NEPENIK

Dopatok 3

po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy

peecTpauilo (nepepeecTpalito)

nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX

MaTepianis»

Bin 04.02.2022 poky Ne 231

NIKAPCbKKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX MPENAPATIB), LLIOAO AKUX BYJIN BHECEHI 3MIHU 10
PEECTPALUIMHNX MATEPIANIB, AKI BHOCATBLCA A0 AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

"Opon-TenHep®"; no
1 dpnakoHy-
KpanenbHuui y
KopoOLi 3 KapTOHY

a came BUpoGHMKa Arkema anst Etunaminy, 70 % BogHui
PO34MH, LLIO BUKOPUCTOBYETLCH Y NMpoLeci BUpObHMLTBA
A®| 6puH3onamigy; 3miHu | TNy - BUNy4YeHHs iHdopmaLii
Loa0 nocTavyanbHUKIB BUXIQHNX
mMaTepianis/po3unHHukiB/kaTanizatopu ans Ad®I
OpuH3onamigy; 3miHu | TNy - gogaBaHHA NnocTavanbHUKa
BASF ans BuxigHoro npogykty etunaminy, 70 % BogHui
PO34UH, LLO BUKOPUCTOBYETLCH Y BUPOOHULTBI ADI
OpvH3onamiay; 3miHm | Tuny - BBeAeHHS BUPOOHMKa
BASF B sikocTi noctayanbHuka BUXigHOrO BUpobHUKa
rigpokcunamiH-O-cynbgOoHOBOI KMCNOTH, LLIO
BUKOPWCTOBYETLCSH Y BUPOOHULTBI ADI GpnH3onomiay;
3MiHu | TNy - 36inbLeHHs po3Mipy cepii AdI
©puHsonamigy 3 10-45 no 45-135 kr; 3miHu | Tuny -
3BY)XXEHHS JONYCTUMMUX MEX MPU KiNbKICHOMY BU3HaYeHHi
npomixxHoro npoaykty PS-4999 y BupobHuuTsi ADI
6puH3onamigy 3 He MeHLwe 90 % Ao He meHwe 97,5 %;
3MiHM | TUMY - 3BYXKEHHS AOMYCTUMUX MEX Npu
KifIbKICHOMY BM3Hau4eHHi npomixxHoro npogykty AM-1001 y
BMpOoGHMLTBI AD| BpuH3onamigy 3 He MeHLwe 94,0 % o
He meHwe 95,0 %; 3MiHu | TUNy - JONOBHEHHSA
cneuudikauii npomixxHoro npoaykty PS-4999 y
BMPOGHMLTBI AD| nokasHuka «YuctoTay 3 BignoBigHoO
METOAMKOI KOHTPOTH; 3MiHM | TUMY - AOMOBHEHHS
cneundikauii BuxigHoro npogykty AM-1001 y
BMPOGHMLTBI AD| nokasHuka «YuctoTay 3 BignoBigHoO
METOAMKOI KOHTPOTHO, Lo 06yMOBNEHO BBEAEHHAM
HanexHoro KOHTPONIO LWOAO BUXiAHMX MaTepianis; 3MiHu |
TUNY - BUNYYEHHS anbTepHaTUBHOMO TECTY iAeHTudiKaLii
ANsi PO34YVHHMKA — TPET-OyTUNMETUNoBuA eTep, LLO
BMKOPUCTOBYETbLCS Y BUPOOHULTBI ADI

Ne Hasea dopma eunycky 3asieHUK KpaiHa Bupo6Huk KpaiHa PeecmpauyitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asisHUKa eupobHuUKa eidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. A3APIrA® Kpanni o4Hi, no 5 mny Hosapric LLisenuapis AnkoH-KyBpbop Benebriga BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:3miHu | 3a UA/10400/01/01
dnakoHi-KpanenbHULi dapma Al TUMY - BUNTYYEHHS NMocTavanibHuKa BUXiQHOroO maTtepiany, | peyenmom
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

3MiHW | TUNY - BUNYyYeHHS anbTepHaTUBHOIO TECTY
iaeHTudikauii 4ns po3YnHHUKa — TPUETUNaMiHy, Lo
BUKOPUCTOBYETLCS Y BUPOOHULTBI ADI; 3miHn | Tmny -
BUYYEHHS NOKa3HMKa «30BHILLHIN BUrNSay 3i
cneuudikauii npomikHoro npoaykty PS-4998; amiHn |
TUMy - BBEAEHHS anbTepHaTUBHOI METOAUKU ANS
KINbKICHOrO BU3Ha4YeHHS (NOTEHLOMEeTPUYHE TUTPYBaHHS)
BMXigHOro martepiany rigpokcunamin-O-cynboHOoBOT
KMCINoTK; 3MiHW | TUNY - BBEAEHHS anbTEePHATUBHOIO TUMY
maTepiany Ans NepBMHHOIO NakyBaHHs NONIETUNEHyY
HU3bKOT WinbHOCTi A®I; 3miHu | Tuny - 36iNbLIEHHS
nepiogy NOBTOpPHOro BMNpobyBaHHsA 3 24 mic oo 36
Mmicsauis ana Adl;
3MiHN | TUNY - 3BYXXEHHSI AOMYCTUMMX MEX Y crnieumndikauii
PO34YMHHWMKA (TPUETUNAMIHY), O BUKOPUCTOBYETLCS Y
BUpobHMUTBI APl ans TecTy iaeHTMdiKaLis meTogom
pedpakTomMeTpii; 3MiHu Il Tuny - 3MiHK y BUPOBHMYOMY
npoueci A®| 6puHsonamiay, , a came nepexig Big 8-mMu
LLIAroBoro Ha 4-x Lwarosuit BUPOGHMYMIA NpoLEC, Lo
NOoYMHaeTbCA 3 BUXigHoro npogykty AM-1001

A3AUNTUON
H WWINA

nioginisat anga
PO34MHY ANS iH eKLUin
no 100 mry
cnakoHax Ne 1; no 1
rakoHy y KapTOHHIN
KopobLi

Wnnna
Megikea
NimiTeq

IHgia

LLUunna Megikea
Jimiten

IHgia

BHECEHHS 3MiH 4O peecTpauinHUX maTepianis:3miHu |
TMNYy - 3MiHK 3 SIKOCTi. [OTOBWMI Nikapcbkuii 3acit.
Cuctema KOHTenHep/3akynoptoBarnbHui 3aci6. 3miHa
Oyab-sIKOi YaCcTUHU MaTepiany NepBUHHOT YNaKoBKU, LLO
He KOHTaKTy€e 3 rOTOBUM nikapcbkuM 3acobom (Hanpuknag,
KOTip KPULLIEYOK 3 KOHTPOSEM NEPLLOro BiAKPUTTS, KOMip
KOAOBUX KineLb Ha amnynax, KoHTenHepa ANs ronok
(pisHi BMAM nnactmacu) (3miHa, sika He BNnvBae Ha
KOPOTKY XapaKTepUCTUKY NikapCbKoro 3acoby) - BHECEHHS
3MiH 8o p.3.2.P.7 Cuctema koHTelHep/3aKkynopoBanbHWi
3acib, a came — 3MiHa KOnbOopy anMiHIEBOro KoBMnayka 3
flip off 3 TemHO-KOpMYHEBOrO Ha GinuiA. BupobHuk
3anvwaeTtbcst To camuin — Adit Pharma

3a
peuernmom

UA/18595/01/01

A3UTPOMIL
WH-
®APMEKC

niodpinizat ans
PO34MHY ANS iHAY3iN
no 500 mr, 1 donakoH
3 nioghinizatom y
naywi 3 KapToHy

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
rPYM”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHu |
TUMy - 3MiHa HaiMeHyBaHHSA Ta agpecy BUpobHuka AdPI
AsutpomiumnHy gurigparty, 6e3 amiHu micus BUpobHuLTBa:
BanponoHoBaHo: Jiangsu Weigida Pharmaceutical Co.,
Ltd. No. 1, Linjiang Avenue, Linjiang Town, Haimen
District, Nantong, China
3miHu Il TUNY - fo paHiwe 3aTBEpPOKEHNX BUPOOHUKIB ADI
BBOAMTLCS AoAaTkoBuin BUpobHnk CSPC Ouyi
Pharmaceutical Co. Ltd., Kutai 3 HagaHHsIM macTep-
canna Ha APl AsnTpomiumHy aurigpaty 3 BignoBigHUMMN
3MiHamu y cneundikauii Ta metogax koHTpono AdIL, a
came KOHTPOJSIb 3a NMOKa3HWMKOM «3anuLLIKOBI KiNbKOCTi
opraHiyHMX po3ynHHUKiIBY (MeTaHon- He Binbe 0,05%
(500 ppm); ETaHon - He GinbLue 0,05% (500 ppm);
AueToH — He GinbLe 0,4%( 4000 ppm); MeTuneHxnopva
- He GinbLwe 0,06% (600 ppm); Tonyon- He Ginblue
0,089% (890 ppm).

3a
peuenmom

UA/14369/01/01

AKTUNI3E®

niodpinizat ans

BepiHrep

HimeyuymHa

BepiHrep IHrenbxanm

Himev4yunHa

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHu |

3a

UA/2944/01/01




3 [TponoBkeHHs nogaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO34MHYy ANs iHDY3in IHrenbxanm dapma 'mM6X i Ko. KIF TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta peuenmom
no 50 mr; 1 donakoH 3 IHTEepHeLwHN apmakoHarnagy. BeegeHHst abo 3MiHM [0 y3aranbHeHUx
nioginizatom y M6X [aHuX Npo cuctemy dapmakoHarnsgy (BBeAeHHs
KOMMMeKTi 3 1 y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
hbnakoHoM 3MiHa ynoBHOBaxeHoi 0cobu, BignoBsiaanbHoi 3a
po34nHHKKa (BoAa 3AiNCHEHHS hapMaKoHarnsgy; KOHTakTHoi ocobu 3
ans iH'ekyin) no 50 (bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
MIT Y KapTOHHI dapmakoHarnsagy B YKpaiHi, SKWo BOHA BiAMiHHa BiA
KopobLi YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iACHEHHS
thapmakoHarnagy (BKrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHI MacTep-daiina cuctemu
capmakoHarnagy) - 3MiHa ynoBHoOBaXeHoi ocobu
3asBHMKa, BiANOBiAanbHOI 3a hapmakoHarnag.
[MponoHoBaHa pepakuisi: Sven Kohler. 3miHa KOHTaKTHMX
[aHWX yroBHOBaXeHoi ocobu, BianosiaanbHOI 3a
chapmakoHarnsag,.
3MiHa KOHTaKTHOI 0COOU 3asiBHMKA, BignoBiganeHoi 3a
chapmakoHarnag B Ykpaini. [lponoHoBaHa peaakuis:
Monisyak OneHa BikTopiBHa. 3MiHa KOHTAKTHMX AaHUX
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
bapmakoHarnag B YkpaiHi
5. ANYHBPUI® | Tabnetku, BKpUTI Takena HaHia MeHH dapmacktoTikan Cnony4yeHe BHECEHHS1 3MiH O peecTpauiiHuXx maTtepianis:3miHu | 3a UA/18553/01/01
NniBKOBOKO dapma A/C Cepsicec JlimiTeq, KoponiBCcTBO | TuMMy - OHOBMNEHHS BXE 3aTBEPAXEHNX METOAIB KOHTPOM | peyenmom
o6onoHkoto, no 30 mr; Cnony4yeHe / ABcTpis skocTi [T13, a came BMKNaAEeHHS TEKCTY AePXXaBHO
no 14 Tabnetok y KoponisctBo MOBOIO 3riAHO Cy4acHWUX BUMOr. BHeceHHs pegakuinHnx
Gnictepi; no 2 (BUPOBHMLTBO 3a yTOYHEHb. BBeaeHHS 3MiH NpoTaroM 6-Tu micsauiB nicns
GnicTepn y KapTOHHil NMOBHUM LIUKIIOM); 3aTBEePAKEHHS
KopoobLi Takepa ABcTpis F'M6X,
ABCTpis (303BIin BUMYyCcK
cepii)
6. ANNYHBPUI® | Tabnetku, BKpUTI Takepa Oania MeHH dapmacktoTikan Cnony4yeHe BHECEHHS 3MiH IO peeCcTpaLiiHuX maTtepianis:3miHn | 3a UA/18553/01/02
NniBKOBOKO dapma A/C Cepsicec JlimiTeq, KoponiBCcTBO | TuMy - OHOBMNEHHS BXE 3aTBEPAKEHNX METOAIB KOHTPOM | peuyenmom
o6onoHkoto, no 90 mr; Cnony4yeHe / ABcTpis sikocTi 113, a came BMKNagEeHHs TEKCTY AepXXaBHO
no 7 tabnetok y KoponisctBo MOBOIO 3riAHO Cy4acHWUX BUMOr. BHeceHHs pegakuinHnx
Gnictepi no 4 (BUPOBHMLTBO 3a yTOYHEHb. BBeaeHHS 3MiH npoTaroM 6-Tu micsauiB nicns
GnicTepu y KapTOHHil MOBHUM LIUKIIOM); 3aTBEPAKEHHS
KopoOGLi Takena ABcTpist FM6X,
ABCTpis (303BIiN BUMycK
cepii)
7. ANYHBPUI® | Ttabnetkn, BKpUTI Takena Oania MeHH dapmacktoTikan Cnony4yeHe BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:3MiHu | 3a UA/18553/01/03
NniBKOBOKO dapma A/C Cepsicec JlimiTeq, KoponiBcTBO | TUMy - OHOBMEHHS BXE 3aTBEPAKEHNX METOAIB KOHTPOM | peyenmom
o6onoHkoto, no 180 Cnony4yeHe / ABcTpis sikocTi [T13, a came BMKNaAEHHS TEKCTY AePXKaBHO
Mr; no 7 TabneTok y KoponisctBo MOBOIO 3riJHO Cy4acHMX BUMOT. BHeceHHs1 peaakuUiiHmnx
Gnictepi no 4 (BUPOBHMLTBO 3a yTOYHEHb. BBeeHHS 3MiH npoTaroM 6-Tu micsauiB nicns
GnicTepn y KapTOHHil MOBHUM LIUKITIOM); 3aTBEePAKEHHS
KopobLi Takepa ABcTpist TMBX,
ABCTPpis (303BIN BUMycK
cepii)
8. AMIHOBEH PO34YMH ANs iHGY3in dpeseHiyc HimeyunHa | ®PpeseHiyc Kabi ABcTpis ABCTpis BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:3miHu | 3a UA/4585/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
IH®AHT 10 % | mo 100 mn abo no 250 Kabi m6X TUMNY - OHOBJIEHHS BXXE 3aTBEPAKEHNX METOAIB KOHTPOM | peuenmom
MA 'y chnakoHax Hovunang skocTi [T13, a came BUKIageHHs TEKCTY OEPXKaBHO
m6X MOBOIO 3riAHO Cy4aCHMX BUMOT Ta BHECEHHSA peaakuinHnX
npaBoK
9. AMITPUNTU TabneTku, BKPUTI ToBapucTso 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu | 3a UA/4872/01/01
JH 0060s0HKOo0, Mo 25 wmr; obmexeHot 0oB6MeXeHo TUNY - NOAAHHSA OHOBNEHOro cepTudikaTy BigNOBIAHOCTI | peyernmom
no 25 Tabnetok y BignoBiganbHi BignoBiganbHICTO €sponewicbkin gpapmakonei Ne R1-CEP 2004-214 - Rev
H6aHkax abo cTio "OocniaHni 3aBo 04 (3aTBepmxeHo: R1-CEP 2004-214 - Rev 02) ana AdI
KOHTelHepax; no 10 "OocnigHnii "THUIC", YkpaiHa (BCi AMITPUNTUNIHY rigpoXnopuay Big BXe 3aTBEP)KEHOro
Tabnetok y 3aBop cragii BupobHuuTBa, BupobHuka R. L. Fine Chem, India, siknit 3miH1B Ha3By Ha
6nictepax; no 10 "rHUIC" KOHTPOIb SIKOCTI, R. L. FINE CHEM PVT. LTD., India Ta six Hacnigok,
TabneTtok y Gnictepi, BUNYyCK cepii); BBeOEeHHs AoaaTkoBoi BUPOGHMYOI AinbHuui Plot No. IP-
no 5 Gnictepis B ToBapucTBo 3 27-29, KIADB Industrial Area, 1st Phase Kudumalakunte
KopobLi 0BMexeHo Village, Chikkaballapur District, India-561 208
BiANOBIgaNbHICTIO Gowribidanur, Bengaluru, Kamataka; npvBegeHHs
"®apmaueBTuyHa METOAMKM BU3HAYEHHS 3@ MNOKa3HMKOM «3anuiikosa
KoMnaHisi "3gopos'a”, KiNIbKICTb OPraHiYHNX PO3YMHHUKIBY Y BiAMOBIAHICTb A0
YkpaiHa (Bci cTagii HoBoro CEP Ta Buny4YeHHs1 nokasHuka «Baxki metanu».
BUPOGHMLTBA, 3MiHu | TMNY - nogaHHsi HoBOro cepTudikaty
KOHTPOIb SKOCTI, BignoBigHocTi €Bponenceki papmakonei Ne R1-CEP
BUNYCK cepii) 2013-281 - Rev 00 gns A®| AmiTpunTuniny rigpoxnopuay
Bif BXXe 3aTBepakeHoro BMpobHuka Dipharma Francis
S.r.l, Italy Ta six Hacnigok, NpvBeAeHHs nepioay
NepeKkoHTPOSo Ta iHbopMaLii oo NaKyBaHHS;
BUMNYyYEHHS nokasHuka «Baxki meTanu» y BignoBigHiCTb
0o HoBoro CEP.
10. | AMITPUNTH PO34NH ANS iH eI, TosapucTBo 3 YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauinHuX maTtepianis:3MiHu | 3a UA/4872/02/01
NIHY 10 mr/Mn no 2 Mn B 0oBMmexeHo obMmexeHo TUNY - NOAAHHS OHOBIEHOro cepTudikaTy BiANOBIAHOCTI | peuenmom
rigPOXIIoOP amnyni, no 10 amnyn BignoBiganbHi BiAnoBiganbHICTO €ponevickkin gapmakonei Ne R1-CEP 2004-214 - Rev
no-o3 y nayui 3 KapToHy; Mo cTio "XapkiBcbke 04 (3aTBepaxeHo: R1-CEP 2004-214 - Rev 02) ans AdI
2 mn B amnyni, no 10 "OocnigHnii dapmMaueBTUYHE AMITPUNTUNIHY rigpoXnopuay Bifg BXe 3aTBEPKEHOr0
BUNYYNUTU i amnyn y 6nictepi, no 3aBof nianpYeEMCTBO BupobHuka R. L. Fine Chem, India, sikmi 3miHVB Ha3By Ha
BUCHOBOK 1 GnicTepy y nayui 3 "rHync" "3popos's Hapoay", R. L. FINE CHEM PVT. LTD., India Ta sik Hacnigok,
Bigknactm KapTOHy; No 2 mn B YkpaiHa (Bci cTagii BBEAEHHS foAaTKoBOI BUpobHMYOoi ainbHuui Plot No. IP-
MeHi B nanky | amnyni, no 5 amnyny BMPOBHMLTBA, 27-29, KIADB Industrial Area, 1st Phase Kudumalakunte
"ouikyroTb" GnicTepi, no 2 KOHTPOIb SIKOCTI, Village, Chikkaballapur District, India-561 208

Gnictepn y nayui 3
KapTOHY.

BUMNYCK cepii);
ToBapucTBo 3
06MeXeHO
BiANoBiganbHICTIO
"[locnigHuin 3aBog
"THUNC", YkpaiHa
(KOHTpOIb SKOCTI,
BUWMYCK cepii);
TosapucTBo 3
0oBGMeXeHOo
BiAnoBiganbHIiCTO
"®apmaueBTNYHa
KomnaHisi "3nopos'a"”,
YkpaiHa (Bci cTagii
BUPOGHMLTBA,

Gowribidanur, Bengaluru, Kamataka; npuBegeHHs
METOAVKM BU3HAYEHHS 3a MOKa3HMKOM «3anuiuxKosa
KiNbKICTb OPraHiYHNUX PO34YMHHUKIBY Y BiAMNOBIAHICTb 4O
HoBoro CEP Ta Buny4eHHs1 nokasHuka «Baxki metanuy.
3miHu | TMNY - nogaHHA HoBOro cepTudikaTty
BignoBigHocTi €Bponeiicbkit papmakonei Ne R1-CEP
2013-281 - Rev 00 gnsa A®|l AmMiTpunTuniHy rigpoxnopuay
BiJ BXe 3aTBepaeHoro BMpobHuka Dipharma Francis
S.r.l, Italy Ta sik Hacnigok, NpuBeaeHHs nepiogy
NepeKkoHTPOSo Ta iHpopMaLlii oo NaKyBaHHS;
BUIyYEHHS MokasHuKa «Baxki meTanu» y BignoBigHicTb
no Hosoro CEP.




[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOIb SIKOCTI,
BMNYCK cepii)
11. | AMNOOUNIH | TabneTtku no 5 mr; no Canpos CnoBeHis BUPOOBHMLTBO 3a CnoseHis/ BHECEHHS1 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/11166/01/01
CAHOO3® 15 Tabnetok y PapmacbtoTik MOBHUM LIMKITOM,; TypeywunHa/ | Tuny - 3miHu 3 sikocTi. FoTOBUIA Nikapcbkui 3aci6. 3MiHM Y | peuenmom
6nictepi; no 2 ans a.a. nepBvHHE Ta BTOPUHHE PymyHis/ BMPOOHMUTBI. 3MiHa iMNopTepa/aMiHu, L0 CTOCYIOTLCS
GricTepu B KApPTOHHIN nakyBaHHS, BUMYCK Monbwa BUMYCKY Ccepii Ta KOHTPOSO SIKOCTi FOTOBOTO JikapCbKOro
KopoOLi cepii: Jlek 3acoby (3amMiHa abo JogaBaHHs BUPOOHWKA, Lo
dapmaueBTnyHa BianoBigae 3a BBe3eHHsA Ta/abo Bunyck cepii) - He
KomMnaHis a.Aa., BKITHOYA04YM KOHTPOSL/BMNPOBYBaHHS cepii - 4oAaBaHHs
CnogeHis; BMpobHMKa, BiANOBiAanbLHOro 3a BUMyck cepii - Jlek
BUPOOHMLTBO in bulk: dapmaueBTMYHa KOMNaHisa a.4., Tpimniwi, 2[0, 9220
Canpo3s Inak CaHali Be JleHpaBsa, CnoBeHist.
Tikapet A.C., BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
TypeuunHa; Cangos 3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 akocTi. oToBMI
pyn Carnuk YpyHnepi nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa
Inaknapi CaH. Be Tik. iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
A.C., TypeyuuHa; KOHTPOIIO AKOCTi FOTOBOrO NiKapcbKoro 3acoby (3amiHa
KOHTponb cepii: C.K. abo gogaBaHHsi BUPOOHUMKaA, WO Bi4NOBILA€E 3a BBE3EHHSI
Canpos C.P.J1.,, Ta/abo Bunyck cepii) - Bkntovyatoun
PymyHis; nepBuHHe Ta KOHTpOnb/BUNPoByBaHHS cepii -
BTOPWHHE NaKyBaHHs, BBEeJEHHS 0AaTKOBOI AiNbHMLi BUpOOHMLTBA
KOHTPOIb Ccepii, BUMYCK BiANOBIgANbHOI 3a BMNYCK Cepii, BKIHOYAUN KOHTPOSb
cepii: ek C.A., cepii - Nlek C.A., MNonbLua.
MonbLwa BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKEHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. [oToBMI
nikapcbkui 3aci6. 3MiHn y BUpobHMLTBI. 3amiHa abo
BBE[IEHHS [OAATKOBOI AiNbHULI BUpOOHMLTBaA Ans
YacTuHU abo BCbOro BUPOGHUYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (AinbHWLSA ANt BTOPUHHOTO
nakyBaHHs) - BBEAE€HHsI OAATKOBOI AiNbHUL
BUpo6HuUTBa ek C.A., MNonblua (NepBUHHE NakyBaHHS).
BBeneHHs 3MiH NpoTArom 6-Tu MicsiyiB nmicnsi
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3MiHu y BUpo6HMUTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiNbHUL BUpObHMUTBA AN
YacTuHU abo BCbOro BUPOGHUYOro NpoLiecy roToBoro
nikapcbkoro 3acoby (AinbHWUUS ANnst NepPBUHHOTO
nakyBaHHs1) BBE,eHHSA A0AATKOBOI AiNbHUL BUPOOHULITBA
Jlek C.A., MonbLua (BTOpYHHE NakyBaHHs). BBeaeHHs
3MiH NpOTArom 6-T MicsLiB Nicnsi 3aTBEPAXKEHHS.
12. | AMNOOUNIH | tabnetku no 10 wmr; CaHpos CnogBeHisi BUPOOHMLTBO 3a CnogBeHisi/ BHECEHHS 3MiH O peecTpauiiHux maTtepianis: 3MiHu | 3a UA/11166/01/02
CAHOO3® no 15 tabnetok y dapmacbtoTik MOBHUM LIMKIOM; TypeuunHa/ | Tuny - 3MiHKM 3 sKocTi. F0TOBUIA Nikapcbkuii 3aci6. 3miHn y | peyenmom
GnicTepi; no 2 an3 a.a. nepBvHHE Ta BTOPUHHE PymyHis/ BMPOGHMUTBI. 3MiHa iMnopTepa/3miHK, Lo CTOCYHTLCS
GnicTepn B KapTOHHIN nakyBaHHs1, BUMYCK MonbLya BWMNYCKY Cepii Ta KOHTPOIO AKOCTi FOTOBOrO NiKapCbKOro

KopoOGLi

cepii: Jlek
dapmaueBTMyHa
KOMnaHis a.Aa.,
CnoseHis;
BMPOGHMUTBO in bulk:
CaHpos Inak CaHan Be
Tikapet A.C.,

3acoby (3aMiHa abo AogaBaHHs BUPOOHWMKa, L0
BiANOBigae 3a BBe3eHHs Ta/abo Bunyck cepii) - He
BKITH04AK04M KOHTPONb/BUNPOOYBaHHSA cepii - AoAaBaHHS
BMPOGHMKa, BiAMNoBiAansHOro 3a BUnyck cepii - ek
dapmaueBTMYHa KoMNaHisa a.4a., Tpimniwi, 20, 9220
INleHpaBa, CrioseHis.
BBegeHHs 3MiH NpoTArom 6-Tv MicsuiB nicnsi




[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TypeyumnHa; CaHgos 3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
pyn Carnuk YpyHnepi nikapcbkuin 3aci6. 3MiHW y BUPOBHMUTBI. 3MiHa
Inaknapi CaH. Be Tik. imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
A.C., TypeyuuHa; KOHTPOJIO SKOCTi FOTOBOIO NiKapcbKoro 3acoby (3amiHa
KoHTponb cepii: C.K. abo noaaBaHHs BUPOGHMKA, LLO BiANOBiAAE 3a BBE3EHHS
Canpos C.P.J1., Ta/abo Bunyck cepii) - Bkntovyatoun
PymyHisi; neprnHHe Ta KOHTpOrnb/BUNpoByBaHHS cepii -
BTOPVHHE NaKyBaHHS, BBEAEHHS 4OAaTKOBOI AiNbHMLi BUpOBHULTBA
KOHTPOSb cepii, BUNyCcK BiZNOBIganbHOI 3a BUMYCK cepii, BKNOYaloun KOHTPOSb
cepii: NNek C.A., cepii - Jlek C.A., MonbLua.
Monbwa BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3amiHa abo
BBEOEHHS OAATKOBOI AiNbHULI BUpObHMUTBA ANs
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy roToBoro
nikapcbKkoro 3acoby (ZinbHWUUSA AN BTOPUHHOTO
nakyBaHHs1) - BBEEHHS1 JOAATKOBOI OiNbHUL
BupobHuuTBa Jlek C.A., MNonbLa (NepBUMHHE NakyBaHHS).
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 akocTi. oToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHmuTBi. 3amiHa abo
BBeAEHHS 40AaTKOBOI AinbHULI BUpobHMUTBa ANns
YacTVHKM abo BCbOro BUPOGHMYOro NpoLiecy rotoBoro
nikapcbkoro 3acoby (AinbHWUUS 4Nnst NepBUHHOTO
nakyBaHHs1) BBE€HHs1 OAATKOBOI AiNbHULi BUpoBHMLTBA
Jlek C.A., MonbLua (BTOpMHHE NakyBaHHSA). BBegeHHs
3MiH NPOTSArom 6-Tn MicsiLiB Nicnsi 3aTBEPOAXKEHHS.

13. | AMNOOUNIH | TabneTku no 5 mr; no Canpos CnoBeHis Ilek ®apmaneBTUYHa CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:3miHu | 3a UA/11166/01/01
CAHOO3® 15 TabneTtok y PapmacbioTik KoMnaHig g.4., TypeuunHa/ TUMY - 3MiHW BHECEHO A0 iHCTPYKLiT ANS MegnyHoro peuenmom
GnicTepi; no 2 ans a.a. CnoBeHisi PymyHis 3acTocyBaHHS nikapcbkoro 3acoby BianoeigHo Ao
GnicTepu B KapTOHHIN (BMPOBHMLTBO 3a iHpopmaLii pedpepeHTHOro nikapcbkoro 3acoby

KopobLi NOBHUM LIVKIOM; (HOPBACK®, Tabnetku no 5 mr abo 10 mr) go posginis
nepBuvHHE | BTOPUHHE "B3aemogis 3 iHWKMU nikapcbkuMm 3acobamu Ta iHLwi
nakyBaHHs1); HoBapTic BuAu B3aemogin" Ta "MobiyHi peakuii”. BBeaeHHs 3MiH
Carnuk liga my Tapim npoTArom 6-Tu MicsLiB Nicns 3aTBepaXKeHHS
YpyHnepi CaH. Be Tik.
A.C, TypeyunHa
(koHTpOnb
MikpobionoriyHoi
ynctotu); C.K. CaHgos
C.P.J1., PymyHisa
(koHTponb cepii);
Canpos Npyn Carnuk
YpyHnepi Inaknapi CaH.
Be Tik. A.C., TypeyunHa
(BpoBHMLTBO in bulk)
14. | AMNOOUNIH | Ttabnetku no 10 wmr; CaHpos CnogBeHisi Jlex ®apmaveBTnyHa CnoseHisi/ BHECEHHS 3MiH O peeCcTpaLiiHuX maTtepianis:3MiHu | 3a UA/11166/01/02
CAHOO3® no 15 Tabnetok y dapmacbioTik KOMNaHis a.4a., TypeuuunHa/ TUNY - 3MiHX BHECEHO A0 iHCTPYKUii ANs MeanyYHoro peuenmom
GnicTepi; no 2 an3 a.a. CnoBeHisi PymyHis 3acTocyBaHHs nikapcbkoro 3acoby BianoeigHo Ao

GnicTepn B KapTOHHIN
KOpoOGLi

(BMPOOHMLTBO 3a
MOBHWUM LIMKIIOM;

iHdpopmauii pedepeHTHOro nikapcbKoro 3acoby
(HOPBACK®, TabneTku no 5 mr abo 10 mr) o posginis




[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

nepBUHHE | BTOPUHHE
nakyBaHHs1); HosaprTic
Carnuk liga my Tapim
YpyHnepi CaH. Be Tik.
A.C, TypeyunHa
(kOHTpPOSb
MikpoGionoriyHoi
unctotn); C.K. CaHgos
C.P.11., PymyHis
(koHTpOMb cepii);
Canpgos N'pyn Carnuk
YpyHnepi Inaknapi CaH.
Be Tik. A.C., TypeyunHa
(BnpobHMLTBO in bulk)

"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
BuAu B3aemogin" Ta "MobiuHi peakuii”. BBeaeHHs 3MiH
NPOTArom 6-Tu MicsILiB Nicnsi 3aTBEpPKEHHS

15.

AMJIOCAPTA
H

TabneTkn, BKPUTI
NniBKOBOIO
obornoHkoto, 5 mr/80
mr; no 10 TabneTok y
6nictepi; no 3 abo 5,
abo 6 brictepis y
nauui 3 KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHSA 3MiH 4O peecTpauinHnX maTepianis:3miHu |
TUNy - NOAaHHSA OHOBNEHOro cepTudikaTa BiaNoBIgHOCTI
€poneicbkin dpapmakonei Ne R1-CEP 2010-072-Rev 01
ans givoyoi pevouHK Valsartan Big BXe 3aTBEpAXXEHOro

BMpo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD; aminm | Tvny - 3miHa y meToamui BunpobyBaHHS

ons M3 3a nokasHukom «MikpobionoriyHa unctoTar, a
came BUITy4EHO OMNWC NPOBEAEHHS METOAMKM, OCKINbKM
MeToAMKa KOHTPOIO 3a AaHUM MOKa3HUKOM NPOBOAUNTLCH
BignoBsigHo go sumor EP, ponoBHeHO nocunaHHaM Ha
OOY* (*- pitode BUAaHHS); KpUTEPii NPUAHATHOCTI
3anuiieHi 6e3 3MiH; 3miHu | TUNy - BHECEHHS 3MiH 0O
Cneuudikauii/ MeTtoais Bunpo6ysaHHs A®I BancapTaH
Bi 3aTBEpAXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co.,Ltd., China, 3okpema BBeAeHHs
HOBWX MOKa3HWKIB 3 BiANOBIAHUM METOAOM BUNPOOYBaHHS
"Hitposaminun" ( N-HiTpo3ogumeTunamiv —He binbLue
0,300 Ta N-HiTpo3oaneTunamin- He binbwe 0,082)
(APY*,2,2,29, 2,2,46); 3miHu | TMNy - BHECEHHS 3MiH [0
Cneuudikauii/MeTogiB koHTponto APl 3a NokasHUKOM
"Baxki MeTanu"- NokasHUK BUIy4YeHOo; 3MiHu | Tuny -
BHECEHHS 3MiH Ao Cneuudikauii AD| 3a nokasH1koM
"Po34mnHHIiCTL"- nokasHuk Buny4yeHo (MokasHuk Mae
iHpopmaTVBHUIA XapakTep); 3MiHW | TUMy - BHECEHHS 3MiH
no Cneuudikauii/ MeTopis BunpobysaHHs AdI
BancaptaH BupobHuka Zhejiang Huahai Pharmaceutical
Co.,Ltd., China, 30kpema BBeLeHHS HOBOTO NMOKa3HMKa 3
BiAMNOBIAHUM MeToAoM BUNpobyBaHHs "3anuLukosi asugun”
(He Ginbue 4,7 ppm) (APY*, 2.2.29)

3a
peuernmom

UA/16392/01/01

16.

AMJTIOCAPTA
H

TabneTkn, BKpUTI
NNiBKOBOIO
obonoHkoto, 5 mr/160
mr; no 10 TabneTok y
GnicTepi; no 3 abo 5,
abo 6 bnicTtepiB y
navui 3 KapToHy

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TUNY - NOAAHHS OHOBIEHOro cepTudikaTa Bi4NOBIAHOCTI
€sponevicbkinn papmakonei Ne R1-CEP 2010-072-Rev 01
ans gitoyoi peyoBuHmM Valsartan Big BXe 3aTBEpIHKEHOTO

Bupo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD; aminu | Tuny - BHeceHHsi 3amiH go Cneuudikauii/

MeTogis BunpobysaHHa A®| BancapTtaH BupobHuuTBa

3a
peuernmom

Zhejiang Huahai Pharmaceutical Co.,Ltd., China,

UA/16393/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

30KpeMa BBE[EHHS HOBVX MOKa3HWMKIB 3 BigMNOBiAHNM
mMeToaoM BUNpobyBaHHs "HitpodamiHn" ( N-
HiTpO30ogUMeTUNamiH — He Ginbe 0,300 Ta N-
HiTpO3oAMeTUNamiH - He binbwe 0,082) (APY*,2,2,29,
2,2,46); 3MiHM | TUNY - BUNYyYEHHS NokasHuKa «Baxki
MeTanuy i3 cneumdikauii Ta MeTogis KoHTponto AdI;
3MiHuM | TUNY - 3miHa y MeToamui BunpobyBaHHs ans M3
3a nokasHukom «MikpoGionoriyHa YucToTar», a came
BWITy4EHO ONWC NPOBEAEHHSA METOAMKM, OCKINbKM
MeToAMKa KOHTPOIO 33 4aHUM MOKa3HUKOM NPOBOAUTLCH
BignosigHo Ao sumor EP, JonoBHEHO nocunaHHsaM Ha
OoY* (*- pitove BUOaAHHSA); KpUTEPIi NPUAHSATHOCTI
3anuweHi 6e3 3MiH; 3amiHu | TUNY - BHECEHHS 3MiH 0o
Cneundikauii APl 3a nokasHUKOM "PO34YMHHICTL" -
nokasHuk BunyyeHo (MokasHuk mae iHdopMaTUBHUI
XxapakTtep); 3MiHu | TUny - BHECEHHS 3MiH 0
Creundpikauii/ Metoais BunpobysaHHs A®| BancapTaH
BMpobHMuTBa Zhejiang Huahai Pharmaceutical Co.,Ltd.,
China, 3okpema BBe€HHsI HOBOrO MOKa3HvKa 3
BiANOBIgHNM MeTOAOM BUNPOOYyBaHHS "3anuwkosi asngn"
(He 6inbwe 4,7 ppm) (OPY*,2,2,29)

17.

AMJIOCAPTA
H

TabneTkn, BKPUTI
NniBKOBOKO
o6GornoHkoto, 10
Mr/160 mr; no 10
TabneTtok y bnictepi;
no 3 abo 5, abo 6
GnicTepiB y nayui 3
KapTOHY

AT "dapmak”

YkpaiHa,

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 4O peecTpauinHuX maTepianis:3miHu |
TUMY - NOAAHHS OHOBIIEHOrO cepTudikaTa BiAnoBIAHOCTI
€sponevicbkinn papmakonei Ne R1-CEP 2010-072-Rev 01
ans givoyoi pevouHM Valsartan Big BXxe 3aTBepIHKeHOro

BupoGHuka ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD; aminm | Tvny - 3miHa y meToauui BUNnpobyBaHHs

ans M3 3a nokasHukom «MikpobionoriyHa yicToTar, a
came BUITy4YEeHO ONMUC NPOBEAEHHS] METOLAMKM, OCKiNbKM
MeToAMKa KOHTPOIO 3a 4aHUM MOKa3HUKOM NPOBOAUTLCS
BignoBigHo go sumor EP, gonoBHeHo nocmnaHHsam Ha
OdY* (*- pitode BUAAHHA); KpUTEpii NPUAHATHOCTI
3anuvweHi 6e3 3MiH; 3MiHu | TUNY - BHECEHHS 3MiH 4O
Cneuudikauii/ MeTtogis Bunpo6ysaHHs A®| BancapTaH
Bif 3aTBepAXeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co.,Ltd., China, 3okpema BBeaeHHS
HOBWX MOKa3HWKIB 3 BiANOBIAHUM METOAOM BUNPOOYBaHHS
"Hitposaminn" ( N-HiTpo3ogumeTunamiH —He BinbLue
0,300 Ta N-HiTpo3oaneTunamin- He Ginbwe 0,082)
(APY*,2,2,29, 2,2,46); 3miHu | TMNy - BHECEHHS 3MiH [0
Cneuudpikauii/MeTogis koHTposnto APl 3a NoKasHNKOM
"Baxki MeTanu"- NoKkasHWK BUITy4eHo; 3MiHu | Tuny -
BHECEHHS 3MiH A0 Cneuundikauii ADI 3a nokaszH1koM
"Po34nHHicTb"- noka3Huk BunyyeHo (MokasHuk mae
iHpopmaTVBHUIA XapakTep); 3MiHW | TUMY - BHECEHHS 3MiH
no Cneuundikauii/ MeTopis BunpobysaHHs AdI
BancaptaH BupobHuka Zhejiang Huahai Pharmaceutical
Co.,Ltd., China, 30kpeMa BBeJEHHS1 HOBOIO NMOKa3HWKa 3
BiAMNOBIAHMM METOAOM BUNpobyBaHHs "3anuiikosi asugun”

3a
peuenmom

UA/16392/01/02
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(He Ginbwe 4,7 ppm) ( JdY*, 2.2.29)

18.

AHANbIH

Tabnetkun no 500 wr,
no 10 Tabnetok y
Gnictepax; no 10
Tabnetok y Gnictepi,
no 10 GnicTepiB y
nayui

AT
"Ny6Hncbapm"

Ykpaina

AT "Ny6Hnchapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:3miHu |
TUNY - 3aTBEPXEHO: AiNbHULA NPUrOTYBaHHS Ta
AinbHuus dacyBaHHs Lexy Ne4 - 3 BUpobHULTBa TBEPANX
nikapcbkux popm AT «JTy6HUcbapm» Ykpaina, 37500,
MonTaBcbka 061., M. Jly6HW, Byn. bapsiHkoBa, 16
(BUroTOBMNEHHSI NikapCbkUx 3acobiB, BKYaoum cragil
bacyBaHHs Ta NaKyBaHHs1); 3anponoOHOBAaHO: AiNbHULS
NPUroTyBaHHS Ta AiNbHUUA dacyBaHHs Lexy Ne4 - 3
BMpPOOHMUTBA TBEPAMX Nikapcbkux doopm AT
«JlybHndpapm» Ykpaina, 37500, Montascbka 06r1., M.
Jly6HK, Byn. bapsiHkoBa,16 (BUrOTOBMNEHHS NikapCbKMX
3acobiB, BKNOYatoum ctagii pacyBaHHsi Ta NakyBaHHS);
AinbHUUSA NpurotyBaHHa Ne2 Ta ainbHuusa dacyBaHHs Ne2
uexy Ne4 - 3 BupobHMLTBa TBEPAMX Nikapcbkux dopm AT
«Jly6Hudpbapm» Ykpaida, 37500, Montaecbka 061., M.
Jly6Hu, Byn. bapeiHkoBa,16 (BUroTOBNEHHS NiKapCbKMX
3acobiB, BKNOYatoum ctagii pacyBaHHsi Ta NakyBaHHS).
CynyTHs1 3MiHa - 3MiHK 3 sKOCTi. F0TOBUIA NikapCbKMit
3aci6. 3MiHM y BUpoOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AinbHULI BUPOBHMLTBA 4N YacTuHU abo
BCbOrO BUPOBGHMYOro NpoLEecy roTOBOro NikapCbKoro
3acoby (AiNbHMLA ANS BTOPUHHOTO NakyBaHHS) - 3MiHN 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHW y BUPOBHMLTBI.
3amiHa abo BBeAEeHHS 40AATKOBOI AiNbHUL BUPOOGHMLTBA
ONs YacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBOro
nikapcbkoro 3acoby (AinbHWUUS Anst NePBUHHOTO
nakyBaHHs1); 3MiHu | Tuny - 3MiHK y npoueci BUpobHuLTBa
roTOBOro MikapcbKoro 3acoby, ki BKMOYaTb HOBE
obnagHaHHA Ans NpuMroTyBaHHs Ta dacyBaHHs J13
(TBepamx nikapcbkux copm) Liexy Ne4;
3MiHn | TNy - 3anponoHoBaHo: Big 149,50 kr oo 151, 08
kr abo Big 24,750 1. wT. o 25, 750 1. wt. Ne10; Big
198,80 kr oo 202, 00 kr a6o Big 33,000 1. wT. Ao 33, 800
T. wT. Ne10; Big 3,300 1. wT. o 3,380 1. wT. Ne100
(10x10)

Ne 10 -
be3
peuenma;
Ne 100 —
3a
peuenmom

UA/8374/01/01

19.

AHOPO®AP
M®

Tabnetku no 100 wmr,
no 10 Tabnetok y
GnicTepi; no 3 abo 6
GnicTepiB y nayui 3
KapTOHY

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn |
TUNY - NOAAHHS HOBOTO cepTudikaTa BiAMOBIAHOCTI
€sponeiicbkint papmakonei Ne R1-CEP 2013-244 - Rev
00 ans cybeTanuii LinnpoTepoHy aueTar Big Bxe
3aTBepakeHoro BMpobHuka Hubei Gedian Humanwell
Pharmaceutical Co., Ltd., Kutai

3a
peuernmom

UA/6064/02/02

20.

AHOPO®AP
M®

Tabnetku no 50 wr,
no 10 Tabnetok y
GnicTepi; no 2 abo 5
GnictepiB y nayui 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX maTepianis:3miHu |
TUNY - NOAAHHS HOBOTO cepTudikaTa BiAMOBIAHOCTI
€sponeiicbkint papmakonei Ne R1-CEP 2013-244 - Rev
00 ansa cybeTaHuii LivnpoTepoHy aueTar Bif Bxe
3aTBepakeHoro BMpobHuka Hubei Gedian Humanwell

3a
peuernmom

UA/6064/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Pharmaceutical Co., Ltd., Kutan
21. | AHOPO®AP PO34MH ANS iH'eKLN, AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis:3miHu | 3a UA/6064/01/01
M® 100 mr/mn; no 3 mn B TUNy - NOA4aHHS HOBOro cepTuddikarta BigNoBigHOCTI peuenmom
amnyni; no 3 amnynu €sponewicbkin dapmakonei Ne R1-CEP 2013-244 - Rev
y 6nictepi; no 1 00 ansa cyberaHuii LiunpoTepoHy auetar Big Bxe
Gnictepy y nayui 3 3aTBepakeHoro BMpobHuka Hubei Gedian Humanwell
KapTOHY Pharmaceutical Co., Ltd., Kutan
22. | APUDPOH® TabneTku, BKPUTI e ®paHuia AHOAPM Monbwa/ BHECEHHS1 3MiH O peecTpauiiHuX maTtepianis:3miHu | 3a UA/1001/01/01
PETAPLO NNiBKOBO JIABOPATYA Mignpuemcteo dpaHuis/ TUNY - 3MiHWM BHECEHO A0 IHCTPYKUIT ANa MeanyHoro peuenmom
060mnoHKot, P CEPB'€ ®apmaueBTnyHe AT, Ipnangis 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
NPOJIOHrOBaHOI Aii No MonbLa "B3aemogis 3 iHWVMK nikapcbkuMn 3acobamm Ta iHLwi
1,5 mr, ona (BignosigansHuii 3a Buav B3aemogin”, "OcobnmBocTi 3acTocyBaHHS" Ta
Bpo6Hka AHOAPM BMPOBHMLTBO, "Mob6iuni peakuii" woao 6e3nekn Aito4oi peYoBUHM
MignpuemcTBo KOHTPOIb SIKOCTI, BignoBigHo Ao pekomeHaauin PRAC. BBeaeHHst 3miH
dapmaueBTmyHe AT, nakyBaHHS Ta BUMYCK NPOTAromM 6-Tu MicALUiB Micna 3aTBEPAXEHS.
Monbuwa: no 30 cepii ); NabopaTopii 3MiHu |l TMRY - 3MiHWM BHECEHO A0 iHCTPYKLiT Ans
Tabnetok y bnictepi, Ceps'e IHgacTpi, MeOMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby oo
no 1 Gnictepy B ®paHuia po3ginie "OcobnueocTi 3acTocyBaHHs" Ta "lMoGiYHi
KOpoO6Li 3 KapTOHY; (BipnosigansHui 3a peakuii". BBegeHHs 3MiH npoTarom 6-Tu micauis nicns
Ans BUpobHuKiB BMPOBHMLTBO, 3aTBepAKeHHs. 3minu Il Tuny - 3MiHn BHeceHo Ao
JlabopaTopii Ceps'e KOHTPOIb SKOCTI, IHCTPYKLUIT ANA MeANYHOro 3acToCyBaHHS NikapCbKoro
IHgacTpi, ®paHuia Ta nakyBaHHs Ta BUNYCK 3acoby Ao posainis "B3aemMogis 3 iHLLIMMY nikapCbKuMmu
Ceps'e (IpnaHgis) cepii); Ceps'e 3acobamu Ta iHWi Buam B3aemogin”, "OcobnueocTi
IHpacTipc JTa, (Ipnangis) IngacTpic 3acTocyBaHHs1", "3acTocyBaHHs y nepioa BariTHocTi abo
Ipnangis: no 15 JIta, Ipnangis rogyBaHHs rpyaar”, "MobivHi peakuii”. BBegeHHs 3MiH
Tabnetok y onicrepi, (BignosiganbHui 3a NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
no 2 6nictepn y BUPOGHMLTBO,
KOpOoOGLi 3 KapTOHY KOHTPOIb SKOCTI,
nakyBaHHS Ta BUMYCK
cepii)
23. | ACKOPIN cupon no 100 mn abo "meHmapk IHAisA "meHmapk IHAisa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | 3a UA/8670/01/01
EKCNEKTOP no 200 mny dapmMacboTUK dapmacbiloTukans Jita. TUMY - 3MiHW A0 METOAIB KOHTPOJIIO AKOCTi FOTOBOrO peuenmom
AHT nnactukosmx abo ans Jlta. nikapcbkoro 3acoby 3a nokasHUKOM «B'a3kicTb» - 3amiHa
CKNSAHWX cpriakoHax; Bucko3nmeTpa bpykdinsaa (LVT-mogens) Ha HoBy
no 1 donakoHy pasom mMogaenb BuckosmmeTp bpykdinbaa (mogens DV-II +Pro)
3 MipHMM KOBMa4koMm y
KapTOHHIN yrnakoBLi
24. | BEPNINPUN Tabnetkun no 10 wr, BEPNIH-XEMI Himeyunna BEPNIH-XEMI Al', Himeyuunna BHECEHHS 3MiH O peeCcTpaLiiHUX maTepianis:3miHu | 3a UA/7553/01/01
®10 no 10 Tabnetok y Al HimeuunHa TUMY - 3MiHK Wwoao 6e3neku/edekTMBHOCTI Ta peuenmom

6nictepi; no 3
Gnictepu y KapTOHHIN
KopoOGLi

(Bupo6HuLTBO "in bulk"

Ta KOHTPOIb Cepii);
BEPNIH-XEMI AT,

HimeyunHa (nakyBaHHs,

KOHTPOSb Ta BUNYCK
cepiit); Knoke
PepnakyHrc-Cepsic
'm6X , HimeuunHa

(nakyBaHHs1); MeHapiHi-

capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
OaHuX Npo cucTeMy chapMakoHarnsigy (BBeaeHHs
y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa yNOBHOBaXXEHOT 0CO0M, BiANOBiAanbLHOI 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
hapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsay (BKYarym KOHTaKTHI AaHi) Ta/abo
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

®oH XengeH MbX,
HimeuumHa (nakyBaHHs)

3MiHW y PO3MilLleHHI MacTep-tharnna cuctemm
chapmakoHarnsiay) - 3MiHa KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganeHoi 3a hapMakoHarnag B YkpaiHi.
[NponoHoBaHa pepakuis: Kyyep MapuHa BacunisHa.
3MiHa KOHTAKTHMX OAaHMX KOHTaKTHOI 0COOK 3asiBHMKA,
BignoBiganeHoI 3a 34iMCHEHHS hapmakoHarnsay B
YkpaiHi

25.

BEPHINPUN
® 20

Tabnetku no 20 Mr no
10 TabneTok y
Gnictepi, no 3
bnictepn y KapTOHHIN
KopobLUi

BEPNIH-XEMI
Al

Himeuumna

BEPJIH-XEMI AT,
HimeyuunHa
(BMpOGHMLTBO "in bulk"
Ta KOHTPOIb Cepii);
BEPJIIH-XEMI AT,
HimeuyunHa (nakyBaHHs,
KOHTPOSb Ta BUMYCK
cepin); Knoke
depnakyHrc-Cepsic
'm6x, HimewunHa
(nakyBaHHs1); MeHapiHi-
®oH XenaeH M6X,
HimeuumHa (nakyBaHHs)

Himevuunna

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHunx Npo cuctemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOT ocobu, BianoBiganbHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
tapmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHOI 0cobu 3asiBHVMIKa,
BiAnoBiganbHOI 3a hapmakoHarnag B YKpaiHi.
[NponoHoBaHa peaakuis: Kyvyep MapuHa BacunisHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BignoBiganbHoOI 3a 34iMCHEHHS hapmakoHarnsay B
YkpaiHi

3a
peuernmom

UA/7553/01/02

26.

BEPNINPUN
®5

TabneTkun no 5 mr; no
10 TabneTok B
Gnictepi; no 3
Bnictepu y KapTOHHIN
KopoobLi

BEPNIH-XEMI
Al

Himeyumna

BEPNIH-XEMI AT,
HimeuyumHa (BMPOGHMK,
LLIO BUKOHYE
BUPOBHMLTBO
npenaparty in bulk Ta
KOHTpOnb cepii);
BEPNIH-XEMI AT,
HimeuyumHa (BMPOGHMK,
LLIO BUKOHYIOE KiHLieBE
nakyBaHHs; BUMYCK Ta
KOHTpoOnb cepii); Knoke
PepnakyHrc-Cepgic
m6X, HimeyuunHa
(BUPOBHUK, LLO BUKOHYE
KiHLieBe NaKyBaHHS);
MeHapiHi-®oH XerngeH
M6X, Himeyunna
(BUPOBHWK, LLO BUKOHYE
KiHLieBE NaKyBaHHs;
BMPOGHMLUTBO
npenaparty in bulk, Ta
KOHTpOIb cepii)

Himeyuunna

BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis:3miHu |
TMMy - 3MiHM Wwopao 6e3neku/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHVX AaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3AiCHEHH:A hbapmakoHarnsigy; KOHTakTHOT ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darna cucteMm
dapmakoHarnsay) - 3MiHa KOHTaKTHOI 0cobu 3asiBHYIKa,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
MponoHoBaHa pepakuis: Kydep MapuHa BacunisHa.
3MiHa KOHTaKTHMX JAaHWUX KOHTaKTHOT 0CObM 3asiBHMKA,
BignosiganbHOI 3a 34iMCHEeHHs hapmakoHarnsay B
YkpaiHi

3a
peuernmom

UA/7553/01/03

27.

BEPHINPUN
® nnoc
10/25

Tabnetku no 10 mr/25
mr no 10 TabneTok y
Gnictepi; no 2 abo no
3 Bnictepu B

BEPIH-XEMI
Al

Himeyunna

BEPIH-XEMI AT,
HimeyunHa
(BupoGHMLTBO "in bulk",
KOHTPOrb cepin);

Himevuunna

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
AaHux npo cuctemy dapmakoHarnsgy (BBeAeHHs

3a
peuernmom

UA/5853/01/01




12

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

KapTOHHil kopobui

BEPNIH-XEMI AT,
HimeyuumHa (kiHUeBe
nakyBaHHS, KOHTPOIb
Ta BUMycK cepii)

y3aranbHeHVX AaHnX Npo cucTeMy cbapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobw, BianoBigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobMU, BignoBigansHoi 3a 34iiCHEHHS
thapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
dhapmakoHarnagy) - 3MiHa KOHTaKTHOI 0cobu 3asiBHMKA,
BignoBigansHoi 3a hapMakoHarnsg B YkpaiHi.
[MponoHoBaHna pepakuis: Kysep MapuHa BacunisHa.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3asiBHUKa,
BiAnoBiganbHOI 3a 34iNCHEHHA hapmMakoHarnagy B
YKpaiHi

28.

BEPOOAYAN®
H

aepo3ornb 4030BaHWN
no 10 mn (200 go3) y
MeTaneBomy
GanoH4mKy 3
[03YH04MM KranaHoM;
no 1 6anoH4nKy B
KapTOHHIl kopobui

BepiHrep
IHrenbxanm
IHTEepHeLHN

m6X

Himeyunna

BepiHrep IHrenbxamm
dapma 'mM6X i Ko. KIF

HimevuunHa

BHECEHHSA 3MiH 4O peecTpauinHnX maTepianis:3miHu |
UMY - 3MiHW Woao 6e3nekun/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
AaHux nNpo cuctemMy chapmakoHarnsgy (BBegeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BignoBigansHoI 3a
3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHA Big
yMNOBHOBaXeHOi 0cobu, BiAnoBiganbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) - 3miHa yrnoBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
MponoHoBaHa pepakuisi: Sven Kohler. 3miHa KOHTaKTHUX
[OaHux ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
papmakoHarnsig. 3miHa KOHTaKTHOI 0cobu 3asBHYKa,
BignoBiganeHoi 3a papMakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: Monisyak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX OaHUX KOHTaKTHOI 0cobu 3asiBHUKA,
BignoBiganbHoi 3a dhapMakoHarnsg B YkpaiHi

3a
peuernmom

UA/5322/01/01

29.

BEPOTEK®H

aepo30b [030BaHW,
100 mkr/go3y; no 10
mn (200 pos) y
MeTarneBomy
H6anoHuunKy 3
[03YH04MM KIanaHoM;
no 1 6anoH4nky y
KapTOHHiIl kopobui

BepiHrep
IHrenbxanv
IHTEepHeLLHN

mMBEX

Himeyumna

BepiHrep IHrenbxanm
®apma 'mbX i Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn |
TMMY - 3MiHM Wwopao 6e3neku/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
[AaHux nNpo cuctemMy cpapMakoHarnsigy (BBeAeHHs
y3aranbHeHuX AaHnx npo cucTeMy chbapMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS1 (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA Bifg
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BkIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
hapmakoHarnsigy) - 3miHa yrnoBHOBaXeHOi 0cobu
3asBHuKa, BignoBiganbHoi 3a hapmMakoHarnsa.
MponoHoBaHa pepakuisi: Sven Kohler. 3miHa KOHTaKTHMX
[aHuX yrnoBHOBaXeHoi ocobu, BiAnoBiganbHoi 3a

3a
peuernmom

UA/3123/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

capmakoHarnsag,.
3MiHa KOHTaKTHOI 0cobY 3asiBHMKA, BigNOBIAANbHOI 3a
dapmakoHarnag B YkpaiHi. [MponoHoBaHa pegakuisi:
Monisyak OneHa BikTopiBHa. 3MiHa KOHTAKTHMX AaHUX
KOHTaKTHOI 0cobu 3asiBHUKA, BianoBiganbHoi 3a
chapmakoHarnsg B YkpaiHi

30.

BETAMETA3
OHY
aunpPonioH
AT

NOPOLLIOK
(cybeTaHuis) y
NoABINHNX
nonieTuneHosmmn
MilLKkax ons
dapmaLeBTUYHOro
3acTocyBaHHSA

AT
"MKo®apma"

Yecbka
Pecny6nika

KYPIA ICTTAHIA C.AY.

Icnanisa

BHECEHHS 3MiH 40 peecTpauinHuX maTepianis: 3miHu |
Tmny - 3MiHn 3 axocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBiaHOCTI €BpONENChbKin
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNyYeHHs
cepTudikaTta BignoBigHOCTIi €BponeWnchkin dapmakonei:
ons A®l; ons BuxigHoro matepiany/peareHTy/NMpoMiKHOro
NpOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignosigHoCTi
€Bponecbkin dapmakonei) - OHOBNeHU cepTudikart Big
yXe 3aTBepa)XeHoro BUPOGHMKa - MoAaHHA OHOBMEHOro
cepTudikaTta BignoBigHoCTi €Bponeinchkin dapmakonei
Ne R1-CEP 2002-031 - Rev 03 (3aTBepaxeHo: R1-CEP
2002-031 - Rev 02). Ak Hacnigok, 3miHa Ha3BW Ta agpecu
Bupo6Huka Ha KYPIA ICMAHIA C.ALY., IcnaHis / CURIA
SPAIN S.A.U., Spain MNapkye TexHonoriko [le boeuunno
Mapuena 105 Icnania-47151 Boeuvnno, Bannagonia, /
Parque Technologico De Boecillo Parcela 105 Spain-
47151 Boecillo, Valladolid; 3miHun y po3gini «Cknag»
(ctano: 6etameTtasoHy gunponioHaTty Big 97,0 go 102,0
% y nepepaxyHKy Ha Cyxy pe4OBUHY); NPUBEOEHHS
crneunikaLii Ta MeToaiB KOHTPOIO SIKOCTi 3a
nokasHukamu «lgeHtudikauis», «Btpata B maci npu
BUCYLLYBaHHi», «[TMTOMe onTn4YHe o6epTaHHs»,
«CynpoBigHi goMmilwku» Ta «3anuLKoBi PO3YNHHUKUY OO
nitovoi pepakuii CEP Ta Bumor moHorpadii €0;
BUITYYEHHS NMOKa3HUKa «3anuLUoK Npy NpoKantoBaHHi»;
pefakuinHa 3miHa y cneumdikauii Ta MeToaax KOHTPOso
SIKOCTi 3@ Noka3HUKoM «KinbKicHe BU3HAYeHHSA», a came
3MiHa B iHhopmalLii Wwoao nocunaHb Ha MoHorpadii.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepKEHHSI. 3MiHu | Tuny - 3miHM 3 akocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BunpobyBaHb/nepioay 36epiraHHs abo yMmoB 36epiraHHs
AQI (3a BiACYTHOCTI y 3aTBEPAKXEHOMY [OCHE
cepTudikaTa BignosigHocTi €Bponeiickbkiin hapmakoneri,
LLIO BKMKOYAE Nepio NOBTOPHOIo BUNpobyBaHHS) (iHLUi
3MiHW) - MPVBEAEHHS iHOPMaLlii WoJo TepMiHY
nepekoHTponto (cTano: TepMiH NnepekoHTponto: 5 pokis),
yMoB 36epiraHHsl, ynakoBKkv, MapKyBaHHs Ta
TEXHOMOriYHOI hopmMu (cTano: aAns hapmaLeBTUHHOro
3aCTOCyBaHHs1) Y BiANOBIAHICTb 4O MaTepianis
peecTpaLiiHoro 4oCbeE.

