MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

09 rpyaug 2021 poky Ne 2740

IIpo jep)kaBHY peecTpariiio (mepepeecTpariiio) JIKapCbKHX 3aco0iB (MegMUYHUX
iMyHO0Oio/T0riYHUX NpenapaTiB) Ta BHeCEHHs 3MiH /I0 peecTpaljiiHUX MaTepiajiB

BianoBigHo o cratTi 9 3akoHy Ykpainu «IIpo mikapchbKi 3aco0u», MyHKTIB 5,
7, 10 Tlopsiaky pep>kaBHOI peectpariii (repepeecTtpailii) JTikapcbKux 3acobiB,
3aTBep/pKeHoro rmoctaHoBoro Kabinety MiHicTpiB Ykpainu Bij 26 TpaBHs 2005 poky
Ne 376, myukty 10 ITopsiiky Aep>kaBHOI peecTpallii BakLMH ab0 iHILIKMX MeJUYHUX
iMmyHobGiosioriunux ~ miperapaTiB A crienudiyHOi  TIpOGiNaKTUKKA  TOCTpPOI
pecriparopHoi xBopobu COVID-19, cnpuunHeHoi kopoHaBipycom SARS-CoV-2,
miz; 3000B’s3aHHS /i1 €KCTPEHOT0 MeJWYHOTO 3aCTOCyBaHHS, 3aTBep»KeHOro
noctadHoBoto KabGineTy MinicTpiB Ykpainu Big 08 motoro 2021 poky Ne 95, a63ariy
JBaJUSTh CbOMOro miAnyHKTy 12 nyHKTy 4 [To/iokeHHst npo MiHICTepCTBO OXOPOHU
3/I0pOB’sT YKpaiHu, 3aTBep/pkKeHoro moctaHoBoro Kabinery MiHicTpiB YKpainu Bia
25 6epe3ns 2015 poky Ne 267 (B pefakiiii mocraHoBu Kabinety MiHicTpiB Ykpainu
Biz 24 ciuns 2020 poky Ne 90), Ha mifcTaBi pe3y/bTaTiB eKCIIepTHU3U peeCTpaLiiHuX
MaTepiasiiB JHiKapchbKUX 3acobiB (MeJUUHMX iMyHOOIO/IOTiUHMX TMperapariB), II0
MOJlaHI Ha Jiep)KaBHY peecTpalito (mepepeecTpaliitd) Ta BHeCeHHS 3MiH [0
peecTpaliiHUX MarepiajiB, NpoBeJeHUX [lep;kaBHUM MiJNIPUEMCTBOM «/lep>KaBHUM
eKCIepTHUM LeHTp MiHicTepcTBa OXOPOHHM 3[J0pPOB’Sl YKpaiHW», BHUCHOBKIB L[0O/I0
edheKTUBHOCTi, 6e3MeyHoCTi Ta SIKOCTi, I[0/I0 €KCIepTHOI OI[iHKU CIiBBiJHOIIIEHHS
KOPHMCTB/PU3HK JIiIKApChKOTO 3aco0y, 1[0 TPOMOHYETHCS [0 JAep)kKaBHOI peecTpariil
(mepepeecTpallii), 1100 BHeCeHHs 3MiH /[0 PpeeCTpalliitHUX MarepialiB Ta
pPeKOMeH/Iarlii Moro Ao Aep)kaBHOI peecTpariii (repepeectpaiiii) abo BHeCeHHS 3MiH
Jl0 peecTpaLiiHAX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM miKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd JiKapckKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTu) 3rifHO 3
riepesikoM (JOoAaToK 2).
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3. BHectn 3MiHM [0 peecTpauiMHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapcbKMX 3acobiB YKpaiHM Ha JKapceKi 3acobu (MeauuHi iMyHOOiosoriudi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KOHTpO/b 3a BUKOHAHHSM 1[bOT0 HaKa3y IMOK/IACTU Ha TepIIoro 3aCTymHUKA
Minictpa Komapiay O.O.

MinicTp BikTop JISALIKO



Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big 09 rpyaHa 2021 poky Ne 2740

NMEPENIK

3APEECTPOBAHNX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATLCA A0
OEP>XABHOI'O PEECTPY NIKAPCBbKUX 3ACOBIB YKPAIHN

Ne Hasgsa nikapcbko2o | ®opma surnyckKy (/ikapcbKa 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Homep
n/n 3acoby ¢hopma, ynakoska) 3asBHUKa BUPOGHUKA BiOnycKy | yBaHHs | peecmpayiliHo20
nocsioYeHHs!
1. ALUETUIUNCTEIH KpucTaniyHuii nopoLlok abo MpAT YkpaiHa YxaHb 'paHg, Kutaii peecTpauist Ha 5 pokis - He UA/19092/01/01
KpucTanm (cyberaHuis) y "®apmaueBTUYH Xolio Ko., T4, nionsea
NoABiiHMX NONIETUIEHOBNX a thipma €
naketax ans "OapHuua™
dhapmaL,eBTU4YHOro
3acTOoCyBaHHsA
2. BYTAMIPATY MOPOLLIOK (Cy6CTaHLis) y ToBapucTBo 3 YkpaiHa PAPMAK, a.c. Yecbka peecTpauis Ha 5 pokis - He UA/19093/01/01
LUUTPAT noABiliHMX NoNieTUIEHOBUX 06MeXeHo Pecny6nika nionsea
naketax gns BiANOBIAA/IbHICT €
dhapmaLeBTU4YHOro 0
3acTocyBaHHA "®apmaueBTUYH
a KomnaHis
"3p0poB'a”
3. BIOAIH PO34mnH HawkipHuid 100 mr/mn, MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsea UA/19094/01/01
no 30 mn y cpnakoHi, no 1 akujioHepHe akKujioHepHe MepioanyHicTb NOAAHHA PerynsipHo peyenma €
dhnakoHy, ykynopeHomy TOBapuCTBO TOBapUCTBO OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
KPMLLKOIO-NINETKOH0, Y navu; hapmaueBTUyHa thapmaueBTUyHa BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
no 100 mn y donakoHi, no 1 thabpuka thabpuka hapmakoHarnsgy, 3aTBepiXeHoro
hNakoHy, yKynopeHomy «Biona» «Biona» Haka3oM MiHicTepcTBa OXOPOHU
HacafKolo Ta KPULLKOH, Y 300poB’A YKpaiHu Big 27 rpyaHs 2006
nauuj; mo 1000 mn 'y dhnakoHi, poky Ne 898, 3apeecTpoBaHoro B
YKYNOPEeHOMY KPULLKOK MiHicTepcTBi tocTULiT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB'S
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3HayvYeHUMKN y NepiogNYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
4, KNO3AMIH MOPOLLIOK KPUCTaUTIYHWIA MpAT YkpaiHa LoyryaH ®ykaH Kutai peecTpauis Ha 5 pokis - He UA/19095/01/01
(cybcTaHuisn) y noagiiHmx "TexHonor" PapmacbloTikau nionsza
nonieTUIEHOBUX Millkax ans Ko., N14. €
thapmavLeBTUYHOro
3aCTOCYBaHHSA
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thapmaueBTUYHOTO
3acTOCYBaHHs

Ne | Hassa nikapcbkoz2o | ®opma Bunycky (nikapcbka 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n 3acoby c¢hopma, ynakoska) 3asiBHUKa BUPOGHUKA Bionycky | yBaHHs | peecmpayiliHo20
nocsioYeHHs1
5. MOKCU®DTOKCAL, | nopouiok (cybeTaHuis) y TOB "KYCYM YkpaiHa 'BK BiocaeHcuc IHgis peecTpauisf Ha 5 pokis - He UA/19096/01/01
NHY nonieTueHoBUX nakeTax Ans PAPM" MpaiiBeT nionsea
rigPpoxnoprunp hapMaLeBTUYHOTO Nimiteq €
3aCTOCYBaHHSA
6. PE3ICTO/NI®-TAB TabneTkun, BKpUTI NNiBKOBOKO TOB YkpaiHa MNAT YkpaiHa peecTpaList Ha 5 pokis 6e3 nionsea UA/19107/01/01
060n0Hkoto, no 20 wmr, no 10 "APTEPIYM "Kuismegnpenap MepiognyHiCTb NOAAHHA perynsipHo peyenma €
Tabnetok y 6nictepi, no 2 nTar ar" OHOBJ/IHOBAHOTIO 3BIiTYy 3 6e3neku,
6nictepu B nauuj BiANoOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMu,
3a3HayYeHMMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
7. POMIBAKAIHY KPUCTanNi4yHWiA NOPOLLIOK TOB "tOpis- YkpaiHa EAMOHA ITanisa peecTpaduis Ha 5 pokis - He UA/19097/01/01
rigpoxnorup (cy6CTaHuis) y noaBinHMX dapm"” OAPMA C.P.J. nionsea
MOHOrIAPAT nosnieTuIeHoBUX nakeTax ans €
hapmavLeBTU4HOro
3aCTOCYBaHHSA
8. DACYAINY KpUCTanivyHuii NopoLIoK A6ao Kutaii fA6ao Kutaii peecTpauist Ha 5 pokis - He UA/19098/01/01
rigpoxnoprupg (cybeTaHuis) y dapmacbloTikan dapmacbloTikan nionsza
nonieTusIeHoBMX nNaketTax Ans pyn Ko., NitAa. pyn Ko., fiTAa. €
dhapmaL,eBTUYHOro
3acTOCyBaHHSA
9. XOnIHY pignHa (cybcTaHuis) y 3irdopig Al Lseruapi | 3irdpig EBioHHa | LlBeliuapis peecTpauis Ha 5 pokis - He UA/19099/01/01
CANIUUNAT 80 % KaHicTpax 3 nosietTuneny a CA nionsea
BWCOKOI LL{i/TbHOCTi ANt €

B.o. I'enepanbHoOro gupexkropa /Jlupekropary

(hapMaLieBTUYHOTr0 3a0e3neuyeHHs

Isan 3AJIBOPHUX




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy
peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX
iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux
marepianis»

Big 09 rpyaHa 2021 poky Ne 2740

MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/IOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HukK Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Homep
JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoska) nocsi0O4YeHHs1
AMnoauniH Tabnetkn, no 5 mr "FOHik IHais HOHiK IHais nepepeecTpavisi Ha HeOOMEXEHUI TEPMIH 3a He UA/15752/01/01
EBPO no 10 TabneTtok y dapmacboThK dapmacboTrKas OHoB/eHO iHdhopMaLiito B IHCTPYKUIi A5 peyenmom | nidnsizae
KOHTYpHilA an Nab6opaTtopi3 MeAUYHOro 3acToCyBaHHSA NiKapCbKoro 3acoby
YapyHKOBIli ynakoBui | Jlabopatopi3" (BiggineHHs cipmmn BIANOBIAHO A0 pethepeHTHOro NikapCcbKoro
3 aJTloMiHieBOT (BippineHHs "[x. B. Kemikan3 3acoby (Hopsack®, Tabnetkv no 5 mr a6o 10 mr)
honbru (cTpuni), no ipmn "Ox. B. eHf y po3ginax "B3aemogis 3 iHWNMY NliKapCbKUMK
2 abo no 3 ctpunay Kemikan3s eHg, dapmacbloTnkans 3acob6amu abo iHWi BuAM B3aemMogin”,
Kopoo6ui 3 dapmacboThK nrp.") "Oco6nMBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nakyBaJsibHOro an3 itg.") nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
KapTOHY (yTouHeHHs iHchopmauii) Ta "MobiuHi peakwyji”.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku, BignoBigHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHU
300p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMK y NepiognuyYHOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neKu.

AMnoauniH Tabnetku, no 10 mr "FOHiK IHais HOHIK IHais nepepeecTpaList Ha He0OMEeXeHW TepMiH 3a He UA/15752/01/02
€BPO no 10 Tabnetok y dapmacboTUK dapmacboTukan OHOB/EHO iH(hopMaLito B IHCTPYKLUIT Ans peuyenmom | niosnsizae

KOHTYPHIl an NabopaTtopi3 MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby

YapyHKoBIli ynakoBui | Jlabopatopi3"” (BipaineHHs dipmun BiANOBIAHO A0 pedhepeHTHOro NikapcbKoro

3 a/ItoMiHieBOT (BiofineHHs "x. B. Kemikana 3acoby (HopBack®, Tabnetku no 5 mr abo 10 mr)

donbru (cTpuni), No ipmn "Ox. B. eHf, y po3ginax "B3aemogisi 3 iHWNMK JliKapCbKUMN

2 abo no 3 ctpunay Kemikan3s eHp, PapmacbloThKan3 3aco6amMu abo iHWi BuAY B3aeMogii",

Kopobui 3 dapmacboTuK nrta.") "Oco6/11MBOCTI 3aCTOCYBaHHSA", "3aCcTOCyBaHHS y

nakyBaJsibHOro ans3 /ltg.") nepiog, BariTHoCTi abo rogyBaHHs rpyaat”

KapTOHY (yTOYHeHHs iHdopMmaLii) Ta "MobiyHi peakuii”.




Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHSA PerynsipHoO
OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMK y NepiognuyYHOCTi NogaHHsA
perynsipHux 3BiTiB 3 6e3neKu.

AMOKCUN-K
1000

TabneTkn, BKpUTI
nniBKOBOO
060/10HKO0, M0 875
mr/125 wmr, no 7
Tabnetok y 6nictepi;
no 2 6nictepu B
nauui 3 KapToHy

MAT
"Knismepgnpen
apart”

YKpaiHa

MAT
"Kuismegnpenapar”

YKpaiHa

nepepeecTpavjis Ha HeObMeXeHWn TepMiH
OHoB/EHO iHhopmaLito B IHCTPYKLiT ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby y
po3ainax "®apmakosioriyHi BNacTuBoCTi",
"Moka3zaHHA" (yTOUYHEHHS iHdhopmai)
"B3aemogis 3 iHWVMK nikapcbkumn 3acobamu Ta
iHWIi BUAW B3aemopiit”, "OcobnBoCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHA Ta
[031"(YTOUHEHHS iHdhopmaLi),
"Mepeno3yBaHHs", MobiuHi peakwji” BignoBigHO
[0 OHOBJEHOI iHGhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby AyrmeHTuH (BL), TabneTkm
BKPUTI NNIBKOBOK 060/TOHKOI0.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BiTYy 3 6e3nekw, BigNOBIAHO A0
Mopsaky 34jficHeHHs hapmakoHarnsgy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTUL;i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMM,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/15934/01/01

ACTPIA

TabneTku, BKpUTI
naiBKOBOIO
060/10HKO0, M0 5 Mr;
no 10 Tabnetok y
6nictepi; no 1
6nicTepy B KOpo6Li

TOB
"ACTPA®APM

YkpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

nepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH
OHoOBEHO iH(hopMaLito B IHCTPYKUIT 415
MeAMYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
BiAANOBIAHO A0 pethepeHTHOro NikapcbLKoro
3acoby (EPIYC®, TabneTtku, BKpUTI N/1iBKOBOKO
060/10HKOI0, N0 5 Mr) y po3ginax "OcobnnBoCTi
3actocyBaHHA" Ta "lMo6iyHI peakuii”.
MepiofnyHICTb NOAAHHS PerysipHoO
OHOBJ/IOBAHOTO 3BITYy 3 6e3nekw, BiANOBIAHO A0
Mopsiaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHICTepCTBa OXOPOHU

6e3
peyenma

nionsieae

UA/15979/01/01




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
300pOoB’A YKpaiHu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0OXOPOHU
300p0B'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
5. ATEHO/MON NOPOLLIOK MpAT YkpaiHa KonpaH Pecepu IHAisA nepepeecTpaList Ha HeOOMEXEHWI TePMIH - He UA/16312/01/01
(cybeTaHuis) y "®GapmauesTu NabopaTopis niosisieae
nakeTax nogginiHux yHa hipma Nimiteq
nonieTuneHoBmx "AapHnus”
ans
thapmaLeBTUYHOTO
3aCTOCYBaHHS
6. BEH3UAAMIHY | nopotuok ToBapucTBO 3 YkpaiHa Ban ®apwma Jlimiteq IHais nepepeecTpaLisi Ha He0OMeXeHWI TepMiH - He UA/16248/01/01
FIAPOXNOPUA | (cy6ecTaHuisn) y obmexeHolo nionsizae
noaBiHNX BiANOBiAA/bHI
nonieTNeHoBux CTIo
naketax gns "®apmavesTu
hapmaueBTUYHOTO yHa chipma
3aCTOCyBaHHA "BepTekc"
7. BOPUWKOHA30 | mopowok ans 3eHTiBa, K.C. Yecbka BTOPUHHE Ipeuis nepepeecTpaList Ha He0OMEeXeHWI TepMiH 3a He UA/15524/01/01
N 3EHTIBA po34nHy Ans Pecny6nik nakyBaHHs, OHOB/EHO iHhopmaLito B IHCTPYKUIT Ans peuyenmom | niossizae
iHdpysiii no 200 mr, 1 a KOHTPO/b cepil, MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby
dh1aKoH 3 NOPOLLKOM BiAgnoBigae 3a BiANOBIAHO A0 pechepeHTHOro NikapCcbKoro
B KapTOHHI nauui BUNYCK cepil: 3aco6by (BI®EHA/VFEND®, nopoLuok Ans
®APMATEH C.A,, po34nHy AnA iHdysiii no 200 Mr) y po3ginax
['pevisi; BTOPMHHE "MokasaHHa" (yTOUHEHHS iHdopmaLit),
nakyBaHHs, "MpoTunokasaHHA", "B3aemogia 3 iHWMKN
KOHTPO/b cepii: nikapcbkrMun 3acobamm abo iHLWi BUAn
SAPMATEH B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
IHTEPHELLH CA, "Cnoci6 3acTocyBaHHA Ta fo31" Ta “MNo6ivHi
pevs; peakujii”.
BMPOGHMLTBO "in MepioguyHiCTb NOAAHHSA PerynsipHoO
bulk", nepsuHHe Ta OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
BTOPUHHE Mopsiaky 3g4jficHeHHs hapmakoHarnsgy,
nakyBaHHs, 3aTBEPAKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
KOHTPO/b Ccepil, 30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
Bignosigae 3a 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
BUMYCK Cepii: Ykpainu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
AHdhapm Ennac pepakuii Haka3y MiHicTepcTBa OXOPOHU
C.A., I'peuis 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HavYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neKu.
8. EH3UMTAN apaxe no 10 gpaxe [hKeHoMm IHais [xeHom BioTek IMBT. IHais nepepeecTpawisi Ha He0OMEXEeHUIA TepPMIH 6e3 nidnsicae UA/10790/01/01




