITAMIHOM C

TabneTku xxyBasnbHi No
10 TabneTok y 6nicTepi,
no 2 a6o 10 6nictepis B
nayui

NAT
"Mannydapm”

YkpaiHa

NAT
"Knismegnpenapat”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHuX
MaTepianis:
3MiHu | TUny - 3miHa y metogax
BMNPOOYBaHHSA roTOBOro MikapCbKoro
3acoby — y 3B’s13Ky 3 BHECEHHSIM 3MiH
[0 METOAUKN BU3HAYEHHS KiNbKICHOro
BMicTy A®l MykanTuH (AnTei Tpasu
€KCTPaKT Cyxui1), ONTMMIi30BaHO
METOAMKY BUNPOBYBaHHS roTOBOrO
nikapcbKoro 3acoby 3a NOKasHWKOM
«KinbkicHe Bu3HayeHHs. A. BmicT
BiZIHOBIIOKOUYNX MOHOLIYKPIB» 3 METOH
yHidbikauii meToauk koHTportio APl Ta
roTOBOrO flikapcbkoro 3acoby; amiHu |
TMNy - 3MiHa y MeTogax BunpobyBaHHS
A®l abo BuxigHoro
MaTepiany/npomikHOro
NpoayKTy/peareHTy, Lo
BMKOPMCTOBYETHLCS Y NPOLIECI
BMpoGHMLTBa AP| — BHECEHI 3MiHM A0
meToay BunpobysaHHa A®l MykanTuH
(AnTei TpaBu eKCTpaKT Cyxun) 3a
nokasHNKoM «KinbKicHe BUSHAYEHHS»,
Lo 06yMOBIEHO OoNTUMi3aLlieto
npoLiecy KOHTPOIO, CKOPOYEHHS Yacy
aHanisy, aMeHLIeHHs1 BapiabenbHOCTi
MeToauKKN, MiHiMi3auii Aii 30BHILLHIX
dakTopis

6e3 peuenma

UA/4038/01/01

95.

HA3OHEKC®

cnpen HasanbHWK,
[o3oBaHui, 50 Mkr/goasy,
no 18 r (140 gos)
cycnexsii y
nonieTuneHoBomy
hbnakoHi 3 4O3yUMM
Hacocom-
po3nunoBaveMm,
3aKpUTUM KOBMAYKOM; No
1 onakoHy y KapTOHHIN
Kopobui

LWepiHr-NMnay
CenTtpan lct Al

LLiseruapis

LUepinr-Mnay Jla6o
H.B., benbris; MCQ
IHTepHewHn Mm6X
(cpinis Civranyp),
Cinranyp

Benbrisi/
Cinranyp

BHECEHHS 3MiH 0O peecTpauinHuX
maTtepianis:
3MiHuM | TMny - 3MiHK y Npoueci
BMPOOHMLITBA rOTOBOTO MiKapCbKOro
3acoby, BKMYa4m NPOMKHUN
NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOOHMLITBI rOTOBOrO MiKapCbKoro
3aco0by - BCTAHOBIIEHHS AianasoHy
Hagnuwky A®l momeTasoHy ypoaTy
MoHorigpaty (M®M) B npoueci
BMPOOHMLITBA rOTOBOTO fiKapCbKOro
3acoby Ans supobHuka LLepinr-NMnay
Jlabo H.B., benbris

3a peuernmom

UA/7491/01/01

96.

HA3OHEKC®
CUHYC

crpeu HasanbHUi,
[o30BaHui, 50 MKr/oosy
no 10 r (60 po3)
cycneHsii 'y
nonieTureHoBoMy
nakoHi 3 4O3yUNM
Hacocom-
po3nunoBavem,
3aKPUTVM KOBMaYyKoM; Mo

WepiHr-NMnay
CeHtpan lct Al

LLisenuapis

LWepinr-Mnay J1a6o
H.B., benbrig; MC[
IHTepHewwHn MTm6X
(cpinis Civranyp),
Cinranyp

Benbrisi/
Cinranyp

BHECEHHS 3MiH 00 peecTpauiiHnx
marepianis:
3MiHK | TUNy - 3MiHK y npoueci
BUPOBHMLUTBA rOTOBOrO NiKapCbKoro
3acoby, BKITIOYa4M NPOMDKHUN
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOOHULTBI rOTOBOrO MikapCbKoro
3acoby - BCTAHOBMNEHHS Aiana3oHy
Hagnuwky APl momeTasoHy dypoaTy

3a peuerimom

UA/11264/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

1 dorakoHy y KapTOHHIV
Kopobui

MoHorigpaty (M®M) B npoueci
BMPOOHMLITBA rOTOBOTO fiKapCbKOro
3acoby anst BupobHuka LWepinr-Mnay
Jlabo H.B., benebris

97.

HATPIIO
xnoeunpy
PO34U1H 0,9%

po34mH Ans iHdysin 0,9
% no 100 mn, abo no
200 mn, abo no 250 mn,
a6o no 400 mn abo no
500 mn y nasilkax

MNpuBaTHe
akuioHepHe
TOBapuCTBO

"IHy3ia"

YkpaiHa

MNpuBaTHe
akuioHepHe
TOBapucTBO

"IHy3ia"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnX
maTepianis:
3MiHM | TURy - 3mMiHa po3mipy cepii
(Bkntoyatoum gianasoH po3mipy cepii)
roTOBOrO fikapcbkoro 3acoby -
36iNbLUEHHSI TEOPETUYHOIO PO3MIpYy
cepii B peakTopax npu NpurotyBaHHi
J13: 3anponoHosaHo: 2000,00 n,
4000,00 n, 8000,00 n (no 100 mn-
78895 nnswok; no 200 mn-39702
nnsawok; no 250 mn-31620 NNALWOK; no
400 mn-19846 nnsawok; no 500 mn —
15686 nnsaLwok)

3a peuernmom

UA/12049/01/01

98.

HA®TUOEPUN

PO34nH HaLKipHUn 1%
no 10 mn y drakoHi, no
1 donakoHy y nauyuij 3
KapToHY

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH 40 peecTpauifiHnx
maTepianis: 3miHu |l Tuny - 3miHn wWoao
Gesnekn/edekTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(1) 0o 3060B'A3aHb Ta YMOB
BMAaYi peecTpaLiiHoro NOCBiAYEHHs,
BKkNtoyatoun [naH ynpaeniHHA
pusnKkamm (3aCTOCyBaHHS 3MiH(K),
siki(a) BMMaratoTb(€) nogansbLIoro
06r'pyHTYBaHHS HOBMMU AO4ATKOBUM
AaHVMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKM
BMMaraeTbCsl CyTTeBa OLjiHKa
KOMMETEHTHVMM OpraHoM) BukoHaHHs
30608'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkty 1.8 gopatky 5 go Mopsiaky
NpoBeAeHHSA eKcnepTnamn
peecTpauinHux MaTepianis Ha nikapcbki
3acobu, Lo NoJalThCs Ha AePXKaBHY
peecTpauito (nepepeecTpallito), a
TaKoX eKcnepTnan maTepianis npo
BHECEHHS 3MiH 0O peecTpauifiHnx
marepianis NpoTArom Aii
peecTpaLiiHoro NOCBIAYEHHS,
3aTBepaxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

6e3 peuenma

UA/16382/01/01

99.

HEPBOXEE/b

Tabnetku no 50
TabneTok y KOHTenHepi
noninponineHoBomy; no
1 KOHTelrHepy B kOpobLi
3 KapTOHY

Bionoriwe
XannbmiTTens
Xeenb MM6X

HimeuunHa

Bionoriwe
XannbmiTTenb
Xeenb 'M6X

HimeuunHa

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis:
3MiHK | TUNy - 3MiHK, NOB'A3aHi 3
HeOoOXiaHICTIO NpuBeaeHHS y
BigNoBigHICTb 40 MoHorpadii APY abo
€Bponericbkoi hapmakonei, abo iHWoi

6e3 peuenma

UA/2947/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
HauioHanbHoi hapmakonei Aepxasu
€C - 3miHn y Cneunddikauii A®I ansa
MaTEepPUHCLKOT TUHKTYpK Strychnos
ignatii, y 3B'A3Ky 3 NPUAHATTAM BUMOT
ANS KOHTPOSO CUPOBWHM BiAMNOBIAHO
00 YMHHOI MoHorpadii €sp.Papm.
«Ignatia for homoeopathic
preparations» 3amictb HAB moHorpadii
NpO CUPOBUWHY I MaTEPUHCBKY TUHKTYPY
100. HITPOCOPBI[ Tabnetku no 10 wmr, no TOB HaykoBo- YkpaiHa TOB HaykoBo- Ykpaina BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuyenmom UA/6831/01/01
50 TabneTok y 6aHui; no BMPOGHMYa BMPOGHMYa dipma matepianis:
1 6aHui B nayui 3 dipma "Mikpoxim" 3MiHu | TUny - 3miHa y metogax
KapToHy; o 10 "Mikpoxim" BMNPOOYBaHHSA roTOBOro MiKapCbKoro
TabneTok y 6nictepi; no 3acoby (iHwWwi 3MiHM y MmeTodax
5 GnictepiB y nayui 3 BMNpobyBaHb (BKMOYa4m 3amiHy abo
KapToHY [OMNOBHEHHS))
101. HOBAIPA 100 TabneTku, BKPUTI €Bpo Jlandkep Benuka MapkcaHc ®apma IHais BHECEeHHS1 3MiH [0 peecTpaLiiHnx 3a peyenmom UA/9740/01/02
NNiBKOBOK OOOOHKOI0, N BpuTaHia Nto maTtepianis:
no 100 mr, no 1, 2, abo 4 3MiHu | Tuny - 3miHn wopao
TabneTku y 6nictepi, no Ge3nekn/edekTUBHOCTI Ta
1 6riicTepy B KapTOHHiW hapmakoHarnsiny. BeegeHHs abo
kopobui; no 4 TabneTkn 3MiHM OO0 y3aranbHeHVX AaHuX Npo
y 6nictepi; no 2 cuctemy cdapmakoHarnsiay (BBeAeHHs
onictepn y KapTOHHIN y3aranbHeHNX AaHnX Npo CUcTemy
Kopobui dapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnagy B YKpaiHi, KLLO BOHa
BiJMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAMNOBiganNbHOT 3a 34iNCHEeHHS
apmakoHarnagy (Bkrovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MmiLleHHi macTep-darna cuctemm
hapmakoHarnagy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a hapmakoHarnag: NponoHoBaHa
pepakuisa — benikosa CaiTnaHa
MuxannisHa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 34iicCHeHHs papMakoHarnagy
102. HOBAIPA 25 TabneTkn, BKPUTI €spo Jlandkep Benuka MapkcaHc ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/9740/01/01
NNiBKOBOK 06OMOHKOI0, N BpuTtaHis Ntg MaTepianis:

no25wmr,no 1, 2, abo 4
TabneTkn y 6nictepi, no
1 6nicTepy B KapTOHHIN
kopobui; no 4 TabneTkn
y 6nictepi; no 2
GnicTepu y KapToHHIW

3MiHu | Tuny - 3MiHn wono
6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHM [0 y3aranbHEHUX JaHuX Npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Npo cucTemy
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Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

Kopobui

hapmakoHarnsigy, amMiHa
yrnoBHOBaxeHoi ocobu, BignoeiganeHoi
3a 34iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asABHUKa 419 3AINCHEeHHS
hapmakoHarnagy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi yNMOBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34iCHEHHS
dapmakoHarnagy (Bkrovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-taina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0cobu, BignosigansHoi
3a hapmakoHarnsa: MNponoHoBaHa
pegnakuis — benikoBa CaiTrnaHa
MuxannisHa. 3MiHa KOHTaKTHUX AaHuX
yrnoBHOBaxeHoi ocobw, BignosiaaneHoi
3a 34iicCHeHHs hapMakoHarnagy

103.

HOBAI'PA 50

TabneTkn, BKPUTI
NniBKOBOK 0BOOHKOM,
no 50 mr, no 1, 2, abo 4
TabneTkn y 6nictepi, no
1 GniicTepy B KapTOHHi
kopobui; no 4 TabneTkn
y 6nictepi; no 2
6nictepn y KapTOHHIN
Kopobui

€Bpo Jlandkep
nTg

Benuka
BpuTaHia

MapkcaHc ®apma
Jtg

IHAis

BHECEHHS 3MiH 4O peecTpauiiHnX
maTepianis:
3MiHuM | TUny - 3MiHn Wwoao
6e3nekn/edpeKkTUBHOCTI Ta
dapmakoHarnagy. BeeaeHHs abo
3MiHM [0 y3aranbHEHUX AaHuX Npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Npo cucTemy
dapmakoHarnagy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 30iiCHEHHA bapmakoHarnagy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asBHMKA NS 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SiKLLO BOHa
BigMiHHa Big yNOBHOBaXeHOI ocobu,
BiANoOBiganbHOI 3a 3AiINCHEHHS
hapMakoHarnagy (Bkrovarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-gdainna cuctemm
hapmakoHarnsgy) - 3miHa
yrnoBHOBaXeHoi ocobu, BignosigansHoi
3a cpbapmakoHarnsg: lNMponoHoBaHa
pegnakuis — benikoea CaiTnaHa
MuxannisHa. 3MiHa KOHTaAKTHUX AaHuX
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iMCHEHHS dhapmakoHarnagy

3a peuenmom

UA/9740/01/03

104.

HOJIbMA3A®

niodpinizaT ANst po34nHy
ans in’ekuii no 40 wr, 1
abo 5, abo 10, abo 20
dnakoHiB 3
nioginizatom y
KapTOHHIN kopobui

KPKA, o.a.,
HoBso mecTo

CnoBeHisi

BMPOOHULITBO
Hepo3dacoBaHoi
npogykuii "bulk",

nepBUHHE Ta

BTOPUHHE
nakyBaHHS,

DdpaHuis/
MopTyranis/
CnoBeHisi

BHECEHHS 3MiH 00 peecTpauiiHnx
matepianis:
3MiHK | TUNY - NoAaHHA OHOBMIEHOTO
cepTudikaTa BigNOBIAHOCTI
€ponericbkin bapmakonei Ne R1-CEP
2009-323-Rev 00

3a peuerimom

UA/7955/02/01




60 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
KOHTpOrb cepii: Ans gitoyoi pevoBuHn Pantoprazole
Banpedapm, sodium sesquihydrate Big Bxe
®paHuis; 3aTBEPOKEHOr0 BUPOGHUKa
BMPOBHULITBO
Hepo3adacoBaHoi
npoaykuii "bulk",
nepBuHHE
nakyBaHHs:
Codapimekc-
IHpacTpia Keivika e
dapmavesTika, C.A.,
MopTyranis;
BTOPWHHE
nakyBaHHs1 ,
KOHTPOINb cepii Ta
Bunyck cepii: KPKA,
A.4a., Hoeo mecTo,
CnoBeHis
105. HYTPUDINEKC pO34nH Ans iHdY3i no B. BpayH HimeuyunHa B. BpayH Meawvkan LLisenuapis BHECEHHS 3MiH [0 peecTpauifiHuX 3a peyenmom UA/7915/01/01
MNEPI 1000 mMn y MilKy Menb3yHren Al CA MaTepianis: 3MiHu | Tuny - 3miHn Wwono
NnacTMKOBOMY 6e3nekn/edekTUBHOCTI Ta
ABokamepHomy (400 mn apmakoHarnsay. BeegeHHs abo
PO34MHY aMiHOKUCIIOT, 3MiHU [0 y3aranbHEHWUX AaHuX Npo
600 Mn po3unHy cuctemy cbapmakoHarnsagy (BBegeHHs
rmoKo3un); No 1 miLky B y3aranbHeHUX AaHnxX Npo cuctemy
nnacTMKoBOMY hapmakoHarnsigy, amMiHa
3aXMCHOMY MILLKY i3 yrnoBHOBaxeHoi 0cobu, BignoeiaansHoi
copbeHToM; Mo 5 MmiLukiB 3a 3gilicHeHHs hapmakoHarnsagy;
Y KapTOHHI Kopobui; no KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
2000 mn y MiLky 3asBHMKa ANS 34INCHEHHS
NNacTUKOBOMY papmMakoHarnagy B YkpaiHi, SKLLO BOHA
nBokamepHomy (800 mn BiAMiHHa Bifl YNOBHOBaXeHOi ocobu,
PO34MHY aMiHOKUCIOT, BiANoBiganbHOT 3a 34iNCHEHHS
1200 mn po34nHy hapmakoHarnsgy (BKrnovaym
rNOKO3M); No 1 MiLLKky B KOHTaKTHi AaHi) Ta/abo 3MiHn y
nnacTMKoBOMY pOo3MmiLleHHi macTep-darina cuctemm
3aXMCHOMY MILLIKY i3 dapmakoHarnsay) - 3MiHa KOHTaKTHOT
copbeHToM; no 5 miLlkiB ocobu, BignoBiganbHoi 3a 34iMCHEHHS
y KapTOHHil kopobui dapmakoHarnagy. [itoya pegakuis -
CupoTuHcbka Mapuha Op'iBHa.
[MponoHoBaHa peaakuis -J1IaxoBCbKUin
Bonoanmup OnekcaHgpoBuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0coou,
BiANOBIAaNbHOI 3a 3AiCHEHHS
hapmakoHarnsgy
106. OBEPIH® po3umH ang iH'ekuin, 250 TOB "Teonik YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0O peecTpauiiHnx 3a peyenmom UA/15657/01/01
Mr/2 Mn no 2 mn Papm aKuioHepHe matepianis: 3minu Il Tuny - 3miHn wWopo
po3uumHy (250 mr/2 mn) B MapkeTuHr TOBapuCTBO 6e3nekn/edekTMBHOCTI Ta
amnyni, no 5 amnyn y Mpyn" "ekxim-Xapkis" dapmakoHarnsgy. BHeceHHs abo

KOHTYPHI/ YapyHKOBI

3MmiHa(1) Ao 3000B'A3aHb Ta yMOB
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Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

ynakoBLi, no 1
KOHTYPHIN YapyHKOBIl
ynakoBLi B nayui 3
KapTOHY

BMAAYi peecTpaLiiHoro noceigvYeHHs,
BKMtoyatoum MNnaH ynpaeniHHA
pu3mKamm (3acToCyBaHHS 3MiH(1),
AKi(a) BMMaratoTb(€) noAanbLLIoro
06r'pyHTYBaHHsSi HOBUMW JOAATKOBUM
AaHyMu, Lo MalTb HajaBaTucs
KOMNETEHTHUM OpPraHoM, OCKiNbKu
BMMaraeTbCs CyTTeBa OLjiHKa
KOMNETEHTHUM OpraHom) BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 gopaTky 5 go Mopsaky
NpoBeAEeHHS eKcnepTuamn
peecTpauiiHnx MaTepiarniB Ha fnikapcbki
3acobw, Lo NoAalTbCsA Ha AePXKaBHY
peecTpauito (nepepeecTpalito), a
TaKoX eKcnepTn3n maTepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX
Martepianis NnpoTarom gii
peecTpauinHOro NocBigvYeHHs,
3aTBepAXeHoro Hakaszom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460). 3MmiHn
BHECEHI [0 iHCTPYKLii y po3ainu
"OcobnumBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogysaHHs rpyaaro” 3rigHo 3 AaHUMM
oo 6e3neku Aito4oi pe4OBUHM.

