PEECTPALIMHMUX MATEPIATNIB, SIKI BHOCATLCSA [0 OEPXXABHOIO PEECTPY JIKAPCbKUX 3ACOEIB YKPAIHU

NEPENIK
NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIONOIN4YHUX NMPENAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU 10

DopaTtok 3

Ao Haka3y MiHicTtepcTBa oxopoHU
300poB’A YKpaiHu
04.10.2018 Ne 1809

Ne
n/n

Hasea
JNlikapcbKo20
3acoby

®Popma sunyckKy
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
uKka

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Homep
peecmpauyitiHo
20
rnoceid4yeHHs1

AKTOBETIIH

TabneTku, BKpUTI
o6onoHkoto, no 200 mr in
bulk Ne 50x144: no 50
TabneTok y chnakoHi: no
144 donakoHu B
KapTOHHi Kopobui

TOB "Takena
YkpaiHa"

YkpaiHa

BUPOGHMLTBO
Hepo3dgacoBaHoi
npoaykuii, NnepBuHHa
ynakoBKa, KOHTPOIb
SIKOCTi cepil, AO3BIN Ha
BUMYCK Cepii:
Takepa M'mM6X, micue
BUpPOBHMLTBA
OpaHieHbypr

Himeuun
Ha

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis:
YTOYHEHHSA peecTpauiiHoi npoueaypu B Hakasi MO3
Ykpainm Ne 1191 Bia 21.06.2018 - 3miHu |l Tuny - 3miHm 3
skocTi. CepTudpikaT BignosigHocTi/lE-cepTudikaT
BignoBigHOCTI €Bponenchbkin apmakonei/MmoHorpadii.
MopaHHsA HoBoro abo OHOBNEHOrO cepTudikaTa
BignosigHocTi abo BUNy4YeHHs cepTudikaTta BianoBigHOCTI
€Bponericbkin hapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOro NPOAYyKTY, Lo
BVKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHoi
peyoBuHm (ME-cepTudikaTt BignoBigHOCTi €Bponenchbkin
dapmakonei ana A®l/BmxigHoro
Marepiany/peareHTy/npomiKHOro NpoaykTy abo
[OOMOMIDKHOI pedoBuHM) - HoBUIn/OHOBNEHUI cepTudikat
Bifl BX€e 3aTBEpAXXEHOro/HOBOro BUpobHWMKa, Lo
BMKOPUCTOBYE MaTepianu nogcbkoro abo TBapMHHOIO
NMOXOMXXEHHS!, AT SIKUX BUMAraeTbCsl OLiHKa pusuky
NOTEHLIMHOro 3abpyaHEHHSI CTOPOHHIMY areHTamm -
nogaHHs oHoBreHoro CepTtudikaTty Bifg BXe
3aTBEpPAXXEHOro BUPOOHYKa, L0 BUKOPUCTOBYE MaTepianu
NOACLKOro abo TBAPUHHOIO NOXOKEHHST Ha AdI
Deproteinised Hemoderivative of calf blood:
3areepaxeHo: R1-CEP 2004-235-Rev 01,
3anponoHoBaHo: R1-CEP 2004-235-Rev 02 (6yro -
3MiHn Il Tuny - nogaHHsa oHoBneHoro CepTtudikaty R1-
CEP 2004-235-Rev 01 Big Bxe 3aTBEpAXEHOro
BMPOGHMKA, LLIO BUKOPUCTOBYE MaTepianu noacbkoro abo
TBapPWHHOIO NoxoaxeHHA Ha ADI Deproteinised
Hemoderivative of calf blood)

UA/9048/01/01

AJIEPTOMAKC

crnpen HasanbHWUK,
po34mH no 15 mny
dnakoHi 3 Hacaakoto-
pO3NuIOBaYeEM i
3aXVUCHUM KOBMa4koM y
Kopobui; no 15 mny
6anoHi 3 Hacagkoto-
PO3NMMIOBAYEM i
3aXVCHMM KOBMa4koM y
KopooLi

ToBapucTBo 3
0oBMeXeHo
BignoBsiganbHi
cTHO
"dapmaueBTun
YHa KOMMNaHis
"3popos'a"

YkpaiHa

ToBapucTBo 3
obmexeHo
BiANoOBiganNbHICTIO
"®apmaueBTuyHa
KoMnaHis "3gopos's"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHuX maTepianis:
3MiHu | TNy - 3miHa y cknagi (4ONOMiXKHUX peYoBUHAX)
roTOBOrO fikapcbkoro 3acoby (iHLi 4OMOMiIXKHI pevoBUHN) -
Oyab-sika He3Ha4Ha 3MiHa KinbKiCHOro ckragy AOMOMKHUX
PEYOBUH Y rOTOBOMY NikapCcbkoMy 3acobi - 3MiHa
KiNbKICHOrO CKMnafy - yTOMHEHHS KiflbKOCTi AOMNOMDKHOT
peyoBuHM "Kncnota nMMoHHa, MoHorigpaT”, 06ymMoBneHo
i3nKO-XiMiYHUMM BNACTMBOCTSIMU peareHTa (BMCOKa
CTYMiHb FrPOCKOMIYHOCTI), LLO BNIIMBAE Ha KiNbKiCTb B3ATOI
00151 3arpy3kyM peYOBUHM; 3MiHM | TMNY - 3MiHW, NOB'sA3aHi 3

be3
peuenma

UA/11696/01/01




[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

HeoOXigHICTIO NpuBEAeHHS Y BiANOBIAHICTb 4O MOHOrpadii
oY abo €sponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa y
crneundikaisx, noe's3aHa 3i amiHamu B ®Y, abo

€Bponencbkini hapmakonei, abo iHLWiA HalioHanbHiIn
dapmakonei gepxasu €C); cynyTHs 3MmiHa: 3miHa y
mMeTofax BUMPOOyBaHHS AOMOMIXKHOI Pe4OBUHU (HE3HAYHI
3MiHW y 3aTBEPAXKEHNX MeTofax BUNpobyBaHb) - 3MiHU Y
cneumikalisax Ta MeTogax BXigHOro KOHTPOrO
[OMOMDKHMX PEYOBUH, Y 3B 3Ky 3 NPUBEAEHHAM Y
BiAnoBigHICTb Ao BuMor EP filovoro BugaHHs

AMBPOKCON

Tabnetkn no 30 mrno 10
TabneTtok y 6nictepi; no 2
6nictepu y navui

NAT
"KviiBmeanpen
apat"

YkpaiHa

NAT

"KviBmegnpenapat”

YkpaiHa

BHECEeHHS! 3MiH [0 peecTpauiiHux maTtepianis:
3MmiHM | Tuny - 3miHa y metogax BunpobysaHHa APl abo
BUXiZAHOrO MaTepiany/npoMiKHOro NPoAyKTy/peareHTy, LWo
BUKOPUCTOBYETbLCS Y NpoLeci BUpobHuuTBa ADI - 3miHM B
peecTpauiiHOMy AOCbE Ha rOTOBUIA NiKapCbKuii 3acib y
po3gini 3.2.S.4; amiHu | TUNYy - 3miHa y MeTopax
BunpobyBaHHs A®l abo BuxigHOro matepiany/npomikHoro
NpPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMpoGHMUTBa ADI (iHWi 3MiHK Y MeTodax BUNpPoGyBaHHSA
(Bkntoyaroum 3amiHy abo fonoBHeHHs1) Ad| abo BuxigHoro/
NPOMIXKHOro NPOAYKTY) - 3MiHM B peecTpauiiHOMy JOCbE
Ha roToBui Nikapcbkuii 3aci6 y po3aini 3.2.S.4; aminm |l
TUNy - 3MiHa y napameTpax cneuudgikadi Ta/abo
[OMyCTUMMX MEX, BUHAYEHNX Y crieumdikauisx Ha AdI,
abo BMXiAHW/NPOMIKHUI NpoAyKT/peareHT, LWo
BMKOPUCTOBYHOTLCS Y npoueci BupobHuutea AdI
(Bny4eHHs NnapameTpa cneundikadii, AU Moxe MaTtm
CYTTEBUIA BNUB Ha sikicTb AD| Ta/abo rotoBoro nikapcbKoro
3acoby) - 3MiHW B peecTpaLiiHOMy JOCbE Ha rOTOBUI
nikapcbkuii 3acib y posgini 3.2.5.4

be3s
peuenma

UA/2084/01/01

AMIHOKANPOHOB

A KUCNIOTA

MOPOLLOK AN OpanbHOro
3acTtocyBaHHs Mo 1 r Ne
10: no 1 ry nakeri 3
KombiHoBaHOro
maTtepiany (bydneHy), no
10 nakeTiB y kopobui 3
kapToHy; Ne 10 (2x5): no
1 ry cnapeHomy nakerTi 3
KoMBiHOBaHOro
marepiany (6ydneny), no
5 cnapeHux nakeTiB y
KopoO6Li 3 KapTOHY;

Ne 10 (2x5):mo1ry
crnapeHoMy nakerTi 3
nonieTMneHoBnM
NoKpUTTAM, Mo 5
crnapeHnx nakeTiB y
KopobLUi 3 KapTOHyY

ToBapucTso 3
obMexeHo
BignosiganbHi
cTHO
"®apmaueBTu
YHa KOMNaHis
"3popos'a"

YkpaiHa

ToBapucTso 3
obmexeHo

BiANoOBiAanNbHICTIO
"®apmaueBTnyHa
KomnaHis "3gopos'a"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis:
npuBeaeHHs1 HaNMUCaHHA peecTpauinHoi npoueaypu
A0 peecTpauiiHux matepianiB B Haka3i MO3 YkpaiHu
Ne 450 Big 06.03.2018 B npoueci BHeCEHHSA 3MiH (3MiHK
| TMNy - 3amiHa abo BBeAEHHs1 4OAATKOBOI AiNMbHUL
BMPOBHMUTBA ANsi YacTUHU abo BCbOro BUPOOHNYOro
npoLiecy rotToBoro nikapcbkoro 3acoby (iHLwi 3mMiHu) —
BUyYeHHs1 BUpobHuyoro uexy ® XL, ans Bcboro
BMPOBHMYOro npouecy, Wo 6yB YaCTUHOK AiNbHULI
BMPOGHMLTBA, Y 3B’s13Ky 3 BUPOOHUYO HEOBXiAHICTHO;
3MiHu | TNy - 3MiHa po3mipy cepii (BkMoyaroum giana3oH
pO3Mipy cepii) roTOBOro nikapcbkoro 3acoby (iHLwi 3MiHu) -
BBEEHHsI JOAATKOBMX PO3MIpiB cepili npenapary (i3
3a3Ha4YeHHsIM B Kiflorpamax Ta TUC. YNaKoBOK Y
TEOPETUYHOMY PO3pPaxyHKy) Ans uexy .
3anponoHoBaHo: BupobHuk: Liex M. Poamip cepii
cknagae: 11,000 tuc. yn. (110,000 kr) - no 1 r y naketax
Ne 10 (1x10) abo y naketax cnaperux Ne 10 (2x5).
[ogatkoBui po3mip cepii cknagae: no 1 ry naketax Ne 10

be3
peuenma

UA/6566/01/01
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Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)
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3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa
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sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

(1 x 10) abo y naketax cnapeHux Ne 10 (2x5) - 14,535 tuc.
yn. (145,350 kr), 1,310 Tuc. yn. (13,100 kr)), a came:
YTOYHEHHS HanMcaHHsA A0AaTKOBOro po3Mipy cepil.
Pepakuisa B Hakasi: BupobHuk: Liex IMd. Poamip cepii
cknagae: 11,000 tuc. yn. (110,000 kr) - no 1 y naketax Ne
10 (1x10) abo y naketax cnapeHux Ne 10 (2x5).
[opaTkoBui po3mip cepii cknagae: no 1 ry naketax Ne 10
(1x10) abo y naketax cnapeHux Ne 10 (2x5) — 14,353 Tuc.
yn. (145,350 «r), 1,310 Tuc. yn. (13,100 «r).

BipHa peaakuin: BupobHuk: Liex MM®. Po3mip cepii
cknapae: 11,000 Tuc. yn. (110,000 kr) - no 1 r y naketax
Ne 10 (1x10) a6o y naketax cnapeHux Ne 10 (2x5).
HopatkoBun po3mip cepii cknagae: no 1 r y nakerax
Ne 10 (1 x 10) a6o y nakeTax cnapeHux Ne 10 (2x5) -
14,535 Tnc. yn. (145,350 kr), 1,310 tnc. yn. (13,100 kr).

AMIIoAMNIHY
BECUNAT

nopoLUokK (cybcTaHuis) y
noABINHNX
nonieTMNeHoBKX NnakeTax
anst BUpobHuuTBa
HEeCTEPUNbHUX
nikapcbkux popm

MpAT
"TexHonor"

YkpaiHa

'moxem IHpacTpi3
MNpanseT JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu |
Tuny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHsI
Ta/abo agpecy 3asiBHVKa (BNacHWKa peecTpaLiiHoro
nocBigYeHHs) 3MiHa agpecy 3asBHuKa. 3miHu | Tuny -
3miHun 3 skocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BigNoBiAHOCTI €Bponenchbkin apmakonei/MmoHorpadii.
MopaHHsA HoBoro abo oHoBNEHOro cepTudikaTa
BignosigHocTi abo BUNy4YeHHs cepTudikaTta BignoBigHOCTI
€Bponencbkin hapmakonei: ans A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVIKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixXHOT
peyoBUHU (cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
dapmakonei) - HoBui ceptudikat Bif BXe
3aTBEpAKEHOro BUPOOHMKa NoAaHHs HOBOro cepTudikarta
BignoBigHocTi €Bponericbkivi hapmakonei Ne R1-CEP
2002-072-Rev 06 ans gitovoi peyosmHM Amlodipine
besilate Big 3aTBepaxeHoro BMpobHuka 3 BignoBigHNMMm
3MiHaMu y Ha3Bi a agpeci Bupo6Huka AdI

UA/13965/01/01

APTEOXA®
KOMMJEKC

kancynu no 30 abo 60
Kancyn y KOHTenHepi; no
1 KOHTeNHepy B nauui; no
6 kancyn y 6nictepi; no 5
abo no 10 6nicTepiB y
navuj

MPAT
"OITOPAPM"

YkpaiHa

BMPOGHMUK,
BignoBiganbHUN 3a
BUPOBHMLTBO,
NepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPOIb
Ta Bunyck cepii: NMPAT
"OITOPAPM",
YkpaiHa; BUPOGHUK,
BiAgnoBiganbHUN 3a
BUPOBHMUTBO,
NnepBUHHE, BTOPUHHE
nakyBaHHs!, KOHTPOIb
qakocTi: TOB
"AcTtpadcapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | Tuny - 3amMiHu Wwoao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy - 3MiHu B iHCTPYKUiT ANS Meau4Horo

3acTocyBaHHsi 4o po3ginis "PapmakonoriyHi BnactusocTi"
(pepakTopcbki npaBku), "MpoTunokasaHHs", "Ocobnuei
3axoan 6e3nekn" BignoBigHO Ao maTepianis
PEECTPALiNHOIO AOChE Ta SIK HACMIAOK OHOBIEHHS TEKCTY
MapKyBaHHsI

6e3
peuyenma

UA/4461/01/01




Ne

Hasea

[IponoBxkeHHs gojaTka 3

n/n

JlikapcbK020
3acoby

ALUMKNOBIP-

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)

BILU®A

BEJNNIOCANIK

Ma3b 2,5 % no10ry
Ty6i; no 1 Ty6i B nayui

TOB "OKN
"®dapmaueBTn
YHa ¢abpmka"

YkpaiHa

TOB "OKIM
"dapmMaueBTNYHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHmx maTepianis: 3MiHu |
TMny - AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT
OinbHUUi (BKMoYatoun ginbHuui Ansa API, npomibkHOro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuUUI Ansi
npoBefeHHs NakyBaHHs, BUPOOHMKa, BiANoBidanbLHOro 3a
BUWMYCK Cepiii, MicLle NPOBEAEHHSI KOHTPOIo cepii) abo
noctayanbHviKa BUXiGHOTO maTepiany, peareHTy abo
[OMOMDKHOT PEYOBMHM (SIKLLIO 3a3HAaYEeHO Y AOCHE) -
BUITYyYEHHs1 OHI€T i3 ABOX 3aTBEPAXEHUX AiNbHULb
BMpobHuka TOB "OKI "®apmauesTnyHa dabpuka”
YkpaiHa. BBegeHHs1 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPOKEHHS.

be3
peuenma

nocei04YeHHs1
UA/11566/01/01

BINE BYTINNA®

Ma3sb no 30 ry Ty6i; no 1
Ty6i B KApTOHHI nNayui

Tabnetkn, 210 mr, no 10

Benyno, nikn
Ta KoCMeTuKa,
a.n.

Xopsaris

Benyno, nikn Ta
KocMmeTuka, A.4.

Xopsaris

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TNy - 3MiHW y Npoleci BUpOGHMLTBA rOTOBOrO
nikapcbKkoro 3acoby, BkNoYauy NpoMiXKHWUIA MPOAYKT, Lo
3aCTOCOBYETLCS MPU BUPOOHULITBI rOTOBOrO MiKapCbKOoro
3acoby - 3MiHM y npoueci BUpobHMLTBA rOTOBOrO
nikapcbKoro 3acoby - ANsi 3MEHLLUEeHHs BTpaT npu
TPaHCMOPTyBaHHi Ta A03yBaHHI pO3nnaBreHnx
KOMMOHEHTIB 36inbLLUEHO TemMnepaTypy B NNaBWrbHil
€MHOCTi HOBOT BUPOBHMYOT MiHii; 3MiHK | TUMY - 3MiHa
po3mipy cepii (Bkntoyaroun aianasoH po3mipy cepii)
roToBOro fnikapcbkoro 3acoby (36inbLeHHst Ao 10 pasis
MOPIBHSIHO i3 3aTBEPAXXEHUM PO3MIPOM) - BBEAEHHS
HoBoro po3mipy cepii 1000 kr go Bxe 3aTBepmxeHoro 500
Kr, y 3B'513Ky 3 BBEAEHHSIM HOBOI MiHii BinbLuoi
NpoAYKTUBHOCTI, 3anpornoHoBaHo: 500 kr (16667 Ty6), 1
000 kr (33333 Ty6); 3MiHu | TMNY - 3MiHK BUNpoGyBaHb abo
[OMyCTUMMX MeX, BCTAHOBMEHUX Yy crieumdikauisx, nig
yac BMPOGHMLTBA rOTOBOrO Nikapcbkoro 3acoby -
BUITyYEHHS1 HECYTTEBOTO BUMPOGYBaHHS B NMPOLIECi
BMpOBHMLUTBA Ha HOBIN NiHil TecT "cepegHs maca"”,
HasiBHUI T. BIOXWMEHHA Macu, repMeTUYHICTb; 3MiHK | Tuny
- 3MiHM BMNpobyBaHb abo AOMYCTUMUX MEX,
BCTaHOBIEHNX Y crneumdikauisix, nig yac BUpobHMUTBa
roTOBOrO fikapcbkoro 3acoby - 3MiHW y npoLeci
BMPOBHMLTBa roTOBOrO fiKapCbKOro 3acofy - 3MiHuM 3a .
"BiAXMNeHHA Macu" Onst TOYHOCTi HAaNoBHEHHS TyO, y
3BA3Ky 3 BBeAEHHSM HOBOI NiHii, 3anponoHoBaHo: 30,0-
320r

3a
peyerimom

UA/10370/01/01

Tabnetok y 6nictepi; no 1
onicTepy B KapTOHHiW
nayui; no 12 tabnetok y
6nictepi; no 2 6nictepn B
KapTOHHIM nayui

TOB
"OMHI®APM
A KMiB"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiH1x maTepianis: 3miHu |l
TMny - 3MiHKn wopao 6esnekn/edpeKTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(u) go
3060B'A3aHb Ta YMOB BUAayi peecTpauiiHoro

NocBiAYeHHs1, BKNtoYatoum MnaH ynpasniHHS pusamkaMmun

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€) noganbLIOoro

06I'pyHTYBaHHS HOBMMM J04ATKOBUM JaHUMM, LLO MaloTb
HagaBaTUCSt KOMMETEHTHUM OPraHOM, OCKiNbKM

BMMaraeTbCsi CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoM)

BukoHaHHs1 30608B's13aHb BigNoBigHO 40 MignyHkTy 1.8.2

be3
peuenma

UA/16126/01/01




[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
nyHkTy 1.8 gogatky 5 go MNopsaky npoBeaeHHS
eKCnepTn3n peecTpauinHnx maTepianis Ha nikapcbkKi
3acobu, Lo NofJalTbCs Ha AepXKaBHY peecTpalLlito
(nepepeecTpadito), a Takox ekcnepTnam martepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX maTepianis NpoTarom
Oil peecTpauiiHOro NocBigYeHHs, 3aTBepAXeHoro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)
10. BINOBIN® kancynu no 40 mr, no 10 KPKA, ao.4a., CnoBeHisa BMPOGHMUTBO "in CnoseHisa BHECEHHS 3MiH 0O peecTpaLiiH1X MaTepianis: 3MiHu 3 be3s UA/1234/01/02
Kancyn y 6nictepi, no 2 Hoso mecTo bulk", nepBuHHe Ta sKocTi. [oToBMI Nikapcbkni 3aci6. 3MiHN y BUPOOHMLITBI. peuernma
abo 6 bnicTepiB y BTOPVHHE NaKyBaHHS, 3MiHa iMnopTepa/aMiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KapTOHHi Kopobui KOHTPOINb Ta BUMYCK KOHTPOIO SIKOCTi rOTOBOrO flikapcbkoro 3acoby (3amiHa
cepil: abo gogaBaHHA AinbHULI, HA SKi 30IACHIOETLCSA
KPKA, o.a., Hoeo KOHTpOnb/BUNpoOyBaHHS cepii) - BBeAEHHS 40OaTKOBOI
MecTo, CnoBeHis; ainbHuUi ans koHTponto cepii KPKA, a4.4., HoBo mecto
KOHTpPOrb cepii: MosxoBa yniua 5, 8501 HoBo mecto, CroseHis Ta
KPKA, o.a., Hoeo 3a3HavYeHHs YHKLIN BXe 3aTBEepOKEHOro BUPOBHMKa, Lo
mecTo, CrioBeHisi Bignosigae 3a BMNyck cepii
1. BINOBIN® IHTEHC kancynu no 120 mr, no 10 KPKA, o.a., CnoBeHisi BMPOOHULTBO "in CnoBeHis BHECEHHS 3MiH JO PEeECTPaLiiHNX MaTepianis: 3MiHu 3 6e3 UA/1234/01/03
120 MI kancyn y 6nicrepi, no 2 Hoso mecto bulk", nepsuHHe Ta sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHN y BUPOOHMLITBI. peuyenma
abo 6 bnictepiB y BTOPVHHE NaKyBaHHS, 3MiHa iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KapTOHHi Kopobui KOHTPOIb Ta BUMYCK KOHTPOIO SIKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa
cepii: abo gopgaBaHHA AinbHULIL Ha SKil 30iACHI0ETLCA
KPKA, o.a., Hoso KOHTpOnb/BUNpobyBaHHS cepii) - BBEAEHHS A04ATKOBOI
MecTo, CrnoBeHis; OinbHULI ANst KOHTPOIIO cepii Ta 3a3HaYeHHs PYHKLIN BxXe
KOHTPOIb cepii: 3aTBEpAXeHOro BUpobHuKa, Lo BignoBiaae 3a BUMYycK
KPKA, o.a., Hoso cepii
mecTo, CrnoBeHis
12. BPOHXAIC- Tabnetkn no 50 TabneTok Bionoriwe HimeyuunHa Bionoriwe Himeyun BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: be3 UA/1932/01/01
XEEJb y KOHTewWHepi; no 1 Xannbmittens Xannbmittens Xeenb Ha 3MiHuM | TUNY - 3miHa y napameTpax cneundikadi Ta/abo peuenma
KOHTeWHepy B kopobui Xeenb M'mM6X meX OOMYyCTUMMX MEX, BU3HAYEHUX y crneumdikauisx Ha AdPI,

abo BMXiAHUIN/NPOMDKHUI NpoAYyKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y Mpoueci BupobHuutea Ad®I
(monoBHeHHS cnevudikaLii HOBUM NOKa3HUKOM SIKOCTi Ta
BiANOBIOHMM METOAOM BMNPOBYBAHHS) - AONOBHEHHSI
BM3HayeHHs napameTpa Escherichia coli (EP 2.6.13) go
crneumndikauii Ha MaTepuHCbKY TUHKTYpY Lobaria
pulmonaria; 3miHu | TUNY - 3MiHa y napameTpax
cneundikaui Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWUI/NPOMIXKHWIA NpoayKT/
peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUPOOHMLTBA
A®I (3ByKEHHS AOMYCTUMUX MEX, BU3HAYEHNX Y
cneumdikauii) — 3By>KeHHs Mex cneuudikauii 3a
nokasHukom «BTpaTa B Maci npu BUCYLLYBaHHI» Ha
BVIXiAHWIA MaTepian; 3MiHu | Tuny - 3MiHW, NoB'aA3aHi 3
HeobXxigHiCTIo NpuBEeAeHHs y BiANOBIAHICTL 4O MOHorpadii
[dY abo €sponelicbkoi papmakonei, abo iHLWoi
HauioHanbHoi chapmakonei gepxasu €C (3miHa y
cneumdikauisx, Nos'a3aHa 3i 3amiHo BMMOr MoHorpadii
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
A®Y abo iHwoi HauioHanbHoi dhapmakonei gepxasn €C
Ha BMMOry MoHorpadii €Bponencbkoi dhapmakonei) —
3anpornoHOBaHO 3MiHM Y cneumdikaLilo Ha BUXiOHWIA
matepian Atropa Belladonna, a Takox Ha MaTepuHCbKY
TUHKTYpPY Atropa Belladonna 3rigHo moHorpadii EP
13. BYCTPUKC™ cycneHsisa ans iH'ekuin no | MnakcoCmiTKn Benuka 'makcoCmiTKnsnH Benbrisa BHECEeHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/15071/01/01
nonio 1 posi (0,5 mn/goasy), no 1 anH EkcrniopT BputaHis Bionomxikans C.A. 3MiHn | Tuny - 3miHn 3 sakocTi. AD| - KOpeKTHe BUKNaAeHHS | peuernmom
KOMBIHOBAHA [03i y nonepeaHb0 Nimiten dyHKUi BUpobHnunx canTie GSK Biologicals Rixensart Ta
BAKUWHA OnsA HaMoBHEHOMY LUNpUL; NO GSK Biologicals Wavre y po3aini 3.2.5.2.1
MPO®INAKTUKU 1 nonepegHLO Manufacturer(s) sik BignosiganbHKX 3a KOHTPOMb AKOCTI
OUOTEPI, HaMoBHEHOMY LUNpULY Y cybcTaHLUii KaLnoKoBoro aHaTokcuHy (Pa)
NMPABLUA, KOMMMEKTi 3 ABOoMa
KALUIOKY ronkamu B NnacTUKOBOMY
(ALENIONAPHUA KOHTElHepi; no 1
KOMMOHEHT) TA KOHTENHepY Y KapTOHHIN
noniomMienity Kopobui
(IHAKTUBOBAHA)
(AACOPBOBAHA,
31 SMEHLUEHUM
BMICTOM
AHTUTEHIB)
14. BA3AMNPOCTAH® MOPOLLOK AS1S PO3YNHY OCB ®apma Himeuunna BMPOBHMLTBO Himeuun BHECEHHS 3MiH [0 peecTpalinHux maTepianis: 3MiHu | 3a UA/4517/01/01
ans iHdysin, 20 mkr; 10 6X Hepo3dacoBaHoi Ha TMny - AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT peuyenmom
amnyn (o6'emom 5 mn) 3 npoaykuii, nepBnHHe OinbHUUi (BKoYatoun ainbHuui Ansa API, npomikHOro
NMOPOLLKOM Y KapTOHHIl nakyBaHHs, npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuUUI Ansi
Kopo6Li Bi3yanbHWA KOHTPOnb, npoBefeHHs NakyBaHHs, BUPOOHWMKa, BiAnoBiganbHoro 3a
KOHTPOIb BUMYCK Cepin, MicLe NPOBEAEHHST KOHTPONIO cepii) abo
cTepunbHoCTi/ nocravanbHuKa BMXiAHOrO MaTepiany, peareHty abo
BakTepianbHUX [OMOMIKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y OOCHE) -
€HOO0TOKCUHIB BunyueHHs Bupo6Huyoi ginbHuui baniep ®apma Al
Hepo3dacoBaHoi HimeyumHa (BMpPOGHMLITBO Hepo3dacoBaHOi NpoayKLii,
npoayKui: nepBUHHE NakyBaHHs). 3miHu | Tuny - 3miHKM 3 AKocTi.
10T Bionorika MM6X, [oToBMN nikapcbkui 3aci6. 3MiHW y BUpOOHMUTBI. 3MiHa
HimeuunHa; iMnopTepa/aMiHn, L0 CTOCYIOTBCSA BUMYCKY cepii Ta
Ewcika KOHTPOIO SIKOCTi FOTOBOrO fikapcbkoro 3acoby (3amiHa
dapmacbioTukana abo noaaBaHHA AiNbHULI, Ha SKiA 3AINCHIOETLCSA
'M6X, HimeuunHa KOHTpOrb/BUNpoOyBaHHSA cepii) - MNprBegeHHs
(KOHTpOIb SIKOCTI BMPOGHMYMX pyHKUi BUpobHuka IAT Bionorika M6X,
Hepo3dacoBaHoi HimewuuHa y BignoBigHicTb Ao JiueHsii Ha BUpobHMUTBO
npoaykuii Ta
BignoBiganbHUN 3a
BMNYCK Cepil;
BTOPWHHE NaKyBaHHS)
15. BA3EJIIHOBE macro no 25 mn a6o no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTuinHMX MaTepianis: 3miHu | Tuny - 6e3 UA/6520/02/01
MACIIO 50 mn y cnakoHax; no 50 | dapmauesBTny dapmaueBTnyHa AnMiHicTpaTuBHi 3MiHW. 3MiHa HanMeHyBaHHA Ta/abo peuernma
My donakoHi; no 1 Ha cpabpuka dabpuka "Biona" agpecy 3asiBHVKa (BnacHWKa peecTpauiiHoro
dnakoHy B nayui 3 "Biona" noceigyeHHs1) 3MiHa agpecy 3asiBHVKa, BBegeHHs 3MiH

KapTOHyY

NpoTSrom 3-X MicsauiB Nicns 3aTBEPAKEHHS.
3Minu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecy micus NpoBadXXEHHS




[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
AianbHOCTI BUpobHUKa/iMnopTepa roToBOro fikapCbKoro
3acoby, BKnoYarum AinbHuLi BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOIO AKOCTI. (GiANbHICTb, 3a AKY
BignoBiAae BMPOGHMK/iIMNOpTEp, BKIOYaUM BUMYCK
cepiit) 3miHa agpecu BupobHuka MNpAT dapmaueBTuyHa
abpuka "Biona", YkpaiHa, 6e3 3miHu micusi
BMPOGHMLUTBa: BBeaeHHs 3amiH npoTtsarom 3-x micAuiB nicns
3aTBEPOXKEHHS.
16. BEHTABIC po3umH ang iHranauin, 10 Bariep Al HimevuunHa Bepnimeg C.A. Icnanis BHECEHHS! 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/9199/01/01
MKr/MA Nno 2 Mn B amnyni; 3MiHu | TUNy - 3amMiHa NnapameTpiB cneumdikauin Ta/abo peuenmom
no 30 amnyn y KapTOHHIn OONyCTUMMUX MEX rOTOBOTO flikapcbkoro 3acoby - y 3B'A3Ky
nayui i3 peaakuiiHO NOMWIIKOIO, BUITYYEHO MOKa3HUK «iHLLUi
OKpeMi ineHTudikoBaHi Aomillkny 3i Cneundikauii npu
BUMYCKY. 3 MeTOZAiB KOHTPOIO SIKOCTi BUIYy4aeTbCA
nosicHBarnbHa iHpopmadisi B MeToai aHanisy «7.
CynpoBiaHi AOMiLLKu (332 BUHATKOM Z-i30MepiB)» And
BunpobyBaHHs 2 (AN HENONSPHUX CYNPOBIAHUX
OOMILLIOK)
17. BIACUN TabneTkn, BKpUTI CninbHe Pecny6nika | CninbHe ToBapuctBo 3 | Pecnybni BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/14403/01/01
NNiBKOBOIO 0BOMOHKOI0, TOBapUCTBO 3 Binopycb obmexeHo Ka 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edeKTUBHOCTI Ta peyenmom
no 100 mr no 2 a6o 4 obmMexeHo BignoBiganbHICTIO binopycb | dapmakoHarnsay. BeegeHHs abo 3miHM 40 y3aranbHEHNX
TabneTku y 6nictepi; no 1 | BignosiganbHi "Iekdapm (CTOB AaHuX nNpo cuctemy chapmakoHarnsaay (BBeAeHHS
6nicTepy B KapTOHHil CTIO "Nekdapm") y3aranbHeHVX AaHux Npo cuctemy papmakoHarnsgy,
Kopobui "Nekdapm 3MiHa YNOBHOBaXXEHOIT 0cobu, BiANOBiAanbHOI 3a
(CTOB 3fificHeHHst hbapmakoHarnsaay; KOHTaKkTHOI ocobn 3
"ekcapm") dapMakoHarnagy 3asiBHVUKa Ans 34iNCHEeHHS
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHa Big,
yNOBHOBaXKeHOi 0cobw, BignoBiganbHoI 3a 30iNCHEHHSs!
dapmakoHarnsigy (Bkrovakouy KOHTaKTHI AaHi) Ta/abo
3MiHM y PO3MiLLEHHI MacTep-danna cucremu
dapmakoHarnsgy) - [ponoHoBaHa pepakuis:
ynoBHoBaxeHa ocoba BianosiganbHa 3a hapmakoHarnsg,
- YwakoBa lpuHa AHaToniiBHa, KOHTakTHa ocoba
BiAgnoBiganbHa 3a hapmakoHarnag B YKpaiHi - TepeHTbeB
Onekcangp HOpiioBnYy. 3MiHa KOHTAKTHUX AaHMX
18. | BIACUN TabneTkn, BKpUTI CninbHe Pecnybnika | CninbHe ToBapucteo 3 | Pecny6ni BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3a UA/14403/01/02
NniBKOBOK 0OOMOHKOI, TOBapUCTBO 3 Binopycb obmexeHo Ka 3MiHu | Tuny - 3miHn Wwopno 6esnekn/edeKTUBHOCTI Ta peuenmom
no 50 mr no 2 a6o 4 obMexeHo BiAMNoOBiganbHiICTIO Binopycb | capmakoHarnsay. BeegeHHst abo 3miHu go y3aranbHEHUX
TabneTtku y 6nictepi; no 1 | BignosiganbHi "Ilekcpapm (CTOB AaHvX nNpo cuctemy cdapmakoHarnsgy (BBeAeHHS
6nicTepy B KapTOHHIl CTIO "ekdapm") y3aranbHeHUX AaHnX Npo cuctemy capmakoHarnsay,
Kopobui "Nekdapm 3MiHa yNoBHOBaXeHOi ocobu, BianosigansHoi 3a
(CTOB 3fifcHeHHs hbapmakoHarnsay; KOHTaKTHOI ocobu 3
"Iekdapm") hapmakoHarnsgy 3asiBHUKa Ans 34iCHEHHS

dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHsI
dapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEHHI MacTep-danna cuctemu
dapmakoHarnsgy) - [ponoHoBaHa pepakuis:
yrnoBHOBaXkeHa ocoba BignosigansHa 3a hapMakoHarnsag
- YwakoBa lpuHa AHaToniiBHa, KOHTakTHa ocoba
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
BiAnoBiganbHa 3a apmakoHarnag B YKpaiHi - TepeHTbeB
Onekcangp HOpiioBnYy. 3MiHa KOHTaKTHUX SAHMX
19. BIBPOLUN Kpanni Ha3anbHi no 15 Hogapric Lseviuapis | Hosaptic KoHcblomep | Llsenuap BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis: be3 UA/4564/01/01
MIT Y CKINsIHOMY (ONakoHi 3 KoHcblomep Xenc CA i 3MiHuM | TUNY - 3miHa y TepMiHax npuaaTHocTi abo ymoBax peuenma
noninponineHoBo Xenc CA 36epiraHHs roToBOro nikapcbkoro 3acoby - 3MiHa B ymoBax
KPULLIKOO-KpanenbHULEH; 36epiraHHs roToBOro Nikapcbkoro 3acoby.
no 1 dnakoHy B 3anponoHoBaHo: 36epiraTv B opuriHanbHili ynakosLyj,
KapTOHHIN kopobLj 3axuLLaloym Bif CBiTNa Ta HarpiBaHHS Npu TemnepaTypi He
GinbLue 25 °C. 36epiratv y HegoCTynHOMY Ans Aitein
Micui. BBepgeHHs1 3mMiH npoTsirom 6-Tu MicAuiB nicns
3aTBepAKEHHSA
20. BIBITPON NMOPOLLIOK Ta PO3YNHHUK TOB Pocincbka BupobHuuTtBOo Ta ClwA/ BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/9257/01/01
Ans cycneHsii ans "[>KOHCOH & Pepnepauis nepBMHHA ynakoska Lsenuap TMny - 3MiHK 3 SKOCTi. [0TOBMI NikapcbKkui 3acib. peuenmom
iH’eKLiN NPONOHroBaHoi [>kOHCOH" NOPOLLIKY: iq Cuctema KoHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
aii no 380 wr, 1 Ankepmec IHk., CLUA; pPO3Mipy ynakoBKv roTOBOroO nikapcbKoro 3acoby (iHLwui
KOMIMMEKT, SIKUIA BKIIOYAE: BupobHuuTBO Ta 3MiHM) BHECEHHS pefaKLiiHNX NpaBoK 40 po3ainy
1 donakoH 3 NOpOoLLUKOM Ta nepBuMHHa ynakoBka "YnakoBka" LWOAO BMAY, PO3MIpY Ta KOMNNEKTHOCTI
1 cbnakoH 3 PO3YMHHMKA: ynakoBku. 3miHu Il Tuny - 3MiHun Wwono
PO3YUHHMKOM, 1 WinpuL, Arnkepmec IHk., CLUA Besnekn/edekTMBHOCTI Ta hapmakoHarnsagy. 3miHu y
1 ronky ans abo KOPOTKii XapakTepuCTuLi NikapcbKoro 3acoby, TeKCTi
NPUroTyBaHHS CyCneHsii OCO MapKyBaHHS Ta iHCTPYKLii ANS Megu4HOro 3aCcTocyBaHHs y
Ta 2 ronku gns BiocdapmacbioTukana 3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTi, OKMIHIYHUMM,
BHYTPILLHBbOM'A30BUX MaHydekuypuHr JJ1C, KMiHIYHMMW faHUMKU Ta JaHuMK 3 hapmMakoHarnsagy -
iH'EKLIN y KapTOHHIN navui CLUA; 3MiHM BHeceHo A0 IHCTpykKuii Ana meguyHoro
BTopuHHa ynakoBka 3acTOCyBaHHs! Nikapcbkoro 3acoby Ao po3ainis
Ta BMNYCK cepii: "MokasaHHs" (pegaroBaHo, JONOBHEHO iHdopMalLlieto 3
Cinar Arl', LWsewuapis 6esneku), "®apmakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs","B3aemMogisa 3 iHWMMK nikapCbKnMmn
3acobamu Ta iHwWi Buam B3aemonin", "OcobnueBocTi
3acTtocyBaHHs", "3acTocyBaHHS y nepioa BariTHOCTi abo
rogyBaHHs rpygar”, "3aaTtHicTb BNAMBaTU Ha WBMAKICT
peakujii Npy KepyBaHHi aBTOTPaHCMNOPTOM abo iHLWMMHK
mMexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Mepeno3yBaHHsa", "MobivHi peakuii”.
21. BIBUH® Kpanni o4Hi, po3unH 0,05 MakHin Benuka AHcceH Benbris BHECEHHS1 3MiH 40 peecTpaliiHux maTtepianis: 6e3 UA/11541/01/01
KNACUYHUNA % no 15 mn y cpnakoHi 3 MpopakTc BputaHis dapmauesTmka HB 3MiHM | Tuny - 36inbLUEeHHsA nepiody NOBTOPHOrO peuernma
nonieTunexy 3 Timiten BunpobyBaHHa A®| TeTparigposoniHy rigpoxnopuay 3 6
KpanenbHuueto; no 1 MicsuiB oo 24 micsuis
NaKkoHy B KApTOHHIN
ynakoBLi
22, BIMAKC XR TabneTku NPoNoHroBaHoi Oekcenb I3painb Oekcenb J1TA4. I13painb BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/13444/01/01
aii no 75 mr no 14 dapma 3MmiHu | TNy - 3MiHa y meTogax BunpobyBaHHs AD| abo peuenmom
TabneTtok y 6nictepi 3 TexHonoaxums BMXiQHOro MaTtepiany/npomi>KHOro NPOAYKTy/peareHTy, LWwo
KaneH4apHOoIo LUKanot; ITa. BMKOPUCTOBYETbLCS Y NpoLieci BUpobHMuTBa AD| — 3miHa B

no 2 6nictepu y
KapTOHHIN kopobuj

aHaniTMYHIn MeToauLi 3a Nnoka3HukoMm «Po3mip YacTok»
mogeni aHanisaTopa Ha SiIKoMy NPOBOAMTLCSA KOHTPOIb;
3MiHu | TNy - 3miHa y meToAax BUNpobyBaHHSA roTOBOro
nikapcbKoro 3acoby — He3HaYHi 3MiHW B aHaMITUYHIN
MeToamui «KinbkicHe BU3HaYeHHS — BEHakCuHy
OCHOBMY», a came 3MiHeHO iHdpopmMaLito Woao BUPOGHMKa
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n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

23.

obnapHaHHa BEPX Ha skomy npoBOAWUTBECSA KOHTPOSb 3
«Varian» Ha «HP 1200 HPLC»; Buny4eHo iHcdpopmaliito
woao YO — getektopa (QOBXMHA XBUMi € AOCTaTHIM
napameTpoM); METOAMKY AOMOBHEHO iHOpMaLjiEeto Woao
CTabinbHOCTI PO3YMHY NOPIBHAHHSA Ta AOCHIAXYBaHOro
PO34MHy (72 roguHW Npu KiMHaTHIA TeMnepaTtypi); 3miHu |
TUMY - BUNYYEHHSI BUPOBHUYOI AiNbHULI (BKNOYaoum
ainbHUUi ans A®l, npomixkHoro npoaykty abo rotosoro
nikapcbkoro 3acoby, AinbHULI ANs NPOBEAEHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBiganbHOro 3a BUMNyCcK Cepiw,
MicLie NpoBeAeHHS KOHTPOro cepii) abo noctayansbHuka
BMXigHOro matepiany, peareHTy abo 4ONoMixXHOT
PeYOBUHM — BUITyYeHHs1 BUpobHuka APl BeHdnakcuHy
rigpoxnopuay CIPLA LIMITED, India. 3anuwaeTtbcs
3aTBepaxeHuin BupobHuk AARTI Industries Ltd., India;
3MiHu | TNy — nogaHHsa oHosneHoro CEP Big
3aTBepaeHoro BMpobHuka A®I komnanii AARTI
Industries Ltd., India: nponoHoBaHa pefakLuisi OHOBNEHOro
CEP "R1-CEP 2006-183-Rev 01”

24,

BINMAKC XR

BINMNAKC XR

TabneTkyn NponoHroBaHoi
aii no 150 mr no 14
TabneTok y 6nictepi 3
KaneH4apHO0 LUKaroto;
no 2 6nictepu y
KapTOHHI Kopobui

Lexcenb
dapma
TexHonoaxus
nTo.