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
y cTpwvni; no 10 BioTek MNBT. nrp. MepioguyHiCTb NOAAHHA PerynsipHo peyenma
CTPUNIB Y KApPTOHHIi nra. OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Kopo6ui; no 10 Mopsaky 34ificHeHHA hapmakoHarnsgy,
Apaxe y cTpuni; no 3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
1 cTpuny y 304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
KapTOHHI Kopo6Lyi 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
o. ECUUTANONP | mopoLuok XKelizsH Kutaii XKeiizaH Xyaxai Kutaii nepepeecTpaList Ha He0OMEXeHW TepMiH - He UA/16165/01/01
AMY OKCANAT | kpuctaniyHwmi Xyaxaii $apmacbloTikan Ko., nionsieae
(cybeTaHuin) y dapmacbtoTika nra.
nonieTuneHoBnx n Ko., Ni1g.
nakertax gns
dhapmaLeBTUYHOrO
3aCTOCYyBaHHSA
10. IBAHAPOHOB PO34MH ANA iH'EKLNA, TOB YkpaiHa TOB "®APMEKC YkpaiHa nepepeecTpavjis Ha HeOBMeXeHN TepMiH 3a He UA/15955/02/01
A KUCNOTA - 1 mr/mnno 3 mnB "®APMEKC reyn" MepiognyHICTb NOAAHHS PerynsipHo peuyenmom | niosnsizae
DAPMEKC nonepeaHLo reyn" OHOBJ/IOBAHOTO 3BITYy 3 6e3neku, BiANOBIAHO A0
HanoBHEHOMY Mopsaky 34jiicHeHHs hapmakoHarnsgy,
wnpuui, no 1 3aTBEPKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
nonepegHL0 304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
HarnoBHeHOMY 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLji
LINPULY B KOMM/IEKTi Ykpainmn 29 ciuHs 2007 poky 3a Ne 73/13340 (y
3 T0JIKOKO B pegfakuii Haka3y MiHicTepcTBa 0XOPOHU
KOHTYPHIlA 370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
YapyHKOBIl 996), CTaHOBUTb: 3rigHO 3i CTPOKaMMu,
ynakosLj, no 1 3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
KOHTYPHIlA perynsapHux 3BiTiB 3 6e3neku.
YapyHKOBIli ynakoBL,i
B NayLli 3 KAPTOHY
11. IK3UM nopoLwok gns 50 ma | Jlionin flimiteq IHAjisA Tronin NimiTen IHAiA nepepeecTpavjis Ha HeOBMeXeHW TepMiH 3a He UA/4880/01/01
OpasibHOI CyCneHs3il, OHoBreHo iHdhopmaLito B IHCTpyKLii Ans peyenmom | nidnsizae

100 mr/5 mn, 1
01aKOH 3 MOPOLLKOM
pas3om 3 MipHUM
CTakaH4MKoM y
KapTOHHIlA ynakoBL,i

MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y
po3ginax "B3aemogis 3 iHWMMU NikapCbKumu
3aco6amMu Ta iHLWi BUAn B3aEMogii",
"Oco6umBocTi 3acTocyBaHHA", "Mo6iIuHI peakwi”
BiAANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
3aCTOCyBaHHS fjil040i PEe4OBUHM.
MepiognyHiCTb NOAAHHSA pPerynsipHo
OHOB/IOBAHOIO 3BiTY 3 6e3nekw, BifNOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300pOB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
12. IPUHOTEKAHY | KoHUeHTpaT ans MpusatHe YkpaiHa MpusatHe Ykpaina nepepeecTpauis Ha HE0OMEXeHW TEPMIH. 3a He UA/15576/01/01
FIAPOXNMOPUA, | po3unHy ons akuioHepHe akuioHepHe OHOB/EHO iH(hopMaL,ito B IHCTPYKLUIT Ans peuyenmom | niosnsizae
iHdpysin, 20 mr/mn no TOBapuCTBO TOBapuCTBO MeAMYHOro 3aCTOCYBaHHS MikapCcbKoro 3acoby
2mMnabono5mny «J1ekxim- «J1ekxim-Xapkis», Lioao 6e3nekn Ailo4oi peHOBVHN Y po3dinax
thnakoHax; no 1 XapkiB» YkpaiHa "®apmakoTepanesTuyHa rpyna. Kog ATX",
chnakoHy y (BMPOGHMLTBO 3 "MokasaHHA" (pegaryBaHHS TEKCTY),
3ano6ixHii npoAaykuii in bulk "MpoTunokasaHHA", "B3aemogia 3 iHWMKN
NAacTVKOBI KOPOOLi hipmn-BMpoBOHUKA nikapcbkrMun 3acobamu abo iHWi Buan
Ta 'y naui 3 KapToHy Ksiny B3aemMogiin", "OcobMBOCTi 3acToCyBaHHS",
dapmaveyTikan "3acTocyBaHHs y nepio BariTHocTi abo
(XaiiHaHb) Ko., T4, rofyBaHHs rpyaat” (yToUHeHHs iHdopmaui),
Kutaii) "3aaTHiCTb BNAMBATY Ha LWUBMAKICTb peakuii npu
KepyBaHHI aBTOTPaHCNOPTOM ab0 iHWMMK
MexaHismamu", "Cnocib 3acTocyBaHHA Ta [o3un"
Ta "MobiuHi peaxw,i”.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsagky 3ailicHeHHs chapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
300p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.
13. KAMEUWUTABIH | Tabnetku, BKpuUTI KPKA, a.4., CnoseHis BiANoOBigabHMI 3a IHais/ nepepeecTpaLisi Ha He0OMeXeHWI TepMiH 3a He UA/15821/01/02
KPKA nNiBKOBOKO HoBso mecTo BUPOGHMLTBO "in ManbTta/ OHOBEHO iH(hopMaLito B IHCTPYKLUIT Ans peyenmom nionsieae
bulk", nepBrHHY CnoseHis/ MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y

o060510HKot0, Nno 500
mr; no 10 TabneTok
y 6nictepi; no 3, 6
ab6o 12 6nicTepis B
KapTOHHI Kopo6Lyi

yNakKoBKY, BTOPUHHY
ynakoBky: IHTac
dapmacboTrKan3
Nimiten , IHAiNA;
BifNOBigaNbHWIA 3a
KOHTPO/Ib Cepil:
dapmakap Mpemiym
Nta., ManbTa;
BignoBigasIbHWiA 3a
BTOPUHHY YNaKOBKY:
KPKA, a.4., Hoso
MecTo, CroBeHis;

po3ginax: "MpoTtunokasaHHs", "B3aemogis 3
HLUIMMKM NiKapcbKMK 3acobamu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogysaHHs rpyaar”, "rMobivHi peakuii”
BigMNoBiAHO A0 iHhopMay,ii LWoA0 MegnyHoro
3acTocyBaHHsI pefhepeHTHOro JlikapCbKoro
3acoby (Kcenoga®, TabneTtku, BKpUTI NNiBKOBOKO
060/10HKOI0
no 500 wmr).

MepiofnyHICTb NOAAHHS pPerynsipHo
OHOBJIKOBAHOrO 3BiTY 3 6€3neku, BignoBigHO A0
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BiANOBIgaIbHNI 3a Mopsagaky 34ilicHeHHs chapmakoHarnsgy,
Bunyck cepii: KPKA, 3aTBepXeHOro Haka3oMm MiHicTepcTBa OXOPOHU
4.4., Hoso mecrto, 300pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
CnoBeHis 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHHU
300pOoB'A YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMM,
3a3Ha4YeHUMN y NepioguyYHOCTI NogaHHA
perynsipHux 3BiTiB 3 6e3MeKu.
14. KANEUWUTABIH | Tabnetku, BKpUTI KPKA, a.4., CnoseHis BignoBigabHU 3a IHais/ nepepeecTpaLisi Ha HEOOMEXEHWI TEPMIH 3a He UA/15821/01/01
KPKA nNiBKOBOKO HoBso mecTo BUPOBHMLTBO "in ManbTta/ OHOBEHO iH(hopMaLito B IHCTPYKLUIT A5 peyenmom nidnsieae
o6onoHkoto, no 150 bulk”, nepBuHHY CnoseHis/ MeJMNYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
mr; no 10 TabneTok YyNakoBKY, BTOPUHHY po3ginax: "MpoTunokasaHHs", "B3aemogis 3
y 6nictepi; no 3, 6 ynakoBky: IHTac HLIMMKM NikapcbKvMKU 3acob6amMu Ta iHLWi BUan
abo 12 6nictepis B dapmacbloTmkans B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
KapTOHHI Kopo6Lli Nimiteq , IHAiN; "3acTocyBaHHSA y nepiog BariTHOCTi abo
BiANOBIAaIbHMI 3a rogyBaHHs rpyaat”, "Mobivni peakuii”
KOHTPO/1b Cepil: BiANoBigHO A0 iHhopMaui Woao MeanyHoro
dapmakap Mpemiym 3aCTOCYBaHHA ped)epeHTHOro Nikapcbkoro
Nta., ManbTa; 3acoby (Kcenoga®, TabneTku, BKPUTI NAIBKOBOO
BignoBiganbHWiA 3a 060/10HKO
BTOPUHHY YNaKOBKY: no 500 wmr).
KPKA, a.4., Hoso MepiognyHICTb NOAAHHA perynspHo
mecTo, CnoBeHis; OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
BignoBigabHU 3a Mopsaaky 3ailicHeHHs chapmakoHarnsgy,
Bunyck cepii: KPKA, 3aTBEPKEHOro Haka3oM MiHiCTepCcTBa OXOPOHU
4.4., Hoso mecro, 30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
CnoBeHis 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3zy MiHicTepcTBa OXOPOHU
300p0B'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
15. KPOMOAPONIMC | kpansi O4Hi, po3ynH Mikpo Jlabc IHais Mikpo Jla6c flimiteq IHais nepepeecTpavisi Ha HeOOMEXeHUI TePMIH 3a He UA/15701/01/01
® 20 mr/mn no 5 mn NimiTen OHOB/EHO iH(hopMaL,ito B IHCTPYKLIT 4115 peuyenmom | niosisizae

abo 10 mny
hN1aKoHi-
KpanenbHuui; no 1
hnakoHy-
KpanesibH1Lj B
KapTOHHI Kopo6Lyi

MeAUYHOro 3acToCyBaHHA NikapcbKoro 3acoby
Bi4MOBIAHO A0 pedhepeHTHOro Nikapcbkoro
3acoby (Opticrom Allergy 2%w/v Eye Drops,
Solution) y po3ginax "lMokasaHHA" (yTOYHEHHS
dopMytoBaHHs1), "OcobaMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHchopmadii),
"3[4aTHICTb BNAMBATY Ha LWBWAKICTL peakuiil npu
KepyBaHHi aBTOTpaHCNopToM abo iHWMMK
MexaHismamu', "Cnoci6 3acTocyBaHHA Ta fo3un”,
"Mepego3yBaHHa" Ta "MNo6iyHi peakuii”.




11

Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

MepiognyHICTb NOAAHHSA PerynsipHoO
OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMK y NepiognuyYHOCTi NogaHHsA
perynsipHux 3BiTiB 3 6e3neKu.

16.

NAH3A

kancynu no 30 Mr rno
10 kancyny
6nictepi, no 2
6nictepn y
KapTOHHI Kopo6Lli

xeHom

BioTek MBT.
nra.

IHAjia

[>xeHom BioTek IMBT.
nra.

IHAjA

nepepeecTpauisi Ha HeOBMeXeHN TEPMIH.
OHoB/EHO iHhopmaLito B IHCTPYKLiT ans
MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby y
po3ginax "B3aemogis 3 iHWMMKU NiKapCbKnmu
3aco6amMu Ta iHWi BUAW B3aemMogiii",
"Oco611BOCTI 3acTocyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpygar”,
"Mepeno3yBaHHA" BiANOBIAHO 4O OHOBMEHOT
iHhopMmaLii 3 6e3nekn 3acTocyBaHHA Ljito4ol
peyoBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOIO 3BiTY 3 6e3nekw, BifNOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHictepcTBi toCTUL;i
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
30,0p0B'A YKpaiHu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMM,
3a3Ha4YeHUMN Y NepioguyYHOCTI NogaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.

3a
peyenmom

He
nionsieae

UA/10811/01/01

17.

NEBO®IOKCA
LMH-AAPHULA

PO34KH ANs iHdys3ild,
5 mr/mn no 100 mny
thnakoHi, no 1
hnakoHy B nauwi

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

YkpaiHa

MpAT
"GapmaueBTuyHa
chipma "OapHuus”

YkpaiHa

MepepeecTpauisi HA HEOGMEXEHWIA TEPMIH.
OHoB/EHO iHdhopmauito B IHCTpYKLi ans
MeJMYHOro 3aCTOCyBaHHS NiKapCbKoro 3acoby y
po3ainax "Oco6MBOCTi 3acTocyBaHHS", "T0GIYHI
peakuii” BignoBiAHO A0 OHOBEHOT iHChopmalLi
pethepeHTHOro nikapcbkoro 3acoby Tavanic 5
mg/ml solution for infusion.
MepiognyHICTb NOAAHHSA PerynsipHO
OHOBJIOBAHOTO 3BITYy 3 6e3nekw, BiANOBIAHO A0
Mopsiaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEPXEHOr0 Haka3om MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCTUL,i
Ykpainm 29 ciyHs 2007 poky 3a Ne 73/13340 (y

3a
peyenmom

He
nidnsieae

UA/15919/01/01
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayitiHo2o
nocsioYeHHs

pepakuii Hakaly MiHicTepcTBa 0OXOPOHU
300p0B'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

18.

NECNE®PUN

PO34YUnH OpasibHUIA
no 100 mny
chnakoHi abo y
6aHuj; no 1 conakoHy
a6o GaHui B nayu,i

TOB
"Cymuagitocha
pmavis”

Ykpaina

AT «Jly6HMhapm»

Ykpaina

nepepeecTpavisi Ha HeOOMEXEHUIA TEPMIH
MepiognyHICTL NOAAHHA PerysispHoO
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsagky 3aiicHeHHs chapmakoHarnsgy,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHK
300p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
YKkpainun 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyYHOCTI NoJaHHsA
perynsipHux 3BiTiB 3 6e3neKku.
OHOB/IEHO iHGhopmaLilo y po3ginax
"MpoTunokasaHHA", "B3aemogia 3 iHWKMKn
nikapcbkMun 3acobamu Ta iHLWi BUan
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHS",
"Mepefo3yBaHHA" IHCTPYKLIT AN MeANYHOro
3acTOCyBaHHS Nikapcbkoro 3acoby BifnoBigHO
[10 OHOBJIEHOT iHhopMaLii Wwoao 6e3neku
3aCTOCYBaHHS Ait040I PEYOBUHN.

6e3
peyenma

nidnsieae

UA/10830/01/01

19.

METPOHIAA30
n

PO34MH ANns iHdysi
0,5 % no 100 mn
npenapary B
KOHTeliHepax; no 1
KOHTelHepy B NAiBLi
B KOPOOUj

AHaHTa
Megikeap N14.