107.

OKOMICTUH®

Kpanni oYHi/BYyLLHI/ANS
Hoca, po3uunH 0,01 % no
5 mn abono 10 mny
dnakoHi nonimepHomy 3
KpanenbHuLeto; no 1
dnakoHy B navui

MeraiHcdapm
mM6X

ABcTpis

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHmX
maTtepianis: 3miHu | Tuny -
AgmiHicTpaTuBHi 3miHW. 3miHa
HaiMeHyBaHHs Ta/abo agpecu micus
NpoBaXeHHS AiANbHOCTI
BMpobHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, Bknoyawuim
AinbHULUI BUNYycKy cepii abo micue
NpoBEAEHHS KOHTPOSHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBinae
BMPOGHMK/iMMopTep, BKMOYa4un
BWNYCK Cepilt) - 3MiHa agpecu
BMpOoBHMKa, 6e3 3MiHW Micusi
BMpPOGHMUTBA

3a peuyernmom

UA/7537/01/01

108.

NAKNITAKCEN
"EBEBE"
(NOBTOPHUIA
PO3rnsan)

KOHLieHTpaT Ans
pO3unHy Ans iHdysin, 6
mr/mn no 5 mn (30 mr)
ab6o 16,7 mn (100 wmr),
abo 25 mn (150 mr), abo
35 mn (210 wmr), abo 50
M1 (300 mr) y donakoHi,
no 1 drakoHy B
KapTOHHi Kopobui

EBEBE ®apwma

[ec.m.6.X. Hoor.

KIr

ABcTpis

MNOBHUIN LWKI
BMPOGHMLTBA:
EBEBE ®apma

lec.m.6.X. Hopr. KT,
ABCTpis;
TecTyBaHHsa: MIMJ1
Mikpobionoriwec
Mptocpnabop Mm6X,
ABCTpIg;

AscTpisi/
HimeuunHa

BHECEHHS 3MiH 0O peecTpauiiHnx
marepianis:
BUMNpPaBIEHHS TEXHIYHUX NOMUIIOK Y
MKA, ki 6ynu gonyLueHi npu
nepepeecTpadii nikapcbkoro 3acoby
npu nepeHeceHHi iHpopmallii 3
peecTpauinHoro 4ocbe (po3ain
3.2.P.5.2) byno HeBipHO BMKNagaeHo
YyacTuHy metoaunkun «Onpeaenexve

3a peuernmom

UA/0714/01/01
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Ymoesu

Homep

Ne n/n

Hasea
JliKapcbKO20

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

sidnycky

peecmpayiliHo2o
noceidYyeHHs1

3acoby

Jlabop N1 + C ATl',
HimevynHa

cofiepXKaHusi COMNyTCTBYIOLLMX BELLECTB
(BOXKX)»

UA/14142/01/01

109.

NAHFACTPO®

MOPOLLIOK Ar1si PO34UHY
ons iv’ekuii no 40 wr, 1,
abo 5, abo 10 conakoHis
3 MOPOLLKOM Y KapTOHHiM
Kopobui

CaHpos
dapmachkioTikan
34.4.

CrnoBeHisi

Jlek
PapmaueBTNYHa
KomMnaHis a.4a.

CrnoBeHisi

BHECEHHS 3MiH 40 peecTpauiiHnx
MaTtepianis: 3miHu | Tvny - 3MiHK Woao
Ge3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. 3miHa y KopoTkin
XapaKTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeON4YHOro 3acToCyBaHHS Ha nigcTasi
perynsipHO OHOBIOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk
pes3ynbTaT OLiHKM 3BiTY 3 AOCAiAXEHb,
NpoBeAEeHVX BigMNoBIigHO A0 NnaHy
nepiaTpnyHux gocnigxens (PIP) (3MiHy
Y3rOKEHO 3 KOMMNETEHTHUM
YMOBHOBaXEHNM OopraHomM) 3MiHu
BHECEHi 10 iIHCTPYKUii Ans MmeguyHoro
3acTocyBaHHS fikapcbKkoro 3acoby y
po3ainu: "Bsaemogis 3 iHwumun
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemopin", "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo roayBaHHs
rpyaa”, "3gaTHiCTb BNNMBaTK Ha
LUBMAKICTb peakLii Npy KepyBaHHi
aBTOTPaHCNoOpTOM abo iHWKMMK
mexaHiamamu", "lMobivHi peakuii”
BiANOBIOHO 4O OHOBIEHOI iHcpopmalii 3
6e3neku ito4oi peyoBnHU. BBeaeHHs
3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBepKeHHs. 3miHu | Tuny -
AamiHicTpaTUBHI 3MiHW. 3MiHa Ha3BM
nikapcbkoro 3acoby - 3MiHW BHeceHi
LLOA0 Ha3BM NiKapcbKoro 3acoby
B3atBepaxeHo: MAHTACTPO
(PANGASTRO) 3anponoHoBaHo:
MAHFACTPO® (PANGASTRO®).
BBeaeHHs 3miH npoTarom 6-Tn micauis
nicnsi 3aTBepAKeHHS

3a peuenmowm

UA/5684/01/01

110.

NAHKPEATUH

NopoLUoK (cybcTaHuis) B
nonieTUNEeHOBUX MilKax
Ans BupobHuuTBa
HECTepPUIbHUX

nikapcbkux gopm

MAT "BitamiHn"

Ykpaina

BIO3IM
[e3enbwadT drop
EHsimTexHonori M6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis: 3miHu | TMny - 3MiHK 3
sKkocTi. A®l. KoHTtponb A®I. 3miHa y
napameTpax cneuudikauin Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauiax Ha A®l, abo
BMXiAHVMN/NPOMDKHUI NpoAyKT/pearexT,

IO BUKOPUCTOBYHKTbLCA Y npoueci
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63
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
BMPOGHMUTBa ADI (iHLWi 3MiHN).

CynyTHS 3MiHa - 3MiHu 3 sikocTi. ADI.
KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHA APl abo BuxigHoro
marepiany/npoMixxHoro
npoaykTy/peareHTy, Lo
BVIKOPVICTOBYETbLCS Y NPOLECI
BMPOGHMUTBa ADI (iHLWi 3MiHK Y
MeToAax BUNPoOyBaHHS (BKIIHOYaoun
3amiHy abo fgonoBHeHHs) APl abo
BUXiQHOTO/NPOMIXKHOIO NPOAYKTY) 3a p.
«Onucy» 3aTBEepAXeHo: «KAMOPGHUI
NOPOLLIOK Bifi KOPUYHEBOIO A0
KPEMOBOFO KOMbOpPY»; 3anpONOHOBaHO:
«3nerka KopM4YHeBMn aMopdHNIA
nopotuoky. 3a p. «lgeHTudikauis» B
cneuudikauii BinbyBaloTbC peaakLiiHi
3MiHK. 3a p. «XKup» i «BTpata B maci
npu BUCYLLYBaHHI» peAakuiiiHi 3MiHu i
YTOYHEHHS crneundikauii
(3aTBepaxeHo: He binbLe 5,0 %;
3anponoHoBaHo: MeHwe 5,0%).
YTOYHEHHs cneumdikauii 3a
nokasHNKom «KinbkicHe BUSHAYEHHS»,
Takox 3a p. «KinbkicCHe BU3HaYEHHS.
AMINoniTMYHa aKTUBHICTbY 3aMiHa
CTaHgapTHOro 3paska aminasu i ninasmu
Ha CTaHJapTHWI 3pa3oK aminasu 3
BiANOBIgHO 3MiHO NPo6oniaroToBKM.
3a p. «KinbkicHe BU3HAYEHHS.
JlinoniTuyHa akTMBHICTb» 3aMiHa
CTaHA4apTHOro 3paska aminasu i ninasmu
Ha CTaHA4apTHWUIA 3pa3okK ninasu 3
BiANOBIgHO 3MiHO Npo6oniaroToBKuU.
3MiHn | TUny - 3MiHn 3 axocTi. API.
CrabinbHicTb. 3miHa nepioay
NOBTOPHKX BMNpoGyBaHb/nepioay
36epiraHHsi abo ymoB 36epiraHHs ADI
(3a BigCyTHOCTI ¥ 3aTBEpPOXEHOMY
pocbe cepTudpikata BignoBiAHOCTI
€BponeWncokin dapmakonei, Lo
BKIOYa€E nepiog NOBTOPHOrO
BMNpoOyBaHHS) (nepiog NOBTOPHOIO
BMNpoOyBaHHs/nepioa 36epiraHHs) -
3MiHa ymoB 36epiraHHst ADI
3miHa ymoB 36epiraHHs ADI
naHKpeaTuH Yy 3B 3Ky 3 OHOBJIEHOIO
iHdbopmauieto B DMF Bupo6HMKa. 3MiHu
| Tuny - 3miHn 3 akocTi. ADI.

Brpo6HMLUTBO (iHLLi 3MiHW)
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Hasea
JliKapcbKO20
3acoby
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3asisHUK

Kpaina
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BupobHuk

Kpaina
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PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o

111. NAHTEHON-

TEBA

Ty6i; no 1 Ty6i y
KapTOHHIN kopobui

masb 5 % no 35 masi y

paTiodapm
MM6X

HimeuunHa

Bunyck cepii:

Himeyuunna

BinbyBaeTbcsa kKOpekTHe HanncaHHA
cknapgy cybcrtaHuii 6e3 rioro dhakTuyHoi
3MiHun. [lo 3aTBEpPAKEHOrO BU3HAYEHHS

[0O3€ETLCA: «AOMNOMIKHA PEeYOBUHA:
nakTo3a, MoHorigpat. AKTUBHICTb
naHKpeaTuHy CTaHOapTU3YeTbCst

LUNISIXOM AOAABaHHS NaKkTo3n
MOHoOrigpaT B IKOCTi fLONMOMiXKHOT
PEYOBUHUY

noceidYyeHHs1

112.

NAHTECTUH-
OAPHULA®

renbno 15ra6o 30ry

Ty6i, no 1 Ty6i B nayui

MpAT
"dapmaueBTUYH
a dipma

Ykpaina

Mepkne 'mbX,
HimeyunHa;
BupobHuuTBO
Hepo3adacoBaHoi
npoAayKuii, nepBnHHa
Ta BTOPVHHA
ynakoBKa, KOHTPOmb
SIKOCTI:
Mepkne M'm6X,
HimeyumnHa

MpAT
"dapmaueBTnYHa

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmX
MaTepianis: 3miHu |l Tuny - 3miHn Wwopo
Ge3nekn/eekTUBHOCTI Ta
hapmakoHarnsgy. BHeceHHst abo
3MmiHa(1) Ao 3060B'A3aHb Ta yMOB
BMAaYi peecTpauifiHoro NocBig4YeHHs,
BKMtovatoum NnaH ynpaeniHHS
pu3nkamm (3aCToCyBaHHS 3MiH(M),
siki(a) BMMararoTb(€) noganbLoro
06r'pyHTYBaHHSI HOBUMW JOAATKOBUM
AaHUMK, WO MaloTb HaJaBaTucs
KOMNETEHTHUM OpPraHoOM, OCKiNbKu
BUMMaraeTbCsl CyTTEBa OLiHKa
KOMNETEHTHUM OpraHoM) BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NIANYHKTY
1.13 nyHkTy 1 popatky 15 no Mopsiaky
NpoBeeHHsI eKCNepTUsn
peecTpauiiH1X MaTepianiB Ha fnikapcbki
3acobw, Lo NoAalTbCA Ha AePXKaBHY
peecTpauiio (nepepeecTpalito), a
TaKkoX ekcnepTnan martepianis npo
BHECEHHS 3MiH [0 peecTpaLiniHMX
mMaTepianis NpoTarom aii
peecTpauinHOro NoceigvYeHHs,
3aTBepaxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MOS Big 23.07.2015 Ne 460)
BHECEHHS 3MiH 0 peecTpaLinHmX

6e3 peuenma

UA/7142/01/01

113.

NEr-oincTum

PO34MH Ans iH'ekuin, 6
mr/0,6 mn, no 0,6 mn (6

Mr) y nonepeaHbo

"[lapHuLs"

TOB "o3
"BIO®PAPMA"

YkpaiHa

dipma "OapHuus”

TOB "®3

Ykpaina

«DPAPMXIM»; 3MiHu | TUNYy - BUNYyYEHHs

MaTepianis:

3MiHu | TUNYy - 3miHa agpecu micus

NPOBaPKEHHS AiANbHOCTI BUPOOHUKa
cy6cTaHuii Mipamictun TOB

3 MaTepianis peecTpauiiHoro OCkbe
BnpobHmka A®I MipamictuH MpAT

«®apmaueBTryHa cipma «dapHuusay».
BBepeHHs 3miH npoTsArom 6-tu
MicsiLiB nicns 3aTBepAKEHHSA

6e3 peuenma

UA/1602/01/01

"BIO®PAPMA"

BHECEHHS! 3MiH 0O peecTpauiiHnx
matepianis:

3a peuerimom

3MiHu | TMny - 3MiHn wopgo

UA/15552/01/01
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
HanoBHEHOMY LUNpWL, 6e3nekn/edeKTUBHOCTI Ta
no 1 nonepegHLO bapmakoHarnsgy. BeeneHnHs abo
HarnoBHEHOMY LUNPULY Y 3MiHW [0 y3aranbHEeHUX AaHWX Npo
6nictepi, no 1 6nictepy cuctemy dapmakoHarnsaay (BBeAeHHS
B KapTOHHiIl kopobuj; no y3aranbHeHUX AaHnx Npo cuctemy
0,6 mn (6 Mr) y donakoHi, dapmakoHarnagy, amiHa
no 1 cornakoHy y YMOBHOBaXeHOi 0cobu, BignosigansHoi
6nictepi, no 1 6nicrepy 3a 3gilicHeHHst hbapmakoHarnsagy;
B KapTOHHIN kopobui KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3asBHMKA NS 3A4iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
BiAMiHHa Bl YNOBHOBaXeHOi ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bknovaym
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnagy) - NponoHoBaHa
pepakuia — Qurac OiaHa
OnekcaHppiBHa.
3MiHa KOHTaKTHUX AaHuX
yrnoBHOBaxeHoi ocobu, BignosigansHoi
3a 3filicHeHHs bapmakoHarnagy
114. NEHTAJIH IC® Tabnetku, no 10 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH JO peecTpaLiiHnx 3a peuenmom UA/8694/01/01

Tabnetok y 6nictepi, no
1 6nictepy B nayui 3
KapToHy; no 10
TabneTtok y bnictepax

[004aTKOBO
BignoBsiganbHicT
0 "IHTEPXIM"

[04aTKOBOO
BignoBiganbHICTO
"IHTEPXIM",
YkpaiHa (BUpOoOHMK,
BignoBiganbHUn 3a
BUNYCK Cepii;
BMNPOBYBaHHS
KOHTPOIO SKOCTI
(chiznyHi/ximiyHi,
MikpobionoriyHa
uucroTa),
36epiraHHs rotToBoi
NPOAYKLT;
BMPOGHMLTBO,
36epiraHHs (roToBoi
npoAayKLuii, CUPOBUHM
Ta maTepianis);
BMNpOOYBaHHS
KOHTPOItO AKOCTI
(di3nyHi/XimivHi))

maTtepianis:
3MiHu | TUny - 3MiHa napameTpis
cneumngikauin Ta/abo 4ONYCTUMUX MeX
NepBMHHOI YNakoBK/ rOTOBOrO
nikapcbkoro 3acoby (AONOBHEHHS
cneumgikaLii HOBUM NOKA3HMKOM 3
BigNOBIOHMM METOAOM BUMNPOBYBaHHS);
3MiHu | TNy - 3MiHM BUNpoGyBaHb abo
OONYyCTUMMNX MEX, BCTAHOBMNEHNUX Y
cneundikauisx, nig yac BUpobHULTBa
roTOBOro nikapcbkoro 3acoby
(BUMYYEHHS HECYTTEBOIrO
BMNpo6yBaHHS B NpoLeci
BMPOGHMLTBA); 3MiHu | Tuny -
BUINYyYeHHsi BUpobHuka AdI
deHobapbitan, y 38’A3Ky 3i
3aKiH4eHHAM TepMiHy aii Pl gaHoro
BMpo6HMKa B YKpaiHi; 3miHu | Tuny -
npuBefeHHs cneumadikalin Ta metogis
BXiJHOrO KOHTPOO Ha AOMOMiXKHI
peyvyoBUHM Y BIAMNOBIAHICTL A0 BUMOr EP
Ta OdY; 3minum | TUNY - goaasaHHA 4o
cneuudikaLii IPOMiIXXHOTO NPOAYKTY
«HeposdacosaHi TabneTkn» 3
BiANOBIAHUM MeToAoM BUNPOBYBaHHS
nokasHuka « CTupaHicTb»; 3miHu | Tuny
- NpUBeAEHHs cneungikaLii Ta meToais
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

KOHTPOIH0 FOTOBOIO NiKapCbKoro
3acoby y BignoBigHICTb 4O BUMOT
gitoyoro BuaaHHa ODY; 3amiHm | Tuny -
[o[aBaHHs o crneundikauii Ta
MeTOAIB BXigHOro koHTpornto Ad|
Kogeiny dpocdat nokasHuka «N,N-
OVMETUNaHiniH» ans BupobHuka
Alkaloida Chemical Company Zrt. y
BigMNOBIQHICTb 4O AOKyMeHTauii
BMPOGHWKA; 3MiHW | TUMY - NpuBEAeHHSA
crneundikaLii Ta MeToaiB KOHTPOMO
nNpoMixXHOT npoaykuii Ao Bumor MKA
roToBOro fikapcbkoro 3acoby Ta aito4oi
pepakuii APY; 3MiHn | TURY - 3MiHK ¥
npoteci BUpobHULTBA FOTOBOIO
nikapcbKkoro 3acoby, Bkioyawuim
NPOMIXXHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOOHULTBI
roTOBOrO fikapcbKoro 3acoby; 3minu |
TMNY - 3MiHW Y cneumaikauii Ta
mMeToaax KoHTposno AdI
PeHobapbitan; 3amiHu | TUny - 3MiHK Y
crneumdikaii Ta MeTogax KOHTPOr
A®| Kogeiny dpocdar, y 38’A3Ky 3
NpVBEAEHHAM A0 Ai0YOoro BuaaHHA
OdY; 3amibm | TMNy - npvBeAeHHs
cneuudikauii APl Kodeiny 6eHsoat 3a
NnoKasHUKOM «loeHTudikauis» Ta
«MBUY» y BignosigHicTb A0 BUMOr
aitoyoro BuaaHHa OdY; 3aMiHm | Tuny -
3MiHK y cneyudikadii Ta MmeTogax
KoHTponto Ad| KodeiH; 3amiHn | Tuny -
3MiHK y cneundikauii Ta meTogax
koHTporto A®I MapaueTtamon, y 3B’a3Ky
3 NpuBEAEHHSAM 40 Ai040ro BUAaHHs
O®dY, a came, yTOYHEHHA KpUTepiiB
NPUNHATHOCTI Ta METOAMKM 3a
nokasHukom «MBY»; 3amiHu | Tuny -
npueseneHHs cneuundikadii Ta metoais
BXigHoro koHTponto A®| deHobapbitan
y BiANOBIAHICTb A0 Ait040ro BUAAHHS
EP ta O®Y; 3miHu | Tuny - npuBegeHHs
crneundikauii Ta meTogiB BxigHOro
KoHTponto A®| Mapavuetamon y
BiANOBIQHICTb A0 Aitoyoro BuaaHHs EP
Ta O®Y; 3miHum | TMNy - npuBeaeHHs
crneundikaLii Ta MeToaiB BXigHOro
KoHTpornio A®| KodeiH y BianoBigHICTb
0o aitodoro BuaaHHsa EP ta Y, amiHn
| TUNYy - NpuBeAeHHs cneundikadii Ta
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MeTOAiB BXiAHOro koHTporto Ad|
KopeiHy dpocdart y BignosigHicTe Ao
nitodoro BuganHs EP 1a oY

115.