I13painb

Oexkcensb JTA.

I13painb

BHECEHHS 3MiH 40 peecTpauinHnx maTepianis:
3MiHuM | Tuny - 3amMiHa y MmeTogax BunpobysaHHs A®l abo
BMXiQHOro Martepiany/npomiKHOrO NPOAYKTYy/peareHTy, Wwo
BMKOPUCTOBYETbLCS Y NpoLieci BUpobHuuTea AD| — 3miHa B
aHaniTUYHI MeToauui 3a NoKasHNKOM «POo3Mip YacTok»
Mofeni aHarnisaTtopa Ha SKOMy NPOBOAUTHLCHA KOHTPOIb;
3MiHu | TNy - 3mMiHa y meToAax BUNpobyBaHHSA roToBOro
nikapcbKoro 3acoby — He3HauHi 3MiHM B aHaMITUYHIi
mMeToamui «KinbkicHe BU3HaYeHHS — BEHNaKCUHY
OCHOBMY», a came 3MiHeHO iHcbopmaLlito Woao BUPOGHMKa
obnagHaHHs BEPX Ha sikomy NpoBOAWUTBLCS KOHTPOrb 3
«Varian» Ha «HP 1200 HPLC»; Buny4eHo iHdpopmaliito
wopo Y& — getekTopa (A0OBXWHA XBWTi € JOCTATHIM
napameTpoM); MeETOAUKY AONOBHEHO iHdopMmaLi€eto Wwoao
CTabinNbHOCTI PO34NHY MOPIBHAHHA Ta AOCHIMKXYBaHOrO
PO34nHY (72 roguHW Npu KiMHaTHIA TeMnepaTypi); 3MiHu |
TUMY - BUNYYEHHsI BUPOBHUYOI AinbHULI (BKNOYa0um
ainbHUUi ansa A®I, npomixkHoro npogykTy abo rotoBoro
nikapcbKoro 3acoby, AinbHWLi AN NPoBeAeHHS
nakyBaHHs1, BUpoGHYKa, BiAnoBiaanbHOro 3a BUMyck cepii,
MicLie NpoBEeAEHHS KOHTPOTIO cepii) abo noctayanbHuka
BMXiQHOro matepiany, peareHTy abo AONoMiXHOT
PEYOBUHM — BUNYYEHHST BUpobHUKa A®| BeHdnakcuHy
rigpoxnopuay CIPLA LIMITED, India. 3anuwaeTtscs
3aTBepaxeHuit BupobHuk AARTI Industries Ltd., India;
3MiHm | TNy — nogaHHsa oHosneHoro CEP Big
3aTBepxeHoro BupobHuka A®| komnanii AARTI
Industries Ltd., India: nponoHoBaHa pegakuis OHOBNEHOro
CEP "R1-CEP 2006-183-Rev 01”

3a
peuenmom

UA/13444/01/02

TabneTkn NPONoHroBaHoi

aii no 75 mr no 14

Hekcenb
dapma

I3painb

Hekcenb J1a.

I3paine

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHK | TNy - 3MiHKM Wogo Ge3nekn/edPeKkTUBHOCTI Ta

3a

peyernmom

UA/13444/01/01
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
TabneTok y 6nictepi 3 TexHonogxus hapmakoHarnsgy. BeegeHHs abo amiHn o y3aranbHeHux
KaneHaapHOIO LIKanoto; N1a. AaHUX Npo cuctemy hapmakoHarnsay (BBeAeHHs
no 2 6nictepun y y3aranbHeHWNX AaHuX Npo cucteMy papmakoHarnaay,
KapTOHHI Kopobui 3MiHa YNoBHOBaXeHOi 0cobu, BianoBiAansHoI 3a
3aificHeHHs1 hbapmakoHarnsay; KOHTaKTHOi ocobu 3
dapMakoHarnsgy 3asiBHMKa Ans 34iNCHeHHs
dapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa Big,
yNOBHOBaXeHOT 0cobu, BiANoBiAanbHoi 3a 34iNCHEHHS
hapmakoHarnsigy (Bkrovakouy KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHi MacTep-caiina cuctemm
dapmakoHarnsgy) - 3MiHa KoHTakHoi ocobu 3
dapmakoHarnagy ons 3gincHeHHs hapmakoHarnsay B
YKpaiHi (BKro4aoum KOHTaKTHI AaHi): MpornoHoBaHa
pegakuis - CenesHboBa OkcaHa HOpiiBHa
25. BIMAKC XR TabneTku NPoNoHroBaHoi Oekcenb I3painb Oekcenb J1TA4. I13painb BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/13444/01/02
naii no 150 mr no 14 dapma 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edPeKTUBHOCTI Ta peuenmom
Tabnetok y bnictepi 3 TexHonooxkma hapmakoHarnsgy. BeegeHHs abo 3miHM o y3aranbHeHux
KaneH4apHOIo LUKano; ITa. OaHux nNpo cuctemy capmakoHarnsay (BBeAeHHs
no 2 6nictepu y y3aranbHeHUX AaHnX Npo cuctemy capmakoHarnsgy,
KapTOHHIN kopobLj 3MiHa ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
3aificHeHHs1 hapMakoHarnsify; KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa ANS 34iCHEHHS
dapmMakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif,
yNOBHOBaXXeHOT 0cobu, BianoBiaansHoi 3a 3aicCHEHHs!
dapmakoHarnsgy (BKIoYaouy KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEeHHI MacTep-danna cuctemu
apmakoHarnsigy) - 3MiHa KoHTakHoT ocobu 3
dapmakoHarnsgy Ans 3AiNcHeHHs dhapMakoHarnsay B
YKpaiHi (BKrnto4akoum KOHTaKTHI AaHi): NponoHoBaHa
pegakuis - CenesHboBa OkcaHa HOpiiBHa
26. BIPEAO® TabneTkn, BKpUTI lneag CWA nepBrHHA Ta Ipnangis/ BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/8274/01/01
NniBkoBoK 060MOHKOIO, CaiteHcus IHK. BTOPWHHA ynakoBKa, Himeuun 3MiHM | TUNY - 3MiHW O IHCTPYKUIT ANS MeAUYHOro peuyenmom
no 300 wmr, no 30 KOHTpOIb cepin, Ha 3acTocyBaHHS Ao po3ainis "B3aemogis 3 iHWwmmu

TabneTok y drnakoHax; no
1 dnakoHy B KApTOHHIN
Kopobui

BUnNyck cepii: Nnean
CaiteHcus AneneHp
KOC, IpnaHgis;
BUPOBHMLTBO,
nepBuHHa Ta
BTOPUHHA ynaKkoBKa:
Takepna 'mM6X,
Hime4unHa; nepBmHHa
Ta BTOpPUHHA
ynakoBka: KataneHt
xepmati LWopHoopd
'M6X, Himeuunha;
BTOPVHHA yMaKoBKa:
MinmayHT Xenckea
JIta., lpnangis

nikapcbknMu 3acobamu Ta iHWi BUAW B3aemogin",
"OcobnnBoCTi 3acTocyBaHHS", @ caMe OHOBMEHHS
iHdbopmaLii Woao 3acTocyBaHHSA nikapcbkoro 3acoby ans
nonepeKeHHs 04HOYaCHOro 3aCTOCYBaHHS i3
nikapcbknMu 3acobamu, Wo MiCTATb TEHOOBIpY
anadpeHamig; go po3ginis "Mo6iyHi peakuii”, "OcobnusocTi
3acTocyBaHHsA" 3rigHO pekomeHaauin PRAC wopo
ninogucTpodii Ta MeTaboniyHnx napameTpis; 3minHu I
UMY - 3MiHW O IHCTPYKUIT ANS MEeAWYHOro 3aCTOCYBaHHS
Ao posginy "MNob6iyHi peakuii” Ha ocHoBI JocnimpkeHHs GS-
US-174-0121 oo ouiHKM aHTMBIpYCHOT eheKTUBHOCTI,
6e3nekn Ta nepeHOCMMOCTi MoHoTepanii TeHodoBipy
ausonpokcuny ymapaty vs Tepanii
emMTpuumMTabiH+TeHodOoBIpy An3onpokeuny dpymapary y
nauieHTiB i3 XpOHiYHUM renatuToMm B i pesaucTeHTHICTIO A0
namMiByguHy; 3MiHM o po3ainis "B3aemogis 3 iHwmmu
nikapcbknMu 3acobamu Ta iHWi BUAW B3aemogin",
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

"OcobnMBOCTi 3aCTOCYBaHHA» LLOAO B3aeMOAii
codpocbyBipy 3 nikapcbknumm 3acobamu, Lo MiCTATb
TeHodoBipy anadgeHamig Ta TeHOdOoBIpY AN30NPOKCUNY
dymapaT Ha ocHoBi AocnigkeHHss GS-US-342-1167; 3miHn
[0 posgainy "Bsaemopis 3 iHWMMK nikapcbkumum 3acobamum
Ta iHWi BUAW B3aemogAin" wopao B3aemogii cogocbysipy 3
nikapcbknMmn 3acobamu, Wo MiCTATb TEHOOBIpY
anadeHamif Ta TeHOMOBIpY AN30NPOKCUITY dymapaTt Ha
ocHoBi gocnimkeHHs GS-US-342-1326; 3amiHn oo po3aginy
"B3aemopis 3 iHWMMM nikapcbknumy 3acobamm Ta iHLwi
BMOW B3aEMOAIN» LLOAO B3aEMOAIT eMTpuumTabiHy,
TeHodoBipy An3onpokcuny dymapaTy, neginacsipy,
codocOyBipy Ta fonyTerpasipy Ha OCHOBI KITiHIYHMX
chapmMakonoriyHnx gaHux gocnigkeHHs GS-US-377-1501;
3MiHM go po3giny "MobiuHi peakuii" Ha ocHOBI diHanNbHKX
naHux gocnigxkeHHa GS-US-174-0015 wopo
edbekTBHOCTI, 6€3Mnekn Ta NnepeHoCMMOCTi TEHOOBIPY
amsonpokcuny dymapaTty vs nnauebo y xsopux i3
XPOHIYHUM renatutom B; 3miHn oo posainy "OcobnueocTi
3acToCyBaHHs», Y 3B‘A3Ky 3 nepernsgom iHdopmadii
LLLOAO MiTOXOHApPIanbHOI TOKCUYHOCTI Ha OCHOBI
BiQNOBIOHMX AOCHiMXEHb; 3MiHM 0 po3ainie "B3aemopis 3
iHLWIMMK NikapCcbkMK 3acobamu Ta iHLWI BUAKM B3aemogin",
"OcobnuBocCTi 3acTocyBaHHS" LWOAO NOTEHLiNHOT
B3aemopii nepinacsipy Ta codocbyBipy, SK y kombiHauii
Tak i OKpeMo i3 TeHOMOBIPY AN30NPOKCUITY PymapaTom;
3MiHK |l TRy - 3MiHK O IHCTPYKLUiT ANS Mean4Horo
3acTocyBaHHs A0 po3diny «lMobiyHi peakuii» Ha OCHOBI
AaHnx pocnimkeHHs GS-US-104-0352 nogaHoro
BiANOBIOHO 40 06OB'A3KOBMX NOCTMAPKETUHIOBUX 3aXOAIB;
OHOBEHHS iHbopMmaLii LWoao 6esnekn HUPOK, a came
3MiHa 4YacTOTU MNOSIBU NPOKCUMAnbHOT HUPKOBOT
TyGynonarTii 40 NOKa3HWKa «HeYacTo»; 3MiHW [0 po3ainy
"OcobnmnBoCTi 3aCTOCYBaHHA" HA OCHOBI AAaHNX
pocnimpkeHHs GS-US-104-0423 wopao 6inbw 3Ha4yHoro
3HWKEHHSI MiHEepanbHOI LWiNbHOCTI KICTOK Y NauieHTiB, SKi
npunmaroTb TEHOOBIPY An3onpokeuny dymapar.
BBeaeHHA 3MiH npoTarom 6-Tu micauiB nicns
3aTBepAKEeHHSA

27.

TABICKOH®
NoaBIAHOI i

TabneTku xyBarnbHi no 8
Tabnetok y 6nictepi; no 2
abo no 3 Gnictepu B
KapTOHHI Kopobui

PekkiTT
BeHkizep
Xenckep

(FOKen)

TNimiTeq

Benvka
BpuTtaHis

PexkiTT BeHkizep
Xenckep (KOKeit)
NimiTen

Benwka
BputaHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3miHuM | TNy - 3amMiHa agpecu BupobHuka AP| HaTpito
anbriHaty, 6e3 3MiH1 MicLs BUPOOHMLTBA

be3
peuenma

UA/13353/01/01

28.

FAnonPuUn

po34mH ang iH'ekuin, 5 mr/
M, no 1 Mn B amnyri; no
10 amnyn y kopobui 3
KapToHy; no 1 mn B
amnyni; no 5 amnyn y
6nictepi; no 2 6nictepu B

ToBapucTso 3
obmMexeHo
BiANoOBiAanbHi
CTiO
"XapkiBcbke
capmaueBTny

YkpaiHa

BCi cTaaii
BUPOBHMLTBA,
KOHTPOSb SIKOCTI,
BMNYCK Cepil:
ToBapucTBo 3
obmexeHo

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:
3MiHK | Tuny - 3miHn Wwoao 6esnekn/edPeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHeHux
[aHux nNpo cuctemy chapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTemy chbapmakoHarnsay,
3MiHa yNoBHOBaXkeHOT 0cobu, BignoBiganbHoi 3a

3a
peuernmom

UA/6576/01/01
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
KopobLi 3 kKapToHy; no 1 He BiAMOBIAAmNbHICTIO 3fifcHeHHst hbapmakoHarnsaay; KOHTaKTHOI ocobn 3
mMn B amnyni; no 10 nignpueMcTBo "XapkiBcbke hapmMakoHarnagy 3asiBHVUKa Ans 34iNCHEHHS
amnyn y 6nictepi; no 1 "3g0poB's cdapmaueBTNYHe dapmakoHarnagy B YKpaiHi, SIKLLO BOHa BigMiHHa Big,
6nictepy B Kopobui 3 Hapoay" nignpUeEMCTBO yNOBHOBaXKeHOi 0cobw, BianoBiganbHOI 3a 30iNCHEHHSsI
KapTOHY "3popoB's Hapoay", dapmakoHarnsgy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo
YkpaiHa; Bci cTagii 3MiHM Yy PO3MiLLEeHHi MacTep-danna cuctemu
BMPOGHMLTBA, apmakoHarnsgy) - NpornoHoBaHa pefakLis:
KOHTPOIb SIKOCTI: ynoBHoBaxeHa ocoba 3asBHUKa, BignoBiganbHa 3a
ToBapucTso 3 dapmakoHarnag - 3umuubka Mapuna OnekcaHapisHa,
0BOMeXeHOo 3MiHa KOHTaKTHUX AaHUX YNMOBHOBAXEHOI 0CobM 3asBHMKa,
BiANOBIAANbHICTIO BignoBiaanbHOI 3a hapmakoHarnsg
"®apmMaueBTNYHa
KoMnaHis "3gopos'a”,
YkpaiHa
29. rAnonrPun Tabnetku no 1,5 mr, no TosapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/12338/01/01
10 Tabnetok y bnictepi; obMexeHo obmexeHo 3MiHu | Tuny - 3miHn Wwopo 6esnekn/edPeKTUBHOCTI Ta peuenmom
no 5 abo 10 6nictepis y BiANOBiAanNbHi BiAMNOBIganNbHICTIO hapmakoHarnsgy. BeegeHHs abo 3miHM o y3aranbHeHux
KapTOHHi Kopobui cTio "XapkiBCbke OaHux nNpo cuctemy capmakoHarnsay (BBeAeHHs
"XapkiBcbke dapmaueBTU4HE y3aranbHeHUX AaHnX Npo cuctemy capmakoHarnsgy,
thapmaueBTny nianpuemMcTBo 3MiHa ynoBHOBaXeHoi ocobu, BignosigansHoi 3a
He "3popos'st Hapoay" 3aificHeHHs1 hapMakoHarnsify; KOHTaKTHOi ocobu 3
niaNpPMEMCTBO hapmakoHarnsgy 3asiBHUKa ANS 34iCHEHHS
"300poB's dapmMakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif,
Hapoay" yNOBHOBaXXeHOT 0cobu, BianoBiaansHoi 3a 3aicCHEHHs!
dapmakoHarnsgy (BKIoYaouy KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEeHHI MacTep-danna cuctemu
dapmakoHarnsgy) - NponoHoBaHa peaakuist:
yrnoBHOBaxeHa ocoba 3asiBHWKa, BignoBigansHa 3a
dapmakoHarnag - 3umuubka Maputa OnekcaHapieHa,
3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobu 3asiBHYIKa,
BignoBiganbHOI 3a dhapmakoHarnsg
30. rAnonPun Tabnetkn no 5 mr, no 10 ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3a UA/12338/01/02
®OPTE Tabnetok y 6nictepi; no 5 obmexeHo obmexeHo 3MiHu | Tuny - 3miHn wopao 6esnekn/edPekTMBHOCTI Ta peuenmom
abo 10 GnictepiB y BignosiganbHi BiANoOBiAanNbHICTIO papmakoHarnsgy. BeeaeHHst abo 3miHM 4o y3aranbHeHux
KapTOHHIl kopobLj CTIO "XapkiBcbke [OaHux nNpo cuctemy capmakoHarnsgy (BBeAeHHs
"XapkiBCbke cdapmaueBTNYHe y3aranbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
bapmaueBTHy niagnNpUeEMCTBO 3MiHa YNOBHOBaXKEHOT 0CO0M, BiAMNOBiAanbLHOI 3a
He "3gopos'st Hapoay" 3aificHeHHs1 hapmakoHarnsay; KOHTaKkTHoOi ocobu 3
nignpuemMcTeo dapmMakoHarnsgy 3asiBHMKa Ans 34iNCHEeHHS
"3p0poB's dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHa Big,
Hapoay" yNoBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHeHHs!
dapmakoHarnagy (BKIoYaoun KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MilLieHHi MacTep-daiina cuctemu
hapmakoHarnsigy) - NponoHoBaHa pefakLis:
yrnoBHOBaXkeHa ocoba 3asiBHMKa, BignoBiganbHa 3a
dapmakoHarnag - 3umuubka Mapuna OnekcaHapiBHa,
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0cobM 3asBHIKa,
BignoBiganbHOI 3a dapmakoHarnsg
31. F'ENb renb, 1000 MO/r, no 25 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: be3 UA/16419/01/01
rENAPUHOBUA a6o no 50 ry Ty6i; no 1 0BMeXeHo obmexeHo 3MiHu |l TMny - 3MiHKM Wwono 6esnekn/edekTUBHOCTI Ta peuenma




13 [IponoBxkeHHs gojaTka 3
Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
Ty6i y kOpoOLji 3 KapTOHY BignosiganbHi BiAMOBIAAmNbHICTIO dapmakoHarnsgy. BHeceHnHs abo 3mina(n) oo
CTIO "dapmMaueBTNYHa 3000B'A3aHb Ta YMOB BuAayi peecTtpauiiHoro
"®apmaueBTu ipma "BepTekc”, NnocBigYeHHs1, BkNtoyatoum MnaH ynpasniHHS pusmkamun
YHa dipma YkpaiHa (3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(€) noganbLIOro
"BepTtekc" (BUPOOHMLTBO 3 06r'pyHTYBaHHSA HOBMMM J04ATKOBUM AaHUMW, LLO MaloTb
npogykuii in bulk HaJaBaTUCH KOMMETEHTHUM OpPraHoM, OCKifbKK
TosapucTsa 3 BMMaraeTbCs CyTTEBA OLiHKA KOMNETEHTHUM OpPraHoM) -
obmexeHo BukoHaHHs 30608B's3aHb BignoBsigHo Ao nianyHKTy 1.8.2
BiANoBiganbHiCcTO nyHkTy 1.8 gogatky 5 go Nopsaky npoBegeHHs
"®apmaueBTnyHa eKCnepTn3n peecTpauiiHnx MaTepianis Ha nikapcbki
KoMnaHis "3gopos'a”, 3acobu, Lo NofalTbCA Ha AepKaBHY peecTpalLliio
YkpaiHa) (nepepeecTpadito), a TakoXx ekcnepTnan martepianis Nnpo
BHECEHHS 3MiH A0 PeECTpaLinHMX MaTepianis NpoTArom
nii peecTpauiiHOro NoCBigYEHHs, 3aTBepAKEHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)
32. FENTPAN® NOPOLLIOK fioghinisoBaHmi ABGOTT HimeuuunHa BUPOBHMUTBO, Ipeuis/ BHECEHHS 3MiH [0 peecTpaliiiux maTtepianis: 3MiHu | 3a UA/6993/02/01
ONs NPUroTyBaHHs JlabopaTopis nepBYHHE NaKyBaHHS, ITanis/ TMny - 3MiHM 3 sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHKM y peuenmom
PO34MHy Ans iH'ekuin no MmeX KOHTPOIb SIKOCTi Ta PpaHuis BUpPOBHMUTBI. 3amiHa abo BBeAeHHS AO4ATKOBOI AiNbHULI

400 mr, 5 cknsaHNX
dnakoHiB 3
nioginizoBaHum
nopoLukom Ta 5 amnyn 3
PO3YMHHWKOM (L-ni3unH,
HaTpito rigpokeua, Boaa
ans iH'ekuin) no 5 mn 'y
KOHTYPHI/ YapyHKOBIl
yrnakoBLi, 3anevaTaHin
antoMiHieBol ponbroto;
no 1 KOHTYpPHiIn
YapyHKOBIN yrnakoBLi B
KapTOHHIN kopobLj

BUNYCK Cepin
po34unHHuMKa in bulk:
®amap A.B.E. Animoc
MnaHT 63, BYN. Ar.
Limitpiy, Mpeduist;
BUPOBHMLTBO,
NepBUHHE MaKyBaHHS
Ta KOHTPOIb SKOCTi
nopoLuka
niocpinisoBaHoro:
Bionogxici Itanis
JTabopatopis C.P.J1.,
ITanis;
BMPOGHMLTBO,
NepBUHHE NaKyBaHHSA
Ta KOHTPOMb AKOCTI
nopoLuka
niodpinizoBaHoro;
BTOPWHHE NaKyBaHHS,
KOHTPOnb SIKOCTi Ta
BUWMYCK CEpiil roTOBOro
nikapcbKoro 3acoby:
®amap Nermneb,
®paHuis

BMPOOHMLITBA A5 YaCTUHM abo BCbOro BUPOGHMYOro
npoLecy roToBOro nikapcbkoro 3acoby (QinbHUUS, Ha siKil
npoBoasATbLCA Oyab-ski BUpOOHUYI cTagii, 3a BUHATKOM
BUNYCKY Cepii, KOHTPOO AKOCTi Ta BTOPUHHOIO NaKyBaHHS
OISt CTepuUnbHUX NiKapcbkUx 3acobiB (BKMOYaun
BMPOGIEHi acenTMYHUM MeTOA0M), KpiM NiKapCbKUX
3acobiB 6ionoriYHOro/iMyHONOriYHOro NMOXOAXKEHHS)
BBeneHHs1 foaaTkoBoi AinbHULI BUpobHuuTBa Bionomxici
ITania Nlabopatopis C.P.J1., ITania (BupobHuuTBO,
NepBUHHE MaKyBaHHS Ta KOHTPOIb AKOCTi MOPOLLKa
niodpinizosaHoro) Bia ®ininno Cepnepo, 2- 20060 MazaTte
(M), Itanis. QeTanizauis dyHKLiA KOXHOrO 3 BUPOOHHUKIB.
BBeaeHHs 3miH npoTarom 6-Tu micauis nicnsa
3aTBEPAXEHHS
3MiHn | TUNY - 3MiHK 3 gKocTi. [oToBMI Nikapcbkui 3aci6.
3MiHu y BUpOGHMUTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOMIO SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo goAaBaHHA AinbHULI, Ha
AIKIN 3AINCHIOETBCS KOHTPOINb/BUNPOGYBaHHS cepii)
BBeneHHs1 foaaTkoBoi AinbHULI BUpobHuuTBa Bionompxici
ITania NTabopatopis C.P.J1., ITania (BupobHuuTBO,
nepBUHHE MaKyBaHHS Ta KOHTPOIb AKOCTi MOPOLLKa
niodinizosaHoro) Bia ®ininno Cepnepo, 2- 20060 MazaTte
(MI), Itanis. QeTanizauis dyHKLiA KOXHOrO 3 BUPOOHHUKIB.
BBeaeHHs 3miH npoTarom 6-Tu micauis nicnsa
3aTBepaxeHHs/ 3miHn | Tuny - 3miHn 3 akocTi. FoToBun
nikapcbknin 3aci6. 3MiHn y BUpOOHMUTBI. 3MiHa po3mipy
cepii (BknoYaum gianasoH po3mipy cepii) rotoBoro
nikapcbkoro 3acoby (3meHwweHHs go 10 pasis) [Ans HoBoi
LinbHULI BUpOOHMLITBA BigMNOBIAHO A0 06nagHaHHs, LWo
Oyae BMKOPUCTOBYBATUCh 3MEHLLYETLCS PO3MIp cepii.




14

[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
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Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

BBegeHHs 3MiH npoTarom 6-Tu micauiB nicns
3aTBepAXeHHs/ 3miHun | Tuny - 3miHu 3 skocTi. MoToBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHM y npoLeci
BUPOOHMLITBA FOTOBOIO MiKAPCLKOro 3acoby, BKIHOYaun
NPOMIDKHWI NPOAYKT, LLIO 3aCTOCOBYETLCA NP
BMPOOHMLTBI rOTOBOrO fikapcbkoro 3acoby (HeaHayHa
3MiHa y npoueci BupobHuutea) 3okpema bulk- po3ymH
[0BOANTBCS [0 KiHLEeBOi Macy, a He Ao 06 emy;
BinGyBaeTbCs nNpsiMa ctepunisauis bulk- po3unHy Yepes 2
dinbTpun 0,2MKM 6€3 NpoMixHoro etany dinbTpadii 3
noAanbLUIo CTEPUNI3yoYot0 dinbTpaieto
( 6e3nepepBHUIN MPOLEC); BUKOPUCTOBYIOTHLCS Npe-
CTepunizoBaHi Npobku, omKe B NpoLeci BUpobHULTBa
NpPoOKM He CTepuni3yloTbCA SIK Ha 3aTBEPAXEHIN OiNbHULI
BBegeHHs 3MiH npoTaroM 6-Tu micsauis nicns
3aTBepAXeHHs/ 3miHn | Tuny - 3miHu 3 skocTi. FoToBMNIA
nikapcbkui 3aci6. 3MiHN y BUPOOHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMMUX MEX, BCTAHOBIIEHUX Y
cneuudikauisx, nig Yac BUpoOHULTBA rOTOBOrO
nikapcbKkoro 3acoby (iHLwi 3MiHN)
3okpeMa BUNy4arTbca napameTpu ctepunisadii npobok,
yac geniporerisauii pnakoris 3miHeHun 3 30 xB Ha 20 xB
npu 250 °C BBepeHHs1 3MiH npoTsAirom 6-Tn MicsAuiB
nicnsa 3aTBepAXXeHHs

33.

FENTPAN®

MOPOLLIOK Niodini3oBaHnin
ONSA po34nHy AN iH'ekuin
no 500 mr, 5 cknsaHNX
nakoHiB 3 MOPOLLIKOM
nioginizoBaHum Ta 5
amnyn 3 po34YnHHMKOM (L-
Ni3vH, HaTpIlO rigpokcua,
BoAa Ang iH'ekuin) no 5
MIT B KOHTYPHIl
YapyHKOBIV ynakoBLyj,
3aneyvaraHin
arntoMiHiEBOIO ONbroto;
no 1 KOHTYpHIW
YapyHKOBIN ynakoBLi y
KapTOHHi Kopobui

AB60TT
JTaGopaTopis
6X

Himeuunna

BUPOBHMLTBO,
nepBUHHE NaKyBaHHS,
KOHTPOnb SIKOCTi Ta
BUMYCK Cepili
pO34mnHHMKA in bulk:
damap A.B.E. Animoc
MnanTt 63, BYn. Ar.
Aimitpiy, MNpeuis;
BMPOGHMLTBO,
NepBUHHE NakyBaHHS
Ta KOHTPOJb SIKOCTI
ropoLuka
niodpinizoBaHoro:
Bionogxici Itanis
JlabopaTopis C.P.J1,,
ITanis;
BUPOBHMUTBO,
NepBUHHE NakyBaHHS
Ta KOHTPOSb SKOCTi
nopoLuka
nioginizoBaHoro;
BTOPUHHE MaKyBaHHS,
KOHTpOnb SKOCTi Ta
BUNYCK Cepin roTOBOro
nikapcbKoro 3acoby:
damap Jlernsb,

peuis/
ITanis/
®paHuis

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu |
TMny - 3MiHK 3 siKocTi. [o0TOBMIN Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeEHHS 40AATKOBOI AinbHUL

BMPOBHMUTBA ANsi YacTUHU abo BCbOro BUPOOHNYOro
npoLecy roToBoro nikapcbkoro 3acoby (QinbHUUS, Ha siKin

npoBoasATLCA Byab-siki BUpOGHWYI cTagii, 3a BUHATKOM
BWMYCKY Cepii, KOHTPOIO SIKOCTi Ta BTOPMHHOIO MaKyBaHHSA

ONsi CTepunbHUX Nikapcbknx 3acobiB (BKNOYaun
BMPOGNEHi acenTMyHUM MeToaoM), KpiM NiKapCbKUx
3aco6iB 6ioNoriYHOro/iMyHONOriYHOro MOXOAXKEHHS) -
BBefeHHs fogaTkoBOi AinbHULI BUpoOHMLTBa bionomxici
ITanis NTa6opatopis C.P.J1., ITanis (Bupo6HuLTBO,
NepBUHHE NaKyBaHHS Ta KOHTPOIb SIKOCTi NopoLuKa
niodgpinizoBaHoro) Bia ®ininno Cepnepo, 2- 20060 Mazate
(MI), ITanis. BBegeHHst 3mMiH npoTaroM 6-tu micauis nicns
3aTBepAXKeHHs. 3miHn | Tuny - 3miHn 3 akocTi. FoToBMIn
nikapcbkuii 3aci6. 3MiHn y BUpo6HMUTBI. 3MiHa iMnopTepa/
3MiHU, WO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOSO SAKOCTI
roToBOro nikapcbkoro 3acoby (3amiHa abo noaaBaHHA
OiNbHWLI, Ha AKIA 34INCHIOETBCSA KOHTPONb/BUNPOGYBaHHSA
cepii) - BBeaeHHst gogatkoBoi AinbHULI BUpo6bHULTBA
Bionopyxici Itanis JTabopaTtopis C.P.J1., ITania
(BMPOGHMLTBO, NEPBUHHE NaKyBaHHSA Ta KOHTPOb SKOCTi
nopotuka niodginisosaHoro) Bia ®ininno Cepnepo, 2-
20060 Maszate (Ml), ITanis. BBeaeHHst 3miH npoTarom 6-tu
MicsuiB nicnsi 3aTBepaKeHHsi. 3MiHu | Tuny - 3miHn 3

3a
peyerimom

UA/6993/02/02
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®paHuis SKocTi. [0ToBMI Nikapcbkui 3aci6. 3MiHN y BUPOBHMLITBI.
3MiHa po3mipy cepii (Bkrtoyar4m giana3oH po3Mipy cepii)
roToBOro fikapcbkoro 3acoby (3meHLweHHst Ao 10 pasiB) -
[ns HOBOI AinbHWLI BUpOOHMLTBA BiANOBIAHO A0
obnagHaHHS, Wo byae BUKOPUCTOBYBaTUCh 3MEHLLYETLCS
po3mip cepii. 3atBepaxeHo: 715 n ( 130 000 dnakoHiB);
3anponoHosaHo: 330,2 kr (308,0 n, 56 000 dnakoHiB).
BBegeHHs1 3MiH npoTarom 6-Tu micsauis nicns
3aTBepAXeHHs. 3MiHn | Tuny - 3miHn 3 akocTi. [oToBun
nikapcbkuii 3aci6. 3MiHn y BUpOBHMLTBI. 3MiHM y NpoLieci
BMPOGHMLTBA rOTOBOTO fiKapCbKoro 3acoly, BKIoYak4m
NMPOMiXKHWIA MPOAYKT, L0 3aCTOCOBYETLCS NPU
BUPOBHMLTBI rOTOBOro nikapcbkoro 3acoby (HesHayHa
3MiHa y npoueci BupobHuuTea) - 3okpema bulk- po3ynH
[0BOANTLCS [0 KiHLEeBOi Macy, a He 4o 06 emy;
BiAbOyBaeTbCA npsAmMa crepunisauisa bulk- po3ynHy yepes 2
dinbTpu 0,2MKM 6€3 NpoMixxHoro etany ginbTpadii 3
noAarnbLUO CTEPUNI3yoYoto dinbTpaLieto
( 6esnepepBHUIN MPOLEC); BUKOPUCTOBYIOTLCA Npe-
cTepwrizoBaHi Npobku, oTKe B NpoLeci BUpobHMLTBa
npobKu He CTEPUNI3YIOTLCS SIK Ha 3aTBEPAXEHIN OinbHUL.
BBeneHHs 3MiH npoTarom 6-Tu micauiB nicns
3aTBepAXXeHHS. 3MiHu | Tuny - 3miHuK 3 skocTi. FoToBMIA
nikapcbkuit 3aci6. 3MiHU Yy BUPOGHULTBI. 3MiHK
BMNpobyBaHb abo AOMYCTUMUX MEX, BCTAHOBIEHNX Y
crneungikalisx, nig yac BUpobHMLTBA rOTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHK) - 3okpema 3miHa 06" emy
cepii, BUNy4alTbCa NapameTpu cTepunisadii npobok, Yac
aeniporeHisauii gonakoHie amiHeHui 3 30 xB Ha 20 xB8 npu
250 ‘C BBeaeHHA 3MiH npoTarom 6-tu micaudiB nicns
3aTBEpPAXKEHHS.
34. FENTPAN® NOPOLLIOK fioghiniaoBaHmim A660TT HimeuuunHa damap ferneb, DdpaHuis/ BHECEeHHs1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/6993/02/01
ONs NPUroTyBaHHs JlabopaTopi3 ®dpaHuis; Pamap peuis 3MiHu Il TURYy - 3MiHW B IHCTPYKLUIii ANs Meau4Horo peuenmom
PO34MHy Ans iH'ekuin no moX A.B.E. Animoc MNnaHt 3acTocyBaHHs B po3ainu "Cnocib 3actocyBaHHsi Ta 4o3n",
400 wmr, 5 cknaHnx 63, Byn. Ar. limiTpiy, "MoGiyHi peakuii; 3MiHM 40 KOPOTKOI XapakTepucTuku
nakoHiB 3 peuis nikapcbkoro 3acoby B po3ainu: "do3u Ta cnocio
niocpinizoBaHnm 3actocyBaHHs", "lNobivHi peakuii”, "dapmakognHamiyHi
nopotukom Ta 5 amnyn 3 BrnactusocTi". BBeAeHHs 3MiH npoTarom 6-t1 micauis
PO3YUHHWKOM (L-ni3unH, nicns 3aTBepAXeHHsA
HaTpito rigpokeua, Boaa
ans iH'ekuin) no 5 mn y
KOHTYPHIW YapyHKOBIl
yrakoBLi, 3anevaTaHin
antoMiHieBo honbroto;
no 1 KOHTYpPHIn
YapyHKOBIN yrnakoBLi B
KapTOHHIN kopobui
35. FENTPAN® Tabnetkn ABGoTT Himeuunna ABGBI C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpaLinHMX maTtepianis: 3a UA/6993/01/01
KMLLKOBOPO34MHHI Mo 400 JlabopaTopis 3MiHu || TMny - 3MiHK B IHCTPYKUiT NS MeguyHoro peuenmom
mr, no 10 TabneTok y m6X 3acTocyBaHHs B po3ainun "Cnoci6 3acTocyBaHHsi Ta 4o3n",
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6nictepi; no 1 abo 2 "Mob6iuHi peakuii"; 3MiHM 40 KOPOTKOI XapakTepPUCTUKN
GnicTepn y KapTOHHi nikapcbkoro 3acoby B po3ainu: "[o3n Ta cnoci6
ynakosLi 3actocyBaHHs", "lNoGiyHi peakuii”, "dapmakogmHamivHi
BnacTmBocTi". BBegeHHs1 3MiH npoTsAirom 6-Tn mMicsAuis
nicns 3aTBepAXXeHHSA
36. rAaPOXINOPTIA3U Tabnetku no 25 wr, no 10 My6nivHe YkpaiHa BMPOGHMLTBO 32 YkpaiHa BHECEHHS! 3MiH 40 peecTpauiiHOro NocBigyYeHHs: 3MiHm | 3a UA/6721/01/01
i TabneTtok y 6nictepi; no 2 aKuioHepHe NMOBHUM LIMKITOM: TMny - 3MiHK 3 sKocTi. [o0TOBMI Nikapcbknin 3acit. 3MiHN y peuenmom
6nictepu B nayui; no 20 TOBapUCTBO My6niyHe akuioHepHe BMPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYHTHCS
Tabnetok y 6nictepi "HaykoBo- TOBapuCTBO BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro
BUPOBHUYMIN "HaykoBo- 3acoby (3amiHa abo goaaBaHHSA AiNbHULI, Ha SKin
LEeHTPp BUPOBHNYMI LIEHTP 3AINCHIOETBCS KOHTPOIbL/BUNPOBYBaHHS cepii) -
"BopLuariscbk "BopLuariscbkun [o4aBaHHS AinbHULI, WO 34iNCHIOE KOHTPOIb Cepin
W XimiKo- Ximiko- roToBOro fnikapcbkoro 3acoby - ToBapnCTBO 3 OOMEXEHOI0
thapmaueBTny bapmaueBTUYHUI BignosiganbHicTio "Hatyp+", YkpaiHa. BeegeHHs 3aMiH
HuiA 3aBoq" 3asoa”, npoTsarom 3-x MicauiB nicnsa 3aTBepaXeHHs. 3miHn | Tuny -
YKkpaiHa; 3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3acid. 3miHn y
BUPOBHMUTBO, BMPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYHTHCA
nakyBaHHsi, BUMYCK BMNYCKY Cepii Ta KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro
cepiini: 3acoby (3amiHa abo goaaBaHHS BUPOOHWMKA, LLO
ToBapucTso 3 BignoBigae 3a BBe3eHHsi Ta/abo Bunyck cepii) - He
obmexeHo BKIHO4al0uM KOHTPONb/BUNPOGYBaHHS cepii - 4oAaBaHHs
BiANOBiAANbHICTIO BMpobHMKa, LLO BiANOBIAAE 3a BUNYyCK cepii - ToBapnCTBO
"Arpocapm", 3 obmexeHoto BignosiganbHicTio "Arpodapm”, YkpaiHa
YkpaiHa; (mns ynakoBku no 10 TabneTok y Gnictepi; no 2 6nictepu

KOHTpPOnb Cepint:
ToBapucTso 3
obmexeHo
BiANOBiAANbHICTIO
"Hatyp+",
YkpaiHa

B nauui). BeegeHHs 3miH npoTsarom 3-x micauiB nicns
3aTBepAXeHHS. 3MiHu | Tuny - 3miHuK 3 skocTi. MoToBMIA
nikapcbkuii 3aci6. 3miHu y BUpoGHMUTBI. 3amiHa abo
BBEJEHHSI [OAATKOBOI AiNMbHULI BUPOOHULTBA ANs
YacTuHU abo BCbOro BUPOBHUYOro NpoLiecy roToBoro
nikapcbKkoro 3acoby (QinbHULUS, Ha siKili NPOBOAATLCS
OyAb-aKi BUPOOHMYI CTaAii, 3a BUHATKOM BUMYCKY Cepiin,
KOHTPOIMIO AKOCTi, NEPBMHHOTO Ta BTOPUHHOIO MaKyBaHHS,
ANs1 HECTEPUIbHMX Nikapcbkux 3acobis). BBeAeHHS 3MiH
npoTArom 3-x MicAuiB Micnsa 3atBepmxeHHs. CynyTHs
3MiHa - 3MiHu 3 sikocTi. [0ToBMI Nikapcbkmin 3acit. 3MiHN y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHUL
BMPOOHMLTBA ANs YacTUHM abo BCbOro BUPOBHMYOro
npoLiecy roToBoro nikapcbkoro 3acoby (AinbHuUS Ans
NepBUHHOIO NakyBaHHS) - 3MiHM 3 AKOCTI. [oTOBUNA
nikapcbkuii 3aci6. 3miHu y BUpobHuuTBI. 3amiHa abo
BBEJEHHSI [OOATKOBOI AiNbHULI BUpOOHULTBA Ans
YacTHN abo BCbOro BUPOGHMYOro NpoLIECY rOTOBOrO
nikapcbKkoro 3acoby (AinbHWUUSA ANS BTOPUHHOTO
nakyBaHHs1) -

BBEAEHHsI 4OAATKOBOI AinbHuULi BUpo6bHULTBa ToBapMCTBO
3 obmexeHoto BignosigansHicTio "Arpocdapm”, YkpaiHa
(BMPOBOHMLTBO, NaKyBaHHS) Ta 3a3HaYeHHs PYHKLA
3aTBepAxeHoro BupobHuka (MybniyHe akuioHepHe
TOBapucTBO "HaykoBO-BUPOOHNYMI LIEHTP
"bopLyariBCbkui Ximiko-dhapmaueBTUYHUIA 3aBog”, YKpaiHa




Ne
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Popma sunycky

3asieHuK
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37.