Benuka
BpuTaHis

€sponaid
Xentkeap lN.T. /114,

IHais

nepepeecTpaisi Ha HEOOMEXEHWNI TEPMIH.
OHOB/EHO iH(hopMaLito B IHCTPYKUIT A1
MeAUYHOro 3acToCyBaHHA NikapcbKoro 3acoby y
posginax: "®apmakonoriyHi BacTnBocTi”,
"Moka3aHHA" (YTOYHEHHS iHdhopMmaUiT),
"MpoTrnokasaHHsA", "B3aeMogis 3 iHLLIUMKN
nNiKapcbknMmy 3acobamu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHs rpyaAar”, "34aTtHiCTb BN/IMBaATV Ha
LIBUAKICTb peakuii npu kepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMU MexaHi3mamm'",
"Cnocib 3acTocyBaHHs Ta gosu", "Aitn"
(3aTBepmxeHo: MNpenapaT MoXHa
3acTOCOBYBATU [iTAM BIKOM Bif 2 POKIB;
3anpornoHoBaHo: 3acTocoByBaTh fiTaM 3
nepLumnx AHis XuTTa. ), "MepefosyBaHHs",
"Mo6iuHi peakuji”, "HecymicHicTb" BiANOBIAHO A0
iHhopmauii WoA0 MeguyHoro 3acTocyBaHHs
pethepeHTHOro NikapCcbKoro 3acoby
(Metronidazole B. Braun, solution for infusion, He
3apeecTpoBaHuii B YKpaiHi).

3a
peyenmom

He
nionsieae

UA/15762/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
MepiognyHICTb NOAAHHSA PerynsipHoO
OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMK y NepiognuyYHOCTi NogaHHsA
perynsipHux 3BiTiB 3 6e3neKu.
20. HA®TUDIH Kpem, 10 mr/r no 15 ToBapuCcTBO 3 Ykpaina ToBapucTBO 3 Ykpaina nepepeecTpaList Ha He0OMEXeHW TepMiH 6e3 niosisieae UA/16051/03/01
ry T1y6i; no 1 Ty6i B 06MEXEHOI 06MEXEHO OHOB/IEHO iHGhopmaLito y po3ainax peuyenma
KOpOo6Li 3 KAPTOHY BiANOBiAa/bHI Bi4NOBiAA/IbHICTIO "Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acTOCyBaHHS y
CTIO "dapmaLieBTUYHa nepiog, BariTHOCTi abo rofyBaHHs
"®apmaveBTu thipma "BepTekc", rpyaato” (yTouHeHHs iHgopmadii), "MoobiyHi
YyHa hipma Ykpaina peakuii" iIHCTpyKLUii AN MeguyHoro
"BepTekc" (BMpPOGHMLTBO 3 3aCTOCyBaHHS Nikapcbkoro 3acoby BignoBiAHO
npoaykuii in bulk [0 OHOBNEHOI iHGhopMaLiT Woao 6e3nekn
TosapucTsa 3 3aCTOCyBaHHS Ajil040i PEYOBUHM.
06MeXeHoI0 MepiognyHICTL NOAAHHA PerysispHoO
BiANoBiAANbHICTIO OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
"apmaueBTyHA Mopsagky 3ailicHeHHs chapmakoHarnsgy,
KoMMaHis 3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHM
"3popos'a”, 300p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
YkpaiHa) 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
3a3Ha4YeHUMK Y NepioguYHOCTI NoJaHHs
perynspHux 3BiTiB 3 6e3nekun
21. OMHAJAPEH® PO34uH oniliHWi Ans TOB «BAYL YkpaiHa dapm3asop, €nbtha Monbwa nepepeecTpaLisi Ha He0OMeXeHWI TepMiH 3a He UA/5204/01/01
250 iH'ekuili, no 1 mny XE/C» AT. BHeceHO OHOBEHY iH(popmaLito B IHCTPyKLito peuenmom | niossizae

amnyni, no 5 amnyn
Y KapTOHHIli Kopoo6Li

N9 MeANYHOro 3acToCyBaHHA NiKapCbKoro
3acoby A0 po3gainy “lNokasaHHA", a TakoxX A0
po3sginis "flikapcbka thopma” (pefarysaHHs),
"®apMaKooriyHi BAaCTUBOCTI" (YTOUHEHHS),
"MpoTunokasaHHA", "B3aemogisa 3 iHWMKN
nikapcbkMu 3acobamu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogysaHHs rpyaar” (6esneka), "Cnocio
3acToCyBaHHS Ta go3un" (besneka),
"Mepepo3yBaHHs", "Mo6iyHI peakuii” BigNoBIgHO
[0 OHOB/EHOT iHhopMaLi 3 6e3nekun Ajiloynx Ta
[0NOMIDKHMX PEYOBUH JTIKAPCLKOro 3acofy.




Peecmpayjitina npoyedypa

Ymosu

Peknam
yBaHHs1

Homep
peecmpayitiHo2o

Ne
n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

MepioanyHICTb NOAHHS PETYSIPHO

Bionycky

nocsBi0O4YeHHs

3acoby

OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3Ha4yeHUMK y NepiognuyYHOCTi NogaHHsA
perynsipHux 3BiTiB 3 6e3neKu.
nepepeecTpavjis Ha HeObMeXeHWn TepMiH

6e3

nionsieae

UA/4864/02/01

22,

MNOCTEPU3AH

cynosuTopii; no 5
CynosuTopiiB y
CTpuni; N0 2 cTpunu
B KapTOHHI nayui

Op. Kage

®PapmaueBTny

Ha dabpurka
rM6X

HimeuunHa

Ap. Kage
PapmaueBTuyYHa
dabpuka MM6X

OHOB/IEHO iHGhopmaLito y po3ainax
"®apmakonoriyHi BnactusocTi’, "OcobanBoCTi
3acToCyBaHHA" IHCTPYKLii CTOCOBHO 6e3neku
3acTOoCyBaHHSA Nikapcbkoro 3acoby BignoBigHO
[0 matepianis peecTpauiiHoro foCbe.
MepiognyHICTL NOAAHHA PerysispHoO
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsagky 3ailicHeHHs chapmakoHarnsgy,
3aTBepKeHOoro Hakasom MiHicTepcTBa OXOPOHM
300p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
YKkpainun 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
3a3Ha4YeHUMK Y NepioguyYHOCTi NoJaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.
nepepeecTpavjis Ha HeObMeXeHWn TepMiH

peyenma

6e3

nionsieae

UA/4864/01/01

23.

NMOCTEPUSAH

Masb; no 25 r y Ty6i
anomiHiesili 3
annikatopom; no 1
Ty6i B KQPTOHHIlA
navui

Op. Kane
dapmaneBTny
Ha dabpuka
rM6X

HimeuunHa

fp. Kane
PapmaLeBTUYHa
dabpuka MM6X

OHOB/IEHO iHGhopmaLito y po3ainax
"®apmakonoriyHi BnactueocTi’, "OcobanBoCTi
3aCTOCyBaHHA" IHCTPYKLii CTOCOBHO 6e3neku
3aCTOCyBaHHSA NikapcbKoro 3acoby BifnoBiAHO
[0 MaTepiasiiB peecTpauiiHoro JoChEl.
MepiognyHiCTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BifNOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsagy,
3aTBEPAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULi
YkpaiHnu 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0OXOPOHU
340p0B's YkpaiHu Big, 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMM,
3a3Ha4YeHUMK y NepioguyHOCTi NogaHHsA

peyenma

PEerynsipHux 3BiTiB 3 6e3MeKu.
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Ne
n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

24.

MNOCTEPU3AH
DOPTE

cynosuTopii; no 5
CynosuTopiiB y
CTpuni; No 2 cTpunu
B KapPTOHHI nayui

Op. Kage
®apmaueBTny
Ha dabpuka
M6X

HimeuunHa

Ap. Kage
dapmaueBTUyYHa
dabpuka M6X

HimeuunHa

nepepeecTpalist Ha HeoOMeXeHWn TepMiH
OHOB/IEHO iHGhopmaLilo y po3ainax
"®apmakonoriyHi B1acTmBocTi", "3acTocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaar”
(BHECEHHSI f0AATKOBUX 3aCTEpPeXeHb) iIHCTPYKLIT
CTOCOBHO 6e3Mnekn 3aCTOCyBaHHS /1ikapCbKoro
3acoby BignoBiAHO A0 MaTepiasis
peecTpaLjiiHoro AoCbeE.
MepiognyHICTb NOAAHHA PErynsipHoO
OHOB/IKOBAHOTIO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jficHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOPOHU
300p0B'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKku.

6e3
peyenma

nidnsieae

UA/4864/02/02

25.

NOCTEPU3AH
®OPTE

Masb; no 25 ry Ty6i
anoMmiHieBili 3
annikatopom; no 1
Ty6i B KQPTOHHIl
nayui

Ap. Kage
dapmaueBTny
Ha Pabpurka
rM6X

HimeuunHa

Op. Kage
dapmaueBTUYHa
dabpuka M6X

HimeyunHa

nepepeecTpavisi Ha HeOOMEXEHUI TEPMIH
OHOB/IEHO iHGhopmaLilo y posginax
"®apmMakonoriyHi BnactmsocTi", "3actocyBaHHs y
nepiog, BaritTHoCTi abo rogyBaHHs rpyaat”
(BHECEHHS [04ATKOBUX 3acTepeXeHb) iIHCTPYKLT
CTOCOBHO 6e3rnekn 3acToCyBaHHSA NMiKkapCbKoro
3acoby BiANoOBigHO A0 MaTepianis
peecTpaLjiiHoro AOCbE.
MepiofnyHICTb NOAAHHS pPerynsipHo
OHOB/IOBAHOIO 3BiTY 3 6e3nekw, BigNOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Hakas3oM MiHiCTepcTBa OXOPOHM
300pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTUL;ji
YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHHU
30,0p0B'A YKpaiHu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMM,
3a3Ha4YeHUMN Y NepioguyYHOCTI NogaHHsA
perynsipHux 3BiTiB 3 6e3MeKu.

6e3
peyenma

nidnsieae

UA/4864/01/02

26.

NPECTUNON®
10 Mr/10 Mr

TabneTku, BKpUTI
nAiBKOBOIO
o060n0Hkoto, no 10
mr/10 mr; no 30 a6o
100 TabneTok y
KOHTelHepi ans
Tabnetok; no 1
KOHTEliHepy Ans

ne
NNABOPATYA
P CEPB'E€

PpaHLin

BMPOGHMLTBO,
aHaJi3, NepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYyCK
cepii: JlabopaTtopii
Ceps'e IHpacTpi,
®paHuif; nepBrHHe
Ta BTOPUHHE

®paHuia/
IpnaHgis

nepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH
OHOB/EHO iH(hopMaLito B IHCTPYKUIT 415
Me[M4YHOro 3aCTOCYBaHHS NikapcbKoro 3acoby B
posginax "lMpoTunokasaHHs", "B3aemogia 3
iHLWIMMK NikapcbKMK 3acobamu Ta iHLWiI BUAK
B3aemogiin”, "OcobmMBOCTi 3acToCcyBaHHs",
"Mo6iyHi peakuii™ BiANOBIAHO A0 MaTepianis
PEECTPALLIHOIO AOCLE.

3a
peyenmom

He
nidnsieae

UA/15827/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
TabneTok y Kopobui nakyBaHHs, BUMyCK MepioguyHiCTb NOAAHHA PerynsipHo
3 KapToHYy cepii: Ceps'e OHOBJ1HOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
naxkyBasibHOro (IpnaHgis) IHgacTpic Mopsaky 34ificHeHHA hapmakoHarnsgy,
N1, Ipnaxgisa 3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
27. NMPECTUNON® TabneTkn, BKpUTI ne PpaHuis BMPOGHMLTBO, PpaHuis/ nepepeecTpaList Ha He0OMEXeHW TepMiH 3a He UA/15828/01/01
10 Mr/5 M nniBKOBOO NNABOPATYA aHani3, nepBuHHe Ta Ipnangis OHOB/EHO iH(hopMaLito B IHCTPYKLUIT Ans peuyenmom | niosnsizae
060710HKO0, No 10 P CEPB'E BTOPUHHE Me[MYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby B
mr/5 mr; no 30 abo nakyBaHHs1, BUMYCK posginax "lMpoTtunokasaHHa", "B3aaemogis 3
100 TabneTok y cepii: JlabopaTtopii iHLWMMK niKkapcbkMK 3acobamu Ta iHLWi BUAK
KOHTeliHepi ans Ceps'e IHgacTpi, B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
Tabnetok; no 1 ®paHuia; nepBuHHe "MobiyHi peakuii” BiANOBIAHO A0 MaTepianis
KOHTelHepy ans Ta BTOPWHHE peecTpauiiHoro Aocbe.
TabneTok y Kopobui nakyBaHHs, BUMYyCK MepiognyHICTb NOAAHHA perynsipHo
3 KapToHYy cepii: Ceps'e OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO 40
nakyBasibHOro (IpnaHgist) IHpacTpic Mopsaaky 3ailicHeHHs chapmakoHarnsgy,
NTa, lpnangis 3aTBEPKEHOr0 Haka3om MiHIiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3zy MiHicTepcTBa 0XOPOHU
3040p0B'A YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.
28. NMPECTUNON® TabneTkn, BKPUTI ne dpaHuis BUPOGHMLTBO, dpaHuis/ nepepeecTpavisi Ha HeOOMEXeHUI TePMIH 3a He UA/15829/01/01
5 MI/10 Mr nniBKOBOO NNTABOPATYA aHani3, nepBuHHe Ta Ipnangis OHOB/EHO iH(hopMaL,ito B IHCTPYKLUIT A5 peuyenmom | niosisizae
060/10HKOI, N0 5 P CEPB'E€ BTOPUHHE Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro 3acoby B

mr/10 mr; no 30 a6o
100 TabneTtok y
KOHTelHepi ans
Tabnetok; no 1
KOHTelHepy Ans
TabneTok y Kopobui
3 KapTOHY
nakyBasIbHOro

nakyBaHHS1, BUMYCK
cepii: labopartopii
Ceps'e IHgacTpi,
dpaHuis; neperHHe
Ta BTOPWHHE
nakyBaHHs, BUMYCK
cepii: Ceps'e
(IpnaHgis) IHpacTpic
Nta, Ipnangis

posginax "lMpoTtunokasaHHs", "B3aemogis 3
iHLIMMKW NikapcbkMKU 3acob6amMu Ta iHLWi BUan
B3aemogii", "OcobnnBoCTi 3acTocyBaHHA",
"Mo6iyHi peakuii” BigNoBigHO A0 MaTepianiB
peecTpauiiHoro [0ChE.
MepiognyHICTb NOAAHHA perynspHo
OHOBJIKOBAHOrO 3BiTY 3 6e3neku, BignoBigHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEPKEHOro Haka3om MiHicTepcTBa OXOPOHU
34,0p0B’sA YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHU
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
300pOoB'A YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKamMu,
3a3Ha4YeHUMN Y NepioguyYHOCTI NogaHHA
perynsipHux 3BiTiB 3 6e3MeKu.
29. MPECTUNON® TabneTku, BKPUTI ne dpaHuis BUPOGHMLTBO, PpaHuisn/ nepepeecTpaLisi Ha HEOOMEXEHWI TEPMIH 3a He UA/15827/01/01
5 Mr/5 MIr nNiBKOBOKO NNTABOPATYA aHani3, NnepBrHHE Ta IpnaHgis OHOBNEHO iH(hopMaLito B IHCTPYKUIT Ans peyenmom nidnsieae
060/10HKOI, N0 5 P CEPB'E€ BTOPUHHE MeJM4YHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby B
mr /5 wr; no 10, 30 nakyBaHHs, BUMYCK po3ainax "lMpoTtunokasaHHa", "B3laemogis 3
abo 100 TabneTok y cepii: labopartopii HLIMMKM NikapcbKvMKU 3acob6amMu Ta iHLWi BUan
KOHTeWHepi gns Ceps'e IHpacTpi, B3aemogiin”, "OcobmMBOCTi 3acTocyBaHHs",
Tabnetok; no 1 dpaHuisa; nepBuHHe "Mo6iyHi peakui™ BignoBigHO A0 MaTepianis
KOHTeliHepy Ans Ta BTOPVHHE peeCTpaLinHoOro 4OCbE.
TabneTokK y kopobui nakyBaHHS1, BUMyCK MepiognyHICTb NOAAHHSA PerynsipHo
3 KapTOHYy cepii: Ceps'e OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
nakyBasibHOro (IpnaHgis) IHgacTpic Mopsaky 34ificHeHHa hapmakoHarnsagy,
N1, Ipnaxgisa 3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
300p0B’A YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuL,i
Ykpainun 29 ciyHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa OXOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3MeKu.
30. CAHOMEH cnpeii HasabHUiA, CaHpo3 CnoseHis Nek CnoseHis nepepeecTpaLisi Ha He0OMeXeHWI TepMiH 3a He UA/15870/01/01
[030BaHWi, PapmacbioTika PapmaLeBTUYHa OHoB/eHO iHhopMaLiito B IHCTPYKUIT Ans peyenmom | niossi2ae
cycnensia 50 n3 a.g. KomnaHis A4.4. MeAMYHOro 3acTOCYBaHHs NikapCbKoro 3acoby
MKr/go3y, no 60 a6o Bi4NOBIAHO 0 pedhepeHTHOro NikapcbKoro
120, a6o 140 o3y 3acoby (Nasonex/Ha3oHekc, cnpeii HazabHUi
KOHTeliHepi, no 1 no 50mkr/go3y) y posginax "lMokasaHHs"
KOHTelWHepy y (yTouHeHHs iHchopmadi), "OcobnmsocTi
Kopoo6Li 3acTocyBaHHs", "3acTocyBaHHsA Y nepiog,
BariTHOCTi ab0 rogyBaHHA rpyaato” (YTOUHEHHS
iHchopmawii), "Cnoci6 3acTocyBaHHsi Ta fo3n",
"[iTn" (yTouHeHHs iHchopmalyii).
MepiofnyHICTb NOAAHHS PerysipHoO
OHOBJ/IOBAHOTIO 3BITYy 3 6e3nekw, BiANOBIAHO A0
Mopsiaky 34jiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOro Haka3oM MiHICTepCcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi toCTUL,i
Ykpainmn 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
370pOB'A YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKaMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
31. CIrAH TabNeTKN, BKPUTI [hxeHom IHais [xeHom BioTek IMBT. IHais nepepeecTpawisi Ha HeOOMEXEHUI TEPMIH 3a He UA/10369/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
nniBKOBOIO BioTek MNBT. nrp. OHOB/EeHO iHdhopMaLito y po3ginax peyenmom | nidnsizae
060/10HKO10, M0 4 nra. "MpoTunokasaHHA", "B3aemogia 3 iHWKMK
Tabnetkv y cTpuni, nikapcbkMun 3acobamu Ta iHLWi BUan
no 1 ctpuny y B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
KapTOHHOMY "3acTocyBaHHSA y nepiof BariTHOCTi abo
KOHBEPTI rogyBaHHs rpyaar”(yTouHeHHs iHcpopmauii),
"Mepepo3yBaHHsa", "Mo6iYHI peakuii" IHCTPYKLUi
AN MeANYHOro 3acToCyBaHHSA NikapCbKoro
3acoby BiANOBIAHO 4O OHOBMEHOI iH(hopMaLT
oo 6e3sneku 3acTocyBaHHs Ajlouoi Ta
[OMOMiXXKHUX PEYOBWH.
MepiognyHICTb NOAAHHA PErynsipHO
OHOB/IKOBAHOTrO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jficHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOB’A YKpaiHu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0OXOPOHU
300p0B'A YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3ri4HO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