NEHTANTH-®C

Tabnetku no 10
TabneTtok y 6nictepi; no
1 6nictepy B nayui 3
kapToHy; no 10
TabneTok y 6nictepax

TOB "®apma
Crapt"

YkpaiHa

TOB "®apma Crapt"”

YKkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis:
3MiHK | TUNY - NogaHHA OHOBNEHOTO
cepTudikaTy BiZNOBIAHOCTI Big Aitoyoro
BMpo6HMKa, 3anponoHoBaHo: R1-CEP
2001-356-Rev 04

3a peuernmom

UA/2617/01/01

116.

NEHTACE[

Tabnetkn, no 10
TabneTtok y 6nictepi, no
1 6rictepy B kopobui 3
KapToHY

TOB
"XapkiBcbke
hapmMaueBTUYHE
niagnpueMcTBo
"3opoB's
Hapoay"

Ykpaina

TOB "XapkiBCbke
capmaueBTUYHE
nignpuMemMcTeo
"3popos's Hapoay"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLifnHmX
MaTepianis:
3MiHu | Tuny - 3MiHn wono
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHM [0 y3aranbHEHUX AaHuX Npo
cuctemy cbapmakoHarnsigy (BBegeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3iicHeHHs bapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asBHMKA NS 34iINCHEHHS
hapmakoHarnagy B YKpaiHi, AKLLO BOHA
BigMiHHa Bi yNOBHOBa)eHOT ocobu,
BiAnNoBiganbHOI 3a 3A4iNCHEHHS
hapmakoHarnsgy (Bkro4vaum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLleHHi MacTep-danna cuctemm
dapmakoHarnsgy) - MNponoHoBaHa
peaakuis: ynoBHOBaxeHa ocoba
3asiBHMKA, BianoBiganbHa 3a
chapmakoHarnag - 3umuubka MapuHa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHuX YyNOBHOBaXEHOT 0cobu
3as1BHMKa, BignoBigansHoi 3a
dapmakoHarnag

3a peuyernmom

UA/5787/01/01

117.

NEPUHOONPUNII
HOANAMIO
®OPTE-TEBA

TabneTkn, BKpUTI
NniBKOBOK 0BOMOHKOI0,
no 5 mr/1,25 mr no 30
TabneTok y KOHTeVHepi;
no 1 KOHTenHepy B
Kopobui

TeBa
®dapmaueBsTikan
IHpacTpis JITa.

I3painb

AT
dapmaueBTUYHUIA
3aBog TEBA

YropwuHa

BHECEHHS 3MiH [0 peecTpaLiiHnX
MaTepianis:
3MiHu | TUNYy - 3MiHK B Npoueci
BMpoGHMLUTBa AP| (He3HayHa 3MiHa y
3aKpUTIN YacTUHI MacTep-canna Ha
AQI) - BBEAEHHSA HOBOIO
nocTavanbHuUKa BUXigHOro martepiany
nepvHaonpuny TpeT-dyTunaminy
(epbymiHy) Plantex Ltd. ana cuHtesy
A®I; 3miHM | TUNY - 3mMiHa Ha3BK
OiNbHUL BUBYEHHS cTabinbHOCTI Ta
BHECEHHS aAMiHICTpaTUBHMX
peaakuinHMx NpaBoK (OHOBMEHHS
KOHTaKTHOI 0cO6M, NOLITOBOI agpecu Ta

3a peuerimom

UA/14925/01/01
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
[O[AaBaHHSA KOHTAKTIB KepiBHULITBA
BiaAiniB skocTi B I3paini Ta IHAji); 3miHun
| Tuny - 3miHn 3 skocTi. FoToBKI
nikapcbkui 3aci6. (iHWi 3MiHW) -
penakuinHi npaBku B 3aTBEPAXKEHOMY
nigpo3aini 3.2.P.3.3.0nuc
BMPOGHWYOTO MpoLEeCy Ta KOHTPOMo
npouecy; 3miHu | Tuny - 36inbLUeHHs
nepiogy NOBTOPHOro BUNpobyBaHHS
A®| nepuHgonpwuny To3unary
(3anponoHoBaHo: 60 micsuis)
118. NEPUHOOMPUN/I | TabneTku, BKpUTI TeBa I3painb AT YropwuHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuenmom UA/14925/01/02
HOANAMIO- NNiBKOBOK 060MOHKOL0, dapmaveBTikan dapmaLeBTUYHNI maTepianis:
TEBA no 2,5 mr/0,625 mr no 30 IHpacTpis NTA. 3aBog TEBA 3MiHn | Tuny - 3MiHK 3 akocTi. FoToBMIA
TabneTok y KOHTeWnHepi; nikapcbkuit 3aci6. (iHWi 3MiHK) -
no 1 KoHTeviHepy B peAakLiiiHi NpaBkn B 3aTBEpPAXEHOMY
Kopobui nigpo3aini 3.2.P.3.3.0nuc
BMPOBHMYOro NpoLecy Ta KOHTPOIo
npouecy; 3miHu | Tuny - 3amiHa HasBu
OiNbHULI BUBYEHHS cTabinbHOCTI Ta
BHECEHHS afMiHICTpaTUBHMX
penakuinHMx NpaBoK (OHOBMEHHS
KOHTaKTHOI 0cObM, NOLITOBOI agpecu Ta
[0[aBaHHsi KOHTAKTIB KepiBHMLUTBA
BigAainiB AkocTi B I3paini Ta IHAiT); 3miHn
| Tuny - 3amiHn B Npoueci BUpobHuLTBa
AQ®I (He3HayHa 3MiHa y 3aKpuTIn
YacTuHi mactep-danna Ha AdI) -
BBEIEHHs1 HOBOTrO nocTavarnbHuKa
BMXIQHOrO MaTepiany nepuHaonpuny
TpeT-6yTUnaminy (epbyminy) Plantex
Ltd. ansa cuHTesy A®I; 3aminn | Tuny -
36inbLUeHHs nepiogy NOBTOPHOro
BunpobyBaHHA A®| nepuHaonpuny
To3unary (3anponoHosaHo: 60 mMicsauUiB)
119. NIPUOOKCUHY KpucTaniyHni NOpPoLLOK TOB YkpaiHa [bxaHrkci TesAHKCIH Kutan BHECEHHS 3MiH 0O peecTpauiiHnx - UA/14182/01/01
rigpoxnoprug (cybeTaHuis) y "BAJIAPTIH dapmachbtoTikan Ko., maTtepianis: 3miHu | Tuny -
(BITAMIH B6) nonieTuneHoBmx PAPMA" Ia. AamiHicTpaTuBHi 3MiHU. 3MiHa
naketax ans HalMeHyBaHHsi Ta/abo agpecu
hapmaLeBTU4HOro 3asBHMKA (BNacHWKa peecTpauinHoro
3aCcTOCYBaHHS nocsigyeHHs) 3miHa agpecu 3asiBHUKA
120. NPOMELOIN-3H po34MH Ang iH'ekuin, 20 TOB YkpaiHa TOB "Xapkicbke YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuenmom UA/5157/01/01
mr/mr, no 1 mn B "XapkiBcbke dhapmaLleBTU4He matepianis:
amnyni; no 5 amnyn y hapmaueBTMYHE nignpUeMCTBo 3MiHn | Tuny - 3MiHn Wwoao
6nictepi; no 1 abo 2, nigNpUeEMCTBO "3p0opoB'st Hapoay" 6e3nekn/eekTUBHOCTI Ta
abo 20 6nictepiB y "3popoB'a hapmakoHarnsgy. BeegeHHs abo
Kopobui Hapoay" 3MiHW OO y3aranbHeHWX AaHuX Npo

cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cuctemy
dapmakoHarnagy, amiHa




69 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
YMOBHOBAXeHOi 0cobu, BignosigansHoi
3a 3iicCHeHHsA hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy
3asBHMKA NS 34INCHEHHS
hapmakoHarnsgy B YKpaiHi, SIKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkrno4vaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnagy) - lNponoHoBaHa
pepakuis: ynoBHOBaXkeHa ocoba
3asiBHMKa, BignosiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTAKTHUX
[aHuX YNOBHOBaXEHOT 0cobu
3asiBHMKa, BignosigansHoi 3a
capmakoHarnag
121. NMPOTE®INA3IO® | kpanni no 30 mn abo no TOB "HBK YkpaiHa BUPOGHMUTBO 3a YkpaiHa BHECEHHS 3MiH 00 peecTpauiiHnx 3a peyenmom UA/4220/01/01
50 mMn y cknsiHOMy "Exkocbapm” NOBHUM LMKIIOM; MaTepianis:
dnakoHi 3 Npobkoto- Bunyck cepii: MpAT 3MiHu | Tuny - 3miHa popmn abo
KpanensHuueto, no 1 "®iTodapm”, PO3Mipy KOHTEWHepa 41
nakoHy B KAPTOHHIN YkpaiHa; 3aKynoptoBanbHOro 3acoby (NepBUHHOT
nauui BUPOBHMUTBO 3a yNaKkoBKW) (HeCTepuIbHi Nikapcbki
NMOBHMM LUKITOM; 3acobu) — ooaaTkoBo A0
BUMYCK cepii: 3aTBEPAXXEHOrO 3aKynopoBasnbHOro
MpuBaTHe 3acoby — KpULLOK Ans (oriakoHIB 3
akuioHepHe npobkamMu-kpanenbHULAMA 3
ToBapucTeo "bionik", KOHTPONEM NepLUOro BiaKpUTTS
YkpaiHa; BBOOATLCS KPULLIKM AN (PNaKoHIB 3
BUPOBHMLTBO 3a npobkamMu-kpanenbHULAMA 3
NMOBHMM LUKITOM; KOHTPOMEeM NepLLOro BiOKPUTTSA Ta
Bunyck cepii: TOB 3ax1CcTOM Bif aiTen, 6e3 3MiHKU siKicHOro
"TepHodhapm", Ta KinbKicHoOro cknagy
YkpaiHa; 3aKynoptoBanbHOro 3acoby, 3
BUPOGHMUTBO 3a BiANOBIAHVMM 3MiHAMK Y p.
MOBHWUM LMKIIOM; «YnakoBka»
Bunyck cepii: TOB
"HBK "Ekodhapm",
YkpaiHa; dpacyBaHHs
roToBOI NPOAYKLii,
Bunyck cepii: MAT
"®apmak”, YkpaiHa
122. PA3ArNIHY MOPOLLIOK (CyBCcTaHUist) y Yemo |6epika, Icnanis Manpimeg C.A. ApreHTuHa BHECEHHS 3MiH JO peecTpaLiiHnx - UA/12868/01/01
ME3UNAT NOABINHMX C.A. maTepianis:

nonieTuneHoBmx
nakeTtax ans
dapmaueBTUYHOIO
3acToCcyBaHHS

3MiHM |l TUNY - NoAaHHA OHOBMEHOTO
MacTep-canna Ha APl pasariniHy
mMesunaTy, o 06yMOoBeHO
NPVBEAEHHAM Y BiAMOBIOHICTb A0
CyYaCHMX BUMOT 3 SIKOCTI, LLIO
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70

[TponoBxeHHs qogaTka 3

JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky
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peecmpayiliHo2o
noceidYyeHHs1

123.

BKITHOYAIOTh: - BBEAEHHO MIKPOHi3aLLito
roToBoOi cybCTaHLii, y 3B’13Ky 3 LM
BBOAWTbLCS NOKa3HWK «Po3mip yacTok»
0o cneumdikaLii Ha MiKpOHI30BaHWI
NPoAYKT 3 BigNOBIAHNM METOAOM
KOHTPOTH0, - BPaXOBYETbCSI
HeOoOXiaHICTb BUKOPUCTaHHS
nakyBanbHOro maTepiany 3
aHTUCTATUYHUM ehEeKTOM Ans
MiKPOHI30BaHOro NPOAYKTY L0
Bigo6paxeHo y po3aini 3.2.S.6.
CuctemMa ynakoBka/ykynopka, - KpiM
BULLE 3a3HAYEHOro, Ans aHanisy
cy6CTaHUii BUKOPUCTOBYETHLCA
OHOBReHe obnagHaHHsA (PiavHHI Ta
rasoBi xpomartorpadm) y meToamkax
KOHTPOIMO 3a NoKasHUKamu
«XpomaTtorpadidyHa YncTtoTar,
«BusHayeHHs Pazarininy 1-ro etany»,
«3anuLKoBi PO3YNHHMKMY, «BmicT
isonponunmMaTaHcynb(OHOBOT
kncnotun» Ta «KinbkicHe BU3HAYEHHSI», -
BUITyYEHHS! MOKa3HMKa SKOCTi
«MikpobionoriyHa YnctoTa»

124.

PEOUCTATUH

TabneTkn, BKPUTI
NMiBKOBOK 0BOOHKOH,
no 5 wmr, no 10 Tabnetok
y 6nictepi; no 3
6nictepu B KApTOHHIN
Kopobui

O-p Pepai'c
JlabopaTopic
N

IHAOisa

O-p Pegni'c
TNaGopatopic Jltg,
BupobHnya
ainbHuua — |l

IHAis

BHECEHHS 3MiH [0 peecTpauiiHmX
matepianis: 3miHu | Tuny -
AfmiHicTpaTuBHi 3mMiHW. 3MiHa
HaiMeHyBaHHs Ta/abo agpecu micus
NPOBaKeHHA AifAnbHOCTI
BMpoOHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKoya4n
AinbHULUI BUNYycKy cepii abo micue
NPOBEAEHHS KOHTPOSHO SIKOCTI.
(DisinbHiCTb, 3a AKy BignoBinae
BMPOBHMK/iMMopTeEp, BKMOYa4n
BUWMYCK Cepiit) - 3MiHa Ha3BW Ta agpecu
BMpPOGHMKa Nikapcbkoro 3acoby [-p
Pepai'c lTabopaTtopic JItg BupobHuua
ainbHuug - Il , IHais. BBegeHHs 3aMiH
npoTarom 6-Tn Micauis nicns
3aTBEPAXKEHHS.

3a peuerimom

UA/14948/01/01

PEOUCTATUH

TabneTtkn, BKpUTI
NMiBKOBOK 0OOOHKOM,
no 10 wmr, no 10
TabneTtok y 6nictepi; no
3 6nicTepun B KAPTOHHIV
Kopobui

[-p Pepgi'c
JlabopaTtopic
Ita

IHAisa

O-p Pepgi'c
Jlabopartopic JiTg,
BupobHnya
ainbHnua — |l

IHAina

BHECEHHS 3MiH 00 peecTpauiiHnx
marepianis: 3miHu | Tuny -
AaMmiHicTpaTuBHi 3MiHW. 3miHa
HallMeHyBaHHsi Ta/abo agpecu Micus
NPOBaMPKEHHSA AisiNbHOCTI
BMpobHMKa/imnopTepa roToBoro
nikapcbKkoro 3acoby, BKko4auim
AinbHULI BUMYCKy cepii abo micue
NpoBefEeHHS KOHTPOJH SIKOCTI.

3a peuerimom

UA/14948/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

(DisinbHICTb, 3a AKy BignoBinae
BMPOBHUK/iMMopTep, BKMOYa4un
BMNYCK Cepil) - 3MiHa Ha3Bu Ta agpecun
BMPOGHMKa nikapcbkoro 3acoby [-p
Pepnai'c lTabopaTtopic JItg BupobHuua
ainsHuus - 11, IHpis. BBegeHHs 3MiH
npoTarom 6-Tn Micauis nicns
3aTBEPOXKEHHS.

125.

PEOUCTATUH

TabneTtku, BKpUTI
NMiBKOBOK 0OOOHKOM,
no 20 wmr, no 10
Tabnetok y 6nictepi; no
3 6nicTepun B KAPTOHHIV
Kopobui

[-p Pepgi'c
JlabopaTtopic
Ita

IHAisa

O-p Pepgi'c
Jlabopartopic JlTg,
BupobHnya
ainbHuua — |l

IHAina

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3miHa
HalMeHyBaHHsi Ta/abo agpecu Micus
NPOBaMKEHHSA AiANbHOCTI
BMpobHMKa/imnopTepa rotoBoro
nikapcbKkoro 3acoby, BKkoYauim
AinbHULI BUMYCKy cepii abo micue
NpoBeAeHHS KOHTPOSIO SIKOCTI.
(gisinbHICTb, 3a AKy BignoBigae
BMPOOHMK/IMNOpPTEp, BKMOYa4M
BUWMYCK Cepiit) - 3MiHa Ha3Bu Ta agpecu
BUpOBHMKa nikapcbkoro 3acoby [-p
Peppi'c JTabopaTtopic JItg BupobHuua
ainbHuug - Il , IHais. BeegeHHsa 3aMiH
nNpoTHArom 6-Tu MicsLiB nicns
3aTBEPAXKEHHS.

3a peuernmom

UA/14948/01/03

126.