UA/10492/01/01

31.

BYNIBAKAIH

PO34MH Ans iH'ekuin, 5
Mmr/mn no 10 mn B

TOB
"APTEPIYM

YkpaiHa

MAT "lanuudpapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TMNYy - 3MiHK 3 akocTi. ADI. KoHTponb A®I. 3miHa y

3a
peuenmom

UA/17950/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

amnyni; no 5 amnyn y
KOHTYPHIil1 YapyHKOBIN
ynakosLi; no 1
KOHTYPHI YapyHKOBIN
ynakoBLi B naywli

nro”

napameTpax crneuudikauin Ta/abo JonycTuMux mMex,
BM3Ha4eHux y cneundikauisx Ha APl abo
BUXIZHWMI/MPOMIDKHUIA NpOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea APl; cynyTHs
3MiHa - 3MiHn 3 axocTi. A®Il. Kontponb A®I. 3miHa y
mMeTogax BunpobysaHHs APl abo BuxigHoro
marepiany/npoMiXXHOro NnpoaykTy/peareHTy, Lo
BMKOPUCTOBYETLCS y Npoueci BUpobHuuUTBa ADI (iHLLi
3MiHN Y MeTodax BUNpobyBaHHS (BkIoYaroum 3aMiHy abo
ponoBHeHHs1) A®I abo BUXiZHOro/NpPOMIXKHOIO NPOAYKTY) -
BHECEHHS 3MiH 40 creumdikalii Ta MeToaiB KOHTPOIo
A®I byniBakaiHy rigpoxnopua, 3okpema: BUIyYeHHst
KOHTPOSIO 3a NokasHukamm "Baxkki meTanu" Ta “Baxki
MeTanu — nnaTnHa” Ha OCHOBI OLHKM PU3NKIB BUPOOHMKa
3rigHo ICH Guideline Q3D “Elemental Impurities”

32.

BYMIBAKAIH
CnIHAN

PO34MH Ons iH'ekuin, 5
Mr/mn; no 4 mn B
amnyni; no 5 amnyny
KOHTYPHI YapyHKOBIN
ynakosui, no 1
KOHTYPHI YapyHKOBIN
ynakoBUi B nayui

TOB
"APTEPIYM
nrar

YkpaiHa

MAT "lrannydcapm”

YkpaiHa

BHECEHHSA 3MiH 4O peecTpauinHuX maTepianis:3miHu |
TMny - 3MiHK 3 skocTi. ADI. KoHTponb AdI. 3miHa y
napameTpax crneuudikauin Ta/abo JonycTUMUX MeX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BVXiAHWIN/NPOMDKHUI NpOAYKT/peareHT, Lo
BMKOPUCTOBYIOTLCA Y MpoLieci BUpobHuuTea A®l; cynyTHs
3MiHa - 3MiHu 3 sikocTi. A®I. KoHTponb AL, 3miHa y
meTogax BunpobysaHHs A®I abo BuxigHoro
maTepiany/npoMixXHOro NpoayKTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeTofdax BUNpobyBaHHS (BkoYaroum 3amiHy abo
ponoBHeHHs1) A®l abo BUXiAHOro/NpoMiXXHOrO NPOAyKTY) -
BHECEHHS 3MiH 40 cneuudikauii Ta MeToAiB KOHTPOSo
A®| byniBakaiHy rigpoxnopua, 3oKpema: BUIy4YeHHst
KOHTPOIIO 3a nokasHukamu "Baxki metanu" Ta “Baxki
MeTanu — nnaTnHa” Ha OCHOBI OLHKM pU3WKiB BUPOGHMKa
3rigHo ICH Guideline Q3D “Elemental Impurities”

3a
peuenmom

UA/17997/01/01

33.

BYMIBAKAIH
y
rigPoOXior
ma

NopoLLIOK
(cybeTaHuis) y
noaginHNX
nonieTMneHoBmnx
nakeTax aons
dapmaLeBTUYHOro
3acToCyBaHHS

TOB
"APTEPIYM
nTa”

YkpaiHa

MOEXC KATANNAHA
C.JL

IcnaHia

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn |
MRy - 3MiHK 3 sikocTi. ADI. KoHTponb ADI. 3miHa y
napameTpax cneuudikauin Ta/abo JonycTUMUX Mex,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BVXiOHWU/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea A®l; cynyTHs
3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHs ADI abo BuxigHoro
marepiany/npoMiXXHOro NpoayKkTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHuuTea ADI (iHLwi
3MiHM y MeToaax BUNpobyBaHHS (BKMNoYvatoun 3amiHy abo
ponoBHeHHs1) A®I abo BUXiZHOro/npoOMiIXKHOIO NPOAYKTY) -
BHECEHHS 3MiH 40 cneuudikauii Ta MeToaiB KOHTPOMO
A®I bynisakaiHy rigpoxnopuva, 3okpema: BUryyYeHHsi
KOHTPOIO 3a NokasHuKoM "Baxki meTann" Ta “Baxki
MeTanu — nnaTnHa” Ha OCHOBI OLHKM pU3WKIB BUPOGHMKa
3rigHo ICH Guideline Q3D “Elemental Impurities”

UA/17991/01/01

34.

BA3OHIT

TabneTtku petapg,
BKPUTi 06OJIOHKOHO, MO

TOB "bayw
Xenc"

YkpaiHa

[.J1. dapma Mm6X,
AscTpisi; [.JI. ®apma

ABcTpis

BHECEHHS 3MiH IO peecTpauiiHnX MaTepianiB:TeXHIiYHa
nomwunka (3rigHo Hakasy MOS3 Big 23.07.2015 Ne 460).

3a
peuenmom

UA/8138/01/01
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

600 mr; no 10
TabneTtok y 6nictepi;
no 2 6nictepu B
KopobLji 3 KapTOHY

'M6X, ABcTpis
(BignoBiganbHWi 3a
BUNYCK cepii)

TexHi4yHy NOMWNKy BUNPaBEHO Y TEKCTi MapKyBaHHA Ha
BTOPWHHIN ynakoBLi nikapcbkoro 3acoby. 3aTBepaKeHo:
17. IHWE — 3anponoHoeaHo: 17. IHWE HassHWiA WTpmx-
koA. 3a3HayeHe BUNpaBNeHHs BiAnNoBigae martepianam
peecTpaLinHOro AOCbE. XHIYHOT MOMWIKM B MPUMIPHMKaX
3MiH oo MapkyBaHHs

35.

BA30OMNPO®

kancynu no 250 wmr;
no 10 kancyn y
Gnictepi; no 4
Gnictepn y nayui 3
KapTOHY

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis:3miHu |
TMNy - BHECEHHS 3MiH 00 cneundikaLii Ta aHaniTU4HUX
MeTOoZiB BXiHOro KOHTPOIO Ha XXenaTWHOBI Kancynu, a
came BUInyYeHHs TecTy «Baxki metanu»; amiHu | Tuny -

BHECEHHS 3MiH 00 cneundikalii Ta aHaniTMYHMX MeToAiB

BXiJHOrO KOHTPOJSIIO Ha XenaTUHOBI Kancynu, a came
BUSTYYEHHS NOKa3HMKa «[[€OMETPUYHI pO3Mipny; 3miHK |
TMNy - BHECEHHS 3MiH 00 crneundikaLii Ta aHaniTUYHUX
MeTOoZiB BXiHOro KOHTPOIO Ha XXenaTuHOBI Kancynu, a

came 3a nokasHukom «MikpoGionoriyHa yncrota»
KpUTEpIivi NPUAHATHOCTI Ta BUMOTMN 3anuLueHo 6e3 3miH,
ane BUKMNaaeHo B HACTYMHIV peaakuii 3aTBepAXeHo:
3ararnbHe 4ncno aepobHux mikpoopraxiamis (TAMC) 1000
KYO/r, 3anponoHoBaHO: 3aranbHe YiCro aepobHux
MikpoopraHiamie (TAMC) 103 Ta 3aTBepaXeHo: 3aranbHe

ymncno ApbkmxoBmMX Ta nnicHaBux rpnbis (TYMC) 100
KYO/r, 3anponoHoBaHoO: 3aranbHe YYCro APPKAXOBUX Ta

nnicHaBux rpubis (TYMC) 102 KYO/r) Ta BiacyTHiCcTb

Escherichia coli B 1 r. HopmaTnBHe nocunaHHsa
[OMOBHEHO nocunaHHam Ha OdY* (*- pitoue BuaaHHS);
BUITy4€HO MOBHWI BUKNAA NPOBEAEHHST MeToamnkn. MeTog
aHanisy BkntoyeHo go APY* Ta €sponencbkoi
capmakonei*

3a
peuenmom

UA/11505/02/01

36.

BA3OMNPO®

kancynu no 500 mr,
no 10 kancyn y
Gnictepi; no 6
GnicTepiB ynayui 3
KapTOHY

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuX maTtepianis:3miHn |
TUNYy - BHECEHHS 3MiH 00 crneundikaLii Ta aHaniTu4HMX
METOAIB BXiAHOIO KOHTPOIO Ha XenaTuHOBI Kancynu, a
came BUIyYeHHs TecTy «Baxki meTtanu»; aminm | Tuny -

BHECEeHHS 3MiH 40 crneundikauii Ta aHaniTM4HUX MeToAIB

BXiJHOrO KOHTPOJSIIO Ha XenaTuHOBI Kancynu, a came
BUINYYEHHS NokasHuKa « eoMeTpuyHi po3mipu»; 3miHn |
TUNY - BHECEHHS 3MiH 0 crneundikaLii Ta aHaniTUYHUX
MeTofiB BXiJHOrO KOHTPOIO Ha XenaTuHOBI Kancynu, a

came 3a nokasHukom «MikpobionoriyHa ymctoTar
KpUTEpii NPUAHSTHOCTI Ta BUMOTU 3anuLueHo 6e3 3miH,
arne BMKNageHo B HACTYMHIN pefakuii 3aTBepa)KeHo:
3aranbHe 4ncrno aepobHux Mikpoopraniamis (TAMC) 1000
KYO/r, 3anponoHoBaHo: 3ararnbHe YnCno aepobHux
mikpoopraHriamiB (TAMC) 103 Ta 3aTBepaXXeHo: 3aranbHe

4nCno ApbkaAXKOBMX Ta nnicHsBux rpubis (TYMC) 100
KYO/r, 3anponoHoBaHo: 3aranbHe YACNO APPKAXKOBUX Ta

nnicHasux rpubis (TYMC) 102 KYO/r) Ta BiacyTHIiCTb

Escherichia coli B 1 r. HopmaTnBHe nocunaHHsa
[OOMOBHEHO nocunaHHam Ha Y™ (*- gitove BuAaHHS);

3a
peuenmom

UA/11505/02/02
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BUITy4€HO MOBHWI BUKNAA NPOBEAEHHS MeToamnkn. MeTog
aHanisy BknoyeHo go OdY* Ta €Bponencbkoi
capmakonei*
37. | BAIICAPTAH | nopoluok TOB "Toprosa Ykpaina Cexong $Papma Ko., Kutan BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu | - UA/14402/01/01
(cybcTaHuis) y KOMNaHis JTa. TUNy - NOAAHHS OHOBIEHOro cepTudikaTa BiANOBIAHOCTI
NoABINHNX "ABPOPA" €poneickkin dpapmakonei Ne R1-CEP 2014-008 Rev 01
nonieTuneHoBmx ansa A®l. Ak Hacnigok npvBeAeHHs cneundikauii Ta
MilLKkax gns METOAIB KOHTPOIIO SIKOCTi 3a NokasHukamu "CynpoBiaHi
hbapmaLeBTUYHOrO pomiwkn", "Asmna” Ta "HitposamiHn" y BignoBigHicTe Ao
3acTOCyBaHHs CEP
38. | BAMENAH Kancynu m'aki no 15 TOB «YOPJI4 YkpaiHa M.M.®. XACKO-JIEK Monbwa/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3miHn | bes3 UA/17495/01/01
kancyn y 6nictepi; no MEONLINH» C.A., Monbwa; YOPIA TypeuunHa TMny - 3MiHK 3 AKoCTi. [oToBUIA Nikapcbkuin 3aci6. 3MiHM Y | peuenma

2 6nictepu B
KapTOHHIN kopobLi

MEOVUWH JTAY CAH.
BE TIDK. A.LL.,
TypeduunHa

BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHOTLCS
BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOTO JiKapCbKOro
3acoby (3amiHa abo goaaBaHHS BUpOBHMKa, LLO
BiAMNOBiAae 3a BBe3eHHS Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BunpobyBaHHs cepii. BBeaeHHs
anbTepHaTUBHOro BMpoGHuKka M3 YOPNO MEOULIMH
ITAY CAH. BE TIDK. A.LL., TypeyumHa / WORLD
MEDICINE ILAC SAN. VE TIC. A.S., Turkey,
BiANOBIgANbLHOIO 3a BUMNYCK cepii. AK Hacnigok,
3'ABMAETLCA AOAATKOBA BTOPMHHA ynakoBka, Ae byae
3a3HayveHo iHopMaLilo LWoa0 anbTePHATUBHOIO
BMpoGHUWKa T13. 3MiHu BHeCeHI B iHCTpYKLito Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y posainu
"BupobHuk", "MicuesHaxomkeHHs BUpoOHMKa Ta Moro
agpeca Micusi NPOBaMKeHHN AiSnbHOCTI" Ta SK HacnigoK
nosiea [O4ATKOBOI BTOPUHHOI YMAKOBKW AN
anbTepHaTMBHOrO BUpOOHMKa. BBeAeHHS 3MiH NpoTarom
6-TW MicauiB nicna 3aTBepAXKEHHs
3miHu | Trny - 3miHm 3 AkocTi. FoToBUIA Nikapcbkuii 3acio.
3MiHM y BUpOOHMUTBI. 3amiHa abo BBeAEHHS 40AaTKOBOI
AinbHUL| BUpoBHULTBA ANst YacTuUHU abo BCbOro
BMPOGHMYOro NpOLECY rOTOBOIO fikapcbKoro 3acoby
(BinbHUUS, Ha KM NpoBOAATLCH Oyab-sKi BUPOOHUYI
cTagji, 3a BUHATKOM BUNYCKY Cepiri, KOHTPOIO SKOCTI,
NepBUHHOIO Ta BTOPMHHOIO NaKyBaHHs1, Ans
HecTepurbHUX Nikapcbkux 3acobis). CynyTHs 3miHa -
3MiHu 3 skocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMUTBI. 3amiHa abo BBeAEHHS 40AATKOBOI AinbHULL
BUPOBHMLTBA AN YaCTUHM abo BCbOro BUPOBHMYOrO
npoLiecy roToBOro nikapcbkoro 3acoby (ainbHuUs ans
BTOPWHHOIO NaKyBaHHs) - 3MiHUW 3 sikocTi. FoToBMIA
nikapcbkuit 3aci6. 3MiHn y BUpo6HMLTBI. 3amiHa abo
BBEJIEHHS OAATKOBOI AiNbHWLI BUpOOHULTBA ANs
YacTuHU abo BCbOro BUPOGHMYOro NpoLiecy roToBoro
nikapcbKkoro 3acoby (AiNbHVUS ANs NePBUHHOTO
nakyBaHHs1). BBegeHHsi anbTepHaTBHOrO BUpobHuka 113
yopPng MEOVLMH JTAY CAH. BE TIDK. AL,




17 [TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Typeuunna / WORLD MEDICINE ILAC SAN. VE TIC.
A.S., Turkey, BignoBsigansHoro 3a BUpobHULTBO 13,
nepBUHHE Ta BTOPUHHE NaKyBaHHs!, KOHTPOIb Cepii.
BBegeHHs 3miH npoTsArom 6-Tu MicsiuiB nicnsi
3aTBEPKEHHS.
39. | BIHKPUCTUH | posumH ons iH'ekuin, 1 Mini Benuka BeHnyc Pemegic Jlimitep IHpis BHECEHHS1 3MiH O peecTpauiiHuX maTepianis:3miHu | 3a UA/6430/01/01
-Mini mr/mn, no 1 mny Xenckepe BputaHis TMny - 3amiHa po3ainy «IpadiyHe opopmneHHs peuenmom
cnakoHi; no 1 ao 10 Nimiteq ynakoBku» Ha po3gin «MapkyBaHHsi» MKA N13:
dnakoHiB B kOpobLi 3anponoHoBaHo: MapKkyBaHHS.
3rigHO 3aTBEpPAKEHOro TEKCTY MapKyBaHHs. 3MiHU
BHECEHi B TEKCT MapKyBaHHS NEePBUHHOI Ta BTOPUHHOI
ynaKkoBKW fikapcbKoro 3acoby Lioao 3a3HavyeHHs
Mi>HapOAHMX NO3HAaYEHb OAMHULb BUMIpIOBAHHSI
40. | BMNPIB NOPOLLIOK ANA LWavep IpnaHais BiAMNoBiAanbHUA 3a IpnaHais/ BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3miHu | 3a UA/15706/01/01
PO34mHy Ans iHdy3in, dapmachioTik BUMYCK Cepil: HimewumHa/ | Tuny - 3miHn 3 skocTi. FoToBMI nikapcbkuid 3acib. 3miHn y | peuenmom
no 400 Of, 1 onakoH ans IpnaHgis LWavep CLIA/ BMPOBHMUTBI (iHLLI 3MiHW) - BHECEHHS YCiX 3aTBEPAKEHNX
3 NMOPOLLIKOM Y TNiviteq PapmacbtoTikana CnonyyeHe BUPOBHMYMX AiNbHULb, SKi 6epyTb y4acTb y BUpOOHULTBI

KapTOHHIl kopobui

Ipnangis Iimiteq,
Ipnangis;
BMPOBHMLTBO
nikapcbkoro 3acoby,
KOHTPOIb SIKOCTi cepil,
BidyarnbHa iHCneKuis:
BetTep ®apma-
DeprirtoHr TM6X EHg K
0. KI', HimewuuHa;
BMPOGHMLUTBO
nikapcbkoro 3acoby,
KOHTPOMb SIKOCTi Cepii:
KenpxiH Bano®apma,
NTA (n6a EmeppxeHT
BaroConywwiHa
(CibiAin), CLUA;
KOHTPOSb SIKOCTi cepil,
BidyarbHa iHCneKuis:
BeTtTep ®apma-
PeprirtoHr 'M6X EHg K
0. KI', HimewuuHa;
Bettep dapma-
PeprirtoHr 'M6X EHA K
0. KI', Hime4vuuha;
BidyarbHa iHCneKuis:
Bettep ®apma-
PeprirtoHr F'M6X EHg K
o. KI, HimeuuuHa;
KOHTPOIb SIKOCTi cepii:
Lavep XbtomeH
IxeHeTik Tepanic,
CLUA;

Yapnb3 Pisep
JlabopaTtopis AiineHg

Koponisctso
/
Higepnangn

N3 BignoeigHo fo maTepianiB BUpobHMKa. XKogHUX 3MiH
B po3aini 3.2.P.3.1. BupobHuku He BigbyBaeTbCs.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
JIta, lpnaHais;
KOHTPOIb SKOCTi cepii
(32 BUHSATKOM
BMNPOBOYBaHHS Ha
CTEpUIbHICTL):
Yapnb3 Piep
JlabopaTtopis EgiHGypr
JIta., Cnonyyexe
KoponiscTBo;
MapKyBaHHA Ta
nakyBaHHs1,
AMcTpubyLis HanoBHeH
NX HEMapKoBaHUX
briakoHiB:
EmiHeHT CepBices
KopnopeinwH, CLUA;
MapKyBaHHs Ta
nakyBaHHs,
ANCTpUOYLiA roToBOro
nikapcbKoro 3acoby:
HIiEMYEnN Cannnan
YeniH, Higepnanaw;
OIiEnyEn Cannnan
YenH, HigepnaHaun
41. | rAnonPun Tabnetku no 1,5 wr, ToBapucTBo 3 Ykpaina ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis:3minu | 3a UA/12338/01/01
no 10 Tabnetok y obmexeHoto obmexeHoto TUMY - 3MiHK 3 sikocTi. ADI. BupobHuuTBo. 3MiHa peuenmom
6nicTepi; no 5 abo 10 BignosiganeHi BignoBiganbHiCcTO BMPOGHMKa BUXIAHOrO/MPOMIXXHOTO NPOAYKTY/peareHTy,
GnicTepiB y KApTOHHIW CTIo "XapkiBcbke LLIO BUKOPUCTOBYIOTLCS Yy BUpOBHNYoMy npoueci AdI, abo
KopoobLi "XapkiBcbke dapmMaueBTUYHe 3MiHa BMpOGHMKa (BKIoYatkoum, e HeobxigHo, micue
dapmaueBTuy nignpueMCcTBO npoBefeHHs KOHTpornto sikocTi) ADI (3a BigcyTHOCTI
He "3popos.'a Hapoay" cepTudpikaTta BignoBigHOCTI €BponeNnchkin hapmakonei y
nignpreMcTBo 3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOBHMKa
"3popos's A®I| 3 HapaHHsIM MacTep-danina Ha API) - BBeAeHHsI
Hapoay" [O[AaTKOBOrO (anbTepHaTMBHOIO) BUpobHuKa AdI
ranonepugony - VAMSI LABS LTD, India
(3anponoHoBaHo: Lake Chemicals Pvt. Ltd., India, VAMSI
LABS LTD, India), sk Hacnigok BHeCEeHHs1 3MiH B
cneundikauito Ta MeToanky koHTponto APl 3a n.
«3anuLUKoBi PO34MHHMKINY (3aNpPOMNOHOBaHO: MeTaHony -
He binblwe 3000 ppm (0,3 %), Tonyony - He GinbLie 890
ppm (0,089 %), meTunexxnopuay - He GinbLe 600 ppm
(0,06 %) ans anbTepHaTUBHOrO BUPOOHMKa AdI
ranonepugony - VAMSI LABS LTD, India
42. | rAnonPun po34nH Ans iH'ekuin, 5 | ToBapucTBo 3 YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis:3miHu |l 3a UA/6576/01/01
Mr/mMn no 1 mn B obmexeHo obmexeHo TUMY - 3MiHK 3 sikocTi. ADI. BupobHuuTBo. 3MiHa peuenmom
amnyni; no 10 amnyn BignoBiganbHi BignoBiganbHicTO BUPOOHMKa BUXiZHOTO/MPOMIXKHOIO NPOAYKTYy/peareHTy,
y KopoOLUji 3 KapTOHY; CTIo "XapkiBcbke LLIO BUKOPUCTOBYHOTLCS Yy BUpoBHMYoMy npoueci AP, abo
no 1 mn B amnyni; no "XapkiBCcbke dapMaueBTUYHe 3MiHa BUpOGHMKa (BKIIOYakouu, e HeobxigHo, micue
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
5 amnyn y 6nictepi; thapmaueBTny nianpuemMcTBo NPOBeAEHHSsT KOHTPOno sikocTi) AP (3a BigcyTHOCTI
no 2 6nictepu B He "3popos's Hapoay", cepTudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei y
KopobLUi 3 KapTOHY; N0 | MiANPUEMCTBO YkpaiHa (Bci cTagii 3aTBEepAKEHOMY AOCbe)(BBEAEHHS HOBOrO BUPOBHMKa
1 mn B amnyni; no 10 "300poB's BUPOOHMLTBA, A®I 3 HagaHHAM MacTep-danna Ha ADI) - BBeAeHHs
amnyn y 6nictepi; no Hapoay" KOHTPOIb SKOCTI, [00aTKOBOrO (anbTepHaTMBHOIO) BUpobHuka AdI
1 GnicTepy B kopobui BUNYyCK cepii); ranonepugony - VAMSI LABS LTD, India
3 KapTOHY ToBapucTBo 3 (3anponoHoBaHo: Lake Chemicals Pvt. Ltd., India, VAMSI
obmexeHoto LABS LTD, India), sik Hacnigok BHECEHHS 3MiH B
BiANOBIgANbHICTIO crneundikaLito Ta MeToauky koHTposnto APl 3a n.
"®apmaueBTUyHa «3anuLKoBi PO34YMHHKKMY (3aNpONOHOBAHO: METaHONY -
KoMnaHisi "3gopos'a”, He Binble 3000 ppm (0,3 %), Tonyony - He GinbLie 890
YkpaiHa (Bci cTagii ppm (0,089 %), meTunexxnopuay - He Ginblwe 600 ppm
BUPOGHMLTBA, (0,06 %) onst anbTepHaTUBHOrO BUPOOHMKa ADI
KOHTPOIb SKOCTI) ranonepugony - VAMSI LABS LTD, India
43. | FAnonrPuUn Tabnetku no 5 Mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpauinHuX maTepianis:3miHu Il 3a UA/12338/01/02
POPTE 10 TabneTok y obmexeHot oBMmexeHo MRy - 3MiHK 3 skocTi. A®l. BupobHuuteo. 3miHa peuenmom
6nictepi; mo 5 abo 10 BiAMNoBiAanbHi BiAMOBIAANBLHICTIO BMPOGHMKa BUXIZHOrO/MPOMIKHOIO NPOAyKTYy/peareHTy,
GricTepiB y KAPTOHHIN CTHO "XapkiBcbke LLIO BUKOPUCTOBYHOTLCS Y BUPOGHMYoMY npoueci AdI, abo
KopobuUi "XapkiBcbke tapmaLeBTUYHE 3MiHa BMpOOHMKa (BKNoYatoun, e HeobxigHo, micue
hapmaueBTuy nianpUEMCTBO npoBeaeHHs KOHTponto sikocTi) ADI (3a BigCyTHOCTI
He "3popos.'s Hapoay" cepTudikaTta BignoBigHOCTIi €Bponenchkin dapmakonei y
nignpueMcTBo 3aTBEPAKEHOMY [0ChE)(BBEAEHHS HOBOTO BUPOOHMKa
"3popos.'s A®I| 3 HapaHHsAM macTep-danna Ha APl) - BBeAeHHs
Hapoay" [0[aTKOBOro (ansTepHaTMBHOIO) BUpobHMKa ADI
ranonepugony - VAMSI LABS LTD, India
(3anponoHoBaHo: Lake Chemicals Pvt. Ltd., India, VAMSI
LABS LTD, India), sik Hacnigok BHECEHHS 3MiH B
crneundikauilo Ta MeToauky koHTponto A®l 3a n.
«3anuLKoBi PO34YMHHMKMY (3aNpPOMNOHOBAHO: METaHONY -
He BinbLwe 3000 ppm (0,3 %), Tonyony - He GinbLie 890
ppm (0,089 %), meTunexxnopuay - He GinbLe 600 ppm
(0,06 %) onst anbTepHaTUBHOrO BUPOOHMKa ADI
ranonepugony - VAMSI LABS LTD, India
44. | FTEKCUTEKC necapii no 16 mr, no 5 CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHnX bes UA/15693/01/01
necapiis y cTpvni; no YKPaiHCbKO- icnaHcbke mMarepianis:BUNpaBneHo TEXHIYHY MOMUITKY B peuenma
1 abo 2 cTpunu y icnaHcbke nignpmemcTso "Cnepko OpYyKOBaHOMY BapiaHTi iIHCTPYKUii ANs MegnyHoro
nauui i3 kapToHy nignpueMcTBO YkpaiHa", YkpaiHa 3acToCyBaHHS y Ha3Bi po3ainy. 3asHayeHe BUNpaBreHHs
"CMEPKO (kOHTpOnb SIKOCTi); BiAMoBigae matepianam peecTpaLinHoro AOChE
YKPAIHA" CninbHe yKpaiHCbKo-
icnaHcbke
nignpvemcTao "Cnepko
YkpaiHa", YkpaiHa
(NOBHMI LWKN
BMPOBHMLTBA, BUNYCK
cepii)
45. | FTEMUUTABI KOHLeHTpaT Ans EBEBE ABCTpis EBEBE ®apma ABcTpis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:3miHu | 3a UA/10475/01/02
H "EBEBE" PO34MHY AN iHAY3iN, Papma lec.m.6.X. Hoor. KT, Himeuunna TUMY - NOAAHHSI OHOBIIEHOrO cepTudikaTa BiAnNoBIAHOCTI | peyenmom
40 mr/mn no 5 mn lec.m.6.X. ABCTpis (MOBHWI LMKN E€ponewcbkin gapmakonei Ne R1-CEP 2006-272 - Rev
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(200 wmr), abo no 25 Hdor.KI BUpobHMuTBAa); Jlabop 04 ansa A®Il remumTabiHy Big BXe 3aTBEPKEHOro
mn (1000 wmr), abo no JIC CE & Ko. KT, BMpobHuka ScinoPharm Taiwan Ltd, TanBaHb
50 mn (2000 mr) y HimeyunHa
cnakoHi; no 1 (TecTyBaHHs); MIJ1
NaKkoHy B KApTOHHIN Mikpobionoriwec
KopobLi Mptocpnabop M6GX,
ABCTpis (TeCTyBaHHS)
46. | TENTPAN® NOPOLLIOK ABGOTT HimeyunHa Bionogxici ITanis ITanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu || 3a UA/6993/02/01
niodinizoBaHnn anga JlabopaTopis JlabopaTopis C.P.J1., peuis/ TMNYy - 3MiHK 3 AKOCTi. [OTOBMI Nikapcbkuii 3acit. peuenmom
NPUroTyBaHHs mM6X ITanis (BMpobHMUTBO, dpaHuia Cuctema KoHTelHep/3akynoptoBasbHui 3acib. 3miHa y
PO34MHY ANS iH'EKLN NnepBUHHE NaKyBaHHs NEePBUHHIN yNakoBLii FOTOBOTrO fikapcbKkoro 3acoby
no 400 mr, 5 cknaHnx Ta KOHTPOb AKOCTI (sKicHUI Ta KinbkicHUi cknag) - CTepunbHi nikapcbki
cbnakoHiB 3 nopoLuka 3acobu Ta nikapcbki 3acobu GionoriyHoro/iMyHonoriYHoro
niodiniaoBaHnmM nioginisoBaHoro; NMOXOMXEHHS - BBEAEHHSA anbTePHATUBHOI NEPBUHHOI
nopoLuKom T1a 5 BTOPMHHE NaKyBaHHS, YNaKoBKW At NOPOLLKa NioghinisaoBaHOro (CKMsiHWM
amnyn 3 pO34MHHUKOM KOHTPOSb SKOCTi Ta c¢nakoH 10R 3 giameTpom wnikm 20 mm Ta rymosa
(L-ni3uvH, HaTpito BUWMYCK CEPill roTOBOro npobka 3 6pombyTUIy, 3anevartaHi antoMiHIEBOO
rigpokcua, Boga ans nikapcbKkoro 3acoby); KPMLLIKOK 3i 3HIMHMM KOBMA4KoM 3 MoninponineHy) oo
iH'ekuin) no 5 mny damap A.B.E. Animoc 3aTBEepAKEHOT NEPBUHHOI YNaKkoBKM (CKMSIHWIA briakoH 3
KOHTYPHIili YapyHKOBIN MnaHT 63, BYN. Ar. AiameTpom Lwniikn 13 Mm Ta rymoBa npobka 3
ynakoBLi, LimiTpiy, Mpeuia XnopOGyTuny, 3anevataHi antoMiHIEBOK KPULLIKOHO 3i
3anevaTaHin (BMPOGHULTBO, 3HIMHMM KOBMa4ykoM 3 noninponineHy) anst 06ox
anioMiHieBo nepBYHHE NaKyBaHHS, 3aTBepAKEHNX BUPOOHWMKIB Bionogxici ITanis
conbroto; no 1 KOHTPOSb SKOCTi Ta INabopatopis C.P.J1., Itanis Ta ®amap Jlernb, PpaHuin
KOHTYPHI YapyHKOBIW BUMYCK cepin
ynakoBLi B KAPTOHHIl posumnHHuKa in bulk);
KopoobLi ®amap Jlernb, ®paHuis
(BUpoBHULTBO,
NepBUHHE NakKyBaHHS
Ta KOHTPOIb SIKOCTi
nopotLuka
nioginizoBaHoro;
BTOPWHHE NaKyBaHHs,
KOHTPOIb SIKOCTi Ta
BUWMYCK CEPill roTOBOro
nikapcbkoro 3acoby)
47. | FENTPAN® NopoLLIOK ABGOTT HimeuumHa Bionogxici ITanis ITanis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:aminu || 3a UA/6993/02/02
niocpinisoBaHun ans JlabopaTtopis JlabopaTopis C.P.J1., peuis/ TMNYy - 3MiHK 3 AKOCTi. [OTOBMI NiKapcbkuii 3aci6. peuenmom
PO34MHY ANs iH'eKLin 6X ITanis (BUpoGHMLTBO, ®paHuis Cunctema KoHTeHep/3akynoptoBarbHuii 3aci6. 3miHa y

no 500 mr, 5 cknsHMX
crakoHiB 3
MOPOLLKOM
niodpinisoBaHum Ta 5
amnyn 3 PO34YMHHUKOM
(L-ni3uH, HaTpito
rigpokena, Boga ans
iH’ekui) no 5 mn B
KOHTYPHIV YapyHKOBIW
ynakosLi,
3anevaraHin
arntoMiHieBoto

nepBUHHE NaKyBaHHS
Ta KOHTPOIb AKOCTI
nopotLuka
niodpinizoBaHoro;
BTOPWHHE NaKyBaHHS,
KOHTPOrb SIKOCTi Ta
BUNYCK Cepill roTOBOrO
nikapcbKkoro 3acoby);
Bionopxici ITanis
JNa6opatopis C.P.J1.,
ITanis (BupobHMUTBO,
nepBUHHE NaKyBaHHS

NEepPBUHHIN yNakoBLi FOTOBOrO fikapcbkoro 3acoby
(sKicHWI Ta KinbKicHMIA cknag) - CTepunbHi Nikapcbki
3acobu Ta nikapcbki 3acobu GionoriyHoro/iMyHonoriYHoro
NMOXO[KEHHS - BBEAEHHS anbTepHATUBHOI NEPBUHHOT
yMaKoBKM A NopoLuka fiodpinisoBaHoro (CKnsHui
dnakoH 10R 3 giameTpom wwniikm 20 Mm Ta rymoBa
npobka 3 6pombyTUny, 3anevaTaHi antoMiHIEBOH
KPWLLIKOK 3i 3HIMHMM KOBMA4YKOM 3 MOninponineHy) oo
3aTBEpOKEHOT NEPBUHHOI YNaKOBKY (CKIMSIHWIA (ONakoH 3
fdiameTpom Lwuiikn 13 Mm Ta rymoBa npobka 3
XnopbyTuny, 3anevaTaHi antoMiHIEBOIO KPULLIKOHO 3i
3HIMHMM KOBMAYKOM 3 MONinponineHy) Anst BUpobHuka
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Ne
n/

JliKapCcbKO20

Haszea

3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

conbroto; no 1
KOHTYPHIil1 YapyHKOBIN
YNaKoBLi Y KAPTOHHIN
KopobLi

Ta KOHTPOIb SKOCTi
posymnHHKKa); Jendapm
CeH Pewmi, ®paHuis
(BMPOGHULTBO,
nepBUHHE NaKyBaHHS
Ta KOHTPOIb SKOCTI
nopoLuka
niodpinizoBaHoro;
BTOPWHHE NaKyBaHHs,
KOHTPOrb SKOCTi Ta
BUWMYCK CEPill roTOBOro
nikapcbKkoro 3acoby);
damap A.B.E. Animoc
MnaHT 63, BYN. Ar.
OimiTpiy, Mpeuis
(BMPOGHULTBO,
NepBUHHE MNaKyBaHHS,
KOHTPOIb SIKOCTi Ta
BUMYCK cepin
pos4mnHHMKa in bulk)

Bionogaxici ITania Jlabopatopia C.P.J1., ITanis, ockinebku

anst BupobHuka Jendapm CeH Pemi, PpaHuisi obuasa

3a3HaudeHi anbTepHaTMBHI TUMW NEPBUHHOI YNaKOBKU 3

Bi4NOBIgHMMY JaHMMKM 3aTBEpAKEHI Nig Yac peecTpauii
N3 B YkpaiHi

48.

FMIOPEHOP

M®

Tabnetku no 30 wr;
no 10 TabneTtok y
6nictepi; no 6
GnicTepiB y KapTOHHIW
KopoobLi

BepiHrep
IHrenbxanm
IHTEepHeLHN

m6X

HimeyumHa

BepiHrep IHrenbxamm
Ennac A.E.

[peuia

BHECEHHS 3MiH 4O peecTpauinHUX maTepianis:3miHu |
TMNY - 3MiHW Woao 6e3nekun/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
AaHUX Npo cuctemy apmMakoHarnsagy (BBeAeHHs
y3aranbHeHux AaHnX Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHOBaxeHoi ocobu, BignoBigansHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsay (BkIoYarum KOHTaKTHI aaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsigy) - 3miHa yrnoBHOBaXeHOi 0cobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
MponoHoBaHa pepakuisi: Sven Kohler. 3miHa KOHTaKTHMX
[OaHunx ynoBHOBaxeHOi ocobu, BianoBiganbHoi 3a
papmakoHarnsg. 3miHa KOHTakTHOI 0cobu 3asBHYKa,
BiANoBiaanbHOI 3a hapmakoHarnag B YKpaiHi.
MponoHoBaHa pepakuisi: Monisyak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobM 3asiBHMKa,
BiANoBiganbHOI 3a dapmakoHarnag B YKpaiHi

3a
peuernmom

UA/0331/01/01

49.

OAP®EH®
Kiac

cycneHsisi opanbHa,
100 mr/5 mn; no 100
mn, 200 mny
cnakoHi; no 1
rakoHy y KOMMMeKTi
3i LUNpULOM-
[03aTOpOM Y navui

MpAT
"®apmaueBTu
YHa dipma
"OapHuus”

YkpaiHa

BUPOGHMLTBO,
nepBUHHE Ta BTOPUHHE
NaKyBaHHS!, KOHTPOIb
SIKOCTI, BUNYCK cepii
rOTOBOIO NPOAYKTY:
Oendapm bnagen b.B.,
HigepnaHaw;
BUPOGHMLTBO,
NnepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK

Higepnangwn
/

Icnanis

BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu |
My - AOMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMpPObHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
BKIOMAO4M AinbHULI BUNYCKy cepii abo MicLe
npoBeAeHHS KOHTPOIO SIKOCTI. (BiSNbHICTb, 3a AKy
BiANoOBigae BUPOGHMK/IMIOPTEp, BKNOYAKUN BUMYCK
cepiil) 3miHa HaliMeHyBaHHS! BUPOGHUWKa rOTOBOrO
nikapcbkoro 3acoby. 3MiHM BHeCeHi B iHCTPYKLi0 Ans
MeMYHOro 3aCTOCYBaHHsI NikapcbKkoro 3acoby y po3ain

6e3
peuenma

UA/18549/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
cepii rotoBoro "BUpoBHMK" 3 BiANOBIAHMMW 3MiHAMW B TEKCTI
NPOAYKTY: MapKyBaHHS ynakoBoK. BBeaeHHs 3MiH npoTsarom 6-1u
Epnedapm, C.J1., MicaUiB Micnsa 3aTBepAXeHHS.
IcnaHis; KoHTponb
AKOCTI (32 BUHATKOM
Mikpob6ionoriyHoro
KOHTPOI0), BUNYCK
cepii rotoBoro
npoaykTy:
dapmanigep, C.A.,
IcnaHis;
MikpoGionoriyHui
KOHTPO~b
(cybnigpsgHuk kKomnaHii
Farmalider, S.A.):
Bionab, C.J1., IcnaHis
50. | DAP®EH® cycrneHsis oparnbHa, MpAT Ykpaina BMPOBHMLTBO, Hinepnanan BHECEHHS 3MiH 4O peecTpauinHuX maTepianis: 3miHu | bes UA/18550/01/01
KIAC ®OPTE | 200 mr/5 mn, no 100 "dapmaueBTu NnepBMHHE Ta BTOPUHHE / TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HallMeHyBaHHS peuenma
My pnakoHi, no 1 YHa bipma nakyBaHHS, KOHTPOb IcnaHia Ta/abo agpecu micua NpoBaKEHHS OisNbHOCTI
NakoHy y KOMMNNeKTi "NapHuug" SKOCTI, BUNYCK cepii BMpOBHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
3i LWNpuLom- roTOBOrO MPOAYKTY: BKIIOYaK04M OinbHULI BUNYCKy cepii abo micue
[03aTopoM B navui Hendapm bnagen 6.B., NPOBEAEHHS1 KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
Hinepnanaw; BiAMOBiAae BUPOOHWMK/IMMOpTEp, BKINOYAO4YMN BUMYCK
BUPOGHMLTBO, cepit) 3miHa HaliMeHyBaHHS! BUPOGHMKa rOTOBOrO
nepBWHHE Ta BTOPUHHE nikapcbkoro 3acoby. 3MiHM BHECeHi B iHCTPYKLito Ans
nakyBaHHs, BUNYCK MeAMYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y po3ain
cepii rotToBOro "Brpo6HMK" 3 BiANOBIgHMMU 3MiHaMW B TEKCTI
npoaykty: Enedapm, MapKyBaHHS ynakoBoK. BBegeHHs 3MiH NpoTsirom 6-tu
C.J1.,, IcnaHis; koHTponb MiCSILIiB MiCNsi 3aTBEPOXKEHHS.
AKOCTi (32 BUHATKOM
MikpobionoriyHoro
KOHTPOI0), BUNYCK
cepii rotToBOro
npoaykty: ®apmanigep,
C.A,, IcnaHis;
MikpobionoriyHmim
KOHTPO~b
(cybnigpsagHuk KomnaHii
Farmalider, S.A.):
Bionab, C.J1., IcnaHis
51. | AENY®EH® crpen HasanbHui, No Pixapg ABCTpis Pixapg bittHep Al ABcTpis BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:3miHu | bes UA/8539/01/01
20 mn abo no 30 mny BitTTHep Al TUNYy — BHECEHHs 3MiHu o p. 3.2.P.7. Cuctema peuenma

nnacT1koBoMy
cnakoHi 3
nnacT1KoBUM
poanunoBayem; no 1
brakoHy B KapTOHHil
ynakoBLi

KOHTeWHep/3akynoptoBanbHUiA 3acib, a came 3MiHa
KONMbOpY NiacTMkoBoro martepiany ans cgpnakony (HDPE)
3 REMAFIN-pre-WHITE RB6 F Ha REMAFIN-EP-
PL00075542-ZT. BBeaeHHs 3MiH NpoTSirom 6-Tu Micsiuis
nicnsa 3aTBepAXKEHHs!; 3MiHW | TUNY — BHECEHHS 3MiHW 0O
p. 3.2.P.7. Cuctema koHTeNHep/ 3akynoptoBanbHUiA 3acio,
a came 3amiHa nocrayarnbHWKa NNacTUKOBOro hnakoHy
(HDPE) Medisize Schweiz AG, Switzerland komnaHieto
Inden Pharma Packaging, Spain. 3anponoHoBaHo: Inden
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Pharma Packaging, S.L. Calle Avila,6 03440 IBI
(ALICANTE), Spain. Inden Pharma Packaging, S.L. Calle
Avila, 12 03440 IBI (ALICANTE), Spain. BBegeHHs1 3MiH
NPOTArom 6-Tu MicsILiB Micnsi 3aTBEPOXKEHHS; 3MiHM | Tuny
- BHECEHHs 3MiHn o p. 3.2.P.7. Cuctema
KOHTeNHep/3akynoproBanbHuii 3acio, a came 3amiHa
nocravanbHUKiB Jo3yto4oro npuctpoto Ing Pfeifer GmbH
Ta VALOIS, ®paHuis, noctavansHnkom APTAR
Eigeltingen HimeuunHa, APTAR Mezzovico Sa,
LLIseinapis Ta Aptar Radolfzell GmbH, HimeuyuunHa.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBEPAKEHHS; 3MiHW | TUNY — BHECEHHA 3MiHa 80 p.
3.2.P.7. Cuctema KoHTelHep/ 3akyrnoptoBarbHuiA 3acib, a
came BUIyYeHHs nocTayarnbHuka nnacTukoBoro
cnakoHy, Greiner Packaging GmbH, Austria. BBegeHHs
3MiH NPOTAroM 6-T1 MicsaUiB NicNs 3aTBEPLKEHHA
52. | OIATNI3WA® | Tabnetku 3 AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3minu | 3a UA/6986/01/02
MR MoandikoBaHUM MRy - 3MiHK 3 skocTi. A®l. BupobHuuteo. 3miHa peuenmom
BUBINbHEHHAM, no 60 BUPOGHMKA BUXiZHOTO/NPOMIXKHOIO NPOAYKTYy/peareHTy,
mr no 10 TabneTtok y LLIO BUKOPUCTOBYIOTLCS Yy BUpOBOHMYomy npoueci AP, abo
6nictepi, no 3 abo 6 3MiHa BMpOOHMKa (BKNoYatoun, e HeobxigHo, micue
GnicTepiB y nayui 3 NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
KapTOHY cepTudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei y
3aTBEPAKEHOMY A0ChE)(BBEAEHHSI HOBOrO BUPOOHNMKa
A®I| 3 HapaHHsIM MacTep-danina Ha APl)-BBeaeHHS
anbTepHaTUBHOro BMpobHuka Bal Pharma Limited, IHgis
ansa A®I Miknasugy
53. | AIEMOHO® TabneTkn, BKPUTI TOB «MIBE YkpaiHa Mibe Mmb6X HimeyunHa BHECEHHS 3MiH IO peeCcTpaLiiHuX maTtepianis:3miHu | 3a UA/18286/01/01
NniBKOBOO YKPAIHA» ApuHanmittens TUMy - BBEAEHHSA AoAaTKOBOro nocravansHuka Colorcon | peyenmom
o6onoHKot, 2 Mr, No ans 6inoi cymiwi ans nniskooro nokputTs (Opadry
28 Tabnetok y 31F58914 White). AkicHuiA Ta KinbkicHWA cknag, Ta
6nictepi; mo 1 abo no cneuudikauis cyMmili Ansa NniBKOBOrO MOKPUTTS
3, abo no 6 6nicTepis 3anuaKTbCst HE3MiHHUMU
y nayui
54. | OPOCMI®EM | TabneTku, BKpUTI TOB «MIBE YkpaiHa Mibe Mmb6X HimeyunHa BHECEHHS 3MiH O peeCcTpaLiiHuX maTtepianis:3miHu | 3a UA/15867/01/01
® 20 NNiBKOBOK YKPATHA» ApuHanmiTTens TUMy - BBEAEHHS AoAaTKOBOro nocravaneHuka Colorcon | peyenmom
obornoHkot, no 0,02 Aans 6inoi cymiwi ans nniskooro nokputTta (Opadry I
mr/3 mr; no 28 31F58914 White). AxicHuiA Ta KinbKiCHUIA cknag Ta
Tabnetok y 6nictepi cneundikauis cymiwi Ans NNiBKOBOro NOKpUTTS
(24 akTuBHI TabneTkn 3anMLIalTbCA HE3MIHHUMK
POXEBOro Konbopy +
4 TabneTkn nnaue6o
6inoro konbopy); No
1, abo no 3, abo no 6
GnicTepiB B KAPTOHHIN
ynaKkoBLi
55. | EOAPBIKITIOP | TabneTku, BKpUTI AciHo ®apma LLiseviLapis Takepa lpnangia T4, Ipnangis BHECEHHS 3MiH O peeCcTpaLiiHuX maTtepianis:3miHn | 3a UA/15204/01/01
® NniBKOBOO Al IpnaHgis (BupobHULTBO TUMY - 3MiHK Wwoao 6e3neku/edekTMBHOCTI Ta peuenmom

obonoHkoto, 40
Mr/12,5 mr; no 14
TabneTtok y 6nictepi;

3a NOBHVM LIMKITOM)

hapmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHux
[AaHUX Npo cuctemMy hapmMakoHarnsgy (BBeAeHHst
y3aranbHeHUX AaHWX Npo cucTemy chapmakoHarnaay,
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(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

no 1 abo no 2
6nictepu y KapTOHHil
KopobLi

3MiHa yNnoBHOBaXkeHOI 0cobu, BianoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
YMNOBHOBaXeHOI 0cobu, BignoBiaansHoi 3a 34iNCHEHHS
thapmakoHarnagy (Bkrovar4mn KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHiI MacTep-tharna cuctemum
chapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
MponoHoBaHa pegakuisi: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHVX AaHNX YNOBHOBaXeHOi ocobw,
BignoBigansHoi 3a chapmakoHarnsg. 3miHa
MiCLe3HaxX0oMKeHHA MacTep-danna cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa micus
30iNCHEeHHs1 OCHOBHOI AisiNbHOCTI 3 (hapMakoHarnagy

56.

EOEPMIK

renb 0,1% no30ry
Ty6i , no 1 Ty6i B
navui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHSA 3MiH 4O peecTpauinHnX maTepianis:3miHn |
TUMY - BHECEHHS 3MiHM A0 cneumdikauii 113 3a
nokasHukom «Onucy (BidyanbHO), a caMme yTOYHEHO
opMyrnoBaHHS BUMOT.
3anponoHoBaHo: Onuc. OgHopigHuin, Npo3opuin abo 3i
cnabkoto onanecueHdieto, 6e3bapBHUiA renb. BBegeHHs
3MiH NPOTAroM 6-T MicsILiB NiCNs 3aTBEPIYKEHHS; 3MiHM |
TUMNY - BHECEHHS 3MiHW 80 aHaniTu4Hoi metoamkm 113 3a
nokasHukom «B’askicte» (QDY, 2.2.10), a came 3miHa
rpagieHTy wemakocTi 3cyBy (6yno: 50,0 c-1, crano: 40,0
c-1). KpuTtepin NpUNHATHOCTI He 3MiHMBCS

be3
peuenma

UA/17481/01/01

57.

EJNNIANMPA3A

KOHLEHTpaT Ansi
PO34MHY AN iHAY3iN,
2 mr/mn, no 3 Mny
cdnakoHi; no 1
NaKkoHy B KApTOHHIl
KopoobLi

LWavep
PapmacbioTik
an3 lpnangis

NimiTen

Ipnangis

BiAnoBiganbHWI 3a
BUNYCK cepii:
Lanep
dapmachbioTikans
Ipnangis Jimitea,
Ipnangis;
BMPOGHMLUTBO
nikapcbkoro 3acoby,
NepBUHHE MaKyBaHHS,
KOHTPOIb SIKOCTi cepil,
BidyanbHa iHCneKuis:
BeTtTep dapma-
PeprirtoHr 'M6X EHA K
0. KI', HimewuuHa;
BMPOGHMLUTBO
nikapcbkoro 3acoby,
NepBUHHE MaKyBaHHS,
KOHTPOIb SIKOCTi cepii:
KenpxiH Bano®apma,
NTA (n6a EmeppxeHT
BaroConywwiHa
(CibiAw), CLUA,

Ipnanais/
HimeuumHa/
CLIA/
Hinepnangn

BHECEHHS 3MiH 0 peecTpaLiiHMX maTepianis: 3miHu |
Tuny - 3MiHK 3 sKocCTi. [O0TOBMI Nikapcbkui 3aci6. 3MiHN y
BMPOGHMUTBI (iHWi 3MiHW) - BHECEHHS yCiX 3aTBEpAXEHMX
BUPOBHMYMX AiNbHULb, SKi 6epyTb y4acTb y BUPOOHULITBI
113 BignoBigHo fo maTepianiB BUpobHuKa. XKogHnx 3amiH

B po3aini 3.2.P.3.1. BupobHuku He BigbyBaeTbes.

3a
peuenmom

UA/13360/01/01
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KOHTPOIb SIKOCTi cepii,
BidyarnbHa iHCneKuis:
Bettep dapma-
deprirtoHr TM6X EHp K
0. KI', HimewuuHa;
Bettep dapma-
PeprirtoHr TM6X EHg K
o. KI', HimeuuunHa;
Bettep dapma-
PeprirtoHr TM6X EHp K
0. KI', HimewuuHa;
KOHTPOJb SKOCTI cepii:
LLanep XbtomeH
IxeHeTik Tepanic,
CLUA;

Yapnb3 Piep
JTabopaTopia Anneng
JIta, lpnaHais;
ancTpubyuis
HanoBHEHMX
HeMapKOoBaHWX
bnakoHiB.:
EmineHT CepBices
KoprnopeiwH, CLUA;
MapKyBaHHsi Ta
nakyBaHHs,
ANCTpMBYLUisi roTOBOrO
nikapcbkoro 3acoby:
OIiEnyEn Cannnan
YenH, Higepnanaw;
HIiEYEnN Cannnan
YewiH (Hinepnanau)
B.B., Higepnanaun

58.

ECKY3AH®
KPAMJII

Kpanni opanbHi no 20
MA 'y doNakoHi 3
KpanenbHuueto; no 1
brakoHy B KapTOHHil
KopoOGLi

Ecnapma
M6X

Himeyumna

dapma BepHrirepoge
mMoEX

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu |
TMMY - 3MiHM Wwoao 6e3neku/edekTMBHOCTI Ta
dapmakoHarnsay. BeeaeHHst abo 3MiHM fo y3aranbHeHUX
[aHuX Npo cuctemy dhapmakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHs
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BkIoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHI MacTep-darina cucteMm
dapmakoHarnsgy). 3MiHa ynoBHOBaXKeHOI 0cobun
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
MponoHoBaHa pepakuis: Dr. Susanne Becker. 3miHa
KOHTaKTHMX JaHWX YMOBHOBaXXEHOI 0cobu,
BignoBigansHoi 3a gpapmakoHarnag.

be3
peuenma

UA/0217/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
59. | ECNA- PO34MH NS iH'EKLiNn, Ecnapma Himeyumna Ecnapma 'm6X, HimevumnHa BHECEHHS 3MiH 0O peecTpauinHuX maTepianis:3miHu | 3a UA/4179/02/02
NINOH® 25 mr/mn no 24 mn B m6X HimeuuunHa (Bunyck TMMy - 3MiHK Wwono 6e3neku/edpekTMBHOCTI Ta peuenmom
IH'€KLL. 600 amnyni; no 5 amnyn y cepii); irdopig, capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
KapTOHHIl kopobui XamenbH M'mbX, [aHuX Npo cuctemy dhapmakoHarnsgy (BBeAeHHs
Himeuunna y3aranbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
(BMPOGHMLITBO 3MiHa ynoBHOBaXkeHOI 0cobu, BianoBiganbHoi 3a
Hepo3dacoBaHoro 3AiNCHEHHS hapMaKoHarnsgy; KOHTakTHoi ocobu 3
NPOAYKTY, NEPBUHHE apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
nakyBaHHS, BTOPUHHE tapmakoHarnagy B YkpaiHi, SKLo BOHa BigMiHHa Big
nakyBaHHsi, KOHTPOSb YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iNCHEHHS
AKOCTI) dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy). 3MiHa ynoBHoBaXxeHOI 0cobu
3asiBHMKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
MponoHoBaHa peaakuis: Dr. Susanne Becker. 3miHa
KOHTaKTHUX JaHWX YNMOBHOBaXeEHOI ocobu,
BiZNoOBIganbHoI 3a dpapMakoHarnag.
60. | ECNA- NOpOLLOK ANng Ecnapma Himeyunna ecnapma ®apma HimevuunHa BHECEHHS 3MiH 4O peecTpauinHuX maTepianis:3miHu | 3a UA/14782/01/01
POLIMH® oparnbHOro po3yvnHy mM6X Cepsices 'M6X, UMY - 3MiHW Woao 6e3nekun/edekTMBHOCTI Ta peuenmom
no 3000 mr/nakeT no HimeyumHa (BTOpUHHE dapmakoHarnsay. BeegeHHs abo 3MiHM Ao y3aranbHeHuX
8 r nopouuky (3000 mr nakyBaHHs); [aHuX Npo cuctemy dhapmakoHarnsay (BBeaeHHs
LitoY0i peyoBuHN) y TNiHoodapm Mv6X, y3aranbHeHuX 4aHux Npo cuctemy apmakoHarnsgy,
nakeri; no 1 nakeTty B Himevuunna 3MiHa YNOBHOBaXXEHOI 0CO0U, BiANOBiAanbHOI 3a
KapTOHHIN ynakoBLj (BUpOBHMLTBO 30iNCHEHHS (hapMaKkoHarnsigy; KOHTakTHoT ocobu 3
Hepo3adacoBaHOro hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
nNpoaykTy, NepBuHHE dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
nakyBaHHsi, BTOPUHHE yMNoBHOBaXeHOi 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
nakyBaHHs1, KOHTPOIb hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
AKOCTI, BUMNYCK Cepil) 3MiHW Y pO3MilLleHHi MacTep-daiina cuctemu
papmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
MponoHoBaHa pepakuis: Dr. Susanne Becker. 3miHa
KOHTaKTHUX JaHMX YNOBHOBaXeEHOI 0cobu,
BifgnoBigansHoi 3a dpapMakoHarnag.
61. | EQEPAJIFAH | cynosuTopii YIMNCA CAC ®paHuis YINCA CAC ®paHuis BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | bes UA/5237/03/01
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenma

pekTanbHi no 80 wmr;
no 5 cynosuTopiie y
Gnictepi; no 2
GnicTepu B KapTOHHIN
KopoOGLi

dapmakoHarnsgy. 3miHa y KopoTkiii xapakTepucTui
nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS Ha niAcTasi perynspHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo

pocnigpkeHb 3 6e3nekn 3acTocyBaHHS NikapcbKoro 3acoby

B nicnsipeecTpauinHuii nepioa, abo sik pesynbTaT ouiHKK
3BiTY 3 4OCHifXeHb, NpoBeAeHUX BiANOBIAHO 40 nNnaHy
nepiatpnyHux gocnigxeHs (PIP) (3mMiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHUM OpraHoM). 3MiHu
BHECEeHO A0 |HCTPpyKLUii Ans MeanMYHOro 3aCToCyBaHHs
nikapcbkoro 3acoby o posginis: "Cknag'"(yTouyHeHHs) Ta
"MpoTunokasaHHs" wopo 6e3neku 3acTocyBaHHS
OOMOMDKHOI pe4oBUHW. NpuBeAeHHs iHdopmaLlii LWoao
Ha3BW JOMOMIKHOI PEYOBMHM Y BifMOBIgHICTb 4O Aitoyoil
EP moHorpadis «Hard Fat with Additives» Ta
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62.

E®EPAITTAH

cynosuTopii

YMNCA CAC

®paHuia

KepiBHuutea €C «Annex to the European Commission
Guideline on excipients in the labelling and package
leaflet of medicinal products for human use» 3
BignoBigHMMM 3miHamu o p. «Cknag. JonomixHi
peyosuHU» MKA J13. BBeaeHHs amiH npotarom 6-tu
MicsUiB Micnsa 3aTBepAXEHHS.

63.