32. COPBITON NOPOLLIOK TOB "McTok- YkpaiHa BUPOGHMLTBO, HimeuunHa/ nepepeecTpavisi Ha HeOOMEXeHU TEPMIH - He UA/15892/01/01
(cybeTaHuis) y Mnioc" nepBuHHE Ykpaina niossieae
nonieTnNeHoBnx nakyBaHHs,

MilKax gns BTOPVHHE
dhapmaLeBTN4HOTO nakyBaHHs,
3aCTOCYyBaHHSA KOHTPO/b SKOCTI:
Kaprin JoiiunaHg,
m6X, HimeuunHa,;
BTOPVHHE
nakyBaHHs
(mMapkyBaHHs),
KOHTPO/b SKOCTI,
BiANOBIAaIbHNI 3a
BUNyck cepii: TOB
"WcTtok-IMoc”,
YkpaiHa
33. CYNb®AAUME | kpucTaniuHwui MpAT YkpaiHa UxeitaHr [xuyxoy Kutaii nepepeecTpaLisi Ha He0OMeXeHWI TepMiH - He UA/16071/01/01
TOKCUH NOpPOLLIOK "®apmavesTu dapmacsioTikan Ko., nionsizae
(cybeTaHuin) y yHa chipma nra.
naketax noAginiHMX "fapHuus”
nonieTuneHoBmx
ans
thapmaueBTUYHOTo
3aCTOCYBaHHs
34. TPAHEKCAMO TabNeTKN, BKPUTI ToBapucTBO 3 YKpaiHa ToBapucTBO 3 YKpaiHa nepepeecTpawisi Ha HeOOMEXEHUI TEPMIH 3a He UA/16157/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky yBaHHsI | peecmpayiliHo20
3acoby ynakoska) nocsi04YeHHs1
BA KNC/NOTA- nniBKOBOIO obMexeHo o6MexeHo MepioguyHiCTb NOAAHHA PerynsipHo peyenmom | nidnsizae
340POB'A 060/10HKO0, No 500 BiAnoBiAabHI BiANOBiAA/IbHICTIO OHOBJ/IOBAHOIO 3BITY 3 6e3neku, BignoBigHO A0
mr, no 10 TabneTok CTIO "GapmaueBTuyHa Mopsaky 34ificHeHHA hapmakoHarnsgy,
y 6nicTepi; no 2 "®apmaueBTu KommnaHisa "3gopoB'a” 3aTBEpPXEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
6nictepu y KopobLi 3 | 4YHa KoMnaHis 304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
KapTOHY "3popos'a" 898, 3apeecTpoBaHOro B MiHicTepcTBi loCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Haka3y MiHicTepcTBa 0XOPOHU
300pOoB'A YKpaiHu Bifg 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKamMMu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
35. TPEHAKCA PO34YUH ANS iH EKL, Makneogc IHAjiA NabiaHa Icnanis nepepeecTpaList Ha He0OMEXeHW TepMiH 3a He UA/15269/01/01
100 mr/mn; no 5 mn dapmacboTuK $apmaueBTikac, OHOB/EHO iH(hopMaLito B IHCTPYKLUIT Ans peuyenmom | niosnsizae
abono 10 mnB anc Nimiteq C.JLY. MeAUYHOro 3aCToCyBaHHSA NiKapCbKoro 3acoby y

amnynax; no 1 a6o
no 5, aéo no 10
amnyn B YapyHKOBIi
ynakosui; no 1
YapyHKOBIli ynakoBLj
B KapTOHHIi kopobu

po3ainax "®apmakosioriyHi BNacTuBoCTi",
"Moka3saHHs" (YTOYHEHHS iHGopMaLiT),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLUMK
nikapcbkMKn 3acobamu Ta iHLWi BUau
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"Cnocib 3acTocyBaHHsa Ta gosu", "Aitn"
(yTouHeHHs iHdopMmaLii), "Mepeno3ysBaHHA",
"Mo6ivHi peakui™ BigNoOBIgHO A0 iHhopmaLi
pedyepeHTHOrOo /likapcbKoro 3acoby
(Cyklokapron, injection 500 /5 ml, B YkpaiHi He
3apeecTpoBaHuiA).
MepiognyHICTb NOAAHHA perynspHo
OHOBJIHOBAHOTO 3BITY 3 6€3Mneku, BignoBigHO A0
Mopsaky 34jficHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pegpakuii Hakazy MiHicTepcTBa 0XOPOHU
3040p0B'A YkpaiHu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3ri4HO 3i CTPOKamMM,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

B.o. I'enepanbHoOro gupexkropa /lupekropary
(hapManieBTUYHOTr0 3a0e3nmeueHHsI

Isan 3AZIBOPHUX




NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), LLOAO AKNX BY/I BHECEHI 3MIHU 10
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
3a0poB’a YKkpaiHu «po aepxaBHy

peecTpaLdito (nepepeecTpadito)
NiKapcbKux 3aco6iB (MeanYHUX

iMyHoGionoriyHux npenaparis) Ta
BHECEHHSA 3MiH A0 peecTpauiiiHux

marepianis»

Big 09 rpyaHa 2021 poky Ne 2740

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NliKapcbKo20 (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa BionyckKy peecmpayitiHo2o
3acoby YrnakoBskKa) nocBi04Y€eHHs1
1. ABAKABIP | TabneTku, BKPUTI CaH IHais CaH ®apmacbloTukan IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis: 3MiHu | 3a UA/18093/01/01
NAMIBY AVH NiBKOBOK 060/I0HKOIO, PapmMacbioTuK IHaacTpi3 NimiTeq, TUMY - 3MiHa ONMCY KOMMNEKTHOCTI YNakoBKu, a came peyenmom
600 mr/300 wr; no 30 an lHgacTpi3 [0[aBaHHSA B ONWC KOMM/IEKTHOCTI YNaKOBKW IHCTPYKL,i
ab6o no 90 TabneTok y Nimiteq 018 MeNYHOro 3aCToCyBaHHSA Ta nonepeaxysasibHol
hnakoHi 3 nonieTuneHy KapTu, 3 BiANOBIAHUMMN 3MiHAMM B P. «YNaKkoBKa»;
BWCOKOI LL{i/TbHOCTI, L0 3anponoHoBaHo: MNepsurHHa - no 30 a6o no 90 TabneTok
3aKpuTWHii y hrakoHi 3 nonieTuneHy BUCOKOI LLiNbHOCTI, WO
noninponineHoBo 3aKpUTUIA NONINPONINIEHOBOK KPULLIKOKO i3 3aXUCTOM Bif,
KPULLIKOHO i3 3aXMCTOM BiAKPUTTS AiTbMU, A0 SKOTO AOAAETHCS IHCTPYKUIS ANA
Bif], BiAKPUTTS AiTbMY; MO MeAMYHOro 3aCTOCYBaHHS Ta nonepemxyBasibHa kapTa.
30 a6o no 90 TabneTok abo nepsrHHa - no 30 a6o no 90 TabneTok y hakoHi 3
y dh1akoHi 3 nonieTuieHy BUCOKOI LWiNIbHOCTI, L0 3aKpUTUii
nosieTunexy BUCOKOT NoNinponizIEHOBOK KPULLKOKO i3 3aXUCTOM Bif, BioKpUTTSA
LLiNBHOCTI, WO 3aKpUTWiA AiTbMU, BTOPMHHA - M0 1 chnakoHy pa3om 3 iHCTPYKLiE0
noninponisieHoBo AN MeANYHOro 3acTOCyBaHHA Ta NnonepesKysaibHO0
KPULLIKOIO i3 3aXMCTOM KapTOH Y KapTOHHIlA ynakoBLji.
Bif BIAKPUTTA 4iTbMU Y 3MiHW BHECEHI B IHCTPYKLiO 4718 MeAN4YHOro
KapTOHHI/ ynakoBLj; no 3acToCyBaHHA NikapcbKoro 3acoby y po3ain "Ynakoska"
1 donakoHy y KapTOHHilA
ynakoBLi
2. ABPON® Tabnetku no 30 wmr; no TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasis: 3MiHu | 6e3 UA/9928/01/01
10 Tabnetok y 6nictepi; PAPM" TUNY - BHECEHHS 3MiH 4O METOZIB KOHTPOSO AKOCTi J13 peuenma
no 2 6nictepu B 3a n. «CynpoBigHi AOMILLKM», a came- 3MeHLLeHa
ynakoBLi KINIbKICTb iHXEKLi po34nHy nopiBHAHHSA (b),
BMMPOOYBaAHOro PO34KHY, PO34MHY MnaLe6o, po3unHy
NopiBHAHHSA (C), 3MiHEHa KONOHKa/nepeakosioHKa, AoAaHi
TemMnepartypu KO/TOHKM Ta 3pas3kiB Ta yTOYHEHO
NpUroTyBaHHs BUNPOBYBaHOro Po3yrHy Ta po34uHy
nnaue6o, Lo NigTBEpAXYETLCA 3a40BI/TbHUMMN
pe3ynbTaTamu 3 Basigauii, 3 MeTol onTumisalii ymoB
XpomaTorpadyBaHHs
3. AKNIACTA po3unH ANs iHdysili, 5 HoBaprtic LLsenuapi ArEC 'm6X IMEZ, AscTpisi/ BHECEHHS 3MiH 0 peecTpavliiHux maTepiasis: 3MiHu |1 3a UA/4099/01/01
Mr/100 mn; no 100 mn y dapma Al A ABCTpis (KOHTPO/Ib LLiBelinapis TMNY - 3asIBHXKOM HaaHO OHOBJ/IEHWIA N1aH yrnpaBiHHS peyenmom
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
chnakoHi; no 1 donakoHy SAKOCTi 38 NOKa3HUKOM pvi3vkamu Bepcisl 13.2 3MiHu BHECEHO [0 YacTuH: ||
B KOPOOLLi 3 KAPTOHY "CTepusbHICTL"); «Cneuudikauisi 3 6esneku», Il «MnaH 3
HosapTic ®apma thapmakoHarnsgy», IV «Mnaxu wopao
LTeliH AT, LBeiuapis nicnspeecTpauiiHnx gocnigpkeHb epekTUBHOCTI», V
(BUPOBHMLTBO 3a «3axoau 3 MiHimMi3auii pu3ukie», VI «Pe3toMe nnaHy
NOBHUM LMKOM); ynpaB/iHHA pusnkammn», VIl «logatkun» y 3B’3Ky 3
®peseHiyc Kabi OHOBJ/IEHHAIM iH(hopMaL,ii Woao 6e3neku 3rigHo 3
ABCTpiA TMO6X, pesynbTaTamu AOAATKOBOrO JOC/IIKEHHS 3
ABCTpIs thapmakoHarnsigy. Takox, yci po3ginu éyno
(BpOGHMLTBO, BiApefakToBaHO BiANOBIAHO A0 pekomeHaauiin Guideline
nepBrHHE NakyBaHHS); on good pharmacovigilance practices (GVP) Module V —
PpeseHiyc Kabi Risk management systems (Rev 2)
ABcTpisa 'm6X,
ABCTpISt (KOHTPO/Ib
AKOCTI 38 NOKa3HUKOM
"BakTepiasbHi
€HOO0TOKCUMHN")

4, AKTEMPA® KOHUEeHTpaT ans ®.XodhcpmanH- | LLselinapis Brpo6HMLUTBO AnoHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/13909/01/01
po34nHy Ans iHdysii, 20 Na Pouw Mg, Hepo3acoBaHo! CuwA/ TMny - 3MiHK 3 AkocTi. API. KoHTponb A®L. 3miHa y peyenmom
mr/mn; no 80 mr/4 mn npoaykuii, neprHHe HimeuuunHa/ napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
a6o 200 mr/10 mn a6o nakyBaHHs: Yyraii LLiBeiuapis BM3HAYeHNX y cneuyudikauisx Ha A®l, abo
400 mr/20 Mn 'y doN1akoHi; dapma BWXigHWIA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
no 1 a6o 4 chnakoHun y MaHyekTypuHr Ko. BMKOPUCTOBYIOTLCS Y npoLeci BUpobHuutea APl
KapTOHHI Kopo6Lii 3 NTa, AnoHis; (monoBHeHHS cneuudikaLlii HOBUM NOKA3HUKOM SIKOCTi Ta
MapKyBaHHAM Bnpo6bHuuTBO BifjNOBIAHUM METOA0M BUNPOGYBAHHSA) BUNYHYEHHS
YKpaiHCbKOK MOBOK abo Hepo3hacoBaHol nokasHuka "Brncokunii BMiCTYy MaHHO3K" 3i cneupudikaii
3 MapKyBaHHAM npoaykuii (ans Ait040T peyvoBVHM TouMisyMab ans BUPOOGHNUNX
aHrnincbKoto, ynaxkosku rno 400 mr/20 npouecis G5G Ta G5.2. BBefieHHA 3MiH NpOTArom 6-1m
opaHLy3bKoo Ta MJ1), BUNPOGYBaHHS MicaLiB nicna 3aTBepaKeHHS.3MiHu |l Tuny - 3miHu 3
apabcbkoo MoBamMm 3i KOHTPO/IH0 AKOCTI (415 akocTi. A®l. BupobHMUTBO. 3MiHM B nMpoueci
CTUKEPOM YKPAIHCbKO ynaxkosku rno 400 mr/20 BMpOGHMLTBA ADI (3MiHA CTOCYETLCS aKTUBHOI
MOBOIO MJ1): peyoBUHM 6iONOrIYHOIO/iIMYyHOOMNYHOr0 NOXOMKEHHS 860

[bxeHeHTek IHK., CLUA, BMKOPUCTaHHS XiMiuHUX APl y BUPOGHMLTBI NikapCbKoro
BMNpPOGYBaHHSA 3aco6y 6i0n10riYHOro/iMyHOI0MNYHOIO NOXOMXKEHHS, SKa
KOHTPO/I0 SKOCTI (o115 MOX€e MaTu 3HaYHWii BM/INB Ha sKiCTb, 6e3neky Ta
ynakoBku no 400 mr/20 edheKTMBHICTb NikapCcbKoro 3acoby, i He CToCyeTbCA
M): [I)KeHeHTeK [HK., NpOTOKO/Y) MOBEPHEHHS BUPOGHUYMX npoueciB G5G Ta
CLA; BunpobyBaHHs G5.2 ana gitoyoi pevouHy Touunizymab B ONOBHEHHS
KOHTPOHO SIKOCTi: Pou [0 3aTBEPAKEHOTO HA AaHWUA MOMEHT BMPOGHNYOro
dapma Al npouecy G6. BBefeHHA 3MiH NPOTATOM 6-Tu MiCALiB
HimeuunHa; BropuHe nicns 3aTBepKEeHHS.
nakyBaHHs,
BMNpPOGYBaHHSA
KOHTPO/IIO AKOCTI,
BMNYCK cepil:
®.XodhhmaHH-/1a PoLwu
NTa, Wseiiuapis
5. ANEPIrOKOPT Masb, 1 Mr/r, no 151y ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/16036/01/01
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BUBINIbHEHHAM No 0,4 Mr
no 10 Tabnetok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHIi
Kopobui

y3arasibHeHVX fiaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
thapMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/bHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHSs1 hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMIHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3fiicCHEHHS1 dpapMakoHarnsay (BKIKYaumM KOHTaKTHI