PEOUCTATUH

TabneTku, BKPUTI
NNiBKOBOK OBOMOHKOI0,
no 40 mr, no 10
TabneTok y 6nictepi; no
3 BnicTepu B KAPTOHHIN
Kopobui

[-p Pepai'c
JTabopaTtopic
N

IHAisa

O-p Pepgi'c
Iabopartopic JlTg,
BupobHnya
ainbHuua — I

IHaia

BHECEHHS 3MiH 0O peecTpauinHnX
MaTepianis: 3miHu | TUny -
ApmiHicTpaTuBHi 3miHW. 3miHa
HalMeHyBaHHsi Ta/abo agpecu Micus
NpPOBaMKEHHS AiNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BknoYaun
[inbHULI BUNYCKy cepii abo micue
NPOBEAEHHS KOHTPOJIKO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BMPOOHMK/iMIoOpTEp, BKMOYao4un
BUWMYCK Cepiit) - 3MiHa Ha3Bu Ta agpecu
BUpPOGHMKa Nnikapcbkoro 3acoby [-p
Pepgai'c lTabopaTtopic JItg BupobHuua
ainbHuus - 11, IHais. BBegeHHs 3MiH
npoTsrom 6-Tn MicauiB nicns
3aTBEPAKEHHS.

3a peuenmom

UA/14948/01/04

127.

PO3YBACTATUH
KPKA

TabneTkn, BKPUTI
NniBKOBOK 0BOMOHKOM,
no 5 mr no 10 Tabnetok
y bricTepi; no 3, 6 abo 9
GnicTepiB y KapTOHHiI
Kopobui

KPKA, o.4.,
Hoeo mecto

CrnoBeHisi

KPKA, o.a., Hoeo
MecTO

CrnoBeHisi

BHECEHHS 3MiH [0 peecTpauiiHmX
MaTepianis:

3MmiHm |l TUNY - 3mMiHa napameTpis

cneuundikauin Ta/abo 4ONYCTUMUX MEX
roTOBOrO fikapcbkoro 3acoby - 3miHa
napameTpiB cneundikauii, n.

CMopigHEHI JOMILLKK, 3anpONOHOBaHO:
pomiwka TP 13 Ha Bunyck / Ha TepMiH

3a peuyernmom

UA/14144/01/01




72 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
npuaaTHocTi He Ginble 0,8 %,
BignosigHo no EP MoHorpadii
Rosuvastatin calcium Ta
pedgepeHTHoro J13 (Crestor)
128. PO3YBACTATUH | TabneTku, BKpUTI KPKA, o.4., CroBeHis KPKA, o.a., Hoso CroBeHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a peyenmom UA/14144/01/02
KPKA NNiBKOBOK 0OBOMOHKOI0, HoBo mecTo MecTO maTtepianis:
no 10 mr no 10 TabneTok 3MiHum Il TNy - 3amiHa napameTpis
y 6nictepi; no 3, 6 abo 9 cneumdikauin Ta/abo gonycTUMmnx Mex
6nicTepiB y KapTOHHIN roToOBOro fikapcbkoro 3acoby - 3miHa
Kopobui napameTpiB cneundikawii, n.
CropiAHeHi AOMILLKW, 3anpPONOHOBaHO:
powmiwka TP 13 Ha Bunyck / Ha TepMiH
npuaaTHocTi He Ginblwe 0,8 %,
BignosigHo no EP MoHorpadii
Rosuvastatin calcium Ta
pedgepeHTHoro J13 (Crestor)
129. PO3YBACTATUH | TabneTku, BKpUTI KPKA, o.4., CroBeHis KPKA, o.a., Hoso CroBeHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a peyenmom UA/14144/01/03
KPKA NNiBKOBOK 0OBOMOHKOI0, HoBo mecTo MecTO maTtepianis:
no 20 mr no 10 TabneTok 3MiHwm Il Tuny - 3amiHa napameTpis
y 6nictepi; no 3, 6 abo 9 cneumdikauin Ta/abo gonycTuMmnx mex
6nicTepiB y KapTOHHIN roToOBOro fikapcbkoro 3acoby - 3amiHa
Kopobui napameTpiB cneundikawii, n.
CrnopigHeHi AOMiLLKK, 3anpONOHOBaHO:
powmiwka TP 13 Ha Bunyck / Ha TepMiH
npuaaTHocTi He Ginble 0,8 %,
BignosigHo oo EP moHorpadii
Rosuvastatin calcium Ta
pedgepeHTHoro J13 (Crestor)
130. PO3YBACTATUH | TabneTku, BKpUTI KPKA, o.4., CroBeHis KPKA, o.a., Hoso CroBeHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a peyenmom UA/14144/01/04
KPKA NNiBKOBOK 0OBOMOHKOI0, HoBo mecTo MecTO maTtepianis:
no 40 mr no 10 TabneTok 3MiHu Il Tuny - 3amiHa napameTpis
y 6nictepi; no 3, 6 abo 9 cneumdikauin Ta/abo gonycTuMmnx mex
6nicTepiB y KapTOHHIN roToBOro fikapcbkoro 3acoby - 3amiHa
KopobLi napameTpiB cneuudikadii, n.
CrnopigHeHi AOMiLLKK, 3anpPONOHOBaHO:
powmiwka TP 13 Ha Bunyck / Ha TepMiH
npuaaTHocTi He Ginble 0,8 %,
BignosigHo ao EP moHorpadii
Rosuvastatin calcium ta
pedgepeHTHoro J13 (Crestor)
131. PO3YBACTATUH | TabneTku, BKpUTI KPKA, o.4., CroBeHis KPKA, o.a., Hoso CroBeHis BHECEHHS1 3MiH 40 peecTpauiiHnx 3a peyenmom UA/14745/01/01
KPKA NNiBKOBOK 0OBOMOHKOI0, HoBo mecTo MecTO maTtepianis:

no 15 mr no 10 Tabnetok
y 6nictepi; no 3, 6 abo 9
6nicTepiB y KapTOHHIN
Kopobui

3MiHu Il Tuny - 3amiHa napameTpis
cneumdikauin Ta/abo gonycTuMmnx mex
roTOBOro fikapcbkoro 3acoby - 3amiHa
napameTpiB cneundikawii, n.
CrnopigHeHi AOMiLLKK, 3anpONOHOBaHO:
powmiwka TP 13 - Ha TepMiH
npuaaTtHocTi He Ginbwe 0,8%, Ha
TEpPMiH npuaaTtHocTi - He Binbwe 0,8%,




73 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
BignosigHo no EP MoHorpadii
Rosuvastatin calcium Ta
pedepeHTHoro J13 (Crestor)
132. PO3YBACTATUH | TabneTku, BKpUTI KPKA, o.4., CrnoBeHisi KPKA, o.a., Hoeo CrioBeHisi BHECEHHS 3MiH 0O peecTpauiiHnx 3a peyenmom UA/14745/01/02
KPKA NNiBKOBOK 06OMOHKOI0, HoBeo mecto MecTo MaTepianis:
no 30 mr no 10 TabneTtok 3MmiHm |l TUNy - 3miHa napameTpis
y bricTepi; no 3, 6 abo 9 cneumdikauin Ta/abo AonycTMMmnX mex
GnicTepiB y KApTOHHI roTOBOrO fikapcbkoro 3acoby - 3miHa
Kopobui napameTpiB cneundikauii, n.
CMopigHEHI JOMILLKK, 3anpONOHOBaHO:
pomiwka TP 13 - Ha TepMmiH
npugaTtHocTi He Ginbwe 0,8%, Ha
TEepMiH npyAaTHOCTi - He BGinbwe 0,8%,
BignosigHo no EP MoHorpadii
Rosuvastatin calcium ta
pedepeHTHoro J13 (Crestor)
133. CANIUMNOBA PO34YMH HaLLKIpHUI MAT "®apmak" YkpaiHa MAT "®apmak" YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 6e3 peuenma UA/7041/01/01
KUCINOTA cnupTtoBun, 20 mr/mn no maTtepianis:
25 mn y donakoni, no 1 3MiHM | TNy - NoAaHHA HOBOTO
dnakoHy B nayui 3 cepTudikarta BignoBigHOCTI
KapTOHY €sponecbkin dapmakonei Ne R2-CEP
1993-008-Rev 05 ans Aitlo4oi pevoBuHM
BiJ BXXe 3aTBEpOKEHOro BUPOGHMKa 3
BigNoOBIigHMMM 3MiHaMK Y cneumdikauii i
MeToAax BxigHoro koHTponto Al 3a
nokasHukom « CynpoBigHi AOMiLLKM»
134. CUBA30OH pPO34MH Ans iH'exuin, 5 TOB Ykpaina TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmX 3a peyernmom UA/5794/01/01
Mr/Mn no 2 Mn B amnyni; "XapkiBcbke capmaueBTUYHe MaTepianis:
no 5 amnyn y 6nictepi; apmaueBTUYHE nignpuemMcTeo 3MiHn | Tuny - 3MiHK Wwopo
no 2 6nictepu B kopobui nigNpUeEMCTBO "3gopoB'st Hapoay" Ge3nekn/eheKTUBHOCTI Ta
3 KapTOHY "3n0poB's hapmakoHarnsigy. BeegeHHs abo
Hapoay" 3MiHU OO0 y3aranbHeHWX AaHuX Npo

cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnagy, amiHa
yNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, KO BOHa
BiAMiHHa Bi yNOBHOBaXeHOi ocobu,
BiANOBiAanbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrovawym
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-danna cuctemm
apmakoHarnsay) - NpornoHoBaHa
pepakuisi: ynoBHOBaXkeHa ocoba
3asBHMKa, BianoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHAapiBHa, 3MiHa KOHTAKTHUX
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

[aHuX YNOBHOBaXeHOT 0cobu
3as1BHMKa, BignoBigansHoi 3a
dapmakoHarnag

135.

CUBA30OH

Tabnetkvn no 5 mr no 10
TabneTtok y 6nictepi; no
2 6nictepu y kopobui 3
KapToHY

TOB
"XapkiBcbke
hapmMaueBTUyHE
nignpueMcTBo
"3gopoB's
Hapoay"

Ykpaina

TOB "XapkiBCbke
capmaueBTUYHE
nignpuemMcTeo
"3popos's Hapoay"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLifnHmX
MaTepianis:
3MiHu | Tuny - 3MiHn wono
6e3nekn/edpeKkTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHU OO y3aranbHeHVX AaHuX Npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnagy, amiHa
YMOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3[iiCHEHHA hapmakoHarnagy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asiBHMKA NS 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SiKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANoBiganbHOT 3a 3AiNCHEHHS
hbapMakoHarnagy (Bkrrovarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLleHHi MacTep-danna cuctemm
capmakoHarnsgy) - Jitoya pegakuis:
yrnoBHOBaxeHa ocoba 3asiBHuKa,
BiANoBiAanbHa 3a chapmakoHarnsag —
MypasitoBa OkcaHa OnekcaHapiBHa,
lMponoHoBaHa pepakuis:
yrnoBHOBaXKeHa ocoba 3asiBHuKa,
BignosigansHa 3a phapmakoHarnag -
3umuupbka MapuHa OnekcaHgpiBHa,
3MiHa KOHTaKTHUX AaHuX
ynoBHOBaXeHOoT ocobu 3asBHMKa,
BigNoBiganbHOI 3a hapmakoHarnsg

3a peuerimom

UA/3052/01/01

136.

CONNANTIH

kancynu, no 10 kancyn y
6nicTepi; no 1 6nictepy
y KOpobLi 3 KapTOHY

ToBapucTBo 3
obmexeHo
BianoBiganbHicT
10 "XapkiBcbke
¢apmaueBTuyHE
nigNpUeEMCTBO
"3popoB's
Hapoay"

Ykpaina

ToBapucTBo 3
obmexeHo
BiANoOBiganbHiCTO
"XapkiBcbke
dapmMaLeBTnyHe
nignpuemMcTeo
"3popos's Hapoay"

YkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmX
maTepianis:
3MiHu | TUny - 3MiHn Wwopao
6e3nekn/edekTUBHOCTI Ta
bapmakoHarnsgy. BeeneHHs abo
3MiHM A0 y3aranbHeHVX AaHuX Npo
cuctemy cbapmakoHarnsay (BBegeHHs
y3aranbHeHUX AaHux Npo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 30iiCHEHHA hapmakoHarnagy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asBHMKA NS 34iINCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOI ocobu,
BiANoBiganbHOT 3a 3AiNCHEHHS
hapMakoHarnagy (BKmo4arym

3a peuerimom

UA/12311/01/01
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MmiLleHHi macTep-darna cuctemm
dapmakoHarnagy) - Hitova pegakuis:
yNOBHOBaXkeHa ocoba 3asiBHVKa,
BignoBsiganbHa 3a hapmakoHarnag —
MypasiioBa OkcaHa OnekcaHapiBHa,
MponoHoBaHa pepakuis:
ynoBHOBaxkeHa ocoba 3asiBHMKa,
BignosiganbHa 3a hapmMakoHarnsag -
3umunubka MapuHa OnekcanapiBHa,
3MiHa KOHTaKTHUX AaHWX
yNoBHOBaXeHOoT 0cobu 3asiBHUKa,
BiANOBiAanbHOI 3a papmakoHarnsag
137. COH-HAUT TabneTtkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH JO peecTpaLiiHnx 6e3 peuenma UA/16370/01/01
NNiBKOBOK 0OBOMOHKOI0, obmexeHo BUPOBHMLTBA, OKPIM maTtepianis:
no 15 mr no 10 TabneTok | BignosiganbHICT BUMYCKY Cepii, 3MiHn | Tuny - 3MiHn Wwoao
y 6nictepi; no 1, 2 abo 3 10 "XapkiBcbke KOHTPOIb SKOCTi: 6e3nekn/edhekTUBHOCTI Ta
6nictepn y kopobui 3 dapmMaueBTnyHE ToBapucTso 3 hapmakoHarnsigy. BeegeHHs abo
KapTOHY nignpueMcTBo obmexxeHoto 3MiHM [0 y3aranbHeHUX A4aHuX npo
"3popoB'a BiANOBiAaNbHICTIO cuctemy dapmakoHarnsaay (BBeAeHHS
Hapoay" "®APMEKC Irpyn-", y3aranbHeHNX AaHnX Npo cucTemy
YkpaiHa; dapmakoHarnsgy, 3amiHa
BWNYCK Cepil: yrMoBHOBaXeHoi ocobu, BignosiaansHoi
ToBapucTso 3 3a 34iicHeHHs hapmakoHarnsgy;
obmexeHoto KOHTaKTHOT 0cobu 3 chapmakoHarnagy
BiANoBiAanbHICTIO 3asBHUKa A9 34INCHEeHHS
"XapkiBcbke hapmakoHarnagy B YkpaiHi, SKLLO BOHa
dapmMaueBTNYHE BigMiHHa Bi yNOBHOBaXeHOT ocobu,
nignpueMcTBo BignoBiganbHOI 3a 30iNCHEHHSs!
"3popos'st Hapoay", dapmakoHarnagy (Bkrovaum
YkpaiHa KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MmiLeHHi macTep-darina cuctemm
dapmakoHarnagy) - Hitova pegakuis:
yNoBHOBaXeHa ocoba 3asiBHuKa,
BignosiganebHa 3a hapmakoHarnag —
MypasitoBa OkcaHa OnekcaHapisHa,
MponoHoBaHa pepakuis:
ynoBHOBaxkeHa ocoba 3asiBHMKa,
BignosigansHa 3a hapmakoHarnag -
3umuupbka MapuHa OnekcaHgpiBHa,
3MiHa KOHTaKTHUX AaHWX
yNoBHOBaXeHOT 0cobu 3asiBHUKa,
BiANOBiAanbHOI 32 hapmakoHarnsag
138. COPBEHTOrIENb | renb opanbhuii, 0,7 r/r, ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH JO peecTpaLiiHnx 6e3 peuenma UA/15993/01/01
BEBI no 50 ry Ty6i; no 1 Ty6i obmexeHo obmexeHo maTepianis: 3miHu Il Tuny - 3miHn wWoao
y kopobuj; no 5 r abo no BignoBsiganbHicT BignoBiganbHiCcTO 6e3nekn/edpekTUBHOCTI Ta
10 ry cawe; no 5, no 10 10 "dapmaueBTnYHa hapmakoHarnsigy. BHeceHHsi abo
abo no 20 cawe y "®apmaueBTNYH ipma "BepTekc" 3MiHa(1) 0o 3060B'A3aHb Ta YMOB
Kopobui a cipma (BUpOGHMLTBO 3 BMAAYi peecTpaLiiHoro nNoceigvYeHHs,
"BepTtekc" npoaykuii in bulk BKMoyaoum MNnaH ynpaeniHHa




Ne n/n

Haszea
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[TponoBxeHHs qogaTka 3

JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o

139.

CTONTYCUH-

ToBapucTsa 3
obmexeHot
BiANoBiganbHicTO
"®apmaueBTuyHa
KOMNaHisa
"3gopos's",
YkpaiHa)

pusnkamm (3aCToCyBaHHS 3MiH(M),
siKi(a) BMMaratoTb(€) noganbLLoro
06r'pyHTYBaHHS HOBMMU AO4ATKOBUM
AaHVMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKM
BMMaraeTbCsl CyTTEBA OLiHKa
KOMMETEHTHMM OpraHom) BukoHaHHs
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 gogatky 5 go Mopsiaky
NpoBeAEHHSA eKCnepTnamn
peecTpauinHux MaTepianis Ha nikapcbki
3acobu, Lo NoJaloTbCs Ha AepXKaBHyY
peecTpauito (nepepeecTpallito), a
TaKoX eKcnepTW3n maTepianis Npo
BHECEHHS 3MiH 0O peecTpauinHnX
marepianis NpoTArom Aii
peecTpaLiiHoro NOCBIAYEHHS,
3aTBepAxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MOS Big 23.07.2015 Ne 460).

noceidYyeHHs1

140.

TEBA

CTONTYCUH-

cupon no 100 mn y
dnakoHi; no 1 dpnakoHy
pasom 3 MipHOI0
nineTkoo y kopobui

TeBa
dapmaveBTikan
IHpacTpis Jita.

I3painb

TeBa Yex IHaacTpi3
c.p.o.

Yecbka
Pecnybnika

BHECEHHS 3MiH 0O peecTpauiiHnx
marepianis: 3miHu | Tuny -
AAMiHicTpaTuBHI 3MiHN. 3MiHa Ha3Bu
nikapcbkoro 3acoby - 3MiHa Ha3BM
nikapcbkoro 3acoby: 3aTBepaxeHo:
CTOMNTYCWH 3anponoHoBaHo:
CTONTYCUH-TEBA. BeeaeHHs 3mMiH
npoTarom 6-tn Micauis nicns
3aTBEpPAXEHHS. 3MiHN | TUny - 3MiHK
woao 6esnekun/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn)
OHOBJEHHS 3aTBEPXKEHOIO TEKCTY
MapKyBaHHs1 NEPBMHHOI Ta BTOPUHHOT
ynakoBok J13 3 BHECEHHSIM 3MiH A0
TEKCTY MapKyBaHHS: BHECEHHSI
NOroTMNy KOMMaHii Ta iHLWOT TEXHIYHOT
iHcbopmalLlii Ha BTOPUHHY yNakoBKy.
BBeneHHs1 3MiH NpoTsirom 6-Tu micsauis
nicns 3aTBepaXKeHHs.