E®DEPAITTAH

pekTanbHi no 150 mr;
no 5 cynosutopiis y
Gnictepi; no 2
Gnictepn B KapTOHHIN
KopobLUi

YMNCA CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta
capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUii ans
MEeOUYHOro 3aCTOCYBaHHS Ha NigcTaBi perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
pocnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
B nicnApeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
3BITY 3 4OCNiIOKEHb, NPOBEAEHUX BiANOBIAHO 4O NNaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHNM YNOBHOBAXXEHUM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKLUiT 4NS Megu4Horo 3actocyBaHHA
nikapcbkoro 3acoby Ao posginis: "Cknag"(yTouyHeHHs) Ta
"MpoTtunokasaHHa" Wwopo 6esneky 3acToCcyBaHHSA
[OMOMIDKHOT pe4OBMHWN. NpMBEAEHHS iHbopMaUii LWoa0
Ha3BW AONOMIKHOI PEYOBMHM Y BigNOBIAHICTb A0 AitoYol
EP monorpadia «Hard Fat with Additives» Ta
KepiBHuutea €C «Annex to the European Commission
Guideline on excipients in the labelling and package
leaflet of medicinal products for human use» 3
BignoBigHMMK 3miHamMu Ao p. «Cknag. JonomixHi
peyoBuHU» MKA J13. BBeaeHHs amiH npoTtsrom 6-tu
MiCSILIiB Micnsi 3aTBEPAXKEHHS.

bes3
peuyenma

UA/5237/03/02

cynosuTopii
pekTanbHi no 300 mr;
no 5 cynosutopiis y
GnicTepi; no 2
GnicTepu B KapTOHHIN
KopobLi

YICA CAC

®paHuia

YMCA CAC

®paHuia

BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu |
TMny - 3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakTepucTuli
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iIHCTPYKLiT Ans
MeANYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
OHOBJHOBAHOrO 3BiTY 3 6e3neku nikapcbkoro 3acoby, abo
pocnimxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby
B nicnsipeecTpauinHuii nepiod, abo sik pe3ynbTaT OuiHKK
3BiTY 3 AOCHifXEHb, MPOBEAEHUX BiAMNOBIAHO 0 NnaHy
nepiatpuyHux gocnigxeHs (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHWUM YNOBHOBAXEHUM OpraHom). 3MiHn
BHECEHO [0 |HCTpyKLii Ans MegMYHOro 3aCToCyBaHHsI
nikapcbkoro 3acoby Ao po3sainis: "Cknaa"(yToYHeHHs) Ta
"MpoTunokasaHHs" wopo 6e3neku 3acTocyBaHHS
[OMNOMIXKHOI pe4yoBUHU. NpuBeaAeHHs iHdopmalLlii Wwoao
Ha3BW AONOMDKHOI pe4OBUHM Y BiAMNOBIgHICTb 40 AitoYol
EP moHorpadis «Hard Fat with Additives» Ta
KepisHuurtea €C «Annex to the European Commission
Guideline on excipients in the labelling and package
leaflet of medicinal products for human use» 3
BigNoBigHMMM 3MiHamu 1o p. «Cknag. JonomixHi

6e3
peuyenma

peyoBuH» MKA J13. BBeaeHHs 3MiH NpoTsirom 6-Tu

UA/5237/03/03
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n 3acoby ynakoeka) noceio4yeHHs1
MicsUiB Micnsa 3aTBepAXEHHS.
64. | XACTIHOA TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka Na6opaTopioc JleoH Icnanis BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHm | UA/13217/01/01
NniBKOBOIO Pecnybnika dapma C.A. TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
obonoHkoto, 2 mr/0,03 dapmakoHarnsagy (iHwi 3amiHn). 3MiHW BHeceHo Ao
mr; no 21 Tabnetui y IHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS MikapCbKoro
6nictepi; no 1 abo no 3acoby no posainis "lMpoTunokasaHHs", "B3aaemogis 3
3 6riictepu B nayui 3 iHLWIXMKM nikapcbkuMK 3acobamu Ta iHWi BUaW B3aemogin",
KapTOHY "OcobnuBocTi 3acTocyBaHHS" BiANoBiAHO 4O OHOBMEHOT
iH(bopMaLlii 3 6e3nekn 3acToCyBaHHsI 4it040T PEe4YOBUHU
(eTuHinectpagiony). TepmiH BBeOEHHS 3MiH NPOTSrom 6
MicaUIB Micnsa 3aTBepMKeHHS. 3miHu | Tuny -
ApmiHictpatuBHi 3amiHn. 3MiHa kogy ATX - 3MiHM BHECEHO
[0 IHCTPYKUIT NS MeguMYHOro 3acToCcyBaHHSA NiKapCbKoro
3acoby no posainy "®apmakotepaneBTunyHa rpyna. Kog
ATX" BignoBigHO A0 MiXXHAPOAHOro KnacudikaTopa Koais
BOO3 (http://www.whocc.no/atc_ddd_index/):
3anponoHoBaHo: [OpMOHM cTaTeBux 3ano3 Ta
npenapaTu, SKi 3aCTOCOBYIOTb NpW NaToONOrii CTaTeBoi
ccepu. FopmMoHanbHi KOHTpaLenT1BK AN CUCTEMHOMO
3acTtocyBaHHs. [porectareHu Ta ecTporeHm, (PikcoBaHi
komGiHauii. [lieHorecT Ta eTuHinectpagion. Kog ATX
GO03A A16. TepMiH BBEAEHHSI 3MiH NPOTAroM 6 micsauiB
nicrs 3aTBEpAXEHHS.
65. | 300AK® Kpanni opanbHi, 10 TOB "Onenna YkpaiHa En. HattepmaHH eHpy Himeuumnna/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:amiHu | bes UA/4070/01/01
mr/mn no 20 mn Xernckea Cani. F'M6X, Yecbka TMNYy - 3MiHK 3 AKOCTi. [OTOBMI Nikapcbkuii 3acib. peuenma
PO34MHY Yy cpriakoHi 3 Ykpaina" HimeyunHa; TOB Pecnybnika Cunctema KoHTenHep/3akynoptoBarnbHuii 3acib. 3miHa
KpanenbHuueto; no 1 "3eHTiBa", Yecbka napameTpiB cneuudikauin Ta/abo 4onycTUMNX MEX
NaKkoHy B KAPTOHHIN Pecnybnika NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKoro 3acoby
Kopoo6ui (BUMYYEHHS HE3HAYHOrO NoKasHWKa (Hanpuknag
3acTapinoro nokasHuka)) - BUry4eHHst HE3Ha4YHOro
rokasHuka 3i cneundikauii nepBUHHNX NaKyBanbHUX
maTepianis J13 3ogak®, kpanri opanbHi, a came -
pO3Mipy NakyBaHHs!
66. | 30OKCOH® 2 Tabnetku no 2 mr, Ne TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | 3a UA/6300/01/02
10: no 10 TabneTok y ABeHTiC Pecnybnika TUMNY - OHOBMNEHWUI CepTUIKaT Bif y>Ke 3aTBEPAXKEHOro | peyenmom
6nicTepi; no 1 YkpaiHa" BUPOGHKMKa, MOAaHHS OHOBMEHOro cepTudikaTta

GrnicTepy B KapTOHHiW

kopobui; Ne 30 (15x2):

no 15 Tabnetok y
Gnictepi; no 2
GnicTepn B KapTOHHIN
KopoOGLi

BignoBigHocTi €Bponeickkin papmakonei Ne RO-CEP
2011-097-Rev 03 gna A®I [lokcasosuHy mesunarty Bif
BXe 3aTBepakeHoro BupobHuka SANECA
PHARMACEUTICALS A.S., y Hacnigok 3a3HayeHHs
[0[aTKOBMX YMOB AniA napoda3Horo npobosiabipHuka
ANa aHaniTUYHOT METOAMKMN 3a NOKa3HUKOM «3arnuLLKoBI
KINbKOCTi OpraHiyHUX PO34YMHHUKIBY; BUAANEHHS
nokasHuka «Baxki meTanu» 3i cneundikaii A®I;
3MiHuM | TUNY - OHOBNEHWU cepTudikaT Bif yxe
3aTBepOKeHOro BUpO6HMKa, NOAAHHSI OHOBIIEHOTO
cepTudpikaTa BiANOBIAHOCTI €Bponenchbkin apmakonei
Ne R1-CEP 2011-097-Rev 00 ansa A®Il Jokca3o3nHy
Me3unaTy Bif BXe 3aTBepakeHoro BupobHuka SANECA
PHARMACEUTICALS A.S., y Hacnigok 3a3HayeHHs
BifICYTHOCTi 3aHECEeHHS eneMeHTapHUX AOMILLOK 3rigHO
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Ne
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Hasea
JliKapCcbKO20
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3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

knacugikauii ICH Q3D;
3MiHW | TUMY - OHOBMREHUI cepTudIkaT Bif yxe
3aTBepOKeHOro BUpobHMKa, NoAaHHS OHOBIEHOTO
cepTudikaTta BignoBigHOCTIi €Bponenchkin dapmakonei
Ne R1-CEP 2011-097-Rev 01 ana A®Il [Jokca3o3uHy
Me3unaTy Bif BXe 3aTBepmpkeHoro BupobHuka SANECA
PHARMACEUTICALS A.S., y Hacnigok 3miH y agpeci
BMpPOoBHWKa npomixHoro npoaykty CHONGQING WORLD
HAORUI PHARM-CHEM CO., LTD. 6e3 3miHu Micus
BMPOOHMLUTBA

67.

30KCOH® 4

Tabnetkn no 4 mr Ne
30 (15x2): no 15
TabneTtok y 6Gnictepi;
no 2 6nictepu B
KapTOHHIl kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecnybnika

BHECEHHS 3MiH 0 peecTpauiiHix maTepianis:3miHu |
TUMNY - OHOBIEHWNN cepTudiKaT Bif YXe 3aTBEPLKEHOTO
BMPOGHKKa, MOAaHHSA OHOBMEHOro cepTudikaTa
BignosigHocTi €Bponenceki papmakonei Ne RO-CEP
2011-097-Rev 03 ans Al [Jokca3osnHy mesunary Big,
BXe 3aTBepmkeHoro BupobHuka SANECA
PHARMACEUTICALS A.S., y Hacnigok 3a3HayeHHs
[o[aTKoBMX YMOB Ans napodasHoro npobosiabipHuka
Ons aHaniTUY4HOT METOAMKMN 3a NOKa3HUKOM «3arnuLLKoBI
KINbKOCTi OpraHiyHUX PO34YMHHUKIBY; BUAANEHHS
nokasHuka «Baxki meTanu» 3i cneundikadii AP,
3MiHW | TUNY - oHOBNEHWI cepTudikaT Big yxe
3aTBepAKEHOro BUPO6HMKa, NOAAHHSI OHOBIIEHOTO
cepTudcikaTa BignosigHOCTi €Bponeiichbkin dapmakonei
Ne R1-CEP 2011-097-Rev 00 ansa A®| Jokca3osnHy
Me3unaTy Bif BXe 3aTBepakeHoro BupobHnka SANECA
PHARMACEUTICALS A.S., y Hacnigok 3a3HayeHHs
BifICYTHOCTi 3aHEeCeHHs1 eneMeHTapHUX AOMILLOK 3rigHO
knacudikauii ICH Q3D;
3MiHuM | TUNY - OHOBMNEHWU cepTudiKaT Bif yxe
3aTBEpOKEHOro BUPOBHMKa, NOAAHHSI OHOBIIEHOTO
cepTudpikaTa BiANOBIAHOCTI €BpoNenchbkin apmakonei
Ne R1-CEP 2011-097-Rev 01 ans A®I| Jokca3osnHy
Me3unary Bif BXe 3aTBepakeHoro BupobHuka SANECA
PHARMACEUTICALS A.S., y Hacnigok 3miH y agpeci
BMPOBHKMKa npomixHoro npoaykty CHONGQING WORLD
HAORUI PHARM-CHEM CO., LTD. 6e3 3miHu Micus
BUPOOHMLTBA

3a
peuernmom

UA/6300/01/03

68.

30NnTA

KOHLeHTpaT Ans
PO34MHY Ans iHDY3in,
4 mr/5 mn, no 5 mny
cnakoHi; no 1
rakoHy B KapTOHHIW
KopobLi

Amakca J1T[]

Benvka
BpuTaHis

JlabopaTopioc HopmoH
C.A.

IcnaHia

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn |
TUMy - 3MiHK 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI €BpONENCHKIN
apmakonei/moHorpadii. NMoaaHHs HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BiANoBigHOCTI €Bponewchbkin dapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXKHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI;
ONsi OMOMIXXHOI peqyoBuHM (cepTudikaT BiAnoBigHOCTI
€Bponencbkin dapmakonei) - HoBun ceptudikat Big

3a
peuernmom

UA/15207/01/01
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Ne
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Kpaina
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eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

HOBOrO BMpPOBHMKA (3amiHa abo [OMOBHEHHST) - NOgAHHS
HOBOrO cepTudikaTa BignoBigHOCTI €BponenchbKin
dapmakonei Ne RO-CEP 2018-191-Rev 01 anst A®I
30/1e4POHOBOI KMCMOTW MOHOTIAPATY Big HOBOrO
BMpobHuka Pharmaceutical Works Polpharma S.A.,
Poland (aonoBHeHHs).
B3anponoHoBaHo: Jubilant Generics Limited, India;
Pharmaceutical Works Polpharma S.A., Poland.

69.

IHTErPWUIIH

PO34MH NS iHDY3in,
0,75 mr/mn; no 100
My donakoHi 3i ckna,
no 1 conakoHy B
KapTOHHIl kopobui

nakcoCmiTKn
anH Ekcnopt
NimiTeq

Benuka
BpuTtaHia

"nakco OnepenLiHc
IOK Nimiten

Benuka
BpuTtaHia

BHECEHHS 3MiH 0O peecTpauinHuX maTepianis:3miHu |
TMNYy - 3MiHK 3 AKOCTI. [OTOBMI NiKapcbkuii 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y

MeToAax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby

(He3HayHa 3MiHa y 3aTBepOKEHNX MeTodax
BUNpobyBaHHs). BHECEHHSA He3HaYHMX 3MiH A0
3aTBepOKeHMX MeToAiB BUNpobysaHHs J13, a came-
3aMiHa BMacHOro eTanoHHOro PO34MHY CyMmiLli 4OMILLOK
entudibatnay Ha cepTUdikoBaHUA PO34MH TECTOBOI

CyMiLi Ang ianeHTUdiKauii Ta KinbKiCHOro BU3HAYEHHS

cynpoBigHux gomiwok entudibatngy metogom BEPX.

Takox, BHECEHHs 3paskiB xpomaTorpam Ao po3sginy MKA
«KinbkicHe BU3Ha4YeHHsI» Ta BUNPaBIEHHSI HAMUCAaHHS
KpaiHu 3asiBHMka y MKA J13 3i «CnonyyeHe KoponiBcTBo»
Ha «Benuka Bputanisa» ansa yarogkeHHs 3
peecTpauiiHMM noceigyeHHsim Ha J13

3a
peuernmom

UA/5840/01/01

70.

IPUHOTEKAH
MEOAK

KOHLIeHTpaT Ans
NPUroTyBaHHs
PO34MHY AN iHDY3In,
20 mr/mn no 2 mn (40
mr), abo no 5 mn (100
Mr), abo 15 mn (300
M) y CKIAHOMY
cdnakoHi, no 1
dnakoHy B nayui

Mepak
[esenbwadT
rop KniHiwe
Lneuiansbnpe
napate mM6X

Himeyumna

Mepak NesenbliadT
rop KniHiwe
LWneuianbnpenapate
M6X, HimewumHa
(BMPOBHWK, IO
BignoBigae 3a
MapKyBaHHS MEPBUHHOT
yNaKkoBKMW, BTOPUHHE
nakyBaHHS,HaHECEHHS
3aXUCHOI NNiBKK
(onuioHanbHO)
KOHTpOnb/BUNpobyBaHH
51 cepii Ta 3a BUNyCK
cepii); Mea-IKC-INpecc
M6X, Himeyunna
(BUPOBHUK, LIO
Bignosigae 3a
MapKyBaHHS Ta
BTOPVHHE NaKyBaHHS,
HaHEeCeHHS 3axXMCHOT
nniBkK (ONUioHanbLHO));
OHkoTek ®apma
MpoaakwH M'méX,
HimeuyumHa (BUPOGHMK,
Lo Bianosigae 3a
BUPOBHMLTBO
nikapcbkoro 3acoby,

Himeyuunna

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu |
TMMYy - 3MiHK 3 sKocTi. FOTOBMI Nikapcbkun 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnX Mex
rOTOBOrO fMiKapCbKoro 3acoby (iHwi 3mMiHK). 3MiHa
OonycTumMmnx mex y cneuumdikadii M3 3a nokasHnkom
«KonbopoBicTb» Ha MOMEHT BMMYCKY Ta Ha TEPMIH
npvaaTHocTi, a came 3 GY3 Ha GY2. [lonaTkoBo
npuBeaeHHs MeTopaiB koHTponto 13 y BignoBigHicTb Ao
cneuudikaLii Ta METOAUK KOHTPOIO BUPOBHMKa

3a
peuenmom

UA/11702/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nepBUHHE NaKyBaHHS,
MapKyBaHHS MEPBUHHOT
yNaKkoBKW, BTOPUHHE
nakyBaHHs,
KOHTpOnNb/BMNPoByBaHH
51 cepii)
71. | NOOUKCAHO PO34MH ANs iH'eKLIN, "HOHiK IHgis "FOHik ®apmacbioTvkan IHgis BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn | 3a UA/16675/01/01
J1- IOHIK 320 mr/mn; no 50 mn dapmMacbioTUK Jlabopatopis" TMny - 3MiHu Wwopao 6esneku/edekTMBHOCTI Ta peuenmom
abo no 100 mny an (BiggineHHs dipmu "Ix. capmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTui
cnakoHi; no 1 JTaBopaTopis" B. Kemikans eng nikapcbKkoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUii aAns
NaKkoHy y KapTOHHIN (BippineHHs dapmacbtoTukan3 MeAMYHOro 3aCTOCYBaHHS Ha MiACTaBi perynsapHo
ynakoBLi cipmn "Ox. B. Nra.") OHOBJHOBAHOrO 3BiTY 3 Ge3neku nikapcbkoro 3acoby, abo
Kemikana eHg pocnimpkeHb 3 6e3neky 3acTocyBaHHS fikapcbkoro 3acoby
dapmMacboTUK B nicnApeecTpauinHuii nepiod, abo sk pesynbTaT OuiHKK
ans Nnra.") 3BITY 3 OCNIOKEHb, NPOBEAEHUX BiANOBIAHO OO0 NNaHy
neaiatpuyHmx gocnimkeHs (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpraHom). 3MiHu
BHECEHO A0 IHCTPYKLUiT 4NS Megu4Horo 3actocyBaHHA
nikapcbkoro 3acoby o posainy "OcobnueocTi
3acTocyBaHHs" WoAo0 6e3neky 3acTocyBaHHA Aito4ol
peyoBUHM, BiANOBIAHO A0 pekomeHaauin PRAC.
BBegeHHs 3miH npoTarom 3-x MicauiB nicnsa
3aTBEpAKEHHSA
72. | KANbUIW -O3 | TabneTku xyBanbHi AciHo ®apma LLisenuapis Takepa AC Hopseris BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3MiHu | UA/3541/01/01
HIKOMEL 3 no 20 a6o no 50, abo Al TMNYy - 3MiHM 3 gKocTi. A®l. KoHTponb A®I. 3miHa B
AMNENBCUHO | no 100 Tabnetok y MeToauui BunpobyeaHb AP, a came- fogaBaHHA
BUM cnakoHi; no 1 paMaHiBcbKoi cnekTpockonii (BignosigHo o EP 2.2.48) B
CMAKOM naKkoHy B KAPTOHHIl

KopobLi

SIKOCTi anbTepHaTMBHOIO MeToAy iAeHTudikaLii kanbLiito
kap6oHaTy. 3MiHu | TUnYy - 3miHK 3 AkocTi. API. KoHTpornb
A®I. 3miHa B meToauLi BUNpobyBaHb API, a came-
[o4aBaHHA pamaHiBCbKOi cnekTpockonii (BignoBigHo oo
EP 2.2.48) B sikoCTi anbTepHaTMBHOIO METOAY
iaeHTudikauii KoHUEeHTpaTy xonekansuudepony
(nopowwkoBa copma). 3MmiHu | TURY - 3MiHK 3 SIKOCTI.
[oToBWI Nikapcbkuin 3aci6. KOHTponb AONOMIXKHMX
peyoBuH. 3MiHa B MeToAMLi BUNPOGyBaHb AOMNOMIKHOI
pevyoBUHU, a caMe- 40AAaBaHHSA pamMaHiBCbKOT
cnekTpockonii (BignosiaHo o EP 2.2.48) B AkocTi
anbTepHaTUBHOro MeTtody iaeHTudikauii marHito
cTeapary.
3MiHu | TUNY - 3MiHK 3 skocTi. FoTOBMI NMikapcbkui 3acib.
KoHTponb AonomixxHux pevoBuH. 3miHa B MeToamLi
BUNpobyBaHb JOMNOMIXHOI pEeHYOBUHU, a CaMme- AOAaBaHHs!
pamaHiBCbKoi cnekTpockonii (BignosigHo go EP 2.2.48) B
SIKOCTi anbTepHaTUBHOIO MeToAy iAeHTUdIKaLii NOBIgOHY.
3MiHu | TUNY - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkuii 3acib.
KoHTponb JOMOMDKHUX pevyoBUMH. 3MiHa B MeToauLi
BMUNpobyBaHb JOMNOMXHOI PEe4YOBUHU, a CaMme- AOAaBaHHsI
paMaHiBcbKoi cnekTpockonii (BianosigHo o EP 2.2.48) B
AKOCTi anbTepHaTMBHOIO MeToAy iaeHTudiKaLii keunity.
3MiHu | TMNy - 3MiHK 3 sikocTi. [oToBMI Nikapcbkuii 3acib.
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KoHTponb JOMOMKHUX pevyoBMH. 3MiHa B MeToauLi
BMUNPoByBaHb JOMNOMIKHOI PEYOBUHU, @ CaMe- AOAaBaHHSI
pamaHiBCbKoi cnekTpockonii (BignosigHo go EP 2.2.48) B

SIKOCTi anbTepHaATMBHOIO MeToAy iaeHTudiIKaLii
cykpanosu. 3miHu | Tuny - 3miHK 3 skocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb 4ONOMKHUX peYoBUH. 3MiHa
B MeToauLi BUNpobyBaHb JONOMIKHOT pe4OBMHU, a came-
[oJaBaHHA pamaHiBCbKOi cnekTpockonii (BignosigHo 4o
EP 2.2.48) B sikoCTi anbTepHaTMBHOIO METO4Y
ineHTudikauii anenbCMHOBOro apoMaTu3oBaHOro
rpaHynsaty

73.

KANbUIX -A3
HIKOMEL 3
AMNENbCUHO
BUM
CMAKOM

TabneTku xxyBasnbHi
no 20 a6o no 50, abo
no 100 TabneTok y
cnakoHi; no 1
(bnakoHy B KAPTOHHIN
KopobLi

AciHo ®apma
Al

LLsenyapis

Takepa AC

Hopseris

BHECEHHS 3MiH 4O peecTpaLlinHuX maTepianis:3miHu |
TMNY - 3MiHW Woao 6e3nekun/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHNX
AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeAeHHs
y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BiAnoBiAanbLHOI 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHA Big
YNOBHOBaXeHOT 0cobW, BignoBigansHoi 3a 34iMCHEHHS
tapmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHI MacTep-daiina cuctemu
dapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
MponoHoBaHa pepakuisi: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHWUX AaHUX YNOBHOBaXeHOi ocobu,
BignoBiganbHoi 3a hapmakoHarnsg. 3MiHa
MicLIe3HaxooKeHHs MacTep-channa cuctemm
hapmakoHarnsigy Ta oro Homepa. 3MiHa Micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapmMakoHarnsay.

be3
peuenma

UA/3541/01/01

74.

KANbLIA-O3
HIKOMEQ
OCTEO®OPT
E

TabneTku xxyBasnbHi;
no 30 abo no 60, abo
no 90 Tabnetok y
cdnakoHi; no 1
rakoHy B KapTOHHIW
KopoobLi

AciHo ®apma
Al

LLiBeviLapis

Takepa AC

Hopgerisa

BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu |
TUMY - 3MiHK 3 sikocTi. ADI. KoHTponb API. 3miHa B
MeToauui BUNpobyBaHb Aio40i pe4OBUHM - 4OAaBaHHSA
pamMaHiBcbKOi crniekTpockonii (BignosigHo Ao Ph.Eur.
2.2.48) B siKOCTi anbTepHaTMBHOIrO MeToay iaeHTudikawii
KanbLito kapboHaTy. 3miHu | Tuny - 3iHu 3 gkocTi. API.
KoHTponb A®l. 3MiHa B MmeToauui BUNpobyBaHb Aito4oi
pPEYOBUHY - AOAAaBaHHSA paMaHiBCbKOI CneKTpockonii
(ignoBiaHo oo Ph.Eur. 2.2.48) B skocTi anbTepHaTUBHOIO
meToay ineHTUdiIKaLjii KOHLeHTpaTy xonekansumdepony
(nopoLukoBa opma).
3MiHu | TUNY - 3MiHK 3 sikocTi. FoToBMIA Nikapcbkuit 3acib.
KoHTponb JOMOMDKHUX pevyoBUH. 3MiHa B MeToauLi
BUNpoBYyBaHb AOMNOMKHOT PEYOBUHY - fOAaBaHHS
pamaHiBcbKoi cnekTpockonii (BignosigHo o Ph.Eur.
2.2.48) B sKOCTi anbTepHaTMBHOIO MeToAy iAeHTudikaLii
MarHito cteapaTy. 3MiHu | TURYy - 3MiHK 3 sikocTi. FoToBMNI
nikapcbkuii 3aci6. KOHTpomnb JOMOMiIXXHUX PEYOBUH.
3miHa B MeToauLi BUNpobyBaHb AOMOMIKHOT PEYOBUHM -
[oJaBaHHA pamaHiBCbKOi cnekTpockonii (BignoBigHo 4o

be3
peuenma

UA/12922/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ph.Eur. 2.2.48) B AkOCTi anbTepHaTMBHOIO MeToay
ineHTudikauii nosigoHy. 3miHu | TUMY - 3MiHK 3 SKOCTI.
[oToBuMI nikapcbkuii 3aci6. KOHTponb AONOMiIXKHUX
peyoBUH. 3MiHa B MeToAMLi BUNpOoOyBaHb 4ONOMIXKHOT
PeYoBUHM - AOAABAHHSA PaMaHiBCbKOI cnekTpockonii
(BignoBigHo o Ph.Eur. 2.2.48) B sikOCTi anbTepHaTUBHOMO
MeToAy iaeHTudikauii kennity. 3miHu | Tuny - 3miHM 3
sikocTi. FoTOBMIA Nikapcbkuid 3acib. KoHTponb JOMOMiKHMX
peyoBUH. 3MiHa B MeToAMLi BUNpoOyBaHb 4ONOMIXKHOT
PEYOBUHY - AOL4ABAHHSA paMaHiBCbKOI CNeKTpocKonii
(BignoBigHo go Ph.Eur. 2.2.48) B skOCTi anbTepHaTUBHOIO
MeToay iaeHTudikaLii cykpanoan. 3miHu | Tuny - 3amiHm 3
sKoCTi. [oTOBMI Nikapcbknii 3aci6. KOHTponb JONOMIKHUX
peyoBuH. 3MiHa B MeETOAMLi BUNPOGyBaHb AOMOMIKHOI
PEYOBUHYM - OOABAHHA paMaHiBCbKOI CneKkTpockonii
(BignoBigHo go Ph.Eur. 2.2.48) B sikoCTi anbTepHaTUBHOMO
meToay iaeHTudiKaLii TMMOHHOro apoMaT30BaHOro
rpaHynsTy
75. | KAHOUBIOT Kpanni BYLLUHI N0 5 mn meHmapk IHgia 'neHmapk IHgia BHECEHHS 3MiH O peECTpaLlinHUX MaTepianis: TEXHIYHA 3a UA/8208/01/01
UK y dnakoHi; no 1 dapmMacbioTUK dapmacbiotTukans Jira. nomurnka (3rigHo Hakady MOS Big 23.07.2015 Ne 460). peuenmom
¢bnakoHy pasom 3 ans JlTa. BunpaeneHo TexHiYHY NOMUIIKY Y TEKCTI MapKyBaHHA
niNeTKoK-KOBMNaYKoOM BTOPWHHOI YNaKkoBKM NikapCcbKoro 3acoby: 3aTBepaKeHo:
BKITaZEHOMY Y 2. KIIbKICTb AIK0YOI PEYOBWHU 1 mn po3unHy
nonieTuneHosumn MicTUTb: xropamdeHikony 50 mr (mg) knotpumasony 10
nakeTWK y KapTOHHIM Mr (mg) 6eknomeTasoHy gunponioHaTy 0,25 mr (mg)
Kopoo6ui nigokainy rigpoxnopugy 20 mr (mg) 3anponoHoBaHo: 2.
KINbKICTb AIK0YOT PEYOBUHW 1 mn (ml) poaumnHy
MicTUTb: xrnopamdeHikony 50 mr (mg) knotpumasony 10
Mmr (mg) 6eknomeTasoHy gunponioHaTy 0,25 mr (mg)
nigokainy rigpoxnopugy 20 mr (mg). 3asHaveHe
BUNpaBIeHHs Bi4noBigae matepianam peecTpaLifiHoro
OOCbE.
76. | KAPBENIC Kpanni oparnbHi, MPO®APMA ManbTa Op. MNyctae KnsH HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:amiHu | bes UA/13314/01/01
po34uH; no 30 M, no IHTepHeLwHN M6X & Ko. KIF TMMY - 3MiHM Wwoao 6e3neku/edekTMBHOCTI Ta peuenma
50 mn abo no 100 mn TpenanHr dapmakoHarnsay (iHwi 3miHn). 3MiHW BHECEHi B TEKCT
y dnakoHi, Nimiteq MapKyBaHHS1 NEPBMHHOI Ta BTOPUHHOI YNaKoBKK
3aKyrnopeHomy nikapcbkoro 3acoby (He3Ha4yHe KOpUryBaHHS TEKCTY).
npobkoto- BBeneHHs 3miH NpoTArom 6-Tu MicsiLiB nmicnsi
KpanenbHuLe; no 1 3aTBEPKEHHS
rakoHy B KapTOHHIW
nayui
77. | KAPOIOMAI TabneTku, BKPUTI AciHo ®apma LLisevuapis Takena M'M6X, micue Himeyuunna/ BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn | Ne 30 — UA/10141/01/02
HINn ®OPTE NNiBKOBOI Al BUpOBHMUTBA [anis TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta be3
obonoHkoto, no 150 OpaHieHbypr, cbapmakoHarnsgy. BeegeHHst abo 3MiHM O y3aranbHeHWUX | peuenma;
mr; no 30 abo 100 HimevuunHa AaHUX Npo cuctemy apmMakoHarnsgy (BBeAeHHst Ne 100 —
TabneTok y onakoHi; (BUPOBHMLTBO 3a y3aranbHeHUX AaHux Npo cuctemy dhapmakoHarnsgy, 3a
no 1 dnakoHy y NMOBHUM LIUKITOM); 3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a peuernmom

KapTOHHiI kopobui

Takepga Papma A/C,
[aHis (BMpobHMLTBO
Hepo3dhacoBaHoi
npoaykuii)

30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
YMNOBHOBaXeHOI 0cobu, BignoBiaganbHoI 3a 34iNCHEHHS
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PeecmpauitiHa npoyedypa

Ymoeu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

thapmakoHarnagy (Bkrovarym KOHTaKTHI AaHi) Ta/abo

eidnycky

peecmpayiliHo2o
noceio4yeHHs1

3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
tapmakoHarnagy).3MiHa ynoBHOBaXeHoi ocobu
3asiBHMKa, BignoBiganbHoi 3a hapmakoHarnsg.
lMponoHoBaHa pepgakuisi: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu,
BignoBigansHoi 3a chapmakoHarnsag. 3miHa
MicLle3HaxooXeHHs macTep-channa cuctemm
dapmakoHarnagy Ta noro Homepa. 3MiHa micus
3[iiCHEHHS OCHOBHOI AisnbHOCTI 3 chapMakoHarnsgy.
BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu |

3a

UA/13977/01/01

78.

KEUBEP®

PO34MH ANis iH'EKLIN,
50 mMr/2 mn; no 2 Mn B
amnyni; no 5 amnyn 'y
6nictepi; no 1 abo no
2 6nictepu B nayui 3
KapTOHY; No 2 Mn B
amnyni; no 5 a6o 10
amnyn y nadui 3
KapTOHY

AT "®apmak”

Ykpaina

AT "®apmak”

Ykpaina

TMny - oHoBneHHst AM® A®l [JekckeTonpodeHny
TpomeTamon Big BUpobHuka Saurav Chemicals Limited,
IHais, 3anponoHoBaHo: DXT/AP DMF-
EU/MAY/2020(Rev03)-UA; amiHu | Tuny - 3MiHn y
napameTpax cneundikadii APl , a came BHeceHo
npumiTky "lMpuiAimaTti pe3ynbTaTi KOHTPOMo BUPOBHMKA.
KOHTponb NpoBoanTH ANA NEPLUOi Ta KOXHOI N'AToi
HaCTYNHOI cepii B pik" 40 HACTYMHNX NOKa3HWKIB:
"TemnepaTtypa nnaeneHHs", "CynbgaTtHa 3ona", "Baxki
meTanun"; 3amiHn | Tuny - 3miHK y cneumdikadii Ta metogax
BUNpoOyBaHHs A®PIl: 3MiHEHO HOPMYBaHHSI B po3aini
"3anuLuKoBi KiNbKOCTi OpraHiYHNX PO34YMHHUKIB", OOAHO
HopMyBaHHS 6eH3ony He binbe 2 ppm. BuganeHo
MEeTOAMKY BUKOHaHHS (MeTof napodasHoi xpomaTorpadii
3rigHo DY, 2.2.28,2.2.46); 3miHu | Tuny- p. "CynpoBigHi
OOMiLLKWN" - 4OOAHO BUKOPUCTaHHS anbTepHaTUBHOI
KOINOHKM; - YTOYHEHO BiAHOCHI Yacu YTPMMaHHS BigHOCHO
nika gekcketonpodeHa Anst KOKXHOI BiANOBIAHOT KONOHKW;
p. "KinbkicHe BU3HAYeHHs"- Npy NPUrOTYBaHHI PO34MHY
NOPIBHSHHS JOAATKOBO BHECEHO AEKCKeTonpodeHy
TpomeTamony USP RS; aminu | Tuny - 3miHn y metogax
BMNpoOyBaHHS rOTOBOrO NikapCbKoro 3acoby Ans T.
"CTepunbHICTb"- KpUTEPIT NPUAHATHOCTI Ta BUMOTH
3anueHo 6e3 3miH. BunyyeHo noBHWI BUKNaa
npoBeAeHHS METOAMKM; 3MiHU | TNy - 3MiHW Yy MeTofax
BunpobyBaHHa APl [ekckeTonpodeHy
TpomeTamon,BupobHuLTBa Saurav Chemicals Limited,
India
p. «KinbkicHe BU3Ha4YeHHs» - 4OAAHO ONUC NOCHiAOBHOCTI
XpomaTtorpadyBaHHs; 3MiHEHO YMOBMW XpomaTorpadiyHoi
cucTeMU; BUNy4eHO popMyIny po3paxyHKy; 3MiHu | Tuny -
3MiHM y MeTofax BunpobysaHHst AD| [lekckeTonpodeHy
TpomeTamon, BupobHuuTea Saurav Chemicals Limited,
India p. «XipanbHa 4icTOTa» - 3MIHEHO PO3YUHHKK;
[00aHO NPUroTyBaHHSI PO34MHY PO3YMHY Ans
BCTaHOBIIEHHS YYTINMBOCTi CUCTEMU; [OAAHO YMOBU
XpomaTorpadpyBaHHs (TemnepaTypa TepMocTaTy
KOJOHKM; Yac xpomaTorpadyBaHHsi 6riaHkoBOro Ta
BMNPOBOYBaHOro po34ymnHy); 3miHu | Tuny - 3mMiHM y MeToaax

peuernmom

BunpobyBaHHs APl [lekckeTonpodeHy TpoMeTamon,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMpobHMuTBa Saurav Chemicals Limited, India p.
«CynpoBigHi AOMILLKU» - 3MIHEHO NMPUrOTYBaHHSA PO34NHY
MOPIBHAHHSA; AOA4AHO MPUrOTYBaHHA PO3YMHY PO3YMHY ANS
BCTAHOBMEHHS YYTNMBOCTI CUCTEMM; AOAAHO YMOBU
XpomaTorpadpyBaHHs (TemnepaTtypa TepmocTarty
KOMOHKM; Yac xpomaTorpadyBaHHs 6naHKoBOro Ta
BMNPOBYBaHOro PO34MHY); 3MiHEHO NOPSAOK
XpomaTorpadpyBaHHsi; 3MiHEHO YMOBW NpUAaTHOCTI
XxpomaTorpadivHoi cuctemu; 4o4aHO NPUMITKY LLOA0
NpUroTyBaHHSA BUNPOBYBaHNX PO34MHIB Ta PO34MHIB
NOPIBHAHHS; 3MIHEHO NOPAA0K XpoMaTorpadyBaHHS;
[04aHO NPUMITKY MPO MOXIUBICTb 3MiHWM HaBaXKWN Npu
36epexeHHi KoHLeHTpaLii po3unHy; gogaHo
BVKOPVCTAHHS anbTepHaTUBHOI KONOHKM
79. | KNIBAC 10 TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ctapt” YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuXx maTepianis:3miHu | 3a UA/12971/01/01
NniBKOBOKO YKPATHA" MRy - 3MiHK 3 skocTi. CepTudikat BignosigHocTi/lE- peuenmom
obornoHkoto, no 10 mr; cepTudikaT BigNoBiAHOCTI €EBpONENChKin
no 10 TabneTtok y tapmakonei/MoHorpadii.
6nictepi; no 1 abo 3 MopaHHA oHoBREeHoro cepTudpikaTta BigNOBIAHOCTI
abo 9 bricTepis B €sponevicbkin papmakonei Ne R1-CEP 2015-114 - Rev
KapTOHHIN navi 00 (3aTtBepmkeHo: RO-CEP 2015-114 - Rev 05) anst A®I
po3yBacTaTUHY KamnbLiilo Bif BXe 3aTBEPAKEHOro
BMpobHuMKa Biocon Limited, IHais.
80. | KNIBAC 20 TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:amiHu | 3a UA/12971/01/02
NniBKOBOKO YKPAIHA" MRy - 3MiHM 3 akocTi. CepTudikat BignosigHocTi/lE- peuenmom
o6ornoHkoto, no 20 mr; cepTudikaT BigMoBiAHOCTI €EBpONenchKi
no 10 Tabnetok y apmakonei/MmoHorpadii.
6nictepi; no 1 abo 3 MopaHHA oHoBRNeHoro cepTudikaTta BiANoBIAHOCTI
abo 9 bricTepis B €sponevicbkin papmakonei Ne R1-CEP 2015-114 - Rev
KapTOHHIN navui 00 (3aTBepaxeHo: RO-CEP 2015-114 - Rev 05) ans AdI
po3yBacTaTVHy KanbLilo Bif BXe 3aTBEpKEHOrO
BUpobHuMka Biocon Limited, IHais.
81. | KNIMAKTO- rpaHynmno 10ry MpAT YkpaiHa MpAT "HauioHanbHa YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMX maTtepianis: 3miHu | bes UA/3822/01/01
rPAH neHani noniMepHomy; "HaujioHanbHa omeonatnyHa Cninka" MRy - 3MiHM 3 gkocTi. A®Pl. BupobHuuTteo. 3miHa peuenma
no 1 neHany B nayui 3 | MomeonatuyH BMPOGHMKa BUXIAHOrO/MPOMIKHOIO NPOAyKTYy/peareHTy,
KapTOHY a Cninka" LLIO BUKOPUCTOBYHOTLCS Yy BUpoBHMYoMy npoueci AP, abo

3MiHa BUPOGHMKa (BKoYakoum, e HeobxigHo, micue
npoBefeHHs KOHTpornto sikocTi) AP (3a BigcyTHOCTI
cepTudikaTa BignosigHocTi EBponeiickkiii hapmakonei y
3aTBEPAKEHOMY [OCbE) - MEPEHECEHHST BUPOOHMYOT
ninbHUUi Anteka "HauioHanbHa MomeonaTuyHa
Cninka"Ne1 anst A®I Cimicifuga 200CH. 3anponoHoBaHo:
KwiB, Byn. TypreHeBcbka, 76-78, rpyna npum. Ne45.
YkpaiHa; 3mMiHu | Tuny - 3miHm 3 akocTi. AdDI.
Bupo6HuuTBO. 3MiHa BUPOGHUKa BUXiAHOrO/MPOMIXXHOTO
NPOAYKTY/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpo6HMYomy npoueci A®I, abo 3miHa BUpOGHMKa
(Bkntovatoun, Ae HeobXiaHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) A®I (3a BigcyTHOCTI cepTucpikata
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BiZNOBIgHOCTI €Bponewnchkin hapmakonei y
3aTBEPKEHOMY [OCHE) - MEPEHECEHHS] BUPOBHNYOT
ainbHuui Anteka "HauioHanbHa FomeonatnyHa
Cninka"Ne1 gna A®l Glonoinum 200CH. 3anponoHoBaHo:
Kwis, Byn. TypreHescbka, 76-78, rpyna npmum. Ne45.

Ykpaina; amiHn | Tuny: 3miHm 3 sakocTi. A®l. BupobHmuTBO.

3MiHa BUpOGHMKa BUXiZHOTrO/MPOMIXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMY npoueci AP, abo 3miHa BUpOGHMKa
(Bkntoyatoun, ae HeobxigHO, MicLe NpoBedeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
Bi4NOBIgHOCTI €BponeWchkin hapmakonei y
3aTBEPKEHOMY [OCBE) - NEPEHECEHHS BUPOOHNYOI
ninbHUUi Anteka "HauioHanbHa MomeonaTuyHa
Cninka"Ne1 gns A®l Sulfur 30CH. 3anponoHoBaHo: Kuis,
Byn. TypreHeBcbka, 76-78, rpyna npum. Ne45. YkpaiHa;
3MiHM | Tuny: 3miHum 3 akocTi. APl. Bupobruutseo. 3MiHa
BMPOGHMKa BUXiZHOrO/MPOMIXKHOTO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTbCS Yy BUPOoBGHMYoMY npoueci AP, abo
3MiHa BUPOGHMKa (BKMOYaoum, e HeobxigHo, micue
NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTuddikaTta BignoBigHOCTIi €Bponenchkin dapmakonei y
3aTBEPAKEHOMY AOCbE) - MEPEHECEHHST BUPOOHMYOT
ainbHuui Anteka "HauioHanbHa FomeonatnyHa
Cninka"Ne1 ana A®l Lachesis 30CH. 3anponoHoBaHo:
Kwis, Byn. TypreHeBcbka, 76-78, rpyna npum. Ne45.
YkpaiHa; aminu | Tuny: 3miHu 3 sikocTi. A®l. Bupo6HmuTBo.
3miHa BUpOOHWMKa BMXiQHOTO/MPOMIXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntovatoun, ae HeobxiaHO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BiQNOBiAHOCTI €Bponeickin hapmakonei y
3aTBEPKEHOMY [OChE) - NEPEHECEHHS BUPOOHMNYOT
ninbHUUi Anteka "HauioHanbHa MomeonaTuyHa
Cninka"Ne1 ana A®| Sanguinaria canadensis 30CH.
3anponoHoBaHo: Kuis, Byn. TypreHeBcbka, 76-78, rpyna
npum. Ne45. YkpaiHa

82.

KO-
AMIECCA

Tabnetkn, 2 mr/0,625
mr/5 mrno 10
TabneTtok y 6nictepi;
no 3 abo 6, abo 9
GnicTepiB y KApTOHHIW
KopobLi

KPKA, a.4.,
Hoso mecto

CnoseHis

BUPOGHMLUTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHsi, KOHTPOSb
cepii, BUNycK cepii:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis;
nepBUHHE Ta BTOPUHHE
nakyBaHHs: KPKA, a.4.,
Hoso mecTo, CroBeHis;
KOHTponb cepii: KPKA,
n.4a., Hoso mecto,

CnoseHis/
Monbwa/
Himeyuunna

BHECEHHS 3MiH 0 peecTpauinHux maTtepianis: 3MiHW
BHeCeHi [0 IHCTPYKLUii Ans MeAnYHOro 3acToCyBaHHS
nikapcbkoro 3acoby y po3ain "TepmiH npugaTHocTi".
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBEpAKEHHS. 3MiHM | Tuny - 3MiHK 3 sikocTi. MoToBMNI
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
3aco0y (iHLWi 3MiHW) - OHOBINEHHS BXE 3aTBEPOXKEHNX
MeTOoZiB KOHTPOIHO SIKOCTi Nikapcbkoro 3acoby, a came:
BVKNaAEHHS TEKCTY iepXXaBHOK MOBO 3rifHO Cy4acHMX
BUMOr. BBeAeHHS 3MiH NpoTaroM 6-Tn micauiB nicns
3aTBepAXKEHHS. 3MiHu | Trny - 3MiHM 3 SKOCTI.

3a
peuernmom

UA/14677/01/01
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n 3acoby ynakoeka) noceio4yeHHs1
CnoBeHisi; nepBMHHE Ta CepTudbikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI

BTOPUHHE NaKyBaHHS,
KOHTPOSb cepii, BUNycK
cepii: KPKA MonbLua
Cn. 3 0.0, MNMonbLua;
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYCK
cepii: TAL] ®apma
'mM6X, HimewumHa;
KOHTponb cepii: TAL
dapma 'MBX,
HimeuuymHa; KoHTponb
MikpoGionoriyHoi
yncToTm cepii (y
BMNaAKy KOHTPOIHO
cepii TALL ®apma
m6X): lTabop JNIC CE &
Ko. KI', HimewunHa

€sponewicbkin apmakonei/moHorpadii. NogaHHA HoBoro
abo oHoBneHoro cepTudikarta BignosigHocTi abo
BUIyYeHHs cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna ADI; onsa BUXigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; anst 4ONOMiKHOT
peyoBUHYM (cepTudikaT BigNOBIAHOCTI €EBpONENCHKin
dapmakonei) - HoBuin cepTudpikat Big HOBOro BUPOGHMKa
(3amiHa abo JOMNOBHEHHS) - NOAAHHSA HOBOTO
CepTudpikaTy BignosigHoOCTI €EBponencekin hapmakonei
R1-CEP-2004-233-Rev 00 gns A®I MepuHgonpuny
epbymiH Big HoBoro BupobHuka Oril Industrie, France.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepAKeHHs. 3MiHK | Tuny - 3MiHK 3 sikocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
OOMNyCTUMMX MEX FOTOBOTO fikapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudikauist GapBHMKIB Y4 cMakoBKX [0OABOK)).
BHeceHHs1 amiH o Cneumdikauii 113, 3okpema:
BUMy4YeHHA napameTpy "OQHOPIAHICTE MacK po3aineHnx
TabneTok" anst go3yeaHb 4 mMr/1,25 mr/10 mr Ta 8 mr/2,5
mr/10 mr. Po3gintoBanbHa niHisa (isnyHo) 3anuaeTbest
Ha TabrneTkax, ane BOHa BTpaTuUna MOXNMBICTb NOAiny
TabneTku Ha ABi piBHi fo3n. [MpusHaveHHs1 po3ainosoi
NiHIT 3anuwaeTbecsa nuwe Ans 3pyYHOCTi KOBTaHHS, a He
Ons noiny Ha piBHi 4o3n. HeMoxnumBicTb noginy
TabneTku Ha piBHi 403U He BNNMBAaE Ha Teparito, OCKINbKM
nosyBaHHa 2 Mr/5 mr/0,625 mr ta 4 mr/1,25 mr/75mr
3apeecTpoBaHi. 3MiHWM BHECEeHi A0 IHCTPYKUii Ang
MeZMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"IMikapcbka popma” (LLoAO OCHOBHUX Pi3MKO-XIMIYHMX
BNacTMBOCTEWN), K HAcnigok y po3ain "Cnocib
3aCToCyBaHHSA Ta Jo3u1" - BUIyYeHHs iHcbopmalii woao
MOXIUBOCTI noginy Tabnetok. BBeaeHHs 3MiH npoTsirom
6-Tv MicauiB nicnsa 3aTBepmxeHHs. 3MiHu | Tuny - 3miHu 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPVCTOBYETLCS y npoueci BUpobHuuTBa AP (iHLwi
3MiHM Y MeTodax BUNPoByBaHHs (BkIoYaro4m 3aMiHy abo
ponoBHeHHs1) A®I abo BUXiZHOro/npoMiXKHOrO NPOAYKTY) -
BHeCeHHs 3miH Ao Cneumdikauii / MeToay BunpobyBaHHs
A®I lHganamig 3a nokasHukom "Po3mip yacTok", 3okpema:
BBeAEHHS HOBOI Mogeni npunagy (Malvern Mastersizer
3000) anst nasepHoi gudpakuii NpoBeaeHOro Cyxmm
avcnepryBaHHaM. OCKiNbkU po3Mip YaCTUHOK 3anexuTb
Bif, METOAY aHarisy, TOMy 3aBAsKM HOBOMY TUMy

0obnagHaHHs, SIKUA Mae iHLWi HanawTyBaHHSA NOPIBHSHO 3
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

nonepeaHbLO0 MOAENbI, Pe3ynbTaTh Bigpi3HSIOTLCS,

TOMY 3MiHEeHi 4onycTuMi Mexi cneumdikauii.BeegeHHs

3MiH NPOTSArom 6-TM MicsiLiB Micnsi 3aTBEPAXKEHHS.
83. | KO- Tabnetkn, 8 mr/2,5 KPKA, a.4., CnoBeHisi BUPOGHMUTBO "in bulk", CnoseHis/ BHECEHHS 3MiH 0 peecTpauinHMX maTtepianis: 3MiHu | 3a UA/14676/01/01
AMJIECCA mr/10 mr no 10 Hoso mecTo nepBvHHE Ta BTOPUHHE Monbua/ Tuny - 3MiHK 3 sIKocTi. FOTOBWI Nikapcbkuii 3acib. peuenmom
Tabnetok y 6nictepi; nakyBaHHsi, KOHTPOSb HimeyumHa | CtabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax

no 3 abo 6, abo 9
6nicTepiB y KapTOHHIN
KopobLi

cepii, BUNYyCK cepil:
KPKA, a.a., Hoso
mecTto, CrioBeHisi;
nepBUHHE Ta BTOPUHHE
nakyBaHHsi: KPKA, o.4.,
HoBo mecTo, CnoBeHis;
KOHTponb cepii: KPKA,
n.4., Hoso mecto,
CnoBeHisi; NnepBMHHE Ta
BTOPWHHE NaKyBaHHs,
KOHTPOMb Cepii, BUMYCK
cepii: KPKA lMonbla
Cn. 3 0.0., MonbLua;
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: TAL ®apma
'm6X, HimeuunHa;
KOHTponb cepii: TAL
dapma 'M6X,
HimeyumHa; koHTponb
MikpobionorivyHoi
4ncToTm cepii (y
BUNaAKy KOHTPOIHO
cepii TAQ ®apma
"m6X): labop J1C CE &
Ko. KI', HimeuunHa

36epiraHHs roTOBOro nikapCcbkoro 3acoby (36inbLueHHs
TepMiHy NpuaaTHOCTI FOTOBOrO Mikapcbkoro 3acoby) - [ns
TOProBoi yNakoBku (NigTBEPOAXKYETLCA AaHUMUN pearnbHOro
yacy) - 36inbLueHHs TepMiHy npuaaTHocTi 113 3 2 pokis
00 3 pokiB. 3MiHM BHECEHi 40 iIHCTPYKLUii AN MEAUYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3gin "TepMiH
npuaaTHocTi". BBeAeHHS 3MiH NPOTArom 6-Tn Micauis
nicns 3atBepaKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3acit. KoHTponb rotoBoro
nikapcbKkoro 3acoby (iHLi 3MiHM) - OHOBMEHHS BXe
3aTBEPAKEHNX METOAIB KOHTPOMIO SKOCTi MiKapCbKOro
3acoby, a came: BUKINaQEeHHs TEKCTY AepXaBHOK MOBOIO
3rifHO Cy4acHux BUMor. BBeeHHs 3MiH NpoTAaroM 6-tn
MicaUiB Micnsa 3aTBepmKeHHs. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudpikat BignosigHocTi/lE-cepTudikat
BigNoOBIigHOCTI €Bponeichkin thapmakonei/MoHorpadii.
MogaHHA HOBOro abo oHoBMeHoro cepTudikara
BigMNoBigHOCTI abo BuUny4eHHs cepTudikaTa BignoBigHOCTI
€sponevicbkint bapmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyvoBUHM (cepTuUdikaT BiaNoBigHOCTI €Bponenchkin
dapmakonei) - HoBuii ceptudikat i HOBOro BUpobHuka
(3amiHa abo [OMOBHEHHS) - MOAAHHS HOBOTO
CepTudpikaTy BignosigHocTi €EBponerckkin hapmakonei
R1-CEP-2004-233-Rev 00 ansa A®I MepuHgonpwuny
epbyMiH Big HoBoro BupobHuka Oril Industrie, France.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK 3 AkocTi. FoToBUI
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[OMYyCTUMMUX MEX FOTOBOTO MiKapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudiKauia 6apBHUKIB Y1 CMaKoBMX 406ABOK)).
BHeceHHs 3MiH go Cneuudikadii N3, 3okpema:
BUMyYeHHs1 napameTpy "OgHOpPIAHICTE MacK po3aineHmx
Tabnetok" gna gosysaHb 4 mr/1,25 mr/10 mr ta 8 mr/2,5
mr/10 mMr. Po3gintoBanbHa niHis (isnyHo) 3anuiiaeTbest
Ha TabneTkax, ane BoHa BTpaTuna MOXIMBICTb NoAiny
TabneTkun Ha ABi piBHI Jo3W. [pu3HaYeHHs po3ainosoi
NiHIT 3anuwaeTbecsa nuwe Ans 3pyYHOCTi KOBTaHHS, a He
ONns noainy Ha piBHi 4o3n. HemoxnueicTb noAiny
TabneTkn Ha piBHi JO3M He BMNNMBAE Ha Tepanito, OCKINbKN
no3yBaHHs 2 mr/5 mr/0,625 mr 1a 4 mr/1,25 mr/75mr
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3apeecTpoBaHi. 3MiHN BHECEHI 40 IHCTPYKUiT aAns
MEAMNYHOro 3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ain
"Nikapcbka hopma" (LLLOAO OCHOBHUX (Di3NKO-XIMIYHMX
BNacTMBOCTEN), K HAcnigok y po3ain "Cnocit
3acTocyBaHHS Ta Jo3un" - BUIydeHHs iHbopmalii Wwoao
MOXIMBOCTI noginy TabneTtok. BBeAeHHs1 3MiH NPOTAroM
6-TK MicauiB nicnsa 3aTBepAXeHHs. 3MiHK | Tuny - 3MiHK 3
akocTi. A®Il. KoHTtponb A®I. 3miHa y meTopax
BunNpobyBaHHsA APl abo BMXigHOro
marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BMKOPWCTOBYETLCS Y npoueci BupobHuutea A®I (iHwi
3MiHM Y MeToAax BUNpobyBaHHS (BkIoYaroum 3aMiHy abo
ponoBHeHHs1) ADl abo BUXiAHOro/NPOMIXKHOIO NPOAYKTY) -
BHeCeHHs 3miH Ao Cneumdikauii / Metoay BunpobyBaHHs
Al lHganamig 3a nokasHukom "Po3mip YacTok", 3okpema:
BBeAeHHs1 HoBoi Mmogeni npunagy (Malvern Mastersizer
3000) ans na3epHoi Andppakuii NpoBeAeHoro cyxmum
avcnepryBaHHaM. OCKiNbKU po3Mip YaCTUHOK 3anexuTb
BiJ MeToay aHanisy, ToMy 3aBAsiku HOBOMY Tuny
obnagHaHHA, KU Mae iHLWI HanawTyBaHHSA NOPIBHAHO 3
nonepeaHbLO MOAENbIO, pe3ynbTaTh Bigpi3HATHLCS,
TOMY 3MiHEeHi JonyCcTUMI Mexi cneundikauii.BeegeHHs
3MiH NPOTArom 6-T MicsILB MiCNsi 3aTBEPAXKEHHS.

84.

KO-
AMJECCA

Tabnetku, 4 mr/1,25
mr/5 mrno 10
TabneTtok y bnictepi;
no 3 abo 6, abo 9
GnicTepiB y KapTOHHIW
KopobLi

KPKA, 8.4,
Hoso mecto

CnogeeHisi

BUPOGHMLTBO "in bulk",
nepBYHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
cepil, BUNyCK cepii:
KPKA, a.4a., Hoeso
mecTto, CrnoBeHis;
nepBYHHE Ta BTOPUHHE
nakyBaHHs: KPKA, a.4.,
Hoso mecTo, CrnoBeHis;
KOHTporb cepii: KPKA,
a.a., Hoso mecto,
CnoBeHisi; nepBuHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOSb cepii, BUNYCK
cepii: KPKA lMonbLua
Cn. 3 0.0., MonbLua;
nepBYHHE Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepii: TAQ ®apma
'm6X, HimeuunHa;
KOHTporb cepii: TAL
dapma M'm6X,
HimeuuunHa; koHTponb
MikpobiornoriyHoi
uncToTm cepii (y
BMNaAKy KOHTPOTIO
cepii TAL] ®apma
"m6X): Jlabop JIC CE &

CnogeeHis/
Monbwa/
Himeyuunna

BHECEHHS 3MiH O peecTpauinHUX maTepianis: 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHsi FOTOBOrO NikapCcbKoro 3acoby (36inbLeHHs
TepMiHy NpuaaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoi YNakoBKku (NiATBEPAXKYETLCA AaHVMU peanbHOro
yacy) - 36inbLueHHs TepmiHy npugaTHocTi 113 3 2 pokis
00 3 pokiB. 3MiHW BHeCEHI 00 iIHCTPYKLUii AN MeAUYHOro
3acTocyBaHHS nikapcbKoro 3acoby y po3ain "TepmiH
npuaaTHocTi". BBeAeHHs 3MiH NpoTSArom 6-Tu Micsiuis
nicns 3aTBepapkeHHs. 3MiHu | Tuny - 3MiHKM 3 sKOCTi.
[oToBWI Nikapcbkuin 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHW) - OHOBINEHHS BXe
3aTBEpPAKEHNX METOAIB KOHTPOIIO SAKOCTI Nikapcbkoro
3acoby, a came: BUKNaAEeHHs TEKCTY AepXaBHOK MOBOIO
3rigHO cy4acHux BuMor. BeeaeHHst 3mMiH npoTarom 6-tu
MicauiB nicns satBepaXeHHsA. 3MiHu | Tuny - 3MiHu 3
skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BiANOBigHOCTI E€Bponenchkit hapmakonei/MoHorpadii.
MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€sponeiicbkin papmakonei: ans A®l; ons BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NpPoaykKTy, Lo
BVIKOPVCTOBYIOTbCS Y BUpobHUUTBI A®Il; onsg onomMikHoT
peyvoBUMHM (CepTuUdikaTt BianoBigHOCTI €EBponenchki
hapmakonei) - HoBuii ceptudikat Bi HOBOro BUpoGHMKa
(3amiHa abo JOMOBHEHHS) - NOAAHHSA HOBOTO
CepTudikaty BignoBigHOCTI €Bponenchbkii dapmakonei

3a
peuernmom

UA/14676/01/02
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Ymoeu

Homep

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

eidnycky

peecmpayiliHo2o
noceio4yeHHs1

Ko. KT, Himeu4nHa

R1-CEP-2004-233-Rev 00 gns A®I MepuHgonpuny
epbyMiH Big HoBoro BupobHuka Oril Industrie, France.
BBegeHHs 3miH npoTsArom 6-Tu MicsiliB nicnsi
3aTBepAKeHHs. 3MiHK | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuit 3aci6. KOHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikali Ta/abo
OOMNYCTUMKX MEX FOTOBOTO flikapcbkoro 3acoby
(BUMYYEHHS HE3HAYHOrO NOKa3HWKa (Hanpuknag
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudikauis GapBHMKIB Y1 cMakoBKX [0OABOK)).
BHeceHHs 3miH oo Cneumdikadii N3, 3okpema:
BUyYeHHs napameTpy "OgHopIgHICTL Macu po3gineHnx
Tabnetok" gnsa gosysaHb 4 mr/1,25 mr/10 mr ta 8 mr/2,5
mr/10 mr. Po3gintoBanbHa niHia (DisnyHo) 3anuiaeTbes
Ha TabneTkax, ane BoHa BTpaTuria MOXMBICTb Nnoginy
TabneTku Ha ABi piBHI 4o3n. NpuaHavyeHHs po3ainosoi
NiHIT 3anMwaeTbesa nuwe AN 3py4YHOCTi KOBTaHHS, a He
Ona noAainy Ha piBHi 4o3n. HemoxnueicTb noginy
TabrneTkn Ha piBHI O3M He BMNNMBAE Ha Tepanito, OCKiNbKu
no3yBaHHs 2 mr/5 mr/0,625 mr ta 4 mr/1,25 mr/75mr
3apeecTpoBaHi. 3MiHN BHECEHI 0 IHCTPYKUiT aAns
MeZMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby y po3ain
"Nikapcbka dpopma" (LLLOAO OCHOBHUX (Pi3NKO-XIMIYHMX
BMacTMBOCTEN), ik HAacnigok y po3ain "Cnocib
3acTocyBaHHA Ta Jo3un" - BUINydYeHHs iHpopmaii woao
MOXINMBOCTI noAiny TabneTtok. BBeAeHHs1 3MiH NpOTAroMm
6-Tv MicaLiB nicnsa 3aTBepaXeHHs. 3MiHu | Tuny - 3miHuM 3
akocTi. A®Il. KoHtponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BmxigHOro
mMaTepiany/npoMixxHOro NpoaykTy/peareHTy, Lo
BUKOPWUCTOBYETbLCS y Npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeTofdax BUNpobyBaHHS (BKIoYaroum 3amiHy abo
ponoBHeHHs1) A®l abo BUXiZHOro/NpoMiXXHOro NPoayKTy) -
BHECEHHS 3MiH Ao Cneumdikauii / MeToay BunpobyBaHHs
AQ®I Inganamig 3a nokasHnkom "Po3mip 4acTok", 3okpema:
BBeZIeHHHA HoBOI moAeni npunaay (Malvern Mastersizer
3000) ans nasepHoi aAndpakuii NpoBeAeHOro cyxmum
aucnepryBaHHAM. OCKinbKy pO3Mip YaCTUHOK 3aneXuTb
Bif, METOAY aHarnisy, TOMy 3aBASKM HOBOMY TUMy
obnagHaHHs, KU Mae iHLWi HanawTyBaHHS! NOPIBHSAHO 3
nornepeaHbLO0 MOAENbI0, Pe3yrbTaTh Bipi3HAIOTLCS,
TOMY 3MiHEHi fonycTUMI Mexi cneumdikauii.BBegeHHs
3MiH NPOTHArom 6-T MicsiLiB Nicnsi 3aTBEPAXKEHHS.