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
Ty6i; no 1 Ty6i y kopobui 0bMexeHoto obMmexeHo TUMY - NOAAHHA OHOB/IEHOTO cepTudikaTa BignoBigHOCTI peyenmom
3 KapTOHY BignoBigasbHi Bi4NoBiAa/IbHICTIO €Bponeiickkili hapmakonei Ne R1-CEP 2000-075 - Rev
cTIo "®GapmaLeBTnyHa 07 pnsa A®| TpramumMHONOHa aueToHI4 Bif,
"®dapmaneBTu KoMmnaHis "310poB'a”, 3aTBepXeHoro BupobHuka Farmabios SpA., ltaly. HAk
YHa KOMNaHis YkpaiHa (Bci cTagil HacnigoK 3MiHW Yy MeToAax BXiJHOTO KOHTPOJHO SIKOCTI
"3p0pos'a” BMPOOHMLITBA, A®| TpnamunHONOHA aueToHIA 3a NnoKasHUkamm
KOHTPO/Ib SKOCTI, “3a/IMLLKOBI KifIbKOCTi OpraHiyH1X po34MHHKKIB” Ta
BUNYCK cepii; BCi cTagii “Po3mip yacTok” BignosigHo npeactasneHoro CEP
BMPOGHULITBA, BUMYCK
cepii); ToBapucTBo 3
obmexeHoo
BiANOBIAA/IBHICTIO
"®APMEKC I'Py1",
YKkpaiHa (KOHTposib
AKOCTI)
6. ANITEP Tabnetku no 4 mr no 10 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/17735/01/01
Tabnetok y 6nictepi; no "MIKPOXIM" "MIKPOXIM", YkpaiHa TMNY - 3MiHW BHECEHO A0 IHCTPYKLii Ana MeguyHoro peuenmom
3 6nicTepun y nauu,i 3 (topnanyHa agpeca Ta 3acToCyBaHHSA Nikapcbkoro 3acoby Ao po3giny "MobGiyHi
KapToHy nabopartopis gisnko- peakuii” 1Woao 6e3nekn 3acTocyBaHHS Ajit040i pevyoBUHU
XiMiYHOTO aHanisy Ta nepuHAONPWA BiAMNOBIAHO A0 pekomeHaauin PRAC.
KOHTPO/0 BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
BUPOGHULITBA; 3aTBePAKEHHS
BMpPOBHUYA AiNbHULA
(Bci cTagji
BMPOGHNYOro
npouecy))
7. ANITEP Tabnetku no 8 mr no 10 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 3a UA/17735/01/02
TabneTok y 6nictepi; no "MIKPOXIM" "MIKPOXIM", YkpaiHa TUNY - 3MiHW BHECEHO A0 IHCTPYKLi ANna MeguyHoro peyenmom
3 6nicTepu y nayui 3 (topnanyHa agpeca Ta 3acTocyBaHHA NikapcbKoro 3acoby Ao po3giny "MobGiyHi
KapTOHYy nab6opatopisi gi3nko- peakuii” oo 6e3nekn 3acTocyBaHHS Ait040i peYOBUHN
XiMiYHOTrO aHanisy Ta nepvHAONpWA BiAMNOBIAHO A0 pekomeHAauin PRAC.
KOHTPO/I0 BBefieHHs 3MiH NpoTArom 6-T MicALiB nicns
BUPOGHULTBA; 3aTBEPKEHHS
BUPOGHMYA AinbHULA
(Bci cTagi
BMPOBHMYOTO
npoliecy))
AlNTb®A M TabneTku, BKPUTI OPIrAHOCWVH OAE AnoTekc IHK. KaHaga BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3miHu | 3a UA/13454/01/01
N1iBKOBOK 060JI0HKOLO, JNIAVOCAEHC TUMy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
3 MoauchikoBaHUM N3 (E® 3ET I) hapmakoHarnsgy. BeegeHHs abo 3miHu o
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3as1BHMKA, Bi4NoBigaNbHOI 3a
3[jicHeHHs hapmakoHariaay B YkpaiHi. 3MiHa micua
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

AlNb®A
HOPMIKC

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 200 mr; no 12
TabneTok y 6nictepi; no
1 6nicTepy B KAPTOHHIl
Kopobui; no 14 Tabnetok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

Anbpacirma
C.n.A.

ITanisa

Anbdpacirma C.n.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Cuctema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
pO3Mipy YNakoBKu roTOBOro fikapcbKoro 3acoby (3MiHa
KiNbKOCTi 0anHMLG (Hanpukiag TabieTok, aMmnyn TOLLO)
B ynakosL,i:) - 3MiHa no3a Ajiana3oHoM 3aTBepmAKeHNX
pO3MipiB ynakoBkn. BBefeHHA [04aTKOBOrO po3Mipy
ynakoBku Ne 28 (14x2) nikapcbkoro 3acoby AJIb®A
HOPMIKC, TabneTtku, BKpUTI NNiBKOBOK 060/I0HKON, 6e3
3MiHM NEePBMHHOIO NakyBasIbHOTO MaTepiany Ta 3
BIANOBIAHMMU 3MiHaMU A0 p.YnakoBka. 3MiHW BHECEHO
A0 IHCTPYKUiT ANA MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby 40 po3ainy "YnakoBka" (4ofaBaHHS ynakoBKu
NEeBHOro po3mipy), Ta, K HacNifoK, 3aTBEPAKEHHS
[0[aTKOBOro TEKCTY MapKyBaHHS ynakoBku. BBegeHHs
3MiH NPOTAroM 6-Tu MiCALIB NicNa 3aTBEPKEHHS. 3MiHN
| TMny - 3miHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). 3MiHU BHECEHO 0
IHCTPYKUIi 415 MEAUYHOrO 3aCTOCYyBaHHS NiKapCbKOro
3acoby Ao po3ainis "Oco6/MBOCTI 3aCTOCYBaHHSA",
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS iHchopmawii
3 6e3nekn). BBeaeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/9360/01/01

10.

AMMOPUN® HD

Tabnetku no 5 mr/25 wr,
no 10 Tabnetok y
6nictepi, no 3 abo no 6,
ab6o no 9 6nictepiB y
Kopo6Li; no 7 TabneTok
y 6nicTepi, no 2 abo no
4, abo no 8, abo no 12,
ab6o no 14 6nictepis y
KopooLi

KPKA, 4.4.,
Hoso mecTto

CnoBeHisi

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3miHn |
TNy - 3MiHN BHECEHO B IHCTPYKLiO ANsi MeAWNYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby A0 po3ainis
"Oco6mBoCTi 3acTocyBaHHSA", "Mo6iYHI peakwii”
BiAMOBIAHO A0 OHOBNEHOI iHChopMaLi 3 6e3nekn
3aCTOCyBaHHSA NiKapcbkoro 3acoby LWoA0 BUHUKHEHHS
XopioifasibHoro BUNoTy 3 AedeKToM Mosis 30py.
BBeeHHs 3MiH NpoTAroM 6-T1 micAuis nicns
3aTBEPAXKEHHS;
3MiHK | TUNY - 3MiHW BHECEHO B IHCTPYKLUit0 ANns
MeAUYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby [0
po3ginis "dapmakonoriyHi BnactmsocTi", "Oco6nnBOCTi
3acTocyBaHHs", "lMo6ivHI peakuii” BignoBigHO A0
OHOBJIEHOT iHhopMaLLil 3 6e3Mnekn 3acToCcyBaHHS
NiKapcbKoro 3acoby WoA0 pU3nKy BUHUKHEHHS

3a
peyenmom

UA/4903/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

HemeNlaHOMHOrO paky LWKipW. BBefeHHSA 3MiH NPOTAroM
6-TU MicAUIB NicNsa 3aTBEPKEHHS; 3MiHU | TUNY - 3MiHK
BHECEHO B IHCTPYKLitO0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbKkoro 3acoby A0 po3gainis "lMpoTunokasaHHs",
"B3aemopis 3 iHLIMMU NiKapCbKMK 3acob6amu Ta iHLi
BMAM B3aemogiin”, "Ocob/IMBOCTI 3aCTOCYBaHHS"
BiAMOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekn
3aCTOCYBaHHSA NikapcbKoro 3acoby o0
hapmakonoriyHnx B3aemogii i3 caky6itpuiom /
Ba/icCapTaHoM, iHriGiTopaMu HEMPUI3NHY Ta PU3MKOM
BVHWKHEHHS Tinepkastiemii Ta aHrioHeBpOTUYHOIo
Habpsiky. BBegeHHs 3MiH MPoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS; 3MiHW | TUMY - 3MiHV BHECEHO B
IHCTPYKUiO AN MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro
3acoby Ao posginis "MpoTunokasaHHsA", "B3aemogis 3
iHLIMMKM NikapCbKMMK 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHSA" BiANOBIAHO A0
OHOB/EHOT iHhopMaLii 3 6e3nekn 3acTOCyBaHHS
NikapcbKoro 3acoby LLi0A0 OAHOYACHOro 3aCTOCyBaHHSA 3
anickipeHoM, edeKTOM Ba30MNpPeCOPHNX
CMMNAaTOMIMETUKIB, PO3BUTKOM KMLLKOBOrO
aHrioHeBPOTMYHOrO HabPsKy. BBeAeHHS 3MiH NPOTArom
6-Tn MicALIB NicNsA 3aTBEPKEHHS; 3MiHU || TUny - 3MiHK
BHECEHO B IHCTPYKLitO0 AN MEANYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis "MobiuHi peakwyii*
BiANOBIAHO 4,0 OHOB/EHOT iH(popMmaLlii 3 6e3neku
3acToCyBaHHS NikapcbKoro 3acoby (paminpuny) woao
PO3BUTKY CMHAPOMY HEBIAMOBIAHOT cekpeLii
aHTWAjyPeTUYHOro ropMoHy. BBefeHHS 3MiH NpoTArom 6-
TN MiCALB NicNs 3aTBEpPAKEHHSA

11.

AMMOPUN® HL

Tabnetku no 2,5 mr/12,5
Mmr, no 10 TabneTok y
6nictepi, no 3 abo no 6,
abo no 9 6nictepiB y
Kopobui; no 7 TabneTok
y 6nicTepi, no 2 abo no
4, abo no 8, abo no 12,
ab6o no 14 6nictepiB y
Kopobui

KPKA, 4.4.,
HoBo mecTo

CnoseHis

KPKA, a.4., HoBo
MecTo

CnoBseHis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
TNy - 3MiHN BHECEHO B IHCTPYKLiO ANst MeAnYHOro
3acTOCyBaHHSA Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBOCTiI 3acTocyBaHHS", "Mo6iuHI peakwji"
BiANOBIAHO 4,0 OHOB/EHOT iH(popmaLlii 3 6e3neku
3aCTOCYBaHHSA NiKapCbKOro 3acoby Wo40 BUHUKHEHHS
XopioifanbHOro BMNoTY 3 Aed)eKToM Mo/ 30py.
BBefeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPIKEHHS;
3MiHU | TUNY - 3MiHW BHECEHO B IHCTPYKL,itO AN
MeJMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby [0
posginis "®apmakonoriyHi BactneocTi”, "Oco6/MBOCTI
3actocyBaHHs", "Mo6iuHi peakuii” BignoBigHoO A0
OHOBNEHOT iHhopMaLii 3 6e3nekn 3acToCyBaHHSA
NiKapcbKoro 3acoby Woa0 pu3nKy BUHUKHEHHS
HemeNlaHOMHOrO paky LWKipW. BBefeHHS 3MiH MPOTAroM
6-TU MicsLIB Nic/1s 3aTBEPKEHHS; 3MiHU | TRy - 3MiHK

3a
peyenmom

UA/4903/02/02
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n/n

JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

12.

ALL® 100

Tabnetku wmnydi no 100

BHECEHO B IHCTPYKLIilO A58 MeANYHOro 3acTOCYBaHHSA
niKapcbKoro 3acoby A0 po3ainis "MpoTunokasaHHA",
"B3aemogis 3 iHWMMK nikapCbkumy 3acobamu Ta iHLLi
BMAW B3aemogiin”, "OcobmBoCTi 3acTOCyBaHHA"
BiANOBIAHO 4,0 OHOB/EHOT iH(popMaLlii 3 6e3neku
3aCTOCYyBaHHSA MikapCbKOro 3acoby Loao
chapmakooriyHux B3aemogili i3 caky6itpuiom /
BasicapTaHoM, iHriGiTopaMu HENpPUi3UHY Ta PU3NKOM
BVHVIKHEHHS rinepKanieMii Ta aHroHeBPOTUYHOIO
Habpsiky. BBefieHHS 3MiH NpOTArom 6-Tv MicAUiB micas
3aTBEPMAKEHHS; 3MiHW | TUMY - 3MiHW BHECEHO B
IHCTPYKUiO AN MEAUYHOT0 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "lMpoTunokasaHHs", "Blaemogis 3
iHLWMMK NiKapcbkMK 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmBOCTi 3acTOCyBaHHA" BiAMNOBIAHO A0
OHOBJIEHOT iHhopMaLil 3 6e3neku 3acTocyBaHHS
nikapcbKoro 3acoby LLioA0 0AHOYACHOro 3aCTOCyBaHHSA 3
anickipeHoM, eheKkToM Ba30MPECOPHUX
CMMNATOMIMETMKIB, PO3BUTKOM KULLIKOBOTO
aHrioHeBPOTMYHOrO HabpPsKy. BBeAEeHHS 3MiH NPOTSArom
6-TV MicALiB NiCNsA 3aTBEPAYKEHHS; 3MiHM Il TMRY - 3MiHK
BHECEHO B IHCTPYKLIilO A58 MeANYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis "MobivHi peakuii”
BiAANOBIAHO A0 OHOBMEHOI iH(hopMaL,i 3 6e3nekn
3aCTOCyBaHHSA NikapCbKoro 3acoby (paminpuiy) woao
PO3BUTKY CUHAPOMY HEBIAMNOBIAHOI cekpew;i
aHTWAjyPETUYHOTO rOPMOHY. BBeAEHHSA 3MiH NPOTAromM 6-
TN MiCALB Nicns 3aTBepAKEeHHS

nocsio4eHHs

13.

ALL® 200

Mr no 20 TabneTok y
Ty6i; no 1 Ty6i B
KapTOHHIA KopooLi

Tabnetky wuny4i no 200

CaHpo3
dapmachbloTika
n3 a.a.

CaHpos3

CnoseHisi

CnoseHis

Cantotac dapma
m6X, HimeuunHa
(Bunyck cepii);
Xepmec
ApuHarimitTens Mv6X,
HimeuunHa
(anbTepHaTUBHUIA
BMPO6HUK in bulk,
nakyBaHHs); Xepmec
dapma Nec.m.6.X.,
ABCTpisl (BUPOBHNLTBO
in bulk, nakyBaHHs1)

Himeuumnna/
AscTpist

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |1
TUMy - OHOB/EHO MNnaH ynpasniHHA pusmkamu o Bepcil
3.0, TabneTku wmnydi no 100 mr no 20 Tabnetok y Ty6i,

no 1 Ty6i B kapTOHHiIli kopo6bLi; no 200 mr no 20
Tabnetok y Ty6i, no 1 Ty6i y KapTOHHIi kopobuj, no 1
Tabnetyi y cawe; no 20 calle y KapTOHHilA KOpoo6Lii.
BHeceHi 3MiHM 0 YacTuH: “3aranbHa iHhopmauisa”,

“Cneumdikauis 3 6esnekun”, “MNnaH 3 hapmakoHariagy”,

“MnaHwn Wwopo nicnapeecTpauiiHnx foCAigXeHb

edeKTMBHOCTI", “3axoam 3 MiHimi3auii pusumkis”, “Pestome
nnaHy ynpasniHHA pusmkamuy”

6e3
peyenma

UA/8272/01/01

Mmr, no 20 TabneTok y
Ty6i; no 1 1y6i y
KapTOHHIA KopobLi; no 1
Tabnetuyi y cawe; no 20
calle y KapTOHHil

Kopo6ui

dapmacsbloTika
n3 a.a.