6e3 peuenma

UA/10779/01/01

TEBA

Tabnetku no 10
TabneTtok y 6nictepi, no
2 Bnictepu B kKopobLi

TeBa
dapmaveBTikan
IHgacTpis NlTA4.

I3painb

BMPOGHMLTBO 32
NMOBHWM LMKITOM:
TeBa Yex IHaacTpi3
c.p.o., Yecbka
Pecny6nika;
BUPOBHMUTBO 3a
NMOBHUM LIUKITOM:
TOB TeBa
OnepenwHa
MonaHa, Monbwa

Yecbka
Pecny6inka/
MonbLua

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu
nikapcbKkoro 3acoby - 3MiHa Ha3BK
nikapcbkoro 3acoby: 3aTBepaxeHo:
CTOMNTYCWH 3anponoHoBaHo:
CTONTYCWH-TEBA. BBeaeHHs1 3miH
npoTarom 6-Tu Micsauis nicns
3aTBEepAXEHHS. 3MiHn | Tuny - 3MiHn
wopno 6esnekn/edekTMBHOCTI Ta

6e3 peuenma

dapmakoHarnsgy (iHwi 3miHu)

UA/2447/03/01




77 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
OHOBIIEHHS 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS1 NEPBUHHOI Ta BTOPUHHOI
ynakoBok J13 3 BHECEHHSIM 3MiH A0
TEKCTY MapKyBaHHS: BHECEHHSI
IOroTMNy KOMMaHii Ta iHWOT TEXHIYHOT
iHdbopMmaLii Ha BTOPMHHY YMaKOBKY.
BBeneHHs 3MiH NpoTsirom 6-Tu micauiB
nicnsi 3aTBepaKeHHS.
141. cynbniPug -3H Tabnetku no 200 mr no TOB YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 00 peecTpauiiHnx 3a peuernmom UA/11476/01/01
10 TabneTok y 6nicTepi; "XapkiBcbke BUpPOBHMLTBA, marepianis:
no 1 abo 2 6nictepn y tapmaueBTuyHE KOHTPOINb SKOCTI, 3MiHn | Tuny - 3MiHn Wwono
Kopobui nigNpUeEMCTBO Bunyck cepii: TOB 6e3nekn/edekTUBHOCTI Ta
"3popoB'a "XapkiBcbke apmakoHarnsay. BeeaeHHs abo
Hapoay" hapmaLeBTUYHe 3MiHM [0 y3aranbHeHUX AaHux npo
nignpuemMcTeo cuctemy cbapmakoHarnsgy (BBegeHHs
"3popos's Hapoay", y3aranbHeHVX AaHnX Npo cucTemy
YkpaiHa; Bci ctagii tapmakoHarnagy, amiHa
BMPOGHMLTBA, YNOBHOBaXeHOT 0cobu, BignosigansHoi
KOHTPOInb AKOCTI: 3a 3filicHeHHs hapmakoHarnsaay;
TOB KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
"®apmaueBTn4Ha 3asiBHUKA ONs 34iNCHEHHS
KOMMaHis hapmakoHarnsgy B YKpaiHi, Ko BOHa
"3popoB's", YkpaiHa BigMiHHa Bi yNOBHOBa)eHOT ocobu,
BiANoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHI MacTep-dainna cuctemm
dapmakoHarnsay) - MponoHoBaHa
pepakuis: ynoBHOBaXkeHa ocoba
3asBHMKA, BianoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHuX YNOBHOBaXEHOT 0cobu
3asBHMKA, BignoBiganbHoI 3a
dapmakoHarnag
142. cynbniPug -3H Tabnetku no 50 mr no 10 TOB Ykpaina TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmX 3a peyernmom UA/11476/01/02
TabneTtok y 6nictepi; no "XapkiBcbke dhapmaLleBTU4He matepianis:
2 abo 3 bnictepu y tapmaueBTHyHE nignpueMcTBo 3MiHu | TUNy - 3MiHKn Wwopno
Kopobui nigNpUeEMCTBO "3popoB'st Hapoay" 6e3nekn/eekTUBHOCTI Ta
"3popoB'a apmakoHarnsgy. BeegeHHs abo
Hapoay" 3MiHW [0 y3aranbHeHUX AaHuX npo

cuctemy cbapmakoHarnsgy (BBegeHHs
y3arasnibHeHVX AaHuX Npo cuctemy
cbapmakoHarnagy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicCHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, KO BOHa
BigMiHHa Bi YyNOBHOBa)EHOT 0cobu,
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
BiANoBiganbHOT 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkno4vaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLleHHi MacTep-gdainna cuctemm
dapmakoHarnsay) - MponoHoBaHa
pefakuis: ynoBHoBaxeHa ocoba
3asiBHMKA, BignoBiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHuX YyNOBHOBaXEHOT 0cobu
3asBHMKA, BianoBiganbHoI 3a
capmakoHarnag
143. cynbniPug -3H po3urH Ans iH'ekuin, 50 TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0O peecTpauiiHnx 3a peyenmom UA/11476/02/01
Mr/Mn no 2 mn B amnyni, "XapkiBcbke BMPOGHMLTBA, maTepianis:
no 10 amnyn y kopob6uij; hapmMaueBTUYHE KOHTPOSb SIKOCTI, 3MiHu | Tuny - 3MiHn Wwopao
no 2 mn B amnyni; no 5 niagnpueMCTBO Bunyck cepii: TOB 6e3nekn/edeKTMBHOCTI Ta
amnyn 6nictepi; no 2 "3nopoB's "XapkiBcbke apmakoHarnsgy. BeeneHHs abo
6nictepwn y kopobui; no 2 Hapoay" dapmMaueBTnyHe 3MiHU OO y3aranbHeHVX AaHuX Npo
mn B amnyni; no 10 niaNpMEMCTBO cuctemy dapmakoHarnsaay (BBeAeHHS
amnyn y 6nictepi; no 1 "3popoB's Hapoay", y3aranbHeHUX AaHnx Npo cuctemy
6nictepy y kopobui YkpaiHa; Bci ctagii dapmakoHarnagy, amiHa
BUPOBHMLTBA, YNOBHOBaXeHOT 0cobu, BignosigansHoi
KOHTPOIb SKOCTI: 3a 3[iiCHEHHA hapmakoHarnagy;
ToBapucTBo 3 KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
obmesxeHoto 3asBHMKA AN 34INCHEHHS
BiANOBiAaNbHICTIO hapMakoHarnagy B YkpaiHi, SKLLO BOHa
"®apmaueBTnyHa BigMiHHa Big yNOBHOBaXeHOT ocobu,
KOMMNaHisa BiANoOBiganbHOT 3a 3AiNCHEHHS
"3popoB's", YkpaiHa hbapMakoHarnagy (Bkrovaroum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLleHHi MacTep-dainna cuctemm
capmakoHarnagy) - lNponoHoBaHa
pepakuisi: ynoBHOBaXkeHa ocoba
3asiBHMKA, BianoBiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTAKTHUX
[aHuX YNOBHOBaXEHOT 0cobu
3asiBHMKA, BignosigansHoi 3a
tapmakoHarnag
144. TETPAKCUMI/TET | cycneHsis ans iH'ekuin CaHodi MacTep PpaHuis CaHodi Mactep C. ®paHuis/ BHECEHHS 3MiH [0 peecTpaLiiH1X 3a peyenmom UA/13069/01/01
RAXIM (1 po3a) no 1 C. A A., ®paHuin; AT YroplumHa maTepianis:
BAKUMHA OnA nonepegHL0 "CaHogi-ABeHTiC", 3MiHu | TUNy - 3miHa y metogax
MPO®INAKTUKN | 3anoBHeHOMY LwnpuLy YropwuHa BunpobyBaHHA APl abo BuxigHoro
OUOTEPI, no 0,5 mn (1 nosa) 3 maTepiany/npoMikHOro
NMPABLA, NPUKPINIEHOI0 roNkoto npoaykTy/peareHTy, Lo
KALUIKOKY (abo 2-ma okpemummn BUKOPUCTOBYETHLCS Y NPOLECH
(ALENIONAPHU rornkamu), Lo MiCTUTb BMpo6HMLUTBa ADI - 3amiHa cepii

¥ KOMIMOHEHT)
TA
noniomMIENITY

cycneHsito Ans iH'ekuin,
B KapTOHHIl kopobui

BHYTPILLUHBLOro CTaHAAPTHOrO 3pa3ka
Ons Bu3HayeHHs D-aHTureny ans
L0401 pe4oBMHM Ta FOTOBOIO
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
AICOPBOBAHA, npoaykTy. 3anpornoHoBaHo: cepis
IHAKTUBOBAHA, cTaHgapTHoro 3paska 07.07.15.
PIOKA TepmiH BBegeHHs1 3MiH - 1 BepecHsi
2019 poky
145. TEUEHTPUK® KOHUEHTpaT ans . XodhdpmaHH- Lsenuapis Bupo6bHuLTBO Himeyuunna/ BHECEHHS 3MiH 00 peecTpauiiHnx 3a peyenmom UA/15872/01/01
pO34MHy ANns iHdys3in no Jla Pow Nt Hepo3adacoBaHoi LLseniuapis MaTepianis: 3miHu | Tuny - 3miHu 3
1200 mr/20 mn, no 20 npoaykLuii, NnepBuHHe akocTi. A®l. CtabinbHicTb. 3MiHa
My dprnakoHi; no 1 nakyBaHHs, nepiogy NOBTOPHUX
dnakoHy y KapTOHHIN BMNPOOYBaHHS BunpobyBaHb/nepiogy 36epiraHHa abo
KopooUi KOHTPOIIO SKOCTI: ymoB 36epiraHHsa A®I (3a BigcyTHOCTI y
Pow fiarHoctukc 3aTBEPOKEHOMY AOChE cepTudikarta
m6X, HimeuunHa; BigMNOBIgHOCTI €BpONenchbKii
BunpobyBaHHs dapmakonei, Lo BKIOYae nepioa,
KOHTPOIIO SKOCTI, noBTOpHOro BUNpobyBaHHs) (nepioa
BTOPVHHE NoBTOPHOro BUNpobyBaHHsa/nepios
nakyBaHHs1, BUMYCK 36epiraHHs) - 36inbLUeHHst abo
cepii: BBE[leHHs nNepiofy MOBTOPHOro
. XodpdpmaHH-Ts BUNpobyBaHHs/nepioay 36epiraHHs Ha
Pow A, OCHOBI pe3ynbTaTiB AOCHIOXEHb Y
LLiBeviLapis pearnbHOMY Yaci Ha OCHOBI pe3yrnbTaTiB
aocnigxeHb y peanbHOMY 4aci
NPOMOHYETLCS 30iNbLUEHHS TEPMIHY
NpWAATHOCTI QitoY40i pevyoBUHM
Atesonizymaby 3 24 micauis go 36
MicsiLiB. BBeieHHs 3MiH NpoTArom 6-Tu
MicaUiB Micnsa 3aTBepAXeHHS.
3MmiHu | TMny - 3MiHKn 3 akocTi. FoToBUIA
nikapcbkui 3aci6. CtabinbHicTb. 3miHa
y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roTOBOro NikapCbKoro
3acoby (30inbLUeHHSA TEpMiHY
NpWAATHOCTI FOTOBOTO NiKapCbKOro
3acoby) - 36inbLIeHHs TepMiHy
NpUAaTHOCTI NiKapcbKoro 3acoby
GionoriyHoro/imyHonoriyHoro
NOXOOXXEHHS Ha OCHOBI pe3ynbTaTiB
nocnigxeHb cTabinbHOCTI, NpoBeAeHNxX
Bi4NOBIOHO A0 3aTBEPAKEHOTO
NMPOTOKOMNY - 36iNbLUEHHS TEPMiHY
npuaatHocTi M3 3 2-x pokiB go 3-x
pokiB. BBegeHHst 3amiH npoTtarom 6-u
MicsAUIB Micnsa 3aTBEPAXEHHS.
146. TUMANIH niodinizaT AnA po34nHy TOB "3 Ykpaina MpAT "BIO®APMA", YkpaiHa BHECEHHS 3MiH A0 peecTpaLifnHmX 3a peyenmom UA/2989/01/01
Aans iH'exuivi no 10 wmr, "BIO®APMA" YkpaiHa; TOB "®3 matepianis:

ans BupobHuka MpAT
"BIO®APMA": 10 amnyn
a6o 10 cpnakoHis 3
niocpinizaTtom y nayui 3
KapToHy; Ans BUpobHuKa
TOB "®3 "BIOPAPMA™:

"BIO®APMA",
YkpaiHa

3MiHu | Tuny - 3MiHn wono
6e3nekn/edpekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHM [0 y3aranbHEHUX AaHuX Npo
cuctemy cbapmakoHarnsigy (BBegeHHs
y3aranibHeHVX AaHWX Npo cucTemy
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

5 amnyn abo 5 dnakoHiB
3 niocpinizatom y
6nictepi; no 2 6nictepn
y nayui 3 KapTOHY

dapmakoHarnagy, amiHa
YNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3A4iicHeHHs bapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy
3asiBHUKA ANs 34iNCHEHHNA
hapmakoHarnagy B YKpaiHi, AKLLO BOHA
BigMiHHa Bi yNMOBHOBaXeHOT ocobu,
BiANOBiAanbHOT 3a 3AiNCHEHHS
hapmakoHarnagy (Bkrovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3miLleHHi macTep-darna cuctemm
hapmakoHarnsigy) - 3miHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3iicCHeHHs hbapmakoHarnsgy:
[MponoHoBaHa peaakuisa — Ourac Hiana
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[aHUX YNOBHOBaXeHOoi ocobu,
BiAMNOBiganNbHOT 3a 34iNCHEeHHS
hapmakoHarnsgy

147.

TOBPOCONT®

Kpanni OYHi, po3ynH, 3
Mr/MI Mo 5 M po3ynHy
y 6e3bapBHOMY
nonieTuneHoBomMy
dnakoHi-kpanenbHuLi 3
KOHTpOrieM NepLuoro
PO3KPUTTS,
3arBUHTYHOUYUM
npucTpoem Ginoro
KOnbopy; Mo ogHOMY
dnakoHy B KAPTOHHIN
Kopobui

BapLuaBscbkui
hapmMaueBTUYHN
1 3aBofg
Monbdha AT

Monbwa

BapLascbkun
hapMaueBTUYHUN
3aBog Monbdpa AT

MNMonbwa

BHECEHHS 3MiH 0O peecTpauiiHnX
MaTepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. [oToBMI Nikapcbkui 3acib.
CT1abinbHicTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHs
roTOBOrO flikapcbKoro 3acoby (3MiHa B
ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby abo nicns
PO34YMHEHHS/BILHOBIEHHS) BHECEHHSA
3MiH B yMOBW 36epiraHHs, BBeaeHHs
3MiH NpOTArom 6-Tu MicsuiB nicns
3aTBEepAXEHHS. 3MiHN | Tuny - 3MiHK
wopno 6e3nekun/edekTMBHOCTI Ta
dapmakoHarnagy (iHwi 3miHn) 3amiHa
rpadiyHOro ohopMneHHs ynakoBku Ha
TEKCT MapKyBaHHS YNaKoBOK 3
BiANOBIQHO 3aMiHO p. «["padiyHe
0POPMIEHHS YyNaKoBKM» Ha p.
«MapkyBaHHA» BBeaeHHA 3MiH
npoTsirom 6-Tu Micsauis nicns
3aTBepMXeHHS. 3MiHn | Tuny - 3MiHu 3
sikocTi. [0TOBMI Nikapcbkui 3acib.
KoHTponb roToBoro nikapcbKoro
3acoby. 3miHa napameTpis
cneuungikauin Ta/abo 4ONYCTUMUX MeX
roTOBOrO fikapcbkoro 3acoby
(DonoBHeHHs cneumaikaLii HOBUM
NoKa3HUKOM 3 BiAMNOBIAHMM METOAOM
BMNPOOYBaHHS) AOMOBHEHHS
cneungikaLii HOBUM MOKa3HUKOM
«MognuHHOCTEL BOPHOWM KUCNOThI

3a peuernmom

UA/13493/01/01
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs

B3>XX» Ta «CopepxxaHune 6opHon
KUCMOTbI MO OTHOLLIEHMIO K
3asBneHHomy cogepxanuio 13,0
mr/mn» (Metog BOXKX MB/1/17702/12)
- NpVBEAEHHS MEeTOLIB KOHTPOIHO
BiAMNOBIAHO 4O OpUriHaNbHUX
AOKyMeHTiB. 3MiHu Il Tuny - 3miHn 3
AKocTi. FoToBUIA Nikapcbkui 3acib.
Cunctema KoHTeHep/3aKynopoBarnbHUN
3aci6. 3MiHa y NepBUHHI ynakoBLi
roTOBOro MikapcbKoro 3acoby (sKicHUi
Ta KinbkicHui cknag) - CTepunbHi
nikapcbki 3acobu Ta nikapcbki 3acobu
6ionoriyHoro/iMmyHOMNOri4YHOro
NOXOMKEHHS - 3MiHa AKICHOro Ta
KiNbKiCHOrO ckrnapy nakyBarnbHOro
maTepiany nepBMHHOI YNakoBKu
(nonieTnneHoBwiA hnakoH 3 4O3aTOPOM
i KPULLIKOIO B KAPTOHHI KOpOOLi
3amiHeHO Ha 6e36apHuin briakoH no 5
mn (LDPE) 3 kpanenbHuueto (LDPE) i
6inui 3arsuH4ytounii npuctpin (HDPE)
B KapTOHHII kopobui), 3 BiANOBIAHNMM
3MiHamMn y p. «YnakoBka»
BBeneHHs1 3MiH NpoTsirom 6-Tu micsauiB
nicnsa 3aTBepmKeHHs. 3Minu Il Tvny -
3MiHu 3 sikocTi. FoToBMI Nikapcbkuii
3aci6. KoHTporb roToBOro nikapcbkoro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTUMmUx Mex
roTOBOro nikapcbKoro 3acoby (3miHa
3HaxoAMTbCH N03a 3aTBEPAXKEHNMM
OonycTUMMMKM MexxaMu cneumdikaLin)
CynyTHS 3MiHa - 3MiHU 3 AKOCTI.
"oToBMI nikapcbkuin 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y
MeTofax BUNpobyBaHHS rOTOBOro
nikapcbkoro 3acoby (iHLWi 3MiHN Y
MeToAax BUNpobyBaHb (BKMHOYa4m
3amiHy abo JOMOBHEHHS)) BHECEHHS
3MiH y cneuudikauito/meToam
KOHTpOnto sikocTi N. «Mpumecn»:
3amiHa AByx meTogis aHanisdy (TLX
0Nt BU3HAYEHHS HeOpaMiHy Ta iHLWMX
okpemux gomiwok (MB/2-03013-01/1),
Ta metogy BEPX ansa BuaHaueHHs
BMicTy HeamiHy (MB/2-03014-01/1))
OHIE0 aHanITUYHOK METOOUKOWN
BunpobyBaHHs BEPX (MB/2/45302/12),
3 BiANOBIAHUMW 3MiHAMUW JONYCTUMUX
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Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

MeX y crneundikauii, 3rigHo 3
opuriHansHUMK AOKYMEHTaMu Bif,
BUpPOBHMKa
- 3MiHa KoAyBaHHS METOAVKM
BMPOGHMWKA Ta YyTOYHEHHS AOMYCTUMUX
Mex y crneundikadii, 6e3 3MiHu
METOAMKM BUNPOOYBaHHS, 3rigHo 3
opuriHanbHMMK AOKYMEHTamMu Bif
BMpobHuKa 3a n. «CogepxaHune
TOGpamMMuUMHa MO OTHOLLIEHMIO K
3asABneHHoMy copepxanuto 3,0 mr/mn»
(MrKpobuonoruyeckuii TecT) - amiHa
KOOyBaHHsi METOAMKM BUPOOHWMKaA 3a M.
«MoanuHHoCTL TOGpamuLMHa
(BOXX)», 6e3 3MiHM MeTOAMKM
BMNpOoGYBaHHs, BIAMOBIAHO A0
opuriHanbHUX MaTtepianis Big
BMpo6Huka: n. «CoaepxxaHme
GeH3anKkoHMs Xrnopvaa no OTHOLLEHUIO
K 3asiBNeHHoMy cogepanuto 0,1 mr/mn
(TUTPUMETpUYECKUIA MEeTOA )»
BHeceHHs koperyBaHHs1 O MeTOpjB
KOHTpONto n. «[ognnHHOCTb
TobpamuumHa (LBeTHasi peakuus)
BiANOBIAHO 4O OpUriHANbHOI METOAMKN.