UA/14677/01/02

85.

KO-
AMIECCA

Tabnetku, 4 mr/1,25
mr/10 mr no 10
Tabnetok y 6nictepi;
no 3 abo 6, abo 9
GnicTepiB y KapTOHHIW
Kopoo6Li

KPKA, a.4.,
Hoso mecto

CnoBeHis

BUPOGHMLTBO "in bulk”,
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
cepii, BUNyCK cepil:
KPKA, a.4a., Hoso
mecTo, CrnoBeHis;
NepBUHHE Ta BTOPUHHE

CnoBeHis/
Monbwa/
Himevuunna

nakyBaHHs: KPKA, a.4.,

BHECEHHS 3MiH 1O peecTpauiiHnX maTtepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo ymoBax
36epiraHHst rOTOBOrO NiKapCbKoro 3acoby (36inbLueHHs
TepMiHy NpuaaTHOCTI FOTOBOrO fikapcbkoro 3acoby) - [Ans
TOProBoi ynakoBky (NiATBEPAKYETLCA AaHUMU peanbHOro
yacy) - 36inbLieHHs TepmiHy npuaaTHocTi [T13 3 2 pokiB

3a
peuernmom

00 3 pokiB. 3MiHM BHECEHi 40 iHCTPYKUii AN MeguyHoro
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

HoBo mecTo, CnoBeHis;
KOHTponb cepii: KPKA,
n.a., Hoeo mecto,
CnoBeHisi; NepBMHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOSb cepii, BUNyCcK
cepii: KPKA MonbLua
Cn. 3 0.0, MNMonbLua;
nepBUHHE Ta BTOPUHHE
nakyBaHHs, BUNYyCK
cepii: TAL] ®apma
'mM6X, HimeuumHa;
KOHTponb cepii: TAL
dapma 'MBX,
HimeuumHa; KoHTponb
MikpoGionoriyHoi
yncToTm cepii (y
BMNaAKy KOHTPOIHO
cepii TALL ®apma
"m6X): lTabop JNC CE &
Ko. KI', HimewunHa

3acToCyBaHHSA Nikapcbkoro 3acoby y po3gin "TepmiH
npugaTtHocTi". BBeaeHHs 3MiH NpoTArom 6-Tm Micsuis
nicnsa 3aTBepakeHHsi. 3MiHu | Tuny - 3MiHK 3 AKoCTi.
[oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLLi 3MiHW) - OHOBMEHHS BXe
3aTBEpPOKEHVX METOAIB KOHTPOIO SIKOCTi MikapcbKoro
3acoby, a came: BUKNageHHs TEKCTY AepXaBHOK MOBOIO
3rigHO Cy4acHUx BuMor. BeeaeHHs amiH npotarom 6-tu
MicsuiB nicnst 3atBepaKeHHs. 3MiHu | Tuny - 3MiHu 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki dapmakonei/moHorpadii.
MogaHHA HoBoro abo oHoBReHoro cepTudikara
BignoBigHocTi abo BUNyYeHHs cepTudikarta BianoBigHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ans onoMiKHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - HoBuin cepTudikat Big HOBoro BUpobHUka
(3amiHa abo JOMNOBHEHHS) - MOAAHHSA HOBOMO
CepTudpikaTy BignosigHoOCTI €Bponencokin hapmakonei
R1-CEP-2004-233-Rev 00 gns A®I MepuHgonpuny
epbymiH Big HoBoro BupobHuka Oril Industrie, France.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepAKeHHS. 3MiHu | Tuny - 3miHK 3 skocTi. [oToBMIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB crneundikalii Ta/abo
[OMNYCTUMMX MEX FOTOBOTO fikapcbkoro 3acoby
(BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax ta cmak, abo
ineHTudikauis 6apBHUKIB Y1 CMaKoBMX 406ABOK)).
BHeceHHs 3MmiH go Cneuudikadii N3, 3okpema:
BUNy4eHHA napameTpy "OQHOPIAHICTE MacK po3aineHnx
TabneTok" anst go3yeaHb 4 mr/1,25 mr/10 Mr Ta 8 mr/2,5
mr/10 mr. Po3gintoBanbHa niHis (isnyHo) 3anuiaeTbes
Ha TabrneTkax, ane BOHa BTpaTuUna MOXNMBICTb NOAiNy
TabneTkun Ha ABi piBHI Ao3W. [pu3HaYeHHs po3ainosoi
NiHIT 3anuwaeTbecsa nuwe Ans 3pyYHOCTi KOBTaHHS, a He
ONns nodiny Ha piBHi 4o3n. HemoxnumeicTb noginy
TabneTkn Ha piBHI JO3M He BMIMBAE HA Tepanito, OCKINbKK
nosyBaHHs 2 mMr/5 mr/0,625 mr ta 4 mr/1,25 mr/75mr
3apeecTpoBaHi. 3MiHM BHeCEeHi [0 IHCTpyKUii Ang
MEeOUYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby y po3ain
"Iikapcbka popma” (LLOAO OCHOBHUX Pi3MKO-XIMIYHMX
BNACcTMBOCTEWN), K Hacnigok y po3ain "Cnocib
3acToCyBaHHSA Ta [o3u" - BUIyYeHHs iHcbopmalii Wwoao
MOXIUBOCTI noginy Tabnetok. BBeaeHHs 3MiH npoTsirom
6-Tv MicauiB nicnsa 3aTBepmxXeHHs. 3MiHu | Tuny - 3miHu 3
skocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoAyKkTy/peareHTy, Lo
BUKOPUCTOBYETHLCS Y Npoueci BUpobHuytea AP (iHLwi
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3MiHN Y MeTodax BUNpobyBaHHS (BkIoYaroum 3aMiHy abo
nonoBHeHHs1) A®| abo BMXiAHOTO/MPOMIDKHOTO NPOAYKTY) -
BHeCceHHs1 3MiH go Cneuudikauii / MeTogy BMnNpobyBaHHs
A®I IHganamig 3a nokasHukom "Po3mip 4acTok", 3okpema:
BBEAEHHSA HoBOI moAeni npunaay (Malvern Mastersizer
3000) anst nasepHoi gudpakLii NnpoBeaeHOro Cyxmm
avcnepryBaHHaM. OCKiNbKU po3Mip YaCTUHOK 3anexuTb
Bif MeTOAy aHanisy, ToMy 3aBAsikn HOBOMY Tuny
obnagHaHHs!, KU Mae iHLWIi HanawTyBaHHSA NOPIBHSIHO 3
nonepeaHbLO0 MOAENbIO, Pe3ynbTaTh Bigpi3HSIOTLCS,
TOMY 3MiHEHi oNyCcTUMI Mexi cneumdikauii.BBegeHHs
3MiH NPOTAroM 6-TN MicsLiB NiCNsi 3aTBEPIKEHHS.

86.

KO-
AMJIECCA

Tabnetkn, 8 mr/2,5
mr/5 mrno 10
TabneTtok y Gnictepi;
no 3 abo 6, abo 9
GnicTepiB y KApTOHHIW
KopobLUi

KPKA, a.4.,
Hoso mecto

CnogeeHisi

BUPOGHMLTBO "in bulk",
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
cepii, BUNyckK cepit:
KPKA, a.a., Hoso
mecTto, CrioBeHisi;
nepBUHHE Ta BTOPUHHE
nakyBaHHsi: KPKA, o.4.,
HoBo mecTo, CnoBeHis;
KOHTpOnb cepii: KPKA,
n.4., Hoso mecTo,
CnoBeHisi; NnepBMHHE Ta
BTOPWHHE NaKyBaHHs,
KOHTPOb Cepii, BUMYyCK
cepii: KPKA lMNonbLua
Cn. 3 0.0., MonbLua
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: TAQ ®apma
'm6X, HimeuunHa;
KoHTponb cepii: TAQ
dapma 'M6X,
HimeyumHa; koHTponb
MikpobionorivyHoi
4ncToTm cepii (y
BUNaAKy KOHTPOIHO
cepii TAQ ®apma
"vm6X): labop J1C CE &
Ko. KI', HimeuyunHa

CnogeeHis/
Monbwa/
HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHUX maTepianis: 3MiHu |
Tmny - 3MiHK 3 gKocTi. [0TOBMI Nikapcbkuin 3acib.
CT1abinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsi roTOBOrO fikapcbkoro 3acoby (36inbLueHHst
TepMiHy NpuaaTHOCTI FOTOBOIO NiKapcbkoro 3acoby) - Ans
TOProBoi yNakoBku (NigTBEPOXKYETLCA AaHUMU pearnbHOro
yacy) - 36inbLeHHs TepmiHy npuaaTHocTi [T13 3 2 pokis
00 3 pokiB. 3MiHM BHECEHi A0 IHCTPYKLUii AN MEeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain "TepmiH
npuaaTHocTi". BBeAeHHS 3MiH NPOTArom 6-Tn Micauis
nicns 3atBepAKeHHs. 3MiHu | Tuny - 3MiHM 3 AKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby (iHLWi 3MiHWN) - OHOBINEHHS BXe
3aTBEPAKEHNX METOAIB KOHTPOMIO SKOCTi MiKapCbKoro
3acoby, a came: BUKINaAEeHHs TEKCTY AepXaBHOK MOBOIO
3rifHO Cy4acHWX BUMor. BBeeHHS 3MiH NpoTAroM 6-tn
MicauiB Micns 3aTBepmKeHHs. 3miHu | Tuny - 3miHu 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BigMNoBigHOCTI €Bponenchkii hapmakonei/MmoHorpadii.
MogaHHA HoBOro abo oHoBMeHoro cepTudikara
BignoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBiaHOCTI
€Bponevicbkinn apmakonei: ana A®l; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Ans JonomixxHOT
peyvoBUHM (CepTUdikaT BiaNoBigHOCTI €Bponenchkin
dapmakonei) - HoBuii ceptudikat Bif HOBOro BUpobHMKa
(3amiHa abo [OMNOBHEHHS) - NOAAHHS HOBOTO
CepTudpikaTy BignosigHocTi €Bponerickkin hapmakonei
R1-CEP-2004-233-Rev 00 ans A®I MepuHpgonpwuny
epbyMiH Big HoBoro BupobHuka Oril Industrie, France.
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBepAKEHHs. 3MiHu | Tuny - 3miHK 3 AkocTi. FoToBMI
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro
3acoby. 3miHa napameTpis cneumdikauin Ta/abo
[OMYyCTUMMUX MEX FOTOBOTO MiKapCbKoro 3acoby
(BUNYYEHHS HE3HAYHOIO NOKa3HWKa (Hanpuknag,
3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTudiKauia 6apBHUKIB Y1 CMaKoBMX J06ABOK)).
BHeceHHs 3miH go Cneumdikauii 113, 3okpema:

3a
peuenmom

UA/14678/01/01
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Ne
n/
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3acoby
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(nikapcbka ¢ghopma,
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eUPOb6HUKa

BUIyYeHHs napameTpy "OgHOPIgHICTL Macu po3gineHmx

eidnycky

peecmpayiliHo2o
noceio4yeHHs1

TabneTok" anst fosyeaHb 4 mr/1,25 mr/10 mr ta 8 mr/2,5
mr/10 mr. PosgintoBanbHa niHist (hisnyHO) 3anuwaeTbcs
Ha TabneTkax, ane BoHa BTpaTura MOXNUBICTb Noginy
TabneTkun Ha ABi piBHi 403W. MNpu3HaYeHHs po3ainoBol
NiHiT 3anuwaeTbesa nuwe AN 3py4YHOCTi KOBTaHHS, a He
Onsa noAainy Ha piBHi 4o3n. HemoxnueicTb noginy
TabneTkn Ha piBHi 403U He BNIMBAE Ha Teparito, OCKINbKM
no3syeaHHs 2 mr/5 mr/0,625 mr ta 4 mr/1,25 mr/75mr
3apeecTpoBaHi. 3MiHN BHECEHI 40 IHCTPYKUiT aAns
MeAMNYHOro 3aCTOCyBaHHS NikapCbKoro 3acoby y po3ain
"Nikapcbka hopma" (LLLOAO OCHOBHUX (Di3NKO-XIMIYHMX
BNacTMBOCTEN), sIK HAcnigok y po3ain "Cnocib
3aCToCyBaHHS Ta Jo3u" - BUITyYeHHs iHcbopmalii Wwoao
MOXINMBOCTI noginy TabneTtok. BBeAeHHs1 3MiH NPOTAroM
6-TK MicsauiB nicnsa 3aTBepAXXeHHs. 3MiHK | Tuny - 3MiHK 3
akocTi. A®Il. Kontponb A®I. 3miHa y meTopax
BunpobyBaHHsA APl abo BMXigHOro
maTepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPWCTOBYETLCS Y npoueci BUpobHuuTea AP (iHLwi
3MiHM Y MeToAax BUNpobyBaHHS (BkIoYaro4m 3aMiHy abo
ponoBHeHHs1) A®| abo BUXiZHOro/NpoMiXKHOIO NPOAYKTY) -
BHeCeHHs 3miH Ao Cneumdikauii / Metoay BunpobyBaHHs
Al IHganamig 3a nokasHukom "Po3mip YacTok", 3okpema:
BBeAeHHs HoBOi Mmoaeni npunaagy (Malvern Mastersizer
3000) ans na3epHoi Andpakuii NpoBeAeHoro cyxmum
avcnepryBaHHaM. OCKiNbku po3Mip YaCTUHOK 3anexuTb
BiJ MeToay aHanisy, ToMy 3aBAsiku HOBOMY Tuny
obnagHaHHA, KU Mae iHLWi HanawTyBaHHSA NOPIBHAHO 3
nornepeaHLO MOAENbI, pPe3ynbTaTh Bigpi3HSOTLCS,
TOMY 3MiHEeHi 4onycTUMI Mexi cneumdikauii.BeegeHHs
3MiH NPOTArom 6-TM MicsLIB MiCNsi 3aTBEPAXKEHHS.

UA/7843/01/01

87.

KOPBANON®

Kpanni opanbHi, in
bulk: no 300 n, abo
350 n, abo 500 ny
KOHTeWHepax

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn |
TUNY - BBEOEHHS NEPiOANYHOCTI KOHTPOMIO AitoYoT
pPEYOBUHM €TUNOBOro edipy a --6pomizoBanepiaHoOBOI
KUCMOTKM 3a nokasHukoM "MikpobionoriyHa yuctoTa™:
nepLua Ta KoXHa JecsiTa HacTyrnHa cepisi, ane He pigwe
OLHOrO pasy Ha pik; 3MiHu | TUNy - He3Ha4yHa 3MiHa y
3aTBEPAXKEHNX MeToAax KOHTPOIO SIKOCTI Aitoyol
peYOBMHM ETUNOBOTO eqipy a --6poMizoBanepiaHoBol
KMCINOTU 3a NOKa3HMKOM "'ycTMHA", a came BUITyYEHHs i3
CneuudikaLii Ta METOAIB KOHTPOIO NOCUMAHHS Ha
MeTog |, 3anuwaeTbCsa Tinbkn nocunanHs Ha oY, 2.2.5;
3MiHM | TUMy - BUNYyYeHHS NoKasHukiB «Po3mipu
dnakoHa» Ta «Po3mipy npobkmy i3 cneundikaii
BXiZIHOrO KOHTPOIO NEPBUHHOT yNakoBku (pnakoH) ans

cybcTaHLuii eTunosuii ecbip a — 6pomisoBanepiaHoBOI

mn H Mae Bignosigatu gokymeHTauii BupobHuka D ------ ;
3MiHM | TNy - NOAAHHS OHOBIIEHOTO cepTudikaTty

kucnoTu. 3anponoHoBaHo: O6’em cnakoHa 2000 mn 5000

BignoBigHocTi €Bponewncokin dapmakonei R1-CEP 2003-




44

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
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017-Rev 03 gnsa gitovoi pevoBrHN cheHobapbiTany Big
BXe 3aTBepxeHoro BupobHuka Harman Finochem
Limited, India, y 3B’A3ky i3 3mMiHOO agpecu BUPOGHNYOT
ninbHuui Shendra, 6e3 3miHM MicLa BUPOGHMLTBA.
3areepaxeHo: Plot Ne A-100, MIDC Industrial Area,
Shendra, Aurangabad — 431007, India 3anponoHoBaHo:
Plot Ne A-100, A-100/1, A-100/2 & D-1, MIDC Industrial
Area, Shendra, Aurangabad, Maharashtra — 431007,
India A Takox gogaHo iHcopmaLio LWoao ynakoBka
nitoyoi pevoBuHU: «The substance is packed in double
polyethylene bags placed in either a polyethylene or a
laminated fibre drum»

88.

KOPBAJNON®

kancynu m'ski, no 10
Kancyn y énicrepi; no
1 abo no 3 Gnictepu B
nadui 3 KapToHy

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHSA 3MiH 4O peecTpauinHnX maTepianis:3miHu |
TUNY - BBEAEHHSA NEPioANYHOCTI KOHTPOSIIO AitoYOoi
pPEeYoBMHM eTNNoBoro eqipy a -6pomizoBanepiaHoBoi
KUCNOTK 3a nokasHukom "MikpobionoriyHa ynctota":
nepLua Ta KOXXHa AecsTa HacTynHa cepisi, ane He pigwe
OAHOro pasy Ha piK; 3MiHK | TMNYy - He3Ha4yHa 3MmiHa Yy
3aTBEPAKEHMX METOAAX KOHTPOSIO AKOCTI Aitodoi
pevoBMHM €TNNoBOro eqipy a -6pomizoBanepiaHoBOi
KMCIOTW 3a NOKa3HUKOM "lyCTMHA", @ came BUNyYeHHs i3
Cneundikauii Ta MeToAiB KOHTPOSO NOCUMaHHSA Ha
MeTog |, 3annwaeTbca TiNbkn NocunaHHa Ha oY, 2.2.5.

6e3
peuenma

UA/2554/03/01

89.

KOPBANON®

Kpanni opanbHi, no 25
abo no 50 mny
dnakoHi 3 npobKoto-
KpanenbHuueto; no 1
dnakoHy B nauui 3
KapTOHY

AT "dapmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHuX maTtepianis:3MiHn |
TUNY - BBEAEHHA NEePiOANYHOCTI KOHTPOSIO Aitoyoi
pPEYOBUHM €TUMOBOrO edipy a --6pomizoBanepiaHoOBOI
KUCMOTKM 3a nokasHukoM "MikpobionoriyHa yuctoTa™:
nepLua Ta KOXXHa JecsTa HacTynHa cepisi, ane He pigwe
OLHOrO pasy Ha pik; 3MiHu | TUNY - He3Ha4Ha 3MiHa y
3aTBEPAKEHNX MEeToAax KOHTPOIIO SIKOCTI Aitoyoi
pevoBMHN €TNNoBOro eqipy a -6pomizoBanepiaHoBOi
KMCNOTK 3a NokasHMKOM "l'ycTuHA", a came BUINyYEeHHs i3
CneuudikaLii Ta METOAIB KOHTPOIO MNOCUMAHHS Ha
meToa |, 3anuwaeTbes TinbkM nocunanHa Ha oY, 2.2.5,;
3MiHM | TUMy - BUNYyYeHHS NokasHukiB «Po3mipu
dnakoHa» Ta «Po3mipy npobkmy i3 cneundikadii
BXiZIHOrO KOHTPOIO NEPBUHHOT yNakoBku (pnakoH) ans
cybcTaHuii eTunosuii ecpip a -6pomisoBanepiaHoBol
kmcnotu. 3anponoHoBaHo: O6’em cnakoHa 2000 mn 5000
mn H Mae Bignosigatu gokymeHTauii BupobHuka D ------ ;
3MiHM | TNy - NoAaHHS OHOBMIEHOTO cepTudikaTty
BignoBigHocTi €Bponelickkin chapmakonei R1-CEP 2003-
017-Rev 03 ans gitoyoi pevoBuHU cheHobapbiTany Bia
BXe 3aTBepAkeHoro BupobHuka Harman Finochem
Limited, India, y 38’a3Ky i3 3MiHOW agpecy BUpOBHUYOI
ainbHKLi Shendra, 6e3 3amiHM Micus BUpOBGHULTBA.
3arBepokeHo: Plot Ne A-100, MIDC Industrial Area,
Shendra, Aurangabad — 431007, India 3anponoHoBaHo:

25 mn —
bes3
peuenma;
50 mn —3a
peuenmom

UA/2554/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Plot Ne A-100, A-100/1, A-100/2 & D-1, MIDC Industrial
Area, Shendra, Aurangabad, Maharashtra — 431007,
India A Takox gogaHo iHcopmaLio Woao ynakoBka
nitoyoi pevoBuHU: «The substance is packed in double
polyethylene bags placed in either a polyethylene or a
laminated fibre drum»
90. | KOPOHABAK | cycnensia ans CuHoBak Kuraricbka CuHosak Jland CaeHcis Kutaiicbka 3Mminu Il Tuny - 3miHn wopao 6e3nekn/edekTMBHOCTI Ta 3a UA/18630/01/01
BAKLIMHA iH'ekuin; 0,5 mn TNandg CaeHcis HapogHa Ko., NTa. HapogHa bapmakoHarnsgy. IHWi 3amiHu, siki He BBIALWNK y Lewn peuenmom
ansa CycneHsii ans iH'exuin Ko., Ita. Pecnybnika Pecnybnika pOo3ain, ski BKNYalTbh NOAaHHA pe3ynbTaTiB A0CNIOKEHb
NMPO®IIAKT y nonepeaHeo [0 KOMMNETEHTHOro opraHy - BHeceHO oHOBREHY
WKK COVID- HanoBHEHOMY iHcbopMmaLito 8O peecTpauinHMx maTepianis, a came
19 OAHOPa30BOMY [ONy4YeHo Matepianu KniHivHUx gocnigxeHb Ao Mogyns 5
(BUPOLUEHA | wnpwui 3 ronkoto abo Ha BMKOHaHHS 3060B’s13aHb, B3STUX NPpY peecTpaLii
3 0,5 mn cycneHsii ansa BaKUMHU B YKpaiHi
BUKOPUCTA | iH'ekuin y
HHAM 0AHOPa30BOMY
KNITUH dnakoHi; nonepeaHLo
VERO), HanoBHEHWIN
IHAKTUBOB OAHOPA30BMI LWNPUL,
AHA 3 FONKOI0 Y KapTOHHil
kopobui Ne1 abo Ne10
abo cnakoHn y
KapTOHHIN kopobui Ne
40 3 MapKyBaHHAM
iHO3eMHot0
(aHrnincekoto) Ta/abo
YKpaiHCbKOKO MOBOKO
91. | KOPCAP® TabneTkn, BKpUTI AT "®apmak” Ykpaina CaHoBenb Inay Canai TypeuunHa BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/14714/01/01
NniBKOBOO Be Tumkapet A.LL. Tmny - AQMiHiICTpaTBHI 3MiHW. 3MiHa Ha3BW NiKapCcbKoro | peyernmom

o6onoHkoto, no 80 mr,
no 14 tabnetoky
6nictepi; no 2 abo 7
GnicTepis y kopobui 3
KapTOHY

3acoby. 3MiHM BHeCeHi LWoao Ha3Bu nikapcbkoro 3acoby.
3atBepaxeHo: KAPOOIMAH-caHoBenb. 3anponoHoOBaHo:
Kopcap®. BBefeHHs1 3MiH NpOTArom 6-Tu MicsiLiB micnsi
3aTBepOKeHHS. 3MiHu | Tuny - 3miHK Wwopao
6e3nekn/ecekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHeHUX faHuX Npo cuctemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPo
cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BignoBiganbHoI 3a 34iCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
34icHeHHs bapmakoHarnsgy B YKpaiHi, SKLWO BOHa
BigMiHHa Bif yNMOBHOBaXXeHOI 0co6u, BignoBigansHoi 3a
3[iNCHEHHs1 hapMakoHarnagy (BKMHYayn KOHTaKTHI
[OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-halina cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asBHuKa, BignosiganbHoi 3a papmakoHarnsag. ditoya
pepakuis: BitkoBcbka TeTsaHa BitaniiBHa. lNponoHoBaHa
pepakuis: Kopaepo MNanuHa AHgpiiBHa. 3MiHa KOHTaKTHUX
[OaHuX yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BignoBiganbHol
3a papmakoHarnsa.
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3MmiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3

eidnycky

peecmpayiliHo2o
noceio4yeHHs1

apmakoHarnsay.3miHa MiCLe3HaxoMKeHHs macTep-
banna cuctemu hapmakoHarnagy Ta Koro Homepa Ha
npenapat Kopcap®, TabneTtku, BKpUTi NiBKOBOKO
obonoHkoto, no 80 mr, abo no 160 mr, no 14 TabneTok y
6nictepi; no 2 abo 7 GnictepiB y kKopoOL,i 3 kKapToHy; abo
no 320 mr, no 14 Tabnetok y 6nictepi; no 2 Gnictepn y
KopoOLi 3 KapTOHY.
3MiHun | Tuny - 3miHmn Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnagy (iHwi 3miHu). 3MiHM BHECEHI B TEKCT
MapKyBaHHS yMakoBOK NiKapCbKoro 3acoby y 3B’3Ky 3i
3MiHOI 3asiBHMKa, 3MiHOI Ha3BM NikapcbKoro 3acoby Ta
He3HayHi NpaBkKM MO TeKCTy. 3MiHa 3asiBHUKa (BracHUKa
peecTpauinHoro Noceia4eHHs) (3rigHo Hakaly MO3 Big
23.07.2015 Ne 460): Litoua pegakuis: CaHoBenb Insy
CaHai Be Tugxapet A.LL. MponoHoBaHa pegakuis: AT
"®apmak" BBegeHHs1 3MiH NpoTsirom 6-Tv MicsiLiB nicnsi
3aTBEPAKEHHS.

UA/14714/01/02

92.

KOPCAP®

TabneTkn, BKPUTI
NniBKOBOKO
obornoHkoto, no 160
Mmr, no 14 TabneTok y
6nictepi; no 2 abo 7
GnicTepis y kopobui 3
KapTOHY

AT "dapmak”

YkpaiHa

CaHogenb Insy Canai
Be Tumkapet A.LL.

TypeyunHa

BHECEHHS 3MiH O peeCcTpaLuinHuX maTepianis: 3MiHu |
Tmny - AGMiHICTpaT1BHI 3MiHW. 3MiHa Ha3BM NikapCbKoro
3acoby. 3MiHM BHeCeHi LWoao Ha3BwM fikapcbkoro 3acoby.
3aTtBepaxeHo: KAPOOIMNAH-caHoBenb. 3anponoHoBaHo:

Kopcap®. BBefeHHs 3MiH NpOTArom 6-Tv MicsiLiB micnsi

3aTBepOKeHHS. 3MiHu | Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeeaeHHs
abo 3MiHM [0 y3aranbHeHUX aHuX Npo cuctemy
dapmakoHarnsiay (BBEAEHHS y3aranbHEHUX aHUX NPo
cucTemMy chapMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobu,
BigNoBiganbHoI 3a 34iCHEHHS hapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa Ans
34icHeHHs hapmakoHarnsagy B YKpaiHi, SIKLLO BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnaay (BKMHYayM KOHTaKTHI
OaHi) Ta/abo 3MiHKM y po3milLeHHi MacTep-canna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobu
3asBHuMKa, BignosiganeHoi 3a dhapmakoHarnsag. ditoya
pepakuis: BitkoBcbka TeTsaHa BitaniiBHa. lNponoHoBaHa
pepakuisi: Kopgepo MNanuHa AHgpiiBHa. 3MiHa KOHTaKTHUX
[aHuX yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BignoBiganbHol
3a chapmakoHarnsig.
3MmiHa Micus 3A0iNCHEHHS] OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsay.3miHa MicLe3HaxXomKeHHst MacTep-
hanna cuctemu chapmakoHarnsgy Ta Moro Homepa Ha
npenapat Kopcap®, TabneTtkv, BKpUTI NMiBKOBOO

o6ornoHkoto, no 80 mr, abo no 160 mr, no 14 TabneTok y

GnicTepi; no 2 abo 7 6nicTepis y kKopobLi 3 kKapToHy; abo

no 320 mr, no 14 Tabnetok y 6nictepi; no 2 Gnictepn y
KOpoGLi 3 KAPTOHY.

3MiHu | TUnYy - 3miHK Wwopo 6e3nekn/edPekTUBHOCTI Ta

dapmakoHarnsay (iHwi 3miHn). 3MiHW BHeCeHi B TEKCT

3a
peuenmom

MapKyBaHHs YNaKoOBOK NiKapCbKoro 3acoby y 3B’si3Ky 3i
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3MiHOI 3asiBHMKa, 3MiHOI Ha3BM MikapcbKoro 3acoby Ta
He3HayHi NpaBku Mo TekcTy. 3MiHa 3asiBHMKa (BnacHUKa
peecTpauinHoro noceigvyeHHs) (3rigHo Hakaly MO3 Big
23.07.2015 Ne 460): Litoya pepakuin: CaHoBenb Inay
CaHai Be TugxapeTt A.LL. MNponoHoBaHra pepakuis: AT
"®apmak" BBegeHHs1 3MiH NpoTsrom 6-Tu MicsiLiB nicnsi
3aTBEPKEHHS.

93.

KOPCAP®

TabneTku, BKPUTI
NniBKOBOK
ob6onoHkoto, no 320
mr, no 14 TabneTok y
Gnictepi; no 2
Grictepn y kopobui 3
KapTOHY

AT "®apmak”

Ykpaina

CaHosenb Insy Canai
Be Tumpkapet A.LL.

TypeuuunHa

BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3MiHu |
TMNYy - AOMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BM NiKapcbKoro
3aco0y. 3MiHM BHeCeHi LLoJo Ha3BwM fikapcbkoro 3acoby.
3atBepoxeHo: KAPOOINAH-caHoBenb. 3anponoHOBaHoO:

Kopcap®. BeegeHHs1 3MiH NpoTsarom 6-Tu MicsiLiB nicnsi

3aTBepAKEHHS. 3MiHK | TNy - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay. BeegeHHs
abo 3miHM [0 y3aranbHeHUX faHuX Npo cUcTemMy
dapmakoHarnsay (BBeAeHHS y3aranbHeHUX 4aHuX Npo
cuctemy hapmakoHarnsagy, 3miHa ynoBHoBaXeHoi ocobu,
BiAnNoBiganbHOI 3a 34iNCHEHHA hapmakoHarnaay;

KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa ansi

3AiNCHEHHA hapmakoHarnsgy B YKpaiHi, AKLLO BOHa
BigMiHHa Big yNOBHOBa)eHOI 0cobM, BignoBigansHoi 3a

3piicHeHHs hapMakoHarnagy (BKMoYaoun KOHTaKTHI
naHi) Ta/abo 3MiHM y po3milLleHHi MacTep-danna cuctemm
dapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asBHuMKa, BignosiganeHoi 3a hapmakoHarnsag. ditoya
pepakuis: BitkoBcbka TeTsaHa BitaniiBHa. MponoHoBaHa
pepakuis: Kopaepo ManvHa AHgpiiBHa. 3MiHa KOHTaKTHUX
[OaHuX yrnoBHOBaXeHOI 0cobu 3asiBHKKA, BignoBiganbHol
3a hapmakoHarnsg.
3MiHa Micus 30iNCHEHHSI OCHOBHOT AisiNbHOCTI 3
dapmakoHarnsgy.3miHa MicLue3HaxomKeHHst MacTep-
chanina cuctemn chapmMakoHarnsgy Ta moro Homepa Ha
npenapat Kopcap®, TabneTtku, BKpUTI NMiBKOBOO
obornoHkot, no 80 mr, abo no 160 mr, no 14 TabneTok y
onictepi; no 2 abo 7 GnicTepiB y KOpoOLi 3 KapTOHy; abo
no 320 mr, no 14 Tabnetok y 6nicTepi; no 2 6Gnictepu y
KOpOGLUi 3 KAPTOHY.

3MmiHun | Tuny - 3MiHun Wwopo 6e3nekn/edpeKTUBHOCTI Ta

papmakoHarnsigy (iHwi 3amiHn). 3MiHW BHECEHI B TEKCT

MapKyBaHHs1 yNakoBOK NiKapCbKoro 3acoby y 3B’si3Ky 3i
3MiHOI 3asiBHMKA, 3MiHOK Ha3BM fikapCbkoro 3acoby Ta
He3HauHi NpaBkuM Mo TekcTy. 3MiHa 3asiBHUKa (BnacHUKa
peecTpauinHoro noceig4eHHs) (3rigHo Hakaly MO3 Big

23.07.2015 Ne 460): fitova pepakuis: CaHoBenb Inay

CaHai Be Tupxapert A.LL. MponoHoBaHa peaakuis: AT
"®apmak" BBegeHHs1 3MiH NpoTsrom 6-Tu MicsiliB nicns

3aTBEPKEHHS.

3a
peuernmom

UA/14714/01/03

94.

KOCOMNT BK

Kpanni O4Hi, pO34mH;
no 10 mn y dnakoHi 3
[03aTOpOM Ta
KpULLIKOHO; No 1

CaHnteH AT

QiHnaHAain

CaHnteH AT, ®iHnaHaisa
(BUPOBHUK,
BiAnoBiganbHWI 3a

Bunyck cepii); Tybintokc

OinnaHais/
ITanis

BHECEHHS1 3MiH 40 peecTpauinHuX maTtepianis:3MiHu |
TUMY - 3MiHK Wwoao 6e3neku/edekTMBHOCTI Ta
dapmakoHarnsaay. BeegeHHs abo 3MiHM [o y3aranbHeHWX
AaHux npo cuctemy dapmakoHarnsgy (BBeAeHHs

3a
peuernmom

UA/18106/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakoHy 3 dapma C.MN.A., ITanis y3aranbHeHuX faHuX Npo cuctemy hapmakoHarnsgy,
fo3aTopom Ta (BMPOBHWK, 3MiHa ynoBHOBaXeHOi 0coby, BianoBiaanbHoi 3a
KPULLIKOKO 3 BignoBiganbHUN 3a 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
KOHTpOMeM nepLLoro BMPOGHMUTBO in-bulk, dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
PO3KPUTTS B NEepPBUHHY Ta BTOPUHHY dapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA BiA
KapTOHHil kopobui yMaKoBKY, YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
BMNPOOYBaHHS LWOA0 thapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
AKOCTI) 3MiHW Y pO3MilLeHHI MacTep-daiina cuctemu
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKA, BignoBigansHoi 3a hapmakoHarnsg.
lMponoHoBaHa pepakuisa: Aenbdina beptpam, 4.¢.H.,
OOKTOp HayK. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu, BignosiganbHoi 3a dapmakoHarnsag.
95. | KPUHOH® renb BariHanbHun 8 Apec LLisenuapis HenapoH bpenac Benukobput BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis:3miHu 3 3a UA/3490/01/01
%; no 1,45 r (wo Tpewnginr C.A. TimiTea, aHisi/ sKocTi. [oToBMI Nikapcbkuii 3acib. 3MiHM y BUPOBHUUTBI. | peuenmom
BignoBsigae oosi ans BenukobputaHis LLisenuapis 3MiHn BUNpobyBaHb abo 4ONyCTUMUX MEX,
BBedeHHA 1,125r) B (BUpPOGHMK BCTaHOBIIEHNX Y crnieumdikauisx, nig yac BupobHuuTBa
0HOO030BOMY Hepo3dacoBaHoi roTOBOro MikapCbKoro 3acoby (Po3LWMpPEHHS
annikaTopi, NPoAYKLii Ta KOHTPONb 3aTBEPAKEHMX AONYCTUMUX MEX ONA NOKA3HMKIB, SKi
BKIageHoMmy B SIKOCTi); Maponak ar, MOXYTb MaTu iCTOTHWI BMAUB Ha 3aranbHy SKiCTb
GaraTtoLapoBy LLiseviLapis (nepBMHHA rotoBoro nikapcokoro 3acoby)(b.11.6.5. (r'), 1I)
ynakoBky; rno 6 abo ynakoBka); Xepa MaHgi 3MiHa KpuTepiiB NPUNHATHOCTI 3a MOKa3HWKOM «BigHocHa
15 ogHOQ030BMX PivapacoH JlimiTeq, rycCTUHa», ikl BU3Ha4aeTbcsl ans rento in bulk 3
annikaTtopis y BenukobputaHis [oAaBaHHSAM BigMNOBIOHOMO NOCUMNAHHSA Ha 3ararnbHy
KapTOHHiI kopobui (kOHTpOnb sIKOCTi); ctatTio €, 2.2.5. 3anponoHoBaHo:
LieHTpan ®apma MokasHuk Kputepii npuiHATHOCTI AHaniTuyHa npoueaypa
(KoHTpakT lMekiHr) BigHocHa ryctuHa
Timiten, (npmn 25 °C) 1,02-1,06 €Bp. Papm. 2.2.5
BenukobputaHis
(BTOpMHHa ynakoBka Ta
BUNYCK cepii)
96. | KPOMNuBKH nucta no 30 r abo no MpAT Ykpaina MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | bes UA/7000/01/01
NNCcT4 50 r y naykax 3 "NikTpasun" TUMY - 3MiHK 3 siKoCTi. FOTOBMI Nikapcbkuii 3acib. peuenma

BHYTPILLUHIM NakeToM;
no 1,5 ry cinetp-
nakeTi; no 20 cinbTp-
nakeTiB y nayui abo y
nayui 3 BHyTPILIHIM
nakeTom

CucTeMa KoHTelHep/3akynoptoBanbHuiA 3aci6 (iHLwi
3MiHN) - BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
KOHTenHep/3aKynoptoBanbHWi 3acib, a came BHECEHHS!
YTOYHEHHS, WoAo Nayku ans ginbTp-nakeTis:
«A0AATKOBO Mayky MOXyTb 06ropTaTtucs 330BHi MIiBKOK
noninponineHoBoo» (3aTBEPAXKEHO «330BHI Nayku
obropTatoTbCsl NNiBKOK NOMINPONiNEHOBOY), 3
BiANOBIgHMMYK 3MiHamu B p. "Ynakoska" MKA J13.
B3anponoHoBaHo: MogpibHeHa cuposuHa no 301, 50 rB
nakeTu, BUrOTOBMEHI 3 Nanepy nakyBasibHOro
BOJIOrocTilikoro, abo kpadpT-nanepy, abo nanepy
raseTHoro, abo B nakeTu, BUrOTOBIEHi 3 MNiBKM 3
noniMepHux matepianis, abo y nakeTu 3 nniBku
nakyBanbHOI 3 HAaCTYNMHUM BKIMaAaHHAM B Nayky KapTOHHI.
Mopovwuok kpynHun no 1,5 r B pinbTp-nakeTn, BUrOTOBNEHI
3 nanepy TepM0o3BapioBarbHOro NOpUCTOro, Lo He
pPO3MOKa€, 3 HAaCTYMHUM yknagaHHam no 20 ginbTp-
nakeTiB B MaYyky KapTOHHI. [logaTKoBO Naykn MOXyTb




[TponoBkeHHs noaarka 3

6 GnicTepiB y
KapTOHHIl kopobui

Bupo6HMLTBO. 3MiHa BUPOGHMKA BUXIOHOrO/MPOMIXKHOIO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYOMy npoueci AP, abo 3miHa BUpOGHWMKa
(Bkntoyatoun, e HeobxiaHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudpikata
BiNOBIgHOCTI €BponeWchkin hapmakonei y
3aTBEpAKEHOMY [0CLE)(3MiHU A0 3aX0AiB, MOB'A3aHUX 3
KoHTpornem A®I, abo goaaBaHHSA AiNbHWLI, Ae
NPOBOAMTLCA KOHTPOSL/BUNPOOYBaHHS cepii) - BBeaeHHs
anbTepHaTuBHOI AinbHuui Pfizer Asia Manufacturing PTE
Ltd. (31 Tuas South Ave 6, Singapore 657578),
BiAMNOBiAanbHOI 3a KOHTPOMb SKOCTi Ta BUMNYcK cepint ADI
KPU30TUHIG. 3MiHu | TUNY - 3MiHK 3 sikocTi. ADI.
BupobHuuTBO. 3MiHa BUpOGHUKa BUXiAHOrO/MPOMIKHOIO
NpPoAYKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(BKknoyatoum, Ae HeobxiaHO, MicLe NPOBEAEHHS
KOHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudpikata
BiQNOBiAHOCTI €Bponeichkin hapmakonei y
3aTBEPAKEHOMY 1OCHE)(3anpOnoHOBaHWN BUPOOHMK
HanexuTb J0 Tiel camoi BUpoOHUYOI rpynun NignpuemcTs,
Lo ¥ 3aTBepmKkeHuit). [lonaBaHHs anbTepHaTUBHOTO
BMPOGHMKa Aito4oi peqoBUHUN Kpn3oTuHIO Pfizer Asia
Manufacturing PTE Ltd. (31 Tuas South Ave 6, Singapore
657578). 3minHu | TMNY - agMiHicTpaTMBHI 3MiHW. 3MiHa
HanMeHyBaHHS Ta/abo agpecu Micusa NpoBafKeHHS
LisiNbHOCTI BUPOGHMKa (BKIOYakoyu, 3a HeobXigHOCTI,
MicLie NPOBEAEHHS KOHTPOMIO SIKOCTi), abo BnacHuka
macTtep-carina Ha A®l, abo nocTayansbHuka
Adl/BuxioHoro matepiany/peareHTy/npoMixxHOro
NpPOAYKTY, L0 3aCTOCOBYOThCS Y BUpoOHUUTBI ADI (siKLLO
3a3HayeHo y OChE Ha NikapCbKuii 3acid) 3a BiACYTHOCTI
cepTucpikaTa BignosigHocTi EBponeiickkiii hapmakonei y
3aTBepAKEHOMY A0cke, abo BUPOOHMKa HOBOT
[OMOMIXKHOI pe4OBUHM (SKLLO 3a3HavyeHo y Aocke). 3MiHa
Ha3BM Ta agpecu BUpobHuka AD| kpn3oTuHiby 3 Pfizer
Ireland Pharmaceuticals (Little Island, County Cork,
Ireland) Ha Upjohn Manufacturing Ireland Unlimited

Company (Little Island, Co. Cork, T45 F627, Ireland).
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
obropTaTucs 330BHi NA1BKOKO NOMiNPONiNeHOBOH.
MopoLuok kpynHWM no 1,5 r B inbTp-nakeTun, BUroTOBEHi
3 nanepy TepmMo3BaploBasibHOr0 NMOPUCTOTO, LLO He
pO3MOKa€, 3 HaCTYMHUM yknagaHHam no 20 ginbTp-
nakeTiB B NakeTW, BUTOTOBIIEHI 3 NIiBKW 3 NOMIMEPHNX
marepianis 3 HaCTYMHUM YKINagaHHAM B Maykn KapTOHHI.
[opaTkoBO Nayvkm MOXyTb 06ropTaTucs 330BHi MNIBKOIO
noninponineHoBo.
97. | KCAJIKOPI kancynu no 200 wmr; MNdAN3EP CLWA Mdparisep HimeuyunHa BHECEHHS1 3MiH O peecTpauiiHuX maTepianis:amiHu | 3a UA/14081/01/01
no 10 kancyny ENY.CLML. MeHtodek4ypuHr TMNYy - 3MiHK 3 skocTi. AL, KoHTponb A®l. BHeceHHs 3MiH | peuernmom
6nictepi; no 1 abo no KOPMOPEWLL Hownuneng M6X oo cneundikadii A®l, a came, BuganeHHs nokasHuka
H "Baxkki MeTanu". 3miHu | TMny - 3miHK 3 sikocTi. ADI.




50 [TponoBkeHHs nogaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
DopnaTkoBo, ansa AinbHuui Pfizer Ireland Pharmaceuticals
(Ringaskiddy) B HanncaHHi agpecu TakoX 3MiHUIK
HanucaHHsa County Cork Ha Co. Cork. 3aTBepmkeHo
Pfizer Ireland Pharmaceuticals Little Island County Cork
Ireland Pfizer Ireland Pharmaceuticals Ringaskiddy API
Plant P.O. Box 140 Ringaskiddy County Cork Ireland
B3anponoHoBaHo Upjohn Manufacturing Ireland Unlimited
Company Little Island Co. Cork, T45 F627 Ireland Pfizer
Ireland Pharmaceuticals Ringaskiddy API Plant P.O. Box
140 Ringaskiddy Co. Cork Ireland
98. | KCAINKOPI kancynum no 250 wmr; NOANIEP CLWA Mdpanszep Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | 3a UA/14081/01/02
no 10 kancyny ENY.CLML. MeHodek1ypuHr TMNYy - 3MiHK 3 sikocTi. ADL. KoHTponb A®l. BHeceHHs 3MiH | peuernmom
Gnictepi; no 1 abo no KOPMOPENLL Hownuneng M16X 0o cneundikadii A®l, a came, BuaaneHHs nokasHuka
6 6nicTepiB y H "Baxki meTanu". 3miHu | TUny - 3miHK 3 skocTi. AdI.

KapTOHHIl kopobui

Bupo6HMLTBO. 3MiHa BUPOGHMKA BUXIOHOTO/MPOMIXKHOIO
NPOAYKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Y
BMpo6HM4omy npoueci A®I, abo 3miHa BUPOGHMKa
(Bkntovatoun, Ae HeobxiaHO, MicLie MPOBEAEHHS
KoHTponto sikocTi) A®I (3a BigcyTHOCTI cepTudpikata
BiAMOBIAHOCTI €Bponenckin dapmakonei y
3aTBEpAKEHOMY [0CHE)(3MiHU A0 3aX0AiB, MOB'A3aHUX 3
koHTponem A®I, abo goaaBaHHA AinbHULI, Ae
NpoBOANTLCHA KOHTPONb/BUNpobyBaHHSA cepii) - BBeaeHHs
anbTepHaTMBHOI ginbHuLi Pfizer Asia Manufacturing PTE
Ltd. (31 Tuas South Ave 6, Singapore 657578),
BiAMOBiAANbHOI 3a KOHTPOMb AKOCTi Ta BUMNYCK cepin ADI
KPU30TWHIG. 3MiHU | TUNY - 3MiHK 3 sikocTi. ADI.
Bupo6HuuTBO. 3MiHa BUPOGHUKA BUXiAHOrO/MPOMIDXKHOTO
npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BUpoGHMYoMy npoueci A®I, abo 3miHa BUpoGHMKa
(Bkntovatoun, e HeobXiaHO, MicLie NPOBEAEHHS
KOHTponto sikocTi) AdI (3a BiacyTHOCTI cepTudikaTa
BiQMNOBigHOCTI €Bponelckin dhapmakonei y
3aTBEPAKEHOMY [0CHE)(3anponoOHOBaHNIA BUPOBHUK
HanexuTb J0 Tiel camoi BUpOOHNYOI rpynu MiANpuemcTs,
Lo ¥ 3aTBepmKeHuit). [lonaBaHHs anbTepHaTUBHOTO
BMPOGHMKa Aito4oi pevoBUHU Kpr3oTuHIG Pfizer Asia
Manufacturing PTE Ltd. (31 Tuas South Ave 6, Singapore
657578). 3minHu | TMNy - aaMiHicTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micus NPoBagKeHHS
isnNbHOCTI BUPOGHKMKA (BKIOYAOuM, 3a HEOOXiAHOCTI,
MicLie NPOBEAEHHS KOHTPOMIO AKOCTi), abo BnacHuka
macTtep-carina Ha A®l, abo noctayanbHuUka
A®l/BuxigHoro matepiany/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOThCS Y BUPOOHULTBI ADI (Ko
3a3Ha4YeHo Y 40CbE Ha NikapcbKkuii 3acib) 3a BiACcyTHOCTI
cepTudcikaTa BignoBigHOCTi €Bponeinckkini hapmakonei y
3aTBepAKEHOMY A0Cke, abo BUPOOHMKa HOBOT
[OMNOMIXKHOT pe4OBUHU (SIKLLO 3a3HavYeHo y Aocke). 3MiHa
Ha3BM Ta agpecu BUpobHuka AD| kpn3oTuHiby 3 Pfizer
Ireland Pharmaceuticals (Little Island, County Cork,
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Ireland) Ha Upjohn Manufacturing Ireland Unlimited
Company (Little Island, Co. Cork, T45 F627, Ireland).
DopnaTkoBo, ansa AinbHuui Pfizer Ireland Pharmaceuticals
(Ringaskiddy) B HanucaHHi agpecy TakoX 3MiHUNN
HanuncaHHsA County Cork Ha Co. Cork. 3aTBepakeHo
Pfizer Ireland Pharmaceuticals Little Island County Cork
Ireland Pfizer Ireland Pharmaceuticals Ringaskiddy API
Plant P.O. Box 140 Ringaskiddy County Cork Ireland
3anponoHoBaHo Upjohn Manufacturing Ireland Unlimited
Company Little Island Co. Cork, T45 F627 Ireland Pfizer
Ireland Pharmaceuticals Ringaskiddy API Plant P.O. Box
140 Ringaskiddy Co. Cork Ireland

99.

KCENbAH3

TabneTkn, BKPUTI
NniBKOBOKO
o6ornoHkoto, no 5 mr;
no 14 tabnetok y
6nictepi; no 1 abo 4
GrnicTepu y KapTOHHIN
navui

Mdansep
Eny.Ci.Mi.
KopnopenwH

CLIA

BUPOBHMLTBO 3a
NMOBHUM LIUKITOM:
Mdbansep
MeHodek1ypuHr
Honuneng M6X

HimevuunHa

BHECEHHS 3MiH [0 peecTpauinHmx maTtepianis: 3miHu I
Tmny - 3MiHK Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3mMiHu y TepaneBTUYHUX NOoKa3aHHAX
(BogaBaHHs HOBOro TepaneBTUYHOro NokasaHHsi abo
3MiHa y 3aTBEpAKEHOMY MOKa3aHHi) - 3MiHW BHECEHO A0
IHCTPYKUIi ANA MeanyHoro 3actocyBaHHs Ta KopoTkoi
XapaKTepuUCTKKK Nikapcbkoro 3acoby Ao posainy
"MokasaHHA", a came AoAaBaHHSA TepaneBTUYHOIO
nokasaHHs - "JlikyBaHHSA aKTUBHOrO NONiapTUKYNSPHOTO
10BEHiNbHOro igionatnyHoro aptputy (KOIA) y gopocnmx
Ta nauieHTiB AUTAYO0ro Biky 3 Macoto Tina GinbLue 40 kr'".
Ak HacnigokK 3MiHW BHeCeHO A0 IHCTpyKLUii Ans MeanyHoro
3aCTOCyBaHHsI NikapcbKoro 3acoby Ao po3ainis
"®apmakornorivHi BnactueocTi”, "lMpoTunokasaHHs",
"OcobnueocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta
posn", "Oitn", "MobiyHi peakuii” Ta BianoBigHi 3mMiHW oo
KopoTkoi xapaKTeprCcTuKM Nikapcbkoro 3acoby oo
poaginis "4.2. Jo3u Ta cnocib 3actocyBaHHs", "4.3. Oitn",
"4.4. MpoTtunokasaHHs", "4.9. MNobivHi peakuii”,"5.
dapmakonoriyHi BnacTneocTi". BBeAeHHSA 3MiH NpoTArom
6-TW MicsLiB Nicns 3aTBEPOXEHHS.

3a
peuenmom

UA/14485/01/01

100.

KCE®OKAM
®

TabneTkn, BKpUTI
NniBKOBOO
060onoHKot, No 4 Mr
no 10 Tabnetok y
Gnictepi; no 1
GnicTepy B KapTOHHIl
KopoOGLi

AciHo ®apma
Al

LLisenuapis

Takena 'M6X, micue
BUpOBHMUTBA
OpaHieHbypr

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHuX maTtepianis:3miHn |
TMMy - 3MiHW Wwopao 6e3nekun/edpekTMBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHUX
[AaHux nNpo cuctemMy cpapMakoHarnsiay (BBeAeHHs
y3aranbHeHUX AaHuX Npo cuctemMy dapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
30iNCHEHHS1 (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
dapmakoHarnagy B YkpaiHi, SKLWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOiI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darna cucteMm
hapmakoHarnsigy). 3miHa yrnoBHoBaxeHoi ocobu
3as1BHMKA, BignoBigansHoi 3a papmMakoHarnsg.
MponoHoBaHa pegakuisi: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXeHOi ocobu,
BiAnNoBiganbHOI 3a dapmakoHarnag. 3miHa
MiCLle3Haxo4XXeHHsA MacTep-channa cuctemm

3a
peuenmom

UA/10245/01/01
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dapmakoHarnagy Ta moro Homepa. 3MiHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dhapMakoHarmsay.

101.

KCE®OKAM
®

TabneTtkn, BKpUTI
NNiBKOBOIO
060onoHKot, Nno 8 mr
no 10 Tabnetok y
GnicTepi; no 1
6nicTepy B kKapTOHHIN
KopobLi

AciHo ®apma
Al

LLsenyapis

Takena 'M6X, micue
BMPOGHMUTBA
OpaHieHbypr

HimevumnHa

BHECEHHS 3MiH 0O peecTpauinHuX maTepianis:3miHu |
TMny - 3MiHu Wwopao 6esneku/edekTMBHOCTI Ta
apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx
AaHux nNpo cucteMy chapmakoHarnsgy (BBeAeHHs
y3aranbHEeHNX AaHunx Npo cucTemy hapmakoHarnsay,
3MiHa ynoBHOBaxeHoi 0cobu, BianosigansHoi 3a
3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHA Big
YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
tapmakoHarnagy (Bkrovarumn KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLeHHI MacTep-daiina cuctemu
dapmakoHarnagy). 3MiHa ynoBHoBaXkeHOI 0cobu
3asBHMKa, BiANOBIAanbHOI 3a hapmakoHarnag.
MponoHoBaHa pegakuisi: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOi ocobu,
BignoBiganeHoi 3a hapMakoHarnsg. 3miHa
MicLle3HaxooKeHHs MacTep-channa cuctemm
dapmakoHarnagy Ta moro Homepa. 3MiHa micus
34iINCHEHHA OCHOBHOI OiNbHOCTI 3 dhapmakoHarnsaay.

3a
peuenmom

UA/10245/01/02

102.

KCE®OKAM
®

NOPOLLIOK ANis
PO34MHY AnA iH'eKuin
no 8 mr 5 conakoHiB 3
NOPOLLIKOM Y
KapTOHHiI kopobuyi

AciHo ®apma
Al

LLiBeviuapis

Baccep0byprep
ApuHanmiTTenbBepk
'M6X, HimeyunHa
(B1pOBHMLTBO
Hepo3adpacoBaHoI
npoaykLuii, nepBuHHe
nakyBaHHs1); Takeaa
ABcTpis [M6X, ABCTpis
(BTOpVHHE MaKyBaHHA
Ta BUMYCK cepilt)

Himeuunna/
ABCTpis

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:3minu |
TMMy - 3MiHM Wwoao 6e3neku/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
AaHux npo cuctemy chapmakoHarnsagy (BBeaeHHs
y3aranbHeHVX AaHuX Npo cucTemMy chapmakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
3AiCHEeHHs hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-danna cucTteMm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobun
3asBHVKa, BignoBiganbHoi 3a hapMakoHarnsa.
MponoHoBaHa pepakuis: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHMX YNOBHOBaXXeHOi 0cobu,
BiAnoBiganbHoI 3a chapmakoHarnsg. 3MiHa
MicLle3HaxooKeHHs MacTep-channa cuctemu
dapmakoHarnagy Ta noro Homepa. 3MiHa micus
34iCHEHHS OCHOBHOI AiANbHOCTI 3 dapMakoHarnsay.

3a
peuernmom

UA/2593/02/01

103.

KCE®OKAM
® PANIAQ

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto, no 8 wmr;
no 6 Tabnetoky
Gnictepi; no 1
GnicTepy B KapTOHHiIl
KopobLi

AciHo ®apma
Al

LLisenuapis

Takepa 'M6X, micue
BUpOBHMLTBA
OpaHieHbypr

Himeyuunna

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX
[aHuX Npo cuctemy dapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHux Npo cuctemMy dapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
bapmakoHarnsgy 3asBHUKa ons 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big

3a
peuernmom

UA/2593/03/01
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW y PO3MilLleHHiI MacTep-tharna cuctemum
dapmakoHarnagy). 3MiHa ynoBHOBaXxeHOi 0cobu
3asBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsa.
MponoHoBaHa pegakuisi: Dr. med. Eva Kopecna, MSc.,
Ph. D. 3miHa KOHTaKTHMX JaHUX YNOBHOBaXXeHOi 0cobu,
BiANoBiganbHOI 3a dapmakoHarnag. 3miHa
MiCLe3HaxoMKeHHA macTep-dainna cuctemm
dapmakoHarnagy Ta moro Homepa. 3MiHa micus
3[iNCHEHHS OCHOBHOI AiSiNbHOCTI 3 dapmakoHarnagy.
104.| KYBAH® TabneTkn po3ynHHi No BioMapuH Ipnangis BioMapwvH IHTepHeLHN Ipnangis/ BHECEHHSA 3MiH 4O peecTpauinHuX maTepianis:3miHu | 3a UA/12202/01/01
100 wr; no 30 abo no IHTEepHeLwwHnN JlimiTea, lpnangis HimeuyunHa | Tuny - agMiHicTpaTvBHI 3MiHW. Buny4yeHHst BupobHuka AdPI | peuenmom
120 Tabnetok y NimiTeq (BignoBiganbHW 3a (CanponTepuny gurigpoxnopugy) Rohner AG (Rohner
nonieTuneHoBoMy BUNycCK cepii); Chem AG), Lsenuapis. 3atBepakeHi BUPOOHWUI
cnakoHi; no 1 BioMapwvH IHTepHeLHN OiNbHUL, WO 3anuwmnnmnch, BUKOHYIOTb Ti caMi (pyHKUT,
NaKkoHy y KapTOHHIN Nimiten, lpnaHais Lo BUMYyYeHa
KopobLUi (MapkyBaHHSs cbriakoHiB
Ta BTOPUHHE
nakyBaHHs); Ekcenna
'mM6X enp Ko. KT,
HimeyuunHa
(B1poBHMLTBO
Hepo3dacoBaHoI
NpoAyKLii, NepBuHHe
nakyBaHHs y onakoHu
Ta KOHTPOIb SIKOCTI
nikapckoro 3acoby);
JTabop NIC CE enpg Ko.
KI', HimevdmHa
(KOHTpOIb SIKOCTI
nikapcbkoro 3acoby
(mikpoBHe
TECTYBaHHs));
MinnmayHT Xenckeap
ITa, Ipnangis
(MapkyBaHHS prnakoHiB
Ta BTOPVHHE
nakyBaHHs1); CI'C
IHCTUTYT PpeseHiyc
m6X, HimeyuunHa
(KOHTpOIb SIKOCTI
nikapcbkoro 3acoby
(mMikpobBHe TecTyBaHHs))
105.| NEBIHOP PO34nH Ans iHDY3in MpuBaTHe YkpaiHa lMpuBaTHE aKkuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHn | 3a UA/15477/01/01
0,5 %; no 100 mn abo akuioHepHe ToBapucTBo "lHdy3ia" TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
150 mn y nnsawui; no TOBapUCTBO KoHTponb roToBOro nikapcbkoro 3acoby (iHwi 3amiHu) - y
1 nnawui y navui "IHcpy3ia” 3B'A3KY 3 BBEEHHSIM 404aTKOBOI YNaKOBK/ HOMIHANbHUM

o6'emom 150 mMn y nnsiWLi, BHOCATLCS 3MiHU B
crneungikaLilo Ta MeTOAM KOHTPOSI0, @ camMe HOPMYBaHHS
ans o6'emy 150 mn y nokasHuk "MexaHi4YHi BKIHOYEHHS:
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

HeBuanMi yacTkn". 3miHm Il Tuny - 3miHn 3 sKoCTi.
[oToBWI nikapcbkui 3aci6. Cuctema
KOHTeNHep/3akynoproBanbHuii 3acio. 3miHa po3mipy
yNaKoBKW roTOBOro fikapcbkoro 3acoby (3MiHa
macu/o6'emy BMiCTy KOHTeHepa 6araTof030Boro
CTepunbHOro nikapcbkoro 3acody (abo ogHof030B0rO,
4aCcTKOBOrO BUKOPUCTaHHSA) Ta 6aratogo3oBoro
nikapcbkoro 3acoby 6ionori4Horo/iMyHonoriYHoro
NOXOXXEHHS ANS NapeHTepanbHOro 3acTOCyBaHHs) —
BBeAEHHS 4oaaTKoBOI ynakoBku no 150 mn y nnswkax, 3
BiAMOBIAHMMM 3MIHUMK Y P. «YNakoBka». 3MiHN BHECEHI B
iHCTpYyKLUil0O ANs MeQnYHOro 3acTOCyBaHHS NikapCbKOro
3acoby y po3gin "YnakoBka" sik Hacnigok nosiea
[0[AaTKOBOroO NakyBaHHs. BBeaeHHs 3MiH npoTsarom 6-1u
MicsaLiB Micnsa 3aTBEPAXEHHS.