CantoTtac dapma
v6X, HimeyunHa
(Bunyck cepii);
Xepmec
ApuHaiimiTTens M6X,
Himeuunna

(anbTepHaTUBHUI

HimeuuunHa/
AscTpist

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |1
TUMY - OHOB/IEHO MnaH ynpasniHHA pusnkamu Ao Bepcii
3.0, TabneTkum wunyyi no 100 mr no 20 TabneTok y Ty6i,

no 1 Ty6i B kapTOHHiIli kopo6bui; no 200 mr no 20

TabneTok y Ty6i, No 1 Ty6i y KapTOHHIiA kopobuj, no 1

Tabnetuyi y cawe; no 20 calle y KapTOHHIli KopooL,i.

BHeceHi 3MiHM 40 YacTuH: “3aranbHa iHgopmadis”,

6e3
peyenma

UA/8272/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
BMPOGHUK in bulk, “Cneundikauis 3 6e3nekun”, “lnaH 3 hapmakoHarnagy”,
nakyBaHHs); Xepmec “MnaHn Wwopo nicnsapeecTpauiiHnx focnigXeHb
dapma Nec.m.6.X., edheKTMBHOCTI", “3axoam 3 MiHimi3auil pusmkis”, “Pestome
ABCTpisl (BUPOOHNLTBO nnaHy ynpas/iHHA pusnkamuy”
in bulk, nakyBaHHs1)
14. BETANOQA- PO34MH HaLLKipHWiA, 100 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/15025/01/01
340POB'A mr/mn; no 50 mn y 06MexeHot 06MexeHot UMY - 3MiHU 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma
donakoHi; no 1 dpakoHy BignoBigasbHi BiANoBiAa/IbHICTIO CrcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa y
YKYNOpPEeHOMY HacafKo CTIo "dapmaLeBTNYHa NepBUHHIli yNakoBLji FOTOBOro Nikapcbkoro 3acoby (Tun
Ta KPUWLLIKOKO Y KOpOoo6Lii 3 "hapmaueBTu KomnaHis "3gopos's"” KOHTeliHepa abo AofaBaHHA HOBOTrO KOHTelHepa) -
KapToHy; no 100 mny YHa KoOMNaHis TBepai, M'AKi Ta HeCcTepusbHi pigki nikapcbki hopmu;
KOHTeliHepi; no 1 "3popos'a" CynyTHS 3MiHa - 3MiHW 3 SKOCTi. [OTOBWIA NliKapCbKMii
KOHTelHepy 3aci6. Cuctema KoHTenHep/3akynopoBasibHUI 3aci6.
YKYNOpPEHOMY HacafKot 3MiHa nocTavasibHMKa NakyBaslbHUX MaTtepianis abo
Ta KPULLIKOK y KOpo6Li 3 KOMMNNEKTYIOUMNX (SIKLLLO 3a3HAYEeHO B A0CLE) (3aMiHa abo
KapToHy; no 1000 mny A0faBaHHA nocTavyasibHUKa)
doNakoHi ykynopeHomy [ofiaBaHHA HOBOI YNakoBku, a caMe (p/iakoHiB
NPO6KO0-KpanenbHULLEe nonimepHux (dpnakoHn ®r-100) Ta 3aKkynoproBasibHUX
Ta KPULLIKOIO 3ac06iB A0 HUX (KPWLLKKM Mif, KpanesbHUL0 Ta NPo6ku-
KpanesibHUL,) Big, HOBOro noctadasibHuk TOB “Craryc”,
YkpaiHa [04aTKOBO [0 3aTBEPAXEHUX YNaKoBOK
BUpobHukiB 3AT “®apma Eninc”, YkpaiHa Ta KARSAI
ALBA Ltd., Hungary, 3 BignoBigH1uMu 3miHamMu 4o p.
«YnakoBka»; 3anponoHosaHo: Mo 50 mn a6o 100 mn
npenaparty y hnakoHu noniMepHi, ykynopeHi Hacagkamu
Ta Kpuwkamu. Mo 100 mn npenapaTy y KOHTelHepu
nosnimMepHi, ykynopeHi Hacagkamu Ta kpuwikamu. Mo 1000
M npenaparty y du1akoHu noniMepHi, yKynopeHi
npo6kaMu-kpanenbHULAMN Ta KpULLKaMu. Ha KoXHWi
dhnakoH abo KOHTENHEP HaK/eTb eTUKETKY. ®NakoHu
no 50 mn a6o no 100 mn, abo koHTeliHepy no 100 mn
pa3oM 3 IHCTPYKLIE AN MeANYHOro 3acTOCyBaHHSA
NoMILLAalTb Y KOPOBKY 3 KapTOHy. ®nakoHu no 1000 mn
pa3oM 3 BifMOBIAHOO KiNbKICTHO IHCTPYKLiA Ans
MeAMYHOr0 3aCTOCYBaHHS MOMILLAI0Tb B ALK 3
rochpoBaHoro kapToHy. BeefeHHsi 3MiH NpoTsArom 6-tu
MicsLIB Mic/1sA 3aTBEP)KEHHS
15. BO3ynie® TabneTku, BKpUTI MNOAN3EP CWA Ekcenna N'm6X & Ko. HimeuuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/17245/01/02
NNiBKOBOK 060/IOHKOHO, EVY.CL.MI. KT, HimeuunHa UMy - goAaBaHHs AinbHuui Pfizer Ireland peyenmom
no 500 mr; no 14 KOPMOPEWLL (BUpPOGHMLTBO, Pharmaceuticals, Ringaskiddy sik anibTepHaTMBHOro
Tabnetok y 6nictepi, 2 H KOHTPO/Ib SKOCTI); BMpOGHUMKa APl 603yTUHIGY MOHOrigpaTy; 3miHuW | TUny -
6nicTepn y KapTOHHIl Mdcpaiizep 3anponoHoOBaHO BBEAEHHSA Aiana3oHy po3Mipy cepil
Kopo6ui; no 30 TabneTok MeHheKkUypuHr BUXIAHOT Pe4y0oBMHU -2-(3-XI0POMPONOKCWIT)-1-MeTOKCU-
y hnakoHi, 1 onakoH y Hoiunena MmoX, 4-HiTpo6eH3eHy (PF-05296677) - 185-285 kr (6yno 275
KapTOHHilA KOpO6L Himeuunna Kr); 3MiHu | TUny - BUganeHHsa tecty "Baxki metanun” 3i
(BUpPOGHMLTBO, crneundikayii A®l y BignosigHocTi Ao HacTaHoBu ICH

nakyBaHHA, KOHTPO/1b

AKOCTI Ta BUMNYCK cepil)

Q3D; 3MiHK | TUMY - BHECEHHA HE3HAYHUX 3MiH LWoA0
peareHTiB, Siki BAKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI:
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Peecmpayjitina npoyedypa

Ymosu

Homep

Ne
n/n

Hassa
JNliKapcbKo20

Popma sunycky
(nikapcbka gpopma,

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Bionycky

peecmpayitiHo2o
nocsio4eHHs1

3acoby

ynakoska)

HimeyunHa

[N peareHTa X/10pUAHOI KNC/TOTU 3a MOKa3HUKOM
«ldentification»; 3miHa kpuTepito NpuitHATHOCTI Pd/C
KaTanizaTopa 3 10% Ha 9.5-10.5% 3a NoKasH1KOM
«Active Metal Content»; He3HauHi 3MiHM J0 TecTy
"Appearance" ans peareHTy dpocdary okCuxs1opua;
3MiHV | TUNY - HE3HAYHI 3MiHV B YMOBaXx NpoBeAeHHSA
TeCcTy Ha YncToTy ANS BUXigHOro marepiany 2-(3-
X/10POMNPOMNOKCH)-1-METOKCU-4-HITPOBEH3EHY, AKMIA
BVIKOPVCTOBYETLCS Y BUPOOHULTBI AD|, a came AoaaHHA
anbTepHaTuBHoro metogy TM-6670A Ta 3MiHy
TpuBanocTi BUNpobysaHHA 3 31 A0 26 XBUAWH; 3MiHK |
TUNYy - O0AaHHSA albTEPHATUBHUX KPUTEPIiB
NPUAHATHOCTI "Bi/TbHUIA Bif, CTOPOHHIX BK/HOYEHb,
4YacTMHOK Ta 0TBOpIB" Ta "+10% Bif, 3a8BNEHOI0 Y
ceptudikati” o Onucy Ta TOBLUWHK BiANOBIAHO, Y
cneundikauii Ha NoNieTUIEHOBI MiLLKK, K
BMKOPUCTOBYHOTLCA AK NEPBMHHA ynakoBka A®I; 3MiHu |
MMy - 3MiHa agpecu AinbHULI BiMNoBifa/IbHHOT 3a
BMPOGHULITBO Ta KOHTPOJIb SKOCTi APl 603yTHHIOY
MoOHorigpaty Esteve Quimica, S.A 3 Poligon Industrial,
s/n, 17460 Celra (Girona) Spain Ha C/Ter, 94, Poligon
Industrial, 17460 Celra (Girona) Spain. ®akT14yHoi 3MiHN
MiCLLe3HaxoMKeHHA AiNbHULI He Bigbyocs; 3MiHu | Tuny
- 3MiHa Ha3BW Ta aApecy AjNbHUL BiANOBIAA/IbHOI 3a
nocTavaHHs BUXigHOI cnpoBuHn PF-05296712 3 Dallian,
488 Dorgbei Street, Economical and Technological
Development Zone, Dalian 116600 PR China Ha Dalian
Join King Fine Chemical Co, Ltd., No. 488 Dongbei
Street , Economical and Technological Development
Zone, Dalian 116600 PR China. ®akTn4HOi 3MiHK
MiCLie3HaX0MKEHHS AiNbHULI He Bigbynocs

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |

3a

UA/17245/01/01

16.

BO3ynie®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 100 mr; no 14
Tabnetok y 6nictepi; no
2 6nicTepn y KapTOHHIN
Kopo6ui; no 120
TabneTtok y gonakoHi, 1
h1aKkoH Y KapTOHHIi
KopoobLi

NPOANSEP
EAY.CLMI.
KOPMOPEWLL
H

CWA

Ekcenna 'm6X & Ko.
KI, HimeuunHa
(BpOGHMLTBO,

KOHTPOb SKOCTI);
Mdpaiizep
MeHtohekyypuHr
Hoiunena Mm6X,
Himeuunna
(BpOGHMLTBO,
nakyBaHHs1, KOHTPO b
AKOCTI Ta BUMNYCK cepil)

TUNy - godasaHHs ginbHuui Pfizer Ireland

Pharmaceuticals, Ringaskiddy sik anbTepHaTUBHOro
BUpO6HUKa ADI 603yTUHIBY MOHOriAPATy; 3MiHW | Tvny -
3anponoHOBaHO BBEAEHHS Aiana3oHy po3Mipy cepii
BUXIZHOT Pe4yoBUHMU -2-(3-X10POMPONOKCUII)-1-MeToKeH-
4-HiTpobeH3eHy (PF-05296677) - 185-285 kr (6yno 275
Kr); 3MiHu | TUny - BuganeHHs Tecty "Baxki meTanun” 3i
crneundikauii A®l y BignosigHocTi Ao HacTtaHosu ICH
Q3D; 3MiHK | TUNY - BHECEHHS HE3HAYHUX 3MiH 040
peareHTiB, SiKi BAKOPUCTOBYOTbCS Yy BUPOOHULTBI ADI:

[ONa peareHTa X/10pUAHOT KUCMOTY 3a NMOKa3HUKOM
«Identification»; 3miHa kpuTepito NpuitHATHOCTI Pd/C

KaTanizaTopa 3 10% Ha 9.5-10.5% 3a NoKasHWKOM

«Active Metal Content»; He3Ha4Hi 3MiHW 0 TecTy

peyenmom

"Appearance" ans peareHTy gpocdary OKCUX/10pua;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

3MiHM | TUMY - HE3HAYHI 3MiHV B YMOBaXx NpoBeAeHHS
TeCTy Ha YMCTOTY A8 BUXigHoro martepiany 2-(3-
X/I0POMPONOKCH)-1-METOKCU-4-HITPOBEH3EHY, KNI
BMKOPWUCTOBYETLCSA y BUPOOHULTBI ADI, a came fJoAaHHA
anbTepHaTMBHOIro Metody TM-6670A Ta 3MiHY
TpuBasiocTi BUNpobyBaHHA 3 31 A0 26 XBUVH; 3MiHK |
TUNY - 4OAAHHA a/lbTePHATUBHUX KpUTEPITB
NPUAHSTHOCTI "Bi/IbHUIA Bifi CTOPOHHIX BK/HOYEHb,
YacTMHOK Ta oTBOpIB" Ta "+10% Big, 3a8BNEHOM0 Y
cepTtudikati” o Onucy Ta TOBLUMHM BiAMNOBIAHO, Y
cneumdikaLii Ha NoNieTUNEHOBI MiLLKK, K
BMKOPWCTOBYIOTbCA K NepBMHHA ynakoska A®I; 3miHu |
TUMy - 3MiHa agpecu AiNbHULI BigMnoBigabHHOI 3a
BMPOOHULITBO Ta KOHTPOSb AKOCTi A®| 603yTUHIOY
moHorigpaty Esteve Quimica, S.A 3 Poligon Industrial,
s/n, 17460 Celra (Girona) Spain Ha C/Ter, 94, Poligon
Industrial, 17460 Celra (Girona) Spain. ®akTU4HOI 3MiHU
MiCLLE3HaXOMKEHHSA AiNbHUL He BiA6YNOCS; 3MiHM | Tuny
- 3MiHa Ha3BW Ta aApecy AiNbHUL BiANOBIAA/ILHOI 32
nocravaHHs BUXigHoi cuposuHn PF-05296712 3 Dallian,
488 Dorgbei Street, Economical and Technological
Development Zone, Dalian 116600 PR China Ha Dalian
Join King Fine Chemical Co, Ltd., No. 488 Dongbei
Street , Economical and Technological Development
Zone, Dalian 116600 PR China. ®akTn4Hoi 3MiHK
MiCLLe3HaxoMKeHHS AiNbHULI He Big6ynocs

17.

BPOAINIM 1T

NOPOLLIOK A4/191 PO3UNHY
ANs iv'exuii no 1000 wmr;
1 dhnakoH 3 NOPOLLKOM Y
KapTOHHI/ KopoobLi

Tynin a6
MpaiBiT
Nimiteq

IHais

3elicc

Papmac’toTikenc MeT.

Nta., IHais; Csicc
MapeHTepans Nita.,
IHAjsA

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMY - OHOB/IEHHA TEKCTY MapKyBaHHs YNaKoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii woao
3a3HayeHHs oAMHWLb BUMIpIOBaHHA Y cuctemi Sl,
iHbopMmauii Woa0 fofaHHA eKCK/TH3MBHOrO iMnopTepa
Ta noroTtuny komnawii TOB "T/1M YkpaiHa"

3a
peyerimom

UA/17559/01/01

18.

BATIUNH-
340POB'A

Kpem BariHa/ibHuin 2%
no 20 r y Ty6i; no 1 Ty6i
pa3om 3 3 annikaropamu
BariHa/IlbHIMKN y
KapTOHHilA KopooLi

ToBapucTBo 3
06MexeHo
BiANOBIAabHI
CTIo
"®apmaueBTn
YHa KOMNaHis
"3popos'a”

YKpaiHa

ToBapucTtso 3
06MexeHot
BiANOBIAA/ILHICTIO
"GapmaueBTuyHa
KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3miHn |
TUMY - NOAAHHA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2009-398 - Rev
03 gns Adl KniHgamiuuHy docchat Big 3aTBEpAKEHOr0
BMpo6HuKa Chongging Carelife Pharmaceutical Co., Ltd.,

China. fk Hacnifok fofaBaHHA aslbTepHATUBHOI
BMPOBHMYOT AiNbHULL MPOMDKHOTO NPOAYKTY

3a
peyenmom

UA/1712/01/01

19.