FMIOPAN®

Tabnetkn no 80 mr no 10

(BMPOBHMLTBO 3a MOBHWUM LWKIIOM)). BBEAEeHHS 3MiH
npoTsrom 3-x MicaUiB nicnsa 3aTBepaXeHHs. 3miHu | Tuny -
3MmiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHu y
BMPOOHMLTBI. 3MiHK y Npoueci BUpoBHULITBA rOTOBOTO
nikapCbKoro 3acoby, BKMIOYaUM NPOMIKHWIA NPOAYKT, LLO
3aCTOCOBYETLCS MPW BUPOOHULITBI FOTOBOTO NiKapCbKoro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHUUTBA) -
He3HayHi 3MiHW 4O TEXHOMOrYHOro Npouecy ANns
3anponoHoBaHoro BupobHuka TOB "AFPOGAPM",
YKpaiHa y 3B'a3Ky i3 BiAMIHHOCTAMU B TEXHONON4YHOMY
obnagHaHHi Ta napaMeTpax Moro KOHTPOSHO B MOPIBHSAHHI
i3 3aTBepOKeHoto TexHornorieto Ha MAT HBL,
"BopLuariscbkui XO3"

nocei04YeHHs1

Tabnetok y 6nictepi; no 3
orictepn y KapTOHHiW
Kopobui

[aneHika AT
Benrpag

Cepbis

[aneHika AT Benrpag

Cepbis

BHECEHHS 3MiH 4O peecTpauinHnx maTepianis:
3MiHM | TURY - 3MiHW BUNpoGyBaHb abo JONYCTUMUX MEX,
BCTaHOBIEHMX Yy cneuudikauisx, nig yac BMpobHMUTBa
roTOBOrO Mikapcbkoro 3acoby (3BYXEHHS AONYyCTUMUX
MeX) - 3miHa y po3gini 3.2.P.3.3.3 Description of
Manufacturing Process 3a Tectom «Diameter» Ha ocHOBI
AaHux Banigauii npouecy; 3MmiHn | Tuny - nogaHHs
OHOBJIEHOrO cepTudikaTta BignoBiAHOCTI €BpPONENnCchKin
dapmakonei Ne R1-CEP 2003-138-Rev 01 ans gitoyoi
pevoBuHu Gliclazide Big Bxe 3aTBEpAXeHOro BUpoOHUKa
Zhejiang Jiuzhou Pharmaceutical Co., Ltd., China; 3miHu |
TMNy - 3MiHa napameTpiB creumdikauin Ta/abo
AOMYyCTUMUX MEX roTOBOrO NiKapcbKoro 3acoby - 3amiHa
napameTpiB cneuudikauii roToBoro nikapcbkoro 3acoby
npu BUNYCKy Ta Ans TepMiHy NPUAATHOCTI 32 MOKa3HMKOM
«Po34nHeHHs rmiknasvay» (3anponoHOBaHo: He MeHLUe
75% (Q) 3a 45 xBMNWH) 3 BIANOBIAHUMW 3MiHaMK Y
mMeTofax KOHTponto. BHeceHo pepakuiviHi npaBku y
nocunaHHi Ha MeToau BUNpobyBaHb; 3MiHKM | TUNy - 3MiHa
napameTpiB creundikauii Ta/abo AONYCTUMUX MEX
NEePBUHHOI YMaKOBKM FOTOBOrO NiKapCbKOro 3acoby - 3MiHN
B p. 3.2.P.7. Cuctema koHTeNHep/3aKynoptoBanbHUii
3acib, 3okpema BUIyYeHHs i3 cneyudikauii nepBUHHOI
ynakoBku J13 nokasHukiB «Text» Ta «Classification of
defects»; amiHu | TUNYy - 3miHa napameTpiB cneumndikaLin
Ta/abo [onycTUMUX MeX NEPBUHHOT YNaKoBKM FOTOBOFO
nikapcbKkoro 3acoby - 3MiHn B p. 3.2.P.7. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3acib, a came y
cneundikaii nepBMHHOI ynakoBku ans Teepgoi NBX
nniBkun 3a nokasHukoM «Absorbance S2» (npuBeaeHo y
BignoBigHicTe Ao EP, BuaaneHo BHyTPILLHI koau Ans
aHaniTUYHUX MeToauK, 6e3 3MiHM camnx MeToauK Ta
3MiHEHO POPMYIIOBAHHS BUMOT A1 30BHILLHBOrO
BUMMsAY); 3MiHK | TUNY - 3MiHa nocTayanbHUKa
nakyBanbHWx MaTtepianis abo KOMMNEKTYUUX (SKLLO
3a3HavyeHo B 40Cbe) (3aMiHa abo JoAaBaHHs

3a
peuenmom

nocmqaanMKa) - BB€4EeHHA anbTepHaTtuBHOro

UA/1141/01/01
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noctavansHuka Anto/lNMBX cdonbrn — Al Pack, Subotica,
Serbia Ta 3amiHa ofjHOro 3 3aTBepAXXeHMX NocTayvanbHUKIB
TBepAoi MNBX nniBkM Ha 4BOX anbTepHaTUBHMX
noctavanbHukiB — Bilcare Staufen GMBH, Germany Ta
Klockner, Germany); 3miHu | Tuny - 3miHn BUNpobyBaHb
abo gonycTMmMmnx Mex, BCTAHOBIEHMX Y cneumdikauisx,
nig, Yac BMPOOHULITBA rOTOBOrO NikapcbKoro 3acoby -
3MiHM JOMYCTUMMUX MeX 3a TecToM «Thicknessy -
pepakuinHa npaska: 3anponoHoBaHo: Thickness: 2,2 MM -
2,8 mm

38.

MILEPUH

pignHa 85 % no 25ry
dnakoHax; no 25ry
dnakoHi; no 1 onakoHy B
nayui 3 KapToHy

MpAT
dapmaneBTny
Ha pabpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTUYHa
¢abpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHx maTtepianis: 3miHu | Tuny
- AgmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo
appecy 3asBHVKa (BNacHWKa peecTpauiiHoro
noceigyeHHs1) 3MiHa agpecu 3asiBHWKa BBegeHHs 3MiH
nNpoTArom 3-X MiCAUiB NiCns 3aTBEPAXEHHS.
3Minn | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHsi Ta/abo agpecu MicLs NpoBadXXeHHS
AisnbHOCTi BUpoBHUKa/iMnopTepa roToBOro fikapCbKoro
3acoby, BKoYaoum AinbHWLi BUNYCKy cepii abo micue
NpPOBEAEHHS KOHTPOIIO SIKOCTI. (QisNbHICTb, 3a Ky
Bianosigae BUPOGHMK/iIMNoOpTEp, BKIOYaUM BUMYCK
cepit) - 3miHa agpecu BupobHuka MNpAT dapmaueBTuyHa
habpuka "Biona", YkpaiHa, 6€3 3MiHM MicLs BUpOOHULITBA
(3miHa Ha3Bu Bynuui): BBeaeHHs 3miH npoTsarom 3-x
MicsILiB Micnsi 3aTBEPAXKEHHS.
3miHu |l Tuny - 3miHm 3 skocTi. A®l. BupobHuuTBO. 3MiHa
BMPOGHMKa BUXIZHOrO/NPOMIXKHOTO NMPOAYKTY/peareHTy, Lo
BVIKOPVCTOBYIOTbCH Y BUpobHnyomy npoueci Adl, abo
3MiHa BUpPOGHMKa (BKIoYatoum, e HeobxigHo, micue
npoBeAeHHs KOHTpornto sikocTi) APl (3a BigcyTHOCTI
cepTudikaTa BiaNoBiAHOCTI €Bponechbkin hapmakonei y
3aTBEPAXXEHOMY [0CbE)(BBeAEHHS HOBOro BUpoOHMka AD|
3 HagaHHAM macTep-danna Ha ADI) — BBegeHHs
[0[aTKOBOro BUpObHMKa Aitodoi pedoBuHm MiuepuH TOB
«CnoboxaHcbknin Munosap», YkpaiHa 3 HagaHHsm DMF
Ha A®I| (Pegakuisa 001)

6e3
peuenma

UA/7463/01/01

39.

FMIOKO3A-
HOBO®APM

po3uunH Ans iHdysin, 50
mr/mn no 200 mn, abo
250 mn, abo 400 mn, abo
500 mn y nnsAwkax; no
200 mn, abo 250 mn, abo
400 mn, abo 500 mny
nnawi, no 1 nnswui B
navui 3 KapToHy

ToBapucTBo 3
oBGMexeHot
BiAnoBiaanbHi
cTio chipma
"Hosodapm-
BiocnHTe3"

YkpaiHa

ToBapucTBo 3
obmexeHo
BiANoBiganbHiCcTIO
dipma "Hosodapm-
BiocuHTe3s"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHn ||
TMny - 3MiHK Wopo 6e3nekn/edpekTUBHOCTI Ta
dapmakoHarnagy. BHeceHnHs abo 3miHa(n) oo
3000B'A3aHb Ta YMOB BMAAYi peecTpauinHoro

nocBiAYeHHs, BKNtovatoun MnaH ynpasniHHA puankamu

(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€) NogansLoro
06r'pyHTYBaHHS1 HOBMMYW 40AATKOBUM AAHUMM, WO MaOTh
HaJaBaTUCA KOMMETEHTHUM OpPraHoOM, OCKIfbKM

BMMaraeTbCsl CyTTEBA OLiHKA KOMMETEHTHUM OpraHom)

BukoHaHHs 3000B'sA3aHb BiaNOBIAHO A0 MignyHkTy 1.13

nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 goaatky 15 go Mopsagky

NpoBeAEeHHS eKCnepTn3un peecTpauiiinx matepianis Ha

nikapcbki 3acobu, Lo NoAaTbCs Ha AepXaBHY
peecTpaLito (nepepeecTpalito), a8 TAaKOXK EKCNepTU3n

3a
peuenmom

UA/6284/01/01
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
maTepianiB Npo BHECEHHS 3MiH A0 peecTpauifnHnX
MaTepianis NPoTArom Aii peecTpauiiHOro NocBiAYeHHS,
3aTBepaxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
pepakuii Hakasy MO3 Big 23.07.2015 Ne 460).
40. FPAHOLIUT® 34 niogoiniaaT Ans po3vnHy TOB "CaHodi- YkpaiHa BTOpPWHHE NakyBaHHs, | ®paHuis/ BHECEeHHs1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/5627/01/01
ans iH'ekuin no 33,6 MnH. ABeHTIC KOHTPOnb SIKOCTi Ta AnoHia 3MiHuM | TUNY - 3MiHa NocTavanbHWKa NakyBanbHUX peuenmom
MO (263 mkr) Ne 5: no 5 YkpaiHa" BUMYCK Cepili matepianiB abo KOMNIEKTYIOUNX - BUITYyHEHHS
cnakoHiB 3i ckna Tuna | ¢ niodpinisaty Ta noctavanbHUKa nakysanbHUX MaTepianis Ans niuii b -
niodpinizatom, po3unHHuKa: CaHodi Naigai Glass Industry Co. Ltd., Japan; pogaBaHHs
YKynopeHux npobkamu BinTpon IHaacTpia, anbTepHaTMBHOIO NocTayarnbHUKa NaKyBanbHUX
rymMOBVMMU BYTUMOBUMM PpaHuis; matepianis ans ninii A (3 ml colourless, transparent glass
Ta 06aTnx KoBnaykamm BUPOGHULTBO vial, type 1) — Shiotani Glass Co. Ltd., Japan. KinbkicHui
antoMiHieBMMU B niodginisaty, Ta SKiCHUI ckraj nakyBanbHOro Matepiany He 3MiHMBCSH
KomnnekTi 3 5 amnynamu nepBUHHE NaKyBaHHS,
no 1 mn 3i ckna Tmny | 3 KOHTPOIb SIKOCTi:
PO34YMHHMKOM (BoAa Ans Lyrai ®apma
iH €KLiA) B KAPTOHHIN MaHydekTypuHr Ko.
KopoobLi Itn, AnoHis;
BUPOOHMLTBO
PO34MHHYKa,
NepBUHHE NaKyBaHHS,
KOHTPOIb SKOCTI:
[aynt ®apma JliBpoH,
PpaHuis
41. | TPAHY®IHK® kancynu TBepgi no 10 TOB "OMETA YkpaiHa Owmera Papma Himeuun BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: be3 UA/16305/01/01
PEMIHA kancyn y 6nicrepi; no 3 OAPMA MeHbtodhekuepiHr Ha BUMNPaBEHHSA TEXHIYHOI NOMUIIKM B METOAAX KOHTPOSO peuyenma
abo 6, abo 12 bnictepiB y YKPAIHA" 'M6X i Ko. KIF SIKOCTi, a came: B crneumdikaLii 3a NoOka3HUKOM
KapTOHHIN kopobuj "MikpobionoriyHa unctota" He 3a3HaveHo ognHuui (KYO/r)
AN rpaMHeraTMBHUX 6akTepii, ToNepaHTHUX A0 XOBYi
42. | TPUHTEPON® Kancynu Teepgi no 250 AT "IpiHgekc" IatBis AT "IpiHgekc" IaTtBis BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3a UA/15941/01/01
mr no 10 kancyn y 3MiHu | TUNy - 3MiHK, NOB'A3aHi 3 HeobXigHICTIO peuenmom

6nictepi; no 5 abo 10
6nictepiB y navui 3
KapTOHY

npuBeaeHHs y BianoBigHicTb o MoHorpadii APY abo
€Bponewncbkoi hapmakonei, abo iHLWOoI HauioHanbHoI
bapmakonei gepxasu €C - BHECEHHS 3MiH A0
cneumadikauii A®l ypcogesokcnxoneBoi KUCHOoTH Y
BigNoBigHiCTb BUMoraMm MoHorpadii Ursodeoxycholic acid
EP; 3minu | Tuny - nogaxHs Hosoro CEP R1-CEP 2004-
108-Rev 05 ans A®I ypcoaesokcmxoneBoi kucnota Big
HOBOroO BMPOGHMKA; 3MiHM | TUMy - 3mMiHa y napameTpax
cneundikaui Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®l, abo BMXigHWUI/NPOMIXKHWIA NpoayKT/
peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUPOOHMLTBA
A®I - BUNYYEHHS HE3HAYHMX NMOKa3HUKIB — «YMOBU
36epiraHHsa» Ta «[lepiog nepekoHTpono» 3i cneundikauii
A®| Bi BUPOOHWKa roToBOro fikapcbkoro 3acoby (ymMoBu
30epiraHHs Ta Nepiog NEPEKOHTPOIO 3a3HaYeHi B po3aini
3.2.8.7.1 Mogynb 3); amiHu | Tvny - 3MiHa y napameTpax
cneuudikauin Ta/abo 4oNyCTUMUX MEX, BUSHAYEHNX Y
cneumngikauisx Ha A®Il, abo BUXIgHUIA/NPOMDKHWIA NpoayKT/
peareHT, L0 BUKOPUCTOBYOTLCS Y NpoLeci BUpobHUUTBa
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
AQDI - gonoBHeHHs cneuudikaLii HOBUM NOKa3HNKOM
sKocTi «ETunaueTtaT» 3 HOpMyBaHHAM «He Ginblie 2000
ppm» 3 BiANOBIAHMM METOAOM BUNpPobyBaHHS, Lo
0bymMOBMNeHO BBeAEHHSM HOBOro BUpobHuka Ad|
43. rPUN®IKO TabneTku no 4 TabneTtku AHaHTa Benuka dnamiHro IHpis BHECEeHHs1 3MiH O peecTpaLiiHux maTtepianis: be3 UA/6965/01/01
y cTpuni; no 1 ctpuny y Megikeap BpuTaHia dapmacbioTukanc 3MiHu | Tuny - 3amiHu Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma —
KOHBEPTI; Mo 4 TabneTkm Ira. JIta., IHgis; ApTypa dapmakoHarnagy - 3MiH1 B iHCTPYKUiT AN MeanyHoro Ne 4, 3a
y cTpuni; no 1 ctpuny y PapmacsbtoTikana BT, 3acToCyBaHHS, a came - pefaryBaHHs iHCTPYKUiT Ans peuenmom
KoHBepTi; no 50 Nra., IHaisa MELIMYHOrO 3aCTOCYBaHHs nikapcbkoro 3acoby 3a — Ne 200
KOHBEPTIB Y KAPTOHHIl posginamu "BupobHuk" Ta "Micue3HaxomKeHHs
Kopooui BMpOGHMWKa Ta agpeca MicLs NpoBaXeHHs Moro
isnbHOCTI" 4Ns MOXNMBOCTI APYKYBaTK iHCTPYKUii Ansi
KOXXHOr0 BMPOOHMKA NikapcbKoro 3acoby okpemo.
BBeaeHHs 3MiH npoTArom 3-x micaudiB nicnsa
3aTBepOXKEeHHSA
44. | JENOC cycneHsisg ans iH'ekuin no MAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/13142/01/01
1 mn B amnyni; no 1 abo "®apmak” 3MiHuM | TMny - 3MiHa po3mipy cepii (Bkntoyaroum gianasoH peyenmom
no 5 amnyn y 6nictepi; no po3Mipy cepii) roToBOro nikapcbkoro 3acoby (36inbLueHHs
1 6nictepy B nayui 3 0o 10 pasiB NOPIBHSAHO i3 3aTBEPXXEHUM PO3MIPOM) -
KapTOHY BBEEHHS 4OAAaTKOBOro po3mipy cepii: 3anponoHoBaHo: 50
n (44600 amn.), 100 n (89200 amn.) Ta gogaTtkoBo 250 n
(223200 amn.)
45, OUBIFCENb renb 0,1%, no 0,5 r abo OpioH DiHNaHAaia Bupo6HuK, o OiHnaHai BHECEHHS 3MiH 0O peecTpaLiiHNX MaTepianis: 3MiHW Y 3a UA/7892/01/01
no 1 ry naketuky; no 28 KopnopeWuH 30iNCHIOE BUMYCK A BMPOGHMLTBI. 3amiHa abo BBeAeHHSA [40AaTKOBOI AiNbHULI | peuernmom
NakeTWKiB Y KApTOHHIN cepin: BMPOBHMLTBA ANst YacTUHM abo BCbOro BUPOBGHMYOro
Kopobui OpioH KopriopeliLuH, npoLecy rotToBoro nikapcbkoro 3acoby (iHLui 3mMiHW) -
DiHNAHAIS; 3a3Ha4YeHHs PYHKLUiT 3aTBEepAXEeHNX BUPOOHUKIB Ta
Brpo6Huk, Lo BUITyYEHHS! YTOYHEHHS Ha3BM BUPOBHUYNX AinsHok 3aBoj
3AiNCHI0E B Typky Ta 3aBog B Ecnoo 3 Ha3su BUpobHuka OpioH
BMPOGHMLTBO, KopnopeniH, ®iHnAHAIA Y 3B’A3Ky 3 NpMBEAEHHAM Y
nepBUHHE, BTOPUHHE BigMNOBIQHICTL O MaTepianiB peecTpaLiiHoro foCbe
nakyBaHHs!, KOHTPOIb
AKOCTI:
OpioH KopnopeliLuH,
QiHngHAain
46. | OUKINAK® ID Tabnetkn 3 CaHpo3 CnoBeHis Cantotac ®apma Himeyun BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/9808/01/01
MoandikoBaHUM dapmachbtoTik meX Ha 3MiHM | TNy - 3MiHW y Npoleci BUpOGHMLITBA rOTOBOrO peuenmom
BUBINIbHEHHAM MO 75 Mr an3 a.n. nikapcbKkoro 3acoby, BKNoYayy NpoMiXKHWUIA MPOAYKT, Lo
no 10 TabneTok y 3aCTOCOBYETLCS MPU BUPOBHULITBI rOTOBOrO MiKapCbKOro
6nictepi; no 2 abo no 10 3acoby - 3MiHa po3mipy cepii BUpobHMLUTBa TabneTyo4yoi
6nicTepiB y KapTOHHIW macwm, 36inbLueHo go 878 kr. 3anponoHoBaHo:
Kopobui NPUroTyBaHHA OKPEMO CyMiLli okeuay 3anisa po3mipom 40
Kr; 3MiHM | TUNY - 3mMiHW BUNpobyBaHb abo AonycTUMmx
MeX, BCTAHOBMEHWX Y crneundikalisx, nig yac
BMPOOHMLITBA rOTOBOTO NiKapCbKOro 3acoby - 3aMiHu
0BMeXeHHs1 po3Mipy YacTOK AJ151 KOHTPOIO B NPOLIECi
BUpO6GHULTBA
47. | OUKINAK® ID Tabnetkn 3 CaHpos CnoBeHis BUpobHMUTBO in bulk, Himeyun BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/9808/01/02
MoandikoBaHUM dapmachbtoTik nakyBaHHsi, BUMYCK Ha/ 3MiHu | TNy - 3MiHW y Npoleci BUPOGHMLTBA rOTOBOrO peyenmom
BUBINbHEHHAM no 150 mr ans a.4a. cepii: Cantotac MonbLua nikapcbkoro 3acoby, BKNoYaryy NpoMiXKHUIA NPOAYKT, Lo




21 [IponoBxkeHHs gojaTka 3
Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
no 10 TabneTok y Papma 'mbX, 3aCTOCOBYETLCS MPU BUPOBHULITBI rOTOBOrO MiKapCbKOro
6nictepi; no 2 abo no 10 HimeyunHa; 3acoby - 3MiHa po3mipy cepii BUpobHMLTBa TabneTyo4yoi
6nicTepiB y KapTOHHIW nakyBaHHsi, BUMYCK macwm, 36inbLueHo go 878 kr. 3anponoHoBaHo:
KopooLi cepii: lek C.A,, NPUroTyBaHHS OKPEMO CyMillii okeuay 3arnisa po3mipom 40
Monbwa Kr; 3MiHM | TUNY - 3mMiHW BUNpobyBaHb abo AonycTUMmx
MeX, BCTAHOBMEHWX Y crneundikauisx, nig yac
BMPOOHMLITBA rOTOBOTO NiKapCbKOro 3acoby - 3aMiHu
0BMeXeHHS pO3Mipy YacTOK AN KOHTPOMIO B NPOLIECi
BUpO6GHULTBA
48. | OUCKYC PO34MH AN iH'eKUin No Bionoriwe HimeuunHa Bionoriwe Himeyun BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/3959/01/01
KOMMO3UTYM 2,2 mn B amnyni, no 5 XanneMmittens Xannbemitrens Xeenb Ha 3MiHu | TUNy - 3MiHa nepiody NOBTOPHUX peuenmom
amnyn y KOHTYpPHil Xeenb M'm6X MM6X BUNpobyBaHb/nepiony 36epiraHHs abo yMoB 36epiraHHs
YapyHKOBIV ynakoBLj; Mo A®I - 3MeHLLEeHHS Nepiofy NOBTOPHOrO BMUNPOOYBaHHSA
1 abo no 2, abo no 20 BuXigHoro matepiany Coenzym A. 3anponoHoBaHo:
KOHTYPHUX YapyHKOBUX Retest period of 2 years; 36inbLueHHsi nepiogy NOBTOPHUX
yNaKkoBOK y Kopooui 3 BunpobyBaHb Ans po3BeaeHHss Ammonium chloratum D1.
KapTOHY 3anponoHoBaHo: retest period of 5 years; 3amiHa ymoB
36epiraHHsa Tputypauii Acidum thiocticum; amiHu | Tuny -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BignoBigHicTb 4o MoHorpadii APY abo €BponencbKol
apmakornei, abo iHLWoi HauioHanbHoI hapmakonei
nepxasu €C - 3mMiHM BUMOT crieumdikaLii Ans BuxigHoi
cupoBmHM Acidum picrinicum
49. | JUPNIOKAH® kancynu no 50 mr; no 7 Mdpansep IHK. CLUA dapesa Ambyas ®paHuin BHECEHHS 3MiH 40 peecTuinHmx matepianis: 3minu |l Tuny 3a UA/5970/02/01
kancyn y é6nicrepi; no 1 - 3MiHu wopo 6e3nekn/edPeKTUBHOCTI Ta peuenmom
6nicTepy B KapTOHHil dapmakoHarnsigy. BHeceHHsi abo 3miHa(v) o
ynakoBUi 3000B'A3aHb Ta YMOB BMAaA4i peecTpauinHoro
NocBiAYEeHHs, BKNtovatoun MnaH ynpasniHHS puavkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(e) noganbLIoro
06r'pyHTYBaHHS1 HOBUMYW 4OAATKOBMM AAHUMM, LLO MalOTh
HafaBaTUCS KOMMETEHTHUM OPraHOM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLIiHKA KOMMETEHTHUM OpraHom)
BukoHaHHs 3060B'sA3aHb BIANOBIAHO A0 NignNyHKTY 2.3
nyHKTY 2 gopatky 15 go MNopsaky npoBeaeHHS
eKCnepTn3un peecTpauinHnx maTepianis Ha nikapcbkKi
3acobu, Lo NoaaTbCs Ha AepXXaBHY peecTpauito
(nepepeecTpadito), a Takox ekcnepTnan martepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX maTepianis NpoTarom
Oil peecTpauiiHOro NocBiAYEHHs1, 3aTBEPAXEHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y pepakuii Hakasy
MOS Big 23.07.2015 Ne 460)
50. | ANDJIIOKAH® kancynu no 100 mr; no 7 Mdpansep IHK. CLUA dapesa Ambyas ®paHuis BHECEHHS 3MiH 4O peecTuinHmx matepianis: 3minu |l Tuny 3a UA/5970/02/02
kancyn y 6nicrepi; no 1 - 3MiHu wopo 6e3nekn/edPeKTUBHOCTI Ta peuenmom

6nicTepy B KapTOHHil
ynakosui; no 10 kancyn y
6nictepi, no 1 6nictepy B
KapTOHHIN ynakoBLi

dapmakoHarnsigy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAAYi peecTpaulinHoro
NocBiAYEeHHs, BKNtovatoun MnaH ynpasniHHS puavukamu
(3acTocyBaHHs1 3MiH(1), siki(a) BUMaratoTb(e) noganbLIoro
06r'pyHTYBaHHSI HOBUMYW 4OAATKOBMM AAHUMM, LLO MalOThb
HaaBaTnCs KOMMETEHTHUM OPraHoOM, OCKifbKU
BMMAaraeTbCsl CyTTEBA OLiHKA KOMNETEHTHUM OpraHoM)
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Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

BurkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANyHKTY 2.3
nyHKTY 2 goaatky 15 go Mopsiaky npoBeaeHHN
eKcnepTn3n peecTpaliiHnx maTtepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy peecTpalliio
(nepepeecTpalito), a Takox ekcnepTu3n matepianis nNpo
BHECEHHS 3MiH 0O peecTpauiiHuX maTtepianis NpoTsArom
Oil peecTpauiiHOro NoCBiAYEHHS!, 3aTBEPAXKEHOrO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO8 Big 23.07.2015 Ne 460)

51.

ON®NIOKAH®

kancynu no 150 mr; no 1
kancyni B 6nictepi; no 1
6rictepy B KapTOHHIl
ynakoBLi

Mdpansep IHK.

CLIA

dapeBa Ambyas

®paHuis

BHECEHHS 3MiH [0 peecTuinHmx maTepianis: 3miHu |l Tuny
- 3MiHu wopno 6e3nekn/edPeKTUBHOCTI Ta
apmakoHarnsigy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAAYi peeCcTpaLlinHoro
noceigyeHHs, Bktovatouy MNnaH ynpaeniHHS pyuankamu
(3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€) nogansLoro
06I'PYHTYBaHHS HOBYMM J04ATKOBUM AaHUMU, LLO MaloTb
HaJaBaTUCS KOMMETEHTHUM OpPraHoOM, OCKiNbKM
BMMaraeTbCsi CyTTEBA OL{iHKA KOMNETEHTHNM OpraHoMm)
BukoHaHHs 3060B'A3aHb BIiAMOBIAHO A0 NignyHKTy 2.3
nyHkTy 2 goaatky 15 o MNopsgky npoBeaeHHs
eKcnepTn3n peecTpaliiHnx martepianis Ha nikapcbki
3acobu, Lo NoaaTbCs Ha Aep)KaBHY peecTpalito
(nepepeecTpalito), a Takox ekcnepTu3n Martepianis Nnpo
BHECEHHS 3MiH 0O peecTpauiiHuX maTtepianis NpoTSArom
nii peecTpaLiiHOro NoCBigYEHHS, 3aTBEPAKEHOTO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

be3
peuenma

UA/5970/02/03

52.

ON®NIIOKAH®

PO34uH ANS iHdy3in, 2
mr/mn; no 50 mn aéo 100
My donakoHi; no 1
nakoHy B KApTOHHI
ynakoBsLi

Mdpansep IHK.

CLA

dapeBa Ambyas

®paHuis

BHECEHHS 3MiH [0 peecTuinHmx maTepianis: 3miHu |l Tuny
- 3MiHu wopno 6e3nekn/edPeKTUBHOCTI Ta
dapmakoHarnagy. BHeceHnHs abo 3miHa(n) oo
3000B'A3aHb Ta YMOB BMAAYi peecTpauinHoro
noceigyeHHs, Bkovatouy MNnaH ynpaeniHHS pyuankamu
(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€) NogansLoro
06I'pYHTYBaHHS HOBYMM J04ATKOBUM AaHUMU, LLO MaloTb
HaJaBaTUCS KOMMETEHTHUM OPraHoM, OCKiNbKM
BMMAaraeTbCsi CyTTEBA OL{iHKA KOMNETEHTHNM OpraHoMm)
BukoHaHHs 3060B'A3aHb BIiAMNOBIAHO A0 NignyHKTYy 2.3
nyHkTy 2 goaatky 15 go MNopsgky npoBeAeHHs
eKcnepTM3n peecTpaliiHnx maTtepianiB Ha nikapcbki
3acobu, Lo NoaaTbCsl Ha AepXKaBHY peecTpauito
(nepepeecTpalito), a Takox ekcnepTu3n MaTtepianis Nnpo
BHECEHHS 3MiH 4O peecTpaLiiHux maTtepianiB NpoTsirom
nii peecTpauiiHOro NocBigYeHHs1, 3aTBEPAKEHOrO
Hakasom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

3a
peuerimom

UA/5970/01/01

53.

OWLETEN®

TabneTku, BKpUTI
nniBKOBOK 0BOMNOHKOH,
no 50 wr, no 20 TabneTtok
y 6nictepi; no 1 abo 2
6nicTepn B KAPTOHHI

A660TT
ITabopaTopis
M6X

Himeyuunna

MaiinaH Jlabopatopi3
CAC

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHux maTepianis: 3miHu |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA Nikapcbkuin 3acib.
CucTtema koHTelHep/3akynoptoBanbHuii 3aci6. 3miHa
PO3Mipy ynakoBKM rOTOBOIO NikapcbKoro 3acoby (3MiHa
KiNbKOCTi 0AMHULb (Hanpvknag TabneTok, amnyn Towo) B

3a
peuenmom

UA/0007/01/01
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

Kopobui

ynakoBLi:) - 3mMiHa no3a AianasoHOM 3aTBEPIKEHMX
pO3MipiB yNakoBKM - oAaBaHHSA HOBOrO PO3Mipy
ynakoBku: no 20 TabneTok y 6nictepi, no 2 6nicrepu y
KapTOHHI kopobui. BBeaeHHs 3MiH npoTsarom 6 micsuis 3
AaTn 3aTBEpPAXKEHHS

54.

LIA30NIH-CB-
SOAPMA

gpaxe no 100 mr no 10
apaxe y bnictepi; no 2
6nictepn B naywi 3
KapTOHY

TOB
"OAPMAT
nTa"

YkpaiHa

MAT "BitamiHn"

YkpaiHa

BHECEeHHS 3MiH [0 peecTpauiiHux maTtepianis:
3MiHu |l Tuny - 3miHn Wwoao 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsigy. BHeceHHs abo 3miHa(un) o
3060B's13aHb Ta YMOB BUAayi peecTpaLiiHoro
NocBiAYeHHs, BKNtovatoun MnaH ynpaeniHHS puankamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(e) noganbLIoro
06I'pYHTYBaHHS HOBYMMW 404ATKOBUM JaHUMM, LLIO MaloTb
HaaBaTnCs KOMMETEHTHUM OPraHOM, OCKIfbKU
BMMaraeTbCsl CyTTEBA OLHKA KOMMETEHTHUM OpraHoMm) -
BukoHaHHs 30608B's13aHb BignoBigHo Ao nianyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 go MNopsiaky npoBeaeHHS
eKCnepTn3n peecTpauinHnx maTepianis Ha nikapcbkKi
3acobu, Lo NofaThCs Ha AepXKaBHY peecTpalLlito
(nepepeecTpadito), a Takox ekcrnepTnam martepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX maTepianis NpoTarom
Oil peecTpauiiHOro NocBigYeHHs, 3aTBepAXEeHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y pepakuii Hakasy
MOS Big 23.07.2015 Ne 460)

be3
peuenma

UA/15429/01/01

55.

LIA30NIH-CB-
DAPMA

apaxe no 50 mr no 10
npaxe y bnictepi; no 2
6nictepy B nayui 3
KapTOHY

TOB
"OAPMAT
nTa"

YkpaiHa

MAT "BitamiHn"

YkpaiHa

BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu |l Tuny - 3miHn Wwopo 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsigy. BHeceHHsi abo 3miHa(v) o
3000B'A3aHb Ta YMOB BMAaA4i peecTpauinHoro
NocBiAYEeHHs, BKNtovatoun MnaH ynpasniHHS puavkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMararoTb(e) noganbLIoro
06I'pYHTYBaHHS HOBYMMW 404ATKOBUM JaHUMU, LLIO MaloTb
HafaBaTUCS KOMMETEHTHUM OPraHOM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3000B's13aHb BigMNoBiAHO 40 MignyHkTy 1.8.2
nyHkTy 1.8 gopatky 5 fo MNopsaky npoBeaeHHS
eKCnepTn3un peecTpauinHnx maTepianis Ha nikapcbkKi
3acobu, Lo NoaaTbCs Ha AepXXaBHY peecTpauito
(nepepeecTpadito), a Takox ekcnepTnan martepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX maTepianis NpoTarom
Oil peecTpauiiHOro NocBiAYEHHs1, 3aTBEPAXEHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

be3
peuenma

UA/15429/01/02

56.

OOPUTPULIMH®

TabneTkn ans
PO3CMOKTYBaHHS, no 10
Tabnetok y 6nictepi, no 1
onictepy y KapTOHHI
Kopobui

Megiue
®apma 'mbX
Ta Ko. KI

Himeuunna

BMPOOHMLITBO 3a
NMOBHWUM LMKITOM:
Megiue
ApuHanmiTTenb
MoTTep Mv6X & Ko.
Kr

Himeuun
Ha

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHun ||
TMny - 3MiHKM Wwopao 6e3nekn/edPekTUBHOCTI Ta
dapmakoHarnsigy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAAYi peecTpaulinHoro

NocBiAYEeHHs, BKNtovatoun MnaH ynpasniHHS puavukamu

(3acTocyBaHHs1 3MiH(1), siki(a) BUMaratoTb(e) noganbLIoro
06r'pyHTYBaHHSI HOBUMYW 4OAATKOBMM AAHUMM, LLO MalOThb
HaaBaTnCs KOMMETEHTHUM OPraHoOM, OCKifbKU
BMMaraeTbcs CyTTEBA OLIHKA KOMMETEHTHUM OpraHom)

be3
peuenma

UA/12066/01/01
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

BurkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANyHKTY 2.3
nyHKTY 2 goaatky 15 go Mopsiaky npoBeaeHHN
eKcnepTn3n peecTpaliiHnx maTtepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepXaBHy peecTpalliio
(nepepeecTpalito), a Takox ekcnepTu3n matepianis nNpo
BHECEHHS 3MiH 0O peecTpauiiHuX maTtepianis NpoTsArom
Oil peecTpauiiHOro NoCBiAYEHHS!, 3aTBEPAXKEHOrO
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO8 Big 23.07.2015 Ne 460)

57.