106.

JIEBOKCUME
a

Kpanni OYHi, PO34mH, 5
Mmr/mm; no 5 mny
bnakoHi-
KpanenbHuui; no 1
dnakoHy-
KpanenbHuui B
KapTOHHil kopobui

TOB "YOPIA
MEONLNH"

YkpaiHa

K.O. Pomdapm
Komnani C.P.J1.

PymyHis

BHECEHHS 3MiH [0 peecTpaLinHnX maTepianis: 3MiHa
3asBHUKA (BNacHMKa peecTpauinHoro NocBiaYeHHS)
(3rigHo Hakady MOS Big 23.07.2015 Ne 460):
3aTtBepaxeHo: YOPIA MEONUNH OPTAIBMIKC
JIIMITEL, Benuka Bputanis / WORLD MEDICINE
OPHTHALMICS LIMITED, United Kingdom.
3anponoHoBaHo: TOB «YOPNO MEOWLUWH», Ykpaina /
WORLD MEDICINE, LLC, Ukraine. TepmiH BBEAEHHS
3MiH - NpoTAroM 6 micsauiB nicns 3aTBepmkeHHs. 3MiHu |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
[AaHux nNpo cucteMy chapMakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS (hapMaKoHarnsiay; KOHTakTHOT ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHA BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BignoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BkoYarym KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-daiina cuctemu
papmakoHarnsgy). 3miHa ynoBHoBaxeHOi ocobu
3asBHuKa, BignosiganeHoi 3a hapmakoHarnsag. ditoya
pepakuisa: Casiwesa Jlapuca / Savishcheva Larisa.
MponoHoBaHa pegakuisi: Myano MNaHHa CtaHicnasisHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu
3asiBHUKA, BignosiganbHoi 3a dhapMakoHarnag. 3miHa
Micus 34iCHEHHS] OCHOBHOI AisiNbHOCTI 3
hapmakoHarnsgy. 3miHa micLe3Haxo4KeHHs1 MacTep-
darina cuctemun chapmakoHarnsgy.

3a
peuenmom

UA/14769/01/01

107.

JIEBO®NIOL
WH 250

TabneTku, BKPUTI
NNiBKOBOIO
obornoHkot, no 250
Mr no 5 Tabnetok y
GnicTepi; no 1
6nictepy B nayui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"”

YkpaiHa

BHECEHHS1 3MiH 40 peecTpauinHMX maTtepianis:3MiHu |
TUMy - 3MiHK 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNoBIAHOCTI €EBpONENChKiN
apmakonei/MmoHorpadii.

MNoaaHHsa oHosneHoro CEP Ne RO-CEP 2019-023-Rev 01
(nonepeaHs Bepcia Ne RO-CEP 2019-023-Rev 00) y
3B'A3KY 3 BKIMHOYEHHSIM 40AaTKOBOrO NnocradanbHuka

3a
peuenmom

UA/2397/01/01
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

Mongolia Yuan Hong Fine Chemical gns suxigHoi
cvposuHu Levofloxacin Q-Acid. 3milu | Tuny - 3miHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
Bi4NOBIgHOCTI €Bponeichkin thapmakonei/MmoHorpadii.
[MogaHHA HOBOro cepTudikara BiaANOBIAHOCTI
€ponevickkin hapmakonei Ne RO-CEP 2019-023-Rev
00, y 3B'A3Ky 3 TUM, Lo BMpobHUK "Neuland Laboratories
Limited", IHais oHoBmB IM® BignosigHo 4o moHorpadii
07/2019:2598 Ta oTpuMaB cepTudikaT BigNOBIAHOCTI, K
Hacnigok, aMiHunack cneumaikauis koHTposnto AdI.
B3anponoHoBaHo RO-CEP 2019-023-Rev 00. 3minu | Tuny
- 3MiHM 3 siKocTi. [oTOBMIA Nikapcbkuit 3aci6. KoHTponb
roTOBOrO flikapcbKkoro 3acoby (iHwi 3MiHM). OHOBMNEHHS
BX€e 3aTBEPIKEHVNX METOAIB KOHTPOSO SAKOCTI
nikapcbkoro 3acoby, a came BUKINAOEHHSI TEKCTY
Oep>XaBHOK MOBOH 3riHO Cy4acHuUx Bumor. 3miHu | Tuny
- 3MiHM 3 skocTi. CepTudikaT BignosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpoONenchbKin
capmakonei/MoHorpadii. NMogaHHsA oHosreHoro CEP Ne
RO-CEP 2019-023-Rev 02 (nonepegHs Bepcis Ne RO-
CEP 2019-023-Rev 01) Big BXe 3aTBepmxeHoro
Bupo6Huka Neuland Laboratories Limited, India, y 38’a3ky
3i a3miHoto agpecw BnacHuka CEP. 3anponoHosaHo 11th
Floor (5th Office Level), Phoenix IVY Building, Plot No.
573A-11l, Road No. 82, Jubilee Hills, Hyderabad — 500033
Telangana, India

108.

JIEBO®JIOL
MH 500

TabneTkn, BKpUTI
NniBKOBOO
o6ornoHko, 500 mr
no 5 tabnetok y
6nicTepi; no 1
6nictepy B nayui 3
KapTOHY

TOB "ACIHO
YKPATHA"

YkpaiHa

TOB "®apma Ctapt"”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn |
TUMy - 3MiHK 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikar BiaNoBIAHOCTI €EBpONENChKIN
apmakonei/MmoHorpadii.

MNoaaHHsa oHosneHoro CEP Ne RO-CEP 2019-023-Rev 01
(nonepeaHs Bepcia Ne RO-CEP 2019-023-Rev 00) y
3B'A3KY 3 BKMIOYEHHSIM [OAATKOBOro noctadanbHuka
Mongolia Yuan Hong Fine Chemical gns BuxigHoi
cvpoBuHu Levofloxacin Q-Acid. 3milu | Tuny - 3miHK 3
sikocTi. CepTudikaT BignosigHocTi/l'E-cepTudikat
BigMNoOBigHOCTI €Bponenchkii papmakonei/MmoHorpadii.
MopnaHHsa HoBoro cepTudikaTta BiANOBIQHOCTI
€sponevicbkint papmakonei Ne RO-CEP 2019-023-Rev
00, y 3B's13ky 3 TUM, WO BMpoGHMK "Neuland Laboratories
Limited", IHgis oHoBmB [IM® BignosigHo o moHorpadii
07/2019:2598 Ta oTpumaB cepTudikaTt BiANOBIAHOCTI, sIK
Hacnigok, 3MiHunack cneumaikauis koHTpono AdI.
B3anponoHoBaHo RO-CEP 2019-023-Rev 00. 3minu | Tuny
- 3MiHM 3 sikocTi. [o0TOBWI Nikapcbkuii 3aci6. KoHTponb
roTOBOrO fikapcbKkoro 3acoby (iHLi 3MiHM). OHOBREHHSI
BX€ 3aTBEPAXEHUX METOAIB KOHTPOIHO SKOCTI
nikapcbkoro 3acoby, a came BUKNaAeHHs TEKCTY
[ep>xaBHOK MOBOIO 3rifHO Cy4acHUX BUMor. 3miHu | Tuny
- 3MiHM 3 sikocTi. CepTudikaT BignosigHocTi/lE-
cepTudikat BignoBigHOCTI €EBpoONenchbKin

3a
peuenmom

UA/2397/01/02
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[TponoBkeHHs noaarka 3

Ne

Haszea

®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
dapmakonei/MoHorpadii. MogaHHsA oHoBreHoro CEP Ne
RO-CEP 2019-023-Rev 02 (nonepepaHs Bepcis Ne RO-
CEP 2019-023-Rev 01) Big BXe 3aTBEpKEHOrO
Bupo6Hmka Neuland Laboratories Limited, India, y 38’a3ky
3i a3miHoto agpecw BnacHuka CEP. 3anponorosaHo 11th
Floor (5th Office Level), Phoenix IVY Building, Plot No.
573A-Il, Road No. 82, Jubilee Hills, Hyderabad — 500033
Telangana, India
109.| NEKPOJIH® Kpanni o4Hi, 40 mr/mn; CaHteH AT diHnaHgis MaHydakTypiHr Higepnanam BHECEHHS1 3MiH O peecTpauiiHuX maTepianis:amiHu | 3a UA/2383/01/02
no 5 mn y dnakoHi- MakariHr ®apmaka | ®iHnAHais TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta peuenmom
KpanenbHuui; no 1 (MNo) B.B., dapmakoHarnsay. BeegeHHs abo 3MiHmM Ao y3aranbHeHuX
(bnakoHy B KAPTOHHIN Higepnangu [aHuX Npo cuctemy dhapmakoHarnsay (BBeAeHHst
Kopobui (anbTepHaTUBHUIA y3aranbHeHVX AaHnX Npo cucTeMy chapmakoHarnsgy,
BVPOBHWK, 3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoI 3a
BignoBiganbHUN 3a 34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
BTOPWHHE NaKyBaHHs); dapmakoHarnsay 3asiBHVKa Ans 34iNCHEeHHS
Hekct®apma AT, dapmakoHarnsaay B YKpaiHi, AKWo BOHA BiAMiHHa BiA
DiHnaHais (BMPOGHMK YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iMCHEHHS
BignosigansHWi 3a capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
BUPOOBHMLTBO in bulk, 3MiHM Y pO3MiLLEeHHI MmacTep-garina cucteMm
nepBUHHE Ta BTOPUHHE dapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
nakyBaHHS, KOHTPOb 3asBHMKa, BiANOBIAanbHOI 3a hapmakoHarnag,.
akocTi); CaHTeH AT, lMponoHoBaHa pepakuisa: Aenbdina beptpam, 4.¢.H.,
PiHnsHAiA (BUPOOHMK OOKTOp HayK. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
BignoBiganbHUN 3a ocobwu, BignosiganbHoOT 3a hapmakoHarnsg.
BUNYCK cepii)
110.| nANn KBiTWM, M0 50 1y MpAT YkpaiHa MpAT "Niktpasn" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn | bes UA/5977/01/01
KBITKU naykax 3 BHYTPILLHIM "Miktpasn" TMNYy - 3MiHK 3 sKocTi. FOTOBMI NMikapcbkui 3acib. peuenma

naketom; no 1,5ry
dinbTp-nakeTi; no 20
inbTp-NakeTiB y
nayui abo y nayui 3
BHYTPILLHIM NakeToM

CucTtema KoHTelnHep/3aKynoproBanbHUi 3aci6 (iHLwi
3MiHN)

- BHECEHHs 3MiH Ao p. 3.2.P.7. Cuctema
KOHTENHep/3aKynoproBanbHUii 3acib, a caMe BHECEHHS
YTOYHEHHS, WoAo Nayku ans ginbTp-nakeTis:
«0AaTKOBO Nayvkn MOXyTb 0Broptatucs 330BHi NMiBKOKO
noninponineHoBo» (3aTBepaXeHo «[lavku 330BHi
obropTatoTbCsl NNiBKOK NOMINPONiNeHOBOY), 3
BignoBigHWMK 3miHamu B p. "Ynakoska" MKA 113
3anponoHoBaHo: MogpibHeHa cnpoBuHa no 50 r B
nakeTu, BUrOTOBMEHI 3 Nanepy nakysasbHOro
BOrorocTiikoro, abo kpadT-nanepy, abo nanepy
raseTHoro, abo B makeTu 3 NMiBKU NakyBasnbHOi 3
HacTyNHUM BKMafgaHHAM B Mayky KApTOHHI.
MopoLwuok kpynHun no 1,5 r B pinbTp-nakeTn, BUrOTOBNEHI
3 nManepy TepMO3BapoBasibHOrO MOPUCTOTO, LLO He
po3MoKae, 3 HaCTyNHUM yknagaHHam no 20 ginbTp-
nakeTiB B Nayvkn kapToHHI. [loAaTKoBO Nayvkm MOXyTb
obropratncs 330BHi MMiBKOK MOMMPONiNEHOBOM.
Mopovwuok kpynHun no 1,5 r B pinbTp-nakeTn, BUrOTOBNEHI
3 nanepy TepMo3BapioBarbHOro NMopucToro, Lo He
pPO3MOKa€, 3 HAaCTYMHUM yknagaHHam no 20 ginbTp-
nakeTiB B NaKeTW, BUrOTOBMEHI 3 NNiBKX 3 NONIMEPHNX
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3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

maTepianis 3 HACTYNHUM BKMaAaHHAM B MAYKN KAPTOHHI.
[onaTkoBO Naykv MOXyTb 06ropTaTmcst 330BHi NNIBKOKO
noninponifieHoBoH.

111.

JIIHEBIOTUK

PO34UnH ANS iHDY3IN,
2 mr/mn, no 300 mny
cnakoHi, no 1
NakoHy y KapTOHHIN
KopoOLi

Mictpan
Kenitan
MeHemKmeHT
Nimiteq

AHrnia

Bem Inauy CaH. Be Tik.
A.C.

TypeuuunHa

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:TeXHIiYHa
nomurnka (3rigHo Hakady MO3 Big 23.07.2015 Ne 460).
BunpaeneHHs TexHi4YHOT noMunku 3rigHo n.2.4. posginy VI
Hakady MOS3 Ykpainu Big 26.08.2005p. Ne 426 (y peaakuii
Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460),
[OONyLLEHOI Y 3aTBEpPAKEHVX NMpY NPOBEAEHHI npoLeaypu
peecTpauii MKA M3 (Hakaz MO3 Ykpainu Big
11.08.2021 Ne1725 PIT UA/18904/01/01), a came B
cneumdikauii B po3gini «bakrepianbHi eHAOTOKCUHWY B
3a3Ha4yeHHi PO3MIPHOCTI.
3anponoHoBaHo:

Ha Bunyck Ha TepmiH npuaaTtHocTi MeToam KoHTponto
10.BakTepianbHi eHgoTokcnHn < 0,5 MO/mr < 0,5 MO/mr
USP<85>
3a3HauyeHi BUNpaBneHHs BignoeiganTb MaTepianam
peecTpauiiHoro gocke (p.3.2.P.5.1).

3a
peuenmom

UA/18904/01/01

112.

JIIHE3OonIaun
H

PO34MH ANS iHAY3iN,
2 mr/mn, no 300 mny
nnawyi; no 1 nnsawui
B navuj

MAT
"Tannudapm”

YkpaiHa

MAT "Tanuudpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu |
TMNYy - 3MiHK 3 SIKOCTi. [OTOBMI Nikapcbkuii 3acit.
Cuctema KoHTenHep/3akynoptoBanbHui 3aci6. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
NepBUHHOI YNaKoBKM FOTOBOrO NiKapCbKoro 3acoby (iHLwi
3MiHn). CynyTHS 3miHa
- 3miHu 3 gKkocTi. FoToBUIA nikapcbkuii 3acid. Cuctema
KOHTelHep/3akynoptoBanbHui 3aci6. 3miHa y MmeToaax
BMNPOOYBaHHSA NEPBMHHOI YNaKOBKW rOTOBOIO
nikapcbkoro 3acoby (iHwi 3aMiHn y metoaax BunpobyBaHb
(Bkntovatoum 3amiHy abo foaaBaHHs)) - BHECEHHS 3MiH 10
MaTepiarniB peecTpauiiHoro focke, a came y p. 3.2.P.7.
Cwnctema KoHTenHep/ 3aKynoproBarnbHUIM 3acid BHECEHI
3MiHM o crneumdikalii Ta MeToAiB KOHTPOMI0 ANS NASLWOK
(dbnakoHiB) CKNsiHKX: 3@ M. «APCeH» - METOAMKY ANs
NpoBeAEeHHS KOHTPOS0 apCceHy aAanToBaHO 40 HAasABHOMO
Ha NiagnpPYEMCTBI aTOMHO-EMICIHOro cnekTpomeTpa 3
iHOYKUinHO 3B’A3aHoto nnasmoto AEC-I3M1 (nokasHuk
KOHTpormtoBaBcs ipMoto BUpoBHUKOM); 3a Nn. « ToBLMHA
CTiHKV Ta TOBLUMHA AHa» Ha NiANPUEMCTBI 3aKynneHo
TOBLUMHOMEP, BiAMNOBIAHO BUHMKNA HEOOXIAHICTL BHECTH
3MiHM B crneumadikaLito, LLoao BUKOHAHHSI KOHTPOIO (Ha
[AaHWIn Yac KOHTPOMb NPOBOAUTL (PipMa-BUPOBHUK); -
npveedeHHs n. «ligponituyHa cTinkictb» Ao Bumor JdY.

3a
peuernmom

UA/11948/01/01

113.

MACTO-
rPAH

rpaHymmno 10ry
neHani noniMepHomy;
no 1 neHany B naydi 3
KapTOHY

MpAT
"HauioHanbHa
[omeonaTnyH

a Cninka"

YkpaiHa

MpAT "HauioHanbHa
[omeonaTunyHa Cninka"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TUMY - NEpPEHECeHHs1 BUPOOHMYOI AinbHUL AnTeka
"HauioHanbHa MomeonaTtuyHa Cninka"Ne1 ana Adl

Calcium fluoricum 30CH. 3anponoHosaHo: Kuis, Byn.

TypreHescbka, 76-78, rpyna npum. Ne45 YkpaiHa; 3miHu |
TUMY - NepeHeceHHs BUPOBHWYOI AinbHuL AnTeka
"HauioHanbHa MomeonaTtuyHa Cninka"Ne1 ana Adl

Conium 200CH. 3anponoHoBaHo: Kui, Byn.

be3
peuenma

UA/3825/01/01
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Ne
n/

Hasea
JliKapCcbKO20
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®Popma sunycky
(nikapcbka ¢ghopma,
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3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

TypreHeBcbka, 76-78, rpyna npum. Ne45 YkpaiHa; 3miHu |
TUNY - NepeHeceHHs1 BUPOOGHMYOI AinbHuLi AnTeka
"HauioHanbHa NomeonaTtuyHa Cninka"Ne1 ana Ad|
Asterias rubens 30CH. 3anponoHoBaHo: Kuis, Byn.

Typrenescbka, 76-78, rpyna npum. Ne45 YkpaiHa; 3miHu |
TUNY - NepeHeceHHs1 BUPOBOHMYOI AinbHULi AnTeka
"HauioHanbHa NomeonaTtuyHa Cninka"Ne1 ana Ad|

Conium 30CH. 3anponoHosaHo: Kuis, Byn.

TypreHeBcbka, 76-78, rpyna npum. Ne45 YkpaiHa; 3miHu |
TUNY - NepeHeceHHs1 BUPOOHMYOI AinbHULi AnTeka
"HauionanbHa NomeonaTtuyHa Cninka"Ne1 ans Ad|

Phytolacca 30CH. 3anponoHoBaHo: Kuig, Byn.
TypreHescbka, 76-78, rpyna npum. Ne45 Ykpaina

114.

MENBbAOHIV

PO34MH ANs iH EKLN,
100 mr/mn, no 5 mn B
amnyni, no 5 amnyn y
KOHTYPHIili YapyHKOBIN
ynakosui, no 2
KOHTYPHI YapyHKOBI
YNaKOBKU B NayLi

TOB "lOpis-
dapm”

Ykpaina

TOB "fOpisi-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX maTepianiB:TeXHIYHY
NMOMWIIKY BUNPaBMEHO B TEKCTi MapKyBaHHS Ha BTOPUHHIN
ynakoBLi nikapcbkoro 3acoby. 3anponoHoBaHo: 7. IHLUI
OCOBJIMBI BACTEPEXXEHHA CrepunbHuii. BinbHun Big
BakTepianbHMX eHOO0TOKCHHIB. 3a3HavyeHe BUNpaBneHHs
BiANOBIgAE MaTepianam peecTpauinHOro A0CkE. NIEHHSA
TEXHIYHOI MOMMWIIKU B MPVMIipHMKaX MapKyBaHHS

3a
peuernmom

UA/14638/01/01

115.

MIKAPOUCH
JIIOC®

Tabnetkn, 80 mr/12,5
Mr; N0 7 TabneTok y
GnicTepi; no 4
GnicTepn y KapTOHHil
KopobLi

BepiHrep
IHrenbxanm
IHTEepHeLLHN

m6X

Himeyunna

BepiHrep IHrenbxamm
Ennac A.E., l'peuisa
(BnpobHuuTso,
nepBYHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOIb
SIKOCTi Ta BUNYCK cepii);
BepiHrep IHrenbxanm
dapma 'm6X i Ko. KT,
HimeyunHa
(BupobHuuTeo,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOIb
SIKOCTi Ta BUNYCK cepii)

peuis/
Himeyuunna

BHECEHHSA 3MiH 4O peecTpauinHUX maTepianis:3miHu |
TMny - 3mMiHM wopao 6eanekun/edpekTmBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3miHM 0O y3aranbHEHNX
[AaHux nNpo cuctemMy cpapMakoHarnsiay (BBeAeHHs
y3aranbHEeHUX AaHnX Npo cucTemy chbapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu, BianoBigansHoi 3a
30iACHEHHS (hapMaKoHarnsiay; KOHTakTHoT ocobu 3
bapmakoHarnsgy 3asiBHUKa ANs 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHA Big
yMNoBHOBaXeHOI 0cobu, BianoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHW Y pO3MilLleHHi MacTep-daiina cuctemu
hapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
[MponoHoBaHa pepakuisi: Sven Kohler. 3miHa KOHTaKTHMX
[OaHux yrnoBHOBaxeHoi ocobu, BianoBiganbHoi 3a
dapmakoHarnag.
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BiAnoBiganbHoI 3a
dapmakoHarnag B YkpaiHi. [ponoHoBaHa pegakuis:
Monisyak OneHa BikTopiBHa. 3MiHa KOHTAKTHUX AaHKX
KOHTaKTHOI 0co0u 3asiBHUKA, BianoBsigansHoi 3a
dapmakoHarnag B YkpaiHi.

3a
peuenmom

UA/0465/01/02

116.

MOBAIJIIC®

Tabnetkun no 7,5 wr;
no 10 Tabnetok; no 2
GnicTepu B KapTOHHIN
KopobLi

BepiHrep
IHrenbxanm
IHTepHeLwHN

m6X

Himeyunna

BepiHrep IHrenbxanm
Ennac A.E., lNpeuis;
BepiHrep IHrenbxanm
®apma 'mbX i Ko. KT,
Himeuunna

peuis/
Himeyuunna

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsay. BeeaeHHst abo 3MiHM fo y3aranbHeHuX
[aHuX Npo cuctemy dhapmakoHarnsay (BBeAEHHs!
y3aranbHeHUX AaHux Npo cuctemMy dapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
34iiCHEeHHs chapmakoHarnsgy; KOHTakTHoi ocobu 3

3a
peuernmom

UA/2683/02/01
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Kpaina
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Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iACHEHHS
thapmakoHarnagy (Bkrovarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXkeHOI 0cobu
3asiBHMKa, BignosigansHoi 3a hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Sven Kohler. 3miHa KOHTaKTHUX
[aHWX YyNoBHOBaXeHOoi ocobu, BianoBiaanbHoI 3a
capmakoHarnsag,.
3MiHa KOHTaKTHOI 0CObU 3asiBHMKA, BignoBiganeHoi 3a
chapmakoHarnag B Ykpaini. [lponoHoBaHa peaakuis:
Monisyak OneHa BikTopiBHa. 3MiHa KOHTAKTHUX AaHUX
KOHTaKTHOI 0COOM 3asiBHUKA, BiANoOBiganbHoi 3a
chapmakoHarnag B YKpaiHi.

117.

MOBAJIC®

Tabnetku no 15 wmr;
no 10 Tabnetok; no 1
abo 2 Gnictepu B
KapTOHHIl kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwwHnN

m6X

Himeyunna

BepiHrep IHrenbxanm
Ennac A.E., lNpeuis;
BepiHrep IHrenbxamm
dapma 'mM6X i Ko. KT,
HimeyunHa

peuis/
Himeyuunna

BHECEHHSA 3MiH 4O peecTpauinHuX maTepianis:3miHu |
TMny - 3mMiHM wopao 6e3nekun/edpekTmBHOCTI Ta
dapmakoHarnsay. BeegeHHst abo 3MiHM fo y3aranbHeHuX
AaHux nNpo cuctemMy chapmMakoHarnsgy (BBeAeHHs
y3aranbHEeHUX AaHunX Npo cuctemy papmakoHarnsgy,
3MiHa ynoBHOBaXkeHOI ocobu, BianoBiganbHoi 3a
34iicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
yMNOBHOBaXeHOi 0cobu, BignoBiaanbHOI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-danina cucTteMm
apmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHUKA, BiANOBiAanbHOI 3a hapmakoHarnsg.
MponoHoBaHa pepakuis: Sven Kohler. 3MiHa KOHTaKTHUX
[OaHnx ynoBHOBaXeHOi ocobu, BianoBigansHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiganbHoi 3a
dapmakoHarnag B YkpaiHi. [ponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa. 3MiHa KOHTaAKTHUX AaHWX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnag B YKpaiHi.

3a
peuenmom

UA/2683/02/02

118.

HITPOMMILUE
PUH

Tabnetku
cybniHreanbHi no 0,5
Mmr no 40 TabneTok y
6aHkax abo no 40
TabneTok y 6aHkax
noniMmepHux abo 3i
ckna, no 3 6aHkn y
GnicTepi 3 dhonbroto
abo 6e3 onbru, no 1
onictepy y naydi 3
KapToHy; no 25
TabneTok y 6aHkax
noniMepHux abo 3i
ckna, no 3 6aHku y

TOB HB®
«MIKPOXIM»

YkpaiHa

TOB HB®
«MIKPOXIM»

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: 3miHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
Cunctema KOoHTeHep/3akynoptoBarbHuii 3aci6. 3miHa y
NepPBUHHIN yNakoBLii rOTOBOTO fikapcbKoro 3acoby
(sKicHWIA Ta KinbkicHWUI cknaa) - Teepai nikapcbki hopmm -
[0AaBaHHS anbTepHaTUBHOI NEPBUHHOI YNaKOBKN —
6aHku 3i ckna | rigponiTMYHOro Knacy KOpUYHEBOTO
konbopy BupobHuuTea KENO PHARMA LIMITED, Kutan
3 kpuwkoto (HDPE) Ta 6aHku 3i ckna | rigponitnyHoro
Krnacy KOpM4HEBOro Konbopy BUpobHMuTBa Jinan Horizon
International Co., Ltd, Kutai 3 noninponineHoBoto
KPWLLIKOIO 40 3apeeCTPOBaHOro TUMY NEPBUHHOI YMakoBKM
(6aHkv nonimepHi BiT4M3HAHOro BupobHmka TOB «AlK
YKpaiHa»), 3 BiANOBiAHUMM 3MiHAMW 40 p. «YNaAKOBKay.

be3
peuenma

UA/0129/01/01
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Gnictepi 3 onbroto
abo 6e3 donbru, no 1
Gnictepy y nayui 3
KapTOHY

BBegeHHs 3miH npoTsArom 6-Tu MicsiuiB nicnsi
3aTBepAKeHHs. 3MiHu | Tuny - 3miHK 3 akocTi. [oToBMI
nikapcbkuii 3aci6. Cuctema
KOHTeWHep/3aKkynoproBanbHuii 3aci6 (iHLWwi 3mMiHW) —
[oAaBaHHA [0 3apeeCTPOBAHOIO BUAY YNaKoBKW
[0[aTKOBKX YMaKoBOK, siki 6e3nocepeHbo He
KOHTakTytoTb 3 13 (bnicTep, B skuii BKNageHo no 3
6aHku no 25 abo 40 TabneTok B KOXHil), 3 BianoBigHUMM
3MiHamMm y p. «YnakoBka»: «mno 40 TabneTok y 6aHkax
nonimepHunx abo 3i ckna, no 3 6aHkn y Gnictepi 3
donbrot abo 6e3 donbri, no 1 Grictepy y naydi 3
KapTOHY; no 25 TabneTtok y 6aHkax noniMmepHux abo 3i
ckna, no 3 6aHku y 6nictepi 3 donbroto abo 6e3 honbru,
no 1 6nictepy y nayui 3 kKapToHy». BBeaeHHs 3miH
nNpoTArom 6-Tu MicsiLiB nicns 3aTBepmkeHHs. 3MiHu | Tuny
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3acic. Cuctema
KOHTelHep/3akynoptoBanbHui 3aci6. 3miHa dopmn abo
pPO3Mipy KOHTENHEpa YK 3aKynoproBarbHOro 3acoby
(NepBUHHOT yNakoBKW) (HECTEPUIbHI Nikapcbki 3acobu) —
BBEJEHHS YNaKOBOK 3 HOBUMMW r€OMETPUYHMMU
po3mipamu, a came no 40 Ta no 25 TabneTtok y
noninponineHoBi 6aHkK 3 KpULLKOL, 6e3 3MiHK siKicHOro Ta
KiNbKICHOTrO Cknagy nakyBarnbHOro martepiany Bif
3aTBepakeHoro BupobHuka TOB «AlK YkpaiHay, y
3B’A3KY 3 YHidhikaLieto npouecy dacyBaHHS Ta NaKyBaHHS
3 MeTOH0 30iMbLUEeHHSA NPOAYKTMBHOCTI BUPOBHMLTBA.
3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
CucTtema KoHTeHep/3akynoptoBarbHuii 3acib. 3miHa
PO3Mipy yNaKkoBKM FOTOBOIO JikapCbKoro 3acoby (3miHa
KinNbKOCTi oguHUUbL (Hanpuknag TabneTok, amnyn Towo) B
ynakosLi:) - 3miHa no3a gianasoHoM 3aTBEPAKEHUX
PO3MipiB YNaKoBKY - 4OAABaHHS [0 3aTBEPAXEHOrO BUAY
ynakoBku (no 40 Tabnetok y 6aHkax) 4o4aTKoOBOro BUAOy
ynakoBku (no 40 Tabnetok y 6aHkax nonimepHux abo 3i
ckrna, no 3 6aHku y bnictepi 3 donbroto abo 6e3 donbru;
no 1 6nictepy y nayui 3 kapToHy; abo no 25 Tabnetok y
6aHkax nonimepHux abo 3i ckna, no 3 6aHku y brictepi 3
donbrot abo 6e3 onbru; no 1 Grictepy y naydi 3
KapTOHY), 3 BiANOBIAHMMM 3MiHAMKM J0 P. «YNaKoBKay.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPAKEHHS.

119.

HOBOCEBEH
®

NOpOLLIOK
niodpinisoBaHun ans
NPUroTyBaHHS
PO34MHY AN iH'eKuin
no 5 mr (250 KMO) 1
CKINSAHWI PNaKoH 3
niodpinisoBaHum
MOPOLLIKOM Y
KOMMNeKTi 3 1
nonepeaHLo

A/T HoBo
Hopgaick

[aHia

BMPOGHUK Ajitoyoi
PEYOBMHM, FOTOBOTO
NPOAYKTY Ta BUPOBHMK,
BignoBiganbHUN 3a
BUNYCK Cepilt roTOBOrO
NPOAYKTY:

A/T Hoso Hopgick,
HaHis;
ainbHUUA
BMPOGHMWLITBA, Ha siKili

[aHis

BHECEHHS 3MiH 40 peecTpauinHMx maTtepianis: 3MiHu |
TMny - 3MiHK 3 sikocTi. [oTOBMIA Nikapcbkui 3acib.
CucTema KoHTelnHep/3aKynoptoBanbHui 3aci6 (iHLwi
3MiHW) - 3MiHK Y po3gaini «YnakoBka» B MKA 113
obymoBneHi npMBeAeHHAM iHopMalLlii oo NepBUHHOIO
nakyBaHHs y BiAMNOBiAHICTb A0 MaTepianis
peecTpauinHoro Aocke. 3MiHM BHECEHO A0 IHCTpyKUii ans
MeANYHOro 3acTOCyBaHHS Nikapcbkoro 3acoby Ao po3giny
"YnakoBka".BBeeHHs 3MiH NpOTArom 6-Tu MicaLiB nicns
3aTBEPOAKEHHS

3a
peuernmom

UA/5178/01/04
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[TponoBkeHHs noaarka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3arnoBHEHMM npoBOAMTLCA 3MmiHu |l Tuny - 3MiHK Wwopo 6esnekn/eddekTUBHOCTI Ta
LUNPULIOM, SIKWI KOHTpOnb/BMNPobyBaHH dapmakoHarnsagy. 3MiHM y TepaneBTUYHUX NOKa3aHHAX
MicTUTb 5 mMn S cepii roToBOro (DopaBaHHs HOBOro TepaneBTUYHOro NokasaHHsi abo
PO3YMHHMKA NpoayKTy: 3MiHa y 3aTBepaKEHOMY MokasaHHi). 3minu Il Tuny -
(rictnamnH, Boga ons A/T Hoso Hopaick, 3miHu wopao 6e3nekn/eddeKTMBHOCTI Ta hbapMakoHarnsiay.
iH'eKLiN), LUTOKOM [aHis; 3MiHM y TepaneBTUYHUX NOKa3aHHSX (404aBaHHsi HOBOMO
NopLUHSA, A/T Hoeo Hopagaick, TepaneBTUYHOro nokasaHHs abo 3MiHa y 3aTBepAKeHOMY
nepexigHnkoM ans HaHis; nokasaHHi). 3MiHM BHeCeHo A0 IHCTPYKLii ANs MeanyHoro
¢bnakoHa B LinbHunug, Ha akin 3acTOCyBaHHs NikapcbKkoro 3acoby Ao po3ainis
iHOMBIayanbHiIn npoBOAMTLCA "MokasaHHsA" (3MiHEHO 3aTBepaKeHe NokasaHHs.
YMaKoBLi Y KAPTOHHIN BUrOTOBJIEHHS BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
Kopobui PO3YMHHUKA Y 3aTBepaKeHHs. 3MmiHu Il Tuny - 3miHK Wwogo
nonepegHbo 6e3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHu y
HanoBHEHOMY LLNPUL KOPOTKi XapaKTepuCTuLi NikapCbKoro 3acoby, TeKCTi
Ta oro nepBuHHe MapKyBaHHS Ta IHCTPYKUiT ANA MeANYHOro 3aCTOCYBaHHS
nakyBaHHS: y 3B’A13KY i3 HOBMMM JaHUMMW 3 SKOCTi, AOKNIHIYHUMN,
BetTtep ®apma- KMiHIYHUMW JaHUMK Ta AaHMK 3 dbapMakoHarnsagy.
®epTiryHr F'M6X yHA 3MiHM BHeceHo o IHCTpyKLUii Ans meguyHoro
Ko. KT, HimeuyunHa; 3acTocyBaHHS nikapcbkoro 3acoby Ao po3ainy
LinbHnua "OcobnmBoCTi 3aCTOCyBaHHA" - BUNy4YeHO iHopMmaLiiio
BMPOBHMUTBA, Ha SKIl o0 Ail 4ONOMIKHOT pe4OBMHM 3rigHO pekomeHaauii
npoBOAMUTLCA EMA. BBeaeHHs 3MiH npoTarom 6-tu micauis nicnsa
KOHTPOrnb/BUNpoOyBaHH 3aTBEPAKEHHSA
1 PO34YMHHMKA Y 3MiHu |l Tuny - 3MiHn Wwopo 6e3nekn/edekTUBHOCTI Ta
nonepegHbL0 dapmakoHarnsgy. 3MiHW y KOpoTKil XxapakTepucTui
HanoBHEHOMY LUMPUL: nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
BeTtTtep Papma- ME[MYHOrOo 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMM AaHUMU 3
®epTiryHr TM6X yHA SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AaHUMK 3
Ko. KI', HimewunHa; dapmakoHarnsgy
LinbHnus
BMPOGHULTBA, Ha siKil
NPOBOAMTHLCSA BTOPUHHE
nakyBaHHs1 FOTOBOrO
npoaykTy:
A/T Hoeo Hopagaick,
Oanis;
A/T Hoso Hopgick,
Oanis;
ainbHUUA
BMPOGHULTBA, Ha siKili
NPOBOANTLCS
BUPOBHMLTBO
Hepo3dacoBaHoro
NpoAYyKTY,
iNbTPyBaHHSA,
HamnoBHEHHS Ta
niodinizavis NOpoLLIKy:
A/T Hoeo Hopagaick,
[aHis
120.| HOBOCEBEH | nopouiok A/T HoBo Oania BMPOGHUK Ajitoyoi OaHisi BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3miHu | 3a UA/5178/01/05
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
® niodinizosaHnn anga Hopgaick pevyoBUHU, FOTOBOIO Tmny - 3MiHK 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenmom
NPUroTyBaHHA NPOAYKTY Ta BUPOBHMK, Cuctema koHTelHep/3akyrnoptoBanbHuiA 3acib (iHLi

PO34MHY ANg iH'eKUin
no 2 mr (100 KMO) 1
CKNSAHWI (PNAKoH 3
nioginizoBaHnm
NOPOLLIKOM Y
KOMMNeKTi 3 1
nonepegHe0
3arnoBHEHNM
LUNPULIOM, SKUIA
MICTUTb 2 MN
PO34YMHHUKA
(rictnamn, Boga ons
iH'eKLiN), LUTOKOM
NOpPLUHS,
nepexigH1Kom ansi
¢bnakoHa B
iHOMBIayanbHin
ynakoBLi y KapTOHHIN
KopobuUi

BignoBiganbHUN 3a
BUMYCK Cepil FOTOBOro
NpoAYKTY:

A/T Hoeo Hopagaick,
[aHis;
ainbHUUA
BMPOBHMUTBA, Ha SKiN
NPOBOANTLCS
KOHTpOrnb/BUNpobyBaHH
51 cepii roToBoro
NPOAYKTY:

A/T Hoeo Hopagaick,
LaHis;

A/T Hoeo Hopaick,
[HaHis;
LinbHWUSA, Ha Sakin
NPOBOANTLCS
BUrOTOBIIEHHSA
PO34YMHHUKA Y
nonepegHLo
HanoBHEHOMY LLNPUL
Ta Noro nepBuHHE
nakyBaHHs:
Bettep dapma-
®epTiryHr TM6X yHA
Ko. KT, HimeuyunHa;
LinbHuus
BMPOGHULTBA, Ha siKil
npoBoAUTLCS
KOHTpOrb/BUNpobyBaHH
1 PO34YMHHUKA Y
nonepeaHLo
HanoBHEHOMY LUMPUL:
Bettep ®apma-
®epTiryHr TM6X yHA
Ko. KI', HimeuyunHa;
LinbHnua
BMPOGHULTBA, Ha siKili
NPOBOAMTHLCSA BTOPUHHE
nakyBaHHsi rOTOBOIO
NpoaykTy:

A/T Hoeo Hopagaick,
Oanis;

A/T Hoso Hopgick,
Oanis;
ainbHUUA
BMPOGHULTBA, Ha siKil
NPOBOANTLCS
BUPOBHMUTBO

3MiHN) - 3MiHK Y po3gini «YnakoBka» B MKA 113
06yMOBEeHi NpuBeAeHHAM iHdopMaLlii LLoao NepBUHHOMO
nakyBaHHs y BiANOBIAHICTb 40 MaTepianis
peecTpaLiiHOro 4ocke. 3MiHM BHECEHO A0 IHCTPYKUii Ans
MeAMYHOro 3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"YnakoBka". BBegeHHs1 3MiH NpoTsirom 6-Tu MicsiLiB nicns
3aTBEPKEHHS.
3MinHn | TMNy - 3MiHK 3 siKOCTi. [oTOBUMIA NikapcbkKiA 3acib.
CucTtema KoHTenHep/3akynoptoBanbHui 3aci6 (iHwwi
3MiHu). 3MiHu Il Tuny - 3MiHK Wwopao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHu y
TepaneBTUYHNX NOKa3aHHsIX (404AaBaHHSI HOBOTO
TepaneBTUYHOrO NokasaHHsA abo 3MiHa y 3aTBepAKEHOMY
nokasaHHi). 3MiHM BHECEHO A0 IHCTpyKUiT Ans MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"MokasaHHs" (3MiHEHO 3aTBepaXeHe NnokasaHHs.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKeHHs* 3miHn Il Tuny - 3MiHK Wwoao
Ge3nekn/edekTUBHOCTI Ta hbapmakoHarnsgy. 3MiHu y
KOPOTKIil XapaKTepuCTULi Nnikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLIT A4NA MEANYHOro 3aCTOCyBaHHS
Yy 3B’513Ky i3 HOBVMU Ja@HUMW 3 SIKOCTi, AOKMIHIYHUMM,
KNiHIYHUMW JaHUMK Ta 4aHMK 3 hapMakoHarnsagy.
3Minun |l Tuny - 3MiHn wopo 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3MiHW y KOpoTKil XxapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MELMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMW AaHUMU 3
SAKOCTI, AOKMIHIMHUMM, KMIHIMHUMW AaHUMKU Ta AAaHUMK 3
bapmakoHarnsgy. BeegeHHs amiH npoTarom 6-Tu micauis
nicns 3aTBepKEHHs




63 [TponoBkeHHs nogaTka 3
Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Hepo3dacoBaHoro
npoaykTy,
binbTpyBaHHS,
HanoBHEHHS Ta
niodinizavis NOPOLLIKY:
A/T Hoeo Hopagaick,
[aHis;
ainbHUUA
BUPOBHMUTBA, Ha SKIN
npoBoANTLCSA
BMPOBHMLTBO
Hepo3dacoBaHoro
NpPoAyKTy,
DinbTPyBaHHS,
HamnoBHEHHS Ta
niogpinizauis NOpOLLKy:
A/T Hoeo Hopagaick,
LaHisa
121.| HO-WUNA® PO34UH Ans iH'EKLN, TOB "Onenna YkpaiHa XIHOTH 3aBog YropwuHa BHECEHHS1 3MiH O peecTpauiiHMX maTepianiB:TexHi4yHa 3a UA/0391/02/01
20 mr/mn Ne25 (5x5): Xenckea dapmaueBTUYHNX Ta nomurnka (3rigHo Hakasy MOS Big 23.07.2015 Ne 460). peuenmom
no 2 mn B amnyni; no YkpaiHa" XimivyHux MpogykTis BunpaeneHo TexHi4YHY NOMUIKY B IHCTPYKUIT Anga
5 amnyn, po3mileHnx MpawusiT Ko. JTa4., MeOUYHOro 3aCToCcyBaHHs Nikapcbkoro 3acoby ([JoaaTok
y MigaoHi; no 5 MignpuemcTteo Ne 3 26).
niaAoHIB Y KAPTOHHIN (MignpvemcTBo B 3AIMNMPOINMOHOBAHO:
KopoobLi YaHikBenbab) 3ATBEPOXXKEHO
Haka3s MiHictepcTBa 0XOpoH#M
3[40poB’a YKpaiHu
14.07.2017 Ne 798
PeecTpaliiHe nocBigyYeHHs
Ne UA/0391/02/01
3a3HayeHe BUMNpaBreHHs BignoBigae apxiBHUM
marepianamM peecTpaLiiHoro JOchbe.
122.| OFPAHIA® Kancynu no 75 mr; no AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuX MaTepianiB:yTOYHEHHS 3a UA/15217/01/01
7 kancyn y nictepi; peecTpauinHoi npoueaypu B Hakasi MO3 YkpaiHu Ne peuenmom
no 2 6nictepu y navui 1725 Big 11.08.2021p. B NnpoLieCi BHECEHHSA 3MiH: 3MiHu |
TUMYy - 3MiHK 3 siKoCTi. FOTOBMI Nikapcbkuii 3acib.
KoHTponb AonomixxHUx pevoBuH. 3MiHa napameTpis
crneundikaui Ta/abo JoNyCTUMMX MEX ANst LONOMIKHOT
peYoBUHYM (BUMYYEHHS 3i cneumdikaLii He3Ha4yHoro
nokasHuka (Hanpwuknag 3acTapinoro nokasHuka)) -
BUIYyYEHHS 3i cneumdikaLii Ta aHaniTUYHUX MeToaiB
BXiIHOrO KOHTPOIIO Ha Karncynu TBEPAi >xenaTUHOBI
HEe3Ha4yHoro nokasHuka «'eoMeTpu4Hi po3mipu» Ta
«Baxki meTanm»
123.| OFPAHIA® Kancynum no 75 mr; no AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX maTepianis:amiHu | 3a UA/15217/01/01
7 kancyn y bnicrepi; TMNy - 3MiHK 3 skocTi. A®I. KoHTponb ADI. 3miHa y peuernmom

no 2 6nictepu y navui

meTofax BunpobysaHHs AD| abo BuxigHoro
mMaTepiany/npoMixXHOro NpoayKkTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y Npoueci BUpobHuutea AdPI
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(He3HayHi 3MiHM y 3aTBEPAXEHNX MeToAax
BMNPOBYBaHHS) -
BHECEHHS 3MiH B aHaniTM4Hy metoamky Ha Ad|
MperabaniH 3a nokasHnkom «CynpoBiaHi gomiwku» (OdDY,
2.2.29; 2.2.46) Big BMpoGHuka 3.
124.| OFPAHIA® kancynu no 150 wmr, AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuX maTepianis:3miHu | 3a UA/15217/01/02
no 10 kancyn y TMNYy - 3MiHK 3 sikocTi. ADL. KoHTponb AdL. 3miHa y peuenmom
GnicTepi; no 3 MeToaax BunpobysaHHs A®I abo BuUxigHOro
Gnictepu y navui MaTepiany/npoMixKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI
(He3HayHi 3MiHM y 3aTBEPMKEHNX MeToAax
BUNPOOYyBaHHS) -
BHECEHHS 3MiH B aHaniTu4Hy metoauky Ha AdI
MperabaniH 3a nokasHukom «CynposigHi gomiwkuy (OPY,
2.2.29; 2.2.46) Big BupobHuka 3.
125.| OPAHIA® kancynu no 300 wmr; AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpauiiHix maTepianis:amiHu | 3a UA/15217/01/03
no 10 kancyn y TMNYy - 3MiHK 3 skocTi. ADL. KoHTponb ADI. 3miHa y peuenmom
6nictepi; no 3 mMeTogax BunpobysaHHs APl abo BuxigHoro
Gnictepn y navui marepiany/npoMixXHOro NpoaykTy/peareHTy, Lo
BVKOPVCTOBYETLCS Y Mpoueci BupobHuuTea Ad|
(He3HauHi 3MiHM y 3aTBEpAXXEHNX MeToAax
BMNpOByBaHHS) -
BHECEHHS 3MiH B aHaniTu4Hy meToamky Ha AdI
MperabaniH 3a nokasHukom «CynpoBigHi gomilwkuy (OPY,
2.2.29; 2.2.46) Big BupobHuka IT13.
126.| O®EB® kancynu m'ski no 100 BepiHrep HimeyunHa A eHp Em LTabrect Himeuunna BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | 3a UA/16115/01/01
mr; no 10 kancyn y IHrenbxanm 'm6X, HimeuunHa TUNYy - 3MiHa YNOBHOBaXeEHOI 0coby 3asiBHMKA, peuenmom
6nicTepi; no 6 IHTEepHeLLHN (anbTepHaTMBHA BiANoBiAanbHOI 3a hapmakoHarnsag.
GnicTepiB y KApTOHHIW m6X nabopatopis ans lMponoHoBaHa pepakuia: Sven Kohler. 3MiHa KOHTaKTHUX

ynakoBLi

npoBeAeHHs! KOHTPOIO
SIKOCTI (32
BUKITIOYEHHSIM
MikpobionorivyHoi
unctotn)); bepiHrep
IHrenbxanm ®apma
mBEX i Ko. KT,
HimeuunHa (nepBuHHe
(6nicTepu) Ta BTOpUHHE
nakyBaHHs1,
MapKyBaHHs!, KOHTPOIb
AIKOCTi, KOHTPOMb AKOCTI
3a NoKasHUKOM
MikpobionoriyHa
yucToTa Ta BUMycK
cepiyi nikapcbkoro
3acoby); KataneHt
HimeuunHa E6epbax
'M6X, HimeuunHa
(BUpoGHMLTBO,
ynakoBka Ta KOHTPOJlb
SIKOCTI (3a

[OaHnx ynoBHOBaxeHOi ocobu, BianoBiganbHoi 3a
dapmakoHarnsag,.
3MiHa KOHTaKTHOI 0cobu 3asiBHMKA, BianoBiganbHOI 3a
dapmakoHarnag B YkpaiHi.
MponoHoBaHa pepakuisi: Monisyak OneHa BikTtopiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOW 3asiBHUKA,
BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
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[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUKIMOYEHHAM
mikpobionoriyHoT
umnctoTn) Kkancyn bulk
(He posdhacoBaHoi
npopaykuii)); Nabop N+C
Al', HimewyumnHa,
HimeyuunHa
(anbTepHaTMBHA
nabopatopis gns
npoBeAeHHS KOHTPOro
AKOCTi MikpobionoriYHoi
unctotn); HysicaH
'm6X, HimeuunHa
(anbTepHaTMBHA
nabopatopis gns
NpoBeAEHHS KOHTPOI0
SIKOCTI (32
BUKIMOYEHHAM
MikpoGionoriyHoi
yuctotn)); CI'C
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa
(anbTepHaTMBHA
nabopatopis gns
NpoBEAEHHS KOHTPOI0
AKOCTi MikpobionoriYHoi
ynctotu); dapmilor
®apma NogxicTik
'M6X, HimeyunHa
(anbTepHaTMBHa
ainbHUUA ans
BTOPVHHOIO MaKyBaHHS
Ta MapKyBaHHs);
LteremaHH
JTboHMepnakyHreH yHa
Torictiwep Cepsic e.
K., Hime4yunHa
(anbTepHaTMBHa
OinbHUUS aAns
BTOPWHHOIO NaKyBaHHS
Ta MapKyBaHHs)

127.

O®EB®

Kancynu m ki no 150
mr; no 10 kancyn y
Gnictepi; no 6
GnicTepiB y KApTOHHiIW
ynakoBLi

BepiHrep
IHrenbxanv
IHTEepHeLLHN

mMBEX

Himeyunna

A enp Em WTabTect
M6X, Himeyunna
(anbTepHaTMBHa
nabopatopis ans
npoBeAeHHs! KOHTPOIO
SIKOCTI (32
BUKIIOYEHHAM
MikpobionoriyHoi
unctotn)); BepiHrep
IHrenbxanm ®apma

HimevuunHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn |
TUMY - 3MiHa YNOBHOBaXEHOI 0COOU 3asiBHYMKA,
BignoBiganeHoi 3a hapMakoHarnsag,.
MponoHoBaHa pepakuisi: Sven Kohler. 3MiHa KOHTaKTHUX
[OaHux yrnoBHOBaxeHoi ocobu, BianoBiganbHoi 3a
dapmakoHarnag,.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BianoBiganbHoi 3a
dapmakoHarnag B YkpaiHi.

MponoHoBaHa pepakuisi: Monisyak OneHa BikTopiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COOU 3asBHUKA,

3a
peuernmom

UA/16115/01/02
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep

n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o

n 3acoby ynakoeka) noceio4yeHHs1
'm6X i Ko. KT, BignoBiganeHoi 3a hapMakoHarnag B YkpaiHi.