148.

TOBPOCONT®

Kpanni OYHi, po3ynH, 3
Mr/MI Mo 5 M po3ynHy
y 6e3bapBHOMY
nonieTuneHoBomMy
dnakoHi-kpanenbHuLi 3
KOHTpOrieM NepLIoro
PO3KPUTTS,
3arBUHTYHOUYUM
npucTpoem Ginoro
KOnbopy; Mo ogHOMY
dnakoHy B KAPTOHHIN
Kopobui

BapLuaBscbkui
hapmMaueBTUYHN
1 3aBog
Monbdha AT

Monbwa

BapLascbkun
hapMaLeBTUYHUN
3aBog Monbdpa AT

MNMonbwa

BHECEHHS 3MiH 0O peecTpauiiHnX
maTepianis:
3MiHM | TUMY - 3MiHW A0 IHCTPYKLIi ANns
MeZMNYHOro 3aCTOCYBaHHS y po3ainu:
"®apmakonorivHi BnactusBocTi" (LLoao
6esneku), "Oitn" (6yno: IcHy0Tb AaHi,
SKi NigTBEpOXKYOTb 6e3neky Ta
e eKTMBHICTb 3aCTOCyBaHHS
npenapary LiTaM, BKITIoYa4n
HOBOHapPOAXKEHNX 3 KOH'IOHKTUBITOM,
SIKMM 3aCTOCOBYBanNM OYHi Kpanni
TobpoconT® 5 pasiB Ha AeHb NPOTArOM
7 OHiB;
ctano: TobpoconT 3acTocoByBaTu
AiTAM BiKOM Bif 1 poKy 3 Takum xe
[03yBaHHSAM, K i y gopocnux. OgHak
iHpopmaLis LWOoAOo 3acToCyBaHHS
npenapary y negiatpii obmexeHa (aus.
po3gin «®apmakogunHamika»). beaneka
i epeKTMBHICTb y AdiTen Bikom 4o 1 poky
He BCTaHOBIEHI) BIANOBIAHO A0
OHOBINEHOI iHhopMaLlii 3 6e3nekn
nitoyoi peyosuHN. BBeaeHHA 3MiH
npoTtarom 6-tn micauis nicna
3aTBEepPAKEHHSA

3a peuernmom

UA/13493/01/01




83 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
149. TONIMENCUH TabneTtkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 0O peecTpauiiHnx 3a peuenmom UA/9762/01/01
100 NNiBKOBOI 0GOMOHKOI0, obmexeHo BUPOOHMLTBA, maTtepianis: 3miHu | Tuny -
no 100 mr no 10 BiAgnoBiganbHicT KOHTPOIb SIKOCTI, AgmiHicTpaTuBHi 3miHW. 3miHa
TabneTok y 6nictepi; no 10 BWMNYCK Cepil: HanMeHyBaHHsi Ta/abo agpecu
3 Bnictepu B KAPTOHHIN "dapmaueBTUYH ToBapucTso 3 3asiBHMKA (BracHMKa peecTpaLiiHoro
Kopobui a KoMnaHis obMexeHo NocBiAYeHHs) - 3MiHa agpecu
"3poopos'a" BignoBiganbHICTO 3asBHMKa. BBeaeHHs 3MiH npoTsirom 6-
"®apmaueBTNYHa TW MicAUiB Nicns 3aTBepOKEHHS.
KOMMaHis 3MiHu | TUNY - AOMiHICTPaTUBHI 3MiHW.
"3popos's", 3MiHa HalmeHyBaHHs Ta/abo apgpecu
YkpaiHa; MicuSa NPOBaXeHHSA QisNbHOCTI
BCi cTagii BMpoBHMKa/iMnopTepa rotToBoro
BUpPOBHMLTBA, nikapcbKkoro 3acoby, Bkoyawuim

KOHTPOIb SIKOCTI:
ToBapucTso 3
obMmexeHo
BignoBiganbHiICTIO
"®apmekc Npyn",
YkpaiHa

AinbHULUI BUNYycKy cepii abo micue
NpoBEAEHHS KOHTPOSHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBinae

BMPOBHUK/iMMopTep, BKMOYa4un
BWNYCK Cepilt) - 3MiHa agpecu

BMpOGHMKa ToBapucTBO 3 06MeXeHo
BignosiganeHicTio "®apmMaueBTnyHa
komnaHisi "3gopos'a”, YkpaiHa (Bci
cTagii BApoOHULTBA, KOHTPOIb SKOCTI,
BUMYCK cepii), 6e3 3amiHu micus
BMpOBOHMLTBA: BBEAEHHS 3MiH
npoTarom 6-Tn MicauiB nicns
3aTBEpAXEHHS. 3MiHu | Tuny -
AaOmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaKeHHA AiAnbHOCTI
BMpoBHMKa/iMnopTepa rotToBoro
nikapcbKkoro 3acoby, BKkiovawum
nOinbHULI BUNYCKy cepii abo micue
NpoBEeAEHHS KOHTPOSHO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBinae
BMPOGHMK/IMNOpTEp, He BKMoYaym
BUMYCK Cepiii) 3MiHa agpecy BUpobHUKa
ToBapucTBO 3 0GMEXKEHOI0
BianosiganeHicTio "GAPMEKC M'PYyI",

Ykpaina (Bci ctagii BupobHuuTBa,

KOHTPOIb SIKOCTi), 6€3 3MiHK micus
BMpOOHULTBA. BBEAeHHSA 3MiH

npoTsirom 6-Tu micauis nicns
3aTBEpPAXEHHS. 3MiHn | Tuny - 3MiHK
wopo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHu)

OHOBEHHSI 3aTBEPAKEHOIO TEKCTY

MapKyBaHHsi NEPBMHHOI Ta BTOPUHHOT

ynakoBok J13 3 BHECEHHSIM 3MiH [0

TEeKCTY MapKyBaHHSA. BBegeHHs 3MiH
npoTsarom 6-Tn MicauiB nicns




84 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpauyitiHo20
3acoby noceid4yeHHs
3aTBEPAXKEHHS.
150. TONINENCWH 25 | TtabneTtku, BKpUTI ToBapucTso 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauinHnX 3a peuyenmom UA/9762/01/02
NNiBKOBOK 0OBOMOHKOI0, obmexeHo BMPOGHMLTBA, maTtepianis: 3miHu | Tuny -
no 25 mr no 10 Tabnetok | BianoBiganbHiCT KOHTPOIb SIKOCTI, ApmiHicTpaTuBHi 3miHW. 3miHa
y 6nictepi; no 3 10 BUNYCK cepii: HalMeHyBaHHsi Ta/abo agpecu
Onictepn B KapTOHHI "®apmaueBTNYH ToBapucTso 3 3asiBHMKa (BrlacHMKa peecTpauiiHoro
KopooLi a KoMMaHis obmesxeHoto nocBiAYeHHs) - 3MiHa agpecu
"3popos's" BiANOBiganbHiCcTO 3asBHMKa. BBegeHHst 3MiH npoTsirom 6-
"®apmaueBTn4Ha TV MiCALIB Nicns 3aTBEPOXEHHS.
KOMMaHis 3Minu | TUNY - AGMIHICTPaTUBHI 3MiHN.
"3popos's", 3MiHa HallmeHyBaHHs Ta/abo agpecu
YkpaiHa; MicUsi TPOBadXEHHS AisiNbHOCTI
BCi cTagii BMPOGHMKa/imnopTepa rotoBoro
BUpPOGHMUTBA, nikapcbkoro 3acoby, Bknoyarun

KOHTPOIb SIKOCTi:
ToBapucTBo 3
obmexeHoto
BiANoOBiAanbHiCTO
"®apwmekc pyn",
YkpaiHa

AinbHULI BUNYyCcKy cepii abo micue
NpoBeAEHHS KOHTPOSIO SKOCTI.
(misnbHiCTb, 3a AKy Bignosigae

BMpPOOHMK/iMNopTep, BKMOYa4un
BWMNYCK Cepilt) - 3MiHa agpecu

BMpOGHMKa ToBapucTBo 3 06MexeHo
BignosiganeHicTio "®apmMaueBTnyHa
KomnaHis "3gopos'a”, YkpaiHa (BCi
cTagii BUpobHULTBA, KOHTPOIb SKOCTI,
BMNYCK cepil), 6e3 3amiHn micus
BMpoOHULUTBa: BBeAeHHS 3MiH
npoTtsrom 6-Tn MicauiB nicns
3aTBepAXeHHs. 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHU. 3MiHa
HalMeHyBaHHsi Ta/abo agpecu Micus
NPOBaMXeHHS AisnbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKnoyaun

OinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOIIO SKOCTI.
(DisinbHIiCTb, 3a AKy BignoBinae

BMPOGHUK/iIMMoOpTep, He BKIOYa4um
BWMYCK Cepiii) 3MiHa agpecy BUpobHUKa
ToBapucTBO 3 0OMEXEHOI0
BianosiganeHicTio "®OAPMEKC IM'PYyI",

YkpaiHa (Bci cTagii BUpobHUUTBa,

KOHTpPOrb AKOCTi), 6€3 3MiHn Micus
BUpOOHULTBA. BBEAEHHS 3MiH

npoTsarom 6-Tn Micauis nicns
3aTBEPAXKEHHS. 3MiHM | TUNYy - 3MiHK
wopo 6e3nekun/edekTMBHOCTI Ta
apmakoHarnsgy (iHwi 3MiHn)

OHOBIEHHS 3aTBEPAXKEHOIO TEKCTY

MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT

ynakoBok J13 3 BHECEHHSIM 3MiH [0

TEKCTYy MapKyBaHHsi. BBegeHHs 3MiH




85 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
npoTarom 6-Tm MicauiB nicns
3aTBEPAXKEHHS.
151. TONINENCWH 50 | tabnetku, BKpUTI ToBapucTso 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmX 3a peyenmom UA/9762/01/03
NNiBKOBOK 060MOHKOL0, obMexxeHow BUPOBHMLTBA, maTtepianis: 3miHu | Tuny -
no 50 mr no 10 TabneTok | BianosiganbHiCT KOHTPOIb SIKOCTI, AamiHicTpaTuBHi 3MiHW. 3MiHa
y bnictepi; no 3 10 BUNYCK cepii: HaiMeHyBaHHs Ta/abo agpecu
Gnictepn B KapTOHHIN "®apmaueBTUYH ToBapucTso 3 3asBHMKA (BNacHWKa peecTpauinHoro
Kopobui a KoMnaHis obmMexeHo nocBigyeHHs) - 3MiHa agpecu
"3popos's" BiANoBiganbHicTO 3asBHMKa. BBegeHHs 3MiH npoTsirom 6-
"®apmaueBTnYHa TV MiCALIB Nicns 3aTBEPOXKEHHS.
KOMnaHisi 3MiHu | TUNY - AGMIHICTPaTUBHI 3MiHN.
"3gopos's", 3MiHa HallMeHyBaHHsi Ta/abo agpecu
YkpaiHa; MiCList MPOBAOKEHHS AisiNbHOCTI
BCi cTagii BMpo6HMKa/iMnopTepa rotToBoro
BMPOGHMLTBA, nikapcbKkoro 3acoby, BKkoyaym

KOHTPOIb AKOCTI:
ToBapucTBo 3
obmexeHoto
BiAnoBiganbHiICTO
"®apwmekc pyn",
YkpaiHa

AinbHULI BUMYycKy cepii abo micue
NpoBefeHHS KOHTPOSIO SIKOCTI.
(DisinbHICTb, 3a AKy BignoBigae

BMPOGHMK/iMNOpPTEp, BKMOYa4mn
BWNYCK Cepilt) - 3MiHa agpecu

BMpobHMKa ToBapuCTBO 3 06MeEXeHOo
BignosiganeHicTio "®apmMaueBTnyHa
KomnaHisi "3gopos'a”, YkpaiHa (Bci
cTagii BUpobHUUTBA, KOHTPOSb SKOCTI,
BUMYCK cepii), 6e3 3miHn micus
BMpobGHUUTBA: BBEAEHHSA 3MiH
NpoTHArom 6-Tu MicsLiB nicns
3aTBepPAXEHHS. 3MiHum | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaLXeHHS JisnbHOCTI
BMpoBHMKa/imnopTepa rotToBoro
nikapcbKkoro 3acoby, BkoYaum

AinbHULI BUMYycKy cepii abo micue
npoBefeHHS KOHTPOSIO SIKOCTi.
(pisnbHiCTb, 3a AKy Bignoeigae

BMPOGHMK/IMNOpTEp, He BKMOYaym
BUMYCK Cepiii) 3MiHa agpecy BUpobHUKa
ToBapnCTBO 3 0OMEXKEHOI0
BignosiganeHicTio "GAPMEKC I'PYI",

YkpaiHa (Bci cTagii BupobHuLTBa,

KOHTpPOrb SIKOCTi), 6e3 3MiHN Micus
BMpOKOHULTBA. BBEaeHHs 3MiH

npoTarom 6-Tu micauis nicns
3aTBepAXEHHs. 3MiHuM | Tuny - 3miHK
wopno 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn)

OHOBIEHHSI 3aTBEPAXKEHOIO TEKCTY

MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI

ynakoBok J13 3 BHECEHHSIM 3MiH 0
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

TEeKCTY MapKyBaHHS. BBegeHHs 3MiH
npoTsarom 6-Tu mMicsauis nicns
3aTBEPAKEHHS.

152.

TOPAPEH

Tabnetku no 10 mr; no
10 TabneTok y 6nicTepi;
no 1,3 abo no 8
6nictepis B nayui

AT

"KUIBCLKMN

BITAMIHHAM
3ABOA"

YkpaiHa

AT "KI/I'I'BCbKI{II7I
BITAMIHHAN
3ABOO"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHu | TUny - 3miHa y meTtogax
BMNPOOYBaHHSA roTOBOro MiKapCbKoro
3acoby - 3a nokasHukom «MBY»
BHECEHHS YTOUHEHHS1 NPOBEAEHHS
BMNpOOYyBaHHA Ta HOPMYBaHHS, y
3B’A3KY 3 MPVBEAEHHAM A0 AiloYoro
BuaaHHa Y 2.0; - 32 NokasHUKOM
«CynpoBigHi AOMILLKMY» 3MiHM B
MeTOoAWLi MPUrOTYBaHHS PO3YUHY
MOPIBHSAHHS @, OCKiNbKW 3MiHUBCS
CTaHAapTHWI 3pa3ok Topacemig ans
npuaatHocTi cuctemu (EP CRS).
KpuTepii npUAHATHOCTI He 3MiHMnucs

3a peuyernmom

UA/11688/01/01

1563.

TPAU®EMOIT H

cupon no 100 mn abo no
200 mn y donakoHi; no 1
dnakoHy pasom i3
[03Y04MM MPUCTPOEM Y
kopobLii 3 KapTOHY

TOB
"XapkiBcbke
hapmMaueBTUYHE
niagnpueMcTBo
"30poB's
Hapoay"

Ykpaina

TOB "XapkiBCbke
dapmaueBTMYHE
nignpuemMcTeo
"3popos'st Hapoay"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLifnHmX
MaTepianis:
3MiHu | TUny - 3MiHn Wwopno
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo
3MiHM [0 y3aranbHEHUX AaHuX Npo
cuctemy cbapmakoHarnsigy (BBegeHHs
y3aranbHeHVX JaHuX Npo cuctemy
dapmakoHarnagy, amiHa
YMOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3iicHeHHs bapmakoHarnsgy;
KOHTaKTHOI 0cobu 3 dhapmakoHarnsgy
3asBHMKA NS 34iINCHEHHS
hapmakoHarnagy B YkpaiHi, AKLLO BOHA
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBiganNbHOI 3a 3AiINCHEHHS
hbapMakoHarnagy (Bkrrovanum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLleHHi MacTep-danna cuctemm
dapmakoHarnsiay) - NpornoHoBaHa
peaakuis: ynoBHOBaxeHa ocoba
3asiBHMKA, BignoBiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHuX YyNoBHOBaXEHOT 0cobu
3asBHMKA, BiAnoBiganbHoI 3a
dapmakoHarnag

3a peuerimom

UA/13900/01/01

154.