EBKA3OJIH®
AKBA

cnpew HasanbHuiA, 1 Mr/r
no 10 r y dnakoHi
CKMSIHOMY 3 HACOCOM-
[03aTopoM 3
posnunioBavem
HazasnbHoro
npu3HayeHHs; no 1
dnakoHy B nayui 3
KapTOHyY

NAT
"dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTepianis: 3miHu |
TMny - 3MiHK 3 siKoCTi. [OTOBMI Nikapcbkui 3acib.
KoHTpornb rotoBoro nikapcbkoro 3acoby. 3miHa y MmeTogax
BMMNpPOOYBaHHA roTOBOro nMikapcbKoro 3acoby (ans
npuBefeHHs y BignosigHicTe 3 ®Y abo E€Bponelicbkoto
dhapMakoneero Ta BUNy4eHHs NOCUMaHHS Ha 3acTapinui
BHYTPILLHI MeToA BUNPOByBaHHS i 10ro Homep) -
aHaniTMYHy MeToamKy 3a nokasHukom «MikpobionoriyHa
yncTtoTa» NPUBESEHO Y BIAMNOBIAHICTbL 40 BUMOT 3aranbHuX
crtaten no GionoriyHum BuUNpobysaHHaM OPY. 3minHu |
T1ny - 3miHK 3 sikocTi. FoToBMI Nikapcbkui 3aci6. Onuc Ta
cknag. 3miHa y cknagi (GonoMiKHUX pevoBUHaX) rOTOBOro
nikapcbKkoro 3acoby (iHLWi AOMOMiKHI pe4oBUHM) - 3amiHa
OfHi€ET JOMOMDKHOI PEYOBUHM Ha iHLIY 3 TUMW CaMUMU
hyHKUiOHaNBHUMU XapaKTepUcTKamm Ta Ha TOMy caMoMy
PiBHi - 3MiHa OMOMIXHOI PEYOBWHM 3 TUMU CaMUMK
yHKLIOHaNbHNMKN XapaKTepucTukamu. 3MiHU BHECEHI Y
po3ain "Cknaa" (BonoMiXHi pe4yoBUHW) B IHCTPYKLiO ANnst
MEeOUYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby, siK
HacnigokK - BiANOBiAHI 3MiHW Y TEKCTIi MapKyBaHHS
ynaKkoBKW nikapcbkoro 3acoby. BBeieHHs1 3MiH NpoTsirom
6-Tn MicauiB nicnsa 3aTBepmxeHHs. 3miHun | Tuny - 3miHn 3
siKocTi. [0TOBMI Nikapcbkui 3aci6. 3MiHN y BUPOOHMLTBI.
3MiHa po3Mipy cepii (Bkntovaouu gianasoH po3mipy cepii)
roToBOro nikapcbkoro 3acoby (36inbLeHHs Ao 10 pasis
MOPIBHSAHO i3 3aTBEPMXEHVM PO3MIPOM) (3aTBEPAXEHO:
TeopeTnyHuin poamip cepii: 200 kr (19,510 Tuc. cn.), 800
kr (78,050 Tuc.cdn.); 3anponoHoBaHO: TeopeTuiHnI
po3wmip cepii: 200 kr (19,510 Tuc. cn.), 800 kr (78,050 Tuc.
dn.), 400 kr (39,025 Tuc. dn.), 1000 kr (97,563 Tuc. dn.),
2000 «r (195,125 tnc. dn.). 3miHu | Tuny - 3miHK 3 AKOCTI.
[oToBUI Nikapcbkuii 3aci6. KOHTporb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikaLi
Ta/abo [oMyCTMUX MEX roTOBOrO NiKapcbKoro 3acoby
(iHWi 3miHK) - BBEAEHO NOCMNAaHHA Ha «Ajtody pedakuito»
OdY no nokasHuka «MikpobGionoriyHa ymcToTa
cneuudikauii M3 6e3 3mMiHM KpUTEPIiB NPUAHATHOCTI.

be3
peuenma

UA/3664/02/01

58.

E3OMEP

Tabnetkn
racTpopesncteHTHi no 40
Mr no 7 TabneTok y
6nicTepi; no 2 abo no 4

MEPPEPI
SAPMAYEYTI
4l CPN

ITanis

BMNYCK Cepil,
nepBuHHe Ta

BTOPUHHE NaKyBaHHA:

JNAMIN CAH

ITanisa

BHECEHHSA 3MiH 0O peecTpauinHuX maTepianis: 3MiHM Woa0
besnekn/edekTnBHOCTI Ta hapmakoHarnsgy. BHeceHHs
abo 3miHa(1) 8o 3000B'AI3aHb Ta YMOB Buaavi

peECTpaLiMHOro NocBigyeHHs, Bknovatoum MNnaH

3a
peuenmom

UA/16273/01/01
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
Brictepn y KapTOHHIW MPOCMEPO C.MN.A,, yNpaBriiHHA pu3nKkamu (3acTocyBaHHS 3MiH(1), Ski(a)
KopooLi ITANIA; BMMaralTb(€) NofAanbLoro o6rpyHTyBaHHS HOBUMM
NpUroTyBaHHs [04aTKOBUM AaHWMMK, LLO MaloTb HagaBaTucs
npoaykty in bulk: KOMMETEHTHMM OpraHoM, OCKiflbKM BUMaraeTbCs CyTTeBa
BAN®APMA OLjiHKa KOMMNETEeHTHUM opraHom); BukoHaHHs 3060B'A3aHb
IHTEPHELWWHAT BignosigHo go nignyHkTy 1.8.2 nyHkTy 1.8 gogatky 5 go
C.IN.A., Itanis Mopsaky NpoBeAeHHs ekcnepTuan peecTpauinHux
MaTtepianie Ha nikapcbki 3acobu, Lo nogarTbes Ha
OepxaBHy peecTpalito (nepepeecTpauiio), a Takox
eKcnepTM3n mMmaTepianiB Npo BHECEHHST 3MiH A0
peecTpauinHMx MaTepianis NPoTArom Aji peecTpauiniHoro
nocBigyeHHs1, 3aTBepaeHoro Hakazom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big
23.07.2015 Ne 460)
59. EKCTPATEPM Tabnetku no 12 Tabnetok MPAT YkpaiHa BignosiganbHWM 3a YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: be3 UA/3602/01/01
y bnictepax; no 12 "®ITOPAPM" BMPOGHMLTBO, 3miHu Il Tvny - 3MiHa BUPOGHMKa BUXIZHOrO/MPOMIDKHOTO peuernma
TabneTok y bnictepi; no 2 nepBUHHE/BTOPUHHE NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
6nictepn y nayui 3 nakyBaHHs1, KOHTPOIb BMpoGHMYoMy npoueci ADI, abo 3miHa BUpobHUKa
KapTOHY SIKOCTi Ta BUMYCK (Bknovaroum, e HeobXigHO, Micue NPOBEAEHHSI KOHTPOSO
cepii: MPAT sikocTi) AP - BBeAeHHA goaaTkoBoro BUpobHuka MPAT
"®ITOPAPM", "®ITOPAPM" anst A®I EKCTpaKT TpaBu TepMOMNCUCy
YKkpaiHa; NaHUETHOro Cyxuii 3 HagaHHAM MacTep-danna (3.2.S.
BignoBiganbHUN 3a AKTUBHWIN hbapMaLeBTUYHWUIA iHFpeaieHT). PeaakuinHi
BMPOGHMLTBO, npasku B p. "Cknag" MKA J13: yTouHeHHs Ha3B
nepBUHHE/BTOPUHHE 3aTBEPAXXEHUX BUPOOHWKIB (BUITy4eHHS crioBa «dipmay)
nakyBaHHs Ta
KOHTponb sikocTi: MAT
"Bitaminn", Ykpaina
60. ENIFAPL 22,5 MI' NOpOLLOK AN AcTtennac HigepnaHg BignoBiganbHUN 3a Higepna BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3a UA/5758/01/02
NPUroTYBaHHS PO3YNHY dapma HOpon " BTOPWHHY YyMNakoBKy Ta Han/ 3MiHu Il TUny - 3MiHK y Npoueci BUpOBHWLITBA rOTOBOIO peuenmom
AN NigWKIpHUX iH'eKuin B.B. BMNYCK Cepil: CWA nikapcbKoro 3acoby, BKMoYaym NpoMiKHUA NPOAYKT, L0
no 22,5 mr; KoMnnekT Actennac ®apma 3aCTOCOBYETLCS MPY BUPOOHULITBI rOTOBOrO NMiKapCbKOoro
MiCTUTb 2 NOTKK: 1 NOTOK Opon b. B., 3acoby - BHECEHHS 3MiH y nigpo3aginu 3.2.P.3.3. Onnc
MiCTUTb NonepeaHLO HinepnaHau; BMPOBHMYOro npouecy Ta noro KoHTporno, Ta 3.2.P.3.4.

HanoBHeHWI Wwnpuy A 3
po34mHHMKOM (noni(DL-
nakTUa-Ko-rnikonia)
nonimep, N-meTun-2-
niponigoH) no 457 wr,
nopLueHb wnpuua b ta
nakeTuk 3
BOJIOrOMNOrMHayYMm
areHToMm; 2 foToK MICTUTb
nonepegHL0 HanoBHEHWU
wnpuy b 3 nopotukom,
CTEepWIbHY ronky Ta
nakeTuk 3
BOJIOrOMNOrMHayYMm
areHToM, KOMMIEKT Y
KapPTOHHIN kopobui

BignoBiganbHUN 3a
BMPOOHULTBO LWnpuLa
A: Tonmap IHk., CLUA;

BignoBiganbHUN 3a
BMPOOHULTBO LWnpuLa
A, wnpuua b, kiHueBy
yNaKoBKy Ta KOHTPOIb

SAKOCTI:

Tonmap IHk., CLUA;

BignoBiganbHUN 3a
BMPOOHULTBO LWnpuLa

B: KaHoxuH
Giodapma J1C., CLLA

KOHTPOMb KpUTUYHUX CTaAin i NPOMIXHOT NPOAYKLT,
30Kpema: 3arnpornoHOBaHO 3apeecTpyBaTh
anbTepHaTUBHWI NiodinizaTop, AK1A BUKOPUCTOBYETHCH
komnaHieto Cangene BioPharma Inc. ans BurotoBneHHs
LWnpuua B, wo BxoanTe 40 cknafdy roToBoro npenapary




26 [IponoBxkeHHs gojaTka 3
Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
61. | ENIFAPAO 45 MI' MOPOLLIOK ANSA Actennac Hinepnang BiAMNOBIAaNbHUIA 3a Higepna BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/5758/01/03
NPUroTyBaHHSA PO3YNHY dapma HOpon " BTOPVHHY yNaKoBKy Ta How/ 3MiHu |l Tuny - 3mMiHK y npoueci BUpoGHNLTBa roTOBOrO peuenmom
AN NigLWKIPHUX iH'eKUin B.B. BMNYCK cepil: CWA nikapcbKkoro 3acoby, BKNoYaryy NPOMiXKHWUIA MPOAYKT, WO
no 45 wmr; komnnexkt Actennac ®apma 3aCTOCOBYETLCS MPY BUPOOHMLTBI TOTOBOIO NiKapcbKoro
MIiCTUTb 2 NOTKW: 1 NOTOK tOpon b. B., 3acoby - BHeceHHs 3MiH y nigpo3ginu 3.2.P.3.3. Onuc
MiCTUTb nonepeaHbLo HigepnaHaw; BMPOGHMYOro npouecy Ta 1noro KoHTponto, Ta 3.2.P.3.4.
HaMoBHeHUN wnpuy A 3 BiAnoBiganbHUN 3a KOHTpOMnb KpUTUYHUX CTaAi i NPOMIXXHOI NpoayKUii,
pO34MHHKKOM (noni(DL- BMPOOHMLTBO LNpULa 30Kpema: 3anponoHOBaHO 3apeecTpyBaT
nakTua-Ko-rnikonia) A: Tonmap IHk., CLUA; anbTepHaTMBHUI NiodinisaTop, K1 BUKOPUCTOBYETLCS
nonimep, N-metun-2- BiAnoBiganbHUN 3a komnaHieto Cangene BioPharma Inc. ons BUrotoBneHHs
niponigoH) no 434 wr, BMPOBGHULTBO LWnpuLa Lnpuua B, wo BxoanTe A0 Cknady roToBoro npenapary
nopLueHb wnpuua b ta A, wnpuua b, kiHueBy
nakeTuk 3 yMaKoBKy Ta KOHTPOIb
BOJIOrOMOrNMHAYUM AKOCTI:
areHToMm; 2 noToK MiCTUTb Tonmap IHk., CLUA;
nonepegHb0 HaNoBHEHWUM BiAnoBiganbHUN 3a
wnpuy b 3 nopoLukom, BMPOOHMLTBO LNpuLa
CTepWrbHY rofnky Ta B: KaHgxkuH
nakeTuk 3 6iodapma JNC., CLUA
BOJIOrOMOrNMHAYUM
areHTOM, KOMMIIEKT y
KapTOHHI Kopobui
62. ECMYMI3AH® L Kpanni opanbHi, BEPJNIH-XEMI | HimeuunHa BEPNIH-XEMI Al Himeyun BHECEeHHs1 3MiH O peecTpaLiiHux maTtepianis: be3 UA/0152/01/01
emynbcis, 40 mr/mn no 30 Al Ha 3MiHM | Tuny - 3mMiHa y MeTofiax BUNpobyBaHHS! roTOBOro peuenma
mn abo no 50 mn y nikapcbKoro 3acoby - 3MiHa y meTofax BUnpobyBaHHs
bnakoHi 3 (BEXKX meTopn) ons KinbKiCHOro BU3HaYEHHS AOMOMDKHOT
KpanerbH1LEe-BCTaBKOO pPeYOBUHM KUCNOTH copbBiHOBOT «KinbKicHe BU3HAYEHHS!
Ta npobkoto; no 1 COpOIHOBOI KMCNOTU» - 3MiHa PO3Mipy KOMOHKK 3 60 MM Ha
nakoHy B KapTOHHIN 125 MM, Ta po3mipy 4acTOK HEPYXOMOI (hasun; BHECEHHS
KopoobLi peAakuinHMX 3MiH y po3ainu maTepianis peectpauiiHoro
pocee: -y p. 3.2.P,p.3.2.P.1,p. 3.2P.4.1.,p.3.2P.5.1,
p. 3.2.P.5.2;; po 1. «MikpobionoriyHa unctoTan; y p.
3.2.P.54.,p. 3.2.P.6., p. 3.2.P.7. BBeaeHHA 3MiH
NPoOTArom 3-x MicAiLiB nicnsi 3aTBepPAXeHHSA; 3MiHu |
TMny - 3MiHa y MmeTtogax BunpobysaHHsa APl abo BuxigHoro
mMaTepiany/npomiKHOro NPOAyKTy/peareHTy, Wwo
BMKOPUCTOBYETbLCS y NpoLieci BUpobHuutea AP - 3MiHNn y
mMeToAax BunpobyBaHHA APl cMMETUKOH, 30KpemMa
BBEJEHHS anbTepHaTMBHOIO MeToay 3a gonomoroto Y-
cnekTpockonii ansa TecTy «lgeHTudikauis» Ta «KinbkicHe
BU3HAYEHHS» KPEeMHIito diokeua; 3MiHu | Tuny - amiHa y
MeToAax BUNPOOOBYBaHHSI OMNOMiXHUX pevoBUH Sorbic
Acid Ta Sodium citrate, BUny4YeHHs1 anbTepHaATUBHOIO
MeToay iaeHTudiKaLii, a came MeToaoMm
cnekTpooTOMETPIl B BrVKHIN iHpavepBoHiii obnacTi
(NIR spectrophotometry) 3 po3ginis peectpadiiHoro
nocbe: 3.2.P.4.2 AHaniTuuHi metoankn 1a 3.2.P.4.3
Banigauis aHaniTM4HNMX MeToauK, HasiBHWUI 3aTBEPOKEHUIA
MeToA iAeHTMdiIKaLii JOMOMiKHUX PevyoBUMH 3rigHo EP
63. ETOKCUCKNEPOJN | posyuH ans iH'ekuin, 10 Kemivye ®abpik | HimeyunHa Kemive ®abpik Himeyun BHECEeHHs1 3MiH [0 peecTpaLiiHux maTepianis: 3a UA/13387/01/01




[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
0,5% Mr/2 mn, no 2 mn B Kpeyccnep & Kpeyccnep & Ko. Ha 3MiHM | TUNY - 3mMiHa HavimeHyBaHHSA Ta/abo agpecu micus peuenmom
amnyni; no 5 amnyn y Ko. M'm6X meX NPOBaKeHHs AisnbHOCTI BUpoBHMKa/iMnopTepa roToBoro
NNAacTUKOBIN KOHTYPHIN nikapcbkoro 3acoby, BkoYaruy AinbHULI BUNYCKY cepii
ynakoBLi; no 1 ynakosui B abo micue NpoBeAeHHsT KOHTPOIIO SIKOCT (AifNbHICTb, 3a
KapTOHHIN kopobuj AIKy BianoBigae BUPOGHMK/iMNoOpTep, He BKIOYaoym
BUWMYCK Cepiii) - BHECEHHS 3MiH Ao p. 3.2.P.3.1. BupobHuk
(-n) peecTpauiiHOro fOCbe, 30KpeEMa: 3MiHa Ha3Bwu
BMPOGHMKa nikapcbkoro 3acoby, Lo Bianosigae 3a
BUPOGHMLTBO Hepo3dacoBaHOoi NpoayKLii Ta NnepBUHHE
nakyBaHHsi, 6e3 3miHuM Micusi BUpoOHULTBA
64. ETOKCUCKNEPON | posuuH ans iH'ekuin, 20 Kemivye ®abpik | HimeuunHa Kemive ®abpik Himeyun BHECEeHHs1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/13387/01/02
1% Mr/2 mn, no 2 mn B Kpeyccnep & Kpeyccnep & Ko. Ha 3MiHu | TUNYy - 3MiHa HariMeHyBaHHs1 Ta/abo agpecu micusi peuenmom
amnyni; no 5 amnyn y Ko. T'm6X mbX NPOBaKEHHS AiSnbHOCTI BUpOOHMKa/iMnopTepa roToBoro
NNAacTUKOBIN KOHTYPHIN nikapcbKoro 3acoby, BkIoYaouy AinbHULI BUNYCKY cepii
ynakoBLi; no 1 ynakosui B abo Micue NpoBefeHHs! KOHTPOIIO SKOCTI (AisSNbHICTb, 3a
KapTOHHI kopobui SIKy BignoBigae BUPOOHUK/IMNOPTEp, HE BKITHOYao4n
BUWMYCK Cepiii) - BHECEHHS 3MiH Ao p. 3.2.P.3.1. BupobHuk
(-n) peecTpauinHoro 4ocbe, 30Kkpema: 3miHa Ha3Bwu
BMPOBGHMKa nikapcbkoro 3acoby, Lo Bianosigac 3a
BMPOGHMLTBO Hepo3dacoBaHOi NpoayKLii Ta NepBrUHHE
nakyBaHHs1, 6e3 3MiHM Micusi BUpoBHULTBA
65. | ETOKCUCKIIEPON | posuyuH ans iH'ekuin, 60 Kemive ®abpik | HimeuyunHa Kemive ®abpik Himeuun BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/13387/01/03
3% Mr/2 mn, no 2 mn B Kpeyccnep & Kpeyccnep & Ko. Ha 3MiHu | TUNYy - 3MiHa HaimeHyBaHHS Ta/abo agpecu micusi peuenmom
amnyni; no 5 amnyn y Ko. 'm6X mbX NPOBaXeHHSs AiSnbHOCTI BUpoOHMKa/iMnopTepa roToBoro
NNacTVKOBI KOHTYPHIN nikapcbKoro 3acoby, BKoYauy AinbHULI BUNYCKY cepii
ynakosLi; no 1 ynakosui B abo micue npoBefeHHs! KOHTPOMI SIKOCTI (QiSnbHICTb, 3a
KapTOHHIN kopobui SIKy Bignosigae BMPOOHMK/iMNopTep, He BKIHOYaouu
BUWMYCK Cepiii) - BHECEHHS 3MiH Ao p. 3.2.P.3.1. BupobHuk
(-v) peecTpauinHoro 4ocbe, 30Kpema: 3MiHa Ha3BM
BMpobHMKa nikapcbkoro 3aco0y, Lo Bignosigae 3a
BMPOGHMLTBO Hepo3dacoBaHOi MPoAYKLii Ta NepBrHHE
nakyBaHHsl, 6e3 3MiHM Micusi BUpobHMLTBA
66. EXIHALEI HacTonka in bulk: no 18 kr TOB "OKnM YkpaiHa TOB "OKM YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | - UA/0509/01/01
nyPnyPOBOI y ByTnax "®apmaueBTn "®apmaueBTuyHa TMny - AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT
KOPEHEBMULY 3 YHa habpuka" abpuka" OinbHUUI (BKNoYatoun ginbHuui anst A®l, npomixkHoro
KOPEHAMMU npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuULI Ans
CBIDKUX npoBefeHHS NaKyBaHHS, BUpobHMKa, BiANOBIAANbLHOMO 3a
HACTOMKA BUWMYCK Cepiii, MicLie NPOBEAEHHSI KOHTPOIO cepii) abo
nocTayanbHvKa BUXiGHOrO maTepiany, peareHTy abo
[OOMOMIDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y JOCLE) -
BUIYYEHHS1 OHI€ET i3 ABOX 3aTBEPAXEHUX AiNbHULb
BmMpobHuka TOB "OKI "®apmauesTnyHa dabpuka”
YkpaiHa. BBegeHHs 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPAKEHHS.
67. EXIHALEI HacTonka no 40 mny TOB "OKM YkpaiHa TOB "OKM YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | be3 UA/3423/02/01
nyPNyPOBOI dnakoHax "®dapmaueBTn "®apmMaueBTNYHa TMny - AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT peuenma
KOPEHEBULL 3 YHa cabpmka" habpuka" OinbHULi (BKMoYatoun dinbHuui Ansa APl, npomikHOro
KOPEHAMMU npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHuULI Ans
CBIKUX NpoOBeAEHHS NaKyBaHHs, BUpOBHWKa, BignoBifanbHoro 3a
HACTOMKA BUNYCK cepil, MicLe NpoBeAeHHsi KOHTPosto cepii) abo
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
nocrayanbHviKa BUXiGHOrO maTepiany, peareHTy abo
[OMOMDKHOT PEYOBMHM (SIKLLIO 3a3HAYEeHO Y AOCHE) -
BUITYYEHHs1 OHI€T i3 ABOX 3aTBEPAXEHUX AiNbHULb
BMpobHuka TOB "OKI "®apmauesTnyHa dabpuka”
YkpaiHa. BBegeHHs1 3MiH NpoTarom 6-Tu micauis nicns
3aTBEPAKEHHS.
68. | 3O0NNEOPOHOBA MOPOLLIOK (CyBcTaHuUis) y Yewmo I6epika, Icnanisa Manpimeq C.A. ApreHTuH BHECEHHS 3MiH IO peecTpaLiinHuX maTepianis: - UA/13126/01/01
KUCNOTA noABINHNX C.A. a 3MiHm |l TUNY - NnoAaHHs OHOBNEHoro MacTep-danna Ha
MOHOIQPAT nonieTuneHoBnxX nakeTax A®I 3onegpoHoBoi kncnotn moHorigpat DMF Version 7-
ans BupobHuuTBa March 2017 BupobHuuTtBa Maprimed S.A., ApreHTuHa 3
CTEPUNbHUX Ta Bi4NOBIgHNMM 3MiHaMK 0 cneumdikauii Ta meToais
HEeCTepUnbHUX KoHTponto AdI
nikapcbknx opm
69. IBYNPOM TabneTku, BKpUTI tOHina6, JN CWA TOB HOC dapmauis Monbla BHECEHHs1 3MiH 0 peecTpaLliiHux maTtepianis: be3 UA/6045/01/01
o6onoHkoto, no 200 wmr, 3MiHu | TUny - 3MiHK, NOB'A3aHi 3 HEOOXIgHICTIO peuenma
no 2 TabneTku y cawle; NpYBEAEHHSN Y BIAMOBIAHICTb A0 MoHorpadii AdY abo
no 10 TabneTtok B €Bponewcbkoi hapmakonei, abo iHLWOI HauioHanbHoi
6nictepi; no 1 6nictepy B dapmakonei gepxasu €C (3miHa y cneumdikauii
KapTOHHiIn kopobui; no 50 HedapmakonenHoro A®| ans npuBedeHHs y BiANOBIAHICTb
TabneTtok y cpnakoHi; no 1 no sumor [10Y abo €sponelicbkoi hapmakonei, abo iHwoi
¢nakoHy B KApTOHHIN HauioHanbHOI dhapmakonei agepxasun €C) - 4OMOMiKHA
KopooLi peyoBuHa/BUXIOHUIA MaTepian aAns BupobHuuTea AdI -
npuBeLeHHa cneumnadikauii JONOMIPKHOI pe4OBUHM
XenaTuH y BignoBigHiCTb Ao MoHorpadii E.Ph.; 3mMiHm |
TUMY - BUITYyYEHHS! OHOI 3 BUPOBHMYMX AiNbHULb
XenatuHy
70. | IBYNMPO®EH TabneTku, BKpUTI My6nivHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: be3 UA/3304/01/01
NNiBKOBOIO 0B6OMOHKOI0, akuioHepHe TOBapUCTBO 3MiHu | Tuny - nogaHHsa oHoeneHoro CEP Ha ibynpodeH peuenma
no 200 mr no 50 TOBapUCTBO "HaykoBo- Bia BMpoGHuMka Granules-Biocause Pharmaceutical Co,
Tabnetok y 6nictepi, no "HaykoBo- BMPOOHNYNIA LIEHTP Ltd., Kutan CEP Ne R1-CEP 2002-099-Rev 03; 3miHu |
10 TabneTok y 6nictepi, BMPOGHUYMIA "BopLuariBcbkuii TMNy - 3MiHa napameTpiB crneumdikauin Ta/abo
no 5 6nictepis y nayui 3 LEeHTPp XiMiko- OOMyCTUMMUX MEX ANSA AONOMIXKHOI PEYOBUHN -
KapTOHYy "BopLuariBcbk dapmaLeBTU4HNIN iAeHTudiIKauis TMTaHy AMOKCUAY BKIOYAETLCS A0
WA XiMiko- 3aBop" creuudikaLii MNiBKOyTBOPIOIOYOro NOKPUTTS; 3MiHK | TUNYy
capmaueBTny - 3MiHa NapameTpiB cneuudikaui Ta/abo gonycTUMmX
H¥I 3aBoa” MEX roTOBOrO MiKapCbKOro 3acoby - BUNyYeHHs
nokasHukiB «lgeHTudikauis. Metog C» (ockinbku
iAeHTudiIKaLia TMTaHy AMOKCUAY BKNOYAETbCA 40
cneuudikaLii NNiBKOYTBOPIOKOYOro NOKPUTTS), « Tanbk.
Aepocun» (Ockinbku ctatTtst AdPY «Tabnetkn» He BUMarae
NpOBEAEHHSI AaHOro BUNPObYyBaHHS; NpUBEeOEHHS
crneundikauii 3a nokasHukamu « O4HOPIAHICTb AO30BaHMX
oauHMLb» | «MikpobionoriyHa unctoTa» y BignoBigHICTb
no OOY/EP; 3miHu | Tuny - 3miHa noctavanbHUka
nakyBarnbHWX maTtepianis abo KOMMNEKTYOYMX -
BUITYYEHHS] HallMEeHYBaHHS MocTayarnbHUKIB NaKyBanbHUX
MaTepianie 3 peecTpauifnHoro gocbe 6e3 3amiH B ynakoBLi
71. IFTHALIA- Kpanni opaneHi, no 30 mn Bionoriwe HimeuuunHa Bionoriwwe Himeyun BHECEHHS1 3MiH O peecTpaLiiHux maTtepianis: bes3 UA/0902/01/01
FTOMAKOPL y cnakoHi-kpanenbHuLj Xannbmittens XannbMmiTtenb Xeenb Ha 3MiHW | TNy - 3MiHKW, NOB'sA3aHi 3 HEOOXiAHICTIO peuenma
CcKnsiHomy, no 1 conakoHy- Xeenb M'm6X m6X npuBeaeHHs Y BianoBigHicTb 4o MoHorpadii APY abo
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

KpanenbHuLi B kopobLi 3
KapTOHY

€Bponencbkoi hapmakonei, abo iHLOI HauioHanbHOI
dapmakonei aepxasu EC - 3miHa y cneundikauisx ans
BuxigHoro matepiany Strychnos ignatii Ta maTpuyHoi
HacTonku Strychnos ignatii noB’a3aHo 3 3amiHO BUMOT
mMoHorpadii HAB Ha BuMoru moHorpadii EP; amibm | Tvny
- 3MiHa y napameTpax creuudikaui Ta/abo gonycTuMmx
MeX, BU3Ha4eHux y cneumaikauisx Ha A®I, abo BuxigHuin/
NPOMiXKHUIA NPOAYKT/peareHT, WO BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTea AdI - BUnyyYeHHs 3i cneuundikadii
BMXigHoro matepiany Moschus moschiferus nokasHuka
«Cmak» ockinbku 3rigHo EP 1.4. MoHorpadii (3aranbHi
3ayBaXX€HHs1) BUMOTU LLOAO0 BNacTUBOCTEN HEe MaloTb ByTn
iHTepnpeToBaHi B CTPOroMy 3Ha4eHHi i He po3rnsAgalTbCs
AIK BUMOTW; 3MiHK | Tuny - 3MiHa y napameTpax
cneuudikauin Ta/abo 4oNyCTUMUX MEX, BUSHAYEHUX Y
cneumndikauisx Ha A®Il, abo BUXIgHWUIA/NPOMDKHWIA NpoayKT/
peareHT, L0 BUKOPWUCTOBYIOTBLCS Y NpoLeci BUpobHuuTBa
AQDI| - gonoBHeHH: cneuudikauii ANs MaTpUYHOI HACTONKM
Moschus moschiferus nokasHukammn «metaHon (mak. 0,05
% (B/B)» Ta «2-nponaHon (mak. 0,05 % (B/B)»

72.

IMITPAH™

TabneTku, BKpUTI
obornoHkoto, no 50 mr no
2 TabneTku y 6nicTepi; no
3 GnicTepu B KapTOHHIl
Kopobuii; no 6 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHi Kopobui

'nakcoCmiTKn
anH EkcnopT
NimiTen

Benuka
BputaHis

nakcoCmiTKnsamnH
dapmacboTukana

C.A.

MonbLia

BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis:
3MiHW | TUMy - BUNyYeHHs BUPOOHNYOI AinbHULI
(Bkntovaroun ainbHuLi ang A®I, npomixxHoro Nnpoaykty abo
roTOBOrO fikapcbkoro 3acoby, AinbHULi ANst NPOBEAEHHSI
nakyBaHHsi, BAPOOHMKA, BiANOBIAANBHOro 3a BUMYCK Cepil,
MicLie NpoBeAeHHS KOHTPOro cepii) abo noctayanbHuka
BMXigHOro mMatepiany, peareHTy abo 4ONoMixXHOT
PEYOBUHM - BUINyYEHHs BUpobHMYoi AinbHUUi Diosynth Ltd,
UK i3 cnucky BUpOGHWKIB MPOMIXXHOT MPOAYKLi
GR59658A; 3miHu | TUNy - 3MiHa HaliMeHyBaHHs1 Ta/abo
afpecy Micusi NPOBagKEHHS AisiNbHOCTI BUPOOHMKA
(Bkntoyaroun, 3a HeobXiAHOCTI, MicLie NPOBEAEHHS
KOHTPOIO sikoCTi), abo BnacHuka macTtep-gainna Ha AdI,
abo nocravanbHuka Adl/BuxigHoro
matepiany/peareHTy/npoMi>KHOro NPoAYKTY, Lo
3acTOCOBYOThCS Y BUPOOHULTBI ADI - 3miHa agpecu
BMPOGHMKa NpoMixHMX npoaykTiB (GR33829A,
GR40916X, GR40917A, GR0918A) Davi's Laboratories
Ltd; 3miHa Ha3Bu Ta agpecy BUPOGHMKa NPOMIXKHOIO
npoaykty (GR59658A); 3miHa B NOLUTOBOMY iHAEKCI
agpecy BUpo6HMKa nNpomixxHMX npoaykTie (GR32066X,
GR43175X, GR3175C) Davi's Laboratories Ltd Unit-2

3a
peuenmom

UA/8753/01/01

73.

IMOBAH®

TabneTku, BKpUTI
obornoHkoto, no 7,5 mr Ne
20 (20x1): no 20
Tabnetok y 6nictepi, no 1
6nicTepy B KapTOHHil
Kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

CaHodi BiHTpon
IHgacTpia

®paHuis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHK | TUNY - BUNYYeHHS OAHIET i3 4BOX 3aTBEPOKEHUX
BUPOBHMYUMX AinbHULUb Ha AdDI

3a
peuerimom

UA/5634/01/01

74.

IMOAIYM®

Kancynu no 2 mr no 6 abo
20 kancyn y 6nictepi; no

MakHin
Mpogaktc

Benvka
bpuTtaHis

AHcceH-Cinar

®paHuis

BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis:
3MiHW Il TMNy - 3MiHWM 40 IHCTPYKLUIT ANS MeanyHoro

be3
peuenma

UA/9831/01/01




30 [IponoBxkeHHs gojaTka 3
Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
1 6nicTepy B KapTOHHIN Timiten 3acTocyBaHHs Ao po3sginis "OcobnmBoOCTi 3acTOCyBaHHS",
navui "8acTocyBaHHs y nepioq BariTHocTi abo rogyBaHHSA
rpyaar”, "MNepenosysaHHs". BBeAeHHA 3MiH NPOTArom
6-Tn MicsLiB nicns 3aTBepAXeHH:A
75. IHTATPA® IC TabneTkn, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 3a UA/12352/01/01
obornoHkoto, no 25 mr, no [04aTKOBOK [104aTKOBOK 3MiHu | TUNY - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. peuenmom
1 abo no 2 tabneTtkn y BiAgnoBiganbHi BiAMNOBIAamnbHICTIO Cuctema KoHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
6nictepi; no 1 6nictepy B CTIO "IHTEPXIM" napameTpiB cneuudikaui Ta/abo JONyCTUMUX MEX
nadui 3 KapToHy; no 2 "IHTEPXIM" (BUPOBHMK, NEePBUHHOT YNaKOBKM FOTOBOrO NikapCbKoro 3acoby
Tabnetkn y 6nictepi; no 2 BiAnoBiganbHUN 3a (DonoBHEHHSs1 cneumaikavii HOBUM NOKA3HUKOM 3
6nictepn B nayui 3 BUNYCK Cepil; BiANOBIAHUM MeToAO0M BMNPoOYBaHHS) - cneumdikauito Ta
KapTOHY BUNPOBYBaHHS MEeTOAN KOHTPOIO NEPBUHHOIO NakyBarbHOro MaTepiany
KOHTPOIHO SIKOCTI (nniBka nonisiHiNXxnopuaHa) AONOBHEHO TECTOM
(di3myHi/ximiuHi, «loeHTudikauis» MeToaom iHbpavyepBoHOI
MikpobionoriyHa cnektpodotomeTpii. 3MiHu | TRy - 3MiHM 3 AKOCTI.
uncTorTa), 36epiraHHs CeprtudikaT BignosigHocTi/l E-cepTudikat BianoBigHOCTI
roToBOI NPOAYKUIT; €Bponelicbkii thapmakonei/moHorpadii. NogaHHsa HoBOro
BMPOGHMLTBO, abo oHoBneHoro ceptudikaTa BianoeigHocTi abo
36epiraHHs (roToBOi BUITyYEHHS cepTudikaTa BignoBiAHOCTI EBpONenchKiln
npoaykuii, CMpoBUHN dapmakonei: gna A®l; ans BuxigHoro
Ta maTepianis); maTepiany/peareHTy/npoMiKHOIO NPOAYKTY, WO
BMNpobyBaHHSA BVIKOPVCTOBYIOTbCA Y BUpobHUUTBI ADI; Ans AONOMiKHOT
KOHTPOSO peyoBUHM (CepTuUdikaT BiANOBIGHOCTI €BpONenchbkin
SAKOCTi (Pi3NYHI/XiMIYHI apmakonei) - HoBuii cepTudgikat Big HOBOro BUpoGHMKa
(3amiHa abo fonoBHeHHS) - nogaHHsA HoBoro CEP Ne RO-
CEP 2013-002-Rev 03 gna A®I cungeHadpiny untpaty Big
HOBOro BMPOGHMWKaA 0 BXE 3aTBEPAYKEHOrO BUPOGHUMKA.
3miHu | TMNy - 3miHm 3 gxkocTi. A®l. KoHTponb A®I (iHLwi
3MiHK) - 3MiHM o cneundikauii Ta MeToaiB BXifHOro
koHTpornto A®I 3a nokazHukamu: - «CynpoBigHi AOMILLKUY,
«CynbdaTtHa 3ona», «KinbkicHe BU3Ha4YeHHA» NpUBEAEHO
y BignoBigHicTb Ao BUMor MoHorpadii Sildenafil citrate EP;
- «3anuLUKoBI KiNbKOCTi OpraHiYHUX PO34YMHHUKIBY, «Baxki
meTanuy, «BMiCT NMMOHHOT KUCNIOTW» NPMBEAEHO Y
BiANOBIAHICTb 4O AOKYMeHTaUii BUpobHukKa; «[igpasuHy,
«Hikenby , «domiwkn MNC Ta MPC» BBEAEHO 3rigHO
[OKyMeHTaLlii BUpobHUuKa
76. IHTATPA® IC TabneTku, BKpUTI ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4O peecTpauinHnX maTepianis: 3a UA/12352/01/02
o6onoHkoto, no 50 mr, no [104aTKOBOK [104aTKOBOK 3MiHu | TMNYy - 3MiHK 3 AKoCTi. [0TOBUIA NikapCbkuii 3aci6. peuenmom
1 abo no 2 Tabnetkn y BiAnoBiaanbHi BiAMNoBiganbHiCTIO CucTtema KoHTelHep/3akynoproBanbHuii 3aci6. 3miHa
6nicTepi; no 1 6nictepy B CTIO "IHTEPXIM" napameTpiB cneundikauii Ta/abo JONYyCTUMUX MEX
nadui 3 KapToHy; no 2 "IHTEPXIM" (BUPOBHMK, NepBMHHOI YNaKoBKM rOTOBOTO fikapCbKOro 3acoby
Tabnetkn y 6nictepi; no 2 BiAnoBiganbHUN 3a (DonNoOBHEHHS cneumaikavii HOBUM NOKA3HUKOM 3
6nictepy B nayui 3 BUNYCK Cepil; BiANOBIAHUM MeToAoM BUNpPoOyBaHHS) - cneumdikauito Ta
KapTOHY BUNPOBYBaHHS MEeTOAM KOHTPOIO NEPBUHHOIO NakyBarbHOro MaTepiany

KOHTPOIHO SKOCTI
(i3myHi/ximiyHi,
MikpobionoriyHa
yucroTta), 3bepiraHHs
roTOBOI NPOAYKLUIi;

(nniBka nonigiHiNxnopmaHa) 4OMNOBHEHO TECTOM
«laeHTndikauisny MeToaom iHbpavyepBoHOI
cnektpodotomeTpii. 3MiHu | TRy - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/lE-cepTudikat BignosigHOCTI
€Bponenicbkii dhapmakonei/MmoHorpadii. NogaHHa HoBoro




31 [IponoBxkeHHs gojaTka 3
Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
BUPOBHMLTBO, abo oHoBneHoro ceptugikaTa BignosigHoOCTi abo
36epiraHHs (roToBoi BUIyYeHHs cepTudikaTa BignoBiaHOCTI EBponenchKil
npoaykuii, CMpoBUHN dapmakonei: gna A®l; ans BuxigHoro
Ta maTepianis); matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BMNpobyBaHHs BVIKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst AonomikHOT
KOHTpOnio peyoBUHU (cepTudikaT BiANOBIAHOCTI €BPONENCHKIN
AKOCTI ((PisnyHi/XiMiyHI dapmakonei) - HoBui cepTudikat Big HOBOro BUPOGHMKa
(3amiHa abo AonoBHeHHS) - nogaHHsA HoBoro CEP Ne RO-
CEP 2013-002-Rev 03 ana A®| cungeHadiny umTtpaTy Big
HOBOro BMPOGHMWKA A0 BXe 3aTBEPAXKEHOro BUPOOHMKa.
3MmiHu | TUNY - 3miHm 3 axkocTi. APl. KoHTponb A®I (iHwwi
3MiHK) - 3MiHK A0 cneumdikauii Ta MeToA4iB BXiOHOMO
koHTporto A®I 3a nokasHukamu: - «CynpoBigHi AOMILLKUY,
«CynbdaTtHa 3ona», «KinbkicHe BU3Ha4YeHHSA» NpuBeaeHO
y BignosigHicTe 4o Bumor moHorpadii Sildenafil citrate EP;
- «3anuLLKOBI KiNbKOCTi OPraHiYHMX PO3YNHHMKIBY, «Baxki
meTanuy, «BMiCT IMMOHHOT KNCNOTU» NPUBEAEHO Y
BiANOBIAHICTb 4O AOKYMeHTaUii BUpobHuka; «[igpasuHy»,
«Hikenby , «domiwkn MNC Ta MPC» BBEAEHO 3rigHO
[OKyMeHTaUii BUpoGHuMKa
77. IHTATPA® IC TabneTku, BKPUTI TosapucTso 3 YkpaiHa TosapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTepianis: 3a UA/12352/01/03
obornoHkoto, no 100 wmr, [0[aTKOBOO [0[aTKOBOO 3MiHn | TUNYy - 3MiHK 3 gKocTi. FoToBMI Nikapcbkui 3aci6. peuenmom
no 1 abo no 2 Tabnetkm y | BianosiganbHi BiAnNoBiaanbHICTIO Cuctema KoHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
6nictepi; no 1 6nictepy B CTiO "IHTEPXIM" napameTpiB creundikauii Ta/abo AONYCTUMUX MEX
nayui 3 KapToHy; no 2 "IHTEPXIM" (BMPOBHMK, NEepPBUHHOI YMaKkoBKM FOTOBOrO NiKapCbKoro 3acoby
TabneTkn y 6nictepi; no 2 BignoBiganbHUN 3a (monoBHeHHS cneumdikaLii HOBUM NOKa3HUKOM 3
6nictepu B nayui 3 BMNYCK Cepil; BiANOBIAHMM MeToaoM BUNpoGyBaHHS) - cneumdikauito Ta
KapToHY BMNpobyBaHHSA MeTOoAM KOHTPOIO NEPBUHHOIO NakyBanbHOro Matepiany