HimeyynHa (nepBuHHe
(6nicTepun) Ta BTOPUHHE
nakyBaHHs,
MapKyBaHHs, KOHTPOb
SIKOCTi, KOHTPOSb SAKOCTI
3a MOKa3HVKOM
MikpobionoriyHa
yucToTa Ta BUNycK
Cepin nikapcbkoro
3acoby); KataneHt
HimeuyunHa E6epGax
'm6X, HimeuunHa
(B1pobHMLTBO,
ynakoBKa Ta KOHTPOIb
SIKOCTi (3a
BUKITIOYEHHSIM
MikpoGionoriyHoi
umncToTn) Kancyn bulk
(He posdracoBaHoi
npogykuii)); Na6op N+C
Al', HimewumnHa,
HimeyunHa
(anbTepHaTMBHa
nabopatopis ans
NpoBeEHHSI KOHTPOSHO
AIKOCTi MikpobionoriyHoi
unctotu); HysicaH
'M6X, HimeyunHa
(anbTepHaTMBHa
nabopatopis ans
NpoBeEHHS KOHTPOSHO
sIKoCTi (3a
BUKIMOYEHHSAM
MikpobiornoriyHoi
yuctotn)); CI'C
IHCTUTYT PpeseHiyc
m6X, HimeyuunHa
(anbTepHaTMBHA
nabopatopis ans
NpoBeeHHsI KOHTPOTHO
AKOCTi MikpobionoriyHoi
ynctotu); Gapmilor
dapma NogxicTik
m6X, HimeyuunHa
(anbTepHaTMBHa
DinbHUUS aAns
BTOPWHHOIO NaKyBaHHS
Ta MapKyBaHHS1);
LLiteremaHH
JIbOHepnakyHreH yHg
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[TponoBkeHHs noaarka 3

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TNoricTiwep Cepsic e.
K., Himewumna
(anbTepHaTMBHa
AinbHUUA ans
BTOPWHHOIO NaKyBaHHS
Ta MapKyBaHHs1)
128.| O®JIOKCAL| NOPOLLIOK BE3 XopsarTis XKensHr lcT-Asis Kutan BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | - UA/5417/01/01
WH KpucTaniyHnmn dapmaxem dapmaceyrTikan Ko., TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS
(cybeTaHuin) y [0.0.0. Iro. Ta/abo agpecu micua NPoBaKEHHS OiANbHOCTI
NoABINHNX BUPOGHMKA (BKIMOYao4uuM, 3a HEOOXiAHOCTI, MicLe
noninponineHoBmx NPOBEAEHHST KOHTPOIIO SIKOCTI), abo BnacHuka macTep-
naketax ons danna Ha AP, abo nocTavanbHuka Adl/BuxigHoro
BMPOGHMLTBA matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
CTEPUINbHNUX Ta 3acTocoByTbCA Y BUPOOHMLTBI ADI (SKLLO 3a3HaYeHo y
HeCTepunbHUX [oCbe Ha nikapcbkui 3acib) 3a BigcyTHOCTI cepTudikata
nikapcbkux hopm BiNOBIgHOCTI €BponeWnchkin hapmakonei y
3aTBEpAKEHOMY A0CbE, ab0 BUPOGHMKA HOBOT
[OMOMDKHOT PEYOBUHM (SIKLLO 3a3Ha4YeHOo Y A0ChE) - 3MiHa
appecy BupobHuka Zhejiang East-Asia Pharmaceutical
Co., Ltd., China
129.| O®TAKBIKC Kpanni o4Hi, 5 mr/mn; CaHnteH AT diHnaHais Hekct®apma AT, diHnaHaisa BHECEHHS1 3MiH JO peecTpauiiHuX maTepianis:3miHu | 3a UA/11401/01/01
® no 0,3 mn y Tio6uk- PiHNAHAIA (BUPOBHMK TUMYy - 3MiHa YNMOBHOBaXEHOi 0COOM 3asBHWKa, peuenmom
KpanenbHuui; no 10 BiAnoBiganbHWM 3a BignoBiganbHoi 3a hapMakoHarnsag.
THOBWK-KpanenbHULpG Yy BMPOGHMUTBO in bulk, [MponoHoBaHa pepakuis: JenbdiHa bepTtpam, .d.H.,
nakeTi 3 donbru; no 1 nepBvHHE Ta BTOPUHHE [OKTOp HayK. 3MiHa KOHTaKTHMX AaHWX YMOBHOBaXEHOI
nakeTy B KApTOHHIl nakyBaHHsi, KOHTPOIb ocobw, BignosiganbHoOI 3a dhapmakoHarnsg.
KopoobLi sikocTi); CaHTeH AT,
PiHNAHAIA (BUPOOHMK,
BiAnoBiganbHWI 3a
BUNYCK cepii)
130.| O®TAH®TU Kpanni o4Hi 0,5 % no CaHteH AT PiHnaHais MaHyakTypiHr Hinepnanan BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis:3miHu | 3a UA/5052/01/01
monon 5 mn y dpnakoHi 3 MakariHr ®apmaka [ PiHnaHais TUMY - 3MiHa YNOBHOBaXEHOi 0COOM 3asBHWKa, peuenmom
KpanenbHuueto, no 1 (MNo) B.B., BignosiganeHoi 3a dhapMakoHarnag. NponoHoBaHa
(NaKkoHy B KApTOHHIl Hinepnangn pepakuisa: JenbdiHa Beptpam, A.d.H., AOKTOP Hayk.
Kopoo6ui (anbTepHaTUBHUIA 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXeHOi ocobu,
BUPOGHWK, BiAgnoBigansHoil 3a dhapmakoHarnag.
BiAnoBiganbHWI 3a
BTOPWHHE NaKyBaHHS);
Hekct®apma AT,
PiHNAHAIA (BUPOBHMK,
BiAnoBiganbHWI 3a
BMPOGHMUTBO in bulk,
NepBUHHY Ta BTOPUHHY
yMaKoBKY, KOHTPOIb
sikocTi); CaHTeH AT,
PiHNAHAIA (BUPOBHMK
BiAnoBiganbHWI 3a
BUNYCK cepii)
131.| NAHTEHON Tabnetku no 100 mr TOB "MIBE YkpaiHa Mibe Mmb6X HimeyunHa BHECEHHS 3MiH O peeCTpaLiiHUX MmaTepianis:3MiHu | be3 UA/11523/01/01
no 20 a6o 50, abo YKPAIHA" ApuHanmiTTenNb MRy - 3MiHM 3 gkocTi. CepTudikat BignosigHocTi/lE- peuenma

100 Tabnetok y

cepTudikat BianoBigHOCTI €EBpONEenchbKin
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CKMAHOMY (QN1aKOHi; dapmakonei/MoHorpadii. NMogaHHA OHOBNEHOTO
no 1 cnakoHy B cepTudpikaTa BiANOBIAHOCTI €BpONENchbkin hapmakonei
KapTOHHIN navi Ne R1-CEP 2006-233-Rev 03 (3atBepaxeHo: R1-CEP
2006-233-Rev 02) ans A®| gekcnaHTeHory Bif yxe
3aTBepakeHoro BupobHuka BASF SE, Germany. 3minu |
MRy - 3MiHK 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBiaHOCTI €BpONEnchbKin
dapmakonei/moHorpadii. NogaHHA OHOBNEHOTO
cepTudikaTta BignoBigHoCTIi €Bponencokin hapmakonei
Ne R1-CEP 1997-113-Rev 03 (3atBepgxeHo: R1-CEP
1997-113-Rev 02) ans A®Il gekcnaHTeHony Big yxe
3aTBepakeHoro BupobHuka DSM Nutritional Products
Ltd., United Kingdom.
132.| MAHTO301 TabneTkn, BKpUTI "FOHik IHAisA HOHik ®apmacbioTvkan IHAisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:3amiHu | 3a UA/11508/01/01
KMLLKOBOPO34YMHHOO dapmacboTUk IlabopaTopia TUMY - BUNPaBIEHHS TUNOrpaddCbKMX MOMUITOK Y peuenmom
obonoHkoto, no 40 mr an (BigaineHHs dipmu "Ox. MeToAMKax Ta NpuBeAEeHHS A0 BanigauiiHuX 3Ha4YeHb, a
no 10 tabnetok y JTabopaTtopis" B. Kemikans eHg cawme:
6nictepi; no 1 abo 2 (BiaaineHHs dapmacbioTukansa - 3a nokasHukom « O4HOPIAHICTL 4030BaHNUX OANHULEY
abo 3 Gnictepn B cipmn "Ox. B. Nra.") BUMPaBIEHO OOBXUHY XBUMi (3aTBEpIKEHO: 294 HM;
KOpOoOGLi 3 KapTOHY Kemikans eHg 3anponoHoBaHo: 290 HM), OANHULI BUMIPY iHXeKLi
dapmacbkloThK (3aTBepakeHo: 20 mn; 3anponoHoBaHo: 20 un),
ans Nnra.") MOJEKYNSIPHY Macy naHTonpasosny HaTpito (3aTBepAKeHO:

405,36; 3anponoHoBaHo: 432,4) Ta yTOYHEHO NapameTp y
chopmyni po3paxyHKy (404aHO COBOCMONYYEHHS Ky
nepepaxyHky Ha 6e3BOAHY PeYOBUHY»); - 3@ MOKa3HUKOM
«Po3unHeHHs» BUNpaBneHo oauHWLI BUMIPY iHXeKUii
(3aTBepmkeHo: 20 mn; 3anponoHoBaHo: 20 un) Ta
YTOYHEeHO napameTp y dopmMyni po3paxyHky (4oaaHo
CMOBOCMOSYYEHHS «y NepepaxyHKy Ha 6e3BoaHy
PEYOBUHY»);

- 3a nokasHukoM «CynyTHi JOMILLKU» BUNPaBIIEHO PO3Mip
KOMOHKM (3aTBepmkeHo: 12,5 cmx4,6 mm, 5 ;
3anponoHoBaHo: 12,5 cmx4,0 MM, u5) Ta 3a3Ha4yeHo
AeTanbHUi po3paxyHOK AOMILLIOK; - 3@ MOKa3HUKOM
«KinbkicHe BU3Ha4YeHHSA» BUMPABIEHO PO3YMHHMK, KM
BMUKOPUCTOBYETLCS MPU NPUrOTYBaHHI €TanoHHOro Ta
TECTOBOrO PO34UHIB (3aTBEPMAKEHO: BOAA OYMLLEHS;
3anponoHOBaHO: MobinbHa dasa) i yTouHeHO napameTp y
chopmyni po3paxyHky (404aHO COBOCMONYYEHHS «y
nepepaxyHky Ha 6e3BoaHy peqoBuHy»). 3minu Il Tuny -
npvBeAeHHs cneuudikadii Ta MeToAiB KOHTPOIO Aito4oT
pevYoBUHM NAaHTONPA30ny HaTpito ceckairigpaTty y
BignoBigHICTb 40 BUMOr MoHorpadii «Pantoprazole
Sodium» USP, a came:

- 3MiHK go po3ginie «Description», «Solubility»;

- po po3ainy «ldentification» gopano metog HPLC;

- BUNy4eHo po3ginu «pH» Ta «Heavy metalsy;

- 3MiHa HWXHBbOT MeXi 3a nokasHukoM «Water content»
(3aTBepmxeHo: 4,0% - 8,0%; 3anponoHoBaHo: 4,5% -
8,0%);

- 3MiHa Npodinto 4OMILLOK, AONYCTUMUX MEX Ta
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MeToaunKM 3a nokasHukom «Related substancesy;
- 3MiHa BEPXHbOI MeXi Ta METOAMKN 3a NOKa3HUKOM
«Assay» (3aTBepakeHo: 98,0% - 101,0%;
3anpornoHoBaHo: 98,0 — 102,0%).
B3anponoHoBaHo: Test — Organic Impurities (Test 2):
- Benzimidazolethiol derivative (pantoprazole related
compound C): NMT 0.10a %
- Pantoprazole sulfone (pantoprazole related compound
A): NMT 0.20 %
- N1-Methyl pantoprazole (pantoprazole related
compound D) and N3-Methyl pantoprazole (pantoprazole
related compound F): NMT 0.20b %
- Pantoprazole dimer (pantoprazole related compound E):
NMT 0.10 %
- Pantoprazole sulfide (pantoprazole related compound
B): NMT 0.15 %
- Any other individual impurities: NMT 0.10 %
- Total impurities: NMT 0.5 %
a At 305 nm
b Impurities D and F are not full resolved and should be
integrated together
133.| MENOHA PO34MH ANs iHGY3iN K'esi ABcTpis Anbdacirma C.n.A., ITanis/ BHECEHHS1 3MiH O peecTpauiiHuXx maTtepianis:3miHu | 3a UA/15097/01/01
Ta oparnbHoro dapmac'ioTike ITania (BupobHMLTBO AscTpis TMny - 3MiHM Wwoao 6e3nekun/edekTMBHOCTI Ta peuenmom
3acTtocyBaHHs, 20 n3 M'm6X bulk, nepsuHHe Ta dapmakoHarnsgy. BHecenHs abo amiHa(n) oo
Mr/mn; no 1 mn B BTOPWHHE MaKyBaHHS, 3000B'sA3aHb Ta YMOB BuAavi peecTtpauiiHoro
amnyni, no 5 amnyn y MapKyBaHHS, KOHTPOmb nocBiAYeHHs, BKMovatouu MnaH ynpaeniHHA pusukamm
KOHTYPHI YapyHKOBIW akocri); [.J1. ®apma (iHWi 3MiHW). 3asiBHUKOM HaaHO OHOBMEHWI NNnaH
ynakosui, no 2 Mm6X, ABCTpisi ynpaeniHHS pusmkamu Bepcia 14.0 gnsa nikapcekoro
KOHTYPHi YapyHKOBI (mapkyBaHHA Ta 3acoby MEMOHA, posunH ans iHdysii Ta opanbHOro
yMaKoBKWN B KapTOHHIM BTOPWHHE NaKyBaHHs); 3actocyBaHHs, 20 mr/mn; no 1 mn B amnyni; no 5 amnyn y
KopoobLi K'esi ®apmac'ioTikens KOHTYPHIi/ YapyHKOBI/ yNakoBL,i, N0 2 KOHTYPHi YapyHKOBI
Mm6X, ABCTpis (Bunyck YMaKOBKN B KAPTOHHI KOPOOLi 3 MapKyBaHHAM
cepii) iHO3EMHMMKN MOBaMU 3i CTUKEPOM YKPaiHCbKOI MOBOIO;
no 1 mn B amnyni; No 5 amnyn y KOHTYPHIN YapyHKOBIN
ynakoBLi, N0 2 KOHTYPHi YapyHKOBi YNaKOBKU B KAPTOHHIl
KOpOo6Li 3 MapKyBaHHsIM YKpaiHCbKOI Ta aHrMifCbKo
moBamu. CtpykTypy MYPa oHoBneHo BignosigHo Ao
pekomeHaadii Guideline on good pharmacovigilance
practices (GVP) Module V — Risk management systems
(Rev 2.0.1)
134.| NEHTANTIH Tabnetku no 10 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiHuX MmaTtepianis:3miHn | UA/8694/01/01
IC® Tabnetok y 6nictepi; [00aTKOBOO [00aTKOBOK TUMY - 3MiHK Wwoao 6e3neku/edekTMBHOCTI Ta
no 1 6nictepy B naui BiAgnoBiganbHi BiANoBiganbHiCTIO dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX
3 KkapToHy; o 10 CTIo "IHTEPXIM" AaHux npo cuctemMy chapmakoHarnsagy (BBeAeHHs
TabneTtok y Gnictepax "IHTEPXIM" y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy,

3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a
3AiCHEeHH: hbapmakoHarnsgy; KOHTakTHoOT ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKLWo BOHa BiAMiHHa Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo
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3MiHW y PO3MilLleHHiI MacTep-tharna cuctemum
chapmakoHarnsgy). 3miHa ynoBHoBaxeHoi ocobu
3asiBHMKa, BignosigansHoi 3a hapmakoHarnsg.
MponoHoBaHa peaakuis: HaropHa OneHa
OnekcaHapiBHa. 3MiHa KOHTAKTHMX JaHWX
YNOBHOBa)eHOi 0cobu, BignoBigansHoi 3a
chapmakoHarnsag.
135.| MEHTAIIH kancynu, no 10 TOB "ACIHO Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis:3miHu | 3a UA/10881/01/01
®dC EKCTPA kancyn y énictepi; no YKPAIHA" TMNy - nogaHHsa oHoBneHoro CEP Ne R1-CEP 2004-309 - | peuenmom
KAMNCYNn 1 abo 2 Gnictepu B Rev 02 ana A®I napaueTtamony Big 3aTBEPAYKEHOTO
KapTOHHIN nayui BMpobHuka Zhejiang Kangle Pharmaceutical Co., Ltd.,
Kutain (3atBepaxeHo: CEP Ne R1-CEP 2004-309-rev 01);
3MiHM | TUNY - BHECEHHS 3MiH Ao cneuudikauii ADI
napaueTtamony BupobHuytea Zhejiang Kangle
Pharmaceutical Co., Ltd., Kutan y BignoBigHictb oo
BUMoOr MmoHorpadii Paracetamol EP
136.| MEHTAIIIH- Tabnetkv no 10 TOB "ACIHO Ykpaina TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | 3a UA/2617/01/01
»C Tabnetok y Gnictepi; YKPAIHA" MRy - 3MiHK 3 skocTi. CepTudikat BignosigHocTi/lE- peuenmom

no 1 Gnictepy B nayui
3 KapToHy; no 10
TabneTtok y 6nictepax

cepTudikaT BiANOBIAHOCTI EBPONENCHKIN
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOTO cepTudikaTa BiANOBIAHOCTI a00 BUNYyYEHHSs
cepTudikaTa BiANOBIAHOCTI €BpoNenchbKin dhapmakonei:
ansa A®l; anst BUXigHOro matepiany/peareHTy/npoMikHOro
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI AdI;
ONst AONOMIXXHOI peqoBuHM (cepTudikaT BiANOBIAHOCTI
€Bponelicbkint hapmakonei) - HoBun ceptudikar Big
HOBOro BMpOGHMKa (3aMiHa abo JOMOBHEHHS) - NOAAHHS
HoBoro CEP R1-CEP 2005-143-Rev 02 ans A®I|
MeTami3ony HaTpito MoOHorigpaTy Bif, HOBOrO BUPOGHMKa
Xeben LizixeH PapmacetoTikan Ko., Ita., Kutan go Bxe
3aTBEPKEHOr0 BUPOBHUKA. 3MiHM | TUMY - 3MiHM 3 AKOCTI.
A®I. KoHtponb A®I. 3miHa y napameTpax cneundikauiv
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y crneundikaLisx
Ha A®l, abo BUXigHWI/MPOMIXHWIA MPOAYKT/peareHT, LWwo
BMKOPVCTOBYIOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHW) - AOMNOBHEHHS cneuudikauii APl metamisony
HaTpito MoHorigparty, BUpobHuuTBa Xebew Li3ixeH
dapmacsktotikan Ko., J1ta., Kutan npumitkoto:
«lgeHTudikauis» — 1 gonyckaeTbCs NPOBOAUTU TECT
meToaoM PamaHiBcbkoi cnektpomeTpii (EP 2.2.48).
Mpoueanypa npoBedeHHs TecTy Ta Biadip Npob onucaHi y
BignosigHux COIM; 3miHu | Tuny - 3MiHK 3 sikocTi. AL,
KoHTponb A®I. 3miHa y meTopax BunpobysaHHa APl abo
BVXiAHOrO Marepiany/npoMixXHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y Npoueci BUpobHmuTea ADI (iHLwi
3MiHM y MeToaax BUNpobyBaHHS (BKMNoYvatoun 3amiHy abo
nonoBHeHHS) A®I abo BUXiZHOro/MPOMIXXHOrO NPoayKTy),
BBEAEHHS MEeTOAMKN KOHTPOSIO NoKasHMKa «3anuLuKoBi
PO34MHHUKNY Ana APl meTamisony HaTpito MOHorigpaTy
TOB «®apma CtapT». 3miHu | Tuny - 3miHn 3 AKoCTi.
oToBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro




71

[TponoBkeHHs noaarka 3

Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

nikapcbkoro 3acoby (iHwWi 3mMiHW), 3aTBEPMAKEHHS METOIB
KOHTponto Ans nikapcekoro 3acoby NMEHTANTH-®C,
Kancynu yKpaiHCbKOK MOBOK

137.

NEHTAJITIH-
»C

Tabnetkv no 10
Tabnetok y Gnictepi;
no 1 Gnictepy B navwi
3 kapToHy; no 10
TabneTtok y Gnictepax

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "dapma Ctapt”

Ykpaina

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu |
TMny - 3MiHuM 3 skocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BiaNnoBiaHOCTI €BpONEnChbKin
chapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUNYYEHHS
cepTudikaTa BignoBigHOCTIi €BponeWnchkin dapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/npoMi>kHOro
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI AdI;
ONs AONOMIKHOT pevoBuHM (cepTuddikat BignosigHOCTI
€Bponecbkin dapmakonei) - OHOBNEHU cepTudikart Big
yXe 3aTBEpAXEeHOro BUpobHuKa -
nogaHHs oHoBrieHoro CEP Ne R1-CEP 2004-309 - Rev
02 ans A®l napauetamony Big 3aTBEpAXEHOro
BMpobHuka Zhejiang Kangle Pharmaceutical Co., Ltd.,
Kutan (3atBepaxkeHo: CEP Ne R1-CEP 2004-309-rev 01.
3MiHu | TMNYy - 3miHK 3 sikocTi. AL, KoHTponb AP, 3miHa
y napameTpax cneumdikauin Ta/abo 4oNyCTUMUX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIZHWMI/MPOMIDKHUIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoueci BupobHuutea API (iHwwi
3MiHW) - BHECEHHSI 3MiH A0 cneuundikadii ADI
napaueTtamony BupobHuuTBa Zhejiang Kangle
Pharmaceutical Co., Ltd., Kutai y BignosigHicTe Ao
BMMOr MoHorpadii Paracetamol EP

3a
peuenmom

UA/2617/01/01

138.

NIPALETAM-
300POB'A

PO34MH Anis iH'EKLN,
200 mr/mn, no 5 mn B
amnyni; no 10 amnyn
y kopobui; no 5 mn B
amnyni; no 5 amnyn y
GnicTepi; no 2
Gnictepn B Kopobuli;
no 10 mn B amnyni; no
5 abo 10 amnyn y
KapTOHHiI kopobui

ToBapucTBO 3
0oBMmexeHo
BiAgnoBiganbHi
CTHO
"®apmaueBTn
YHa KOMNaHis
"3popos's"

Ykpaina

ToBapucTBo 3
0obMexeHo
BiANOBiganNbHICTIO
"®apmaueBTUYHa
KomnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu |
TUMy - 3miHu 3 AkocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNy4YeHHs
cepTudikaTa BignosigHocTi €Bponeiickbkin dhapmakonei:
anst A®l; ans BuxigHoro matepiany/peareHTy/npoMiXXHOTO
NpPOAYKTY, LLIO BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
[Onsi JONOMiXHOI peqoBUHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBMNeHW cepTudikaT Big,
yXKe 3aTBEpAXEHOro BUPOOHWMKa -
noAaHHsi OHOBMNEHOro cepTudikaTy BignoBIgHOCTI
€sponeiicbkint papmakonei Ne R1-CEP 2004-083 - Rev
07 (3atBepmkeHo: R1-CEP 2004-083 - Rev 04) anst A®I
MipaueTtam Big gitoyoro BupobHka NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China. Ak Hacnigok, yTOYHEHHS KOHTAKTHUX JaHWX
BUPOGHWMKa, BUAANEeHHs 3acTapinoi AinbHuui
BMPOGHMLUTBA, BHECEHHS 3MiH 40 cneuudikadii Ta
METOZiB BXiAHOIO KOHTPOIIO AKOCTi 3rigHo EP gitovoro
BMAaHHs. 3MiHM y npoueci BUPOGHMLUTBA Ta cXeMi
cuHTesy AdI He Bigbynocs

UA/7498/01/01

139.

NIPUOOKCH
HY

KpucTaniyHum
NMopOLLIOK

TOB
"BAJTAPTIH

YkpaiHa

IbxaHrkci TbsAHKCIH
PapmachktoTikan Ko.,

Kutan

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis:3miHu |
TMNYy - 3MiHW 3 gkocTi. CepTudikat BignosigHocTi/lE-

UA/14182/01/01
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rigPoxnor (cybeTaHuin) y DOAPMA" Ira. cepTudikaT BiaNoBiaHOCTI €BpONENChbKin
na (BITAMIH | nonietuneHosumx dapmakonei/moHorpadii.
B6) nakeTtax ans nogaHHs OHOBIEHOro cepTudikaTa BignoBigHOCTI
dapmaLeBTUYHOro €ponevickkin dpapmakonei CEP Ne R1-CEP 2013-165-
3acTocyBaHHs Rev 00 Big Bxe 3aTBEpIAXXEHOrO BUPOGHUKA 3
BUMYYEHHSIM i3 cneumdikauii nokasHuka «Baxki meTanmy»
Ta BBeJEHHAM nepiody NePEKOHTPOMI0 3aMiCTb TEPMIHY
npuaaTtHocTi. 3anponoHosaHo: CEP Ne R1-CEP 2013-
165-Rev 00
140.| NONDKUHAK | kancynu BariHanbHi JlabopaTopis ®paHuia Bupo6GHuK, DdpaHuis/ BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/10193/01/01
C no 6 kancyny IHHOTEK BiAMNoOBiAaNbHUA 3a LLisenuapis Tuny - 3MiHK 3 sKocCTi. [oTOBMI Nikapcbkui 3acib. 3MiHn 'y | peyenmom
6nictepi; no 1 abo 2 IHTEepHaCbLWOH nakyBaHHS, KOHTPOb i BUPOBHMUTBI. 3amiHa abo BBe4eHHS 404aTKOBOI AiNbHULI
GricTepu y KapTOHHIMN anb BUMYCK Cepil: BUPOGHMLTBA NS YaCcTUHM abo BCbOro BUPOBHMYOro

KopobLi

IHHOTepa Llysi,
dpaHuis; BupobHuk,
BignoBiganbHUN 3a
BUPOOHMLTBO in bulk:
KataneHT ®paHy,
BeriHxerim CA, dpaHuis
abo CBICC KENNC AT,
LLseviyapis, abo
IHHOTepa Lysi,
®paHuia

npoLuecy roToBOro fikapCbKOro 3acoby (JinbHuUUs, Ha SKin
npoBoanTbes Byab-aki BUPOOHWUI cTagii, 3a BUHATKOM
BUMYCKY CEPil, KOHTPOSIO SAKOCTi, NEPBUHHOIO Ta
BTOPWHHOIO NaKyBaHHs, 41151 HECTEPUIbHUX NiKapCbKUX
3acobiB) - BBeAEeHHs1 [O4aTKOBOro BUpo6Huka in bulk:
IHHOTepa LLysi, ®paHuis (3aTBepakeHo: KataneHT dPpaHy,
BeiiHxeiim CA, ®paHuis Ta CBICC KEMNC AT,
LLiseviLapist). 3MiHM BHECEHO B TEKCT MapKyBaHHS
ynaKoBKW nikapcbKoro 3acoby LWoao AoAaBaHHS
BUpPOOHMKa, BigNOBiAanbHOro 3a BUpOGHMLTBO in bulk.
3miHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuii 3acib.
3MiHu y BUpoGHMUTBI. 3MiHM y npoLeci BUpOGHMLTBA
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaoUM MPOMiKHUI
MPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOOHWLTBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMLITBA)

Ha eTani iHkancynsuii (encapsulation step) napameTp
BiHOCHO| BOMOrocTi aganTyeTbcs A0 06nagHaHHs
IHHOTepa LLyai
3miHu | TNy - 3miHKM 3 sikocTi. MoToBUIA Nikapcbkuii 3acib.
3MiHu y BUpOGHMUTBI. 3MiHM y npoLieci BUpOGHMLTBA
rOTOBOrO MiKapCbKOro 3acoby, BKIOYaoUM MPOMiKHUIA
MPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHWLTBI FOTOBOrO
nikapcbkoro 3acoby (HeaHayHa 3MiHa y npoLeci
BMPOGHMLTBA) - HE3HAYHI 3MiHM y NpoLieci BUPOBHMLTBA,
a came, Ha eTani iHkancynsuii (encapsulation step)
nepemMilllyBaHHs XenaTuHy [0 BUKOPUCTaHHS
Bugansietscs. 3miHn | Tuny - 3miHn 3 sikocTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHK y npoueci
BMPOOHMLITBA rOTOBOrO MikapCbKoro 3acoby, BKMoYaoum
MPOMIKHUIA MPOAYKT, LLIO 3aCTOCOBYETLCS NpU
BMPOBHMLTBI rOTOBOrO NMikapcbkoro 3acoby (HesHayHa
3MiHa y npoueci BUpobHULITBA) - HE3HAYHI 3MiHN B
npoteci BupobHuutea J13, a came, 3miHa
TemnepaTypHoOro napameTpy: nigsuweHHs Big 60 o 65
°C Ha cTagii B (BMpoGHULTBO %enaTuHoBoi Macu). 3MiHu
| Tuny - 3miHn 3 AkocTi. FoToBMI NMikapcbkni 3aci6. 3MiHK
Y BUpOGHMLTBI. 3MiHM y npoueci BUpPOGHMLUTBA roTOBOIO
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nikapcbkoro 3acoby, BKMOYa4M NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETHLCS NPY BUPOBGHULITBI FOTOBOTO NiKapcbKoro
3acoby (He3Ha4yHa 3miHa y npoueci BUpobHULTBA)
He3HayHi 3mMiHM B npoLeci BupobHuuTea J13: nig yac
BUIOTOBIIEHHSA BHYTPILWIHBLOI ha3n | JonoMixkHa pevoBuHa
Teo3®63 3pigKyeTbCa He B HarpiBanbHi Wwadi, a B
EMHOCTi 3 TEPMOpPErynboBaHO cucTemoto. 3MiHu | Tny -
3MiHu 3 siKocTi. FoTOBMIA nikapcbkuid 3aci6. 3miHn y
BUPOOBHMLTBI. 3MiHM BUNpoGyBaHb abo LONYCTUMUX MEX,
BCTaHOBIEHMX Y cneuundikauisx, nig 4yac BMpobHmuTBa
rOTOBOrO fiKapCbKOro 3acoby (BUMyYeHHS HECYTTEBOIO
BMNPOOYBaHHS B NpoLeci BUpobHMLUTBA) B NPOLECI
KOHTPOIO Nif Yac BUPOOHMLTBA Nepesipka TOBLLUMHM
XenaTnHOBOI CMYXKWN BUAANSETLCS SK HECYTTEBUIA
napameTp (Gelatine strip thickness). KoHTponb macu
BMICTY Ta Macu 0BOMOHKMN BXe BUKOHYETLCA ANA Kancynm
i € gocTaTHin Ana AemMoHCTpaLii BiANoBiAHOCTI Kancyn i3
[03yBaHHAM ANS OAUHWLI NPoAYKTY. A napameTpu
Kancynu KOHTPOIOKTLCSA NPOTATOM YCbOro etany
iHkancynauii. 3minn | Tuny - 3miHn 3 akocTi. oToBMI
nikapcbkuii 3aci6. 3miHn y BUpobHMUTBI. 3MiHM Yy Npoueci
BMPOOHMLITBA rOTOBOrO MikapCbKoro 3acoby, BKMHOYaoum
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BMPOGHMLTBI FOTOBOrO NiKapCbKoro 3acoby (iHLwi 3MiHK)
3MiHa TepMiHy 36epiraHHs Ans NPOMIDKHOIO MPOAYKTY.
TepMiH 36epiraHHs 5 Micsiuis 6yB niaTBepmHKEHNIN
BUPOGHMKOM IHHOTepa LUy3i. 3miHu | Tuny - 3miHK 3
sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KOHTponb ONOMiIKHMX
peyoBuH. 3MiHa y MeTodax BUNpobyBaHHsSt JOMOMIXKHOI
peYoBMHM (iHLLI 3MiHM y MeToaax BUNpoGyBaHHS
(Bkntoyatoum 3amiHy abo JoaaBaHHs)) 3anponoHOBaHO
anbTepHaTMBHWI METOA, BU3HAYEHHSI TemnepaTypu
nnaBneHHs, SIKN BUKOHYETbCA BignoBigHo Ao metogy Ph.
Eur. Monograph 2.2.14 npu koHTponi onii coeBoi
rigporeHisoBaHoi BUpobHukom IHHoTepa LLyai
(3aTBepmkeHo Ph. Eur. Monograph 2.2.15). 3minu | Tuny
- 3miHu wopao 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsaay (iHwi 3miHn). OHOBNEHHS TEKCTY
MapKyBaHHS! MEPBMHHOI Ta BTOPMHHOI YMakoBOK
nikapcbKkoro 3acoby LLoA0 BUAANEHHS TEKCTY POCINCLKOKO
MOBOI. BBeZieHHs 3MiH NpoTsArom 6-Tv micsUiB nicns
3aTBEPIKEHHS.

141.

NPAOAKCA®

Kancynu Teepai no 75
mr: no 10 kancyn y
GnicTepi; no 1 abo 3,
abo 6 bricTtepiB y
KapTOHHiI kopobLyi

BepiHrep
IHrenbxanm
IHTepHeLwHN

mMoEX

Himeyunna

BepiHrep IHrenbxanm
®apma 'mbX i Ko. KI

HimevuunHa

BHECEHHS1 3MiH 40 peecTpauiiHuX maTtepianis:3MiHu |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsay. BeeaeHHst abo 3MiHM 4o y3aranbHeHUX
[AaHux npo cuctemMy cpapmMakoHarnsigy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cuctemMy dapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
30iNCHEHHS1 (hapMakoHarnsiay; KOHTakTHOT ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKL0 BOHa BiAMiHHa Big

UA/10626/01/01
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YNOBHOBaXeHOT 0cobu, BignoBigansHoi 3a 34iMCHEHHS
chapmakoHarnsay (BKMYaum KOHTaKTHi AaHi) Ta/abo
3MiHW y PO3MilLleHHiI MacTep-tharna cuctemm
dapmakoHarnagy), ans gosyeanHa 110 mr ta 75 mr.
3MiHa ynoBHOBaXeHOi 0cobu 3asiBHUKA, BianoBiganbHoi
3a cpbapmakoHarnsg. NMponoHoBaHa pepakuis: Sven
Kohler. 3miHa KOHTaKTHMX JaHWX YNOBHOBaXeHOi ocobu,
Bi4noBiganbHoi 3a papMmakoHarnsag. 3miHa KOHTaKTHOI
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg B
YkpaiHi.

MponoHoBaHa pepakuisi: MoniByak OneHa BikTopiBHa.
3MiHa KOHTaKTHMX JaHWUX KOHTaKTHOI 0Co6K 3asiBHYMKA,
Bi4noBiganbHOI 3a hapmakoHarnag B YkpaiHi.

142.

NPAOAKCA®

Kancynwv Teepgi no
110 mr: no 10 kancyn
y 6nicTepi; no 6
GnicTepiB y KApTOHHIW
KopobLUi

BepiHrep
IHrenbxanm
IHTEepHeLwwHnN

m6X

Himevumna

BepiHrep IHrenbxanm
dapma 'mM6X i Ko. KIF

Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:3amiHu |
UMY - 3MiHW Wogo 6e3nekun/edhekTMBHOCTI Ta
cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUxX
AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
y3aranbHeHUX AaHunx Npo cuctemy cdhapmakoHarnsgy,
3MiHa ynoBHOBaXxeHOI ocobu, BianoBiganbHoi 3a
3AiCHEHHs hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
YNOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
hapmakoHarnsay (BKIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLeHHi MacTep-darna cucteMm
dapmakoHarnsay), ans gosysanHs 110 mr ta 75 wr.
3MiHa ynoBHoBaxeHOi ocobu 3asiBHUKaA, BianoBiganbHoi
3a (papmakoHarnsig. MNponoHoBaHa pefakuis: Sven
Kohler. 3miHa KOHTaKTHUX AAaHUX YNOBHOBaXeHO! ocobu,
BigMNoBiganbHoi 3a hapmakoHarnsg. 3MiHa KOHTaKTHOT
ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapMakoHarnsg B
YkpaiHi.

MponoHoBaHa pepakuis: Monisyak OneHa BikTopiBHa.
3MiHa KOHTaKTHMX JaHWUX KOHTaKTHOI 0co6K 3asiBHYMKA,
BignoBiganbHoi 3a apMakoHarnsag B YKpaiHi.

UA/10626/01/02

UA/10626/01/03

143.

NPAOAKCA®

Kancynv TBepAi no
150 wr, no 10 kancyn
y bnicTepi; no 3 abo
no 6 Gnictepi y
KapTOHHiIl kopobui

BepiHrep
IHrenbxanv
IHTEepHeLLHN

mMBEX

Himeyumna

BepiHrep IHrenbxanm
®apma 'mbX i Ko. KI

HimevuunHa

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn |
TMMY - 3MiHM Wwopao 6e3neku/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
[AaHux npo cuctemMy cpapmMakoHarnsay (BBeAeHHs
y3aranbHeHVX JaHuX Npo cucTeMy chapmMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS1 (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
thapmakoHarnagy B YKpaiHi, K0 BOHa BiAMiHHA Bifg
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHOI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BKIoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
dapmakoHarnsgy) - Ans f4o3ysaHHs 150 mr. 3miHa
yMNOBHOBaXeHOI 0cobu 3asiBHUKa, BiANOBiganbHOI 3a
dapmakoHarnag. NponoHoBaHa peaakuis: Sven Kohler.
3MiHa KOHTaKTHMX JaHUX YNOBHOBaXXEHOI 0cobu,
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BifgnoBiganbHoi 3a hapMakoHarnag. 3miHa KOHTaKTHOI
ocobu 3asiBHKKa, BiANoBiaanbHoi 3a hapmakoHarnsg B
YkpaiHi.
MponoHoBaHa pegakuisi: Monisyak OneHa BikTopiBHa.
3MiHa KOHTAKTHUX OAHWUX KOHTaKTHOT 0COGW 3asiBHUKA,
BignoBiganbHoi 3a hapMakoHarnsg B YkpaiHi.
144.| NPAKCBAWH | posuuH ans BepiHrep HimeyunHa BepiHrep IHrenbxanm Himeuunna/ BHECEHHS 3MiH [0 peecTpauifiHix maTtepianis:3minu | 3a UA/15467/01/01
o® iH ekuin/indysin, 2,5 IHrenbxanv ®apma 'M6X i Ko.KT, Benebrisa TMny - 3MiHu Wwopao 6esneku/edekTMBHOCTI Ta peuenmom
r/50 mn, no 50 mn y IHTepHeLwwHn HimevuunHa capmakoHarnsgy. BeegeHHst abo 3MiHM 0O y3aranbHEHUX
cdnakoHi; no 2 mM6X (BMPOGHULTBO, [aHuX Npo cuctemy dapmakoHarnsgy (BBeAeHHs
riakoHW Y KapTOHHIN nepByHHE Ta BTOPUHHE y3aranbHEeHUX AaHnX Npo cucTemy chbapmakoHarnsay,
KopobLUi nakyBaHHS, KOHTPOb 3MiHa ynoBHOBaXxeHOI ocobu, BianoBiganbHoi 3a
SIKOCTi Ta BUNYCK cepii); 3aiicHeHHs dhapmakoHarnsgy; KOHTakTHoi ocobu 3
Ksoniti AccictaHc CA, apmakoHarnsay 3asiBHVKa ANs 34iNCHEHHSA
Benbris thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
(anbTepHaTUBHaA YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
nabopartopia ans dapmakoHarnsaay (BKIoYaum KOHTaKTHI AaHi) Ta/abo
KOHTPOSO SKOCTI 3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
NPOTArom dapmakoHarnagy). 3MiHa ynoBHoBaXkeHOI 0cobu
BMNpPOOYBaHHS 3asiBHUKA, BiANOBiAanNbHOI 3a hapmakoHarnsa.
cTabinbHocTi) MponoHoBaHa pegakuisi: Sven Kohler. 3mMiHa KOHTaKTHMX
[aHuX yroBHOBaXeHoi ocobu, BianosiaanbHOI 3a
dapmakoHarnag,.
3MiHa KOHTaKTHOI 0cobK 3asiBHUKA, BiAnoBiaansHoi 3a
dapmakoHarnag B YkpaiHi. [ponoHoBaHa pegakuis:
MoniByak OneHa BikTopiBHa. 3MiHa KOHTaAKTHUX AaHWX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaansHoi 3a
dapmakoHarnag B YKpaiHi.
145.| NPEQHI3ON PO34MH ANis iH'EKLIN, TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis:3miHu |l 3a UA/1889/01/01
OH 30 mr/mn; no 1 mn B "BIO®APMA" UMY - 3MiHK 3 sikocTi. ADL. (iHWi 3mMiHK). OHOBNEHHS peuenmom
amnyni; no 5 amnyn y pepakuii DMF BupoGHuka Ha cybcTaHuito «lpeaHizonoH
6nicTepi; no 1 HaTpito dpoccpaTt», BupobHMUTBa «Henan Lihua
6nicTepy B nauui 3 Pharmaceutical Co., Ltd», Kutai 3 Bepcii JM® 09EP001
KapTOHY AP-03, nov. 2019 Ha Bepcito 09EP001 AP-04, march,
2020
146.| NPEAQHITON ma3b 0,25 % no 10, TOB «MIBE YkpaiHa Mibe MMBX HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:3miHu | 3a UA/10283/02/01
® abo 30r,abo 50ry YKPATHA» ApuHanmittens TUMNY — BHECEHHS 3MiH y crieuudikaLito Ha TepMiH peuyenmom

Ty6i; no 1 Ty6i B
KapTOHHIN navui

npuaaTHOCTI FOTOBOrO NiKapCbKOro 3acoby: BBEAEHHS
nepiogu4HoCTi TeCcTyBaHHs 3a n. «Pas3mep yactuuy
(McnblTaHe NPOBOANTCH B HAaYare u KOHLe cpoka
rOAHOCTH); 3MiHM | TUMY — BHECEHHS HE3HAYHUX 3MiH O
MeTOAY BU3HAYEHHSI PO3MipYy YacTUHOK METOAOM
onTuyHoi mikpockonii (EP 2.9.37); aminum | Tuny —
BHECEHHS 3MiH y cneuudikalito Ha TepMiH NpuaaTHOCTI
roTOBOrO fikapCbKoro 3acoby: BBEAEHHS NepioANYHOCTI
TecTyBaHHs 3a n. «aeHTndmkaumsa» (McnbitaHne
NPOBOAMTCA B Ha4arne nccnegoBaHuii no ctabunbHocTn);
3MiHM | TUNY — BHECEHHS 3MiH Y cneuudikalito Ha TepMiH
npuaaTHOCTI FOTOBOrO NiKapCbKOro 3acoby: BBEAEHHS
nepioanM4HOCTI TeCTyBaHHs 3a n. «Macca cogepXxvmMoro
TyObI» (MCNbITAHNE NPOBOAMTCS B Ha4are vccrnegoBaHum
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no cTabunbHOCTK)

147.

APEOHITON
®

kpeM, 0,25 % no 10 T,
abo 30r,a6o50ry
Ty6i; no 1 Ty6i B
KapTOHHIN navui

TOB "MIBE
YKPAIHA"

Ykpaina

Mibe M'mbX
ApuHanmiTTenb

Himevuunna

BHECEHHS 3MiH 4O peecTpauiiHMX maTepianis:3miHu |
TMNYy - 3MiHK 3 AKOCTi. [OTOBMI Nikapcbkuii 3acit.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MEX
roTOBOrO JlikapCbKoro 3acoby (iHLWi 3MiHW) — BHECEHHS
3MiH y cneumdikaLito Ha TepMiH NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby: BBeAeHHsI NepiogNYHOCTI
TecTyBaHHs 3a n. «Pa3mep yactuuy» (ucnbitaHne
NPOBOAWTCSA B HAa4asne v KoHLe cpoka rogHocTu). 3MiHu |
UMY - 3MiHK 3 SKOCTi. [OTOBMI Mikapcbkuin 3acib.
KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
meToAax BUNpobyBaHHA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEepAKeHNX MeTodax
BMNPOOYBaHHS) — BHECEHHSA HE3HAYHWX 3MiH 4O MeToay
BWU3HAYeHHS PO3Mipy YaCTMHOK METOAOM OMTUYHOT
mikpockonii (EP 2.9.37). 3miHn | Tuny - 3miHn 3 AKoCTi.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa napameTpiB cneumdikauin
Ta/abo OoNyCTMMUX MEX rOTOBOIO MikapCcbKoro 3acoby
(iHWi 3MiHK) - BHECEHHS 3MiH Yy cneuudikauito Ha TepMiH
NpWAATHOCTI FOTOBOTO NiKapCcbKoro 3acoby: BBeAEHHS
nepioguYHOCTI TeCTyBaHHSA 3a N. «aeHTudmkaumusa»
(McnbiTaHne NPOBOAMTCA B HaYarne UccnegoBaHuii no
CcTabunbHOCTK); KPiM TOrO, MPOMOHYETLCA KOPUTYBaHHS
YacTOTU TeCTyBaHHA y cneundikaLii Ha BUNYCK Ta TEPMIH
npuaaTHOCTI 3a nokasHukom «MikpobionoriyHa YmuctoTar,
6e3 3MiHM BCTaHOBMNEHWX BUMOT cneuudikauii. 3miHu |
TMMYy - 3MiHK 3 sKocTi. FoTOBMI Nikapcbkun 3acib.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauin Ta/abo 4onyCTUMNX MEX
rOTOBOIO fiKapCbKoro 3acoby (iHLLi 3MiHW)- BHECEHHS 3MiH
y cneuudikaLito Ha TepMiH NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby: BBeAEHHS NEPIOANYHOCTI
TecTyBaHHs 3a n. «Macca cogepXmmoro Tyobi»
(McnblTaHe NPOBOAMTCA B HaYarne UccneaoBaHuii no
cTabunbHOCTH)

3a
peuernmom

UA/10283/03/01

148.

nynbMiKOP
T

cycneHsia ans
po3nuneHhHs, 0,25
Mmr/mn; no 2 mn B
KOHTeNHepi; no 5
KOHTeNHepiB y
KOHBepTi; Mo 4
KOHBEPTW Y KapTOHHIW
KopooGLi

ACTPA3EHE
KA Ab

LBeuis

Actpa3eHeka Ab,
LLseuist (BUpoOHULTBO,
KOHTPOrb SIKOCTi Ta
BUWMYCK cepii);
Actpa3eHeka AB,
LLBeLis (koHTponb
AKOCTI)

LBeuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TUMY - 3MiHK Wwopao 6e3neku/edekTMBHOCTI Ta
papmakoHarnsgy (iHwi amiHn). 3mMiHU BHeceHo 4o
iHCTPYKLUii ANa MeAWMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby go po3sginy "Cnocib 3actocyBaHHs Ta fo3u"
(pepakuinHi npasku). BBegeHHs 3MiH NpoTsiroM 6-Tu
MiCSILIiB Micnsi 3aTBEPOXKEHHS.

UA/5552/01/01

149.

nynbMIKOP
T

cycneHsia ans
po3nuneHHs, 0,5
Mr/Mi; Mo 2 Mn B
KOHTeNHepi; no 5
KOHTEWHepiB y
KOHBepTi; Mo 4

ACTPA3EHE
KA Ab

LBeuis

Actpa3eHeka Ab,
LLIseuis (BMpOGHULITBO,
KOHTPOrb SIKOCTi Ta
BUWMYCK cepii);
Actpa3eHeka Ab,
LLIBeist (KOHTpONb

LBeuis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
papmakoHarnsigy (iHwi amiHu). 3mMiHU BHeceHo 4o
IHCTPYKLUii ANa MeAMYHOro 3aCTOCYBaHHS MiKapCbKOro
3acoby no posainy "Cnocib 3actocyBaHHsi Ta o3n"
(penakuinHi npasku). BBegeHHs 3MiH NpoTsrom 6-tm

3a
peuernmom

UA/5552/01/02
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KOHBEPTW Y KapTOHHIN SIKOCTI) MicaUiB Micnsa 3aTBepAXeHHS.
KOpoOGLi
150.| NYPEFOH® PO34MH AN iH'EKLN, OpraHoH LLiseviLapis Bettep dapma- HimeyuunHa/ BHECEHHS 3MiH [0 peecTpaLinHmMx maTepianis:aMiHu || 3a UA/5023/01/01
833 MO/mn; no 0,420 CeHtpan lct ®epTuryHr N'meX i Ko. Hinepnanam TUNY - 3MiHK 3 sikocTi. A®Il. BupobHuuTBo. 3MiHN B peuenmom
mn (300 MO/0,36 mn) mM6X K, Himewuunna npoueci BupobHuutea AP (iHwi 3mMiHn). HeaHauHi 3miHu B

ab6o 0,780 mn (600
MO/0,72 mn) y
KapTpuaxi; no 1
KapTpUoxXy y
BiAKPUTOMY
NnacTUKOBOMY NOTKY
B KOMMMEKTi 3
ronkamm, no 2
KOMMAEKTU FONoK — 2
KapTOHHI KOPOOKM
(koXxeH KoMnnekT no 3
rONKW, KOXHa ronka B
iHaMBigyansHoMy
NnacTMKoOBOMY
KOHTEeWHepi) y
KapTOHHIN nayui

(BMPOGHMLITBO
HeposdacoBaHoi
npoaykuii Ta nepeuHHa
ynakoBka, KOHTPOb
AKOCTI, TECTYBaHHSA
CTepunbHOCTI Ta
BakTepianbHNX
€HAOTOKCHHIB rOTOBOTO
nikapcbkoro 3acoby
(KOHTpPOIb AKOCTI Ta
TecTyBaHHSA
cTabinbHoCTi),
BidyaribHa iHcnekuist);
Bettep dapma-
PepturyHr F'm6X i Ko.
KI', HimevdmHa
(BMPOGHMLITBO
Hepo3dhacoBaHoi
nNpoAayKuii Ta nepBMHHA
ynakoBka, KOHTPOrb
SIKOCTi, TECTYBaHHSA
CTepunbHOCTI Ta
GakTepianbHUX
€HAO0TOKCHHIB rOTOBOrO
nikapcbkoro 3acoby
(koHTpONb AKOCTI Ta
TECTyBaHHS
cTabinbHocTi),
BidyanbHa iHcnekuis);
Bettep ®apma-
PepTuryHr rm6X i Ko.
KI', HimevdmHa
(BidyanbHa iHcnekwis);
Bettep ®apma-
PepTuryHr N'm6X i Ko.
KI, HimeuunHa
(KOHTpOnb AKOCTI,
TeCTyBaHHS
CTEPUIbHOCTI Ta
GakTepianbHUX
€©HAOTOKCHHIB rOTOBOrO
nikapcbkoro 3acoby
(koHTpOnb AKOCTI Ta
TeCcTyBaHHS
cTabinbHoCTi),
BidyarnbHa iHcnekuist);

npoveci BupobHuutea A®I (conitponiHy 6eta), a came
BuAaneHHs inpopmaumn half batches of cell free
supernatant, 3amiHa oaMHWLE BUMIpY NapTii akTUBHOT
peyoBumHM 3 IU/vial to grams /ml, oHOBNEHO 610K - cxemy,
a came 3a3Ha4yeHHs! B CxeMi mapameTpiB npouecy;
OHOBMEHO ONWC CTagAjii OYUCTKU, OMUC KaTiIOHOBMIHHOT
KOIOHKM Ta 36ip entoaty; 3mMiHM MeToay BUNPoOYyBaHHS
Ons BUMiptoBaHHS Ginka B Nyni renbnpoHukao4oil
xpomaTorpadii (GPC) 3 FSH EIA (Follicle stimulating
hormone Enzyme Immunoassay) Ha UV (ultraviolet)
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H.B. OpraHoH,
HinepnaHam (koHTpornb
AKOCTi Ta TECTYBaHHSA
CcTabinbHOCTI, BTOPMHHA
ynakoBka, A03Bin Ha
BUMYCK cepii)
151.| PAHOCTOMN® | po3uuH ans MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | bes UA/8650/02/01
30BHILLHLOrO Ta "®ITOPAPM" Tuny - 3MiHn 3 siKocTi. FoToBWI Nikapcbkuii 3acit. Onuc Ta | peuenma
MicueBoro cknag. 3miHa y cknagi (4ONoMiKHUX pe4oBMHAX) FOTOBOMO
3actocyBaHHs 10 %, nikapcbkoro 3acoby (iHLWi AONOMiXHI pe4oBUHM) - 3amiHa
no 50 mn a6o 100 mn OfHIi€T AONOMDKHOI PEYOBMHW Ha iHLY 3 TUMW CaMVMU
y chnakoni, no 1 PYHKLiOHANbHUMM XapaKkTepUcTUKaMu Ta Ha ToMy
dnakoHy B nayui caMoMmy piBHi 3amMiHa OfHiel 4ONOMiIXKHOT pe4yoBUHM
MpokcaHon 268 Ha Monokcamep 338. BBeAeHHs 3MiH
nNpoTArom 6-Tu MicsiLiB nicns 3aTBepmkeHHs. 3MiHu | Tuny
- 3MiHu 3 sikocTi. FoToBMIA Nikapcbkuin 3aci6. Onuc Ta
cknag. 3miHa y cknagi (AoMoMiXkKHUX pe4YOBMHaX) rOTOBOrO
nikapcbKkoro 3acoby (iHLi ZonomixkHi pe4yoBuHN) - byab-
sIka He3Ha4yHa 3MiHa KifbKiCHOro cknagy AOMOMiIXHUX
PEYOBMH Yy FOTOBOMY fikapCbKOMy 3acobi. 3MEHLLEeHHS
KifTbKICHOrO BMICTY JOMOMIDKHOT PEYOBUHM - TMiLEepUHy 3
1,5 r Ha 0,43 r. BBegeHHs 3MiH npoTarom 6-Tn micsauis
nicns 3aTBepAXKEHHSI.
152.| PAMITYC cupon, 30 mr/5 mn, no Makneonc IHaia Makneoac IHaina BHECEHHS 3MiH [0 peecTpauinHux maTtepianis:3miHu |l 3a UA/6153/01/01
120 mn y donakoHi, no | ®apmacboTuk dapmacbloTukanc TUMY - 3MiHK 3 AkocTi. ADl. BupobHuuteo. 3miHa peuenmom
1 dprnakoHy 3 MipHUM anc Jliviteq Nimiten BMPOGHMKa BUXIAHOrO/MPOMIKHOIO NPOoAyKTYy/peareHTy,
KOBMaYykoMm y LLIO BUKOPUCTOBYHOTLCS Yy BUpOBHMYoMy npoueci AdI, abo
KapTOHHIN ynakoBLii 3MiHa BUPOGHMKa (BKMoYakoum, e HeobxigHo, micue
npoBeaeHHs KOHTponto sikocTi) ADI (3a BiAcyTHOCTI
cepTudcikaTa BignosigHocTi EBponeiickkini hapmakonei y
3aTBEpAKEHOMY A0Cbe)(BBEAEHHS HOBOTO BUPOGHMKA
A®I| 3 HapaHHsAM macTep-danna Ha APl) - BBeAeHHs
popaTtkoBoro BupobHuka APl nesoaponponiauHy
PRECISE CHEMIPHARMA PRIVATE LIMITED, India.
153.| PENNArAn KOHLeHTparT Anis LWavep IpnaHais BiAMNoBiAanbHUA 3a IpnaHais/ BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3minu | 3a UA/15890/01/01
PO34KHY Ans iHDY3In, dapmacbioTik BUMYCK cepii: HimeuumHa/ | Ttuny - 3miHu 3 sikocTi. FoTOBMI Nikapcbkuii 3acib. 3miHn y | peuernmom
1 mr/mm, mo 3,5 mn ans IpnaHgis Lavep CLIA/ BMPOGHMLTBI (iHLUI 3MiHW) - BHECEHHSI YCiX 3aTBEPAXKEHNX
KOHLieHTpaty y Nimiten PapmachbtoTikans CnonyyeHe BMPOBHMYMX AiNbHULb, SiKi 6epyTb y4acTb y BUPOOHULITBI

cdnakoHi, no 1
brakoHy B KapTOHHil
KopobLi

Ipnangis Iimitea,
Ipnangis;
BUPOBHMLTBO
nikapcbkoro 3acoby,
KOHTPOMb SIKOCTI cepii,
BidyanbHa iHCneKuis:
BeTttep ®apma-
PeprirtoHr 'MOX EHA
Ko. KI', HimeuyunHa;
BMPOGHMLUTBO
nikapcbkoro 3acooy,
KOHTponb sikocTi [T13:
KenpxiH bano®apma,

KoponisctBO
/
Hinepnangm

'N3 BignoBigHo Ao MaTepianiB BUpobHuMKa. XKoaHMX 3MiH
B po3aini 3.2.P.3.1. BupobHuku He BiabyBaeTbCs.
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

NTO (n6a EmepoxeHT
BaroConywwiHa
(CibiAn), CLUA;

KOHTPOIb SIKOCTi cepii,

BidyarnbHa iHCneKuis:
Bettep dapma-
DeprirtoHr TM6X EHA
Ko. KI', HimeuunHa;
Bettep dapma-
PeprirtoHr TM6X EHA
Ko. KI', HimeuunHa;
BidyarnbHa iHCneKuis:
Bettep dapma-
DeprirtoHr TM6X EHA
Ko. KT, HimeuyunHa;

KOHTpOnb sikocTi [T13:
Lavep XbtomeH

IbkeHeTik Tepanic,
CLUA;

KOHTPOMb SKOCTI Cepii:
Yapnb3 Piep

JTaGopaTopia AnneHp,
JIto, Ipnangis;

KosaHc JlabopaTopi3
Nimiten, Cnony4yeHe
KoponiscTBo;
MapKyBaHHsi Ta
nakyBaHHs1,

ANCTPMOYLIiSt rOTOBOrO

nikapcbkoro 3acoby:
EmiHeHT Cepgice3
KoprnopeniwH, CLUA;
LIiEYEnN Cannnan
YenH, Higepnanaw;
OIiEnyEn Cannnan
YenH, Hinepnanamn

154.

PE-COJlb

NMopoLLOK A11A
oparnbHOro Po3ynHy
no 18,9 r nopoLuky y
nakerti; no 10 abo 20
nakeTiB y KOopoobLi

ToBapucTBO 3
o6MeXeHo
BiAnoBiganbHi
CTHO
"®apmaueBTu
YHa KOMNaHis
"3popoB's"

YkpaiHa

ToBapucTBo 3
o6MeXeHo
BiANoBiganbHICTIO
"®apmaueBTuiHa
KoMnaHis "3gopos's”

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
YTOUYHEHHS peecTpauiitHoi npoueaypu B Hakaszax MO3
Ykpainu Ne 2225 Big 13.10.2021 Ta Ne 56 Big
13.01.2022 B npoueci BHeCEHHSA 3MiH - 3MiHu | Tuny -
3MiHM 3 sikocTi. CepTudikaT BignosigHocTi/l' E-cepTudikat
BiANOBiAHOCTI E€Bponenchkiii papmakonei/ MoHorpadii.
MopaHHA HoBOro abo oHoBMEHOro cepTudikara
BignoBigHOCTI abo BuUny4eHHs1 cepTudikata BignoBiaHOCTI
€sponevicbkin papmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOroO NPOAYKTY, WO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; Anst JonomixxHOT
peyvoBUHM (CepTuUdikaTt BianoBigHOCTI EBponenchki
dapmakonei) - HoBuii ceptudikat Bif HOBOro BUpobHuKa
(3amiHa abo [ONOBHEHHS) - NOAaHHs HOBOIO cepTugikata

be3
peuenma

UA/15043/01/01
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BignosigHocTi €Bponeickkin hapmakonei Ne RO-CEP
2018-159-Rev 00 ana A®I kanito xnopvay Bif HOBOrO
Bupo6Huka MACCO ORGANIQUES, S.R.O., Czech
Republic (gonoBHeHHs). 3anponoHoBaHo: VASA
PHARMACHEM PVT. LTD., India; MACCO
ORGANIQUES, S.R.O., Czech Republic. MNpvBeaeHHs
cneumdikaLii Ta MeTogiB BXiQHOro KOHTPOSIO AKOCTI Ha
Aitoyy peyvoBuHy Kanito xropua 3a NokasHUKOM
«CBuHeUb» A0 MaTepianiB BUpoOHMKa cybcTaHLii 3rigHO
npegcrasneHoro Hosoro CEP
155.| PECIMEPO Kancynu I. MNonb- HimeuunHa Bupo6bHuLTBO HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | bes3 UA/4948/01/01
MUPTON KULLKOBOPO34YMHHI NO Bockamn HEMOKPUTUX Kancyn: TMny - 3MiHK 3 AKOCTi. [oToBUMIA Nikapcbkuin 3aci6. 3MiHM Y | peuenma
120 mr no 10 kancyn m6X & Ko. KaTtaneHTt [xepmaHi BUPOBGHMUTBI. 3amiHa abo BBeAeHHS 404aTKOBOI AiNbHULI
y bnicTepi; no 2 K. E6epbax m6X, BMPOBHMLUTBA ANA YacTMHM abo BCbOro BUPOBHNYOro
GricTepu y KapTOHHIN Himeyvuuna; I". MNonb- npoLecy roToBoro fikapcbkoro 3acoby (iHLUi 3MiHK)
KopobLUi Bockamn MmM6X & Ko. 3a3HayeHHs1, BXXe 3aTBep4KEHUX paHille, BUPOOHNYNX
KI', HimeuunHa; OinbHUUb.
MokputTa kancyn: I'.
Monb-Bockamn MMBX &
Ko. KI', HimeuyunHa;
MepBrHHE Ta BTOPUHHE
nakyBaHHs:
I". Nonb-Bockamn MMG6X
& Ko. KI', HimeuwunHa;
Bunyck cepii: I". MNonk-
Bockamn M'm6X & Ko.
KI', HimewdmHa
156.| PECNEPO Kancynm I". Monb- HimeuumHa Bupo6HuuTBO Himeuumna/ BHECEHHS 3MiH IO peecTpaLiiHuX MaTepianis: 3miHu | bes UA/4948/01/02
MUPTON KWLLIKOBOPO34MHHi MO Bockamn HEMoKPUTMX Kancyn: LLisenuapis Tuny - 3MiHK 3 sKocTi. [oTOBMI Nikapcbkui 3aci6. 3mMiHny | peuyenma
POPTE 300 mr no 10 kancyn 'm6X & Ko. KataneHTt [xepmaHi BUPOBHMUTBI. 3amiHa abo BBe4eHHS AO4ATKOBOI AiNbHULL
y 6nicTepi; no 2 Kr. E6epbax MM6X, BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUPOBOHNYOro
GnicTepn y KapTOHHil HimeuumHa; Csicc Kanc npoLiecy roToBoro rnikapcbkoro 3acoby (iHLi 3MiHW)
Kopoo6ui AT, Weenuapis; 3a3HayeHHs, BXe 3aTBepKeHVX paHille, BUpobHUYMX
MokpuTTsa kancyn: I'. OinbHULb
Monb-Bockamn MMBX &
Ko. KI', HimeuyunHa;
MepBrHHE Ta BTOPUHHE
naKyBaHHs:
I". Nonb-Bockamn MM6X
& Ko. KI', HimewunHa;
Bunyck cepii: I". MNonb-
Bockamn M'mM6X & Ko.
K", Hime4unHa
157.| PUBACTUIM | kancynum no 1,5 mr no TosapucTBo 3 YkpaiHa TosapucTBo 3 YkpaiHa BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn | 3a UA/16388/01/01
IHIC 10 kancyn y 6nicTepi; [0[aTKOBOO [0[AaTKOBO TUMYy - 3MiHa YNOBHOBaXEHOi 0COOM 3asiBHWMKa, peuenmom
no 3 Gnictepu y nayui BignoBiganbHi BiAnoBiganbHIiCTO BignoBiganbHoi 3a hapmakoHarnag. NponoHoBaHa
CTHO "IHTEPXIM" pepakuisa: HaropHa OneHa OnekcaHgpisHa. 3miHa
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"IHTEPXIM" KOHTaKTHMX JaHMX YNOBHOBaXeHOi ocobu,
BigNoBiganeHoi 3a gpapmakoHarnag.
158.| PUBACTUIM | kancynu no 3 mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH O peecTpauiiHuX maTepianis:3miHu | 3a UA/16388/01/02
IHIC 10 kancyn y 6nictepi; [0[aTKOBOKO [0[aTKOBOIO TUMY - 3MiHa YNOBHOBAXXEHOI 0COOW 3asiIBHUKA, peuenmom
no 3 6nictepn y nayui | BignoeiganbHi BiAMOBIAANBHICTIO BiANoOBiAanbHOI 3a dapmakoHarnag. MNponoHoBaHa
CcTHO "IHTEPXIM" pegakuis: HaropHa OneHa OnekcaHgpiBHa. 3miHa
"IHTEPXIM" KOHTaKTHUX AaHMX YNOBHOBaXeHOi ocobu,
Bi4NoBiganbHoi 3a gpapmakoHarnag.
159.| PUBACTUIM | kancynu no 4,5 mr no ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHuX maTepianis:amiHn | 3a UA/16388/01/03
IHIC 10 kancyn y 6nictepi; [0[aTKOBOIO [0[aTKOBOIO TUMY - 3MiHa YNOBHOBAaXXEHOI 0COOU 3asiBHMKA, peuenmom
no 3 6nictepu y nayui BignoBiganbHi BignoBiganbHiCcTO BignoBiganbHoi 3a papmakoHarnag. lNponoHoBaHa
CTHO "IHTEPXIM" pegnakuisi: HaropHa OneHa OnekcaHgpiBHa. 3miHa
"IHTEPXIM" KOHTaKTHMX JaHWX YMOBHOBaXXEHOI ocobu,
BiZNoOBiganbHoi 3a dpapmakoHarnag.
160.| PUBACTUIM | kancynu no 6 mr no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHSA 3MiH 4O peecTpauinHUX maTepianis:3miHu | 3a UA/16388/01/04
IHIC 10 kancyn y 6nictepi; [0[aTKOBOKO [0[aTKOBOIO TUMYy - 3MiHa YNMOBHOBaXEHOi 0COOM 3asBHWKa, peuenmom
no 3 6nictepn y nayui | BignosiganbHi BiAMOBIAANBHICTIO BiAMNOBiAanbHOI 3a dapmakoHarnsg. NponoHoBaHa
CTHO "IHTEPXIM" pegnakuisi: HaropHa OneHa OnekcaHgpiBHa. 3miHa
"IHTEPXIM" KOHTaKTHMX JaHWX YMOBHOBaXEHOI ocobu,
BiZNoOBiganbHoiI 3a dpapmakoHarnag.
161.| PUHT cnpeit HaszanbHui, 0,5 | AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHs1 3MiH O peecTpauiiHuXx maTtepianis:3miHu | 6e3 UA/12119/01/01
HA3ANBHWUA | mr/mn, no 10 My TUNY - NOAAHHS OHOBIEHOro cepTudikaTa BignoBI4HOCTI peuenma
CMPEW® 3 cdnakoHi pasom 3 €ponevickkin dpapmakonei Ne R1-CEP 2008-064-Rev 02
MEHTOJIOM HacoCoM-403aTOPOM ans A®| okecumeTasoniHy rigpoxnopuay Bia Bxe
3 posnunosayem; no 3aTBepakeHoro BupobHuka Siegfried PharmaChemikalien
1 donakoHy B nauui 3 Minden GmbH, Hime4yunHa, y Hacnigok 36inbLweHHs
KapTOHY nepiofy NnoBTOopHOro BuUnpobyBaHHsa Ao 5 pokis (6yno: 3
poKm)
162.| POMALLKU kBiTkn no 30 r abo no MpAT YkpaiHa MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:3amiHu | bes UA/6027/01/01
KBITKWA 40, abo no 50 r, abo "NikTpasun" TUNy - BHECEHHS 3MiH o p. 3.2.P.7. Cnuctema peuenma

no 75 ry naykax 3
BHYTPILLUHIM NakeToM;
no 1,5 ry cinetp-
nakeTi, no 20 cinbTp-
nakeTiB y nayui abo y
nayui 3 BHyTPILLHIM
nakeTom