BAKC3EBPIA
(VAXZEVRIA)

pO34UH A4 iH'EKUIA; No
5 mMn po3umnHy B 10-
[,030BOMY (D/1aKOHI
(nposope ckno tuny 1) 3
npo6koto (ryMoBOIO 3

ACTPA3EHEK
A Ab

LlBeuis

BupobHMLTBO
niKkapcbKoro 3acooy,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI
NikapcbKoro 3acoby

ITanisa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa Ha3BW NiKaPCbKOro
3acoby -

BHeceHO OHOB/EHY Ha3BY MikapCbKOro 3acoby.
3areBepmkeHo: BAKUMHA ACTPA3EHEKA MPOTU

3a
peyenmom

UA/18777/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
/IIOMIHIEBUM OGXUMHUM (mikpoGionoriyHi COVID-19/ COVID-19 VACCINE ASTRAZENECA
KoBMaykom), no 10 (mikpob6ionoriyHa 3anponoHoBaHo: BAKC3EBPIA (VAXZEVRIA)
(h1aKOHIB y KapTOHHIi ynucToTa):
Kopobui BMNPOGYBaHHA Ha
6akTepiasibHi
€HOTOKCUHM (LAL-
TECT); MiKpobiosoriyHi
(cTepwnbHICTB):
CTEPUSIBHICTb;
dhi3nyHi/ximiuHi: onuc
(koNbOpPOBICTb,
npo30picTb Ta BUAUMI
yacTtku), pH,
OCMOJIASIBHICT,
06’eMm, WO
BUTAraeTbCH),
BTOPVHHA ynakoBKa
KATANEHT AHAHbI
C.P.J.
20. BANEKAPL po3uuH; in bulk: no 20,0 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | - UA/11172/01/01
na6o 50,0 ny ctanesux 06MexeHot obmexeHo TUMY - BUNYYEHHS 3i cneyudikauii BXiAHOrO KOHTPOSI0 Ha
E€MHOCTSAX BignoBigasbHi BiANoBiAa/IbHICTIO A®| ETnnosuii edip anbca-bpomizoBanepiaHoBoi
CTI0 "XapkiBcbke KACNOTWN BUPOBHMLTBA TOBapnCTBa 3 0OMEXEHO0
"XapkiBcbke hapmMaueBTNyHE BiANoBigasIbHICTIO "OAPMXIM", YKpaiHa nokasHuka
thapmaueBTny nignNpPUeEMCTBO "Baxkki MeTasin"; 3MiHu | Tuny - 3MiHK 3 SKocTi. API.
He "3p0poB's Hapoay" KoHTponb A®I. 3MiHa y napameTpax cneuudikadiii
nignpyeMCcTBO Ta/abo [oMyCTUMUX MeX, BU3HAYEHNX Y creuudikaLisx
"30poB'a Ha A®I, abo BUXiAHWNIA/MPOMIXHWI NPOAYKT/peareHT, Lo
Hapoay" BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Adl;
CYNyTHSA 3MiHa - 3MiHK 3 AkocTi. ADI. KoHTposib AdI.
3MiHa y MeToAax BunpobyBaHHs A®| abo BuxigHoro
MaTepiany/npomiKHOro NpoAayKTy/peareHTy, Lo
BVIKOPVCTOBYETLCS Y NpoLeci BUPO6GHMLTBA AD| (iHLUI
3MiHM Y MeTofax BUNPOOYBaHHS (BK/IOHaUN 3aMiHy
a60 fonoBHeHHs) APl abo BUXiAHOro/MPOMIKHOIO
NPOAYKTY) - BHECEHHS 3MiH A0 creumdikalii Ta meTogy
BXiJHOr0O KOHTpO/0 Ha A®| ETnnoBuii echip anbga-
6pomizoBasiepiaHOBOl KNCIOTY BUPOBHMLTBA
ToBapucTBa 3 0OMEXEHOI BifNOBIfASBHICTIO
"OAPMXIM", YKpaiHa, a came: yTOUHEHHA A0MYCTUMUX
MeX 3a nokasHukoMm "T'ycTuHa". MponoHoBaHa pefakLis
l'yctnHa Big 1.275 po 1.285 ricm3 (A®Y, 2.2.5., (meTopg,
1))
21. BANIbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Bupo6HuK, CnoseHis/ BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA/6227/01/01
NAiBKOBOK 060/I0HKOHO, HoBo mecTo BignoBigasibHWi 3a Kutaii MMy - 3MiHK 3 AKOCTI. FTOTOBWIA JliKAPCbKWUIA 3aCi6. 3MiHK peuenmom

no 40 mr, no 7 TabneTok
y 6nicTepi, no 4
6/1icTepy y KapTOHHiM

BMPOGHMLTBO "in bulk"
nepBuHHe Ta
BTOPUHHE MakyBaHHS,

1

y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS A0AATKOBOI
AiNbHULI BUPOBHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby




30

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
(AinbHULSA, Ha SKI NPOBOAATLCS OyAb-AKi BUPOOHUYI

Kopo6ui, no 10 TabneTok
y 6nicTepi, no 3
6icTepy y KapTOHHIN
Kopo6ui, no 14 TabneTok
y 6nicTepi, no 2
6icTepy y KapTOHHIN
Kopobui

KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHisi; BUpobHuK,
BiANoBigabHUIA 3a
KOHTpOb cepii
(hi3nyHi Ta XimiyHi
METOAN KOHTPOJ):
KPKA, a.4., Hoso
mecTo, CroBeHis;
BUpPO6HYIK,
BiANOBiAaIbHUI 3a
KOHTpOsb cepii
(hiznyHi Ta XimiyHi
MEeTOAMN KOHTPOSIH0):
Kewmina6 a.0.0.,
CnoBeHis; BupobHuk,
BiANOBigaIbHUI 3a
BMPOGHMLTBO “in bulk":
Hinréo MeHoBo
TiaHkaHr
dapmacbroTukanc Ko.,
Nitp, Kutaii

cTagii, 3a BUHATKOM BUMYCKY CEpIli, KOHTPOSIHO SKOCTI,
NepBUHHOIO Ta BTOPUHHOIO NakyBaHHA, AN
HeCTepWIbHUX JliKapCbknx 3acobiB).

CynyTHs1 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. 3MiHM y BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYOTbCSA BUMYCKY Cepii Ta KOHTPOIIO AKOCTI FOTOBOTO
nikapcbKoro 3acoby (3amiHa abo foaaBaHHSA BUPOGHMKA,

LLIO BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He

BK/THOYAI0UN KOHTPO/Ib/BUNPOBYBaHHSA cepil - BBeAeHHS
[0[aTKOBOro BUpobHuKa (ans nosysaHb 40 mr, 80 Mr Ta

160 mr) - HiHr6o MeHoBo TiaHkaHr ®apmacbloTukanc

Ko., NiTg, Kutaii, Wwo BignoBigae 3a BUPOOHULTBO «in
bulk». Ak Hacnigok BBOAUTLCA BUPOBHNK, LLO BiANOBILaE

3a iMnNopT Hepo3dhacoBaHoi NpoayKuii B CnoBeHilo 4ns
nofasbLioro ynakysaHHs - KPKA, a.4., HoBo mecTo,

Lmap'ewka Lecta 6, HoBo mecto 8501, CnoBeHis go
marepianis peecTpauiiiHoro AoCbe, KA 3aTBEPAKEHNI

AK BUPOOHUK 3a NMOBHUM LMK/IOM. BBEAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MicNa 3aTBEPMKEHHS; 3MiHN |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
KOHTposb roToBOro fikapcbkoro 3acoby (iHLwi 3MiHu) -
BUKNageHHsa MKA /13 ykpaiHCbKOo MOBOO
(3aTBEpPAKEHO POCINCHKOK MOBOO), 6€3 3MiHM
aHasliTUYHKX METOAIB, 3 BUNPAaB/IEHHAM TEXHIYHUX
NOMWIOK Ta HE3HAYHI KOPEKLIii Onucy MeToZiB KOHTPO/0
AKOCTI; 3MiHM | TMny - 3MiHK 3 AKocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHA
HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI ab60

BU/yYEHHS cepTudikaTa BignoBigHOCTI EBponeichbkiii

hapmakonei: gna A®l; ans BuxigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPMCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONechkili
hapmakonei) - OHOBneHUiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei

015 BXe 3aTBEpAKEHOr0 BUpobHMKa BasicapTaH KPKA,

a.4., HoBo mecTo, CnoseHis 3 Bepcii R1-CEP 2011-148-
Rev 01 po Bepcii R1-CEP 2011-148-Rev 02. fAk
Hacnigok AofaBaHHA AONYCTUMMX MEX A5 AOMILLIOK
NDMA Ta NDEA, oHOB/eHHs crnieumdikayii AdDl Big,
BUPO6HUKaA J13; 3MiHM | TUNY - 3MiHK 3 AKOCTI.

CeptudpikaT BignosigHocTi/l'E-cepTudikar BigNoBIgHOCTI

€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA

HOBOro abo OHOB/IEHOro cepTudpikata BiANoBIAHOCTI abo

BUYYEHHS cepTudikaTta BifgnoBigHOCTI €EBponeicbkiii
hapmakonei: ans A®l; ans BUxigHoro
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n/n

JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

22,

BANNbCAKOP®

Marepiany/peareHTy/npoMiKHOr0 MPOAYKTY, L0
BYKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ANs [OMNOMDKHOT
peyoBuUHM (cepTudikaT BiAMOBIAHOCTI €BpPONEnchKin
chapmakonei) - OHOBMeHUIA cepTudikar Bif yxe
3aTBEPAXXEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTtudikaTy BifgnoBigHOCTI €Bponeiicbkili hapmakonei
[ONS BXe 3aTBeppKeHOoro B1pobHuKa BasicaptaH Kpka,
4.4., HoBo mecTo, CnoBseHis 3 Bepcii R1-CEP 2011-148-
Rev 02 go sepcii R1-CEP 2011-148-Rev 03; 3miHu |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
KOHTpO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA roTOBOrO JIiKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMAXEHNX METOAAX
BMNPOBYBaHHS) - He3HauHa 3MiHa Yy 3aTBepAKeHNX
MeToAax BUNPO6yBaHHs 3a n. laeHTudikauia 3anisa
okcuay. BBeAeHHs 3MiH npoTarom 6-Tu mMicauis nicns
3aTBEPKEHHST; 3MiHW | TUNY - 3MiHK 3 IKOCTI. FOTOBWIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3acoby. 3miHa y MeToAax BUNpobyBaHHSA roTOBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX
MeToAax BMNpobyBaHHS) - HE3Ha4YHa 3MiHa Y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHS LLIOAO
[ocnimKeHHA MiKPO6ioNOriYHOT YNCTOTKM - 3MiHA Ha3BW Ha
MiKpo6io/ioriyHa AKiCTb AN15 rapMOHi3aLii i3 YWHHOI
Bepcieto EP.(2.6.12 and 2.6.13) Ta USA (61, 62)
"Mikpob6ionoriyHe BUNpobyBaHHA HECTEPUNbHUX
npoaykTiB" Ta 6inblu AeTasbHNIi onuc
mMeToAnKM(B1NpobyBaHHA 3paska). BBefeHHS 3MiH
NPOTArom 6-Tv MiCALIB MicNa 3aTBEPMKEHHS; 3MiHN |
MRy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCS
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHA AifbHUL, Ha AKIA
3[iICHIOETLCA KOHTPO/L/BUNPOGYBaHHSA cepii) - 3aMiHa
BMPOOHUKa, LLLO BiANOBIAAE 3a KOHTPO/Ib cepii(thidnyHi Ta
XiMiuHi MeToaM KoHTponto): 3 Keminab f.0.0., lyHaicbka
uecrta 238e, 1000 Nto6nsiHa, CnoBeHia Ha Keminab
[.0.0., bpHuivesa yniua 31, 1231 /lo6nsiHa-YpHyue,
CnoBeHis

nocsio4eHHs

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 80 mr, no 7 Tabnetok
y 6nicTepi, no 4 a6o no
12 6nictepiB y
KapTOHHI Kopo6Lii, no
10 TabneTok y 6nicTepi,
no 3 6nictepu y

KapTOHHI Kopo6Lii, no

KPKA, 4.4.,
HoBo mecTto

CnoseHis

Bupo6HuK,
BiAnNoBigabHU 3a
BMPO6HMLTBO "in bulk”,

nepBuHHEe Ta
BTOPWHHE NakyBaHHs,

KOHTPO/Ib Ta BUMYCK
cepii: KPKA, g.4.,
HoBo mecTo,

CnoBeHis; BUpo6HuUK,

CnoseHis/
Kutaii

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUpPOGHMLTBI. 3aMiHa abo BBeAEeHHSA A0AATKOBOI
AiNbHULI BUPO6HMLTBA AN1A YacTUHKM abo BCbOro
BMPOBGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHULA, Ha SKi NpoBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY CEpIli, KOHTPOJIHO SKOCTI,
NepBUHHOTO Ta BTOPUHHOIO NakyBaHHSA, A1

HeCTepuIbHUX Nikapcbknx 3acobiB). CynyTHSA 3MiHa -

3a
peyenmom

UA/6227/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
14 TabneTok y 6nicTepi, BiANoBigaIbHNI 3a 3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
KOHTpONb cepil BUPOBHUUTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHTbCA
(hi3nyHi Ta XimiyHi BWMYCKY Cepii Ta KOHTPO/IK0 SKOCTI FOTOBOrO /iKapCbKOro
3acoby (3amiHa abo AofaBaHHsA BUPOGHKKA, L0

no 2 abo no 6 6nictepis
y KapTOHHIi kopobu,i

METOAN KOHTPOSI):
KPKA, a.4., Hoso
mecTo, CrnoBeHis;

Bupo6HuK,

BiANoBigabHUIA 3a

KOHTpOb cepii

(hi3nyHi Ta XimiyHi

METOAN KOHTPOJ):

Kewmina6 g.0.0.,

CnoBeHisi; BUpobHuK,
BiANoBigabHUIA 3a

BMPO6HMLTBO "in bulk":

Hinréo MeHoBo

TiaHkaHr

PapmacbroTukanc Ko.,

Nta, Kutait

BignoBifgae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/IO4A0UM KOHTPO/b/BUNPOBYBAaHHS Cepii - BBEAEHHS
[0[aTkoBOro BUpobHuka (ans fosysaHs 40 mr, 80 mMr Ta
160 mr) - HiHréo MeHoBo TiaHkaHr ®apmacbloTukanc
Ko., NiTa, Kutai, wo Bignosigae 3a BUPOOHWULTBO «in
bulk». Ak Hacnigok BBOAUTBLCSA BUPOGHMK, LLIO BiANOBifae
3a iMnopT Hepo3dacoBaHoi NpoayKLUil B CoBeHito Ans
nogansLioro ynakysaHHs - KPKA, a.4., HoBo mecto,
LLimap'ewka uecta 6, HoBo mecto 8501, CnoBeHis fo
maTepianiB peecTpauiiiHoro foCbe, SIKNIA 3aTBePIKEHWIA
AK BUPOOHUK 3@ MOBHWM LMKIOM. BBEAEHHSA 3MiH
NpOTArom 6-Tu MiCALIB NiCNA 3aTBEPMAXXEHHS; 3MiHN |
TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3aci6.
KOHTPO/1b FOTOBOIO NiKapCbKoro 3acoby (iHLi 3MiHK) -
BUKNnageHHsa MKS J13 ykpaiHCbKo MOBOKO
(3aTBEPAXEHO POCICHKO MOBOH), 6€3 3MiHK
aHaniTUYHNX METOAIB, 3 BUNPABIEHHAM TEXHIYHNX
NMOMWIOK Ta HE3HAYHI KOPEKLIii ON1Cy MeTOZIB KOHTPO/0
AKOCTI; 3MiHU | Tuny - 3MiHK 3 siKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHocTi
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoBiAHOCTI abo
BUYYEHHS cepTudikaTta BignoBigHOCTI €EBponeicbkiii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NpoMbKHOIo NPOAyKTY, LLO
BMKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBMeHUIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - NOJAaHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
0151 BXe 3aTBepIKEeHOro BUpobHuka BasicaptaH KPKA,
A.4., Hoso mecto, CnoseHis 3 Bepcii R1-CEP 2011-148-
Rev 01 go Bepcii R1-CEP 2011-148-Rev 02. Ak
Hacnifok AoAaBaHHA JONYCTUMUX MEX ANS AOMILLOK
NDMA Ta NDEA, oHOB/eHHs crneumndikauii APl Big,
BMPOGHMKa J13; 3MiHu | TUNY - 3MiHU 3 AKOCTI.

€sponelicbkin dhapmakonei/moHorpadii. MogaHHA
BU/IYYEHHS cepTudpikaTa BignoBigHOCTI EBponeichkiii

thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 MPOAYKTY, L0

CepTudikat BignosigHocTi/lE-cepTudikat BigNoBIAHOCTI

HOBOro abo OHOB/IEHOr0 cepTudikaTa BignoBigHOCTI abo

BYKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ANs [OMNOMDKHOT

peyoBuUHM (cepTudikaT BiAMOBIAHOCTI €EBpPONEnchKin
dhapmakonei) - OHOBIEHUIA cepTUdIIKaT Bif yxe
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei
0115 BXe 3aTBepKEHOro BUpo6HvKa BasicapTaH Kpka,
a.4., HoBo mecTo, CnoseHis 3 Bepcii R1-CEP 2011-148-
Rev 02 po Bepcii R1-CEP 2011-148-Rev 03; 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6.
KoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y
MeToAax BUNpobyBaHHA rOTOBOTO MiKapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMAXEHUX MeTofax
BMNPOGYBaHHS) - HE3Ha4YHa 3MiHa Y 3aTBepKEHNX
MeTofax BUNpobyBaHHA 3a Nn. |aeHTudikauia 3anisa
okcuay. BBefeHHs 3MiH NpoTArom 6-Tm MicsiLiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. KOHTPO/Ib rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeTogax BMnpobyBaHHs rOTOBOr0
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAKEHNX
MeTofax BUNPOGYBaHHS) - He3HauHa 3MiHa y
3aTBEPMKEHNX MEeToAax BUNPoOyBaHHA Woa0
JocnigpkeHHs MiKpo6io1oriyHOT YACTOTH - 3MiHa Ha3BK Ha
Mikpo6iosioriyHa AKicTb 415 rapMoHi3aLi i3 YUHHOT
Bepcieto EP.(2.6.12 and 2.6.13) Ta USA (61, 62)
"MikpobionoriyHe BUNPOGYBaHHS HECTEPWU/TbHUX
NpoAyKTiB" Ta GiNbLL AeTasbHUIA onuc
MeToaMKM(BUNpobyBaHHA 3paska). BBegeHHs 3MiH
NpOTArom 6-Tu MiCALIB NiCNs 3aTBEPMAXKEHHS; 3MiHN |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOBGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKil
3[iICHIOETCA KOHTPO/b/BUNPOBYBaHHSA cepii) - 3aMiHa
BMPOGHMKA, L0 BiANOBIAAE 3a KOHTPOb cepii(di3nyHi Ta
XiMiuHi MeToaM KOHTpo): 3 KeMinab f.0.0., [lyHalicbka
uecta 238e, 1000 J/llo6nsHa, CnoseHisa Ha Keminab
[.0.0., BpHuiveBa yniua 31, 1231 /liobnsHa-YpHyue,
CnoseHis

23.