TPAMALOIJ-3H

kancynu no 50 mr no 10
kancyn y 6nictepi; no 1,
2 abo 3 6nictepu y
KopobLi 3 KapToHy

TOB
"XapkiBcbke
hapmaueBTUYHE
niagnpueMcTBO

"300poB'st

YkpaiHa

TOB "XapkiBCbke
dapmaueBTMYHE
nignpuemMcTeo
"3popos'st Hapoay"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmX
MaTepianis:
3MiHu | TUny - 3MiHn Wwopno
6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo

3a peuerimom

UA/7148/02/01
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

Hapoay"

3MiHW OO0 y3aranbHeHVX AaHWX Npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHUX AaHuX Nnpo cuctemy
dapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobw, BignosiganeHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asABHUKa 4119 3AINCHEeHHS
hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANoBiganbHOT 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkro4vaum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MmiLLeHHi macTep-darina cuctemm
dapmakoHarnsigy) - MponoHoBaHa
peAakuis: ynoBHOBaXKeHa ocoba
3asiBHMKa, BignosigansHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX
[aHuX yroBHOBaXXeHOT 0cobu
3asiBHUKA, BignoBiganbHoOI 3a
dapmakoHarnag

155.

TPAMALOIJ-3H

PO34mnH Ans in'ekuin, 50
mr/mn no 1 mn a6o no 2
M B amnyni, no 5
amnyn y énictepi; no 1
abo 2 6nictepu B
KopobLi 3 KapTOHy

ToBapucTso 3
obmexeHo
BignoBsiganbHicT
10 "XapkiBcbke
hapmMaueBTUYHE
niagnpueMcTBo
"3nopoB's
Hapoay"

YkpaiHa

ToBapucTso 3
obmexeHo
BignoBiganbHicTO
"XapkiBcbke
dapmMaueBTNyHe
nignpuemMcTeo
"3popos'st Hapoay"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnX
maTtepianis:
3MiHu | Tuny - 3MiHn Wwopno
Ge3nekn/edhekTUBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo
3MiHN OO0 y3aranbHeHVX AaHWX Npo
cuctemy cdapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBaXeEHOT 0cobu, BignosigansHoi
3a 34iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 3A4iINCHEHHSA
hapmMakoHarnagy B YKpaiHi, AKLLO BOHA
BigMiHHa Bi yNMOBHOBaXeHOT ocobu,
BiANOBIAanNbHOI 3a 3AiCHEHHS
hapmakoHarnsgy (Bkrovatum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MmiLleHHi macTep-darna cuctemm
dapmakoHarnsigy) - MponoHoBaHa
peAakuis: ynoBHOBaXKeHa ocoba
3asiBHMKa, BignosigansHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa; 3MiHa KOHTAKTHUX
[aHUX YyNoBHOBaXeHOT 0cobu
3asiBHUKA, BignoBiganbHoOI 3a
dapmakoHarnag

3a peuernmom

UA/12470/01/01

156.

TPAMALOJI-M

PO34unH Ans in'ekuin, 50

ToBapucTso 3

YkpaiHa

ToBapucTso 3

YkpaiHa

BHECEHHS 3MiH 00 peecTpauinHnX

3a peuenmom

UA/7148/01/01




88

[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

mr/mn no 1 mn abo no 2
M B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepu B
KopobLii 3 KapTOHY

obmexeHoro
BignosiganbHicT
10 "XapkiBcbke
hapmaueBTUYHe
niANPUEMCTBO
"3popos'sa
Hapoay"

obmesxeHoto
BiANOBiAAnNbHICTIO
"XapkiBcbke
dhapmaLleBTU4He
nianpUEMCTBO
"3gopoB'st Hapoay"

matepianis:
3MiHu | TUny - 3MiHn Wwopo
6e3nekn/eekTUBHOCTI Ta
apmakoHarnsgy. BeegeHHs abo
3MiHM [0 y3aranbHeHUX AaHuX npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHNX AaHNX Npo CUCTEMY
dapmakoHarnagy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 3iicCHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHs
hapmakoHarnsgy B YKpaiHi, KO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAMNOBiganbHOI 3a 34iNCHEeHHS
hapmakoHarnsgy (BKrovaym
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MiLeHHI macTep-darnna cuctemm
dapmakoHarnsagy) - MNponoHosaHa
pepakuis: ynoBHOBaXKeHa ocoba
3asBHMKa, BianoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHapiBHa. 3MiHa KOHTaKTHUX
[aHnX yroBHOBaXeHOi ocobu
3asBHMKA, BignoBiganbHoI 3a
dapmakoHarnag

157.

TPACTUBA

TabneTtkn, BKpUTI
NNiBKOBOK 0GOMOHKOI0,
no 600 mr/200 mr/300
mr, no 30 TabneTok y
KOHTeViHepi; Mo 1
KOHTENHEPY Y KapTOHHIN
Kopobui

[eTepo J1ab3
Nimiten

IHAisa

[eTepo J1ab3
Nimiten

IHAisA

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | Tuny -
AaMiHicTpaTBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaMKEHHSA AiANbHOCTI
BMPOGHWKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, Bknoyaum
AinbHULI BUMYycKy cepii abo micue
NpoBefEeHHS KOHTPOSIO SIKOCTI.
(misnbHiCTb, 3a sKy Bignosigae
BMPOOHMK/iMNOpTEp, BKMOYa4mn
BWNYCK Cepilt) - 3MiHa agpecu
BMpOGHMKa nikapcbkoro 3acoby Metepo
J1a63 Nimiteq, 6e3 3amiHM Micus
BMPOGHMLTBA.

3a peyenmom

UA/15606/01/01

158.

TPACTUBA

TabneTtkn, BKpUTI
NMiBKOBOK 0OOOHKOM,
no 600 mr/200 mr/300 mr
in bulk Ne 500 y
KOHTEeWHepax

leTepo J1ab3
Tlimiteq

IHAis

[eTepo J1ab3
Tlimiteq

IHAis

BHECEHHS 3MiH 40 peecTpauiiHnx
marepianis: 3miHu | Tuny -
AZMiHiCTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHSA AiANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, Bknovaro4m
AinbHULI BUMYCKy cepii abo micue
npoBefeHHs KOHTPOJ SIKOCTi.

UA/15605/01/01
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Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

(DisinbHICTb, 3a AKy BignoBinae
BMPOBHUK/iMMopTep, BKMOYa4un
BUMYCK Cepil) - 3MiHa agpecu
BMpoOHMKa nikapcbkoro 3acoby NeTepo
J1a63 Jliviteq, 6e3 amiHn micus
BMpOOHMUTBA.

159.

TPUMICTUH® -
OAPHUNUA

masb no 14 ry Ty6i; no 1
Ty6i B nayui

MpAT
"®apmMaueBTUYH
a cipma
"OapHuus”

YkpaiHa

MpAT
"®apmaueBTuyHa
dipma "OapHuus”

YKkpaiHa

BHECEHHS 3MiH A0 peecTpaLinHmX
MaTepianis:
3MiHu | TUNy - 3miHa agpecu micus
NPOBaPKEHHS AiNbHOCTI BUPOOHUKA
cy6cTaHuii Mipamictun TOB
«DPAPMXIM»; 3MiHu | TUNy - BUNYyYEHHs
3 MaTepianis peecTpauiiHoro ocbe
BMpo6HuKa AP| MipamictuH MpAT
«®apmaueBTryHa cipma «dapHuusay».
BBepeHHA 3miH npoTArom 6-tu
MicsiLiB nicnga 3aTBepAKEHHSA

6e3 peuenma

UA/6123/01/01

160.

YHIKINO®EH

Kpanni o4Hi, po3unH 0,1
% Mo 5 Mn 'y KOHTeWHepi-
KpanenbHuui; no 1
KOHTENHepy-
KpanenbHuLi B
KapTOHHIN kopobLi

TOB "YHIME[
DAPMA"

CnoBalbka
Pecny6bnika

TOB "YHIME[J
DAPMA"

CnoBaubka
Pecny6bnika

BHECEHHS 3MiH 4O peecTpauiiHnx
marepianis:
3MiHK | TUNY - NogaHHSA HOBOTO
cepTudikaTta BigNoOBIAHOCTI
€ponericbkin bapmakonei Ne R1-CEP
2009-303-Rev 01 gnsa gito4oi pevoBuHn
Diclofenac sodium Big HoBoro
BMPOGHMKaA

3a peyenmom

UA/7856/01/01

161.

YPO®OCLUH®

rpaHynu Ans opansHoro
po3umHy, no 3,0rno 8 r
B nakeTi-cawle; no 1
nakeTy-calle B navui i3
KapTOHY

NAT
"Kuismegnpenap
at"

YkpaiHa

NAT
"KuiBmegnpenapat”

YkpaiHa

BHECEHHS 3MiH 0O peecTpauinHnX
maTtepianis:
3MiHm |l Tuny - 3miHn wopo
Ge3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo
3MiHa(K) 4o 3060B'A3aHb Ta YMOB
BMAaYi peecTpaLiiHoro NOCBiAYEHHS,
BKkNtoyatoun MNnaH ynpaeniHHA
pu3nkamm (3aCToCyBaHHS 3MiH(K),
siki(a) BMMaratoTb(€) noganbLLIoro
06r'pyHTYBaHHS HOBMMU AO4ATKOBUM
AaHVMU, Lo MaloTb HagaBaTucs
KOMMETEHTHUM OpraHoM, OCKiflbKM
BMMaraeTbCsl CyTTeBa OLjiHKa
KOMMNETEHTHUM OpraHoMm) - BUKOHaHHs1
3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY
1.8.2 nyHkTy 1.8 gogatky 5 go Mopsiaky
NpoBeAeHHSA eKCcnepTnamn
peecTpauiHux maTepianis Ha nikapcbki
3acobu, Lo NoAaTbCs Ha AepXaBHY
peecTpauito (nepepeecTpallito), a
TakKoX eKcnepTnan matepianis npo
BHECEHHS! 3MiH 4O peecTpauiiHnx
marepianis NpoTarom Aii
peecTpaLiiHoro NOCBIAYEHHS,

3a peuenmom

UA/15454/01/01
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Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
3aTBepaxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)
162. DA3INOOEKC po3umH ang iH'ekuin, 250 AcTtpa3eHeka Benuka BMPOBHMK Himeyuunna/ BHECEHHS 3MiH [0 peecTpaLiiHnx 3a peuyenmom UA/5440/01/01
Mr/5 mnno 5 mn IOK Nimiten BpuTtaHis nikapcbKkoro 3acoby Benwuka maTepianis: 3miHu Il Tuny - 3MiHn Woao
pO34MHy B nonepeaHbo “in bulk”, nepBuHHa BpuTaHia 6e3nekn/edekTUBHOCTI Ta
3aMoBHEHOMY CKITHOMY ynakoBka: apmMakoHarnagy. 3miHn y
LUNpuLi 3 KOHTpONEM BetTep dapma- TepaneBTUYHUX NOKa3aHHsAX
nepLUoro BigKpUTTS; no 2 PepTuryH N'mM6X ta (BooaBaHHs HOBOro TepaneBTUYHOro
nonepegHb0 3anoBHEHI Ko. KI', HimeuuunHa; nokasaHHs abo 3miHa y
LUNPULN B KOHTYPHIN BUPOBHMK, 3aTBEPAXXEHOMY MokKasaHHi) - 3MiHN
YapyHKOBIN ynakosLi 3 BiANoBiAanbHUA 3a BHECeHO A0 [HCTpyKLUii Ana MmegnyHoro
ABomMa besneyHummn BTOPUHHY YNaKoBKY, 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
ronkamu «BD KOHTPOIb SKOCTI, po3giny "lNoka3aHHa", Ta, K HAacniQokK,
SafetyGlide™», no 1 BUNYCK cepii: B po3gin "®apmakonoriyHi
KOHTYPHIln YapyHKOBIl Actpa3eHeka tOK BrnactmeocTi". B pesynbTaTti 6a3oBoro
ynakoBLi B KAPTOHHI IimiTen, Benuka AocCnigKeHHs1 CTOCOBHO HOBOIoO
Kopoo6Li BpuTaHis; nokasaHHs1 OTPMMaHO HOBY
BMPOGHMK, iHcpopmallito 3 6esneku, sika BHeceHa B
BignoBsigansHUn 3a po3ginu "MNepepo3syBaHHsA", "TMo6iYHi
BidyanbHWI aHanis: peakuii". BBegeHHs 3MiH NpoTsArom 6-1u
BetTep ®apma- MiCALIB MiCNS 3aTBEPKEHHS
®epTuryH NMbX ta
Ko. KI', HimeuunHa;
BUPOBHMK,
BignoBiganbHUn 3a
TECTYBaHHS
CTEepUNbHOCTI:
Bettep ®apma-
®epTuryH M'mbX ta
Ko. KI', HimeuydnHa
163. PE3AM® kancynu tBepgi no 10 BankaHdapma- Bonrapis BankaHdapma- Bonrapis/ BHECEHHS 3MiH [0 peecTpaLiiHnx 3a peyenmom UA/3371/01/01
kancyn y 6nictepi; no 2 OynHnus AT OynHuusg AT, Cepbis maTtepianis:
abo 6 6nicTtepiB y Bonrapis; 3MiHM | Tuny - 3mMiHa y meToaax
KapTOHHIN kopobui dapmaLeBTUYHa i BMNPOGYBaHHSI rOTOBOTO MikapCbKoro
XimivHa IHgycTpis, 3acoby - He3HayHa 3MiHa y
3apaene AT, Cepbis 3aTBEPAKEHOMY anbTepHaTUBHOMY
MeTOoZi KOHTPOIO AKOCTi FOTOBOIO
nikapcbKkoro 3acoby 3a Noka3HUKOM
«BMicT fitounx pe4oBuH B Kancyni:
nipauetamy Ta LMHapPU3NHY»; 3MiHu |
Tuny - nogaHHs oHosneHoro CEP Ne
R1-CEP 2004-083-Rev 04 ana A®I
MipaueTtamy Big 3aTBEpAXEHOro
BUpOBHMKa
164. ®EHOBAPBITAN | Ttabnetku no 100 mMr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHnx 3a peyernmom UA/12251/01/01
-3H 10 TabneTok y 6nicTepi; o6mexeHo 0o6MeXeHo MaTepianis:
no 5 Gnictepis y kopobui BiAnoBiganbHicT BiANoBiganbHicTO 3MiHu | TUny - 3MiHn Wwono
10 "XapkiBcbke "XapkiBcbke 6esnekn/edeKTMBHOCTI Ta
dapmaueBTMYHE dapmMaueBTUYHE hapmakoHarnsigy. BeegeHHs abo
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PeecmpauyiiiHa npoyedypa

Ymoesu

Homep

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

3MiHM Jo y3aranbHeHux gaHnux npo

sidnycky

peecmpayiliHo2o
noceidYyeHHs1

nignpueMcTBo
"3popoB's
Hapoay"

niaNpMEMCTBO
"3popos'st Hapoay"

cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Nnpo cuctemy
dapmakoHarnagy, amiHa
yrnoBHOBaXeHoi ocobw, BignosiganeHoi
3a 34iicHeHHs hbapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy
3asBHWKa A9 34INCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLO BOHA
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAnoBiaanbHOT 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrovaum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MmiLleHHi macTep-darina cuctemm
dapmakoHarnsay) - Qitova pegakuis:
yrnoBHOBaXeHa ocoba 3asiBHMKa,
BignoBsiganbHa 3a hapmakoHarnag —
MypasitoBa OkcaHa OnekcaHapisHa,
NpOMnoHOBaHa peAakLis: yNnoBHOBaXeHa
ocoba 3asBHUKa, BignoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTAKTHUX
[aHUX YyNoBHOBaXeHOT 0cobu
3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarnag

3a peuernmom

UA/12251/01/02

165.

®EHOBAPBITAN
-3H

Tabnetku no 50 mr no 10
TabneTtok y 6nictepi; no
5 6nicTepiB y kopoOui

ToBapucTso 3
obMmexeHo
BignosiganbHicT
10 "XapkiBcbke
dapmMaueBTUYHE
nignpueMcTBo
"3popoB's
Hapoay"

YkpaiHa

ToBapucTso 3
obMmexeHo
BignoBiganbHICTO
"XapkiBcbke
dapmaueBTNyHe
niaANPMEMCTBO

"3popos'st Hapoay"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauiiHnX
maTepianis:
3MiHu | TUny - 3MiHK Wwono
6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeeaeHHs abo
3MiHU OO0 y3aranbHeHVX AaHWX Npo
cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Nnpo cuctemy
dapmakoHarnagy, amiHa
YNOBHOBaXeHOT 0cobu, BignosigansHoi
3a 34iicHeHHs bapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34iINCHEHHSA
hapmMakoHarnagy B YKpaiHi, AKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrovaum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MiLLeHHi macTep-darina cuctemm
dapmakoHarnsgy) - Qitova pepakuis:
yrnoBHOBaXKeHa ocoba 3asiBHuKa,
BignosiganebHa 3a hapmakoHarnag —
MypasitoBa OkcaHa OnekcaHapisHa,
NpPOMNoHOBaHa pefakLis: yNnoBHOBaXeHa

ocoba 3asiBHMKa, BignosiganbHa 3a




92

[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTAKTHUX
[aHuX YyNoBHOBaXEHOT 0cobu
3asBHMKA, BianoBiganbHOI 3a
dapmakoHarnag
166. ®EHTAHIN po3umH ang iH'ekuin 0,05 TOB Ykpaina TOB "XapkiBCbke YkpaiHa BHECEHHS 3MiH 40 peecTpaLifnHmX 3a peyernmom UA/5185/01/01
Mr/mr, no 2 Mn B "XapkiBcbke dapmaueBTU4He matepianis:
amnyni; no 5 amnyn y apmaueBTHYHE nignpueMcTBo 3MiHn | Tuny - 3MiHn Wwoao
6nictepi; no 20 nigNpUEMCTBO "3gopoB'st Hapoay" 6e3nekn/edekTUBHOCTI Ta
6nictepis y kopobui 3 "3popoB'a apmakoHarnsay. BeegeHHs abo
KapTOHY; No 5 amnyn y Hapoay" 3MiHW A0 y3aranbHeHUX AaHux npo
6nictepi; no 1 6nictepy cuctemy cbapmakoHarnsgy (BBegeHHs
y KopobLi 3 KapTOHy; No y3aranbHeHVX AaHnX Npo cucTemy
5 amnyn y 6nictepi; no 2 tapmakoHarnagy, amiHa
6nictepn y kopobui 3 yrnoBHOBaxeHoi ocobu, BignoeiaansHoi
KapTOHYy 3a 3filicHeHHs hbapmakoHarnsaay;
KOHTaKTHOT 0cobu 3 hapmakoHarnsgy
3asiBHUKA NS 30iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BiAMiHHa Bil YNOBHOBaXeHOi ocobu,
BiANoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (BKrnovanym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-danna cuctemm
apmakoHarnsay) - NpornoHoBaHa
pefakuis: ynoBHoBaxeHa ocoba
3asBHMKa, BianoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHVX yroBHOBaXeHOi ocobu
3asiBHMKA, BiAnosigansHoi 3a
dapmakoHarnag
167. ®EPOMINEKT TabneTtkn, BKpUTI My6niyHe YkpaiHa My6nivHe Ykpaina BHECEHHS 3MiH 0O peecTpauiiHnx - UA/10056/01/01
obornoHkoto, in bulk: mo 1 aKuioHepHe aKuioHepHe marepianis:
Kr TabneTok y nakeri TOBapUCTBO TOBapUCTBO 3MiHu | TUNY - NpuBeAEHHs!
nonieTuneHoBomy "HaykoBo- "HaykoBo- crneundikauii A®| y BignoBigHiCTb A0
BVMPOGHWYMIA BMPOOHNYMIA LLEHTP Aito4oro BMaaHHS €BponemncobKol
LeHTp "BopLuariBcbkui dapmakonei, a came BUNYYEHHS
"BopLuariBcbkui XiMiko- nokasHuka «Baxki meTanu» Ta
Ximiko- hapmaueBTUYHUI 36iNbLUEHHS KPUTEPIIB MPUAHSATHOCTI 3a
hapMaLeBTUYHU 3aBog" nokasHukom «Jomiwka E»
11 3aBoq"
168. ®EPOMNEKT TabneTkn, BKpUTI My6niyre Ykpaina My6niyre YkpaiHa BHECEHHS 3MiH A0 peecTpaLinHmX 3a peyenmom UA/4506/01/01
o6onoHkoto, o 10 aKuioHepHe aKuioHepHe MaTepianis:
TabneTtok y 6nictepi; no TOBapucTBO TOBapuCTBO 3MiHu | TNy - NnpuBeaeHHs
3 abo 6 bnicTepiB y "HaykoBo- "HaykoBo- cneuudikauii A®| y BignosigHicTb A0
nadui 3 kKapToHy; no 50 BUPOBHMYMI BUPOBHUYMI LLEHTP LitYoro BUaaHHs €Bponencbkoi
Tabnetok y 6nictepi, no LeHTp "BopLuariscbkui dapmakonei, a came BUNYYEHHS
1 6nicTepy B KOHBepTI 3 "BopLuariBcbkuii Ximiko- nokasHuka «Baxki meTanu» Ta
KapTOHY XiMiKO- dapmaueBTUYHUIN 36iNbLUEHHS] KPUTEPIIB NPUAHATHOCTI 3a