KOHTenHep/3aKynoptoBanbHWi 3acib, a came BHECEHHSI
YTOYHEHHS, WoAo Nayku ans ginbTp-nakeTis:
«[04aTKOBO Nayku MOXYTb 06ropTaTmcs 330BHi NiiBKOK
noninponineHoBoo» (3aTBEPAXKEHO «330BHi NaYku
obropTatoTbCsl NNiBKOK NOMINPONiNEHOBOY), 3
BigNOBIigHNMYK 3MiHamu B p. "YnakoBka" MKA J13;
3anpornoHoBaHo: MNMoapibHeHa cuposuHa no 30 1, 40 r, 50
r, 75 r B NakeTun, BUrOTOBMEHI 3 nanepy nakyBasbHOro
BOJIOrocTiliKoro, abo kpadT-nanepy, abo nanepy
raseTHoro, abo B nakeTu, BUrOTOBIEHi 3 MNiBKM 3
noniMepHMx MaTepianis 3 HACTYMHUM BKINagaHHAM B
nayvkv KapToHHi. Mopotok kpynHuia no 1,5 r B dinbTp-
nakeTu, BUrOTOBIEHi 3 Nanepy TepMo3BapioBaribHOro
NMOPUCTOro, L0 HE PO3MOKAE, 3 HACTYMHUM YKMagaHHAM
no 20 cinbTp-nakeTiB B Nayku KapToHHI. [logaTkoBo
naykn MoXyTb 0BropTaTncs 330BHi NMiBKOKO
noninponineHoBot. NopoLwuok KpynHWi no 1,5 ry inbTp-
nakeTu, BUrOTOBJIEHI 3 Nanepy TepMO3BapioBaibHOrO
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NOpUCTOro, Lo HE PO3MOKAaE, 3 HACTYMHUM YKragaHHAM
no 20 cinbTp-nakeTiB B NakeTW, BUrOTOBIEHI 3 NNiBKX 3
noniMepHUX maTepianis 3 HAaCTYMHUM BKMNadaHHAM B
nayku KapToHHi. [logaTkoBO Naykn MoXyTb obropTaTucs
330BHi NNiBKOIO NOMiNPOmnineHoOBo
163.| CAJNTIO®AIlb cynosuTopii Op. danbk HimeuyunHa BignosiganbHui 3a Himeuuunna/ BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3MiHu | 3a UA/3745/03/01
K pekTanbHi no 250 wr; dapma MmbX BWMYCK CEPil KiHLEBOro LLisenuapis Tmny - 3MiHn 3 akocTi. CepTudikat BignosigHocTiI/lE- peuenmom

no 5 cynosutopiis y
cTpwni; no 2 cTpunu B
KopobLi 3 KapTOHY

npoaykty: Ap. ®anbk
dapma 'M6X,
HimeuyunHa; BupobHumk
[030BaHoi hopmum,
nepBUHHE Ta BTOPUHHE
NakyBaHHS! Ta KOHTPOJS1b
akocTi: Bigpop CA
LiBaviHigepnaccyHr
Mepixemi ETTiHreH,
LLiseviuapis; NosaH
dapma 'MBX,
Hime4vuuHa;
Bupo6Hukn,
BignoBiganbHi 3a
KOHTpPOIb IKOCTi: JlozaH
dapma 'MBX,
HimeuuunHa; Bichop CA,
LLiseniuapisi; Bioeksam
AT, Wsenuapis;
HaykoBo-gocnigHui
iHCTUTYT Xennenep
'M6X, HimeyunHa

cepTudikat BiaNoBIAHOCTI EBpONENChKIN
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBJIEHOrO cepTudikaTa BignoBigHOCTi abo BUNYyYEHHS
cepTudikaTa BiANOBIAHOCTI €BpoNenchbkin dhapmakonei:
ans A®l; ons BuxigHoro matepiany/peareHTy/NpoMi>KHOro
NpoAYKTY, O BUKOPUCTOBYIOTLCS Yy BUPOOHULTBI ADI;
Ons AONOMIKHOT pevoBuHM (cepTuddikat BignoBiaHOCTI
€Bponecbkin dapmakonei) - OHoOBNeHU cepTudikart Big
yXe 3aTBepaKeHoro BUPoGHMKa - MoAaHHsS OHOBMEHOro
CEP R1-CEP 2003-188-Rev 06 ans A®| mecanasuvHy Big
3aTBepakeHoro BMpobHuka Chemi S.p.A. y 3B'A3ky 3i
3MiHOI Ha3BWM OAHOrO i3 BUPOGHWMKiB ADI 3 Zhejiang
Sanmen Pharmaceutical Co., Ltd Ha Zhejiang Hengkang
Pharmaceutical Co., Ltd 3atBepaxeHo: CEP R1-CEP
2003-188-Rev 05); aminu | Tuny - 3MiHK 3 sakocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTpornb roToBOro nikapcbkoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[OnNyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby (iHLwi
3MiHW) - 3MiHa KpUTEPI0 MPUNHATHOCTI Y cneumdikauii
N3 Ha TepMmiH NpuAaTHOCTI 3@ NOKA3HUKOM «3OBHILLHIN
BUMSAY, WO 06yMOBINEHO BHECEHHSIM iHdbopMaLlii
CTOCOBHO YTBOPEHHS 6inoro HanboTy nif yac 36epiraHHA
y 3B’s13Ky 3 nepekpucTanizauieto TBepANX XUpis. 3MiHK
BHECEHO B iHCTPYKLiO ANsi MEAUYHOro 3acTOCYBaHHS
nikapcbkoro 3acoby y p. "OCHOBHI (i3nNKO-XiMiYHi
BNacTMBOCTI"; 3MiHU | TNy - AOMIHICTPaTUBHI 3MiHU.
BunyyeHHs BUPOBHWYOT AinbHULI (BKMHOYaOYM AinbHUL
ans A®Il, npomixxHoro npoaykty abo rorosoro
nikapcbkoro 3acoby, AinbHULi Ans NpoBeAeHHS
nakyBaHHs1, BUpOOHWKa, BiAnoBiaanbHOro 3a BUMnycK
cepil, MicLe NpoBeaeHHS KOHTPOIO cepii) abo
nocTayanbHuka BUXiQHOrO MaTepiany, peareHTy abo
[OOMOMDKXHOT pEYOBUHU (SIKLLIO 3a3HAaYEeHO Y AOChE) -
BUITy4eHHSA BUPOGHMYOI AinbHuui Ap. ®ansk Papma
M'M6X, HimeuunHa, Wwo BignosigansHa 3a anbTepHaTUBHE
BTOPUHHE NaKyBaHHS, OCKiNbku Ginblue He
BVIKOPVICTOBYETbLCS B KOCTi AaHOi PyHKLiT; 3MiHM | Tuny -
3MmiHu 3 sikocTi. A®l. BupobHuLTBO. 3MiHa BUPOGHMKa
BUXiZHOro/NPOMIXKHOrO NPOAYKTY/peareHTy, Lo
BMKOPVCTOBYOTbCS Y BUpOBHUYoMy npoteci AdDI, abo
3MiHa BUpOGHMKa (BKIoYatkoum, e HeobxigHo, micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudpikaTa BignoBigHOCTi €Bponeinchkini hapmakonei y
3aTBEpAKEHOMY A0Cbe)(BBEAEHHS HOBOI AinbHUUI, Ae
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3AINCHIOETLCA MIKPOHI3aLis) - BBEAEHHS HOBOI OinbHUL,
Lo Bianosigae 3a mikpoHisauiio AP| (BupobHuLTBa
Erregierre SPA, Italy) — IMS S.r.l, Italy; 3miHu | TMny -
3MmiHu 3 skocTi. ADPl. BupobHuuTBo. 3MiHa BUpoBHUKa
BVXiAHOro/NpOMIDKHOTO NMPOAYKTY/peareHTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOBHMYoMy npoueci AP, abo
3MiHa BMpOOHMKa (BKNoYatoun, e HeobxigHo, micue
npoBeaeHHs KOHTponto sikocTi) ADI (3a BiACyTHOCTI
cepTudikata BignoBigHOCTI €Bponeinchkin dapmakonei y
3aTBEepAKEHOMY J0Cbe)(BBEAEHHS HOBOI AinbHULI, e
3AINCHIOETBCSA MIKPOHI3aLlis) - BBE4EHHS HOBOI OinbHUL,
Lo Bignoeigae 3a MikpoHisauito A®| (BMpobHuuTBa
Erregierre SPA, Italy) — Microchem S.r.|, Italy; 3aminu |
Tuny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkuin 3aci6. 3MiHN y
BUPOBHMUTBI. 3amiHa abo BBe4eHHS 404aTKOBOT AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUPOOHNYOro
npouecy roToBoro fikapcbkoro 3acoby (AinbHuUs Ans
BTOPUHHOIO NaKyBaHHS) - BBEAEHHS BUPOBHMKa, Lo
BigNoOBiganbHUiA 3a BTOpUHHE nakyBaHHs 113, JlozaH
dapma 'm6X, OT1T0-XaH WTpacce 13, 79395 HoeHbypr,
HimeuunHa/ Losan Pharma GmbH, Otto-Hahn-Strasse
13, 79395 Neuenburg, Germany; 3aMiHu | Tuny - 3mMiHu 3
AKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOBHMLTBI.
3amiHa abo BBeAeHHS 4oAaTKOBOI AiNbHULI BUpOGHMUTBA
Ans YactuHu abo BCbOro BUPOBGHWUYOro NpoLecy roToBOro
nikapcbKkoro 3acoby (AiNbHWUUS ANs NEPBUHHOTO
nakyBaHHs1) - BBEAEHHS1 BUPOOHMKa, Lo BiANOBiganbHUiA
3a nepBuHHe nakyBaHHs 113, JlozaH ®apma M'm6X, OTTO-
XaH WTpacce 13, 79395 HoeHbypr, HimeuunHa/Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395
Neuenburg, Germany; 3miHu | Tuny - 3miHun 3 sIKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHMLTBI. 3amiHa
abo BBeeHHS OAaTKOBOI AiNbHULI BUpobHULTBa Ans
YacTuHU abo BCbOro BUPOGHMYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHULA, Ha SKii NPOBOAATLCS
Oyab-aKi BUPOOHWYI CTagii, 32 BUHATKOM BUMYCKY Cepin,
KOHTPOIMIO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO NaKyBaHHs,
ANsi HECTEePUINbHKX NiKapCbKux 3acobiB) - BBEOEHHS
BUPOOHMKa, LLIO BigNoBiAanbHWIA 3a BUPOOGHMUTBO
po3oBaHoi popmu, NozaH Gapma Mm6X, OTT0-XaH
LLtpacce 13, 79395 HoeHOypr, HimeuunHa/Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395
Neuenburg, Germany; 3miHu | Tuny - 3miHuM 3 siKOCTi.
[oToBWI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo goaaBaHHS AiNbHULI, Ha SKi 30IACHIOETLCS
KOHTpOnb/BUNpobyBaHHs cepii)- AoAaBaHHSA BUPOOHMKa,
Lo BignoBiaanbHWI 3a koHTponto sikocTi 13, Bidop CA,
Pyt ne Monkop 10, 1752 Binnap-ctop-InaH,
Useviyapis/Vifor SA, Route de Moncor 10, 1752 Villars-
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sur-Glane, Switzerland; amiHu | Tuny - 3miHK 3 sIKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHM y BUPOGHUUTBI. 3MiHa
imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOTO NiKapCbkoro 3acoby (3amMiHa
abo gogaBaHHs OinNbHULI, Ha SAKIN 3AiNCHIOETLCS
KOHTpOrnb/BUNPOOYBaHHS cepii) - AoAaBaHHA BUPOOHWMKa,
Lo BignoBigansHWI 3a KOHTponb sikocTi 113, bioeksam
Al', Marrogwrpacce 95a, 6006, JlrouepH,
LLiseviyapis/Bioexam AG, Maihofstrasse 95a, 6006,
Luzern, Switzerland; amiHn | TMny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHMLTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gogaBaHHs OinbHULI, Ha SKi 30IACHIOETLCS
KOHTpOnb/BUNpobyBaHHS cepii) - BBEAEHHS BUPOOHWKa,
Lo BignoBiganebHWI 3a KoHTponb sikocTi 13, Haykoso-
pocnigHui iHnctutyT Xennenep Mm6X, Mapi-Kiopi-
LLtpacce 7, 79539 JNeppax, HimeuumHa/lnvestigation
Institute Heppeler GmbH, Marie-Curie-Strasse 7, 79539
Loerrach, Germany; 3amitn | Tuny - 3MiHK 3 SKOCTi.
["oToBMI nikapcbkuii 3aci6. 3miHKM y BUpOBHMUTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo goaaBaHHS AinbHULI, Ha SKi 30IACHIOETLCSA
KOHTpOnb/BUNpobyBaHHSs cepii) - BBeAEHHsI BUPOBHUKa,
Lo BignoBiganbHWIM 3a KOHTponb skocTi 13, JlosaH
dapma 'M6X, Ewbaxep Ltpacce 2, 79427 Ewbax,
HimeuunHa/Losan Pharma GmbH, Eschbacher Strasse 2,
79427 Eschbach, Germany; 3minu | Tuny - 3miHM 3 AKoCTi.
[oToBMI Nikapcbkuit 3aci6. 3MiHKM y BUpOOHUUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIIO AKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo goaaBaHHS AinbHULI, Ha SKi 30IACHIOETLCA
KOHTponb/BUNpobyBaHHs cepii) - BBEAEHHSI BUPOBHUYOI
[inbHUL, WO BiANOBiganbHa 3a KOHTponb akocTi M3,
JlozaH ®apma 'mb6X, OTTO0-XaH WTpacce 13, 79395
HoeHbypr, HimewyunHa/Losan Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg, Germany; 3minu | Tuny -
3MiHu 3 gKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHM y npoueci BUpOGHMLTBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYAKUM NPOMIKHUIA NPOAYKT, LLO
3aCTOCOBYETHLCS NMPU BUPOBGHULITBI FOTOBOIO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoLieci BUPOOGHMLTBA) -
KOPUIyBaHHS LUBMAKOCTi 3aMOBHEHHSA CyMNO3UTOpIIB ANs
nitoyoro BrpobHuka Bicdop CA LisaviHigepnaccyHr
Megixemi ETTiHreH, LLiBeiuapis, wo obymoBneHo
BMKOPWUCTaHHSM pi3HOro obnagHaHHa Ans nakyBaHHS, a
TaKoXX BHECEHi He3Hau4Hi aganTuBHI Mipy 4O BUPOOHNYOro
npoLiecy Ha HoBili BUpoBHWYin AinbHuui NlozaH ®apma
'M6X, HoeHbypr, HimewyunHa; 3miHm | Tvny - 3miHu 3
sIKOCTi. [0TOBMI NiKapcbkuii 3aci6. 3MiHM y BUPOBHUUTBI.
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3MiHn BUNpobyBaHb abo 4ONyCTUMUX MEX,
BCTaHOBIIEHUX Y crieumdikauisix, nig Yac BMpobHuULTBa
roTOBOrO fikapCbKoro 3acoby (BUMyYeHHSI HECYTTEBOrO
BUNPOOYBaHHS B NpoLEeci BUPOOHMLUTBA) - BUIyYEHHS
He3HayHoro BunpobysaHHs “Yield” B npoueci
BUPOGHMUTBA; 3MiHK | TRy - 3MiHK 3 AkocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneuumdikaui Ta/abo
OOMNYCTUMKX MEX FOTOBOrO FikapCbKoro 3acoby
(BonoBHEHHS cneumikavii HOBUM NOKa3HMKOM 3
BiAMOBIAHMM METOAOM BUNPODBYBaHHS) - BBEAEHHS APYroi
ineHTudikauii gitoyoi pevoBunHM Ao cneumdikauii M3
meTogom BEPX o BXe 3aTBepAXeHOi igeHTudikawii
meTogom Y®. [lonaTkoBO BHOCUTLCH PeAaKTOpChbka
npaBka 40 MeToAMKM BUNpobysaHHsi 113 3a nokasHukom
«MikpoGionoriyHa unctotay; amiHu | Tuny - 3MiHn 3
skocTi. [oToBuI nikapcbkui 3aci6. Cuctema
KOHTeNHep/3aKynoptoBanbHuii 3acio. 3miHa y NePBUHHIN
yMakoBLli FOTOBOro Nikapcbkoro 3acoby (iHLwi 3miHu) -
3MiHa y nepBuHHIN ynakosLi 113, a came 3 nonepegHLO
CchopMOBaHMNX NNACTUKOBUX CMYXOK 40 HeCChOpMOBaHOI
donbry, Wwo opMyoTbCs y NpoLeci BUpobHMUTBA; 3MiHK
| Tuny - 3MmiHn 3 sKkocTi. FoTOBMI Nikapcbkuin 3acib.
Cunctema KoHTelHep/3akynoptoBarbHuii 3acib. 3miHa
napameTpiB cneuudikauin Ta/abo 4onycTUMNX MEX
NepBUHHOI YMakoBKM FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiAMOBIAHUM METOAOM BUNPOBYBaHHS) - LOMOBHEHHS
cneuudikaLii NepBMHHOT ynakoBku (hornbru) MokasHUKOM
«3oBHiWwHIN BUrnsg» Appearance/visually/opaque, clear
and undamaged; 3miHu | Tuny - 3MiHK 3 saikocTi. [oToBWMI
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa napameTpis
cneumdikauin Ta/abo JoNycTUMUX MEX NEPBUHHOT
YMaKoBKN rOTOBOTO NiKapCbKOro 3acoby (AONOBHEHHS
cneundikaLii HOBUM NOKa3HWKOM 3 BiAMOBIAHUM METOLOM
BUNpoByBaHHs) - [ONOBHEHHS cneuyndikauii nepBUHHOT
ynakoBku (cponbru) nokasvukom “Konip» Colour /visually/
white; 3MiHu | TUny - 3MiHu 3 gKkocTi. [oTOBMIA NiKAPCLKNIA
3aci6. CucteMa KoHTelHep/3akynoptoBarnbHUiA 3acib.
3miHa napameTpiB cneundikaLi Ta/abo gonycTummx
MeX NepBUHHOI YMakoBKM rOTOBOTO NikapCbKoro 3acoby
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM 3
BiAMNOBIOHMM METOAOM BUNPODYBaHHS)- LOMOBHEHHS
cneuudikaLii nepBMHHOT ynakoBku (horbru) MokasHMKOM
«lpeHTudikauisi» Identity (PVC & PE) by IR spectroscopy.
Corresponds to reference spectrum; 3amiHu | Tuny - 3miHu
3 AkocTi. FoToBUIA nikapcekuii 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuUiA 3aci6. 3miHa napameTpis
cneundikauin Ta/abo 4ONYCTUMUX MEX NEePBUHHOT
YNaKoBKW rOTOBOTO NiKapCbKOro 3acoby (4ONOBHEHHS
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cneumdikaLii HOBMM NOKa3HWKOM 3 BiAMOBIAHMM METOAOM
BMNPOOYBaHHS) - AONOBHEHHSI cneuydikauii nepBMHHOT

ynakoBku (horbru) NoKasHUKOM « TOBLLMHA»
Thickness/physical inspection/126-157 um; amiHu | Tuny -
3MiHu 3 sikocTi. F'oToBWI Nikapcbkuii 3acib. Cuctema
KOHTeHep/3aKynoptoBanbHuiA 3acit. 3MiHa
nocTavarnbHuKa nakyBanbHUX MaTtepianis abo
KOMMMAEKTYIoUMX (SIKLLO 3a3HAYEHO B AOCHE) (BUMYYEHHS
nocravanbHuKa) - BUNy4YeHHs iHdbopmaLii woao
nocTayanbHuKIB NakyBanbHOro Matepiany 3 Mogynto
3.2.P.7; 3miHn | Tuny - 3miHn 3 sikocTi. CepTudikaT
BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin thapmakonei/MoHorpadii. NoaaHHs HoBoro
abo oHoBReHoro cepTudikarta BignoBigHOCTI abo
BUIyYEHHs cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna ADl; ons BuxigHoro
matepiany/peareHTy/npoOMiKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTbCS Y BUPOBHMUTBI API; Anst 4ONOMIDKHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKI
dapmakonei) - OHoBneHW cepTudikaT Bif yxe
3aTBepOKeHOro BUpobHuKa (- nogaHHs oHoBneHoro CEP
R1-CEP 2003-203-Rev 02 ans A®l mecanasuHy Big Bxe
3aTBepaxeHoro BupobHuka Pharmazell GmbH, Germany.
(3atBepmkeHo: R1-CEP 2003-203-Rev 01); 3MiHu | Tuny -
3MiHu 3 skocTi. CepTudikaT BignosiaHocTi/l'E-cepTudikat
BiAMOBIAHOCTI €Bponencoki dpapmakonei/moHorpadii.
MogaHHs HoBoro abo OHOBMEHOTO cepTudikaTa
BignNoBigHOCTI abo BuUMy4eHHs cepTudikaTa BignoBiaHOCTI
€sponevicbkin dapmakonei: ana A®l; ans BuxigHoro
matepiany/peareHTy/npoMiXXHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Ans JonomixxHOT
peyoBUHYM (cepTudikaT BiANOBIAHOCTI EBpONENCHKIN
dapmakonei) - OHoBReHU cepTudikat Bif yxe
3aTBEPKEHOr0 BMPOBOHUKa - nogaHHs oHoBneHoro CEP
Ne R1-CEP 2004-049-Rev 04 anst A®I mecanasuHy Big
3aTBepakeHoro BMpobHuka Erregierre S.p.A.ltaly
(3atBepmxeHo: R1-CEP 2004-049-Rev 03); 3MiHu | Tuny -
3MiHn 3 akocTi. CepTudikaT BignosiaHocTi/l E-cepTudikar
BiAMOBIAHOCTI €Bponenckin dapmakonei/MoHorpadii.
MonaHHa HoBOro abo OHOBMEHOTO cepTudikaTa
Bi4NOBIgHOCTI abo BUNy4eHHs cepTudikaTta BignoBigHOCTI
€Bponewickkin dpapmakonei: gna A®l; anst BuxigHoro
matepiany/peareHTy/npoMiXXKHOrO NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCA Y BUpobHuUTBi A®I; Ans AoNOMiXHOT
PEeYOBUHY (iHLLI 3MiHW) - 3MiHa DYHKUIT BUpoGHMKa
Zhejiang Sanmen Pharmaceutical Co., Ltd 3 BupobHuka
NPOMIXKHOrO MPOAYKTY Ha BUPOOHMKA NMOBHOIO LIMKITY.
[aHa 3miHa byna yactuHoto oHoBneHHs CEP R1-CEP
2003-188-Rev 03 Ha Rev 04 Big BMpoGHMka Chemi

S.p.A., ane 3miHa He Oyna BigobpaxeHa y po3gini

3.2.S.2.1. BUpo6HuK(1); 3miHK | TMny - 3MiHM 3 SKOCTI.
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
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ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

CepTudbikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€sponewicbkin bapmakonei/moHorpadii. NMogaHHA HoBoro
abo OHOBMEHOro cepTudikaTa BignosigHocTi abo
BUIyYeHHs cepTuddikaTta BignoBigHOCTI €BponenchKin
dapmakonei: gna ADI; onsa BUXigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; anst 4ONOMiKHOT
PeYoBUHM (iHLLI 3MiHK) - BUNyYeHHs 3i cneuudikadii APl
MecanasuHy KOHTponb AoMiwok 3-Kapboken-5-ACA Ta 5-
rigpoOKCMaHTPaHINoBOi KNUCMOTW NOoAaHHS OHOBIEHOTO, Lo
binbLe He cTocytoTbest CEP R1-CEP 2003-188. [itounii
CEP He mictutb onncy gogatkoBux TecTiB. [laHa 3MiHa
6yna yactuHoto oHoBrneHHss CEP R1-CEP 2003-188-Rev
04 Ha Rev 05 Big Bupo6bHuka Chemi S.p.A.; 3miHm | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHK y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkntovatoun gianasoH
pO3Mmipy cepii) roTOBOro nikapcbkoro 3acoby (iHLWwi 3MiHN) -
BUyYeHHs1 po3mipy cepii 113 83,2 «r, wo signosigae 40
000 cynosuTopii, sika GinbLue He byae
BMKOPUCTOBYBATUCS . IHLWI 3a3HadeHi po3Mipu cepii 166,4
Kkr wo signosigae 80 000 cynoauTopiis i 249,6 kr, Wwo
Bignoeigae 120 000 cynoauTopiiB 3anuLieHi 6e3 amiH;
3MiHn | Tuny - 3MiHK 3 sKocTi. [oToBMI Nikapcbkui 3acib.
3MiHM y BUpoBHMUTBI. 3MiHa po3Mipy cepii (Bkovaum
Aiana3oH po3Mmipy cepii) roToBoro nikapcbkoro 3acoby
(iHLWi 3MiHW) - 3MiHa B TOYHOCTI 3asiBNEHNX KinbKoCTewn
KOMMOHEHTIB y po3Mipi cepii 13, a came okpyrneHHst oo
[eCcATKOBOro po3psiy Ta BBEAEHHS 4OAATKOBOIO po3mipy
cepii 113 499,2 kr, wo signosigae 240 000 cynnosuTtopiis

164.

CAJTIO®AIb
K

cynosuTopii
pekTanbHi no 500 mr;
no 5 cynosutopiis y
CTpuni; No 2 cTpunu B
KopoOLi 3 KapTOHY

Op. ®anbk
dapma MM6X

Himeyumna

BignosiganbHui 3a
BUNYCK Cepin KiHLEeBOro
NpOAYKTY:

Op. ®anbk Papma
'M6X, HimeuyumnHa;
Bupo6Huk fo3oBaHoi
dopmu, NepBuHHE Ta
BTOPWHHE NaKyBaHHs Ta
KOHTPOMb SIKOCTI:
Bicdhop CA
LiBanHigepnaccyHr
Megpixemi ETTiHreH,
LLisenuapisi;
JlozaH dapma 'M6X,
HimeyuunHa;
Bupo6Huky,
BiAgnoBiganbHi 3a
KOHTPOMb SIKOCTI:
JlozaH dapma 'M6X,
HimeuuunHa;
Bidop CA, LWsenuapis;
Bioeksam AT,

Himeuumnna/
LLisevinapis

BHECEHHS 3MiH [0 peecTpauinHuxX maTtepianis: 3miHn |
TMNy - AgMiHICTpaTUBHI 3MiHW. BunyyeHHst BUpoGHUYoi
AinbHUUI (BKMtoYatoun ginbHuui ans A®I, npomixHoro
npoaykTy abo rotoBoro nikapcbkoro 3acoby, AinbHUL
ANSA NpoBeAeHHs NaKyBaHHS, BUPOOHWMKa,
BiZNOBIgANbHOro 3a BUMYCK CEPil, MicLe NPOBEAEHHSI
KOHTpoto cepii) abo noctayanbHUKa BUXigHOIO
marepiany, peareHTy abo JONOMIKHOT pEYOBUHM (SIKLLIO
3a3HayeHo y IOCLE) - BUNYYEHHS BUPOOHMYOI OinbHUL
Op. ®anbk apma M'm6X, HimevunHa, wo BignosigansHa
3a anbTepHaTUBHE BTOPVMHHE NaKyBaHHS, OCKiNbKu
GinblLUe He BUKOPUCTOBYETLCH B SKOCTi A@HOT hyHKLT;
3MiHu | Tuny - 3MiHn 3 sikocTi. A®L. BupobHuuTBo. 3miHa
BMPOOHMKa BUXiQHOrO/MPOMIKHOrO NPOAYKTY/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Yy BUpOOHMYoMmy npoueci AP, abo
3MiHa BUpOGHMKa (BKoYatkoum, e HeobxigHo, micue
npoBeaeHHs KOHTporto sikocTi) ADI (3a BigcyTHOCTI
cepTudcikaTa BignoBigHOCTi €Bponeinckkini hapmakonei y
3aTBEPKEHOMY [0OChE)(BBEAEHHSI HOBOI AiNbHULI, Ae
30iNCHIOETLCS MIKPOHIi3aLlisl) - BBEAEHHSI HOBOT AinbHUL,
Lo BignoBigae 3a MikpoHisadito A®| (BMpobHuLTBa
Erregierre SPA, Italy) — IMS S.r.l, ltaly; 3miHu | Tvny -

3a
peuernmom

UA/3745/03/02
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LLisevinapis; 3MmiHn 3 skocTi. A®Pl. BupobHuuTBo. 3MiHa BUpoBHMKa

HaykoBo-gocnigHui
iHCTUTYT Xennenep
'M6X, HimeyunHa

BVXiAHOro/NpOMIDKHOTO NPOAYKTY/peareHTy, LWwo
BUKOPUCTOBYIOTLCS Y BUPOBHMYoMy npoueci AP, abo
3MiHa BMPOOHKKa (BKNoYatoun, e HeobxigHo, micue
npoBeaeHHs KOHTpono sikocTi) ADI (3a BiACyTHOCTI
cepTudikaTta BignoBigHOCTI €Bponenchkin dapmakonei y
3aTBEpAKEHOMY O0Cbe)(BBEAEHHS HOBOI AiNbHULI, Oe
3AINCHIOETBCA MIKPOHI3aLis) - BBE4EHHS HOBOI OiNbHUL,
Lo BignoBigae 3a MikpoHisauito A®| (BMpobHULTBa
Erregierre SPA, Italy) — Microchem S.r.l, Italy; 3minHu |
Tuny - 3MiHK 3 SKoCTi. [0TOBMI Nikapcbkui 3aci6. 3MiHN y
BUPOBHMUTBI. 3amiHa abo BBeAeHHS 40AaTKOBOI OiNbHUL
BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUPOOHNYOro
npouecy roToBoro fikapcbkoro 3acoby (AinbHuUs Ans
BTOPUHHOTO NaKyBaHHS) - BBeAeHHS BUpoOGHuKa 113
JlosaH ®apma 'm6X, OTT0-XaH LWTpacce 13, 79395
HoeHbypr, HimeyunHa/ Losan Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg, Germany, wo
BignoBigansHa 3a BTOpUHHE nakyBaHHs [T13; amitm | Tuny
- 3MiHK 3 AKkocTi. [oToBMIA Nikapcbknii 3aci6. 3miHn y
BUPOBHMUTBI. 3amiHa abo BBeAeHHS 404aTKOBOI AiNbHULI
BMPOGHMLUTBA ANs YacTMHM abo BCbOro BUPOOHNYOro
npoLecy roToBOro fikapcbkoro 3acoby (AinbHuUs Ans
NEepPBUHHOIO NakyBaHHs1) - BBEAEHHS BUPOOHMKa, Lo
BiANoBiganbHUiA 3a NnepBuHHe nakyBaHHs 13, JlozaH
dapma 'm6X, OT1T0-XaH WTpacce 13, 79395 HoeHbypr,
HimeuumHa/Losan Pharma GmbH, Otto-Hahn-Strasse 13,
79395 Neuenburg, Germany; 3MiHu | Tuny - 3MiHn 3
[KocTi. [oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOGHMLITBI.
3amiHa abo BBeAEeHHS 40AATKOBOI AiNbHUL BUPOOHMLTBA
Ans YactuHu abo BCbOro BUPOBGHWUYOro NpoLecy roToBoro
nikapcbkoro 3acoby (iHLwi 3MiHK) - BBeAEHHSI BUpOOHMKa
Jlozan ®apma 'M6X, OTT0-XaH LWTpacce 13, 79395
HoeHbypr, HimeuunHa/ Losan Pharma GmbH, Otto-Hahn-
Strasse 13, 79395 Neuenburg, Germany , wo
BignoBigansHa 3a BUPOOHMLTBO A030BaHOI hOpMU; 3MiHK
| Tuny - 3miHK 3 sikocTi. FoTOBMI Nikapcbkuii 3aci6. 3MiHK
y BUPOOHULTBI. 3MiHa iMnopTepa/3MiHu, LLIO CTOCYTbCH
BUMYCKY Cepil Ta KOHTPOSO SKOCTi FOTOBOrO JiKapCbKOro
3acoby (3amiHa abo gofaBaHHs OinbHWLI, Ha sKil
3[iNCHIOETLCS KOHTPONb/BUNPOGYBaHHSA cepii) -
nopaBaHHs BupobHuka 13 Bigop CA, Pyt ne MoHkop
10, 1752 Binnap-ctop-I'naH, Weenuapis (Vifor SA, Route
de Moncor 10, 1752 Villars-sur-Glane, Switzerland), wo
BiAMOBINbHWI 3a KOHTPOnNb siKocTi [T13; 3miHu | Tuny -
3MiHu 3 sKkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS
BUMYCKY Cepil Ta KOHTPOJO SIKOCTi FOTOBOTO JiKapCbKOro
3acoby (3amiHa abo gofaBaHHs OinbHWLI, Ha sKin
3[iNCHIOETLCS KOHTPONb/BUNPOGYBaHHSA cepii) -
AofaBaHHs BUpobHMKa, Lo BiANOBigaNbHUIA 3@ KOHTPOMb
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sikocTi 113, bioeksam Al', Mawnrodputpacce 95a, 6006,
IouepH, Weenuapis (Bioexam AG, Maihofstrasse 95a,
6006, Luzern, Switzerland; 3miHu | Tuny - 3MiHu 3 sIKOCTI.
["oToBMI nikapcbkuii 3aci6. 3miHWM y BUpOBHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYIOTLCA BUMYCKY cepii Ta
KOHTPOMIO SIKOCTi FOTOBOTO NikapcbKkoro 3acoby (3amiHa
abo goaaBaHHs AinbHULI, Ha SKi 30iIMCHIOETLCSA
KOHTpOnb/BMNPoByBaHHs cepii) - BBeAEHHS BUPOOHMKA,
LLlo BignoBiganebHWi 3a KoHTponb sikocTi 13, HaykoBo-
pocnigHui iHctutyT Xennenep Mm6X, Mapi-Ktopi-
Ltpacce 7, 79539 lNeppax, HimeuunHa/ Investigation
Institute Heppeler GmbH, Marie-Curie-Strasse 7, 79539
Loerrach, Germany; 3amiHu | Tuny - 3MiHK 3 SIKOCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHM Yy BUPOOHMLTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo gopaBaHHs OinbHULI, Ha SKiA 30IACHIOETLCS
KOHTPOMb/BUNpoBYyBaHHS cepii) - BBEAEHHs] BUPOOHMKa
N3 JlosaH ®apma Mv6X, Ewbaxep LWTpacce 2, 74427
Ewbax, HimewunHa/ Losan Pharma GmbH, Eschbacher
Strasse 2, 79427 Eschbach, Germany, Lo
BignosigansHWiA 3a KOHTPOnb AkocTi [T13; amiHu | Tuny -
3MiHu 3 gKocTi. FoToBUIA Nikapcbkui 3acib. 3mMiHn y
BMPOGHMUTBI. 3MiHa iMnopTepa/3miHu, Lo CTOCYHTHCS
BUMYCKY cepii Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHA AiNbHUL, Ha SIKin
3[iNCHIOETLCSI KOHTPOIB/BUNPOGYBaHHS cepii) - BBEAEHHS
BMPOGHMYOI AinbHUUi JlozaH ®apma Mv6X, OTTO-XaH
LLtpacce 13, 79395 HoeHbypr, HimeuunHa / Losan
Pharma GmbH, Otto-Hahn-Strasse 13, 79395
Neuenburg, Germany, Lo BignoBiganbHa 3a KOHTPOIb
akocTi [T13; 3amiHm | Trny - 3miHn 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMUTBI. 3MiHM y npoueci
BMPOGHMLTBA rOTOBOTO Nikapcbkoro 3acoby, BKMoYa4m
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCS MNP
BUPOBHMLTBI FOTOBOrO NiKapcbKoro 3acoby (He3HayHa
3MiHa y npoueci BUpobHULITBA) - KOPUTyBaHHS LUBUAKOCTI
3arMoBHEHHS CYNno3unTopiiB A4S Aito4oro BUpobHuka Bidop
CA UpganHigepnaccyHr Megixemi ETTiHreH, LLiBeniuapis,
110 06YMOBINEHO BUKOPUCTAHHSM Pi3HOro 06nagHaHHs
ONs NakyBaHHS, TOMY LUBUAKICTb HAMOBHEHHS OHOBIIEHO 3
npubnusHo 8500 cynnosuTopiis/rog oo «16 000 — 22 000
Cynno3uTopiiB/roguHy»; 3miHu | Tuny - 3miHK 3 sIKoCTi.
[oToBMI Nikapcbkuin 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHMX Y
cneuudikauisix, nig Yac BUpobHULITBA FOTOBOMO
nikapcbKoro 3acoby (Buny4YeHHs1 HECYTTEBOrO
BMNpoOyBaHHS B MPOLEeCi BUPOOHMLTBA) - BUNYYEHHS
He3Hau4Horo BunpobysaHHs “Yield” B npoueci
BUpOGHMUTBA. B LinomMy gaHWin NOKa3HMK
BVIKOPVCTOBYETbLCS ANt KOHTPOSIKO MPOAYKTUBHOCTI
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BMPOGHMYOro npouecy. [JaHuii NoKasHWK € akTyanbHUM 3
€KOHOMIYHUX MPUYUH, OCKINBbKN BU3HAYaE KiNMbKiCTb
nikapcbkoro 3acoby, OTPUMaHoro 3a JOMNOMOro
CTapTOBMX MaTepianis , 3a3HavyeHux y moayni 3.2.P.3.2.
Micns BMpo6HMYOro npoLecy Ta NpoLecy NakyBaHHs ,
napameTp “Yield” He ABNSETLCA NapameTpomMm, sikui
MOXXHa BMKOPVUCTOBYBATU AN KOHTPOIIO Ta perynioBaHHs
BUpOGHMYoro npotecy. MNapameTp “Yield” (number of final
packages) nignagae nig, perynsuito GMP, i Tomy He €
060B’A3KOBMM NS BU3HA4YeHHS Y HOPMaTMBHIN
OOKyMeHTauji; 3miHu | Tuny - 3miHu 3 akocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikauii Ta/abo
OOMyCTUMMX MEX rOTOBOrO MikapCbKoro 3acoby
(3BY)XEHHS JONYCTUMMUX MEX) - 3BY)XKEHHS JOMYCTUMMUX
MeX napameTpy crneumdikauii «ductota» (BEPX),
(KOXXHOrO HEBM3HA4YEHOro NPOAYKTY po3naay
3aTBepaxeHo: £0,1%, 3anponoHoBaHo: <0,10%); 3miHn |
Tmny - 3MiHKM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6.
KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauin Ta/abo gonycTUMmnx Mex
roTOBOro NiKapcbkoro 3acoby (gonoBHeHHs cneuundikauii
HOBWM MOKa3HUKOM 3 BigMoBiAHUM METOAOM
BUNPOOYBaHHS) - BBEAEHHS APYroi iaeHTudikauii girovoi
peyoBuHM Ao cneundikadii M3 metogom BEPX go Bxe
3aTBepAXeHOI igeHTudiKkauii meTogom Y®; amitum | Tuny -
3MiHu 3 gKocTi. FoToBUIA nikapcbkuii 3acib. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTofax
BUNpPoByBaHHS rOTOBOrO NikapCbKoro 3acoby (OHOBMEHHS
npoueaypv BUNpobyBaHHS AN NPUBEAEHHS Y
BiANOBIAHICTb 3i 3MiHEHOO 3aranbHot ctatTeto APY abo
€Bponeicbkoi hapmakonei) - OHOBMNEHHS NapameTpy
cneundikauii «Po3mip yacTok» anst npuBeeHHs y
BigNoBigHICTb A0 BUMOT EP; 3miHuM | Tuny - 3MiHK 3 sikocTi.
[oToBWI Nikapcbkui 3aci6. Cuctema
KOHTeNHep/3aKkynoproBanbHui 3aci6. 3miHa y nepBUHHIN
ynakoBLi rOTOBOro nikapcbKkoro 3acoby (iHwWi 3MiHn) -
3MiHa y nepBuHHI ynakosLi 113, a came 3 nonepeaHbLO
ChOPMOBaHWX MIACTUKOBUX CMYXOK Ha HecdopMOBaHoOi
onbru, 1o hopMytoTbCS Y NPOLEeCi BUPOBHULTBA; 3MiHK
| Tuny - 3MiHM 3 sikocTi. FoTOBMI Nikapcbkui 3acib.
CucrtemMa KoHTenHep/3akynoptoBarnbHui 3aci6. 3miHa
napameTpiB cneuudikauinn Ta/abo 4onyCTUMUX MEX
NepBUHHOI YNaKOBKM FOTOBOrO NiKapCbKoro 3acoby
(BonoBHEHHS cneumdikavii HOBUM NOKA3HMKOM 3
BiAMNOBIAHUM METOAOM BUNPOBYBaHHS) - LONOBHEHHS
cneuudikaLii nepBUHHOT ynakoBku (honbru) NokasHUKOM
«ToBwwuHa» Thickness/physical inspection/126-157 um;
3MiHu | TUny - 3MiHK 3 sikocTi. FoToBMI Nikapcbkuii 3acib.
Cunctema KoHTeHep/3akynoptoBarbHuWii 3acib. 3miHa
nocTayarnbHuKa nakyBanbHUX maTtepianis abo
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KOMMMEKTYIUMX (SIKLLO 3a3HAaYeHO B AOCHE) (BUIYYEHHS
nocravanbHuKa) - BUNy4YeHHs indopmadii Lwoao
nocTayanbHuKIB NakyBanbHOro Matepiany 3 Mogynto
3.2.P.7; 3aminm | Tuny - 3miHu 3 akocTi. CepTudpikaT
BignosigHocTi/lE-cepTudikaTt BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NogaHHs HoBoro
abo oHoBneHoro cepTudikarta BignosigHocTi abo
BUMyYeHHA cepTudikaTa BignoBigHOCTI EBpONENCHKIN
dapmakonei: gna ADl; ons BuxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCA Y BUpobHuUTBi A®I; Ans AonoMiKHOT
pevoBUHU (cepTudikaT BiaNoBIAHOCTI €BpONENCHKi
dapmakonei) - OHoBNEHUIN cepTudikart Big yxe
3aTBEPAKEHOro BMPOOHMKA - nogaHHsA oHoBreHoro CEP
R1-CEP 2003-188-Rev 06 ans A®l mecanasuHy Big
3aTBepakeHoro BMpobHuka Chemi S.p.A. y 3B'A3Ky 3i
3MiHOIO Ha3BW ofHOro i3 BUpobHukiB APl 3 Zhejiang
Sanmen Pharmaceutical Co., Ltd Ha Zhejiang Hengkang
Pharmaceutical Co., Ltd (3atBepmkeHo: CEP R1-CEP
2003-188-Rev 05); 3miHu | Tvny - 3MiHM 3 SIKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. NogaHHs HoBoro
abo oHoBReHoro cepTudikarta BianoBigHOCTI abo
BUITyYeHHs1 cepTudikaTa BignoBigHOCTi EBpoNenchbkin
dapmakonei: gna APl; ons BUXigHOro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHUUTBI ADI; Ans JonomixxHOT
peyvoBUHM (cepTuUdikaTt BiaNoBigHOCTI EBponenchki
dapmakonei) - OHoBneHu cepTudikat Bif yxe
3aTBEPKEHOr0 BUPOBHUKa — noaaHHs oHoBneHoro CEP
R1-CEP 2003-203-Rev 02 ans A®l mecanasuHy Big Bxe
3aTBepAxeHoro BupobHuka Pharmazell GmbH, Germany.
OHOBIEHHS 3aCHOBaHe Ha 3MiHi Ha3BM OHOro 3
BUPOGHMYMX MangaHuumkiB Pharmazell GmbH, Germany -
Pharmazell (Vizag) Private Ltd no Pharmazell (India)
Private Limited. Ockinbku magaHunk Pharmazell (India)
Private Limited € npomixkHuM BUpOGHUKOM AaHa 3MiHa
Ha3BW He BigobpaxaeTbea y MeTogax koHTposnto. Hassa
OCHOBHOI AinbHuUi Ta BrnacHuka CEP Pharmazell GmbH,
Germany 3anuwaeTbecsa He3MiHHOW.(3aTBepaxeHo: R1-
CEP 2003-203-Rev 01); 3miHu | Trny - 3miHuM 3 AKoCTi.
Ceptucpikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponevicbkint apmakonei/MoHorpadii. NMoaaHHA HoBoro
abo oHoBMEeHoro cepTudikarta BianosigHocCTi abo
BUIyYEHHSs cepTudikaTta BignoBigHOCTI €BpONenchKin
dapmakonei: gna Adl; ons BUXigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BVIKOPUCTOBYIOTbCA Y BUpobHuUTBi A®I; Ans AonomikHOT
peyvoBUHYM (cepTUdikaT BianoBigHOCTI €EBponenchki
dapmakonei) - OHoBreHu cepTudikaT Bif yxe
3aTBepAKeHOro BUpobHuKa -nogaHHs oHosneHoro CEP
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Ne R1-CEP 2004-049-Rev 04 anst A®| mecanasuHy Big
3aTBepakeHoro BupobHuka Erregierre S.p.A.ltaly
(3aTBepmpxeHo: R1-CEP 2004-049-Rev 03); 3amiHu | Tuny -
3miHun 3 akocTi. CepTudikat BignosigHocTi/l'E-cepTudikat
BiAMNOBIAHOCTI €Bponencokiv papmakonei/moHorpadii.
MogaHHA HoBOro abo oHoBreHoro cepTudikara
BigNoBigHOCTI abo BUNyYeHHs cepTudikaTta BignoBigHOCTI
€ponewicbkin dapmakonei: ana A®l; ans BUxigHoro
matepiany/peareHTy/npoMiXKHOrO MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHMLTBI ADI; Anst 4ONOMiKHOT
PeYOBUHY (iHLLI 3MiHW) - 3MiHa DYHKUIT BUpOBHMKa
Zhejiang Sanmen Pharmaceutical Co., Ltd 3 BupoGHuka
NPOMIXKHOrO NPOAYKTY Ha BUPOOHMKA NMOBHOIO LIMKITY.
[aHa 3miHa 6yna yacTtuHoto oHoBneHHst CEP R1-CEP
2003-188-Rev 03 Ha Rev 04 Big Bupo6HMka Chemi
S.p.A., ane 3MiHa He Gyna BigobpaxeHa y po3gini
3.2.5.2.1. Bupo6Huk(n); 3miHu | Tuny - 3MiHM 3 SKOCTi.
CepTudikat BignosigHocTi/E-cepTudikaT BignoBigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. NoaaHHs HoBoro
abo oHoBReHoro cepTudikarta BianoBigHOCTI abo
BUIyYeHHs cepTudikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei: gna ADl; ons BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpobHuUTBi ADI; Anst gonomMixxHoT
PeYOBUHM (iHLLI 3MiHW) - BUNyYeHHs 3i cneuudikauii APl
MecanasuHy KOHTpornb gomiwok 3-Kapboken-5-ACA Ta 5-
riAPOKCUAHTPAHINOBOI KUCMOTW NOAaHHA OHOBMEHOrO, Lo
GinbLe He cTtocytoTbes CEP R1-CEP 2003-188. [Hitounit
CEP He micTuTb onucy aoaaTtkoBux TecTiB. [laHa 3miHa
6yna YactuHow oHoBneHHst CEP R1-CEP 2003-188-Rev
04 Ha Rev 05 Big BupobHuka Chemi S.p.A.; 3miHu | Tuny -
3MiHu 3 gKocTi. FoToBUI nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbkoro 3acoby. 3miHa y meTofax
BUNpobyBaHHSA rOTOBOrO NikapCbKoro 3acoby (iHLi 3MiHK
y MeTofax BunpobyBaHb (BKMYa4m 3amiHy abo
[OMOBHEHHS)) - OHOBMNIEHHSA MeTOA BUNPobyBaHHs
«YucToTta» (BEPX) 3 ypaxyBaHHSIM 3BY>XEHHS1 MEX Ta
[0AaTKOBOrO ifeHTUdikaLiiHoro TecTty; 3miHu | Tuny -
3MiHu 3 akocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roToBOro nikapcbkoro 3acoby. 3MiHa napameTpis
cneundikauin Ta/abo 4ONYCTUMUX MEX FrOTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHa KpUTepito
NPUAHSATHOCTI y cneuudikauii M3 Ha TepmiH npuaaTHOCTI
3a NOKa3HMKOM «30BHILLHI BUrMAA», LWo 0bymMOoBneHO
BHECEHHAM iHpopMalLlii CTOCOBHO YTBOPeHHS Giroro
HanbOTYy nifg Yac 36epiraHHs y 3B’A3Ky 3
nepekpucTanisaieto TBepanX Xupis. 3MiHN BHECEHO B
iHCTPYKLUiO ANs MeANYHOTro 3aCTOCYBaHHS NiKapCbKOro
3acoby y p. "OcHoBHi disuko-ximivHi BnactmBocTi"

165.

CEHAOEKCU
H

Tabnetku no 70 wr;
no 10 Tabnetok y

AT
"[ly6H1papm"

YkpaiHa

AT "INy6Hndpapm”

YkpaiHa

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TMMY - 3MiHK 3 sikocTi. FOTOBMI Nikapcbkuit 3acib.

Ne 10 - 6e3
peyenma;

UA/5432/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepax; no 10 KoHTponb rotoBoro nikapcbkoro 3acoby. 3MiHa Ne 100
TabneTok y bnictepi; napameTpiB cneuudikaLin Ta/abo oNyCTUMUX MeX (10x10) -
no 10 GnicTepiB y roTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW) - BBEAEHHS 3a
nayui nepioguyHocTi koHTponto 13 3a T."MikpobGionorivyHa peuenmom
yucToTa" (NepLuy Ta KOXHY AeCHATY HacTyMnHy cepito, ane
He pigLle Hix 1 cepito B pik)
166.| CTEATEIb PO34MH OpanbHUM Mo MPO®APMA ManbTa XENM C.A. Ipeuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | bes UA/12945/01/01
1r/10 mm; mo 10 mny IHTEepHeLwHN TMny - AGMiHICTpaTuBHI 3MiHW. 3MiHa HaiMeHyBaHHS peuenma
cdnakoHi; no 10 TpenguHr Ta/abo agpecu micua NPoBaKEHHS OiANbHOCTI
(bnaKkoHiB y KapTOHHIN Jlimiten BUPOGHMKa/iMnopTepa rotToBoro sikapcbkoro 3acoby,
navui BKIIOMAI04M AinbHULI BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOSO AKOCTI. (LiANbHICTb, 3a AKY
BignoBigae BUPOOHUK/iIMNopTep, BKIHOYao4M BUMYCK
cepint) - 3mMiHa Ha3Bu BMpobHuka M3, 6e3 3amiHn micusi
BUPOGHMUTBA. 3MiHWM BHECEHI B iIHCTPYKLitO Ansi
MeAMYHOro 3aCTOCyBaHHs! NikapcbKoro 3acoby y po3ain
"BUpOBHMK" 3 BiANOBIAHMMW 3MiHAMW B TEKCTI
MapKyBaHHs! ynakoBoK. BBegeHHs 3MiH NpoTsiroM 6-Tu
MicsLiB Micnsa 3aTBEPAXEHHS.
167.| CTEATEIb PO34MH ANS iH'ekuin, 1 MPO®APMA ManbTa XENM C.A. peuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu | 3a UA/12945/02/01
r/5 mn; no 5 mn B IHTEepHeLwwHnN TMNy - AOMiHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
amnyni; no 5 amnyn B TpenguHr Ta/abo agpecu micusa NPoBaMKEHHS QiSANbHOCTI
KapTOHHIN navui NimiTeq BUPOGHMKa/iMnopTepa rotoBoro fikapcbkoro 3acoby,
BKIOMAUM AinbHULI BUNYCKy cepii abo Micue
NpoBeAeHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a AKy
BiAMNOBiAae BUPOOHWMK/IMMOPTEp, He BKITOYaUM BUMYCK
cepii) - 3MiHa Ha3Bu BUpobHuka 13, 6e3 3miHu micus
BMPOGHMLTBA. 3MiHM BHECEHI B iHCTPYKLIiO ANs
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ain
"Brpo6HMK" 3 BiANOBIgHMMU 3MiHaMW B TEKCTI
MapKyBaHHS yrnakoBoK. BBeAeHHs 3MiH npoTsrom 6-1u
MiCSILIiB Micnsi 3aTBEPAXKEHHS.
168.| TAHI3 EPAC Tabnetku KPKA, o.4., CnoBeHis nepBUHHE Ta BTOPUHHE CnoBeHisi/ BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3miHu | 3a UA/17109/01/01
NPOJIOHrOBaHOI Aii No Hoso mecTo nakyBaHHs1, KOHTPOIb Icnanis/ TMny - AGMiHICTpaTuBHI 3MiHW. BunyyeHHst BUpobHuyoi | peyenmom
0,4 mr; no 10 cepii (ximiuHi/disnyni Ta | Higpepnanam [inbHUUI (BKMoYatoun ginbHuui ans A®I, npomixHoro
Tabnetok y 6nictepi; MikpobionoriyHi / npoaykTy abo rotoBoro fikapcbkoro 3acoby, ginbHuLi
no 3 abo 9 brictepis BUNpobyBaHHs) Ta Yecbka Ansi NPOBEAEHHS NaKyBaHHSA, BUPOOHMKa,
B KapTOHHIlN kopobui BUNYCK cepii: Pecny6nika/ BiAMOBIAANbLHOrO 3a BUMYCK Cepili, MiCLie MPOBEAEHHS
KPKA, a.4a., Hoso Himeyunna KOHTponto cepii) abo nocTtavanbHUKa BUXigHOIO

mecTto, CrnoBeHis;
BUPOGHMLTBO "in bulk”,
nepBYHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOIb
cepii (XimivHi/disnyHi Ta
MikpobionoriyHi
BUNpobyBaHHs): CiHTOH
Icnanisa C.J1., IcnaHis;
KOHTpOrb cepii
(ximMivHi/dDi3nyHi
BunpobyBaHHs): KPKA,
n.4a., Hoso mecto,

maTtepiany, peareHTy abo JOMOMKHOI PEYOBUHM (SIKLLO
3a3Ha4yeHo y JOCbE) BUMYYEHHS BUPOOHMKa
BiANOBiAaNbHOrO 3a NepBUHHE | BTOPUHHE MaKyBaHHS
MaHydekuypiHr MNekemxiHr ®apmaka (MIMNP) b.B,
Hinepnanaw. 3miHu | Tvny - AOMiHiCTpaTMBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpPOBaXXeHHS AiAnNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKINOYAUM AinbHULL BUNYCKY cepii
abo MicLe NpoBeeHHs1 KOHTPOH SIKOCTI. (AisnbHICTb, 3a
AIKy BignoBigae BUPOGHWK/iMNopTep, He BKITYaoym
BWMNYCK Cepiln) 3MiHa HaiMeHyBaHHS BUpOoGHuKa 13
BiNOBigANbHOro 3a KOHTPOIb cepii (MikpobionoriyHi
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

CnoBeHisi; KOHTPOIb
cepii (XimivHi/disanyHi
BUNpobyBaHHs): CiHTOH
BB, Higepnanaw;
KOHTpOnb cepii
(XimMiYHI/di3nyHi
BUNpoOyBaHHs): KBiHTa-
AHanitika c.p.o.,
Yecbka Pecnybnika;
KOHTpOrb cepii
(mikpobionorivHi
BunpobyeaHHs): Jlabop
JIC CE & Ko. KT,
HimeuuunHa; koHTpornb
cepii (MikpobionoriyHi
BUNPOOYBaHHS):
ITECT nnitoc c.p.o.,
Yecbka Pecnybnika;
BUPOGHMLTBO "in bulk",
KOHTpOrb cepii
(XimMiYHi/di3nyHi
BUNPOOYBaHHS):
Pottengopd ®apma
'mM6X, HimeuumHa;
nepBUHHE Ta BTOPUHHE
naKyBaHHS:
PotteHgopd ®apma
M6X, HimeuuunHa;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUNYCK
cepii: TAQ ®apma
'm6X, HimeuunHa;
KOHTpOnb cepil
(ximiuHi/disnyHi
BunpobyBaHHs): TAL
dapma 'M6X,
HimeyuunHa

BMNPOOYBaHHS) 3 BUNpPaBNEHHAM HalMeHyBaHHSA BYNUL
3a3Ha4YeHol yKpaiHCbKO MOBOLO, 6e3 3MiHM Micus
BUPOGHMLTBA. 3MiHK | TUNy - 3MiHM 3 aKocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb rotToBoro nikapcbkoro
3acoby (iHLWi 3MiHM) OHOBMNEHHS BXE 3aTBEPAKEHUX
MeToZiB KOHTPOIIO AKOCTI Nikapcbkoro 3acoby, a came:
BUKINaQEHHS TEKCTY AepXaBHOK MOBOIO 3riAHO Cy4YacHMX
BMMOT Ta BHECEHHS pefaKLiiH1X NpaBok. BBegeHHS 3MiH
NPOTArom 6-Tu MiCAILB Micnsi 3aTBEPXKEHHS.

169.