KOHTPOIMIO AKOCTI
(disnyHi/ximMiuHI,
MikpobionoriyHa
uncTorTa), 36epiraHHs
roToBOI NPOAYKLUIT;
BUPOBHMLTBO,
36epiraHHs (roToBOi
npoaykuii, CMpoBUHN
Ta maTepianis);
BMNpobyBaHHs
KOHTPOSO
AKOCTI (pisnyHi/XiMiyHI

)

(nniBka noniBiHiNxnopuaHa) AONOBHEHO TECTOM
«lgeHTndikauisi» meTogom iHpayepBOHOI
cnektpodoTomMeTpii. 3miHu | Tuny - 3miHM 3 AKOCTi.
CepTudikat BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponeicbkii hapmakonei/moHorpadii. logaHHa HoBoro
abo oHoBneHoro ceptudikaTa BignosigHoOCTi abo
BUINyYeHHs cepTudikaTa BignoBiaHOCTI €EBponenchKil
dapmakonei: gna A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOro NPOAYKTY, Lo
BVKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixkHOT
peyoBUHU (cepTudikaT BiANOBIAHOCTI €EBPONENCHKIN
dapmakonei) - HoBui cepTudikat Big HOBOro BUPOGHMKa
(3amiHa abo fonoBHeHHS) - nogaHHsA HoBoro CEP Ne RO-
CEP 2013-002-Rev 03 ana A®| cungeHaciny umTtpaTy Big
HOBOroO BMPOGHMWKa [0 BXe 3aTBEPAXKEHOro BUPOOHNKa.
3miHu | TMNYy - 3miHu 3 axkocTi. APl. KoHTponb A®I (iHwi
3MiHK) - 3MiHK A0 cneumdikauii Ta MeTo4iB BXiQHOMO
KoHTporto A®I 3a nokasHmkamu: - «CynpoBiaHi AOMILLKUY,
«CynbdaTtHa 3ona», «KinbkicHe BU3Ha4YeHHS» NpuBeAeHO
y BignosigHicTe 4o Bumor moHorpadii Sildenafil citrate EP;
- «3anuLLKOBI KiNbKOCTi OpraHiYHMX PO3YNHHMKIBY, «Baxki
mMeTanuy, «BMicT NMMOHHOI KUCNIOTW» NPMBEOEHO Y
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
BiANOBIAHICTb 40 AOKYMeHTaLii BUpobHuka; «[igpasuHy,
«Hikenb» , «Qomiwkn MNC ta MPC» BBEAeHO 3rigHo
[OKyMeHTaUii BUpoGHMKa

78. KAHOIO PO34MH AN 30BHILLIHBOTO "neHmapk IHais nenmapk IHois BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: be3 UA/9754/01/01

3actocyBaHHs1, 10 mr/1 dapmacboTuk dapmacbtoTukana Jitg BUNPaBMeHO TeXHIYHY NOMUINKY B iHCTPYKUIT Ans peuyenma

M no 20 mMn 'y donakoHi; ans Jlta. MegU4HOro 3acTocyBaHHs y po3aini "TepmiH

no 1 onakoHy B npuaaTHOCTI": 3aTBEPIKEHO - "3 poKM", 3aNpoONOHOBAHO -

KapPTOHHIN ynakoBUi "2 pokun"
79. KAPBAMA3EIMIH- Tabnetkn no 400 Mr no ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0O peecTpaLiiHNX MaTepiarnisB: yTOYHEeHHsA 3a UA/7327/01/02

3[00POB'A ®OPTE | 10 TabneTok y 6nictepi; obmexeHoto obmexeHoto peecTpauiiHoi npoueaypu B Haka3i MO3 Ykpainu Ne peuenmom
no 5 GnictepiB y BiANOBiAanbHi BiANOBIganNbHICTIO 85 BiAg 17.01.2018 B npoueci BHeCEeHHA 3MiH - 3MiHu |
KapTOHHIN kopobui cTHo "®apmMaueBTnYHa Tmny: 3miHn 3 akocTi. CepTudikat BignosigHocTI/lE-
"®apmaueBTn KomnaHis "3gopos'a” cepTudikaT BigNoBiAHOCTI €BpONEnCchKi
YHa KOMNaHis dapmakonei/MoHorpadii. 3MiHK, NoB'A3aHi 3 HEOOXiAHICTIO
"3gopos'a" npvBeAeHHs Y BiANOBIAHICTb A0 MoHorpadii AdY abo

€Bponencbkoi hapmakonei, abo iHLWOI HauioHanbHoI
dapmakonei gepxasu E€C (3miHa y cneuudikauisx,
nos'aA3aHa 3i 3miHamu B [1PY, abo €Bponewnchbkii
apmakonei, abo iHLWin HauioHanbHi dapmakonei
aepxasu €C). CynyTHsi amiHa: 3MiHM 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. KoHTponb 4ONOMDKHUX pevoBUH. 3MiHa
y MeToAax BUNpPobyBaHHSA AOMOMKHOI PEYOBUHMN
(He3HayHi 3MiHW y 3aTBEPAXKEHNX MeToAax BUNpPoOyBaHb)
- NpuBeAeHHs crneundikauii Ta MeToaiB BXigHOro
KOHTPOSO SIKOCTi [LOMOMiXKHUX PEYOBVH Y BiAMOBIAHICTb 80
BMMoOr mMoHorpacpint EP Ta dY, a came: - noBigoH (ao
BUMOT MOHorpadii EP: kputepiiB npunHATHOCTI Ta
METOAMKY 3a MokasHukamMm «lpeHTudikauis: B, C, Dy,
METOAUKY 3a NokasHMKamMu «laeHTudikauis. A»,
«MypawwuHa kucnotay, «ligpasuHy, «Jomiwka Ay,
«[domiwka By, BUny4yeHHs nokasHuka «lgeHtudikauis. Ex,
«Baxki meTanuy); - konosigoH (8o BMMor MmoHorpadii EP:
KpuTepii NPUNHATHOCTI Ta METOAMKY 3a NMOKa3HUKOM
«laeHTndikauis. A», METOAMKY 32 MOKA3HUKOM
«ligpasuHy, BUNyYeHHs nokasHuka «Baxki meTanu»; oo
Bumor [®Y: kpuTepii NPUAHATHOCTI Ta MeToAMKY 3a
nokasHukom «MikpobionoriyuHa YnctoTay); - HaTpito
Kpockapmenosa (8o BuMor MoHorpadii EP: kputepii
NPUNHATHOCTI 3@ NOKA3HUKOM «3OBHILLHIN BUrNSA»,
MEeTOAMKM 3a nokasHukamn «lgeHTtudikadis. C», «Btpara
Macu npu BUCyLLYBaHHiI», «CynbdaTHa 3ona» Ta «CTyniHb
3aMiLLEHHS», BUNYYEHHS NOKa3HuKa «Baxki meTtanuy); -
HaTpito naypuncynbedat (4o Bumor moHorpadii EP:
KpUTEPIN NPUAHATHOCTI Ta METOAM 3a NOKa3HMKaMm
«lpeHTndikauis.C, D», MmeToguky 3a NOKa3HUKOM
«HeeTepudikoBaHi cnnpTn», «HaTtpito xnopug Ta HaTpito
cynbdaty, «KinbkicHe BU3Ha4YeHHs», A0 Bumor JPY:
KpuTepii NPUNHATHOCTI Ta METOAMKY 3a NMOKa3HUKOM
«MikpobionoriyHa uncToTar); - Lentonosa
MikpokpucTaniyHa (go Bumor MoHorpadii EP: kputepii
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1

NPUNHATHOCTI 3@ NOKA3HUKOM «3OBHILLHIN BUrNSAY,
MEeTOAMKY 3a noka3HukoMm «CybcTaHLii, po3ynHHi B edpipi»,
«CybcTaHuii, po34unHHi B Bodi», «BTpaTta B Maci npu
BMCYLLYBaHHI», BUIy4YEHHS NOKa3Huka «Baxki metanm»); -
KanbLito cTeapat (8o Bumor MoHorpadii EP: kpuTepii
NPUNHATHOCTI 3a NokasHukamu «Kagminy», «CBuHeLpb»,
«Hikenb», KpuTepii NPUAHATHOCTI Ta MeToANKY 3a
nokasHukom «MikpobionoriyHa uncrota»). 3mium | TUNy:
3miHu 3 skocTi. CepTudikat BignosigHocTi/l' E-cepTudikat
BiANOBIAHOCTI €Bponevichbkin hapmakonei/MmoHorpadii.
3MiHN, NoB'sA3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANoBiAHiCTb 0 MoHorpadii AdPY abo €sponeincbkoi
dapmakonei, abo iHLWOoi HaLioHanbHOI hapmakonei
aepxasun €C (3miHa y cneuudikauisix, nos's3aHa 3i
3amMiHoto BUMoOr MoHorpadii J®Y abo iHwoi HalioHanbHOT
dapmakonei gepxasu €C Ha BUMOrn moHorpadii
€Bponevicbkoi papmakonei). CynyTHs 3miHa: 3MiHu 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KOHTponb JONOMiXHMX
peyvoBuH. 3MiHa y MeTofax BUNpobyBaHHS JOMOMIKHOT
PEYOBUHM (HE3HaYHI 3MiHW Y 3aTBEpAXEHUX MeToaax
BMNpoOyBaHb) - NPUBEAEHHS crieundikauii Ta MeToais
BXiIHOr0 KOHTPOIIO AOMOMDKHMUX PEYOBUH Y BiAMNOBIAHICTb
00 BuMor MoHorpadivi EP, a came: - nakto3n moHorigpat
(kpuTepii NPUAHATHOCTI 32 MOKa3HUKOM «PO3YMHHICTbY,
KpUTEpIii NPUAHATHOCTI Ta METOAMKM 3@ MOKa3HNKaMM
«lpeHTndikauis. A», «po3opicTe PO3UnNHy»,
«KonbopoBicTb po3ynHy», «MikpobionoriyHa YncToTar,
MEeTOAMKM 3a nokasHukamu «lgeHtudikadisa. By, «OntuyHa
ryCTUHa», BUMY4YeHHS NnokasHuka «Baxki metanuy,
nopaaHo nokasHuku «Po3mip yactok» Ta «HacunHa
ryCTMHa Ta rycTuHa nicns ycaaku rnopoLLKiB»); - MOBIAOH,
Lientonosa MikpoKkpucTaniyHa, HaTpito Kpockapmenosa (40
BMMOT Aito4oro BuagaHHsa EP: kputepii npunHATHOCTI Ta
MeToAuMKy 3a nokadHukom «MikpobionoriyHa uncroran).
3MiHn | Tuny: 3miHm 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikaTt BignoBigHoCTi €Bponenchbkin
dapmakonei/moHorpadii. NogaHHs HoBoro abo
OHOBMEHOoro cepTudikaTa BignoBigHOCTI abo BUMYyYeHHS
cepTudikaTa BignoBigHOCTI €Bponenchbkin hapmakonei:
ans A®l; onsa BMxigHoro martepiany/peareHTy/npomixkHOro
NPOAYKTY, O BUKOPUCTOBYIOTLCS Yy BUPOBHUUTBI ADI; ans
OOMOMIKHOT peyoBMHU (CepTudikaT BignoBIigHOCTI
€sponencekin dapmakonei) - HoBuii cepTudikat Big Bxe
3aTBepAXeHoro BUpobHuka. CynyTHsi amiHa: 3MiHu 3
akocTi. A®I. KoHTponb A®L. 3miHa y napameTtpax
cneuudikauin Ta/abo 4oNyCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisx Ha A®I, abo BUXigHUIA/NPOMIXKHWI NpoayKT/
peareHT, WO BUKOPUCTOBYIOTLCS Y NPOLECi BUPOOHMLITBA
A®I (iHwi 3miHK).3miHu 3 gkocTi. APl. KoHTponb AdI.
3miHa y MeTogax BunpobyBaHHs APl abo BuxigHoro
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
matepiany/npomipKHOrO NMPOAYKTy/peareHTy, Lo

BMKOPUCTOBYETBLCS Y npotieci BupobHuutea API (iHwi
3MiHM Yy MeToAax BUNpobyBaHHSA (BKNovatoun 3amiHy abo
AonoBHeHHs1) A®I abo BUXiAHOro/MPOMIKHOIO NMPOAYKTY) -

nofaHHA HOBOro cepTudikaTy BignoBigHOCTI
€ponevicbkoi papmakonei Ne R1-CEP 2002-221-Rev 05
Bif 3aTBepmxeHoro BupobHunka A®I Zhejiang Jiuzhou
Pharmaceutical Co., Ltd., China, 3 ogHoyacHum
YTOYHEHHSIM afpecn MicLenpoBagXeHHs AisnbHOCTI,
npuBeaeHHs cneundikauii Ta MeToaiB BXiGHOrO KOHTPOMO

Ad| KapbamaseniH 3a NOKa3HMKOM «3anuLkoBa KinbKicTb

OpraHiYHMX PO3YMHHUKIB» (BUNYYEHHS PO3YMHHUKIB

MeTaHory Ta eTaHony) Ao MaTtepianis BupobHuka (CEP).

3atBepaxeHo: CEP: -, Zhejiang Jiuzhou Pharmaceutical
Co., Ltd., China, 318 000, Waisha Road 99, Jiaojiang,

Taizhou city, Zhejuang, China. 3anponoHoBaHo: CEP: Ne

R1-CEP 2002-221-Rev 05, Zhejiang Jiuzhou
Pharmaceutical Co., Ltd., China, 99 Waisha Road
Jiaojiang Discrit China-318 000 Taizhou city, Zhejuang,
Province. 3minn | Tvny: 3miHn 3 sikocTi. FoTOBMNI
nikapcbkuit 3aci6. CucteMa KoHTenHep/3akynoptoBanbHUi
3aci6. 3miHa nocTavanbHWKa nakyBanbHUX MaTtepianis
abo KOMMMEeKTYYMX (SIKLLO 3a3Ha4YeHOo B AOCHE) (3aMiHa
abo fofjaBaHHA NocTayanbHUKa) - BBEAEHHS JOAATKOBOTO
nocTavasnbHVKa nakyBanbHUX matepianis (coneru
antomiHieBoi) TOB «AnTtpena», YkpaiHa. 3aTBepaxeHo:
BAT «Pycan CasHan», Pociicbka ®egepauis, AT

«TexHonorisy, YkpaiHa. 3anponoHosaHo: BAT «Pycan
CasHan», Pociicbka Penepadis, AT «TexHonorisy,

YkpaiHa, TOB «Antpena», YkpaiHa. 3MiHu | Tuny: 3miHn 3

AkocTi. [oToBMI Nikapcbkui 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneumdikaLin

Ta/abo [oNyCTUMUX MEX FOTOBOTO NikapCbKoro 3acoby
(iHwWi 3miHn). CynyTHS 3MiHa: 3MiHK 3 sakocTi. [oToBMNI

nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.

3miHa y meTogax BUNpobyBaHHSA roTOBOrO fikapCbKoro
3acoby (iHWi 3MiHM y MmeTodax BUNpoGyBaHb (BKITHOYao4n
3aMiHy abo JOMNOBHEHHS)) - NpUBEAEHHS KpUTEpIiB

NPUNHATHOCTI Y cneumdikauii Ta metogax koHTponto 113

3a nokasHukoM «CynpoBigHi JOMILLKM» Y BIAMOBIAHOCTI 4O

MoHorpadii «Carbamazepinum» EP. 3aTtBepaxeHo:

aomiwkm A: He Ginbwe 0,1 %, gomiwkun E He Ginbwe 0,1
%, 6yab — SKOI iHLWOT AoMiwkm He Ginbwe 0,1 %, cyma

OOMILOK: He Ginblue 0,5 %. 3anponoHoBaHO: AOMiLLKK A:

He GinbLe 0,15 %, gomiwku E He Binbwe 0,15 %, 6yap —

SIKOI iHLWOT AOMiLLKKM He Ginblie 0,1 %, cyma LOMILIOK: He

Ginbwe 0,5 %. 3minum | TNy: 3miHn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro 3acoty

3MiHa napameTpiB cneundikaui Ta/abo AoNyCTUMMX MeX

rOTOBOTO MiKAPCbKOro 3acoby (BHECEHHS! 3MiH 10 JOChE
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
nicnsi OHOBMIEHHS 3aranbHOI CTaTTi HA FOTOBY NiKapCbKy
dopmy y [idY/EBponeiicekii papmakonei). CynyTHS
3MmiHa: 3MiHu 3 sikocTi. [oTOBMIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcekoro 3acoby. 3miHa y metogax
BMNPOBYBaHHS rOTOBOTO NiKapCbKoro 3acoby (OHOBNEHHS
npoueaypu BUNpobyBaHHS ANs NpUBeAeHHs y

BiAMNOBIOHICTb 3i 3MiHEHO 3aranbHoto cTatTeto [PY abo
€Bponericbkoi hapmakonel) - NpuBeAeHHs cneumdikauii
Ta meTogis koHTponto 13 y BignosigHocTi 4o Bumor APY:
- BUNMYYeHHs nocunanHsa Ha A®Y 1 Bma. 3a NoKasHUKOM
«CepefiHa Macay; - pefaKLUiHi YTOYHEHHS! KpUTepiiB
NPUNHATHOCTI 3@ Nokas3HUkoM « OAHOPIAHICTE 4O30BaHNX
OLVHWLbY; - BBEEHHS NOCUMNaHb Ha fitovy pegakuio JdY
3a posginamu «Onucy, «lgeHTudikauis», «PosnagaHHsay,
«OpHopigHicTb Macy anst YactuH TabneTkuy, «CynposiaHi
Jomiwwkmy, «MikpobionoriyHa uictotay, «KinbkicHe
BM3HaYeHHs» 6e3 3MiHn MeToamK BUNpobyBaHHsA Ta
KpUTepiiB NPUAHATHOCTI. 3MiHM | TUNY: 3MiHK 3 AKOCTI.
[oToBMI Nikapcebkmin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeToax BUNpobyBaHHS
roTOBOrO fikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEPIKEHMNX METOAaxX BUNPOOYBaHHS) - MPUBEAEHHSI

gitove BuaaHHsa OPY). 3miHn | Tuny: 3miHK 3 AKoCTi.

3 HeoOXiHICTIO NPUBEAEHHS Y BiAMNOBIAHICTL A0

akocTi. A®I. KoHTponb A®L. 3miHa y meTogax

[oToBMI Nikapcbkuin 3acib. Cuctema

meTopaiB koHTponto 13 3a NokasHUKOM «PO34YMHEHHS» Y
BignoBigHicTb 4o MoHorpadii AdPY 2.0 «KapbamaseniHy
TabneTkn» (BBEAEHHNA anbTePHaTUBHOIO BUKOPUCTAHHS
cTaHgapTHoro 3paska USP RS Ta BBejeHO nocunaHHs Ha

CeprtudikaT BignosigHocTi/llE-cepTudikat BignoBigHOCTI
€Bponeickki hapmakonei/moHorpadii. 3miHu, NoB'asaHi

MoHorpadii AdY abo €sponenckkoi dhapmakonei, abo
iHLWOI HauioHanbHOT hapmakonei aepxasu E€C (3miHa y
cneuudikauisix, nos's3aHa 3i amiHamu B AdY, abo
€Bponencbkini hapmakonei, abo iHLWiA HalioHanbHiI
hapmakonei aepxasu €C). CynyTHs 3miHa: 3MiHuM 3

BunpobyBaHHs APl abo BuxigHOro martepiany/npomikKHOro
npoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLIEC
BMpoGHULTBa AD| (HE3HAYHI 3MiHM Yy 3aTBEPAXEHUX
mMeTofdax BUNpobyBaHHS) — NpUBEAEHHS cneumndikaii Ta
MeTOAiB BXiaHOro koHTpornto APl 4o MmoHorpadii
«Carbamazepinum» EP (Buny4YeHHs nokasHuka «Baxki
MeTanuy» Ta pefakLifiHi YTOYHEHHS 3a MOKa3HMKOM
«MikpobionoriyHa yictota». 3miHm | Tny: 3MiHK 3 SKOCTi.

KOHTeNHep/3aKkynoptoBarnbHui 3acib. 3miHa napameTpis
cneumdikauin Ta/abo JonNycTMMUX MEX NEePBUHHOT

YMaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHLUi 3MiHK).
CynyTHA 3miHa: 3MiHKM 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6.
CucTtema KoHTeliHep/3akynoptoBanbHuii 3aci6. 3miHa y
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3acoby ynakoeka) uKa 20
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mMeTofdax BUNPOOyBaHHSA NEPBUHHOI yMaKoBKM FOTOBOTO
nikapcbkoro 3acoby (iHwWi 3mMiHM y MeTofax BunpobyBaHb
(BkntoYaroUM 3aMiHy abo foAaBaHHS)) - 3MiHU y
cneundikauii Ta MeToAax BXiAHOrO KOHTPOMIO SKOCTI
NepBUHHOI YNaKoBKM Yy 3B’A3KY 3 NPMBEAEHHAM [0 BUMOr
[OKyMeHTaLii BUpoGHMKa nakyBarnbHWUX MaTepianis: -
nniBka NoniBiHINXIOPMAHa ANs BUTOTOBIEHHS Tapu 3a
nokasHukom «MikpobionoriyHa YuctoTa» npuBeaeHo y
BigMNOBIAHICTb 40 BUMOT 3aranbHux ctaten OOY; - donbra
arnoMiHieBa 3a MOKA3HMKOM «30BHILLHIN BUrNSA Onbruy.
80. KAPBOMJATUH KOHLUEHTPpAaT ANs po34nHy Mepak HimevunHa BTOPVHHE NaKyBaHHS, Himeuun BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3a UA/10829/01/01
MEOAK ans iHdysin, 10 mr/mn no lesenbwadt MapKyBaHHS, Ha 3MiHu | TUNY - NogaHHSA HOBOTrO cepTudikaTy BiANOBIAHOCTI | peuenmom
5 mn abo 15 mn, abo 45 drop KniHiwe KOHTPOIb Ta BUMYCK €sponevicbkoi dapmakonei Ne R1-CEP 2009-264-Rev 00
M, abo 60 mn, abo 100 Lneuianenpe cepii: Megak Bi HOBOro AoAaTKoBOro BUpobHuka AP| kapbonnaTtuHy
My dprnakoHi; no 1 napate m6X [esenbwadT drop UMICORE ARGENTINA S.A., ApreHTuHa; 3miHu | Tuny -
NaKkoHy B KApTOHHIN KniHiwe noAaHHs OHOBMEHOro cepTudikaTy BiANOBIAHOCTI
Kopobui Lneuianbnpenapate €Bponevicbkoi papmakonei Ne R1-CEP 2002-091-Rev 04
ME6X, HimeuuunHa; Bi 3aTBEepaKeHOro BUpobHuka Ad®| kapbonnatuHy
BMPOOHULTBO "in HERAEUS DEUTSCHLAND GMBH &CO. KG, HimevyunHa
bulk", nepeuHHe (3i 3miHOKO Ha3BU BUPOOHKKA)
nakyBaHHs Ta
KOHTpPOnb Cepint:
OHkoTek ®apma
MpopakwH MbX,
HimeyuunHa
81. KBAOEBIT® TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiHux maTtepianis: 3MiHu | be3 UA/8633/01/01
NNiBKOBOIO 0BGOMOHKOI0, "KNIBCbKNN BITAMIHHA/ Tuny - 3MiHn 3 skocTi. FoToBMI Nikapcbkuin 3aci6. Onuc Ta peuenma
no 10 Tabnetok y BITAMIHHUM 3ABOLO" cknag. 3miHa y cknagi (GoNoMibKHUX pevoBUHAX) rOTOBOro
6nictepi, no 3 6nictepu B 3ABOO" nikapcbkoro 3acoby (iHwi 3miHM) 3MiHa nNniBKOBOro

nayui; no 15 Tabnetok y
6nictepi; no 4 abo no 6
6nicTepiB y navui

NoKpUTTS TabneTok Ha iHHOoBaUiiHe, po3pobneHe ipmoto
Colorcon (BenukobpuTaHis), 3gatHe 3abe3neynT 3Ha4yHo
KpaLLmi rigpoi3onsuiiHnin 3axuct TabneTok.
BBeaeHHs 3miH npoTsirom 3-X MicsAuiB nicns
3aTBepAXKeHHs. 3MiHn | Tuny - 3miHn 3 akocTi. FoToBuIn
nikapcbkuin 3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa po3mipy
cepii (BKMOYao4umM giana3oH po3mipy cepii) roToBoro
nikapcbKkoro 3acoby (36inbLieHHs Ao 10 pasiB NopiBHSAHO
i3 3aTBEpAKEHUM po3Mipom) 3miHu | Trny - 3MiHKM 3 AKOCTI.
[oToBuU nikapcbkmin 3aci6. Cuctema
KOHTeNHep/3aKynoptoBarnbHui 3acib. 3miHa y NepBuHHIN
ynakoBLi FOTOBOro NikapcbKoro 3acoby (sKicHWI Ta
KinbkicHU cknag) - Teepai nikapcbki chopmu - 3amiHa
nniskn MNBX 3 wapowm MNBaX Ha mnisky MNBX B 38 A3Ky 3i
3miHoto cknaay MM3( nniBkoBoro NokpuTTA TabnNeTok).
3MiHM BHOCATLCSA Ha NiACTaBi NOPIBHANBHUX JOCNIOXEHb
ctabinbHocTi [J13 HoBOro cknagy B 3aTBEPXKEHIN i
3anponoHOBaHIN ynakoBkax
BBeaeHHs 3MiH npoTsirom 3-Xx MicsAuiB nicrns
3aTBepAXKeHHs. 3miHn | Tuny - 3miHn 3 akocTi. FoToBuIn
nikapcbkuii 3aci6. 3miHn y BUpo6HMUTBI. 3MiHK y npoueci
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Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

BUPOOHMLTBA FOTOBOIO MiKapCbKOro 3acoby, BKIHOYaun
NPOMIDKHWUI NPOAYKT, LLIO 3aCTOCOBYETLCA NPU
BUPOGHMLTBI FOTOBOrO NikapCbKoro 3acoby (iHLUi 3MiHK)
HesHayHi 3mMiHM B MpPUroTyBaHHi rpaHynAaTty 1, yTOYHEHHs
CXeMu i onncy BUpoGHMLTBA BiAMOBIAHO A0 3MiHM cknagy i
nakyBasnbHOro matepiany

82.

KETOKOHA3O0I1-
®APMEKC

necapii no 400 mr, no 5
necapiis y 6nictepi; no 1
abo 2 6nictepn y
KapTOHHI Kopobui

TOB
"®APMEKC
reyn"

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiinHuX maTepianis:
3MiHuM | TMny - 3mMiHa po3mipy cepii (Bkrtoyaroumn gianasoH
po3Mmipy cepii) roToBoro nikapcbkoro 3acoby - BBEAEHHS

popaTtkoBoro po3mipy cepii 12 kr (4,000 Tuc. necapiis, 800

6nictepiB Ne 5, 800 ynakosok Ne 5 (5x1), 400 ynakoBok Ne
10 (5x2) go Bxe 3aTBepAXeHnx poamipis: 4 kr (1,333 Tuc.
necapiie, 266 6nictepis Ne 5, 266 ynakoBok Ne 5 (5x1),
133 ynakoBok Ne 10 (5x2)), 20 «kr (6,666 Tuc. necapiis,

1333 6nictepis Ne 5, 1333 ynakoBok Ne 5 (5x1), 666

ynakosok Ne 10 (5x2), 40 kr (13,333 Tuc. necapiis, 2666

6nictepiB Ne 5, 2666 ynakoBok Ne 5 (5x1), 1333 ynakoBok

Ne 10 (5x2))

be3
peuenma

UA/13582/01/01

83.

KONAPEKC
XOTPEM 3l
CMAKOM MELY |
JIMMOHY

MOPOLLIOK AN OpanbHOro
PO34MHY MO 5 r MopoLuKa
y nakeTuky; no 5 abo 10
NakeTWKiB Y KAPTOHHIN
Kopobui

nakcoCmiTKn
ANH
KoHcblomep
Xenckep (FOK)
TpewngiHr
NimiTen

Benuka
BpuTtaHis

CwmiTKnsinH biuem
C.A.

IcnaHis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TNy - 3miHa y meToAax BUNpobyBaHHSA roToBOro
nikapcbKoro 3acoby - 3miHa po3paxyHKoBMX chopmyr B
metoauui BEPX gns 4 — amiHodeHony, 6e3 3MiHu
METOAMNKM, peaakUiiHi 3MiHN B MeTOAML KifbKiCHOro
BU3HAYEHHS KMCNOTU ackopBiHOBOI (TUTPYBaHHS); 3MiHM |
TMNy - 3MiHa napameTpiB creumdikauin Ta/abo
AOMYCTUMUX MEX NEPBUHHOI YNaKoBKW roTOBOrO
niKapcbKoro 3acoby - BUMyYeHHs AesSKNX NMOKa3HUKIB
KOHTPOIMIO YNaKOBKW, BKIOYaK4UM TecT «HaginHicTb» 3
po3giny 3.2.P.7 «Cuctema ynakoBka/ykynopka» Onsi
BTOPVHHOI YNaKoBKY; 3MiHW | TMny - 3miHa napameTpis
crneundikauin Ta/abo 4ONYCTUMUX MEX rOTOBOrO
nikapcbkoro 3acoby - BBeeHHS B cnevuudikauiio i metoam
KOHTponto igeHTndikauii kapameni E 150a; amiHwn | Tuny -
3MiHa y MeToAax BUNpobyBaHHS rOTOBOrO NiKapCbKoro
3acoby - He3Ha4Hi pefakLUiiHi 3MiHM B MeToamMKax
ineHTMaiIKauii i KinbKiCHOro BU3Ha4YeHHs napaueTamMony Ta
deHinedpiHy rigpoxnopuay (pakTUyHOI 3MiHU METOAUKN
He BiObyBaeTbCs); 3MiHu | TUNy - 3MiHa y meTopax
BUNPOBYyBaHHS rOTOBOrO Mikapcbkoro 3acoby - 3amiHa
mMeToamkvm BEPX BU3Ha4eHHsi cnopifgHEHnxX cnopnyk

deHinedpiny rigpoxnopuagy

be3
peuenma

UA/9473/01/01

84.

KOMBICIMA3M®

Tabnetkn no 10 TabneTok
y 6nictepi; no 1 abo 10
6nicTepiB y nayui 3
KapToHy; no 10 TabneTok
B antoMiHieBomy briictepi;
no 1 6nictepy y
KapTOHHIN nayui; no 10
KapTOHHMX Nayok y
rYPTOBI NaYli 3 KAPTOHY

OpraHocuH
TNand
CaeHcus [MBT.
nra.

IHAisa

EsepTomxeH Jland
CaeHcus JlimiTeq

IHAis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis:
3MiHu | TUny - 3mMiHa y meTogax BuNpobyBaHHSA rOTOBOro
nikapcbKoro 3acoby - He3HayHi 3MiHM B MeTogax
KOHTPOIt0, B po3aini «Po3ynHeHHs. JMUUKnomiHy
rigpoxnopua»: AONOBHEHHA METOAUKM ONMUCOM
NpUroTyBaHHS cepefoBHLLa PO3YNHEHHS; Big KOPEKTOBAHO
OonNnc NPUroTyBaHHSA PO34MHY MOPIBHSAHHS Ta
BUMNPOOOBYBAHOIO PO34NHY; BUNPABIIEHO MOMUIIKY Y
chbopmyni pospaxyHKy KifbKOCTi AUUMKITOMIHY rigpoxnopua,

be3
peuenma -
Ne 10; 3a
peuenmom
- Ne 10x10

UA/3088/01/01
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Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

LLIO NepenLLIoB y po3uuH. MeTtoa BunpobyBaHHS
3anuLINBCS HE3MIHHUM

85.

KOMBICIMA3M®

Tabnetku in bulk: no
1200 TabneTok y nakeTax
y naykax 3 KapToHy

OpraHocuH
TNandg

CaeHcua [MBT.

nTo.

IHAisa

EBepTompxeH lNand
CaeHcus JlimiTeq

IHAis

BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis:
3MiHu | TUny - 3mMiHa y metogax BunNpobyBaHHSA rOTOBOro
nikapcbKkoro 3acoby - He3HayHi 3MiHM B MeToAax
KOHTPOIt0, B po3aini «Po3ynHeHHs. JMumnKnomiHy
rigpoxnopua»: AONOBHEHHA METOOUKN ONMUCOM
NpUroTyBaHHs cepefoBHLLa PO3YNHEHHS; Big KOPEKTOBAHO
ONKMC NPUroTYBaHHS PO34MHY MOPIBHSIHHSA Ta
BUMNPOOOBYBAHOIO PO3YNHY; BUNPABIEHO MOMUIIKY Y
opMyni po3paxyHKy KiflbKOCTi AULMKIOMIHY rigpoxnopua,
LLIO NEPENLLOB Yy po3ynH. MeTog BUNpoGyBaHHS
3anNMWNBCSA HE3MIHHUM

UA/3089/01/01

86.

KOHBEPIYM

Tabnetkn no 150 Mr no
10 Tabnetok y 6nictepi,
no 3 abo 10 6nicTepis B
ynakosLi

Mepaokemi
nTa

Kinp

Mepokemi NT[
(UeHTpanbHui 3aBon)

Kinp

BHECEHHS 3MiH 4O peecTpaLiiH1x maTepianis: 3miHun |l
TMny - 3MiHKn Wwopao 6esnekn/edpeKTUBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(u) o
3060B'A13aHb Ta YMOB BuAayi peecTpaLuiiHoro

NocBiAYeHHs1, BKNtoYatoum MnaH ynpasniHHS pusamkaMmun

(3acTocyBaHHs 3MiH(1), SKi(a) BUMararoTb(€) noganbLIOro
06I'pyHTYBaHHS HOBMMM J04ATKOBUM JaHUMW, LLO MakoTb
HagaBaTUCSt KOMMETEHTHUM OPraHOM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLjiHKa KOMNETEHTHNM OpraHoMm)
BurikoHaHHs 3060B'A3aHb BiANoOBIgHO A0 NignyHKTY 2.3
nyHkTy 2 gogatky 15 go Nopsgky npoBeaeHHs
eKCrnepTM3n peecTpaLiiHnx maTtepianiB Ha nikapcbki
3acobu, Lo NofJalTbCsa Ha AepKaBHY peecTpalLliio

(nepepeecTpadito), a Takox ekcnepTnan martepianis npo

BHECEHHS 3MiH O peECTpaLiinHMX MaTepianiB NpoTArom

nii peecTpauifiHoro NOCBigYEHHS, 3aTBEPAXEHOIO

Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy

MOS Big 23.07.2015 Ne 460).
3MiHM BHECEHI A0 iHCTPYKLiT ANs MeanyHoro
3aCToCyBaHHS NikapcbKoro 3acoby y po3ainu:

"®apmakonorivHi nactusocTi" (iHdpopmauisa 3 6e3nekn),

"Mo6iyHi peakuii" BignNoBigHO 4O OHOBMEHOI iHpopmaLii 3

6e3neku gito4oi pe4oBrHU. BBeaeHHs 3MiH npoTarom 3-x

MicsLiB Micnsi 3aTBEpPOKEHHS

3a
peuenmom

UA/12201/01/01

87.