93 [IponoBkeHHs noaarka 3
Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
apMaueBTUYHU 3aBog", YkpaiHa; nokasHukom «Jomiwka E»
1 3aBon" BTOPUHHE
nakyBaHHsI:
ToBapucTBo 3
obmexeHoto
BiANOBiAanbHiCTO
"Hatyp+", YkpaiHa
169. DJIYKOHA3OI KpucTaniyHuiA NopoLLOK TOB "TK YkpaiHa Bipynakwa OpraHikc IHgis BHECEHHS1 3MiH 40 peecTpauiiHnx - UA/15667/01/01
(cybeTaHuis) y "Apopa" Nimiten maTepianis:
noABiINHNX 3MiHW | TUNY - NpuBeaeHHs
nonieTUNeHoOBUX MilKax cneumndikaLii Ta MeToaiB KOHTPOO
(30BHILLHIN YOpHMI) AN SIKOCTi A0 BMMOT MOHorpadii €E® 3a
hapmaLeBTU4HOro nokasHukamm "PO34nHHICTL",
3acTocyBaHHSA "CynpoBigHi Aomilkn" Ta "Baxki
meTanun"
170. ®OPTEPA3 rpaHynu ans opaneHoro | Ekcentic Xencke Icnanis CMNELIAN ITanis BHECEHHS 3MiH [0 peecTpaLiiHnX 3a peyenmom UA/13692/01/01
po3uuHy, no 3 r, 1 cawwe C.JL MNPOOYKTC NAVH maTepianis:
3 rpaHynamuv B C.N.A. 3MiHm |l TNy - 3amiHa BUpo6HMKa
KapTOHHI Kopobui BVIXiLHOro/npoMmi>XHOro
npoaykTy/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci A®l, abo 3miHa BUpoGHuka
(Bkntovatoun, ge HeobxigHo, MicLe
nNpoBeAeHHS KOHTPOo skocTi) APl -
BBeAeHHst BupobHuka AP Clarochem
Ireland Ltd, Ireland.; 3aminwn 1l Tuny -
3MiHM 3 akocTi. AD| - OHOBMNEHHSI
matepianis DMF 3amina Bepcii 4.0
(2014 p.) Ha Bepcito 5.0 (2016 p.)
3aTBepaxeHoro BupobHuka API Ercros
SA Spain
171. XIUTAK ®OPTE Kpanni opanbHi, po34nH, paTiochapm HimeuunHa Mepkne 'mM6X HimeuunHa BHECEHHS 3MiH 0O peecTpauinHnx 6e3 peuenma UA/1013/01/01
no 30 mn a6o no 100 mn mbX (Bunyck cepii; MaTepianis: 3miHu | Tuny - 3MiHK 3

y donakoHi 3 npobkoto-
KpanenbHuueto; no 1
dnakoHy y kopobui

BUPOBHMUTBO in
bulk; nepsuHHe Ta
BTOPUHHE
nakyBaHHS1,
KOHTPOIb SKOCTI)

sikocTi. [0TOBMI NMikapcbkui 3acib.
Onuc Ta cknag (iHwWi 3MiHW)
BHECEeHHS 3MiH o p. «Cknag» MKA J13:
NpVBELEHHS HanMCaHHs Qikynx
peyoBUH Y BigMNOBIHICTb 4O MaTepianis
peecTpauinHoro gocbe p. 3.2.P.1. Onuc
i cknag nikapcbkoro 3acoby (BkazaHo
TOYHMWI Nepeknag gitoynx pe4oBuH)
3MmiHM BHeceHi y po3agin "Cknag
nikapcbKkoro 3acoby" B iHCTpYyKLUilo Ans
MeAMYHOro 3aCTOCYBaHHS! NikapCbKOro
3acoby Ta Sk Hacnigok - BiaNoBigHi
3MiHM B TEKCTi MapKyBaHHs Ta
OHOBIEHHSI TEKCTY MapKyBaHHS
yNaKoBKW fikapcbKoro 3acoby.
BBeneHHs 3MiH NpoTsirom 6-Tu micauiB
nicnsi 3aTBepaXeHHs. 3MiHu | Tuny -
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[TponoBxeHHs qogaTka 3

Ne n/n Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyiiiHa npoyedypa Ymoesu Homep
JliKapcbKO20 sidnycky peecmpayiliHo2o
3acoby noceid4yeHHs
3miHu wopao 6e3nekn/edekTMBHOCTI Ta
apmakoHarnsgy (iHwi 3MiHn)
BHECEHHS 3MiH O MapKyBaHHsi Ha
BTOPWHHIN ynakoBLi (BHECEHHS 3MiHM
[0 Ha3BW Ail04nX PEYOBUH, BUAANEHHS
TEKCTY Ha POCINCbKi MOBI, JOAABaHHSA
iHdbopmauii woago norotuny Ta
TeXHi4HoI iHopMaLlii; 3a3Ha4YeHHst
nikapcbka gopma y iHpopmalii, ska
HaHocuTbes WwpudTom Bpaiing). 3miHa
rpacpiyHoro 306paxkeHHs NepPBUHHOI
YNaKoBKU Ha MapKyBaHHS1 Ha NEPBUHHIN
ynakoBLi. BBeieHHs 3MiH npoTsrom 6-
TV MicsUiB Nicnsa 3aTBEpAXEHHS.
172. XiIno-Kkomoa Kpanni o4Hi, 1 mr/mn, no YPCADAPM HimewunHa YPCADAPM HimeuwunHa BHECEHHS 3MiH 40 peecTpaLinHmX 6e3 peyenma UA/7443/01/01
10 mny ApuHanmiTTens ApuHanmiTTens matepianis:
6araTogo3oBomMy M6X mM6X 3MiHM | TUMY - NOAAHHS OHOBMEHOTO
KOHTenHepi, cepTudikaTy BigNOBIAHOCTI
OCHalleHoMy E€sponevicbkoi papmakonei Ne R1-CEP
NOBITPOHENPOHUKHUM 2001-385-Rev 06
HacocoM Ta 3aKpuTomy Big 3aTBEepakeHoro BupobHuka Ad|
KoBnaykom, no 1 HaTpito rianypoHaTy HTL S.A.S.,
KOHTENHEpPY B KAPTOHHIN PpaHuis. Ak HacnigoK, yTOYHEHHS
Kopobui agpecu BUpobHuka
173. XI1o-Komoa Kpanni o4Hi, 2 mr/mn, no YPCA®APM HimeuunHa YPCA®APM HimeyunHa BHECEHHS 3MiH 0O peecTpauiiHnx 6e3 peuenma UA/7443/01/02
®OPTE 10mny ApuHanmittenb ApuHanmittenb MaTepianis:
baratogosoBomy oX meX 3MiHK | TUNY - NogaHHA OHOBNEHOTO
KOHTeWiHepi, cepTudikaTy BignoBiAHOCTI
OCHalleHoMy €Bponelicbkoi hapmakonei Ne R1-CEP
NOBITPOHENPOHUKHUM 2001-385-Rev 06
HacocoM Ta 3aKpuTomy Bif 3aTBEpAKEHOro BUpobHuKa ADI
KoBMa4vkom, no 1 HaTtpito rianypoHaTy HTL S.A.S.,
KOHTENHepY B KAPTOHHIN DdpaHLuis. Ak HacnigoK, yTOYHEHHSI
KopooLi appecu BMpobHMKa
174. XJTOPMPOMA3U PO34MH Ans iH'ekuin, 25 TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnx 3a peyenmom UA/10294/01/01
HY Mr/Mn no 2 M B aMmnyni; "XapkiBcbke BUpOBHMLTBA, maTepianis:
ripgPoxnorPug no 10 amnyn B Kopo6Li; apmMaueBTUYHE KOHTPOIb SIKOCTI, 3MiHu | TUnNy - 3MiHK wono
no 2 mn B amnyni; no 5 nianpueMcTBo Bunyck cepii: TOB Ge3nekn/edhekTUBHOCTI Ta
amnyn y 6nictepi; no 2 "3popos's "XapkiBcbke hapmakoHarnsigy. BeegeHHs abo
6nictepn y kopobui; no 2 Hapoay" dhapmaueBTU4He 3MiHM [0 y3aranbHeHUX A4aHuX npo

mn B amnyni; no 10
amnyn y 6nictepi; no 1
6nictepy y kopobui

nignpueMcTeo
"3popos's Hapoay",
YkpaiHa; Bci ctagii
BUpPOGHMUTBA,
KOHTPOIb SIKOCTi:
TOB
"®apmaueBTnyHa
KOMNaHisa
"3popoB's", YkpaiHa

cuctemy dapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnagy, amiHa
yrnoBHOBaxeHoi ocobu, BignosigansHoi
3a 3iicHeHHs hbapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 hapmakoHarnagy
3asiBHUKA ONs 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, SKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiANOBIAaNbHOI 3a 34iNCHEHHS
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpayiliHo2o
noceidYyeHHs1

hapmakoHarnsgy (BKrnovaym
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-dainna cuctemm
dapmakoHarnsay) - Aitova pepakuis:
ynoBHOBaxkeHa ocoba 3asiBHMKa,
BignoBiganbHa 3a chapmakoHarnsag —
MypasitoBa OkcaHa OnekcaHapisHa,
NponoHoBaHa pefakLis: ynoBHOBaXeHa
ocoba 3asiBHWKa, BignosiganbHa 3a
capmakoHarnag - 3umuubka Mapuxa
OnekcaHApiBHa, 3MiHa KOHTaKTHUX
[aHnX yroBHOBaXeHoi ocobu
3asiBHMKA, BiAnosigansHoi 3a
¢apmakoHarnag

175.

XOHOPOCAT

PO34MH ANs iH eKLin,
100 mr/mn; no 2 mn B
amnyni; no 5 amnyn y
6nictepi; no 2 6nictepn
B Nayli 3 KapTOHY

TOB "03
"BIO®APMA"

YkpaiHa

TOB "03
"BIO®PAPMA"

Ykpaina

BHECEHHS 3MiH 0O peecTpauiiHnx
matepianis:
3MiHu | Tuny - 3miHn Wwono
6e3nekn/edeKkTUBHOCTI Ta
apmakoHarnsay. BeegeHHs abo
3MiHM [0 y3aranbHeHuX faHux npo
cuctemy cbapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cuctemy
cbapmakoHarnagy, amiHa
YyNOBHOBaXeHOi 0cobu, BignosigansHoi
3a 3iicCHeHHs bapmakoHarnsgy;
KOHTaKTHOT 0cobu 3 dhapmakoHarnsgy
3asiBHUKA ONs 3OiNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKLO BOHa
BigMiHHa Bi yNOBHOBaXeHOT ocobu,
BiAMNoBiganbHOT 3a 34iNCHEeHHS
hapmakoHarnsgy (BKrovawym
KOHTaKTHI AaHi) Ta/abo 3MiHn y
po3MileHHi MacTep-daina cuctemm
dapmakoHarnsay) - lMponoHoBaHa
pepakuia — Qurac OiaHa
OnekcaHapiBHa.
3MiHa KOHTaKTHUX OaHUX
yrnoBHOBaXeHoi ocobw, BignoeiganeHoi
3a 34iicCHeHHs dhapMakoHarnagy

3a peuerimom

UA/14288/01/01

176.

XYMANOr® MiKC
50

cycneHsist ans
NiALWKIPHOro BBEAEHHS,
100 MO/mn; no 3 My
CKITTHOMY KapTpuaxi; no
5 kapTpuaxis y
KapTOHHIN ynakoBLi; No
3 M y cKrsHOMY
KapTpuaxi, BKnageHomy
y wnpuu-pyyky KeikleH;
no 5 Wwnpuu-py4yok
KBikleH y KapTOHHIW

Eni INinni
Hepepneng B.B.

Hinepnanamn

Ninni ®paHc

PpaHuis

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTepianis: NpMBeAEHHA HaNUCaHHsA
ynaKkoBKM NnikapcbKoro 3aco6y B
Haka3i MO3 Ykpainu Ne 1270 Big
06.07.2018 o 3aTBepaXeHuX
peecTpauinHnx maTepianis B NpoLeci
BHECEHHS 3MiH (3MiHM | TUny - 3MiHK
BMNpobyBaHb abo [ONYCTUMUX MEX,
BCT@HOBMNEHMUX Yy cneumndikauisx, nig
Yac BMpOBHULITBA FOTOBOIO
nikapcbKoro 3acoby (3ByXeHHS

3a peuerimom

UA/8352/01/02
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[TponoBxeHHs qogaTka 3

Ne n/n

Hasea
JliKapcbKO20
3acoby

®Popma sunycky

3asisHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyiiiHa npoyedypa

Ymoeu
sidnycky

Homep
peecmpauyitiHo20
noceidYyeHHs1

ynakoBLi

OONYyCTUMMUX MEX) - 3MiHN
BUNPOBYyBaHb, BCTAHOBMEHUX Y
cneundikauisx, nig yac BUpobHuUTBa
roToBOro nikapcbkoro 3acoby, 3amiHa
TecTy; 3MiHu | TUNy - 3MiHW Y NpoLeci
BUPOBHMLUTBA rOTOBOrO NiKapCbKoro
3acoby, BKIOYAKUN NPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NpU
BMPOOHMLTBI rOTOBOrO MikapCbKoro
3acoby (iHwi 3MiHW) - 3MiHK B Npoueci
BMPOGHMLITBA rOTOBOrO NiKapCbKOro
3acoby (p. 3.2.P.3.3) - craHgapTM3auis
HOBOI (iNbTPaLiNHOT YCTaHOBKM).
Pepakuis B Hakaasi: in bulk: no 3,0 mny
kapTpuaxi no 330 kapTpuaxis y
notkax. BipHa pegakuis: no 3 mny
CKNAHOMY KapTpuaxi; no 5 kapTpuaxis
Y KapTOHHIN ynakoBuj; no 3 Mn'y
CKITTHOMY KapTpuaXi, BKageHomy y
wnpuy-pyyky KeiklMNer; no 5 wnpuu-
py4ok KsiklNeH y KapTOHHIN ynakoBsui; in
bulk: no 3,0 mn y kapTpuaxi no 330
KapTpWAXiB y NOTKax.

177.

LETPOTIA® 0,25
mr

MOPOLLOK Ta PO3YNHHUK
ONsi pO34MHy Ans
iH'ekuin no 0,25 wmr, 1
NakoH 3 MOPOLLKOM Y
KOMMekTi 3 1
nonepeaHb0
3aMOBHEHVM LLUNPULIOM 3
PO34MHHMKOM (BOAa Ansi
iH ekuin) no 1 mn, 1
ronkow ans
PO3UMHEHHS, 1 FOMKoK
Ansa iH ekuin Ta 2
TamnoHamu,
NPOCOYEHNMU CNINPTOM,
Y KOHTYPHIl YapyHKOBIN
ynakosui; no 7
KOHTYPHUX YapyHKOBUX
YyNaKoBOK B KapTOHHIN
Kopobui

Apec Tpewnginr
C.A.

LLiBeviuapis

BUPOGHMK
Hepo3dacoBaHoi
npoaykuii Ta
nepBUHHE
nakyBaHHsi: Bakctep
Onkonopxi MM6X,
HimeuuuHa; M'ep
dabp MegnkameHT
MNpopakwH, AkiTeH
dapm
IHTepHacbloHarnb
(MOMI/ADI),
dpaHuis; BTOPUHHE
nakyBaHHs: AGGOTT
Bionogxikans b.B.,
Higepnangu;
BignoBiganbHUn 3a
BUNycK cepii: Mepk
KraA, HimevunHa;
AETepHa 3eHTapic
'M6X, HimeyynHa

HimeuunHa
/®paHuis/
Hinepnanamn

BHECEHHS 3MiH 0O peecTpauinHnx
matepianis:

3MmiHu Il Tvny - 3miHa po3mipy cepii
(BKnOYato4umM gianasoH po3mipy cepii)
rOTOBOrO fiKapCcbKoro 3acoby - 3mMiHn
PO3Mipy cepii FOTOBOro MikapCbKOro
3acoby, 3anponoHoBaHo: Big 4000 go
65000 dprakoHis (MpnbnunsHo 5 go 71

n)

3a peyenmom

UA/4898/01/01

HavyanbHuK YnpaBniHHA ¢papmaueBTUYHOI
AIANBbHOCTI Ta AKOCTi hapMaLeBTUYHOI NpoAayKuil

T.M. JlIackoBCbKumn
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