TANTIKOM®

Kpanni o4Hi; no 0,3 mn
y THOOUKy-
KpanenbHuui; no 10
TIOGMKIB-KpanenbHULb
y nakeTi; no 3 naketu
Y KapTOHHIln kopobui

CaHteH AT

QiHnaHain

JlabopaTtyap FOHiTep

®paHuia

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn |
TUMY - 3MiHK Wwopao 6e3neku/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHst abo 3MiHM 00 y3aranbHEHUX
[AaHux npo cuctemMy cpapMakoHarnsigy (BBeAeHHs
y3aranbHeHuX JaHnx nNpo cucteMy cpbapmMakoHarnsay,
3MiHa ynoBHOBaxeHoi ocobu, BianoBigansHoi 3a
30iNCHEHHS1 (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
hbapmakoHarnsgy 3asBHUKa Ons 30iNCHEHHS
tapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
hapmakoHarnsiay (BKoYarym KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MilLleHHI MacTep-daiina cuctemu
hapmakoHarnsiay) - 3MiHa yrnoBHOBaXeHOI ocobu

3a
peuernmom

UA/15538/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3asiBHMKa, BignoBigansHoi 3a hapmakoHarnsg.
lMponoHoBaHa pepakuis: Aensdina beptpam, 4.¢.H.,
OOKTOp HayK. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu, BignoeigansHoi 3a dhapmakoHarnag
170.| TA®IHNAP® Kancynm Teepgi no 50 Hosaprtic LLisenuapis nakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu Il 3a UA/14420/01/01
Mmr no 120 kancyn y dapma Al Icnania (BUpobHUK ons Benwka TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta peuenmom
dnakoHax nakyBaHHs Ta BUMYCKY Bputanis/ apmakoHarnagy. BHeceHHs abo 3miHa(u) go
cepii); Mnakco CnoseHisi/ 3060B's13aHb Ta YMOB BuAaui peectpauinHoro
OnepenwHc KOK Icnania nocsigyeHHs, BknoYvatoum MNnaH ynpasniHHA pusmkamm
JlimiTen, Benwuka (3acTocyBaHHs 3MiH(K), ski(a) BUMaratoTb(€) noganbLuoro
Bputanis (BUpoGHMK 06rpyHTyBaHHS HOBUMW AOAATKOBUM AaHWMMU, O MaloTb
Hepo3adacoBaHoI HagaBaTUCs KOMMETEHTHUM OpraHoOM, OCKifbKM
npopaykuii); ek BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm).
dapmacbioTukarnc a.4., 3aABHMKOM HaJaHO OHOBIIEHWI MIiaH yrnpaBniHHA
CnoBeHis pusmkamm Bepcis 10.1 ansa nikapcbkoro 3acoby
(anbTepHaTUBHaA Tacbinnap®, kancynu tBepai no 50 mr aéo no 75 mr; no
AiNbHUUA 120 kancyn y dpnakonax. Ctpyktypy MNYPa oHoBneHo
BignoBiganbHa 3a BignosigHo 4o pekoMeHaaui Guideline on good
NnepBMHHE Ta BTOPUHHE pharmacovigilance practices (GVP) Module V — Risk
nakyBaHHs1); HosaprTic management systems (Rev 2.0.1).
dapmackiotuka C.A.,
Icnanis
(anbTepHaTMBHA
AinbHUUA
BignoBiganbHa 3a
BUPOBHMLTBO
Hepo3adpacoBaHoI
NPOAYKLiT Ta KOHTPOrb
SIKOCTi)
171.| TA®IHNAP® Kancynu Teepai no 75 HosapTic LLisenuapis nakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH [0 peecTpauinHux maTtepianis:3miHu |l 3a UA/14420/01/02
mr no 120 kancyn y dapma Al IcnaHis (BMpoGHMK ANns Benuka TMMy - 3MiHW Wwopao 6e3nekun/edpekTMBHOCTI Ta peuenmom
dnakoHax nakyBaHHsi Ta BUMYCKY Bpurtanis/ dapmakoHarnsagy. BHeceHHs abo amiHa(n) oo
cepii); Mnakco CnoBeHisi/ 30060B'sA3aHb Ta YMOB BuAaui peectpauiniHoro
OnepeiiwHe HOK Icnania NocBiAYeHHs, BKNtoYaoun NnaH ynpasniHHA puankamu

NimiTen, Benuka
BputaHisi (BUpoGHUK
Hepo3adpacoBaHol
npoaykuii); INek
$apmacbioTykanc a.4a.,
CnoBeHisi
(anbTepHaTMBHA
ainbHUUA
BignoBiganbHa 3a
nepBYHHE Ta BTOPUHHE
nakyBaHHs1); HoapTic
dapmacbtoTuka C.A.,
IcnaHis
(anbTepHaTMBHa
ainbHUUA
BiAMoBiAanbHa 3a
BMPOGHMUTBO

(3acTtocyBaHHS 3MiH(1), Aki(a) BUMaraoTb(€) NoAanbLLIOro
00r'pyHTYBaHHA HOBUMM [OAATKOBUM AaHUMMU, LLIO MaloTb
HafaBaTMCS KOMMETEHTHUM OPraHoM, OCKiNbKM
BMMaraeTbCs CYTTEBA OLliHKA KOMMETEHTHMM OpraHom).
3asBHVMKOM HaZiaHO OHOBIEHWI NnaH ynpaeniHHA
pusukamu Bepcist 10.1 ans nikapcbkoro 3acoby
Tacpbinnap®, kancynu tBepgi no 50 mr abo no 75 mr; no
120 kancyn y dpnakoHax. Ctpyktypy MYPa oHoBneHo
BignoBigHo Ao pekomeHaauin Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2.0.1).
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Hepo3adhacoBaHoi
npoaykKLii Ta KOHTPOrb
SIKOCTI)
172.| TA®JIOTAH® | kpanni o4Hi, 15 CaHteH AT ®iHnaHais MaHyakTypiHr Hinepnanam BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu | 3a UA/10158/01/01
Mrk/mn; no 2,5 mny MakariHr ®apmaka | PiHnanHais/ TMny - 3MiHu Wwopao 6esneku/edekTMBHOCTI Ta peuenmom
cnakoHi; no 1 (MMN®) b.B., AnoHis capmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEHUX
dnakoHy 3 Hinepnanau AaHux npo cuctemy hapmakoHarnsay (BBeAeHHs
KpanenbHULe- (anbTepHaTUBHUIA y3ararnbHeHVX JaHuX nNpo cucTeMy cbapmMakoHarnsiay,
HaKiHLiBHMKOM Ta BUPOBHMK, 3MiHa ynoBHOBaXkeHOI 0cobu, BianoBiganbHoi 3a
KPULLIKOKO B KQPTOHHIN BignosiganbHWM 3a 3AiicHeHHs hapmakoHarnsgy; KOHTakTHoi ocobu 3
Kopoo6ui BTOPWHHE NaKyBaHHS); apmakoHarnsay 3asiBHVKa ANs 30iNCHEHHSA
Hekct®apma AT, thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
DiHnaHais (BMPOGHMK YNOBHOBa)eHOT 0cobW, BignoBigansHoi 3a 34iNCHEHHS
BignoBiganbHWIM 3a dapmakoHarnagy (BKIo4arymn KOHTaKTHI AaHi) Ta/abo
BTOPWHHE MaKyBaHHA Ta 3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
KOHTPOJb SIKOCTI); dapmakoHarnagy). 3MiHa ynoBHoBaXkeHoI 0cobu
CaHTeH AT, ®iHnganaisa 3asiBHMKA, BiANOBiAanbHOI 3a hapmakoHarnsg.
(BMPOGHUK MponoHoBaHa pepakuis: JenbdiHa beptpam, A.d.H.,
BignoBiganbHUN 3a [OKTOP HayK. 3MiHa KOHTaAKTHUX AaHMX YNOBHOBaXXEHOT
BUNyck cepii); CaHTeH ocobu, BignosiganbHoi 3a dhapmakoHarnsag
dapmacektoTikan Ko.,
Nta., Cira MnaHr,
Anonis ("in bulk”,
NepBUHHE NaKyBaHHS,
KOHTPOIb SIKOCTI)
173.| TA®JIOTAH® | kpanni OYHi, PO34nH, CaHteH AT PiHnaHais BupobHuk, PiHnaHais/ BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3miHu | 3a UA/18212/01/01
MYIbTI no 15 mkr/mn; no 3 mn BignoBiganbHUN 3a ITanisa TMny - 3MiHK 3 sikocCTi. [oTOBMIA Nikapcbkui 3acib. peuenmom
y dbnakoHi 3 BUNyck cepii: CaHTeH Cunctema KoHTenHep/3akynoptoBarnbHuii 3acib. 3miHa
fosaTopom Ta AT, ®innaHais; dopmn abo po3mipy KOHTEHEPa YM 3aKynoptoBanbHOro
KPULLIKOKO 3 BupobHuk, 3acoby (NepBUHHOI yNakoBKM) (CTEPUMbHI Nikapchbki

KOHTPOMEM NepLLOoro
BigKpuTTS; Mo 1
rakoHy B KapTOHHIW
KopoobLi

BiAnoBiganbHWM 3a
BMPOGHMLUTBO in-bulk,
NepBUHHY Ta BTOPUHHY
ynaKoBkKy,
BMNPOOYBaHHS LLOA0
sikocTi: Ty6Gintoke
dapma C.MN.A,, ITanis

3acobu). BBeaeHHs HOBOI KpULLIKK (MPO30POi KpULLIKK) Ans
3aMiHM NOTOYHOI KOMBiHaLLii CTaHAaPTHOI KPULLKK | NnakeTy
NOTOYHOI CUCTEMMU 3aKPUTTS KOHTeWHepiB. B aaHuii yac
cucTeMa 3aKpuUTTS KOHTenHepa 3i CTaHAaPTHO KPULLIKOKO
yNaKkoBYETbCS Nepes KApTOHHOK YNaKoBKOK B MakeT,
o6 40AaTKOBO 3aXMCTUTU CMCTEMY OPTanbMOMNOriYHOro
po3yBaHHs (OSD) Big MikpobionoriyHoro 3abpyaHeHHs
yepes OTBOPU B KpULLIL Mg yac 30epiraHHst Jo novaTky
BMKOPWUCTaHHS. 3anponoHoBaHa cucTema 3akpuTTs
KOHTEeNHepa 3 NPO30POoI0 KPULLIKOKO YNaKoBYETLCS B
KOpobKy 6e3 nakeTa, OCKiNbKU OTBOPW B KPMLLILL
3aKpuUBalOTLCS A0 NepLuoro BigkpuTTa. OTBOPY B KpULLILL
BiOKPMBAKOTLCS, KOMW Ha NoyaTky nepiogy ekcnnyaTauii
BUAANSAIOTD KinbLie KOHTPOIIO BiAKpUTTA. BBeAeHHS 3miH
NpoTArom 6-T MicsAUIB Nicns 3aTBepoKeHHs. 3MiHu | Tuny
- 3miHu 3 skocTi. FoToBMIA Nnikapcbkuii 3acié. Cuctema
KOHTeNHep/3akynoptoBanbHuii 3aci6. 3miHa Oyab-akoi
YacTWHU MaTepiany NepBUHHOI YNaKOBKW, LLIO He
KOHTaKTy€e 3 roTOBUM JikapCbkuM 3acobom (Hanpuknag,
KOMip KPULLEYOK 3 KOHTPOSIEM MEPLLOro BiAKpUTTA, KOMip
KOJOBWX KifleLb Ha amnynax, KOHTeMHepa Ansi ronok
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

(pisHi BMAM nnactmack) (3miHa, sika BNnvMBae Ha KOPOTKy
XapaKTepucTuKy nikapcbkoro 3acoby). BunyyeHHs nakeTy
B SIKUIA BKNagaeTbCsi (priakoH, OCKiNMbKy 3anponoHoBaHa
cuCTeMa 3aKpUTTS KOHTENHepa 3 MPO30POI0 KPULLIKOKO
ynakoBYeTbCsi B KOPOOKy 6e3 nakeTa, 3 BignoBigHUMU
3MiHaMK [0 p. «YnakoBkay. 3MiHM BHECEHO B iHCTPYKLit0
OnS MeQMYHOro 3acToCyBaHHA y po3ain "Ynakoska" 3
BiAMOBIAHMMW 3MiHAMW Y TEKCTi MapKyBaHHS yMakoBKN
nikapcbkoro 3acoby. BeBegeHHs1 3mMiH npoTsarom 6-tu
MicsUiB Micnsa 3aTBepAXEHHS.

174.

TEO®EOPUH
IC®

Tabnetku; no 10
TabneTtok y 6Gnictepi;
no 1 Gnictepy B navui
3 KapTOHY

ToBapucTBo 3
004aTKOBOKO
BigNoBiganbHi
CTHO
"IHTEPXIM"

Ykpaina

ToBapucTBo 3
[0AaTKOBOK
BiANOBIgaNbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu |
UMY - 3MiHW Woao 6e3nekun/edekTMBHOCTI Ta
cdapmakoHarnsgy. BeegeHHst abo 3MiHM 0o y3aranbHEeHUxX
AaHux npo cuctemy chapmakoHarnsaay (BBeAeHHs
y3aranbHeHUX AaHunx Npo cuctemy cbapmakoHarnsgy,
3MiHa ynoBHOBaXxeHOI ocobu, BianoBiganbHoi 3a
3AiCHEHH: hbapmakoHarnsgy; KOHTakTHoOI ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
YMOBHOBaXeHOT 0cobu, BignoBiganbHoi 3a 34iNCHEHHSA
dapmakoHarnagy (Bkrovarymn KOHTaKTHI AaHi) Ta/abo
3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
dapmakoHarnagy). 3MiHa ynoBHOBaXXeHOI 0cobun
3asBHMKa, BiANOBIAanbHOI 3a hapmakoHarnag.
MponoHoBaHa pepakuis: HaropHa Onexa
OnekcaHapiBHa. 3MiHa KOHTAKTHMX OAHWX
ynoBHOBaxeHoi ocobu, BignosigansHoi 3a
dapmakoHarnsg.

3a
peuernmom

UA/9230/01/01

175.

TUrALUN

NOPOLLIOK ANA
PO34nHY A4S iHDY3in
no 50 mr 10 dnakoHiB
3 MOPOLLKOM Yy nayi 3
KapTOHY

MOAV3EP
EMY.CLL.
KOPMOPENMLL
H

CLA

Baet Jlepepne C.p.J1.
ITanis (BMpo6GHULTBO
npoaykuii in bulk,
nepBYHHE Ta BTOPUHHE
nakyBaHHSs!, KOHTPOIb
SIKOCTi Ta BUNYCK cepii);
MateoH Itania C.n.A.,
ITanis (BMpo6GHULTBO
npoaykuii in bulk,
NepBUHHE MaKyBaHHS,
KOHTPOIb SKOCTi);
OpogiHc-Baronab
C.p.n., ITanis
(mocnigxeHHs
CTEepUNbHOCTI)

ITanis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miu |
UMYy - agMiHiCTpaTUBHI 3MiHW. 3MiHa HaiMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMPOGHVKa (BKNOYaKoun, 3a HeobXigHOCTI, Micue
npoBeAeHHs KOHTPOIO AKOCTi), abo BnacHunKka macrtep-
darina Ha A®I, abo noctayanbHuka AdI/BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, Lo
3acTocoByoTbCs Y BUPoOHMUTBI ADI (sIKLLO 3a3HaYeHO Y
[OCbE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponenchkin dapmakonei y
3aTBepAKEHOMY A0Cke, abo BUPOOHMKa HOBOT
[OMNOMIXKHOT pe4OBUHM (SIKLLO 3a3Ha4YeHo y Aocke). 3MiHa
Ha3Bu BUpobHuka A®I (TanreumkniHy), 6e3 3miHn Micus
BUPOGHMLTBA:
3anponoHosaHo: AMRI ITALY SRL, Italy. BeegeHHs1 3miH
NpoTSArom 6-T1 MicsALIB MiCNs 3aTBEPYKEHHS.

3a
peuernmom

UA/12347/01/01

176.

TIOTAMA®

TabneTku, BKPUTI
NniBKOBOKO
obornoHkot, no 600
Mr; no 10 TabneTtok y
Gnictepi; no 3 abo 6
GnictepiB y nayui 3
KapTOHY

Bbopsar
Papma 'MEX i
Ko. KI

Himeyunna

OpareHodapm
AnTekapb Mown M16X

HimevuunHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:BUNpaBreHO TEXHIYHY MOMUIIKY B TEKCTI
MapKyBaHHS yMakoBKM NiKapCbKoro 3acoby, AoNyLUeHy y
3a3HayeHHi HoMepa peecTpaLinHOro NOCBIAYEHHS.
3AMPOMNOHOBAHO: Ne UA/1523/02/01. 3a3HayeHe
BWMNpaBIiEHHs BiAMNoBiAae apxiBHUM MaTtepianam
peecTpaLiiHoro oocbe

3a
peuernmom

UA/1523/02/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
177.| TOPBAKAPL | tabnetku, BKpUTI TOB "CaHodi- YkpaiHa OITA BUpOGHWNUNIA Yecbka BHECEHHS1 3MiH JO peecTpauiiHuX maTepianis:3miHu | 3a UA/15927/01/02
® KPUCTAN NniBKOBOO ABeHTiC KoonepaTtus iHBanigis, Pecnybnika TUMY - 3MiHW 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
060s0HKOo, No 20 Mr YkpaiHa" Yecbka Pecnybnika KoHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
Ne 30 (15x2), Ne 90 (BTOPUHHE NakyBaHHS); MeToAax BUNpobyBaHHSA roTOBOrO fikapcbkoro 3acoby
(15x6): no 15 TOB "3eHTiBa", Yecbka (He3HayHa 3MiHa y 3aTBepAXeHNX meTodax
Tabnetok y 6nictepi, Pecny6nika (Bci eTanu BUNPOOYBaHHS)-HE3HAYHI 3MiHW Y MeToauLi
no 2 abo 6 Gnictepis BUPOOHMLTBA, BUNpobyBaHHs 113 3a nokasHnkoMm «OgHOPIAHICTb
B KapTOHHI Kopobui nepBvHHE Ta BTOPUHHE [030BaHNX 0AUHMLBY; 3MiHK | TURY - 3MiHK 3 SIKOCTI.
nakyBaHHS, KOHTPOIb [oToBMI Nnikapcbkuii 3aci6. KoHTponb rotoBoro
Ta Bunyck cepini M13) nikapcbkoro 3acoby. 3miHa y meToaax BunpobyBaHHs
roTOBOro NiKapcbKoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeToAax BUNPobyBaHHS)-HE3HAYHI 3MiHM
y MmeToauui BunpobyearHs 13 3a nokasHUkom
«lpeHTudikauis metrogom BEPX»; 3miHn | Tuny - 3MiHm 3
siKocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MmiHa y meToaax BunpobyBaHHs
roTOBOro NiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX MeToAax BUNPOBYBaHHS)- HE3HAYHI 3MiHU
0o metoaukm BunpobysaHHs 113 3a nokasHnkomM
«KinbkicHe BU3Ha4YeHHs»; 3MiHu | TUNYy - 3MiHW 3 SIKOCTI.
[oToBMI nikapcbkuii 3acit. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3MiHa y meToaax BunpobyBaHHs
roTOBOro NiKapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEpOKEHMX MeTofax BUNPoDOyBaHHSI) - BUNPaBMeHHs!
NOMUIKK B Nepeniky peakTuBiB, SKi 3a3Ha4YeHi B MeToauLi
BunNpobyBaHHsA 113 «OaHOpIaHICTL 4030BaHMX OOQNHULbY
6e3 pakTnyHUX 3MiH y camii MeToaumui. JooaTkoBo
cneumdikauii Ans koxHoro gosyBaHHs ans M3 6ynu
nepeHymepoBaHi y Mogyni 3 3.2.P.5.1
178.| TOPBAKAPL | Tabnetku, BKpUTI TOB "CaHoi- YkpaiHa OITA BUpoGHUUMiA Yecbka BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB:amiHu | 3a UA/15927/01/03
® KPUCTAN NniBKOBOIO ABeHTiC KoonepaTtus iHBanigis, Pecnybnika TUMY - 3MiHK 3 sikoCTi. FOTOBMI Nikapcbkuii 3acib. peuenmom
obonoHkoto no 40 mr: YkpaiHa" Yecbka Pecnybnika

Ne 30 (10x3): no 10
Tabnetok y 6nictepi,
no 3 6nictepn B
KapTOHHiI kopobui

(BTOPMHHE NaKyBaHHS);
TOB "3eHTiBa", Yecbka
Pecnybnika (Bci eTanu
BUPOGHMLTBA,
nepBUHHE Ta BTOPUHHE
nakyBaHHs!, KOHTPOS1b
Ta Bunyck cepivi M3)

KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
mMeToAax BUNPobyBaHHSA roTOBOrO fikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHUX MeToAax
BMNPOBYBaHHS)-HE3HAYHI 3MiHM y MeToauLi
BunpobyBaHHs 13 3a nokasHukom «OgHOPIAHICTb
[030BaHNX OAMHMLUBY; 3MiHU | TUMY - 3MiHW 3 SIKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpoGyBaHHs
roTOBOrO fikapCbKoro 3acoby (HesHayHa 3MiHa y
3aTBepAKeHVX MeToAax BUNpobyBaHHS )-HE3HAYHI 3MiHM
y MeToaumLi BunpobyBsaHHs 13 3a nokasHukom
«lpeHTudikauis metogom BEPX»; 3miHu | Tuny - 3MiHn 3
sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTporb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpoGyBaHHs
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeTOoAAax BUNPOOYBaHHS)- HE3HAYHI 3MiHU
[0 MeToaMKM BUNpobyBaHHs 13 3a nokasHukom
«KinbkicHe BU3Ha4eHHsi»; 3MiHU | TUNY - 3MiHK 3 SIKOCTI.
[oToBMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpoGyBaHHs
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

roToBOro nMikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPIKEHMX METOAAX BUNPOOYBaHHSI) - BUNPaBMEHHSs!
NOMWIKM B NEpeniKy peakTuBiB, AKi 3a3HayeHi B meToaumui
BuUNpobyBaHHs 113 «OgHopigHICTL 4030BaHMX OANHULEY
6e3 pakTnyYHUX 3MiH y camii MeToaumui. JooaTtkoBo
crneumdikaLii ana koXxHoro gosysaHHsa ans 113 6ynu
nepeHymeposaHi y Mogyni 3 3.2.P.5.1

179.

TOPBAKAP[
® KPUCTAN

TabneTku, BKPUTI
NniBKOBOIO
obornoHkoto, no 10 mr
Ne 30 (15x2), Ne 90
(15x6): no 15
TabneTtok y Gnictepi,
no 2 abo 6 bnictepis
B KAPTOHHIl kopobui

TOB "CaHoi-
ABeHTIC
YkpaiHa"

Ykpaina

LOITA B1pobHUYMiA
KoonepaTuB iHBaniais,
Yecbka Pecnybnika
(BTOPMHHE NaKyBaHHS);
TOB "3eHrTiBa", Yecbka
Pecny6nika (Bci eTanu
BMPOBHMLTBA,
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOIb
Ta Bunyck cepini 113)

Yecbka
Pecnybnika

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu |
TMNYy - 3MiHK 3 AKOCTi. [OTOBMI Nikapcbkuii 3acit.
KoHTposb roToBoro nikapcbkoro 3acody. 3MiHa y

mMeToAdax BUNpobyBaHHSA roTOBOrO fikapcbKoro 3acoby

(He3HayHa 3MiHa y 3aTBepOKEeHNX MeTodax
BUNPOOYBaHHS)-HEe3HAYHI 3MiHW Y MeToauLi
BunpobyBaHHs 113 3a nokasHukom «OAHOPIAHICTD
[030BaHNX OANHMLLY; 3MiHKM | TURY - 3MiHW 3 SIKOCTI.
[oToBMI nikapcbkuii 3acit. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS
roToBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpOKEHMX MeToAax BUNPobyBaHHS)-He3HAYHI 3MiHK
y MmeToauui BunpobysaHHs 113 3a nokasHukom
«lpeHTudikauis metogom BEPX»; 3miHn | Tuny - 3MiHmM 3
siKocTi. FoToBMI Nikapcbknii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y meTogax BunpobyBaHHS
roTOBOro MikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEPIKEHMX MeToaax BUNPOBYBaHHS)- HE3HAYHI 3MiHU
0o metoavku BunpobyeaHHs 113 3a nokasHukom
«KinbkicHe BU3Ha4eHHs1»; 3MiHN | TUMy - 3MiHK 3 SIKOCTI.
[oToBWI Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa 3MiHa Yy
3aTBEpOKEHMX MeTofax BUNPoDOyBaHHST) - BUNPaBMEHHs!
NOMWIKV B Neperniky peakTuBIB, Siki 3a3HajveHi B MeToauLi
BuNpobyBaHHs 13 «OaHOopIgHICTb 1030BaHWX OAUHULIbY
6e3 pakTnyHUX 3MiH y camii MeToaumui. JogaTkoBo
crneundikaLii 4ns KoXXHOro o3dysaHHsa ans 13 6ynu
nepeHymeposaHi y Mogyni 3 3.2.P.5.1

3a
peuernmom

UA/15927/01/01

180.

TPYKCAN

TabneTkn, BKpUTI
NniBKOBOO
o6onoHkoto no 50 mr,
no 50 Tabnetok y
KOHTeWHepi; no 1
KOHTeWNHepy B KOpoobLi

Jlynp6ek
Ekcnopt A/C

LaHia

EypodiHc Biocapma
MpopakT TecTiHr
OeHmapk A/C, OaHis
(BunpobyBaHHsi 3a
NMOKa3HWKOM
"MikpobionorivyHa
unctota"); X. NyHabek
A/C, OaHia
(BUpPOBHMLTBO
Hepo3adacoBaHOro
npoAayKTy, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS,
BUWMYCK cepiit)

LaHis

BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa yactotu Ta/abo TepMmiHiB
noAaHHs perynsipHo OHOBIIOBaHWX 3BiTiB 3 6e3neku
nikapcbkunx 3acobiB. 3MiHW B 4acTOTi NOJaHHSA perynsipHo
OHOBMOBAHOTO 3BiTY 3 6e3neku 3 5-Tu pokiB Ha 3-u
BHeCEHO BignoBigHO A0 pilleHHs KoMiTeTy 3 OLuiHKK
pu3ukiB Ta hapmakoHarnsgy €Bponencbkoi areHLii 3
nikapcbkux 3acobiB Ta pekoMeHA0BaHO [0 3aTBEPAXKEHHS

3a
peuernmom

UA/2208/01/02

181.

TPYKCAN

TabneTkn, BKpUTI
NNiBKOBOO

JlyHo6ek
Ekcnopt A/C

Oania

EypodiHc Biodpapma
MpogakT TecTiHr

OaHis

BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB:3miHu |
TMMY - 3MiHM Wwoao 6e3neku/edpekTMBHOCTI Ta

3a

peuenmom

UA/2208/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
06onoHkoto no 25 wmr, Henmapk A/C, OaHis capmakoHarnsgy. 3miHa yactotu Ta/abo TepMiHiB
no 100 TabneTok y (BnpobyBaHHs 3a noAaHHs perynsipHo OHOBIIOBaHWX 3BiTiB 3 6e3neku
KOHTeWHepi, no 1 NOKa3HWKOM nikapcbkux 3acobiB. 3MiHM B 4aCTOTi NOAAHHSA perynsipHo
KOHTeWHepy B KOpoOLi "MikpobionoriyHa OHOBJHOBAHOrO 3BiTY 3 6Ge3nekun 3 5-Tn pokiB Ha 3-u
ynctorta"); X. JlyHabek BHECEHO BiANOBIAHO A0 pilleHHs KomiTeTy 3 OLiHKM
A/C, OaHia pusmkiB Ta hapmakoHarnagy €Bponencbkoi areHuji 3
(BUpOBHMLTBO nikapcbkux 3acobiB Ta peKoMeHA0BaHO A0 3aTBEPXKEHHS
Hepo3dacosaHoro
NpoaykTy, NepBUHHE Ta
BTOPWHHE NaKyBaHHS,
BWMYCK Cepiit)
182.| YPEOTOMN® Ma3sb 12 %; no 50 r TOB "MIBE YkpaiHa Mibe MmM6X HimeyunHa BHECEHHS 3MiH 40 peecTpauinHuxX maTtepianis:3MiHn | be3 UA/11751/01/01
a6o no 100 r y Ty6i; YKPATHA" ApuHanmiTTeNb TUNY - BHECEHHA HE3HAYHWNX 3MiH B METOAMKY 3a peuyenma
no 1 Ty6i B KAPTOHHIN nokasHukom «KinbKicHe BU3HAYEHHS CEHOBUHU»
KopobLUi (ypeasHun metog). Kputepii NpuAHATHOCTI He 3MiHMNUCS.
Takox BigOynucs pegakuinHi npaBkv B HyMepawii
CTOpIHOK 3BITiB 3 Banigauii B nigpo3aini 3.2.P.5.3.1.
Banigauia metoay: KinbkicHe BU3HAYEHHS CEHOBMHU Ta
3.2.P.5.3.2. Banigauis meTtoay: [JoMilKkmM (BU3HAYEHHS
amiaky), 6e3 3MiHu 3MiCTy.
183.| ®AMOTHUOU Tabnetku no 20 wmr; MAT YkpaiHa MAT YkpaiHa BHECEHHS1 3MiH JO peecTpauiiHuX maTepianis:3miHu | 3a UA/8118/01/01
H no 10 Tabnetok y "KviBmegnpen "KviBmegnpenapat” TUMY - 3MiHW BHECEHO B iHCTPYKLIitO AN MEANYHOIO peuenmom
GnicTepi; no 2 apat" 3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
Gnictepu y navui "B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta iHLwi
Bu1au B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHS y nepioa BariTHOCTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBATK Ha LIBUAKICTb peakLii npu
KepyBaHHi aBTOTpaHCNOpTOM abo iHWKMMK MexaHiamamu',
"Mepeno3yBaHHs", "MobiyHi peakyii” BignoBigHoO Ao
OHOBMEHOT iHhopMaLlii 3 6e3nekn 3acTocyBaHHs 4itoyoi
peyoBuHW. BBEAEHHS 3MiH NpOTSIrom 6-Ty MicsLiB nicns
3aTBEpPAKEHHSA
184.| ®APMACYHI PO34nH ANS iH'EKLN, AT "dapmak" YkpaiHa AT "dapmak" YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHuxX maTtepianis:3miHn | 3a UA/2318/01/01
H® H 100 MO/mMnno 3 mny TUNy - BHECEHHS 3MiH o p. 3.2.P.7. Cnuctema peuenmom
KapTpumxi; no 5 ynakoBka/ykyrnopka, Ao cneuudikauii Ha «AntomiHiea
KapTpuoXis y KpuLLka koMbiHOBaHa 3 nnactukosuM koBnadkom (Flip
6nicTepi; no 1 Top Seal) 13 MM» 32 MOKA3HNKOM SKOCTi «30BHILLHiV
6nicTepy B nayui 3 BUMMSAY, 30Kpema: 3MiHa Konbopy NnacTuKoBOro
KapToHy; no 5 mn abo KOBMayka 3 6rakMTHOro Ha CUHIiA; 3MiHW | TUMNY - BHECEHHSI
no 10 Mn y dnakoHi; 3MiH o MeTogis BunpobysaHHs 113, 3okpema: MeToamky
no 1 donakoHy B nayui BUNPOOyBaHHSA 3a Noka3HMKOM "LIMHK" npuBegeHo y
3 KapTOHY BignoBigHiCTb 40 MoHorpadii EP; 3MiHu | Tuny - BHeCeHHs
3MiH 1O METOAMKM BUNPODBYBaHHS 3@ MOKa3HUKOM
«MikpoGHe HaBaHTaxeHHs» (QPY*, EP* 2.6.12, 2.6.13,
mMeToa MembpaHHoi dinbTpadii) B npoueci BUpobHuULTBa
nikapcbkoro 3acoby
185.| ®ACHIK TabneTkn, BKpUTI 3am6oH ITanis 3amboH C.M.A. ITanis BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3miHu | be3 UA/5137/02/01
obonoHkoto, no 400 C.M.A. TUNY - 3MiHW BHECEHO A0 iHCTPYKUii ANs MegnyHoro peuenma

Mr no 6 TabneTok y
Gnictepi; no 1
GnicTepy B KApTOHHIl

3acTOCyBaHHS NikapcbKoro 3acoby Ao po3ainis
"OcobnusocTi 3actocyBaHHs" Ta "lMobivHi peakuii”
(BHECEHHS iHPOpMaLLii PO MOXIUBICTb PO3BUTKY
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Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa

Ymoeu
eidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

navui

rocTporo reHepanizoaHoro nyctynosy (AGEP))
BiNOBIQHO 40 OHOBMEHOI iHbopMaLii LWoao Ge3neku
3acTOCyBaHHS NiKapcbKoro 3acoby; 3miHu | Tuny - 3miHn
BHECEHO A0 iHCTPYKLi ANt MEAUYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby o po3aginis"Cnocib 3actocyBaHHs Ta
[o3un" (YTOYHEHHs1 iHdbopMmalii Npo 3acTocyBaHHS
MiHiManbHOT edpekTnBHOI Ao3K), "OcobnmsocTi
3acTocyBaHHS" (BHECEHHS iHbopMaLlii Tpo Moxnnee
MacKyBaHHS1 CUMMTOMIB OCHOBHMX iHCheKLi) BianoBigHO
0o pekomeHgauin PRAC; amiHu | Tuny - 3MiHM BHECEHO
[0 IHCTPYKLIT ANS MeANYHOro 3aCTOCYBaHHSA NiKapCbKOro
3acoby Ao po3ainy "MobiyHi peakuii” (BHeCeHHs
iHdbopmauii npo DRESS cuHgpom) BignosigHo oo
OHOBIEHOI iHhopMmaLii Wwoao 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby

186.

DACHIK

TabneTkn, BKPUTI
obornoHkoto, no 400
Mr; no 6 TabneTok y
Gnictepi; no 1
bnicTtepy y KapTOHHI
nayui

3amM06oH
C.MA.

ITania

3amboH C.MN.A.

ITanis

BHECEeHHs1 3MiH O peecTpauiiHux maTtepianis: 3MiHu |
TMny - 3MiHK Wwopao 6esnekn/edekTMBHOCTI Ta
capmakoHarnagy (iHwi 3miHu)

BHeCeHHs1 3MiH 4o po3ainy «MapkyBaHHs» MKA J13:
3areepoxeHo: MAPKYBAHHA Ooknagaetbces.
3anponoHoBaHo: MAPKYBAHHA
BignoBsigHo [0 3aTBEPAXEHOr0O TEKCTY MapKyBaHHS.
OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKOro
3acoby 3 BHECEHHSAM iHcbopMalLlii LWoAo 3a3HavYeHHs
OAMHULbL BUMipIOBaHHS y cucTeMi Sl. 3miHun | Tuny -
ApMmiHicTpaTuBHi 3mMiHW. 3MiHa HalimMeHyBaHHS Ta/abo
aapecu Micusi NPoBaKEHHS AiSNbHOCTI
BUPOGHYMKa/iMnopTepa roToBOro Nnikapcbkoro 3acoby,
BKIIOMAK04M AinbHULI BUNYCKY cepii abo micLe
NpoBEeAEHHS! KOHTPOIIO SIKOCTI. (QisSNbHICTb, 3a SKy
BiAMNOBigae BUPOOHMK/iMNOpTEp, BKNOYAKUN BUMYCK
cepint) 3miHa agpecu BupobHuka 113 3amboH C.IM.A.,
ITanis, 6e3 3MiHM MicLs BUpOBHMLUTBA: 3MiHM BHECEHO B
iHCTPYKLUilO ANs MeQnYHOro 3acTOCyBaHHS LLOAO
MiCLie3HaxX0MKEHHS BUPOOHYMKA 3 BiAMOBIAHMMMN 3MiHaMK1
Y TEKCTi MapKyBaHHs1 YNaKOBKM NiKapCbKoro 3acoby.

be3
peuenma

UA/5137/02/01

187.

®EBYCTAT

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 80 mr,
no 14 Tabnetok,
BKPUTWX MITiBKOBOIO
obonoHkot, y
GnicTepi; no 2
GnicTepn B KapTOHHIN
Kopoo6Li

Ecnapma
m6X

Himeyumna

Bniodapma-lHgacTpi
dapmackiotuka, C.A.,
MopTyranis
(BpoBHMLTBO in bulk,
nepBUHHE NaKyBaHHS,
BTOPVHHE NaKyBaHHS,
KOHTPOIb SIKOCTi);
Ecnapma 'm6X,
HimeuumHa (Bunyck
cepii); ecnapma ®apma
Cepsices 'M6X,
HimeuunHa (BTOpUHHE
nakyBaHHs1)

MopTyranis/
HimeuyunHa

BHECEHHS1 3MiH 40 peecTpauiiHux maTtepianis:3miHn |
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
dapmakoHarnsgy. BeeaeHHs abo 3MiHM 4o y3aranbHeHuX
[AaHux npo cuctemMy cpapMakoHarnsigy (BBeAeHHs
y3aranbHeHUX AaHuX Npo cuctemy dhapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi ocobu, BianoBiganbHoi 3a
30iNCHEHHS1 (hapMaKkoHarnsiay; KOHTakTHOT ocobu 3
bapmakoHarnsgy 3asBHUKa NS 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif
yMNOBHOBaXeHOI 0cobu, BiAnoBiaanbHoI 3a 3A4iNCHEHHS
dapmakoHarnsaay (BKoYarum KOHTaKTHI AaHi) Ta/abo
3MiHM Y pO3MiLLEeHHi MacTep-darina cucteMm
hapmakoHarnsgy). 3miHa ynosHoBaxeHoi ocobu

3a
peuernmom

UA/18914/01/01
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3asiBHMKa, BignoBigansHoi 3a hapmakoHarnsg.
IMponoHoBaHa peaakuis: Dr. Susanne Becker. 3miHa
KOHTaKTHUX JaHWX YNMOBHOBaXEHOI 0cobu,
BigNoBigansHoi 3a dhapmakoHarnag.
188.| ®EBYCTAT TabneTku, BKPUTI Ecnapma HimeyvunHa Bniodpapma-IHgacTpi MopTtyranis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis:3miHu | 3a UA/18914/01/02
NniBKOBOK mM6X dapmackiotuka, C.A., HimevuunHa TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta peuenmom
obonoHkot, no 120 MopTyranis apmakoHarnagy. BeegeHHst abo 3MiHv [0 y3aranbHeHUx
mr; no 14 TabneTok, (BpobHuUTBO in bulk, AaHux npo cuctemy chapmakoHarnsay (BBeAeHHs
BKPUTUX MIiBKOBOO NepBUHHE MaKyBaHHS, y3aranbHeHux AaHnx Npo cuctemy papmakoHarnsgy,
0BOSOHKOM, Y BTOPWHHE MaKyBaHHS, 3MiHa yNnoBHOBaXXeHOT 0cobu, BianoBiganbHoi 3a
GnicTepi; no 2 KOHTPOMb SKOCTi); 3AiNCHEHHA hapMaKkoHarnsay; KOHTakTHOI ocobu 3
GricTepu B KApTOHHiIl Ecnapma 'm6X, hbapmakoHarnagy 3asiBHMKa Ang 30iMCHEHHSA
KopobLUi HimeuuunHa (BMnyck thapmakoHarnagy B YkpaiHi, SKLWO BOHA BigMiHHA Big
cepii); ecnapma ®apma YNOBHOBaXeHOT 0cobu, BignoBiganebHoi 3a 34iNCHEHHSA
Cepsices 'M6X, capmakoHarnagy (Bkrovar4m KOHTaKTHI AaHi) Ta/abo
HimeuunHa (BTOpuHHE 3MiHW y PO3MilLleHHI MacTep-charnna cuctemm
naKkyBaHHs) dapmakoHarnsaay). 3miHa ynoBHOBaXXeHOi 0cobu
3asBHMKa, BiANOBIAanNbHOI 3a hapmakoHarnag.
MponoHoBaHa peaakuis: Dr. Susanne Becker. 3miHa
KOHTaKTHMX JaHWX YMOBHOBaXEHOI ocobu,
BiANOBIgaNbHOI 3a hapMakoHarnag.
189.| ®IAJIKU Tpasa no 50 r abo no MpAT Ykpaina MpAT "Niktpasn" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis:amiHu | bes UA/5803/01/01
TPABA 60 ry navui 3 "NikTpasun" TMNYy - 3MiHK 3 AKOCTi. [0TOBMI Nikapcbkuii 3acit. peuenma
BHYTPILLUHIM NakeTom; CucTeMa KoHTelHep/3akynoptoBanbHuUiA 3aci6 (iHLwi
no 1,5 ry ¢inbtp- 3MiHK) -
nakeTi, no 20 ginbTp- BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
nakeTiB B nauyuj; no KOHTeWHep/3aKynoptoBanbHUiA 3acib, a caMme BHECEHHSI
1,5 ry cinbTp-nakeri, YTOYHEHHS, LLoAo nayku Ans dinbTp-nakeTis:
no 20 cinbTp-nakeTis «A0AATKOBO Maykn MOXyTb 06ropTaTtucs 330BHi MNIBKOO
B nayui 3 BHYTPiLLHIM noninponineHoBoo» (3aTBEPAXKEHO «330BHI NaYku
nakeTom 0o6ropTalTbCsi NMIBKOK NOMINPONiNEHOBOKY), 3
BigNoBigHMMYK 3miHamu B p. "Ynakoska" MKA J13.
3anponoHoBaHo:
Moppi6HeHa cuposuHa no 50 r abo no 60 r B nakeTu,
BWrOTOBIIEHI 3 Nanepy nNakyBanbHOro BOMOrocTivikoro, abo
kpadpT-nanepy, abo nanepy rasetHoro, abo B nakeTu 3
NMiBKV NakyBanbHOI 3 HACTYMHWUM BKNaAaHHSM B Navkm
KapTOHHi.
MopoLwuok kpynHun no 1,5 r B hinbTp-nakeTn, BUrOTOBNEHI
3 nanepy TepMOo3BapioBarbHOro NMopucToro, Lo He
pO3MOKa€, 3 HAaCTYMHUM yknagaHHam no 20 ginbTp-
nakeTiB B Nayvkn kapToHHI. [loAaTKoBO Navkm MOXyTb
obropraTtucst 330BHi MNIBKOK NOMINPONiNeHOBO
MopoLwuok kpynHWM no 1,5 r B inbTp-nakeTun, BUroTOBIEHI
3 nanepy TepMOo3BapioBarbHOro NMopucToro, Lo He
pO3MoOKae, 3 HaCTyMNHUM yknagaHHam no 20 dinbTp-
nakeTiB B NakeTW, BUrOTOBMEHI 3 NNIBKX 3 NOMIMEPHNX
maTepianis 3 HaCTYNHUM BKNagaHHAM B Mayky KapTOHHI.
[onaTkoBO Naykv MOXyTb 06ropTaTMCst 330BHi MNIBKOKO
noninponineHoBokw.
190.| ®JIEHOKC® no 0,2 mn (2000 aHTK- | AT "dapmak" YKpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHMX MaTepianis:3miHu | 3a UA/13119/01/01
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Xa MO) a6o 0,4 mn TMNY - NPpUBEAEHHN aHaniTMYHoI metoauku ans Al sa peuenmom

(4000 aHTK-Xa MO), nokasHukoMm «laeHTudikauis. MonekynspHo - macosui

ab6o 0,6 mn (6000 po3noginy y BignoBigHicTb Ao BuMor EP BMpoGHuLTBa

aHTn-Xa MO) y «Hangzhou Jiuyuan Gene Engineering Co. Ltd.», Kutait;

wnpuui; no 1 wnpuuy 3MiHu | TUNY - NpYBeAeHHst MeToauKY BUNPODYBaHHS Ans

B 6nicTepi; no 1, 2 113 3a nokasHukom «lgeHTudikadis. MonekynsipHo-

abo 10 GnictepiB y MacoBui po3nogin» go sumor EP.

nadui 3 KapToHy; no 3MmiHu Il TUNYy - onTUMi3auis aHaniTMYHOI METOAMKM AN

0,8 mn (8000 aHTU-Xa A®I 3a nokasHukom «KinbkicHe BU3Ha4YeHHS». 3MiHun |l

MO) y wnpwuui; no 1 MMy - ONTUMI3aList aHaniTM4YHoi meTogukn ans N3

wnpuuy B 6nicTepi; «dneHoke®, po3uunH ans iH’exuin 10000 aHTN—Xa

no 1 abo 2 6nictepu 'y MO/mn» 3a nokasHukom «KinbkicHe BU3HAYEHHS».

nayui 3 KapToHy; Mo

0,2 mn1 (2000 aHTK-Xa

MO) a6o 0,4 mn

(4000 aHTM-Xa MO),

abo 0,6 mn (6000

aHTn-Xa MO) y

wnpuui; No 2 wnpuum

B bricTtepi; no 1 abo 5

GnicTepiB y nayui 3

KapToHy abo no 25

Gnictepis y kopobui 3

KapToHy; no 0,8 mn

(8000 aHTK-Xa MO) y

LINpuLi; No 2 wnpuum

y 6nicTepi; no 1

GnicTepy y nauui 3

KapToHy abo no 25

GnicTepis y kopobui 3

KapTOHY
191.| ®NYOAPABI NOPOLLIOK ANA Mictpan AHrnisa CinpgaH ®apma C.P.J1. PymyHis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | 3a UA/14389/01/01

H-BICTA NPUroTyBaHHS Kenitan Tuny - 3MiHn 3 sikocTi. A®Il. KoHntponb A®L. 3miHa y peuenmom
PO34MHY AnA iH'eKuin MeHemKMeHT napameTpax cneuudikauii Ta/abo onycTuMmnx Mex,
abo iHdy3in no 50 wmr; NimiTen BM3HA4YeHMX y cneuudikauisx Ha Adl, abo

1 donakoH 3
MOPOLLKOM Y
KapTOHHiI kopobLyi

BVXiOHW/NPOMIXXHUIA NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTBLCS Y NpoLeci BupobHuutea AdI
(BONOBHEHHS cneumdikauii HOBUM NOKA3HUKOM SKOCTi Ta
BiANOBIAHUM METOAOM BUNPOOYBaHHS) - BBEAEHHS
nopatkoBux napameTpiB koHTpornto TYMC, Salmonella
spp, Escherichia coli, Pseudomonas aeruginosa,
Staphylococcus aureus 3a nokasHukom «MikpoGionoriyHa
ynuctota» APL. 3minm | Tvny - 3MiHK 3 sikocTi. AL,
KoHTponb A®I. 3miHa y napameTpax creumdikaLin
Ta/abo [oMyCTUMUX MEX, BU3HAYEHUX Y crneumdikalisx
Ha A®l, abo BUXigHWUI/NPOMIXHWIA MPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTBECS Y npoLeci BupobHuutea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HMKOM SIKOCTi Ta
BiANOBIAHMM MeTo0M BUNPoOyBaHHS) - BBEAEHHS A0
cneuudikauii Ha A®| dnynapabiHy docdaTt gopaTkoBoi
meToavkvu BEPX ans ineHTudikauii aktuBHoi cybctaHuii
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(3aTBepakeHo 14-meTon).

192.

oJyimyuumn
AHTUBIOTUK
IT

niodpinizat gnsa
PO34MHY ANg iH'eKUin
no 500 mr; 3 onakoHa
3 niocpinizatom Ta 3
amMnynu 3
PO3YNHHWUKOM MO 4 M1
(Boga Ans iH'ekuin) y
KapTOHHIN nayui

3AMBOH
C.NA.

ITanis

3am6oH C.M.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:3miHu |l
TMNY - 3MiHW Woao 6e3nekun/edhekTMBHOCTI Ta
apmakoHarnagy. BHeceHHs abo 3miHa(v) ao
3000B'si3aHb Ta YMOB BMAaYi peecTpauiiHoro

nocBigYeHHs, Bkntoyatoum MNnaH ynpaeniHHA pusukamm

(3acTocyBaHHs 3MiH(1), Aki(a) BUMaraoTb(€) NoAanbLLIOro
06r'pyHTYBaHHSI HOBUMW JOAATKOBUM AaHUMMU, WO MatTb
HafaBaTUCS KOMMNETEHTHMM OpraHoM, OCKifbKu
BMMaraeTbCs CYTTEBA OLliHKA KOMMETEHTHUM OPraHoMm).
BukoHaHHs1 3060B's13aHb BiANOBIAHO 40 MianyHKTy 1.13
nyHkTy 1, nignyHkTy 2.3 nyHKTY 2 goaatky 15 go Mopagky
NPOBEAEHHA eKCnepTMn3n peecTpaLinHux maTtepianis Ha
nikapcbki 3acobu, WO NoAalTbCA Ha AepXKaBHY
peecTpauiio (nepepeecTpalLiio), a TaKoX eKCnepTnsun
MaTepianis Npo BHECEHHSA 3MiH 0O peecTpauinHnX
mMaTepianis NPOTAroM Aii peecTpauiniHOro NocBiAYeHHS,
3aTBepakeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y
peaakuii Hakasy MOS Big 23.07.2015 Ne 460).
3a pe3ynbTaTtamm eKcnepTu3n HagaHnx MaTepianis
BCTaHOBMEHO, Wo: 3asBHUkoM "3BAMBOH C.M.A.", Itania
BMKOHaHO 3060B’A3aHHS WOA0 HadaHHsA aAns nikapcbKoro
3acoby dnyimyuun aHTubioTuk IT, niodinizat ans
po34nHy Ans iH'ekuin no 500 mr 3 dnakoHa 3
niochinizatom Ta 3 amnynu 3 po34MHHMKOM Mo 4 Mn (Boaa
ONS iH’EKLiN) Y KAPTOHHIM NaYui 3 MapKyBaHHAM
YKPaiHCLKOK MOBOIO, AOMNOBHEHHS 40 OrnsAAy KriHiYHMX
[OaHux Ta geTanbHOro Onucy CUCTeMHU yrnpasniHHS
pu3vKamMmn y BUrNSAAiI NnaHy ynpaeniHHS pusmkamu, Wo
MIiCTUTb PU3UK NPOMOPLINHI 3axoau 3 MiHiMi3aLjii pu3nkis
Ta 34iNCHEHHs dapmakoHarnsaay.

3a
peuernmom

UA/8503/01/01

193.

DJIYUMNHAP®
N

ma3sb no 15 ry T1y6i;
no 1 Ty6i B KApTOHHiW
KopoobLi

TOB "BAYLL
XENC"

Ykpaina

®apm3sasog €nbda

AT.

Monbuwa

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis:3miHu |
TUMy - 3MiHK 3 sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI €EBponenchkii
dapmakonei/MoHorpadii. NMogaHHsA HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo BUMyYeHHs
cepTudikaTa BignosigHocTi €Bponeiickbkin hapmakonei:
ans A®l; ans BuxigHoro martepiany/peareHTy/npOMiXKHOTO
NpPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI AdI;
Onsi AONOMiXXHOI peqoBUHU (cepTudikaT BignoBigHoCTI
€Bponelicbkint hapmakonei) - OHoBNeHW cepTudikaT Bif,
y>Xe 3aTBepAKeHOro BUpPobHuMKa -
noJaHHsi OHOBMNEHOro cepTudikaTa BigNOBIAHOCTI
€poneickkin dpapmakonei Ne R1-CEP 1999-184 - Rev
03 (3aTBepakeHo: R1-CEP 1999-184 - Rev 02) ans AdI
HeoMiLuHY cynbdaTy Bif BXe 3aTBepA)KeHOro BUPOBHMKa
PHARMACIA & UPJOHN COMPANY. Ak Hacnigok 3amiHa
Ha3Bu BUpobHuka Ha PHARMACIA & UPJOHN
COMPANY LLC Ta yTouHeHHs1 agpecu BnacHuka CEP.

3a
peuernmom

UA/2879/01/01

194.

®OPEKOKC
TPEK

TabneTkn, BKpUTI
000M0HKOI0, Mo 6

Makneonc
dapmacbloTmK

IHaia

Makneonc

dapmacbioTmKanc

IHaisa

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:aminu ||
TMMY - 3MiHUM 3 sikocTi. ADI. BupobHuLTBO. 3MiHa

3a
peuenmom

UA/7796/01/01
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TabneTok y cTpuni, no anc Jlimiteq Jlimitea BUPOGHMKa BUXiZHOTO/NPOMIXKHOIO NPoayKTYy/peareHTy,
10 cTpunis y L0 BUKOPUCTOBYIOTLCSH Y BUpOBHUYoMy npoueci A®I, abo
KapTOHHiI kopobL; no 3MiHa BMpOOHMKa (BKNoYatoun, e HeobxigHo, micue
28 TabneTok y NPOBeAEHHST KOHTPOIO sikocTi) AP (3a BigcyTHOCTI
6nictepi, no 24 cepTudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei y
BnicTepn y KapTOHHil 3aTBepOKeHOMY A0ckbe) (BBeO4EHHS HOBOro BUPOGHMKa
KopobLi A®I 3 HagaHHAM MacTep-anna Ha ADl). BBeageHHs
fondaTkoBoro BupobHuka APl etambyTony rinpoxnopuay
(noBHWUI LKN BUpobHMUTBA). 3anponoHoBaHo: LUPIN
LIMITED, India, Themis Medicare Ltd. India
195.| ®OPEKOKC TabneTkn, BKpUTI Makneoac IHAisA Makneoac IHAisA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:aminu || 3a UA/7797/01/01
TPEK 06ornoHKot, in bulk: dapmacbkloThK dapmacbkroTmKarnc MRy - 3MiHK 3 skocTi. A®l. BupobHuuteo. 3miHa peuenmom
500 TabneTok y anc Jlimitea Jlimiten BUPOGHMKA BUXiZAHOTO/NPOMIXKHOIO NPOAyKTYy/peareHTy,
6aHkax LLIO BUKOPUCTOBYIOTLCS Yy BUpOBOHMYomy npoueci AP, abo
3MiHa BMpOOHMKa (BKNoYatoun, e HeobxigHo, micue
NpoBeAeHHst KOHTpono sikocTi) ADI (3a BigcyTHOCTI
cepTudpikaTta BignoBigHOCTI €Bponenchbkin hapmakonei y
3aTBepOKEHOMY A0Chbe) (BBEOEHHS HOBOIrO BUPOGHMKa
A®I 3 HagaHHAM MacTep-cainna Ha Adl). BBegeHHs
AopaTkoBoro BupobHuka APl etambyTony rigpoxnopuay
(noBHWUI LMKN BUpoBHMUTBA). 3anponoHoBaHo: LUPIN
LIMITED, India, Themis Medicare Ltd. India
196.| ®OCDPOPAI rpaHynu ans NMPODAPMA ManbTta Jlabiana Icnania BHECEHHS 3MiH O peecTpauiiHux maTtepianis:3miHu | 3a UA/13238/01/01
0parnbHOro po3yuHy, 3 IHTEpHeLLHN dapmachbtoTikanc, TUMY - HE3HaYHa 3MiHa y 3aTBEPMAXXEHUX MeToaax peuenmom
r/naketno 8 ry TpenguHr CJLY. BUNPOOYBaHHA rOTOBOIO NikapcbKoro 3acoby
nakeTi; no 1 nakety y Nimiteq "MikpobiomnoriyHa uncrora" ans MeToAy KOHTPOMo
KapTOHHIN navui KOHKpeTHMX MikpoopraHiamis Escherichia coli 3
BHECEHHSIM ONWCY MEeTOAMKU
197.| ®OTUN® Kpanni o4Hi no 5 mny CaHteH AT PiHnaHais MaHyakTypiHr Hinepnanan BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:3miHu | 3a UA/2384/01/02
®OPTE nonieTuneHoBoMy MakariHr ®apmaka | PiHnsHais TMMY - 3MiHK Wwopao 6e3nekun/edekTMBHOCTI Ta peuenmom
dnakoHi- (MNo) b.B., dapmakoHarnsay. BeegeHHs abo 3MiHM fo y3aranbHeHWX
KpanenbHuui; no 1 Hinepnangn AaHux npo cuctemy chapmakoHarnsagy (BBeAeHHs
naKkoHy B KApTOHHIl (anbTepHaTUBHUIA y3aranbHeHVX AaHuX Npo cucTeMy chapmMakoHarnsiay,
KopobLi BUPOOHMK, 3MiHa YNOBHOBaXXEHOT 0CO0M, BiANOBiAanbHOI 3a
BignoBiganbHWI 3a 3AiCHEHHs hapmakoHarnsgy; KOHTakTHoOI ocobu 3
BTOPWHHE NaKyBaHHs); dapmakoHarnsay 3asiBHVKa Ans 30iNCHEeHHS
Hekct®apma AT, dapmakoHarnagy B YkpaiHi, SKL0 BOHa BiAMiHHA Bifg
PDiHNAHaiIA (BUPOBHWK, YNOBHOBaXEHOT 0cobWU, BignoBiganbHoi 3a 34iNCHEHHS
BignoBiganbHUiA 3a hapmakoHarnsiay (BKoYarum KOHTaKTHI AaHi) Ta/abo
BUPOOHMLTBO in bulk, 3MiHM Y pO3MiLLEeHHI MmacTep-garina cucTteMm
NEePBUHHY Ta BTOPUHHY dapmakoHarnsay). 3miHa ynoBHOBaXeHOi 0cobu
yMNaKoBKY, KOHTPOIb 3asBHYKa, BignoBiganbHoi 3a hapMakoHarnsa.
skocTi); CaHTeH AT, MponoHoBaHa pepakuisa: AenbdiHa beptpam, A.¢.H.,
PiHNAHAIA (BUPOBHMK OOKTOp HayK. 3MiHa KOHTaKTHUX AaHWX YMOBHOBaXEHOI
BignoBiganbHUN 3a ocobw, BignosigansHoT 3a hapmakoHarnsg.
BUNYCK cepii)
198.| ®YKOPLIH po34nH Ans M "Kinachd" YkpaiHa MM "Kinadhd" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: bes UA/15715/01/01
30BHILLHBOIO YTOUYHEHHS cTaTycy peknamyBaHHA B Hakasi MO3 peuenma
3acToCyBaHHs, Ykpainu Ne 56 Biag 13.01.2022 B npoueci
cnMpToBWK, Mo 25 mn nepepeectpadii. Pegakuisi B Hakasi: nignsarae.
y doriakoHax 3anponoHoBaHa peAakuisi: He nignarae.
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Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
199.| ®YPACON obnonickyeau, AT INatBis AT "OnanHdapm” JaTBis BHECEHHS1 3MiH JO peecTpauiiHuX maTepianis:3miHu | 3a UA/1627/01/01
nopotwuok 0,1 "OnanHdapm” TUMY - OHOBIIEHHS BXXE 3aTBEPAKEHNX METOAIB KOHTPOMIO | peyenmom
r/nakeTuk, mo 1 r AIKOCTi NMikapcbKoro 3acoby, a came BUKaAeHHS TEKCTY
npenapary y AepXXaBHOK MOBOI 3riJHO Cy4acHUX BUMOT; 3MiHu | Tuny
nakeTtuky, no 5 abo 15 - BHECEHHS 3MiH A0 po3gainy “MapkysaHHa” MKA 113™:
nakeTukiB y nadyui 3 3anponoHoBaHo: MapkyBaHHs. BignosigHo
KapTOHY 3aTBEPKEHOMY TEKCTY MapKyBaHHsi. OHOBINEHHS TEKCTY
MapKyBaHHS1 YNaKkoBKW NikapcbKoro 3acoby
200.| UETPUMAK TabneTtkn, BKPUTI Makneoac IHpis Makneoac IHpis BHECEHHS 3MiH [0 peecTpaLinHMX maTtepianis: 3miHu | be3 UA/16082/01/01
NniBKOBOK dapmacbloThK dapmackroTrKarnc Tmny - 3MiHuM 3 sikocTi. FoToBUIA NikapcbkMin 3aci6. peuenma
060roHKo, N0 5 Mr anc Jliviteq Nimiten Cunctema KoHTenHep/3akynoptoBanbHuii 3acit. 3miHa y
no 10 TabneTtok y NEePBUHHIN yNakoBLi FOTOBOro NikapcbKoro 3acoby (Tun
Gnictepi: no 1 abo 3 KOHTelHepa abo goaaBaHHS HOBOrO KOHTEMHepa) -
bnictepn y KapTOHHIN Buny4yeHHs nepBUHHOI yNaKoBKW, LLO HE MPU3BOAUTL 0
ynakoBLi NMOBHOIO BUIYYEHHS MiKapcbKoro 3acoby 3 NeBHOK CUIIO
nii abo y neBHin nikapcbkin dopMi. BunyueHHs J13
LleTpumak, TabneTku, BKpUTI NiBKOBOKO 06OMOHKOIO, MO 5
Mmr y conakoHax Ne 30 y kapTOHHIl ynakosui, 3
BiANOBIgHNMYK 3MiHaMK Y po3aini «YnakoBkay MKA N3.
3MiHN BHECEHI B iHCTPYKLiO ANS MEANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y po3ain "Ynakoska"
(BUNYYEHHS YNakoBKW NEBHOrO po3Mipy). BBeaeHHs 3miH
NpoTSArom 6-T1 MicsAUIB MiCNs 3aTBEPAXKEHHS.
201.| ULE®YPOKCWU | nopoluok ans AHTNGIOTUKM PymyHis AHTUBIOTUKN CA, PymyHis/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis:aminu | 3a UA/18774/01/01
M PO34MHY ANS iH'EKLN CA PymyHis ( BTOpuHHe Kutan MMy - 3MiHK 3 sKocTi. FOTOBMI NMikapcbkun 3acib. peuenmom
abo iHdysin 1,5 r; no nakyBaHHs, Cunctema KoHTenHep/3akynoproBanbHuii 3acit. 3miHa y
1 abo 10 dnakoHiB y TECTYBaHHS, BUNYCK NepPBUHHIN yNakoBLi rOTOBOTrO fikapcbkoro 3acoby
KapTOHHIN nayui cepii); CiHodapm (sAKicHWI Ta KinbkicHMA cknag) - CTepunbHi NikapcbkKi
XKuion (LeHbyxeH) 3acobu Ta nikapcbki 3acobu 6ionoriYHoro/iMyHonoriYHoro
dapmacbtotukan Ko., NMOXOMXEHHS - BHECEHHS 3MiH A0 p. 3.2.P.7. Cuctema
INra., Kutan KOHTeWHep/3aKynoptoBanbHuUi 3acib, a came BBeEeHHS
(Bupo6HMLTBO, [0AaTKOBKX CKsHUX donakoHis Tuny I (15 mn)
nepBUHHE Ta BTOPUHHE BMpo6HMUTBa komnaHii SHANDONG
nakyBaHHs1) PHARMACEUTICAL GLASS CO. LTD., China.
3akynoptoBanbHui 3acib He 3MiHMBCS. 3anponoHOBaHO:
clear neutral Type | and Type llI glass vials with rubber
stoppers with an aluminium flip-off caps.
202.| UWMKNOAUHO | kpanni opaneHi, no 50 | BioHopuka CE HimeuunHa BioHopuka CE HimeyunHa BHECEHHS 3MiH O peeCTpaLiiHMX MaTepianiB:TexHIYHa be3 UA/0267/01/01
H® mn abo no 100 mn y nomurnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460). peuenma
dnakoHi; no 1 BunpaBneHo TeXHiYHYy MOMWIIKY Y TEKCTi MapKyBaHHSsI
naKkoHy B KApTOHHIl NepBUHHOI YMakKoBKM Nikapcbkoro 3acoby, a came y n.6
KopoOLi BHECEeHO iHdopMaLiilo Woao 3a3Ha4YeHHs OAUHMULb
BVMIipIOBaHHs B cucTemi Sl.
3a3HayeHe BUMpaBreHHs BignoBigae matepianam
peecTpaLiiHoro 4ocCbeE.
203.| UNTPOMAK® | Tabnetku, no 6 abo MpAT YkpaiHa MpAT "®apmaueBTniHa YkpaiHa BHECEHHS 3MiH O peecTpaLiiHuX maTtepianis:3miHu | be3 UA/3002/01/01
- BAPHULUA no 10 Tabnetok y "®apmaueBTu cipma "[apHuusa” TUMY - OHOBJIEHHS 3aTBEPOXKEHOrO TEKCTY MapKyBaHHA peuenma
KOHTYPHIV YapyHKOBIW YHa cipma BTOPWHHOI YNaKkoBKM NikapCbKOro 3acoby (4OMNOBHEHHS Yy
ynakosLi; no 1 "NapHuus" n. 17). BBegeHHs 3MiH NpOTAroM 6-Tu micauiB nicns

KOHTYPHili YapyHKOBIN
ynakosLi B nayui; no

3aTBEPYKEHHS; 3MiHU | TUMNY - BBEAEHHS
anbTePHATMBHOIO TEKCTY MapKyBaHHSi BTOPUHHOT
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Ne
n/

Hasea
JliKapCcbKO20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

PeecmpauitiHa npoyedypa Ymoeu Homep
eidnycky | peecmpayiliHo2o
noceio4yeHHs1

6 abo no 10 TabneTok
Y KOHTYPHUX
YapyHKOBUX
ynakoBKkax

ynakoBku (gogaBaHHsA QR-kogy y n. 17 ) Ha gogaTtok 4o
BXE 3aTBEPAXEHOr0 TEKCTY MapKyBaHHSA BTOPUHHOI
ynakoBku Ne10x1. BBeaeHHsi 3MiH NpoTarom 6-tu micsiuis
nicnsa 3aTBepaKEHHs

B.o. leHepanbHOro aupekropa [ijupekroparty
chapmaueBTUYHOrO 3abe3neyeHHs

IBaH 3SAIBOPHUX