KOHBEPIYM

Tabnetkn no 300 Mr no
10 Tabnetok y 6nictepi,
no 3 abo 10 6nicTepis B
ynakosLi

Mepaokemi
nTa

Kinp

Mepokemi NTL
(LenTpanbHuii 3aBoa)

Kinp

BHECEHHS 3MiH O peecTpaLiiHnx maTepianis: 3miHun |l
TMny - 3MiHn Wwoao 6e3nekn/edekTnBHOCTI Ta
dapmakoHarnagy. BHeceHHs abo 3miHa(n) o
3060B's13aHb Ta YMOB BuAayi peecTpaLiiHoro

noceigyeHHs, Bknovatoun MNnaH ynpaeniHHS pyuankamu

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€) noganbLIOro
06r'pyHTYBaHHS HOBYMMW J04ATKOBUM JaHUMM, LLO MaloTb
HapaBaTUCS KOMMETEHTHUM OPraHOM, OCKifbKM
BMMaraeTbCsi CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm)
BurikoHaHHs 3060B'A3aHb BiANoBIgHO A0 NignyHKTy 2.3
nyHKTY 2 gogatky 15 go MNopsiaky npoBeaeHHs
eKCrnepTM3n peecTpaLiiHnx maTtepianiB Ha nikapcbki
3acobu, Lo NoJaThCs Ha AepaBHY peecTpallito

3a
peuyenmom

UA/12201/01/02
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
(nepepeecTpadito), a Takox ekcnepTnan martepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX maTepianis NpoTarom
Oil peecTpauiiHOro NocBigYeHHs, 3aTBepAXeHOoro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460).
3MiHM BHECEHI A0 iIHCTPYKUIT AN MeanyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y po3ainu:
"®apmakonorivHi nactusocTi" (iHdopmauis 3 6e3nekn),
"MobiyHi peakuii” BigNoBIAHO [0 OHOBMNEHOI iHhopMmaLii 3
6esneku Ajitoyoi pevoBuHN. BBeaeHHs 3MiH npoTarom 3-x
MicsaUiB Nicnsa 3aTBepAXEHHSA
88. KO-PEHITEK® Tabnetku no 20 mr/12,5 Mepk Wapn i LLisenuapis BMPOBHWMK Benuka BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3a UA/4279/01/01
Mr no 14 Tabnetok y Hoym lgea IHk Hepo3dacoBaHoi BputaHis 3MiHM | TUMY - NoAaHHA OHOBMEHOro cepTudikaTa peuenmom
6nictepi; no 2 6nictepn B npoaykuii, / BignoBigHocTi €Bponelicbkini hapmakonei Ne R1-CEP
KapTOHHi Kopobui TecTyBaHHsA: Mepk Hipepna 2004-149-Rev 04 gns [ito4oi pe4oBrHU
LWapn i Ooym NimiTea, HAW Hydrochlorothiazide Big Bxe 3aTBEpaXeHOro BUpOOHUKA
Benuka BputaHis; Teva Pharmaceutical Industries Ltd
nepBuHHa Ta
BTOPUHHA ynakoBka,
[003BiN Ha BUMNyCK
cepii: Mepk Wapn i
Ooym B.B.,
Higepnanau
89. | NAMI3NN® Tabnetku no 250 mr; no Hosapric LLisenuapis BMPOGHMLTBO, Himeuun BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/1005/02/01
14 TabneTok y 6nictepi; dapma Al KOHTPOIb SKOCTI, Ha TMny - AOMiHiCTpaTMBHI 3MiHW. BunyyeHHsA BUPOGHMYOT peuenmom
no 1 6nictepy B kopobui nakyBaHHsi, BUMYCK OinbHULI (BKNoYatoun ginbHuui anst A®l, npomixkHoro
cepil: npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuUUI Ans
Hosaptic ®apma NpOBeAEHHs NaKyBaHHS, BUPOGHWKa, BiANOBiAanbHOro 3a
MpopakwH Mi6X BUWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPOIto cepii) abo
nocravanbHUKa BMXiAHOrO MaTepiany, peareHty abo
OOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HaYEHO Y OChE)
BUINyYEHHS1 BUpobHUMYOI ginbHULi HoBapTic
dapmacbiotukanc KOK Jl1a, Benukobputanis: BeBeaeHHs
3MiH NpoTsirom 3-X MicsALUiB Nicns 3aTBEPAKEHHS
90. | JIAHTEC PO34MH opanbHuin, 50 mr/ CninbHe YkpaiHa CninbHe yKpaiHCbKO- Ykpaina/ BHECEHHS1 3MiH 40 peecTpaliiHux maTtepianis: 6e3 UA/11561/01/01
mn o 60 mn B YKpaiHCbKO- icnaHcbke Icnanisa 3MiHM | TUMY - NogaHO OHOBMEHUI cepTudikaT peuernma
KOHTelHepi; no 1 icnaHcbke nigNpUeEMCTBO BianosiaHocTi €® Ne R1 — CEP 1997 — 037 — REV 05 ansa
KOHTeNHepy 3 403Y04MM nignpuemMcTeo "Cnepko YkpaiHa", A®I (kapboumcTeiHy) Big 3aTBEpAXEHOro BUPOGHUKaA
LLUNPULIOM Y nayui 3 "Cnepko YkpaiHa; Ankana
KapToHy; no 200 mn B YkpaiHa" ®apma, C.J1., Icnanis
KOHTENHepi; no 1
KOHTEWHepy 3 MipHUM
CTakaH4yMKOM Y nayuj 3
KapToHy; no 15 Mny
nakeTuky; no 12
nakeTuKiB y nayi 3
KapTOHY
91. | NEBOLUWH-H po3uunH Ans iHdysin, 500 TOB YkpaiHa Heposadacosanni peuis/ BHECEHHS 3MiH 40 peecTpauinHmx maTepianis: 3miHu | 3a UA/12842/01/01
mMr/100 mn, no 100 mn "dAPMACEN" NpoAyKT, NepBUHHA YkpaiHa TMny - 3MiHK 3 siKocCTi. [OTOBMI Nikapcbkuin 3aci6. 3MiHN y peuenmom

abo no 150 mny

YNaKkoBKa, BTOPUHHa

BUPOGHMUTBI. 3MiHa iMnopTepa/3aMiHu, L0 CTOCYITLCS




40 [IponoBxkeHHs gojaTka 3
Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
dnakoHi; no 1 donakoHy B yrnakoBKa, KOHTPOIb: BWMYCKY Cepii Ta KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKOro
naywj 3 KapToHy BIOCEP C.A. 3acoby (3amiHa abo gopaBaHHsS BUPOOHWMKA, LLO
MAPEHTEPAI Bignosigae 3a BBe3eHHs1 Ta/abo Bunyck cepii) -
COnowHC Bkntoyatoun KoHTponb/BUNpobyBaHHSA cepii - 3amiHa
IHOACTPI, Mpeuis; BMPOGHWKa, BigNOBiAanbHOro 3a KOHTPOSb Ta BUMYCK
KoHTponb, Bunyck cepii. BBegeHHsi 3miH npoTarom 3-x MicsiliB nicns
cepii: 3aTBEepPXKEHHS.
TOB "®APMACEN",
YkpaiHa
92. | NETPOMAPA® TabneTku, BKpUTI MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpaLiinHMX maTepianis: 3a UA/4698/01/01
NNiBKOBOIO 0BOMOHKOI0, "dapmak” 3MiHu Il TNy - 3MiHa BUpOGHMKa BUXiQHOTO/MPOMiXXHOIO peyenmom
no 2,5 mr no 10 Tabnetok npoayKTy/peareHTy, O BUKOPUCTOBYIOTLCS Y
y bnictepi; no 3 6rictepn BMpobHMY4omy npoueci A®I, abo 3miHa BUpobHuka
B NayLli 3 KApPTOHY (BKMOYatouM, Ae HeobXigHO, MicLie NPOBEAEHHS KOHTPOIIO
sKocTi) ADI - BBegeHHS 404aTKOBOroO anbTepHAaTUBHOMO
BMpoGHuKa API MNAT «Papmak», YkpaiHa 3 HagaHHAM
DMF. Cneumdikauis Ta METOAN KOHTPOMO HEe 3MiHUMUCS
93. | NO3AMN® 100 TabneTku, BKpUTI BiHTpon HimeuunHa | CaHodpi-AseHTic Cn. 3 | [lonblia BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/15308/01/01
nnoc NNiBKOBOIO 0B6OMOHKOI0, ApuHanmitTen 0.0. 3MiHK | Tuny - 3miHn woao 6e3nekn/edPeKTBHOCTI Ta peuenmom
no 100/25 mr Ne 10 b MTMB6X hapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHeHux
(10x1), Ne 30 (10x3), Ne [aHux nNpo cuctemy capmakoHarnsay (BBeAeHHs
90 (10x9): no 10 y3aranbHeHUX AaHnX Npo cuctemy chapmakoHarnsgy,
TabneTok y bnictepi; no 3MiHa ynoBHOBaXeHoi ocobu, BianosigansHoi 3a
1, 3 abo 9 bnictepiB y 30iMCHEHHS chapMakoHarnsay; KOHTaKTHOT ocobu 3
KapTOHHiIM kopobui; Ne 15 hapmakoHarnsgy 3asiBHUKa ANs 34iCHEHHS
(15x1), Ne 30 (15x2), Ne dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif,
90 (15x6): no 15 ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSsI
TabneTtok y 6rictepi; no dapMakoHarnagy (BKoYaoumn KOHTaKTHI AaHi) Ta/abo
1, 2 abo 6 GnicTepiB y 3MiHM Yy PO3MiLLeHHI MacTep-danna cuctemu
KapTOHHIN kopobui dapmakoHarnagy) - NponoHoBaHa pegakuist:
YnoBHoBaxeHa ocoba, BianoBiganbHa 3a hapmakoHarnag
- Eric Teo/Epik Teo; KoHTakTHa ocoba 3asiBHMKa,
BignoBiganbHa 3a hapmakoHarnsig B YkpaiHi - KniwmH
AHTOH MukonanoBmy. 3MiHa KOHTAKTHUX AaHUX
YMNOBHOBaXXEHOT Ta KOHTaKTHOI ocib 3 dhapmakoHarnsgy.
3MiHa MicLe3HaxoaKeHHS OCHOBHOI AisinbHOCTI 3
chapmakoHarnagy Ta Mactep-danny
94. | JIOKPEH® TabneTkn, BKpUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN dpaHuin BHECEHHS1 3MiH 40 peecTpaliiHux maTtepianis: 3a UA/4199/01/01
o6ornoHkoto, no 20 mr Ne AseHTic IHOACTPIA - TYP3 3MiHu | Tuny - 3miHn Wwopao 6esnekn/edekTnBHOCTI Ta peuenmom
28 (14x2): no 14 YkpaiHa" hapmakoHarnsgy. BeegeHHs abo 3miHM o y3aranbHeHux

Tabnetok y 6nictepi; no 2
Bnictepn B KapTOHHIN
Kopobui

[OaHux npo cuctemy capmakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHunx Npo cuctemy cpapmakoHarnsgy,
3MiHa yNoBHOBaXeHoi ocobu, BianoBigansHoi 3a
3aificHeHHs1 hapmakoHarnsay; KOHTaKTHoOi ocobu 3
dapMakoHarnsay 3asiBHUKa Ans 34iNCHEeHHs
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHa Bif,
yNOBHOBaXeHOT 0cobu, BignoBiaanbHoOi 3a 34iCHEHHs!
dapmakoHarnsgy (BKoYaoum KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MilLeHHi MacTep-daiina cuctemu
dapmakoHarnsgy) - NponoHoBaHa pegakuisi:
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
YnoBHoBaxxeHa ocoba 3asiBHWKA, BiAnosifanbHa 3a
dapmakoHarnag B YkpaiHi - KniwnH AHToH MukonaroBuy
95. MATHIKYM- TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis: be3 UA/16534/01/01
AHTUCTPEC® NNiBKOBOIO 0B6OMOHKOI0, "KNIBCKI BITAMIHHAI 3MmiHu | TNy - 3MiHa po3mipy cepii (Bkoyarum gianasoH peuenma
no 10 TabneTok y BITAMIHHWA 3ABOO" po3Mipy cepii) roToBoro nikapcbkoro 3acoby (36inbLueHHst
6nicTepi; no 6 6nictepis y 3ABOO" 0o 10 pasiB NOPIBHSHO i3 3aTBEPXXEHUM PO3MIPOM) -
navui; no 12 Tabnetok y BBEJEHHS1 OAATKOBOro po3mipy cepii: aAns ynakosku Ne
6nictepi; no 4 abo 5 10x6 - 2500 yn, 5000 yn., foaaTKoBWUIA Po3Mip cepin Ans
6nicTepiB y navui ynakoBku Ne 12x5 - 2500 yn, 5000 yn., ans ynakosku Ne
12x4 - 3125 yn., 6250 yn.
96. MEMA TabneTku, BKpUTI AkTasBic rpyn IcnaHgis BUPOBHMUK, Icnanis/ BHECEHHs1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/7816/01/01
NNiBKOBOK OOOSOHKOI0, AT BiAgnoBiganbHUN 3a Himeuyun 3MiHK | TUny - 3aMiHa BUPOOHMKA BMXiZAHOrO/MPOMIKHOIO peuenmom
10 wr, no 10 TabneTok y BMPOGHMLTBO in bulk, Ha/ NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTBECS Y
6nictepi, no 3 abo no 6 nakyBaHHsi, KOHTponb | Bonrapis BMpoGHMYoMy npoueci ADI, abo 3miHa BUpobHUka
6nicTepiB y KapTOHHIN SIKOCTi Ta BUMYCK (Bknovatoum, ge HeobXigHO, Micue NPOBEAEHHSI KOHTPOIO
KopooLi cepii: CiHTOH skocTi) APl (3a BigcyTHOCTI cepTudikaTa BigNoBigHOCTI
Xicnanis, C.J1., €Bponeicbkint dhapmakonei y 3aTBepaXeHOMy J0CbE) -
IcnaHis; BUpOBHMK, nepeHeceHHs1 NTOTOYHOro NocTavaribHUKa NPOMIKHOro
BiAMNOBIAanbHUIA 3a NPOAYKTY Ha HOBY BUPOBHWYY AiNbHULIO 3 Bi4MOBIAHOK
nakyBaHHS: 3MiHO agpecu AinbHuLi
PotreHgopd ®apma
'M6X, HimeuunHa;
Oxi |
dapmacstoTikanc,
JItp, Bonrapisi
97. METANI3E® niodpinizaTt AN po3ynHy BepiHrep HimeuvunHa BepiHrep IHrenbxanm Himeuun BHECEHHS 3MiH 0 peecTpauinHnx maTepianis: 3a UA/8168/01/01
ans id'exuin no 10 000 IHrenbxanm dapma 'mbX i Ko. KIT Ha 3MiHu | TMNY - 3MiHa NPUCTPOIB AN BUMIpOBaHHSA 403U peuenmom
0of (50 wr), 1 conakoH 3 IHTEepHeLWHN abo BBeaeHHS nikapcbkoro 3acoby - BHECEHHSI 3MiH [0 p.
niogpinizatom Ta 1 wnpuy meX 3.2.R. [lopatkoBa iHhopmaLis peecTpauinHoro 4ochbe,
3 PO34MHHMKOM Mo 10 mn 30Kpema: 3miHa iHdopmallii, Lo 3a3HaYaETbCA Ha
(Boga ons iH'exuUin) y NepBVHHIN iHAMBIAYanbHIN yNakoBLi rofku ons
KOMMNEKTi 3i CTEPUNbHUM O[HOPa30BOro BUKOPUCTaHHS: - 3MiHa IOPUANYHOT Ha3BK
nepexiaHnM NpUCTpoeEM KomnaHii BupobHuka ronku 3 "Dispomed Witt oHG" Ha
ons cnakoHa Ta "Dispomed Witt", 6e3 3amiH1 caMoi komnaHii Ta agpecu; -
CTepUbHOK 3MiHa Homepa CE-mapkyBaHHs 3 "CE 0123" Ha "CE 0482"
OZIHOPa30BOI0 rOfKOK Y 06YMOBMEHO 3MiHOK HOTU(IKOBAHOIO opraHy
KapTOHHi Kopobui
98. METOKNOMPAMILO | po3suyuH ans iH'ekuin, 5 mr/ My6nivyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/3802/01/01
Yy rigpoxnoruvg MI1 [0 2 M B ammyni; Mo aKuioHepHe TOBapuCTBO 3MiHM | TURY - 3MiHa NocTavanbHUKa nakyBarnbHUX peuenmom
5 amnyn y kacerTi; no 2 TOBapucTBO "HaykoBo- maTepianiB abo KOMNIEKTYIOUNX - BUIYHEHHS
KaceTu B nayui 3 KapToHy "HaykoBo- BMPOGHUYUIA LEHTP HaViMeHyBaHHS NocTayarnbHWKIB NaKyBanbHUX MaTepianis
BMPOBHUYMIA "BopLuariBcbkuii 3 peecTpauiiHoro Aocbe, a came posgainy 3.2.P.7
LEeHTPp XiMiKkO- CucTema KoHTelHep/3aKynoploBanbHuiA 3acio
"BopLuariscbk dapmaueBTUYHUN
Wi Ximiko- 3asog"
thapmaueBTny
HuI 3aBog"
99. METOMNPONON Tabnetku no 100 mr Ne AT "3eHTiBa" CrioBaubka BMpoOHULTBO 113, CnoBaub BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/1585/01/02
3EHTIBA 50 (10x5): no 10 Pecny6bnika nepBuUHHE Ta Ka 3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edekTnBHOCTI Ta peuenmom
Tabnetok y bnictepi; no 5 BTOpPWHHE NakyBaHHsl, | Pecnybni | dapmakoHarnsigy. BBegeHHst abo 3MiHM 4o y3aranbHEHUX
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
OnicTepiB y KApTOHHIW KOHTPOIb Ta BUMYCK Ka/ AaHnX nNpo cuctemy cdapmakoHarnsagy (BBeAeHHS
Kopobui cepint: AT "CaHeka Yecbka y3ararnbHeHVX AaHux Npo cuctemy hapmakoHarnsgy,
dapmacbtoTikans", Pecny6ni 3MiHa ynoBHOBaXeHOi ocobu, BianosiganbHoi 3a
CnoBaubka Ka 30iCHEHHS chapMaKoHarnsay; KOHTaKTHOT 0cobu 3
Pecny6bnika; hapmMakoHarnagy 3asiBHVUKa Ans 34iNCHEeHHS
TOB "3eHTiBa", dapmakoHarnagy B YKpaiHi, SIKLLO BOHa BigMiHHa Big,
Yecbka Pecnybnika; yNOBHOBaXKeHOi 0cobw, BianoBiganbHOI 3a 30iNCHEHHSsI
BTOPWHHE NaKyBaHHS: dapmakoHarnsgy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo
OITA BupobHUUnin 3MiHM Yy PO3MiLLEeHHi MacTep-danna cuctemu
Koornepartus iHBaniais, dapmakoHarnsgy) - [ponoHoBaHa pepakuis:
Yecbka Pecnybnika YnoeHoBaxeHa ocoba, BianoBiaanbHa 3a hapmakoHarnsg
- Eric Teo/Epik Teo; KoHTakTHa ocoba 3asiBHMKa,
BignoBiganbHa 3a hapmakoHarnsig B YkpaiHi - KniwmH
AHTOH MukonarioBuy. 3MiHa KOHTaKTHUX AaHWX
YMNOBHOBaXXEHOT Ta KOHTaKTHOI 0cib 3 hapmakoHarnsigy.
3MiHa MiCcLle3HaxoAXXeHHSI OCHOBHOI AiSNbHOCTI 3
hapmakoHarnggy Ta maucrtep—ganny
100. METONPONON Tabnetkn no 50 mr Ne 50 AT "3eHTiBa" CnoBaubka BMpoGHMUTBO M3, CnoBaub BHECEeHHS! 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/4348/01/01
3EHTIBA (10x5): no 10 TabneTtok y Pecny6bnika nepBrHHe Ta Ka 3MiHu | Tuny - 3miHn Wwopao 6e3nekn/edekTnBHOCTI Ta peuenmom
6nicTepi; no 5 6nictepis y BTOpPWHHE NakyBaHHs, | Pecnybni | dapmakoHarnsgy. BBegeHHs abo 3miHM o y3aranbHEHUX
KapTOHHi KopobLi KOHTPOINb Ta BUMYCK Ka/ OaHux npo cuctemy capmakoHarnsay (BBeAeHHs
cepivi: AT "CaHeka Yecbka y3aranbHEeHUX AaHnX Npo cuctemy chapmakoHarnsgy,
dapmacbtoTikans"”, Pecny6ni 3MiHa ynoBHOBaXeHoi ocobu, BianosigansHoi 3a
CnoBaubka Ka 3aificHeHHs1 hapMakoHarnsiay; KOHTaKTHOi ocobu 3
Pecny6bnika; hapmakoHarnsgy 3asiBHUKa ANS 34iCHEHHS
TOB "3eHTiBa", dapmMakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA Bif
Yecbka Pecny6nika; yNoBHOBaXeHOT 0cobu, BianoBiaansHoi 3a 3aicHEHHs!
BTOPVHHE NaKyBaHHS: dapmakoHarnsgy (BKIYaouy KOHTaKTHI AaHi) Ta/abo
OITA BUpoGHWMUMI 3MiHM Yy PO3MiLLEeHHI MacTep-danna cuctemu
KoonepaTtue iHBanigis, dapmakoHarnagy) - NponoHoBaHa pegakuist:
Yecbka Pecnybnika YnoBHoBaxeHa ocoba, BianoBiaanbHa 3a hapmakoHarnsg
- Eric Teo/Epik Teo; KoHTakTHa ocoba 3asiBHMKa,
BignoBiganbHa 3a hapmakoHarnsg B YkpaiHi - KniwmH
AHTOH MukonanoBmy. 3MiHa KOHTAKTHUX AaHUX
yMNOBHOBaXKEHOT Ta KOHTaKTHOI ocib 3 dhapmakoHarnsgy.
3MiHa MicLe3HaxoaXKeHHS OCHOBHOI AisinbHOCTI 3
dapmakoHarnagy Ta Mancrep-ganny
101. HEOTPU30N® TabneTku BariHanbHi no 4 OpraHocuH IHgis EBepTomkeH Jland IHgis BHECEHHs1 3MiH O peecTpaLiiHux maTtepianis: a peuyernmom UA/10674/01/01
TabneTkn y cTpuni; no 2 Naitdp CaeHcus Jlimiten, 3miHun | Tuny - 3miHa napameTpis cneuudikauin Ta/abo
CTpunu pasom 3 CaeHcuma MNeT. [onyCTUMMNX MeX roToBOro nikapcbKoro 38C06y -
annikaTopoM y KapTOHHil Na. YTOUHEHHS BUKIAAEHHS KpUTEPIiB NPUAHATHOCTI B
kopobLi; no 8 TabreTok y cneumaikauii 3a nokasHukom «laeHTtudikadis» gna Ad®I
6nictepi; no 1 6nictepy HeowmiunHy cynbdat
pa3oM 3 annikaTopoM y
KapTOHHI Kopobui
102. HE®DAINBbXUK po34MH ans iH'ekuin, 20 BIOKOJEKC dpaHuin BUPOBHMLTBO: dpaHuin BHECEHHs1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/6564/01/01
Mr/2 mi, no 2 mn B OEJNTb®APM TYP, 3MiHu Il Tuny - 3amiHa BupobHuka A®I Hedonamy peuenmom
amnyni; no 5 amnyn Ha PpaHuis; rigpoxnopua

NigAOHI B KAPTOHHIN

BignoBiganbHUN 3a
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

ynakoBLi

BUMYCK Cepii:
BIOKOJOEKC,
PDpaHuis

103.

HICNA3M ®OPTE

TabneTku, BKpUTI
MNniBKOBOK 0BOMOHKOI0,
no 80 mr no 10 TabneTok
y bnictepi; no 2 6nictepn
B KAPTOHHI Kopobui

CYH-®0APM
Cn.30.0.

Monblwa

Mibe MmM6X
ApuHanmiTTenb

Himeuun
Ha

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHu | TNy - 3MiHa y MeToax BUNpobyBaHHS roToBOro
nikapcbkoro 3acoby - He3HauHi 3MiHW y MeToaax
BMMNpoOyBaHHA 3a nokasHukamu «lgeHTndikauis
ApoTaBepuHy rigpoxnopuay», « CynyTHi AOMiLLKM» Ta
«KinbkicHe BU3HauYeHHs», «Po34nHeHHs», «lgeHTudikauis
3anisa okcva» Ta «laeHTndikauis XiHoNIHOBOro KOBTOrO».
MeToau BunpobyBaHb 3anuLWMNNCA HE3MIHHUMU; 3MiHN |
TMMy - 3MiHa napameTpiB crneuudikauin Ta/abo
[OMyCTUMMX MEX FOTOBOTO JiKapCbKOro 3acooy -
npuBeneHHs crneundikaii 3a nokasHMkammn
«laeHTndikauis. XiHoniHOBUI XOBTUNY, «Po3nagaHHsA»,
«BTpaTta B maci npu BucywyBaHHi», «CTUPaHHICTb» y
BiANOBIQHICTb 4O OpUriHanbHOI AOKyMeHTaLii BUpobHMKa.
[MpuBegeHHs KpUTEepIiB NPUNHATHOCTI 3a PO3AiNoM
«CynpoBigHi AOMILLKMY Y BiAMNOBIAHICTb 4O OpUriHanbHOI
OOKyMeHTaUii BUpobHuKa: - y cneuudikauii Ha TepMiH
npuaaTHOCTI 3a NOKa3HUKaMK LLOAO AONYCTUMUX MEX
OOMiILKM «R2», «CyMU OAMHUYHWUX HEBIAOMUX OOMILLIOK+
nepnapuH+nepnapanguH » Ta «3aranbHoi CyMu
OOMILLOKY; - ¥ cneuudikauii Ha BUNYCK Ta TepMiH
NpUAATHOCTI JOMILLKM «MeprnapuHy Ta «neprnapanguH»
[OMOBHEHO Yacamu YTpPUMYBaHHS

be3
peuenma

UA/15658/01/01

104.

OKCUTOLUH

po34MH Ang iH'ekuin, 5
MO/mn; no 1 mn B
amnyni; no 5 amnyn y
6nictepi; no 1 abo 2
6nictepn B nayui 3
KapTOHY

TOB "03
"BIOPAPMA"

YkpaiHa

TOB "03
"BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
TMny - AOMiHiCTpaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT
OinbHUUi (BKNoYatoun ginbHuui anst A®l, npomixkHoro
npoaykTy abo rotToBoro nikapcbkoro 3acoby, AinbHuUUI Ans
NpoBeAEHHs NaKyBaHHS, BUPOGHWKa, BiANOBiAanbHOro 3a
BUWMYCK Cepiii, MicLle NPOBEAEHHS KOHTPOrto cepii) abo
nocravanbHuKa BMXiAHOrO MaTepiany, peareHty abo
OOMOMDKHOT PEYOBMHU (SIKLLIO 3a3HAYEHO Y OChE)
CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [OTOBMIA NiKapCbKMiA
3aci6. Cuctema KoHTenHep/3akynoptoBanbHui 3acib.
3MiHa po3mipy ynakoBKM roToBOro nikapcbKoro 3acoby
(BMNYYEHHS ynakoBKW NEBHOIO Po3Mipy)
BunyueHHs Bupo6Huyoi ainbHuui MpAT "biodapma”,
YKpaiHa, Y 3B’A3Ky 3 NPUNUHEHHAM BUPOOHMLTBa
nikapcbkoro 3acoby Ha BUpPOGHUWYIN dinbHuLi MpAT
"Biocapma”, YkpaiHa, Buny4aoTbCs ynakoBKu
nikapcbkoro 3acoby (no 1 mn B amnynax Ne 5 taNe 10y
nayui), siki BUpobasanuck Ha Lii BUPOBHUYIN OinbHUL.

3a
peuenmom

UA/1888/01/01

105.

OHOAHCET

po34nH Ans iH'ekuin, 2 mr/
mn o 2 mn (4 mr) abo no
4 mn (8 Mr) B amnyni; no
5 amnyn y navui 3
KapTOHY

M.BioTtek JlTa

Benuka
BputaHis

Xenn C.A., Ipeduist;
MAWVNAH
JTABOPATOPI3
JNIIMITEL, Ingis -
DiNbHULST CTEPUNBHNUX
nikapcbkux 3acobis

Ipeuis/
IHpis

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis:
3MiHK | Tuny - 3miHK Wwoao 6e3nekn/edPeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHeHux
AaHvX nNpo cuctemy chapmakoHarnsay (BBeAeHHS
y3aranbHeHUX AaHuX Npo cucTemy chbapmakoHarnsgy,
3MiHa YNnoBHOBaXkeHOT 0cobu, BianoBiganbHoi 3a

3a
peuenmom

UA/13558/01/01
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
3fifcHeHHst hbapmakoHarnsaay; KOHTaKTHOI ocobn 3
hapmMakoHarnagy 3asiBHVUKa Ans 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, SIKLLO BOHa BigMiHHa Big,
yNOBHOBaXKeHOi 0cobw, BianoBiganbHOI 3a 30iNCHEHHSsI
dapmakoHarnsgy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEeHHi MacTep-danna cuctemu
dapmakoHarnsiay) - lNponoHoBaHa peaakuisi: Menix
OneHa bopuciBHa. 3MiHa KOHTAKTHUX AaHWNX
yrNoBHOBa)eHoi ocobu
106. | O®TANbMOJEK Kpanni o4Hi, 0,2 mr/mn no | ToapucTso 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH IO peecTpaLiinHMX maTepianis: 3a UA/10150/01/01
5 mn abo no 10 mny oB6MexeHot BUpPOBHMUTBA, 3MiHu | TUny - 3miHa napameTpiB cneuudikauin Ta/abo peyenmom
dnakoHi; no 1 dpnakoHy y | BignosiganbHi KOHTPOIb SIKOCTI, OONyCTUMUX MEX NEePBUHHOI YNaKoBKN FOTOBOro
KOMMIEKTi 3 KPULLIKOKO- CTIO BUMYCK Cepii: nikapcbKoro 3acoby; cynyTHS 3MiHa: 3MiHa y MeToaax
KpanenbHuLel B naYui 3 "OocnigHni ToBapucTso 3 BUNPoOyBaHHSA NEPBUHHOI YNaKOBKW rOTOBOTO fikapCbKOro
KapTOHY 3aBof 0BMEXEHOo 3acoby — npuBeaeHHs cneuudikadin Ta MeToaiB BXigHOro
"rHync" BiAMOBIAamNbHICTIO KOHTPOIIO SKOCTi Ha NEePBUHY YMaKoBKY Y BiANOBIAHICTb 40

"[NocnigHun 3aBop,

"THLNC", YkpaiHa;

BCi cTagii
BUpPOBHMUTBA,
KOHTPOIb SIKOCTI,
BUMYCK Cepii:
ToBapucTso 3
obmexeHo
BiANOBiAANbHICTIO
"®APMEKC rpyn"
YkpaiHa

i

Bumor [IPY, a came: - prnakoH 3 TPyOKM CKNAHOI Anst
nikapcbkux 3acobiB (qoaaHo nokasHuk «MikpobionoriyHa
yncToTa» Ta 3MiHa NOCUNaHb Ha «Aitovy peaakuio» OPY

6€e3 3MiHN KpUTepii NPUAHATHOCTI Ta aHaNITUYHOT

MEeTOAMKM 3a nokasHnkom «lloBepxHeBa rigponiTuyHa

CTiNKICTb»); - NPOGKM ryMOBi (KpUTepii NPUNHATHOCTI Ta
aHaniTM4yHa MeToguka 3a nokasHukoM «MikpobionoriyHa
yncTtoTa» NPUBELEHO Y BIANOBIAHICTbL 40 BUMOT 3aranbHuX
crtareu no GionoriyHum BunNpobyBaHHaAM [PY Ta 3miHa
nocunaHb Ha «Aitouy pegakuito» APY 6e3 3amiHn kputepii
NPUNHATHOCTI Ta aHaniTUMHUX METOAMK 3@ NOKa3HUKaMM
«lpeHTndikauisy», «Mpo3opicTb i KONbOPOBICTL PO3YMHY»,

«KuncnotHictb abo nyxHicTby, «ONTUYHA rycTuHay,
«PeyoBuHN, WO BigHOBMIOOTLY, «Baxki meTtanuy», «Coni
aMoHito», «JleTki cynbdign», «Cyxun 3anuwoky, «LInHk,

Lo ekcTparyeTbcs», « CTepUnbHICTbY); 3MiHM | TUny -

3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NpUBEAEHHS Y
BigNoBigHICTb 40 MoHorpadii APY abo €BponencbKoi
dapmakonei, abo iHWOi HauioHanbHoi dhapmakonei
aepxasun €C; cynyTHsi 3MiHa: 3MiHa y meToaax

BMNPOGYBaHHSA AOMOMIXKHOI PEHYOBUHMN — NPUBEAEHHS
cneyunikauinn Ta MeToaiB KOHTPOSO AKOCTi HAa JOMNOMIKHI

PEYOBUHM HATPIO XOpuaYy Ta BOAY OYMLLEHY Y
BignoBigHicTe Ao Bumor EP, a came: - HaTpito xnopug
(BBEeaeHo nokasHuk «Kanivi» BignosigHo oo sumor EP;

KpuTepii NPUNHATHOCTI 3a NokasHukamu «PepounaHigny,
«Moanany, «Hitputny», «Bapiit» y BianosigHicTs A0 BUMOT
EP; kpuTepii NpUAHATHOCTI Ta aHaniTUMHY MEeTOAMKY 3a
nokasHMkom «Marhin Ta ny>xHo3emernbHi MmeTanun» y
BignoBigHicTb Ao Bumor EP; 3miHa nocunaHb 3 AdY Ha EP
6e3 3MiHN KpUTepii NPUAHATHOCTI Ta aHaNITUYHUX METOAMK
3a NoKasHuKamu «30BHILLHIN BUMNAA», « PO3YMHHICTbY,
«lpeHTndikauis», «lMpo3sopicTe po3unHy», «KonboposicTe
PO34MHY», «KUCNOTHICTb abo NyXHICTby, «Bpomigny,
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

«dochatuy, «Cynbdatuy, «ApceH», «3anizo», «Baxki
mMeTanuy, «BTpaTtu B Maci npu BUcyLLyBaHHi», «KinbkicHe
BU3HAYEHHS»);

- BOAa ouuLLleHa (BBEAEHO NokasHuK «BmicT 3aranbHoro
OpraHiyHoro Byrnewo» BignoBiaHo Ao sumor EP Ta 3miHa
nocunaxb 3 AdY Ha EP 6e3 3MiHu kpuTepii NpUiHATHOCTI
Ta aHaniTMYHMX MEeTOAMK 3a MokasHuKammn «Onmey,
«PevoBuHW, Wo okucnoTbesa», «Mutoma
eneKTpPonpoBIAHICTb», «BMICT HiTpaTiB», «Baxki
mMeTanuy); 3MiHu | Tuny - 3mMiHn, Noe'a3aHi 3 HeObXiAHICTO
npuBeaeHHs y BiANoBigHiCTb Ao MoHorpadii APY abo
€Bponeicbkoi hapmakonei, abo iHWoi HauioHanbHoI
apmakonei aepxasu €C; cynyTHS 3miHa:
3miHa y MeTodax BUNpobyBaHHSA AOMOMIKHOI PEYOBUHN —
npuBeAeHHs cneundikalii Ta MeToAiB KOHTPOSIO SIKOCTI
Ha [JOMOMIXHI PeYOBMHU HATPItO Xropuay Ta Bogy
OuMLLEHY Y BIiANOBIAHICTb Ao BuMor A®Y, a came: - HaTpito
xnopug (KpuTepii NPURHATHOCTI Ta aHaniTUMHY METOAUKY
3a nokasHmkom «MikpobionoriyHa YncrtoTa» npmBeaeHo y
BiANOBIAHICTb [0 BMMOT 3aranbHUX ctaTen no 6ionoriyHnum
BUNpo6yBaHHsM OdY); - Boga oyunLieHa (3MiHa nocunaHb
Ha «gitody pegakuito» JDY 6e3 3amiHu kpuTepii
NPUAHATHOCTI Ta aHaNiTMYHOT METOAMKMN 3@ MOKa3HUKOM
«MikpobionoriyHa YnctoTax); 3miHu | Tuny - 3MiHa
napameTpiB crneundikaLii Ta/abo gonycTuMmx Mex ans
[AOMOMIKHOI PEeHOBMHMN — A0 NOKa3HWKIB «BMmicT
3aranbHOro opraHiyHoro Byrnewto» Ta «futoma
€neKTPONnpoBIAHICTbY cneundikauii Ha AONOMIKHY
pevoBMHY BOAA OuMLLEHa BBEAEHO 40AATKOBI BUSHA4YEHHS
BUMOT «piBEHb NONEPEKEHHSI» Ta «PiBEHb Aiiy

107.

NAHTOHEKC OP-
20

TabneTkn 3
MoandikoBaHUM
BUBINbHEHHAM no 20 mMr
no 10 Tabnetok y
6nicTepi; no 3 6nictepu y
KapTOHHi Kopobui

Inka
JTaGopaTopis
NimiTen

IHAisa

Inka JlabopaTopi3
NimiTeq

IHAis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHuM | TMny - 3mMiHa po3mipy cepii (Bkrtoyaroumn gianasoH
po3mipy cepii) roToBoro nikapcbkoro 3acoby - 36inbLUeHHsI
pO3Mipy cepii roToBOro fikapcbKoro 3acooy.
3anponoHoBaHo: po3mip cepii 2000000 Tab.; amiHu | Trny
- MOJAaHHSA HOBOTO cepTudikaTa BignoBigHOCTI
€Bponevicbkii hapmakonei Ne R1-CEP 2008-289-Rev 01
ans aitodoi peyosunHu Pantoprazole sodium sesquihydrate
Bifj HOBOrO BUPOGHMKA B JONOBHEHHS [JO 3aTBEPAXXEHOIO

3a
peyerimom

UA/15159/01/01

108.

NAHTOHEKC OP-
40

Tabnetkn 3
MoandikoBaHUM
BUBINbHEHHSM no 40 mMr
no 10 Tabnetok y
6nictepi; no 3 6nictepu y
KapTOHHIN kopobui

Inka
JTaGopaTopis
NimiTen

IHAOia

Inka JlabopaTopi3
NimiTeq

IHAis

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHuM | TMny - 3mMiHa po3mipy cepii (Bkntoyaroum gianasoH
po3Mipy cepii) roToBOro nikapcbkoro 3acoby - 36inbLUeHHs
pO3Mipy cepii roToBOro fikapcbKoro 3acooy.
3anponoHoBaHo: po3Mip cepii 1 500 000 Tab.; 3miHu |
TUMy - NO4AHHSA HOBOrO cepTudikaTa BignoBigHOCTI
€ponevicbkii hapmakonei Ne R1-CEP 2008-289-Rev 01
ans aitodoi peyosunHu Pantoprazole sodium sesquihydrate
BiJ HOBOrO BUPOGHMKA B AONOBHEHHS 4O 3aTBEPAXKEHOro

3a
peuerimom

UA/15159/01/02

109.

MK-MEPL|

po3uunH Ans iHdysin, 0,4
mr/mn, no 500 mn y

Mepu
dapmacboTik

Himeyuunna

Bupo6Huk rotoBoro

niKapcbKoro 3acoby:

Icnanis/
Himeywun

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3MiHa
HaliMeHyBaHHA Ta/abo agpecy micus NpoBadXXEHHS

3a
peuernmom

UA/9031/02/01
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
dnakoHi, no 2 dnakoHu y anc M'moX B. bpayH Meaukan, Ha AianbHOCTI BUpobHUKa/iMnopTepa roToBOro fikapCbKoro
KapTOHHi Kopobui CA, IcnaHis; 3acoby, BKnoYarum AinbHuLi BUNYCKy cepii abo micue
Brpo6HuK, NpoBeAeHHS KOHTPOIO AKOCTI. (GiANbHICTb, 3a AKY
BignoBiganbHWI 3a BiANoBiAae BUPOGHMK/iIMNOPTEp, BKIOYAKOYM BUMYCK
BUMYCK Cepii: cepiit) - 3a3HavYeHHs haKTUYHOI agpecu Micus
Mepu ®apma MmM6X i BMPOGHMUTBa Ansi BUpobHuka Mepu dapma M'mbX i Ko.
Ko. Kl'aA, HimeyuunHa KlraA, HimeuyunHa o paHiwe 3aTBepaXeHoi IopuanyHoi
agpecu, 6e3 3mMiHu Micus BUpoGHULTBa
110. NMPErABAIIH- Kancynu no 75 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS! 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/16414/01/01
OAPHUUA Kancyn y KOHTYPHin "®apmaueBTn "®apmaueBTnyHa 3MiHW | TUMY — BBEAEHHS Nepioay NOBTOPHOTO peuenmom
YapyHKOBIN ynakoBsLi; o YHa dipma dipma "OapHuus" BuNpobyBaHHsA Ans A®l. BBegeHHA 3MiH npoTsirom 6-tu
2 abo no 3, abo no 4, abo "OapHuus” MicAUiB nicnsa 3aTBepaXXeHHA
no 8 KOHTYPHMX
YapyHKOBMX YNaKoBOK Y
navuj
111. NPErABANNIH- kancynu no 150 mr, no 7 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/16414/01/02
OAPHULUA Kancyn y KOHTYpHin "dapmaueBTun "®apmaueBTnyHa 3MiHK | TUNY — BBEAEHHS Nepiody NOBTOPHOMO peyenmom
YapyHKOBIN ynakoBLi; no YHa chipma dipma "OapHuus” BunpobyBaHHs ana APl. BBeaeHHA 3MiH npoTArom 6-tu
2 abo no 3, abo no 4, abo "OapHuus” MicsuiB nicnsA 3aTBepaKeHHs
Nno 8 KOHTYPHUX
YapyHKOBMX YNaKkoBOK Y
nayui
112. NMPOrECTEPOH PO34MH ans iH'ekuin TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/3556/01/02
oninHuii 2,5 % no 1 mn B "BIO®APMA" "BIO®APMA" TMny - AAMiHICTpaTMBHI 3MiHW. BunyyeHHsA BUpOGHMYOI peuenmom
amnyni; no 5 amnyn y OinbHUUI (BKMoYatoun dinbHuui ans AP®I, npomikHOro
6nictepi; no 2 6nictepn B npoaykty abo rotoBoro nikapcbkoro 3acoby, AinbHuui Ans
navwi 3 KapToHy NpOBeAEHHs NaKyBaHHS, BUPOOHMKa, BiANOBIiAaNbHOTO 3a
BUWMYCK Cepiii, MicLie NPOBEeAEHHS KOHTpOrio cepii) abo
nocrayanbHuka BUXiAHOro maTepiany, peareHty abo
AOMOMDKHOT PEYOBMHM (SIKLLIO 3a3HAYEHO Y AO0ChE)
BUNYyYeHHS BUpoOHMYOT ainbHUui MpAT «BIOPAPMAY,
YkpaiHa: CynyTHsi 3MiHa
- 3MiHK 3 gKkocTi. FoToBUIA Nnikapcbkuii 3acib. Cuctema
KOHTeViHep/3aKyrnoptoBanbHui 3aci6. 3miHa po3mipy
yNaKoBKW roTOBOrO fikapCbKoro 3acoby (Buny4YeHHs
YNaKkoBKN NEBHOrO PO3Mipy) Y 3B’A3KY 3 MPUMNUHEHHAM
BMPOBHULITBA NikapCbKoro 3acoby Ha BUPOOHWYIl
ainbHuui NpAT " BIOPAPMA ", YkpaiHa, Buny4aroTbcs
ynakoBKu fikapcbkoro 3acoby no 1 mn B amnyni; no 10
amnyrn B nayui 3 KapToHy, SKi BUpobnAnuch Ha i
BUPOGHUYIN OinbHUL:
113. NMPOCTAMEQL Tabnetku, no 60, abo Op. N'yctas HimeuuunHa Op. N'yctas KnaiH Himeyun BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: be3 UA/6931/01/01
120, abo 200 Tabnetoky | KnsanH M'moX & v6X & Ko. KIF Ha 3MiHn | Tuny - 3miHn Wwopno 6esnekn/edeKTUBHOCTI Ta peuenma
Ty6i; no 1 TyGi y Ko. KI hapmakoHarnsgy. BeegeHHs abo 3miHW fo y3aranbHeHux

KapTOHHI Kopobui

AaHnX nNpo cuctemy capmakoHarnsagy (BBeAeHHS
y3aranbHeHUX AaHnxX Npo cuctemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3ficHeHHst hbapmakoHarnsaay; KOHTaKkTHOI ocobu 3
hapmMakoHarnagy 3asiBHVUKa Ans 34iNCHEeHHS
chapmakoHarnsagy B YkpaiHi, siKLLO BOHa BigMiHHa Big
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
yNOBHOBaXKeHOi 0cobw, BianoBiganbHOI 3a 30iNCHEHHSsI
dapmakoHarnsgy (Bkrovakoum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEeHHi MacTep-danna cuctemu
dapmakoHarnsgy) - MNponoHoBaHa pepakuis - KoHTakTHa
ocoba B YKpaiHi ynoBHOBa)KeHOi 0cobu 3asiBHVKa Ans
3[icHeHHs chapmakoHarnsay: BonteHko AHTOH
"eoprivioBny
114. PA3ATAPO Tabnetkn no 1 mrno 10 TOB "CaHnpos YkpaiHa BMPOGHULTBO "in Kinp/ BHECEeHHs1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/16508/01/01
Tabnetok y 6nictepi, no 3 YkpaiHa" bulk": AENOPBIC MopTyra 3MiHK | TUny - 3amiHa po3mipy cepii (Bkntovarum peuenmom
abo 10 GnicTepiB y PAPMACBIOTUKAIS nis/ Aiana3oHn) A®| abo NpoMixXHOro NpoayKTy, KU
KapTOHHIN kopobLj NTA, Kinp; Himeuun 3aCTOCOBYETbLCS y NpoLeci BUpobHuuTea AdI -
BMPOGHMLTBO "in Ha 36inbLUeHHs po3mipy cepii A®| PazaniriHy TapTpaty
bulk", nepBuHHe Ta
BTOPWHHE MaKyBaHHS,
TECTYBaHHSI:
|16epdap-IHpacTpia
dPapmaueyTika, C.A.,
MopTyranis; Bunyck
cepin: CantoTtac
dapma 'M6X,
HimeyuunHa
115. PAMI CAHOO3® Tabnetku no 2,5 mr no 10 CaHpos CnoBeHis JNek C. A, Monbla Monbuwa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/11299/01/01
Tabnetok y 6nictepi; no 3 | dapmacbioTik (BMpPOGHMLTBO 3a 3MiHK | TUNY - NogaHHS OHOBNEHOTO cepTudikaTy peuyenmom
6nictepn B KapTOHHIN ans a.a. NOBHUM LIMKITOM; BignoBigHOCTI €Bponerickkin hapmakonei (R1-CEP 2003-
KopooLi nakyBaHHsi, BUMYCK 050-Rev 06) onsa A®I Big yxxe 3aTBepA>KEHOrO0 BUPOOHMKa
cepii)
116. PAMI CAHOO3® Tabnetkun no 5 mr no 10 CaHpos CnoseHisa JNex C. A, Monbwa Monbla BHECEHHS! 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/11299/01/02
Tabnetok y 6nictepi; no 3 | ®apmacbkloTik (BMPOGHMLTBO 3a 3MiHK | TUNY - NogaHHSA OHOBMEHOTO cepTudikaTy peuenmom
6nicTepn B KApTOHHIl ans a.ao. NOBHUM LIMKITOM; BignosigHocTi €Bponeiickkint hapmakonei (R1-CEP 2003-
KopooLi nakyBaHHsi, BUMYCK 050-Rev 06) gnsa A®I Big yxxe 3aTBepA>KEHOro BUpobHMKa
cepii)
117. PAMI CAHOO3® Tabnetkn no 10 mr no 10 CaHpos CnoBeHis Nek C. A., MonbLa Monblia BHECEeHHS 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/11299/01/03
TabneTok y 6nictepi; no 3 | PapmacbioTik (BMpPOOHMLTBO 3a 3MiHM | TUMY - NOAAHHA OHOBMEHOTO cepTudikaTty peuenmom
6nicTepu B KapTOHHI an3 a.n. NMOBHWM LMKITOM; BignosigHocTi €Bponeiickkint hapmakonei (R1-CEP 2003-
Kopoobui nakyBaHHsi, BUMYCK 050-Rev 06) ans A®I Big yxe 3aTBEpAXKEHOro BUPOGHMKa
cepii)
118. PEBMACTON po34mH ans iH'ekuin, 10 TOB "HIKO" YkpaiHa KoHTponb, Bunyck Ykpaina/ BHECEeHHS 3MiH [0 peecTpauiiiux maTtepianis: 3MiHu | 3a UA/12990/01/01
mr/mn no 1,5 mn B cepil: peuis TMny - AOMiHICTpaTuBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro peuenmom
amnyni; no 5 amnyn B TOB "HIKO", 3acoby 3ateepmxeHo: MEJIOKCUKAM-H
nayui YkpaiHa; 3anponoHosaHo: PEBMACTOI BeeaeHHsi 3MiH npoTsrom
HeposdacosaHui 3-x MicsUiB nicns 3aTBEPOXKEHHS.
NpoAYyKT, NepBUHHA
ynakoBKa, BTOPUHHa
yMaKoBKa, KOHTPOrb:
OEMO CA
DPAPMACBIOTIKAN
IHOACTPI, Mpeuis
119. PEAI-TY-HO3 PO34MH pekTanbHun, 21,4 KaceH Icnanis KaceH Pekopaari, Icnanis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: be3 UA/10995/01/01
KNISMA r/9,4re 118 mnno 133 Pekopgari, C.. 3MiHu | TNy - 3mMiHKW, NoB'sA3aHi 3 HEOBXigHICTIO peuenma
MJ1 Y NNacTUKOBIN C.JL npvBeAeHHs Y BiANOBIAHICTb 40 MoHorpadii APY abo
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
nnsawui; no 1 nnswui y €Bponencbkoi hapmakonei, abo iHLOI HauioHanbHOI
KopobLji 3 KapToHY dapmakonei gepxasu €C (3miHa y cneuudikauisx,
noe'sizaHa 3i amiHamu B [1®Y, abo €Bponeiicbkin
dapmakonei, abo iHLWin HauioHanbHi dapmakonei
nepxasu €C) - BUNy4eHHs nokasHuka «Baxki metann» 3
cneumndikauii BuxigHoro npogykty docdopHa Kucnota, y
3B'AA3KY 3 NPUBEAEHHSAM A0 BMMOT MOHorpadii
€Bponericbkoi hapmakonei Ha hocopHy KUCMOTY;
BUITyYEHHS NOKa3HKKa «Baxki MeTanuy, po3wmpeHHs
[OonMyCTUMMX MeX 3a nokasHukamm «Cynbdatu» Ta
«Xnopuamy» B cneumaikauii BUXigHoi pevoBuHM Hatpito
rigpokcua BignoBigHO A0 BUMOT MOHorpadii €Bponencbkoi
dapmakonei Ha HaTtpito rigpokeng
120. PENI®® YIIbTPA Cyno3uTopii peKkTanbHi no TOB "baiep" YkpaiHa IcTiTyTo e Anxeni ITanisa BHECEHHS 3MiH 4O peecTpauinHnx maTepianis: 6e3 UA/1954/01/01
6 cynosuTopiiB y cTpuni; C.p.n. 3MiHu Il TURYy - 3MiHW B IHCTPYKLUIi ANs Megnu4Horo peuenma
no 2 CTPUMNKW B KAPTOHHIN 3acTocyBaHHs B po3ginu "lNpoTunokasaHHs",
Kopooui "OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHsi rpyaat”, "Cnocib 3actocyBaHHs
Ta go3un", "Oitn", "MepenosyBaHHs", "MNobivHi peakuii”
121. PEHITEK® Tabnetkn no 20 mr no 14 Mepk Lapn i LLiseriLapis BUPOBHMK Benvka BHECEHHS1 3MiH O peecTpaLiiHux maTtepianis: 3a UA/0525/01/01
Tabnetok y 6nictepi; no 2 | Ooym lgea, IHk Hepo3dacoBaHoi BputaHia | 3miHu | Tuny - 3amiHa rpadiyHOro ocpopmMreHHst NepBMHHOI | peuyenmom
OnicTepn y KapTOHHiW NpoAyKLii, KOHTPOmb / Ta BTOPVHHOI YNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
Kopobui akocTi: Mepk LWapn i Higepna Bi4NOBIAHMMW 3MiHAMW A0 PO34iniB METOAIB KOHTPOIO
Ooym JlimiTeq, HON SKOCTi MikapCbKOro 3acoby
Benuka bputaHis;
nakyBaHHs1, BUNYyCK
cepii:
Mepk Wapn i Aoym
b.B., Higepnaxngu
122. PEHITEK® Tabnetkv no 10 mr no 14 Mepk Wapn i LLisenuapis BUPOBHMK Benuka BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3a UA/0525/01/02
TabneTtok y 6nictepi; no 2 | [oym lgea, IHk Hepo3dacoBaHoi BputaHis | 3miHu | TMNY - 3amiHa rpadpiyHOro ohopMMeHHs NEPBUHHOI |  peyenmom
6ricTepn y KapTOHHiW npoayKuii, KOHTPOmb / Ta BTOPVMHHOI YNaKOBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
KopooLi akocTi: Mepk Lapn i Higepna BiAMOBIAHMMM 3MiHamMK A0 PO34iNniB MeToAiB KOHTPOSO
Doym Jimiteq, HON AKOCTI Nikapcbkoro 3acoby
Benuka BputaHis;
nakyBaHHs, BUMYCK
cepii:
Mepk Wapn i Joym
b.B., Hinepnanaun
123. CENTINIM NMOPOLLIOK ANS PO34UHY M. BioTek IlTg Benuka CAMPY[ IHgis BHECEHHS1 3MiH [0 peecTpaLiiHux maTtepianis: 3a UA/11484/01/01
ans in'ekuini no 500 wr, 1 BpuTaHia SOAPMACBIOTIKANS 3MiHu | Tuny - 3miHn Wwopo 6e3neku/edekTUBHOCTI Ta peuenmom
dnaKkoH 3 MOPOLUKOM Y MBT. NTA., IHAais; apmakoHarnsay. BeegeHHs abo amiHn o y3aranbHeHux

nayui 3 KapToOHy

ACTPAIl CTEPITEK
MPAMBIT NIMITEL,
IHAisa

AaHux nNpo cuctemy chapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cucTemy chapmakoHarnsay,
3MiHa YNoBHOBaXeHOi 0cobu, BiAnoBiAansHoI 3a
3aificHeHHs1 hbapmakoHarnsay; KOHTaKTHOi ocobu 3
dapMakoHarnsgy 3asiBHMKa Ans 34iNCHeHHs
dapmakoHarnagy B YkpaiHi, SKLLO0 BOHa BigMiHHa Big,
yNOBHOBaXeHOoT 0cobu, BiANoBiAanbHoOi 3a 34iNCHEHHS
dapmMakoHarnagy (BKroYaymn KOHTaKTHI AaHi) Ta/abo
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
3MiHM y po3MilLleHHi MacTep-daiina cuctemu
apmakoHarnsgy) - NMponoHoBaHa peaakuis: Menix
OneHa bopuciBHa. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXeHOi ocobum
124. CENTINIM NOPOLLOK A PO3YNHY M. bioTtek Jlta Benuka CAMPY[ IHais BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3a UA/11484/01/02
ans in'ekuivi no 1000 wr, BpuTaHia SAPMACBIOTIKANS 3MiHu | Tuny - 3miHn Wwopo 6e3neku/edekTUBHOCTI Ta peuenmom
1 cprnakoH 3 nopoLuxkom y MBT. NTA., IHAais; hapmakoHarnsgy. BeegeHHs abo 3miHn o y3aranbHeHux
nayui 3 KapToHy ACTPAIN CTEPITEK OaHux nNpo cuctemy capmakoHarnsgy (BBeaeHHs
MPAMBIT NIMITEL, y3aranbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
IHais 3MiHa YNOBHOBaXXEHOT 0CO0M, BiANOBiAaNbHOI 3a
3aificHeHHs1 hbapmakoHarnsay; KOHTaKkTHOI ocobu 3
dapmakoHarnsgy 3asiBHMKa Ans 34iNCHeHHs
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHa Big,
yNOBHOBaXeHOT 0cobu, BianoBiaanbHoi 3a 34iNCHEHHS!
hapmakoHarnsigy (Bkovakouy KOHTaKTHI AaHi) Ta/abo
3MiHM y po3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsgy) - NMponoHoBaHa pepakuis: Menix
OneHa bopuciBHa. 3MiHa KOHTaKTHUX AaHNX
YMOBHOBaXeHoi ocobum
125. CEPOONEKT TabneTku, BKpUTI TlyHp6ek HaHis BUPOGHMLTBO LaHis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | 3a UA/5601/01/01
060MOHKO0, MO 4 Mr; No Ekcnopt A/C Hepo3dacoBaHOro TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHyBaHHs peuenmom
10 Tabnetok y 6nictepi; npoayKTy, NEPBUHHE Ta/abo agpecu micLa NPOBaaXXeHHs QisAnbHOCTI
no 3 6nictepu B Ta BTOPUHHE BMpPOBHMKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
KapTOHHIN kopobui nakyBaHHsi, BUMYCK BKITIOMa0uM AinbHWLI BUNycKy cepii abo micue
cepin: NpoBEeAEHHS KOHTPOIIO SAKOCTI. (AiSNbHICTb, 3a AKy
X. Nynpbek A/C, Bignosigae BUPOGHMK/iIMNOpTEp, HE BKMOYaYM BUMYCK
LaHis; cepin) - 3MiHa Ha3BM Ta agpecu AinbHuLi, sika Bignosigae
BMNPOOYBaHHsI 3a 3a MiKpobionoriYHUIN KOHTPOMb (B 3aTBEPKEHOMY PO3Aini
NoKa3HNKOM 3.2.P.3.1. BUpo6HMKM 3a3HAYEHO AiNbHULIIO 3 HACTYMHO
"MikpobionoriyHa Ha3Bow Ta agpecoto: Eurofins Pharma A/S
yncrora™ Standesplanaden 110 DK-2665 Vallensbaek Strand
EypodiHc Biocdapma Denmark). BuHeceHHs1 BUpobHuka, Lo Bignosigae 3a
Mpopakt TecTiHr BUNpobyBaHHs 3a nokasHukom «MikpobionoriyHa
HeHmapk A/C, OaHisa unctota» B MKA 13 (gaHuin BupobHuk 6yB npucyTHIN B
MaTepianax peecTpauifiHoro Aocbe). 3a3Ha4yeHHs
BUPOBHNYMX PYHKLIN ANs 3aTBEPAKEHUX BUPOOHWKIB:
3aTtBepaxeHo: X. JlyHabek A/C, Oanis H. Lundbeck,
Denmark 3anponoHoBaHo: BupobHULTBO
Hepo3dacoBaHOro NPOAYKTY, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, Bunyck cepin: X. Jlynabek A/C, Oania H.
Lundbeck, Denmark BunpobyBaHHsi 3a NokazHUKOM
«MikpobionoriyHa uncrotax»: EypodiHc biochapma
MpopakT TecTiHr fleHmapk A/C Eurofins Biopharma
Product Testing Denmark A/S Exeb‘epreein 1 2600
I'noctpyn fanisi Oernebjergvej 1 2600 Glostrup Denmark
126. CEPOONEKT TabneTkn, BKpUTI JlyHoGek [Oanis BUPOOHMLTBO OaHis BHECEHHS 3MiH [0 peecTpaLliiHux maTtepianis: 3MiHu | 3a UA/5601/01/02
060roHKo, Mo 12 Mr; no Ekcnopt A/C Hepo3gacoBaHOro TUny - AOMiHiCTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHsI peuyenmom

14 Tabnetok y bnictepi;
no 2 6nictepu B
KapTOHHIN kopobui

npoaykTy, NepBUHHE
Ta BTOPUHHE
naKyBaHHs1, BUMYCK

Ta/abo agpecu MicLs NPOBaKEHHs AiAnbHOCTI
BMpOBHUKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKITHOYalouM AinbHUL BUNYyCKy cepii abo micue
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

cepin:

X. Nynnbek A/C,
DaHis;
BMNpobyBaHHSA 3a
NoKa3HUKOM
"MikpobionoriyHa
yncrora™
EypodiHc Biochapma
MpogakT TecTiHr
Oenmapk A/C, Oanis

NpoBEeAEHHS KOHTPOIIO AKOCTI. (AISNbHICTb, 3a AKy
Bignosigae BMPOGHMK/iIMNOpTep, He BKMOYa4M BUMYCK
cepin) - 3MiHa Ha3BMW Ta agpecu JinbHuLi, sika Bignosigae
3a MiKpOBIONOriYHMI KOHTPOMb (B 3aTBEpPAXKEHOMY pO3Aini
3.2.P.3.1. BUpo6HWKM 3a3HaAYEHO AiNbHULII0 3 HACTYMHO
Ha3Bow Ta agpecoto: Eurofins Pharma A/S
Standesplanaden 110 DK-2665 Vallensbaek Strand
Denmark). BuHeceHHs BUpobHuka, Lo Bignosigae 3a
BMMNpobyBaHHs 3a nokasHukom «MikpobionoriyHa
unctota» B MKA J13 (gaHuin BupobHuk 6yB npucyTHIN B
Marepianax peecTpauifiHoro Aocbe). 3a3HayeHHs
BMPOGHUYMX (DYHKLIN NSt 3aTBEPOKEHUX BUPOBHUKIB:
3atBepaxeHo: X. JlyHabek A/C, Oanis H. Lundbeck,
Denmark 3anponoHoBaHo: BupobHuLTBO
Hepo3dhacoBaHOro NpPoAyKTY, NEpBUHHE Ta BTOPUHHE
nakyBaHHs, Bunyck cepin: X. Jlynabek A/C, Oania H.
Lundbeck, Denmark BunpobyBaHHsi 3a MokasH1KOM
«MikpobionoriyHa yncToTa»: EypodiHc Biocapma
MpopakT TecTiHr fleHnmapk A/C Eurofins Biopharma
Product Testing Denmark A/S Exeb‘epreein 1 2600
I'noctpyn Oanisi Oernebjergvej 1 2600 Glostrup Denmark

127.

CIHEIrPA

TabneTku, BKpUTI
NniBKOBOK 0OOMOHKOM,
no 25 mr no 4 tabnetku y
6nictepi; no 1 6nictepy y
KapTOHHIN ynakosLi; no 1
Tabnetui y 6nictepi; no 1
onictepy y KapTOHHI
ynakosLi

HOBEN INAY
CAHAI BE
TIIXKAPET

ALl

TypeuunHa

HOBEN INAY CAHAI
BE TIO>KAPET A.LL.

Typeyun
Ha

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHn ||
TMny - 3MiHK Wopo 6e3nekn/edpekTUBHOCTI Ta
apmakoHarnsigy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAAYi peecTpaLlinHoro

noceigyeHHs, Bktovatouy MNnaH ynpaeniHHS pyuankamu

(3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€) NnogansLoro
06I'PYHTYBaHHS HOBYMM J04ATKOBUM AaHUMU, LLO MaloTb
HapaBaTUCSt KOMMETEHTHUM OPraHoOM, OCKiNbKM

BMMaraeTbCsi CyTTEBA OL{iHKA KOMNETEHTHNM OpraHoMm)

BukoHaHHs1 3000B'si3aHb BigNOBIAHO 0 MignyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 oo Nopsaky npoBeaeHHs

eKcnepTm3n peecTpaliiHnx maTtepianis Ha nikapcbki
3acobu, Lo NoaaThCs Ha Aep)KaBHY peecTpauito

(nepepeecTpalito), a Takox ekcnepTu3n MaTtepianis Nnpo

BHECEHHS 3MiH 0O peecTpaLiiHuX maTtepianis NpoTSrom

nii peecTpaLiiHOro NoCBigYEHHS!, 3aTBEPAKEHOTO

Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy

MO3 Big 23.07.2015 Ne 460)

3MiHU BHeCeHi [0 iHCTPYKLii y po3ainu "®apmakonoriyHi

BrnacTmBocTi" (yTo4YHEeHHs), "poTunokasaHHs",
"B3aemogis 3 iHWMMK nikapcbkumm 3acobamm Ta iHLLi
BMAM B3aemogin", "OcobnmBoCTi 3acTocyBaHHs",
"3paTHiCTb BNNMBaTW Ha LWBUAKICTb peakuii Npu kepyBaHHi

aBTOTpaHCMnopToM abo iHWUMK MexaHiamammn" 3rigHo 3
iHbopMmaLlieto Woao MeanyHoro 3acToCcyBaHHS

pedhepeHTHOro nikapcbkoro 3acoby (BIAFPA®, TabneTku,
BKPUTI NNiBKOBOK 060M0HKO)BBEAEHHST 3MiH NpOTSrom 3-
X MicsLiB Nicrs 3aTBEPAXEHHS.

3a
peuenmom

UA/15696/01/01

128.

CIHETPA

TabneTkn, BKpUTI

HOBEN INAY

TypeyvynHa

HOBEN INAY CAHAI

Typeyyn

BHECEHHS 3MiH 4O peecTpauiiH1x maTepianis: 3miHu |l

3a

UA/15696/01/02
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

MNniBKOBOK 0BOOHKOI0,
no 50 mr no 4 TabneTtku y
6nictepi; no 1 6nictepy y
KapTOHHIN ynakosLi; no 1
Tabnetui y 6nictepi; no 1
6ricTepy y kKapTOHHIN
ynakoBLi

CAHAI BE
TIIXKAPET
AL

BE TII>KAPET A.LLL.

Ha

Tmny - 3MiHn Wwoao 6e3nekn/edpekTNBHOCTI Ta
dapmakoHarnsgy. BHeceHHs abo 3miHa(un) o
3060B's13aHb Ta YMOB BuAayi peecTpaLiiHoro
noceigyeHHs, Bktovatoun MNnaH ynpaeniHHS pyuankamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(e) noganbLIOro
06I'pYHTYBaHHS HOBMMMW J04ATKOBUM JaHUMW, LLO MaloTb
HapaBaTUCS KOMMETEHTHUM OPraHOM, OCKiNbKM
BMMaraeTbCsi CyTTEBA OLjiHKA KOMNETEHTHNM OpraHoMm)
BukoHaHHs 30608B's13aHb BignoBigHo Ao nianyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 go MNopsaky npoBeaeHHS
eKCnepTn3n peecTpauinHnx maTepianis Ha nikapcbkKi
3acobu, Lo NofJalTbCs Ha AepXKaBHY peecTpalLlito
(mepepeecTpadito), a Takox ekcnepTnan martepianis npo
BHECEHHS 3MiH 0O peecTpauinHnX maTepianis NpoTaroMm
Oil peecTpauiiHOro NocBigYeHHs, 3aTBepAXeHOoro
Hakazom MOS Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Big 23.07.2015 Ne 460)
3MiHV BHeCeHi Ao IHCTPYKLii y po3ainu "dapmakonoriyHi
BracTmBoCTi" (yTo4YHeHHs ), "MNpoTunokasaHHs",
"B3aemogis 3 iHWMMM nikapcbknuMu 3acobamm Ta iHLui
BMAaM B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"34aTHICTb BNNMBATW Ha LWIBMAKICTb peakuii Npu kepyBaHHi
aBTOTPaAHCMOPTOM abo iHLWMMU MexaHiamamun" 3rigHo 3
iHdbopmaLieto Woao MegnyHoro 3acTocyBaHHs
pedepeHTHOro nikapcbkoro 3acoby (BIATPA®, Tabnetku,
BKpUTi NNiBKOBOK 060MoHKo0)BBEAEHHSI 3MiH MpoTarom 3-
X MicsiliB nicns 3aTBEPAYKEHHS.

peuenmom

129.

CIHEIPA

TabneTku, BKpUTI
NniBKOBOK 0BOMOHKOI0,
no 100 mr no 4 Tabnetkn
y bnictepi; no 1 6nictepy
Y KapTOHHIN ynakosLi; No
1 TabneTui y 6nictepi; no
1 6nicTepy y KapTOHHiW
ynakosLi

HOBEN INAY
CAHAI BE
TIIXKAPET

ALl

TypeuunHa

HOBE INAY CAHAI
BE TIO>KAPET A.LL.

Typeyuun
Ha

BHECEHHS 3MiH 40 peecTpauinHux matepianis: 3MiHn ||
TMny - 3MiHn Wopo 6e3nekn/edpekTUBHOCTI Ta
apmakoHarnsigy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAAYi peeCcTpaLlinHoro

noceigyeHHs, Bktovatouy MNnaH ynpaeniHHS pyuankamu

(3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€) NogansLoro
06I'PYHTYBaHHS HOBYMM J04ATKOBUM AaHUMU, LLO MaloTb
HapaBaTUCst KOMMETEHTHUM OPraHoOM, OCKiNbKM

BMMaraeTbCsi CyTTEBA OL{iHKA KOMNETEHTHNM OpraHoMm)

BukoHaHHs1 3000B'si3aHb BigNOBIAHO 0 MignyHkTy 1.8.2
nyHkTy 1.8 gogatky 5 oo Nopsaky npoBeaeHHs

eKcnepTn3n peecTpaliiHnx martepianis Ha nikapcbki
3acobw, Lo NoAAaTbCA Ha AePKaBHY peecTpalliio

(nepepeecTpalito), a Takox ekcnepTu3n Martepianis Nnpo

BHECEHHS 3MiH 0O peecTpaLiiHuX maTtepianis NpoTSrom

nii peecTpaLiiHOro NoCBigYEHHS!, 3aTBEPAKEHOrO

Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy

MO3 Big 23.07.2015 Ne 460)

3MiHU BHeCeHi [0 iHCTPYKLii y po3ainu "®apmakonoriyHi

BrnacTmBocTi" (yTo4YHeHHs), "NpoTunokasaHHs",
"B3aemogis 3 iHWMMK nikapcbkumm 3acobamm Ta iHLLi
BMAM B3aemogin", "OcobnmBoCTi 3acTocyBaHHs",
"30aTHiCTb BNIMBATU Ha LWUBMAKICTb peakLuii npy KepyBaHHI

3a
peuenmom

UA/15696/01/03
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[IponoBxkeHHs gojaTka 3

Ne
n/n

JlikapcbK020

Hasea

3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

aBTOTPaAHCMNOPTOM abo iHWUMK MexaHismammn" 3rigHo 3
iHdbopmaieto Woa0 MeanyHOro 3acTocyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (BIATPA®, TabneTku,
BKpUTI NNiBKOBOIO 060mMoHKo0)BBEAEHHS 3MiH npoTsarom 3-
X MicsLiB nicns 3aTBEPOYKEHHS.

130.

cMoeninia 20 %

eMynbCis Ans iHysin no
100 mn, abo no 250 mn,
abo no 500 mny
nakoHi; no 1 abo no 10
NaKkoHiB y KAPTOHHIN
Kopobui

®peseHiyc
Kabi

HonunaHg
6X

Himeuunna

®peseHiyc Kabi
AscTpia 'm6X

ABCTpis

BHECEeHHS 3MiH [0 peecTpauiiHux maTtepianis:
3MiHM | TUny - 3mMiHa y MeToax BMNpobyBaHHSA roToBOro
nikapcbKkoro 3acoby - 3MiHa meTogy BUNpobyBaHHS 3a
po3ainamu: 10. Po3noain xxmpoBmnx 4acTtok emynbcii. 11.
CepeHii po3Mip 4acTOK XXMPOBOI eMynbCii BignosigHo 4o
maTepianis BUpObHMKa; 3MiHa MeToAy BUNPODbYyBaHHs 3a
n. 8. BinbHi xupHi kncnotn. 3 cnekTpodoTOMETPUYHOIO
MeToAy Ha NOTEeHUiOMEeTpPUYHE TUTPYBaHHS; 3MiHu | Tuny -
3MiHa napameTpiB crneumdikauin Ta/abo 4OMyCTUMUX MexX
roTOBOrO fikapcbkoro 3acoby - 3amiHa cneuumdikadii 3a
posginamu: 10. Po3nogain xxupoBux 4acTok eMynbCii
(3anponoHoBaHo: <5mkm 100%); 11. CepegHiit po3mip
4YaCTOK XMPOBOI eMyrbCii (3anponoHoBaHo: <0,5MkM) B
3B"3KY 3i 3MiHOIO METOAMKN BUNPOOYBaHHS, OCKiMbKN
HOBa MeToAMKa € BinbL YyTnMBoto, BiAMOBIAHO A0
nigTBEpAXeHHs Woao 3aTBepAKeHHs 3MiH B LLBeuii;
3MiHM | Tuny - 3mMiHa y MeToax BMNpobyBaHHSA roToBOro
nikapcbKkoro 3acoby - 3miHa meTogy BUNpobyBaHHS 3a
nokasHukom 6. docdop (3anponoHoBaHO: aTOMHO-
eMiCillHa CMEeKTPOMETPIS 3 iHAYKTUBHO 3B 513aHOH0
nnasmoto); 3MiHu | Tuny - 3MiHa y MeTofax BUNpobyBaHHs
roTOBOrO fikapcbKoro 3acoby - He3HauyHa 3MiHa METOAUKM
BM3HayeHHs DL- a-Tokodepony (napameTpiB KOMOHKY i
NPEKOSIOHKM, TOLLO)

3a
peuernmom

UA/13846/01/01

131.

CONEAYM® OAnA

LITEN

racTpope3nCTEHTHI
kancynu m ki no 100 mr,
no 20 kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHIN kopobuj; no 25
Kancyn y 6nictepi; no 2
abo no 4 6nictepn B
KapTOHHi Kopobui

Kaccenna-
mea M'voX &
Ko. KI

Himeuunna

HaHEeCEHHS MOKPUTTS,
nepBUHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SIKOCTI,
BUMYCK Cepii:
Knoctepdpay BepniH
'M6X, Himeuunha;
nepBUHHE Ta
BTOPWHHE NaKyBaHHS:
ApTecaH ®apma
'mBbX & Ko. KT,
HimeyuuHa;
BTOPUHHE MaKyBaHHS:
ApTtecaH ®apma
'mBbX & Ko. KT,
Himeuunha;
BMPOGHMLITBO Karncyn
(6e3 nokputTs) in
bulk:
KataneHTt HimeyunHa
E6Gepbax MmbX,

Himeuun
Ha/
PyMmyHis

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - AGMiHicTpaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro
3acoby - 3atBepmxeHo: Coneagym Ans aitew.
3anponoHoBaHo: ConegymM® ans giten.

be3
peuenma

UA/15105/01/02
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[IponoBxkeHHs gojaTka 3

Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
20
nocei04YeHHs1

HimeuunHa;
BMPOBHMLITBO Kancyn
(6e3 nokputTs) in
bulk:

C.K. Csicckanc
PymyHia C.P.J1.,
PymyHis

132.

CONEOYM®
®OPTE

racTpope3nCTeHTHi
Kkancynu m'ski no 200 wmr,
no 20 kancyn y énicrepi;
no 1 6nictepy B
KapTOHHIM kopobui; no 25
Kancyn y 6nictepi; no 2
abo 4 Gnictepu B
KapTOHHi Kopobui

Kaccenna-
men M'moX &
Ko. KI

HimevunHa

HaHeCEeHHS NMOKPUTTS,
nepBUHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPOrb SIKOCTI,
BMNYCK Cepil:
Knoctepdpay BepniH
'mM6X, HimeuuunHa;
nepBUHHE Ta
BTOPUHHE MaKyBaHHS:
ApTecaH ®apma
'vbX & Ko. KT,
Himeuunna;
BTOPWHHE MaKyBaHHS:
ApTecaH ®apma
'vbX & Ko. KT,
HimeyuuHa;
BMPOGHMLTBO Karncyn
(6e3 nokputTS) in
bulk:
KataneHTt HimeyuunHa
E6epbax MmbX,
HimeyunHa;
BMPOGHMLTBO Karncyn
(6e3 nokputTS) in
bulk:

C.K. Csicckanc
PymyHia C.P.J1.,
PymyHig

Himeuun
Ha/
PymyHis

BHECEeHHS 3MiH [0 peecTpaliiiux maTtepianis: 3MiHu |
TMNy - AOMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro
3acoby - 3aTBepaxeHo: Conepym doprTe.
3anponoHoBaHo: Conegym® dopTe.

6e3
peuenma

UA/15105/01/01

133.

COPBEHTOMAKC

renb opanbHui, 0,7 r/r,
no 135 ra6o no 270,
abono405ry
KOHTelHepi; no 1
KOHTeViHepy B kopobLi 3
KapTOHyY

ToBapucTso 3
obmMexeHo
BiANOBiAanbHi
cTio
"®apmaueBTn
YHa KOMNaHis
"3popos'a"

YkpaiHa

ToBapucTso 3
obmexeHo
BiANOBIganNbHICTIO
"®apmMaueBTNYHa
KomnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu |
Tuny - AOMiHicTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHS!
Ta/abo agpecy 3asiBHVKa (BNacHWKa peecTpaLiiHoro
NocBigYeHHs1) - 3MiHa agpecu 3asiBHVKa. BBegeHHs 3MiH
NpoTArom 6-Tn MicAUIB Micns 3aTBepAXeHHs. 3MiHu | Tuny
- AgMmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo
agpecy Micusi NPOBaMKEHHS AisiNbHOCTI
BMpPOBHUKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BKIOYaloumM ginbHUL BUNycky cepii abo micue
NpOBeAEHHS KOHTPOIO SKOCTI. (QiANbHICTb, 3a AKY
BignoBigae BMPOGHMK/iIMNOpTEp, BKIOYaUM BUMYCK
cepiit) - 3MiHa agpecy BMpobHUKa ToBapucTBO 3
obmexeHoto BignosiganeHicTio "®apmavueBTnyHa
KoMnaHisi "3gopoe's”, YkpaiHa, 6e3 3miHu micus
BUPOGHMLTBA. 3MiHM BHECEHI B iHCTPYKLiO Ansi

be3
peuenma

UA/13587/01/01
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
MEANYHOro 3aCTOCYBaHHS LWOAO HaiMEHYBaHHA Ta
MicLie3Haxo4KeHHs1 BUPODOHMKa, Sk Hacnigok — BianoBiaHi
3MiHM y TEKCT MapKyBaHHsI YNaKoBKM NikapCbkoro 3acoby.
BBeneHHs 3MiH npoTarom 6-Tu micauiB nicns
3aTBepAxeHHs. 3miHu | Tuny - 3miHn WwWopo
6e3neku/edekTUBHOCTI Ta dhapmakoHarnsay (iHwi 3miHu) -
3aMiHa 3aTBepAXeHOro rpadpiyHoro oPopMIeHHs
NepBWHHOI Ta BTOPVMHHOI YNakoBOK HA OHOBIEHWUI TEKCT
MapKyBaHHs1 YNakoBOK 3 BiAMNOBIAHUMW 3MiHaMu 4O
po3sginis MKA N3 (po3gain «lpadivHe ocbopmneHHs»
3aMiHeHo po3ginom «MapkyBaHHsI») AnsA ynakosku no 135
r, 270 r, 405 r y koHTeHepax. BBegeHHs 3MiH NpoTsirom
6-T1 MicAUiB nicnsa 3aTBEPAXEHHS.
134. COPBEHTOMAKC renb opanbHuii, 0,7 r/r, in | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiux maTtepianis: 3MiHu | - UA/14540/01/01
bulk: no 135ry obmexeHoto obmexeHo TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaMeHyBaHHSs
KOHTelHepi; no 60 BignoBsiganbHi BiANOBiAANbHICTIO Ta/abo agpecu 3asBHUKA (BNacHUKa peecTpauiiHoro
KOHTeWHepiB y Kopobui 3 cTio "dapMaueBTUYHa noceigyeHHs) - 3MiHa agpecy 3asBHVKa. BBegeHHst 3aMiH
KapToHy; in bulk: no 270 r | "®apmaueBTn KomMnaHis "3gopos'a" NpOTSArom 6-Tu MicsLiB nicns 3aTBepaXeHHs. 3MiHu | Tuny
y KOHTewHepi; no 30 YHa KOMNaHis - AgmiHicTpaTuBHi 3MiHW. 3MiHa HaiMeHyBaHHSA Ta/abo
KOHTeWHepiB y Kopobui 3 "3popos'a" agpecu Micua NpoBaKeHHS OisinbHOCTI
KapToHy; in bulk: no 405 r BMPOGHUKa/iMnopTepa roToBoro nikapcbkoro 3acoby,
y KOHTewHepi; no 20 BKITHOYA0uM AinbHWLI BUNycky cepii abo micue
KOHTeWHepiB y Kopobui 3 NpOBEAEHHS KOHTPOIIO SIKOCTI. (AiSNbHICTb, 3a Ky
KapToHy; in bulk: no 50 kr Bianosigae BUPOGHMK/iMNoOpTEp, BKIOYaUM BUMYCK
abo no 100 kr y naketax cepivt) - 3MiHa agpecu BMpobHuka ToBapucTBo 3
noABiINHNX 3 NNiBKN obmexeHoto BignosiganesHicTio "®apmavueBTnyHa
nonieTuneHoBoi KoMnaHisi "3popos's”, YkpaiHa, 6e3 3aMiHu micus
BMPOGHMLTBA, BiANOBIAHI 3MiHW Yy TEKCT MapKyBaHHS
yMakoBKM nikapcbKkoro 3acoby. BBeaeHHs 3MiH NpoTsrom
6-Tn micauiB nicna 3aTBepAXeHHs. 3miHn | Tuny - 3miHn
oo 6esnekn/edeKTBHOCTI Ta dhapmakoHarnsgy (iHLwi
3MiHK) - 3aMiHa 3aTBEPAXXEHOro rpadivHOro opopMmneHHs
NepBUHHOI Ta BTOPUHHOI YNaKOBOK HA OHOBIEHUIN TEKCT
MapKyBaHHS yMakoBOK 3 BiANOBIAHUMY 3MiHaMu O
po3ainis MKA N3 (po3ain «lpadivyHe opopMneHHa»
3amiHeHo po3ginom «MapkyBaHHs») Ans ynakosku no 135
r, 270 r, 405 r y koHTenHepax. BBegeHHs 3MiH MpoTArom
6-Tn MicauiB Nicnsa 3aTBEpAXEHHS.
135. CMUPTON® PO34UH AN 30BHILLHLOIO MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH 0 peecTuinHmx maTepianis: 3miHu | Tuny - 3a UA/12877/01/01
3actocyBaHHs 96 % no "®ITOPAPM" AnMiHicTpaTuBHi 3MiHW. 3MiHa Ha3Bu nikapcbkoro 3acoby - | peuenmom
100 mn y donakoHax 3aTtBepaxeHo: CnmpTton 3anponoHoBaHo: CnvpTon®
BBeaeHHs 3miH npoTsirom 3-Xx MicsAuiB nicns
3aTBEPXKEHHS
136. TAIPICCO TabneTku, BKpUTI AcTtpa3eHeka LLseuis Actpa3eHeka Ab LLseuis BHECEHHS 3MiH [0 peecTpaLiiHux maTepianis: 3miHu Il 3a UA/16232/01/02
NNiBKOBOIO 0B6OMOHKOI0, ABb TMny - 3MiHK Wwopao 6esnekn/edPeKTUBHOCTI Ta peuernmom

no 80 mr no 10 TabneTok
y 6nictepi; no 3 6nictepn
Y KapTOHHII kopobui

hapmMakoHarnagy. 3MiHM y TepaneBTUYHMX NOKasaHHAX
(mogaBaHHs HOBOIO TEepaneBTUYHOIO NokasaHHs abo
3MiHa y 3aTBepAXeHOMY MOoKa3aHHi) - 3MiHW BHECEHO A0
IHCTPYKLUIT ANA MeAMYHOro 3aCTOCYBaHHS iKapCbKOro
3acoby Ao po3giny "MokasaHHsA", a TakoX, SIK HAcnigok, Ao
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
noceid4yeHHs1
po3ginis "®apmakonoriyHi BnactnsocTi", "OcobnmeocTi
3actocyBaHHs", "Cnocib 3actocyBaHHsi Ta fo3n", "MobiuHi
peakuii”. BBegeHHs 3MiH NpoTArom 6-Tu MicsiLiB nicns
3aTBEPAXKEHHS
137. TArPICCO TabneTkn, BKpUTI AcTpa3eHeka LLIseuis AcTtpa3eHeka Ab LLseuis BHECEHHS 3MiH [0 peecTpaLiiHux maTepianis: 3miHu I 3a UA/16232/01/01
NniBKOBOI 0BOMOHKOIO, ABb TMny - 3MiHK Wopao 6e3nekun/edekTUBHOCTI Ta peuenmom
no 40 mr no 10 TabneTok dapmakoHarnsgy. 3MiHM y TepaneBTUYHNX NoKa3aHHAX
y 6nictepi; no 3 6rictepn (mogaBaHHsA HOBOro TepaneBTUYHOIO NokasaHHs abo
Y KapTOHHII kopobui 3MiHa y 3aTBEepAXXEHOMY MOKa3aHHi) - 3MiHW BHECEHO A0
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS MikapCbKoro
3acoby go posainy "lMNokasaHHsa", a TakoX, K HAacMigoK, A0
po3ginis "®apmakonoriyHi BnactusocTi", "OcobnueocTi
3actocyBaHHs", "Cnocib 3actocyBaHHsi Ta fo3n", "MobivHi
peakuii". BBegeHHs 3MiH NpoTArom 6-Tu micauis nicna
3aTBEPAXEHHS!
138. TEBETEH® TabneTkn, BKpUTI A660TT HigepnaHg | MaiinaH JlabopaTtopis PpaHuis BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: 3a UA/3640/01/01
NniBkoBoK 060MOHKOIO, Xenckea 7] CAC 3MiHM | TUNY - 3MiHW O IHCTPYKUIT ANS MeAUYHOro peyenmom
no 600 mr no 14 Mpogaktc B.B. 3acTocyBaHHs Ao po3ainy "MobivHi peakuii”. BBegeHHs
Tabnetok y 6nictepi; no 1 3MiH NpoTArom 3-x MicsiLiB Nicns 3aTBepAXeHHs
abo 2 bnictepn y
KapTOHHIN Kopobui
139. | TOBPOCONT® Kpanni o4Hi, po3uuH, 3 BapLuaBcbkuin MonbLa BapluaBcbkuii MonbLwa BHECEHHS 3MiH IO peecTpaLiiHMX maTepianis: 3a UA/13493/01/01
Mr/mMnno 5 mny capmaueBTny hbapmaueBTUYHUI 3MiHu | Tuny - 3miHn Wwopo 6e3neku/edekTnBHOCTI Ta peuyenmom
dnakoHi-kpanenbHuLi, no HWI 3aBoA 3aBog Monbdra AT hapmakoHarnsgy. BeegeHHs abo 3miHn o y3aranbHeHux
1 cpnakoHy-kpanenbHuLi Monbda AT AaHuX nNpo cuctemy capmakoHarnsagy (BBeAeHHS
3 KOHTPONIEM NepLUOro y3aranbHeHUX AaHuX Npo cuctemy capmakoHarnsgy,
PO3KPUTTS B KAPTOHHIW 3MiHa YNoBHOBaXxeHOi 0cobu, BiAnoBiAanLHoI 3a
Kopobui 3[iiCHEHHS chapMaKoHarnsay; KOHTAKTHOT 0cobu 3
dapMakoHarnsagy 3asiBHVMKa Ans 34iNCHeHHs
dapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHaA Big,
yNOBHOBaXKeHOI 0cobw, BignoBigansHoI 3a 30iNCHEHHSs!
apmakoHarnsigy (BkIovakouy KOHTaKTHI AaHi) Ta/abo
3MiHM Y po3MilLleHHi MacTep-caiina cuctemu
capmakoHarnagy) - KoHtaktHa ocoba BignoBigansHa 3a
apmakoHarnsia: NponoHoBaHa pefakuis: TaHacoBa
3opsiHa MukonaiBHa. 3MiHa KOHTaKTHUX AaHUX
140. TPUTTIKO TabneTkyn NPonoHroBaHoi AsieHge ITanis, AsieHge Kimike ITanis BHECEHHS1 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/9939/01/01
aiino 75 mrno 10 Kimike PiyHiTe ITanis, PiyHiTe ArxeniHi 3MiHu Il Tuny - 3MiHa BUpOGHMKa BUXiQHOrO/MPOMiXXHOIO peuenmom
Tabnetok y 6nictepi; no 3 AHxeniHi ITania PpaHyecko NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTBLCS Y
6nicTepu B KapTOHHI dpaHyecko AK.P.A®. C.nA. BMpoGHMYoMy npoueci A®I, abo 3miHa BUpobHuka
nayi; no 15 tabnetok y AK.P.A®. (Bkntoyaroun, oe HeobxiaHo, MicLe NPoBEAEHHS KOHTPOMO
6nictepi; o 2 6nictepu B C.nA akocTi) APl (3a BigcyTHOCTI cepTudikaTa BiAnoBiAHOCTI

KapTOHHIN nayui

€Bponeicbkinn dhapmakonei y 3aTBepaXeHOMy A0CbE) -
HafaHHA geTanbHoi iHdopmauii Woao 30BHILLHIX
BMPOOHWKIB MPOMDKHMX CMOMYK, SiKi BUKOPUCTOBYIOTHCH
npu BupobHuuTBi AP| TpazogoHy HCI 1-(3-Chloropropyl)-
4-(3-chlorophenyl) piperazine (AF2335), a came
3a3HayvyeHHs agpecu Ta Ha3Bu BUPOOHMKA BUXIQHOT
cmpoBuHU AP yxe 3aTBEpAXXEHUX BUPOOHWMKIB; Ha4aHHSs
AeTtanbHoi iHdopmauii WoAo 30BHiLLHIX BUPOBHMKIB
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NPOMIKHUX CMOMYK, SKi BAKOPUCTOBYOTLCH NpK
Bupo6HuUTBi A®I TpasogoHy HCI 1,2,4-Triazol-[4,3-
a]pyridine-3-(2H) - one (AF1074), a came 3a3Ha4YeHHs
appecu Ta Ha3Bu BUpOOHMKa BMXiAHOT cnpoBuHn Ad| yxe
3aTBEPAXEHNX BUPOBHMKIB

141.

TPUTTIKO

TabneTku NPoNoHroBaHoi
niino 150 mrno 10
Tabnetok y 6nictepi; no 2
6rictepu B KApTOHHIN
nayui

AszieHge
Kimike PiyHiTe
AHXeniHi
dpaHyecko
AKP.AO.
C.n.A.

ITanis,
ITanis,
ITanis

AsieHae Kimike ITanisa
PiyHiTe AnxeniHi
dpaHyecko

AKP.A®. CnA.

BHECEeHHS 3MiH [0 peecTpauiiHux maTtepianis:
3miHu |l Tvny - 3MiHa BUPOGHMKA BUXIZHOrO/MPOMIKHOTO
NpoAYyKTYy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMpoGHMYOMY npoueci ADI, abo 3miHa BUpobHUKa
(Bknovaroum, e HeobXigHO, Micue NPOBEAEHHSI KOHTPOSO
sikocTi) APl (3a BigcyTHOCTI cepTudikaTa BignoBigHOCTI
€Bponewcbkin hapmakonei y 3aTBepaXeHOMY A0CbE) -
HaZaHHsA geTanbHoi iHopmauii Woao 30BHiLLIHIX
BMPOOHMKIB MPOMDKHUX CMOMYK, SKi BUKOPUCTOBYIOTLCSA
npu BupobHuuTBi ADI TpasogoHy HCI 1-(3-Chloropropyl)-
4-(3-chlorophenyl) piperazine (AF2335), a came
3a3HayeHHst agpecu Ta Ha3BW BUPOBHMKA BUXIOHOI
cupoBuHU AdI yxe 3aTBEpIAXEHUX BUPOOHUKIB; HaQaHHS
AeTanbHoi iHpopmaLii LLoAO 30BHILLHIX BUPOOHUKIB
NPOMDKHUX CMOMYK, SKi BUKOPUCTOBYIOTLCS NpW
Bupo6HUUTBI A®I TpasogoHy HCI 1,2,4-Triazol-[4,3-
a]pyridine-3-(2H) - one (AF1074), a came 3a3Haj4eHHsi
appecu Ta Ha3Bu BUpoOHMKa BMXiAHOT cupoBuHN AD| yxe
3aTBEPAXXEHNX BUPOBHUKIB

3a
peuernmom

UA/9939/01/02

142.

YHOEBIT

apaxe, no 50 gpaxe y
KOHTENHepi, no 1
KOHTENHepy B nauyui 3
KapToHy; no 50 gpaxe y
KOHTENHepI

MAT
"BITAMIHWN"

YkpaiHa

MNAT "BITAMIHN" Ykpaina

BHECEHHS 3MiH IO peecTpaLinHMX maTepianis:
3MiHM | TUNY - NoAaHHSA HOBOTO cepTudikaTy BiANOBIAHOCTI
€ponevicbkoi papmakonei Ne RO-CEP 2011-077-Rev 01

Big HoBOro BMpo6Huka A®| TiamiHy rigpoxnopug (B1)
Jiangxi Tianxin Pharmaceutical Co., Ltd., China; 3miHu |
TUNy - NOA4AaHHSA HOBOTO cepTudikaTy BiANOBIAHOCTI
€sponevicbkoi dapmakonei Ne R1-CEP 2011-069-Rev 00
Big HoBOro B1po6Huka APl PubodnasiH (B2) BASF
Company Ltd., Republic of Korea; 3miHu | Tuny - nogaHHs
HOBOro cepTudikaTty BignoBigHOCTi €BponenchbKol
tapmakonei Ne RO-CEP 2013-165-Rev 00 Big HoBoro
BupobHuka A®I MipuaokcnHy rigpoxnopua (B6) Jiangxi
Tianxin Pharmaceutical Co., Ltd., China; aminu | Tuny -
noAaHHA HoBOro cepTudikaty BignoBigHOCTI
€ponevicbkoi papmakonei Ne RO-CEP 2014-172-Rev 00
Big HoBOro BupobHuka A®I LliaHoko6onamiH (B12) Ningxia
Kingvit Pharmaceutical Co., Ltd., China

be3
peuenma

UA/5605/01/01

143.

YPOINPEC®

cnpew HasanbHuiA, 0,1 mr/
mn no 2,5 mn abo no 5
My dornakoHi; no 1
dnakoHy B nayui 3
KapTOHy

MAT
"®apmak”

YkpaiHa

MAT "®dapmak” YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis:
3MiHu | TUny - 3mMiHa y meTogax BuNpobyBaHHSA rOTOBOro
nikapcbkoro 3acoby (HeaHa4yHa 3MiHa y 3aTBEpPOXKEHUX
mMeTogdax BUNpobyBaHHS); 3MiHM | Tuny - 3MiHa napameTpis
cneundikain Ta/abo 4ONYCTUMUX MEX rOTOBOrO
nikapcbKkoro 3acoby (BUINy4YeHHs1 HE3HAa4YHOro NoKasHuKa
(ranpuknag 3acTapinoro nokasHvka, Takoro sk 3anax Ta
cmak, abo ineHTudikauist 6apBHUKIB UM CMaKOBUX
[o6aBok)); 3milu | Tuny - 3MiHa y napameTpax

3a
peuenmom

UA/6944/02/01




Ne

Hasea

57

n/n

JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

[IponoBxkeHHs gojaTka 3

Homep
peecmpauyitiHo
EL)

144,

YPOPEK

Kancynu Teepgi no 4 mr

Pekoppaari

Ipnangis

cneuudikauin Ta/abo 4oNyCTUMUX MEX, BUSHAYEHNX Y
cneumdikauisx Ha A®l, abo BMXigHUIN/MPOMIXKHWIA NpoayKT/
peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHUUTBa
A®I; 3miHum | TMny - 3miHa y meTogax BunpobyBaHHs ADI
abo BuxigHoro matepiany/npomikHoro
NpoAyKTYy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMpobHuuTBa API; 3MmiHM | TUMY - 3mMiHa y napameTpax
cneuudikauin Ta/abo 4OoNyCTUMUX MeX, BU3HAYEHUX Y
cneumdikauisix Ha A®I, abo BMUXigHUIA/NPOMIXXHWI NpoayKT/
peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLeCi BUPOOHMLITBA
A®I; 3miHm | TUNY - 3mMiHa napameTpiB cneuudikauin
Ta/abo [onyCTUMUX MeX roTOBOrO NikapcbKoro 3acoby
(iHWi 3MiHK); 3MiHK | TUNY - 3MiHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha AdDl, abo BUXigHUIN/NPOMIXKHUI NpoayKT/
peareHT, L0 BUKOPUCTOBYIOTLCS Y MPOLeCi BUPOOHMLITBA
A®I (iHWi 3MmiHW); 3miHKM | TMNy - 3MiHK 3 AkocTi. API.
KoHTponb AdI

nocei04YeHHs1

no 10 kancyn y 6nicTepi;
no 1, abo no 3, a6o no 5,
abo no 9 6nictepiB y
KapTOHHIN nayui

Aineng NTg

Pexoppaarti Ingactpia
Ximika e
®apmacesTika C.n.A.

ITanis

BHECEHHS 3MiH [0 PEECTLiNHNX MaTepiarniB: YTOYHEHHS
npoueaypu B Hakasi MO3 Ykpainu Ne 908 Big
11.05.2018 B npoueci BHeCeHHs1 3MiH - 3MiHu | Tuny:
3MmiHu 3 sikocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo 4ONyCTUMUX MEX, BU3HAYEHUX Y
cneuudikauisix Ha AdDl, abo BUXigHUIN/NPOMIXKHWIA NpoayKT/
peareHT, L0 BUKOPWCTOBYIOTBLCA Y NpoLeci BUpobHuuTBa
A®I (3ByKEHHS ONYCTUMUX MEX, BU3HAYEHUX Y
cneuundikauii) - 3miHu go cneundikadii APl Ha TepmiH
npuaaTHOCTI Ta HA MOMEHT BUMYCKY, @ Came 3BY>KEHHS
KpUTEPIiB NPUAHSATHOCTI 3@ MOKa3HMKOM «ONTUYHWIA
izomep». 3minu | Tuny: 3mitm 3 akocTi. A®IL. KoHTponb
A®I. 3miHa y napameTpax cneuundikauin Ta/abo
OONyCTUMKX MEX, BU3HaYeHWX Y crieumndikauisx Ha AdI,
abo BMXigHWUI/NPOMIXHUIA NpoAYyKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y Mpoueci BupobHuutea A®|
(3BY)XEHHSI ONYCTUMMUX MEX, BU3HAYEHNMX Y cneumdikaLii)
- 3MiHM go cneumdikauii A®I CnnogosvH Ha TepMiH
npuaaTHOCTI Ta HA MOMEHT BUMYCKY, @ Came 3BY)KEHHS
KpUTEpIiB NPUAHATHOCTI 3a Noka3HWUKoM «CynyTHi
Aomiwwkm». 3miHn | Tuny: 3miHu 3 akocTi. ADL. KoHTponb
A®I. 3miHa y napameTpax cneuundikauin Ta/abo
OONyCTUMKX MEX, BU3HaYeHWX Y crieumndikauisx Ha AdI,
abo BMXigHWUI/NPOMIXHUI NpoAYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y Mpoueci BupobHuutea Ad|
(3BY)XEHHSI ONYCTUMMUX MEX, BU3HAYEHNMX Y cneumdikaLii)
- 3MiHM go cneumdikauii A®I CnnogosvH Ha TepMiH
NpMaATHOCTI, @ Came 3BY)XEHHsI NiMITIB 3@ NOKa3HNKOM
«Water content» (6yr1o - amiHu | muny - 3miHa y
napamempax crieyugpikauyiti ma/abo donycmumux mMex,
8u3HayeHux y crneyuagpikauisx Ha A®I, abo

8UXIOHUU/MpoMixHUU npodykm/peazeHm, wo

peyerimom

3a

UA/11926/01/01
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suKopucmosyromsbcs y npoueci supobHuymea A/ -
3MiHU 0o crieyugikayii xioHo2o koHmposo A®I Ha
mepMmiH npudamHocmi ma Ha MOMEeHm 8UrlyCKYy, a came
38Y)KEHHSI Kpumepiig npuliHAMHOCMI 3a MoKa3HUKOM
«OnmuyHut i3omep», y eidnogioHocmi 00 doKymeHmauii
supobHuka A®I; amiHuU 0o crieyudbikayii 8xidHO20
koHmponto A®| Cunodo3uH Ha mepmiH npudamHocmi ma
Ha MOMeHm 8UIYCKY, @ caMe 38YXeHHsI Kpumepiig
npultHAMHocmi 3a nokasHUkom « CynymHi OOMiwKu», y
8idrosidHocmi do doKymeHmayii supobHuka ADI; 3miHu
0o cneuyucpikauii exidHoeo koHmposo A®I Cunodo3uH Ha
mepmiH npudamHocmi, a came doGasaHHs MOKa3HUKa
«Boday, y sidnosidHocmi 8o dokymeHmauii supobHuUKa
AQl)

145.

YPOPEK

Kancynu TeepAi no 8 mr
no 10 kancyn y bnicTepi;
no 1, abo no 3, abo no 5,
abo no 9 GnictepiB y
KapTOHHIN nayui

Pekopparti
Aineng N1

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika C.n.A.

ITanis

BHECEHHS 3MiH 0O PEECTLINHMX MaTepianis: yTOYHEeHHSs
npouenypv B Haka3si MO3 YkpaiHu Ne 908 Big
11.05.2018 B npoueci BHeCeHHSA 3MiH - 3miHu | Tuny:
3MiHu 3 sikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
crneundikaui Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BMXigHUI/NPOMIXKHWIA NpoayKT/
peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHULTBa
A®I (3ByXKEHHSA AOMYCTUMUX MEX, BUSHAYEHNX Y
cneumdikauii) - amiHu go cneumdikauii APl Ha TepmiH
npuaaTHOCTI Ta HA MOMEHT BUMYCKY, @ Came 3BYXKEHHS!
KpUTEpIiB NPUNHATHOCTI 3a MOKa3HMKOM «ONTUYHMIA
isomep». 3minHu | Tny: 3miHn 3 skocTi. APIl. KoHTponb
A®I. 3miHa y napameTpax creuundikaui Ta/abo
[OMyCTUMMX MEX, BU3HAYEHUX y crieumdikauisx Ha AdI,
abo BMXiAHW/NPOMIKHUI NpoAYyKT/peareHT, LWo
BMKOPUCTOBYHOTLCS Y npoueci BupobHuutea AdI
(3BY)XEHHSI ONYCTUMMX MEX, BUSHAYEHMX Y cneumdikallii)
- 3MiHM o crneundikauii A®l CunogosvH Ha TepMiH
npuaaTHOCTI Ta HA MOMEHT BUMYCKY, @ Came 3BYXKEHHS!
KpUTEpIiiB NPUAHATHOCTI 3@ NOKa3HWMKOM «CynyTHi
AoMiwkuy». 3MiHm | Tuny: 3miHn 3 sikocTi. A®L. KoHTpornb
A®I. 3miHa y napameTpax creuundikauin Ta/abo
[OMyCTUMMX MEX, BU3HAYEHUX Y crieumdikauisx Ha AdI,
abo BMXiAHW/NPOMIKHUI NpoAYyKT/peareHT, LWo
BMKOPUCTOBYHOTLCS Y npoueci BupobHuutea AdI
(3BY)XEHHSI ONYCTUMMX MEX, BUSHAYEHMX Y cneumdikallii)
- 3MiHM o crneundikauii A®l CunogosvH Ha TepMiH
NpMaaTHOCTI, @ came 3BY)XXEHHsI NiMITIB 3a NOKa3HNKOM
«Water content» (6yr10 - 3miHu | muny - 3miHa y
napamempax crieyucpikauiti ma/abo onycmumux Mex,
8uU3HayeHux y crneyugpikauisx Ha A®I, abo
8UXIOHUU/MPOMiXXHUU nMPpodyKkm/peazeHm, wo
8uKopucmosytombcsi y npoueci aupobHuymea AQ®| -
3miHu o crieyupikauii 8xioHo2o koHmporo A®I Ha
mepMiH npudamHOCMi ma Ha MOMEHM 8UrlyCKy, a came
38Y)KEHHSI Kpumepiig npuliHImMHOcMi 3a MoKa3HUKOM

a peyernmom

UA/11926/01/02
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceid4yeHHs1
«OnmuyHul isomep», y 8idnogidHocmi 0o doKymeHmauii
supobHuka A®I; 3miHU 0o crieyudbikayii 8xiOHO20
KoHmpornto A®| Cunodo3uH Ha mepMiH npudamHocmi ma
Ha MOMeHmM 8UIYCKY, @ caMe 38Y>KeHHSI Kpumepiig
npuliHAMHocmi 3a nokasHukom « CynymHi OomiwKu», y
8idrnosidHocmi 0o dokymeHmauii supobHuka A®I; 3miHU
9o crieyucpikayii exioHo2o koHmposo A®I Cunodo3uH Ha
mepMmiH npudamHocmi, a came 0o0agaHHs1 oKa3HuUKa
«Boday, y eidnosidHocmi do 0okymeHmauii aupobHuka
A®l)
146. YPCOOEOKCUXON | nopoLuok (cybcTaHuis) y TOB "KYCYM YkpaiHa OesyHr Bio IHk. Kopes BHECEHHS 3MiH [0 peecTpaLliiiux maTtepianis: 3MiHu | - UA/13495/01/01
IEBA KUCINNOTA OBOLLAPOBUX PAPM" TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa HaNMeHyBaHHSs
nonieTunNeHoBMX nakeTax Ta/abo agpecu 3asiBHUKA (BNacHUKa peecTpauiiHoro
anst BupobHuuTBa nocBiaYeHHs) 3MiHa agpecy 3asiBHUKa
HECTEPUNbHUX
nikapcbkux popm
147. PAMBIP® TabneTkn, BKpUTI HoeapTic LLisenuapis Hoeapric IcnaHis BHECEHHS 3MiH [0 peecTpauinHnx maTepianis: 3a peuenmom
MNiBKOBOIO OBOMOHKO0, dapma Al dapmacbiotuka C.A. 3Mminm | Tny - 3miHm wioao 6esnekn/edekTNBHOCTI Ta
no 125 mr no 10 hapmakoHarnsgy. BeegeHHs abo 3miHM o y3aranbHeHux
Tabnetok y 6nictepi, no 1 OaHux npo cuctemy capmakoHarnsay (BBeAeHHs
Bnictepy y KapTOHHiN y3aranbHeHUX AaHuxX Npo cuctemy chapmakoHarnsgy,
Kopobui 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3aificHeHHs1 hbapmakoHarnsay; KOHTaKkTHOI ocobu 3
apMakoHarnsgy 3asiBHVWKa Ans 34iNCHEeHHs
dapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAgMiHHa Bif,
yNoBHOBaXeHOoT 0cobu, BignoBiganbHoi 3a 34iNCHeHHs!
dapmakoHarnsgy (Bkovaouy KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MiLLEeHHI MacTep-danna cuctemu
hbapmMakoHarnsgy) - 3MiHa ynoBHOBaXkeHOT 0cobu
3asBHuMKa. [MponoHoBaHa pepakuis: Gabriele Hecker-
Barth. 3miHa koHTakTHOT 0cobu 3asBHMKa. [TponoHoBaHa
penakuis: Opnoe B’ayecnas. 3miHa KOHTaKTHUX JAHMX
YMOBHOBaXeHOi 0cobu. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu. 3mMiHa Micus 3AiNCHEHHSI OCHOBHOT
[isinbHOCTI 3 hapmakoHarnagy. 3miHa agpecu macTtep-
darina cucteMu papmakoHarnsay 3asiBHUKa
148. PAMBIP® TabneTku, BKpUTI HoeapTic LLisenuapis Hoeapric IcnaHis BHECEHHS 3MiH 40 peecTpauinHnx maTepianis: 3a peuenmom UA/9236/01/02
MMiBKOBOIO 0GONOHKOIO, dapma Al dapmacbiotuka C.A. 3MiHw | TNy - 3MiHK Wopao Gesnekn/edekTMBHOCTI Ta

no 250 mr no 7 TabneTok
y 6nictepi, no 3 6nicrepn
Y KapTOHHII kopobui

hapmakoHarnsgy. BeegeHHs abo 3miHW o y3aranbHeHux

OaHux nNpo cuctemy capmakoHarnsay (BBeAeHHs

y3aranbHeHUX AaHnxX Npo cuctemy capmakoHarnsgy,

3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3aificHeHHs1 hbapmakoHarnsay; KOHTaKTHOi ocobu 3
dapMakoHarnsagy 3asiBHVUKa Ans 34iNCHEeHHS
dapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAgMiHHa Bif,
ynoBHOBaXeHoi 0cobu, BignoBiganbHoI 3a 30iMCHEHHSs!
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa EL)
nocei04YeHHs1
dapmakoHarnsgy (BKIo4aouy KOHTaKTHI AaHi) Ta/abo
3MiHM y PO3MiLLEHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI 0cobu
3asBHuMKa. [NponoHoBaHa pepakuisa: Gabriele Hecker-
Barth. 3miHa koHTakTHOT 0cobu 3asBHMKa. [MponoHoBaHa
penakuisi: Opnoe B’siyecnaB. 3miHa KOHTaKTHUX gaHMX
YNOBHOBaXXeHOI 0cobM. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0cobu. 3mMiHa Micus 3AiNCHEHHA OCHOBHOT
AisnbHOCTI 3 hapmakoHarnagy. 3miHa agpecu macTtep-
hanna cuctemu papMmakoHarnsgy 3asBHuKka
149. DAMBIP® TabneTku, BKpUTI Hosapric LLisenuapis Hosapric Icnanis BHECEHHS 3MiH 0 peecTpaLinHMX maTtepianis: 3a peuyenmom UA/9236/01/03
MNiBKOBOI 0BOMOHKO, dapma Al dapmacbiotika C.A. amiHm | Tuny - 3miHn wopo 6esnekn/edekTMBHOCTI Ta
no 500 Mr no 7 TabneTok hapmakoHarnsgy. BeegeHHs abo 3miHM o y3aranbHeHux
y 6nictepi, no 2 a6o 8 [aHux nNpo cuctemy chapmakoHarnsay (BBeAeHHs
6nicTepis y KapTOHHIN y3aranbHeHUX AaHnX Npo cucTemy chbapmakoHarnsay,
kopobui, no 10 TabneTtok 3MiHa YNOBHOBaXXEHOT 0CO0U, BiANOBiAaNbHOI 3a
y 6nictepi; no 3 6nictepu 3[iiCHEHHS chapMaKoHarnsay; KOHTAKTHOT 0cobu 3
Y KapTOHHiit KopobLyi dapMakoHarnsgy 3asiBHUKa Ans 34iNCHEeHHs
dapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa Big,
ynoBHOBaXKeHoi 0cobw, BignoBiganbHOI 3a 30iNCHEHHSsI
dapmakoHarnsgy (BKIoYaouy KOHTaKTHI AaHi) Ta/abo
3MiHM y PO3MiLLEHHI MacTep-danna cuctemm
dapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHuMKa. [NponoHoBaHa pepakuis: Gabriele Hecker-
Barth. 3miHa koHTakTHOT 0cobu 3asBHMKa. [MponoHoBaHa
penakuisi: Opnoe B’siiecnaB. 3miHa KOHTaKTHUX gaHMX
YNOBHOBaXXeHOI 0cobM. 3MiHa KOHTaKTHUX OaHUX
KOHTaKTHOT 0cobu. 3MiHa Micus 3AiNCHEHHS OCHOBHOT
AisnbHOCTI 3 hapmakoHarnagy. 3miHa agpecu macTtep-
hanna cuctemu papMmakoHarnsgy 3asBHuKka
150. ONTAMIOES FENb renb no 20, 30 r, abo 40 OpraHocuH IHAisa EHK 106 ETikans IHAis BHECEHHS! 3MiH [0 peecTpauiiHux maTtepianis: bes peuenma UA/12794/01/01
r B NamiHoBaHiit Ty6i; no Naiid Mpaitsit Nimiten 3minw Il TNy - 3miHa napameTpie cneumdikauin Ta/ato
1 Ty6i B KAPTOHHIlA CaeHcus IMBT. [OMNYCTUMKX MEX FOTOBOrO NiKapCbKoro 3acoby; CynyTHS
kopobui Nra. 3MiHa: 3MiHa y MeToaax BUNpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (iHwWi 3MiHM y MeToaax BUNpoOyBaHb
(BKMNOYaK4m 3amiHy abo JONOBHEHHS))
151. PINAMIOE3® TabneTkn, BKpUTI OpraHocuH IHgis EBepTomxeH Jland IHgis BHECEHHs1 3MiH O peecTpaLiiHux maTtepianis: 3a peuyenmom UA/7061/01/01
NMiBKOBOI 06OMOHKOIO, IEV ) CaeHcus fimiten, BUNPaBMEHHSI TEXHIYHOT MOMUIKM Y MeTo4ax KOHTPOM0
no 10 TabneTok y CaeHcus MNB.T. AKOCTI 3a po3ainom «5.04HOpPIAHICTE A030BaHMX
6nictepi; no 1, abo no 3 Irno. OANHULbY
abo no 10 6nictepiB y
KapTOHHIN nayui
152. PITAMIOE3® TabneTtkn, BKpUTI OpraHocuH IHgis EBepTomxeH lNand IHais BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: - UA/7062/01/01

nniBkoBOI 060I0HKOIO, in

Naitc

CaeHcus Jlimiteq

BUNPaBMEHHSI TEXHIYHOT MOMUIIKM Y METOAAX KOHTPOMO
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Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
bulk: 2500 Tabnetok y CaeHcna MMBT. AKOCTI 3a po3ainom «5.04HOpPIAHICTE A030BaHMX
naketax i3 gonbrn ITa. OAVHULb»
antoMiHieBoii
153. PJNIEHOKC® PO34MH Ans iH'ekuin, NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/13119/01/01
10000 aHTU-Xa MO/mn "®Papmak” 3MiHu | TNy - 3mMiHa y MeToax BUNpobyBaHHS roTOBOro peuenmom
no 0,2 mn (2000 aHTK-Xa nikapcbKkoro 3acoby - 3a nokasHukom «bakTepianbHi
MO) a6o no 0,4 mn (4000 €HAOTOKCUHMY AofdaHo nocunaHHs Ha EP i USP; aminm |
aHTn-Xa MO) a6o no 0,6 TMny - 3MiHK 3 sikocTi. [0TOBMI Nikapcbkuii 3acib.
M (6000 aHTK-Xa MO) y KoHTponb roToBoro nikapcbkoro 3acoby (iHwi 3miHu) - 3a
Lwnpuui; no 1 wnpuuy B nokasHMKkoM «CTepUIbHICTEY BUMYYEHO ONUC METOAMKM
6nictepi; no 1, 2 a6o 10 BMNpo6YyBaHHS, 4oAaHO nocunaHHst Ha EP; amiHu | Tuny -
6nicTepiB y navui 3 3MiHa nocTavasnbHuKa nakyBasnbHUX MaTepianis abo
kapToHy; no 0,8 mn (8000 KOMMMEKTYUMX (SIKLLO 3a3Ha4YeHOo B AOCbE) (3amiHa abo
aHTu-Xa MO) y wnpwuuj; [o[aBaHHs NocTavanbHuUKa) - 3aTBepaxeHa dipma-
no 1 wnpuuy B Gnicrtepi; BMpOBHUK nakyBansHoro Bupoby BD Medical
no 1 abo 2 6nictepn y Pharmaceutical Systems, France; gogaTtkoBo fo
nauyui 3 kapToHy; no 0,2 3aTBEpAXEHMX NaKyBanbHUX BUPOBIB 4OAAETLCA LUMPUL,
mn (2000 aHTK-Xa MO) NAyHXep Ta LUTOK anbTepHaTUBHOrO BUPOOHMKa dipmMu
abo 0,4 mn (4000 aHTK- “Shandong Weigao Group Medical Polymer Products Co.,
Xa MO) a6o 0,6 mn (6000 Ltd (“WEGQO”)", China
aHTn-Xa MO) y winpuui;
no 2 wnpuum B GnicTepi;
no 1 abo 5 GnictepiB y
nauui 3 kapToHy; no 0,8
mn (8000 aHTM-Xa MO) y
wnpuvui; no 2 wnpuvua y
6nictepi; no 1 6nictepy y
nayi 3 KapToHy
154. ®OCPO-COOA PO34MH opanbHu no 45 KaceH Icnanis KaceH Pekopaari, Icnanis BHECEHHS! 3MiH 40 peecTpauiiHux maTtepianis: 3a UA/9143/01/01
My dorakoHi; no 2 Pekoppari, C.n. 3MiHu | TUNy - 3MiHK, NOB'A3aHi 3 HeObXigHICTIO peuenmom
bnakoHW B KapTOHHIN C.n. npuBeaeHHs y BianoBigHicTb o MoHorpadii APY abo
KopooLUi €Bponeiicbkoi hapmakonei, abo iHWoi HauioHanbHoT
dapmakonei gepxasu €C - BUNYYEHHsI NOKa3HUKA «BaXKKi
MeTanuy 3i cneundgikauii BuxigHoi pevoBmHn docdopHa
KMCnoTa, BignoBigHO A0 Ailo4oro BMaaHHsA MoHorpadii
€®; BUNMyYeHHS Noka3HUKa «BaxKi MeTanmny, po3LWMpPeHHS
AOMYyCTUMUX MEX 3a NOKa3HWMKOM «Xnopuan» Ta
«CynbdaTny», a TakoX YTOYHEHHS BUMOT 33 NMOKa3HNKOM
«Po3umHHicTb» y cneuudikauii BUXigHoi pe4oBuHM Hatpito
rigpokcuay, BiANOBIAHO A0 Ai04Oro BUAaHHS MoHorpadil
€0
155. XOonicAn renb ons poTtoBoi TOB YkpaiHa dapmsaBog €nbca Monbwa BHECEHHS 3MiH O peecTpaLiiHux maTtepianis: be3 UA/7298/01/01
nopoxHuHK no 10 r rento "BAJIEAHT AT. BUMNPABNEHO TEXHIYHY NOMUIIKY Yy Ha3Bi O4HOrO 3 peuenma
y Ty6i, no 1 1y6i B SAPMACBIO nignyHKTiB po3giny «MapkyBaHHSA»
KapTOHHi Kopobui TIKAN3"
156. XOHOPA-CUNA® Masb 5 %, no 30 r y Ty6i; MAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 6e3 UA/6033/01/01
no 1 Ty6i B nayui 3 "®apmak” 3MiHM | TUNY - NoAaHHA OHOBMEHOro cepTudikaTa peuenma

KapTOHY

BignoBigHocTi €Bponenickkini papmakonei Ne R1-CEP
2001-063-Rev 02 gnsa gitovoi pe4yoBuHM Bia BXe
3aTBEpAKEHOro BUPOOHMKA 3i 3MiHOK Ha3BU
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Ne
n/n

Haszea
JlikapcbK020
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
8UPO6H
ukKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyitiHo
EL)
nocei04YeHHs1

157.

XOHAOPA-CUNA®

kancynu; no 10 kancyn y
6nicTepi; no 6 6nictepis y
naJui 3 KapToHy

MAT
"dpapmak”

YkpaiHa

MNAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis:
3MiHuM | TUNY - NoAaHHSA OHOBNEHOro cepTudikaTa
BignoBigHocTi €Bponelicbkii hapmakonei Ne R1-CEP
2001-063-Rev 02 ans fjito4oi pevyoBMHY Bif, BXe
3aTBEpAXXEHOro BUpoOHMKa 3i 3MiHOK Ha3BM

be3
peuenma

UA/7515/01/01

158.

XOHAOPA-CUNA®
3IFPIBAIOYA

mas3b no 30 r y Ty6i; no 1
Ty6i B NayLi 3 KapToHy

NAT
"®apmak”

YkpaiHa

MNAT "®apmak"

YkpaiHa

BHECEeHHS 3MiH [0 peecTpauiiHux maTtepianis:
3MiHM | TMRY - 3MiHW BUNpOoOyBaHb abo AONYCTUMKNX MEX,
BCTaHOBIEHNX Y crneumdikauisix, nig yac BUpobHMUTBa
roTOBOrO fikapcbkoro 3acoby - 3MiHWM BUNpobyBaHb nig
Yyac BUpOOHMLTBA rOTOBOIO NiKapcbKoro 3acoby, T.
KinbkicHe Bu3HaveHHs OumeTtuncynedokenay sig 0, 090 r
0o 0,110 r B 1 r npenapary; T. KinbkicHe BU3Ha4YeHHs
MenTony Big 0, 067 r go 0, 074 r B 1 r npenapary,
KOHTPOnb NPOBOAUTLCS Ars BanigauiiHux cepivi (HasiBHWIA
TecT y cneuundikauii rotoBoro nikapcekoro 3acoby; amiHu |
TVNy - BBEAEHHSI OHOBMNEHOro cepTudikara Big Bxe
3aTBEpPAXEHOro BUPOGHWMKa, 3MiHa Ha3BW BUPOGHMKa AdI

be3
peuenma

UA/14163/01/01

159.

LLE®OMNMEPA3O0OH
nntoc

MOPOLLIOK ANt PO3YUHY
Ons i ekuin no 500
Mr/500 wmr, 1 cprakoH 3
NOPOLLKOM Y KapTOHHIN
Kopobui

TOB
"Crenekc"

YkpaiHa

TOB "ABAHT",
YKpaiHa (nakyBaHHs i3
copmu in bulk dipmu-

BupobHuka HCIC
Xeben XyamiH
dapmacbioTikan
Komnati Jlimiten,
Kurai)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis:
3MiHu |l Tuny - 3miHn Wwopo 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsigy. BHeceHHsi abo 3miHa(v) o
3000B'A3aHb Ta YMOB BMAaA4i peecTpauinHoro
NocBiAYeHHs, BKNtovatoun MnaH ynpasniHHS puavkamu
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaratoTb(e) noganbLIoro
06I'pYHTYBaHHS1 HOBYMMW J04ATKOBUM JaHUMM, LLIO MaloTb
HafaBaTUCS KOMMETEHTHUM OPraHOM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLiHKA KOMNETEHTHUM OpraHoM) -
BukoHaHHs1 3000B's13aHb BigMNoBiAHO 40 MignyHkTy 1.8.2
nyHkTy 1.8 gopatky 5 fo MNopsaky npoBeaeHHS
eKCnepTu3un peecTpauinHnx maTepianis Ha nikapcbkKi
3acobu, Lo NoaaTbCs Ha AepXXaBHY peecTpauito
(nepepeecTpadito), a TakoxX ekcnepTnan martepianis npo
BHECEHHS 3MiH 0O peecTpaLinHnX maTepianis NpoTaroMm
Oil peecTpauiiHOro NocBiAYEHHs1, 3aTBEpPAXEHOro
Hakazom MOS Big 26.08.2005 Ne 426 (y pepakuii Hakasy
MO3 Big 23.07.2015 Ne 460)

3a
peuernmom

UA/15362/01/01

160.

LLE®OMEPA30OH
nntoc

MOPOLLIOK AN PO3YUHY
Ons i ekuin no 1000
mMr/1000 mr, 1 cdonakoH 3
MOPOLLIKOM Y KapTOHHI
Kopobui

TOB
"Crenekc"

YkpaiHa

TOB "ABAHT",
YKpaiHa (nakyBaHHs i3
copmu in bulk dipmu-

BmpobHuka HCIC
Xeben XyamiH
dapmackioTikan
Komnani Ilimitea,
Kurait)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis:
3MiHu |l Tuny - 3miHn Wwopo 6esnekun/edekTMBHOCTI Ta
dapmakoHarnsigy. BHeceHHsi abo 3miHa(u) o
3000B'A3aHb Ta YMOB BMAAYi peecTpauinHoro
NocBiAYEeHHs, BKNtovatoun MnaH ynpasniHHS puavukamu
(3acTocyBaHHs1 3MiH(1), siki(a) BUMararoTb(e) noganbLIoro
06r'pyHTYBaHHS1 HOBUMYW 4OAATKOBMM AAHUMM, LLO MaloTh
HaaBaTnCs KOMMETEHTHUM OPraHoOM, OCKiSbKU
BMMaraeTbCsl CyTTEBA OLiHKA KOMMNETEHTHUM OpraHoM) -
BukoHaHHs 30608B'a3aHb BiANOBIAHO A0 NianyHKTY 1.8.2
nyHkTy 1.8 gopatky 5 fo MNopsaky npoBeaeHHS
eKCnepTm3un peecTpauinHnx maTepianis Ha nikapcbki
3acobu, Lo NoAaTbCA Ha AepXKaBHY peecTpallito
(nepepeecTpadito), a TakoX ekcrnepTnan martepianis npo
BHECEHHS 3MiH 0O peecTpauinHNX MaTepianis NpoTarom

3a
peuenmom
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[IponoBxkeHHs gojaTka 3

Ne Haszea Popma sunycky 3asisHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymosu Homep
n/n JlikapcbK020 (nikapcbka ¢ghopma, 3asieHUKa 8UPO6H sionycky peecmpauitiHo
3acoby ynakoeka) uKa 20
noceidYyeHHs1
Oii peecTpauiiHOro NOCBiAYEHHS!, 3aTBEPAXEHOr0O
Haka3om MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO8 Big 23.07.2015 Ne 460)
B.o. HayanbHMKa YnpaBniHHA hapMmaueBTUYHOI
AiANbLHOCTI Ta AKOCTI hapMaLieBTUYHOT NPoayKLi H.B. l'yuan
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