BANNTbCAKOP®

TabneTkn, BKPUTI
NNiBKOBOK 0G0/0HKOI,
no 160 mr, no 7
TabneTok y 6nictepi, no
4 abo no 12 6nicTepiB y
KapTOHHIiA kopobLi, no
10 TabneTok y 6nictepi,
no 3 6nictepu y
KapTOHHIiA kopobLi, no
14 TabneTok y 6nictepi,
no 2 a6o no 6 6nictepis
Y KapTOHHiit kopobu,i

KPKA, o.4.,
HoBo mecTto

CnoBeHis

BUPOGHKK,
BignoBiganbHWi 3a
BMpo6HULTBO "in bulk”,
nepBuHHe Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/b Ta BUMNYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; BupobHuk,
BiANOBIAa/IbHUI 3a
KOHTpONb cepii
(hiznyHi Ta XimiyHi

MEeTOAM KOHTPOJIH0):

CnoseHis/
Kutaii

BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPO6GHULTBI. 3amiHa abo BBeAEHHS [04ATKOBOI
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BinbHULSA, Ha SKi NpoBOAATLCS By Ab-Ki BUPOOHUYI
cTagji, 3a BUHATKOM BUMYCKY CEpIil, KOHTPOSIO AKOCTI,
NMepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HecTepubHUX NiKapCbknx 3aco6iB). CynyTHSA 3MiHa -
3MiHu 3 sKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTbCA
BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goAaBaHHs BUPOOHUKA, L0

3a
peyerimom

UA/6227/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
KPKA, a.4., Hoso BiAMOBIfgAa€e 3a BBE3€HHS Ta/abo Bunyck cepii) - He
mecTo, CnoBeHis; BK/THOHAI0UN KOHTPO/IL/BUNPOBYBaHHSA cepil - BBeAeHHS
BUPOGHKK, [04aTKOBOro BUpobHuka (ans gosysaHb 40 mr, 80 Mr Ta
160 wr) - HiHroo MeHoBo TiaHkaHr ®apmacbloTukanc
Ko., /iTg, Kutaii, o BignoBigae 3a BUPOOHULTBO «in

BignoBiganbHWi 3a
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
MeTOAN KOHTPOSI):
Kewmina6 a.0.0.,
CnoBeHis; Bupo6Huk,

BignoBiganbHWi 3a
BMpPO6HULTBO "in bulk™:
Hinréo MeHoBo

TiaHkaHr
dPapmackroTukanc Ko.,
Nta, Kutai

bulk». Ak Hacnigok BBOAUTLCA BUPOGHMK, LLIO BigNOBifae
3a iMnopT Hepo3dhacoBaHoi Npoaykuii B CroBeHilo 4ns
nofgasnbLioro ynakysaHHs - KPKA, a.4., HoBo mecTo,
LLmap'ewka uecta 6, Hoso mecto 8501, CnoseHis fo
marepianiB peecTpauiiHoro JOCbE, KW 3aTBEPAKEHWIA
AK BUPOOHUK 3a NMOBHUM LMKIOM. BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbknii 3acib.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby (iHLi 3MiHu) -
BUknageHHs MKA /13 ykpaiHCbKO MOBOHO
(3aTBEPAXEHO POCICHKOK MOBOHD), 6€3 3MiHM
aHaNiTUYHNX METOAIB, 3 BUMPABIEHHAM TEXHIYHUX
NOMW/IOK Ta HE3HAYHI KOPEKL,ii OnMMcy MEeTOAiIB KOHTPO/I0
AKOCTI; 3MiHM | TMNYy - 3MiHKW 3 AkocTi. CepTudikart
BignosiaHOCTI/TE-cepTucpikat BignosigHoCTI
€sponelicbkin dhapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOr0 cepTudiikaTa BignoBigHOCTI abo
BU/YYEHHS cepTudpikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/npoMiKHOr0 MPOAYKTY, L0
BVMKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ANs [ONOMDKHOT
peyoBuHM (cepTudikaT BiAMOBIAHOCTI €BpONEnchKin
chapmakonei) - OHOBMeHUIA cepTudikar Bif yxe
3aTBEPAXXEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTtudikaTy BifgnoBigHOCTI €Bponeiicbkili hapmakonei
AN BXe 3aTBepAKeHOro BUpo6Huka BasicaptaH KPKA,
4.4., HoBo mecTo, CnoBeHis 3 Bepcii R1-CEP 2011-148-
Rev 01 go Bepcii R1-CEP 2011-148-Rev 02. Ak
Hacnifok AoAaBaHHA JONYCTUMUX MEX 415 AOMILLOK
NDMA Ta NDEA, oHOBNeHHs cneumdikauii A®I Big,
BMPOGHMKa J13; 3MiHu | TUNY - 3MiHU 3 AKOCTI.

€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHA

BU/yYEHHS cepTudikaTa BignoBigHOCTI EBponeichbkiii
thapmakonei: gna A®l; ans BuxigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0

peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONechkili
hapmakonei) - OHOBneHUiA cepTudikar Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - NOAaHHS OHOB/IEHOTO

CepTudpikaT BignosigHocTi/l' E-cepTudpikart BiANoBIigHOCTI

HOBOro abo OHOB/IEHOro cepTucpikata BiANOBIAHOCTI ab60

BMKOPMCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT

cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei
0115 BXe 3aTBepKEHOro BUpo6HvKa BasicapTaH Kpka,

A.4., HoBo MecTo, CnoBeHis 3 Bepcii R1-CEP 2011-148-
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Ymosu

Homep

Ne
n/n

Hassa
JNliKapcbKo20

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Bionycky

peecmpayitiHo2o
nocsio4eHHs1

3acoby

Rev 02 go Bepcii R1-CEP 2011-148-Rev 03; 3miHu |
TUny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y

MeTogax BUNpobyBaHHA rOTOBOTO /iKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOGYBaHHS) - HE3HAYHA 3MiHa Y 3aTBEPAKEHNX
MeToAax BUNPOOyBaHHS 3a M. laeHTudikauia 3asisa
okcuay. BBefieHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPMAKEHHS; 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBUI
nikapcbknii 3aci6. KOHTPOib rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHsA roToBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpPoOyBaHHS) - He3Ha4YHa 3MiHa y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS LLLOAO
[OCNIMKEHHA MIKPOBIONOFiYHOT YNCTOTKM - 3MiHA HAa3BU Ha
MiKpo6iosioriyHa AKiCTb ANS rapMOoHi3aLii i3 YWHHOI
Bepcieto EP.(2.6.12 and 2.6.13) Ta USA (61, 62)
"MikpobionoriyHe BUNPO6YBaHHSA HECTEPWU/TbHUX
NpoayKTiB" Ta GiNbly AeTasbHNUIA onnuc
MeToankn(BUNpobyBaHHA 3paska). BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6. 3MiHN
Yy BUPOBGHULTBI. 3MiHa iMMopTepa/3amiHu, Lo CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPO/IH0 SIKOCTi TOTOBOrO NiKapCbKoro
3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha Kl
3[iICHIETLCA KOHTPO/IL/BUNPOBYBaHHS cepii) - 3aMiHa
BMPOGHMKA, LU0 BiANOBIAAE 3a KOHTPONb cepii(disnyHi Ta
XiMiYHi MeToaM KoHTposo): 3 Keminab g.0.0., yHaiicbka
uecrta 238e, 1000 /ltobnsHa, CnoseHia Ha Keminab
[.0.0., BpHuivesa yniua 31, 1231 JliobnaHa-YpHyue,
CnoseHis

3a

UA/6227/01/04

24,

BAJ/IbCAKOP®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 320 mr, no 10
Tabnetok y 6nictepi, no
3 abo no 6 6nictepiB y
KapTOHHIA Kopobui, no
14 TabneTok y 6nictepi,
no 2 a6o no 4 6nictepu
Y KapTOHHIi1 kopobuij, No
15 Tabnetok y 6nictepi,
no 2 a6o no 4 6nictepu
Y KapTOHHIi1 kopobui

KPKA, a.4.,
HoBso mecTo

CnoseHisi

BUpPOGHYK,
BiANOBIAa/IbHUI 3a
BMPOGHMLTBO “in bulk",
nepBuHHe Ta
BTOPWHHE NakyBaHHS,
KOHTPO/b Ta BUNYCK
cepii:

KPKA, a.4., Hoso
mMecTo, CrioBeHis;
BUpPO6HK,
BiANOBIAa/IbHUI 3a
KOHTpONb cepii
(hiznyHi Ta XimiyHi
MEeTOAMN KOHTPOSIH0):
KPKA, a.4., HoBo
mecTo, CrnoseHis;

CnoBeHis

BUPOGHKK,

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
KOHTposb roToBoro fikapcbkoro 3acoby (iHLi 3MiHu) -
BUKNageHHs MKA /13 ykpaiHCbKO MOBOHO
(3aTBEpPAKEHO POCINCHKOK MOBOO), 6€3 3MiHM
aHaNiTUYHUX METOZIB, 3 BUMPABIEHHAM TEXHIYHUX
NOMWSIOK Ta HE3HAYHI KOPEKLIiT ONnUCcy METOLiB KOHTPOSIO

AKOCTI; 3MiHM | TMny - 3MiHK 3 AKocTi. CepTudiikaT
BignosiaHocCTI/TE-cepTudpikar BignosigHoCTI
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro a0 OHOB/IEHOro cepTucpikata BiANOBIAHOCTI a60
BUyYEHHS cepTudikaTa BignoBigHOCTI EBponeichbkiii
thapmakonei: ana A®l; ans BuxigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPMCTOBYHTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaTt BiANOBIAHOCTI EBpONEchbkili

hapmakonei) - OHOBMeHUIA cepTudikarT Bif yxe

peyenmom
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Ne

Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

BignoBiganbHWi 3a
KOHTpONb cepil
(hi3nyHi Ta XimiyHi
METOAN KOHTPOSI):
Kewmina6 a.0.0.,
CnoseHis

3aTBEPAKEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI €EBponeiickkili hapmakonei
0151 BXe 3aTBEpAKEHOro BUpobHMKa BasicapTaH KPKA,
a.4., HoBo mecTo, CnoseHis 3 Bepcii R1-CEP 2011-148-
Rev 01 po Bepcii R1-CEP 2011-148-Rev 02. fAk
Hacnigok AofaBaHHA AONYCTUMMX MEX A5 AOMILLIOK
NDMA Ta NDEA, oHOB/eHHs crnieumdikayii AdDl Big,
BUPO6HUKa J13; 3MiHM | TUNY - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l'E-cepTudikar BigNoBIgHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA
HOBOro abo OHOB/IEHOro cepTudpikata BiaNoBIAHOCTI abo
BUYYEHHS cepTudikaTta BifgnoBigHOCTI €EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
MaTepiany/peareHTy/NMpoOMbKHOIo NPoAyKTY, LLO
BMKOPMCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBMeHUIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHUKA - NOJAaHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
[ONS BXe 3aTBepKeHoro BUpobHuka BancapTaH Kpka,
A.4., Hoso mecto, CnoseHis 3 Bepcii R1-CEP 2011-148-
Rev 02 go Bepcii R1-CEP 2011-148-Rev 03; 3miHu |
TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeTogax BUnpobyBaHHA rOTOBOTO /iKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPMXEHNX METOAAX
BMNPOGYBaHHS) - HE3HAYHA 3MiHa Y 3aTBEPAKEHNX
MeToAax BUNPOoOyBaHHS 3a M. laeHTudikalia 3asisa
okcuay. BBefieHHs 3MiH NpOTArom 6-Tv MicsLiB nicns
3aTBEPAKEHHS; 3MiHM | TRy - 3MiHK 3 AKOCTi. FOTOBWI
nikapcbknii 3aci6. KOHTPOib rOTOBOTO NiKapCbKoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHsA roToBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpPoOyBaHHS) - He3Ha4YHa 3MiHa Y
3aTBEPAKEHNX METOAAX BUNPOGYBaHHS LLLOAO
[OCNIMKEHHA MIKPOBIONOFiYHOT YNCTOTM - 3MiHA HAa3BU Ha
MiKpo6iosioriyHa AKiCTb ANS rapMOoHi3aLii i3 YWHHOI
Bepcieto EP.(2.6.12 and 2.6.13) Ta USA (61, 62)
"MikpobionoriyHe BUNPO6YBaHHSA HECTEPWU/TbHUX
NpoayKTiB" Ta Ginblu AeTasbHNUIA onnuc
MeToanKn(BUNpobyBaHHA 3paska). BBegeHHs 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN |
UMy - 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkWii 3aci6. 3MiHN
Yy BUPOBGHULTBI. 3MiHa iMMopTepa/3amiHu, L0 CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPO/IH0 SIKOCTi TOTOBOTrO NiKapCbKoro
3acoby (3aMiHa abo AofaBaHHA AiflbHULI, Ha Kl
3[iICHIETLCA KOHTPO/IL/BUNPOBYBaHHS cepii) - 3aMiHa
BMPOGHMKA, LU0 BiANOBIAAE 3a KOHTPO/b cepii(di3nyHi Ta
XiMiYHi MeToaM KOHTPOoN): 3 Keminab 4.0.0., [lyHaicbka
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
uecrta 238e, 1000 Nto6nsiHa, CnoBeHia Ha Keminab
0.0.0., BpHuiyesa yniua 31, 1231 lobnsiHa-YpHyye,
CnoBeHis
25. BUMNPOCA/N B® | ma3b, no 30 r a6o 50 r AT "I'piHaekc" NatBis AT TanniHHcbKuiA EcToHiA BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/3885/01/01
abo 75 ry 1y6i; no 1 Ty6i hapmaueBTUYHNI TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuenma
B KapTOHHIi nayu,i 3aB0O/, Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
BMPOOHVKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAOUM AiNbHULI BUMYCKY cepii abo micue
NpoBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) 3miHa agpecun BupobHuka M3 AT TanniHHCbKu
hapMaLeBTUYHWI 3aBOA, ECTOHIA, 6€3 3MiHM MicusA
BVMPOGHMLTBA: 3MiHW BHECEHI B pO34in
"MicLe3Haxo4keHHs BUPOGHMKaA Ta iioro agpeca micust
NPOoBafKEHHN AiNbHOCTI" (YTOUHEHHS agpecu
BMPOGHWKA) B IHCTPYKLIitO /19 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKoro 3acoby, ik HacNifoK - BiANOBIAHI 3MiHW Y
TEeKCTi MapKyBaHHS1 YNakoOBKU MikapCbKoro 3acoby.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPIAXKEHHS.
26. BITAMIH D3 Tabnetkn no 500 MO KPKA, 4.4., CnoBeHisi nepBrHHa Ta CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHux maTepiasis: Ne 30, Ne 60 UA/19044/01/01
KPKA (12,5 mkr), no 10 HoBso mecTo BTOPMHHA ynakoBkKa, YTOYHEHHS HanMCcaHHS Ha3BU NMikapcbKoro 3acoby B — 6e3
Tabnetok y 6nictepi, no KOHTPO/Ib Ta BUMYCK Hakasi MO3 YkpaiHn Ne 2537 Big 16.11.2021 B npouieci peyenma;
3 abo no 6, abo no 9, cepii: peecTpauii. Pegakuis B Hakasi: BITAMIH D3 KPKA GMP. Ne 90, Ne
ab6o no 18 6nictepiB y KPKA, a.4a., Hoso 3anponoHoBaHa pegakuisi: BITAMIH D3 KPKA. 180 — 3a
Kopoo6Li mMecTo, CrnoBseHis; peyenmom
BMPO6HMLTBO "in bulk”,
nepBuHHA Ta
BTOPUHHA yNaKoBKa:
KPKA, a.4., Hoso
mMecTo, C/loBeHis
27. BOPUTAB®- TabneTku, BKpUTI OPIrAHOCUH OAE EBepTompKeH faiich IHAiA BHECEHHSA 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/10647/01/01
200 NNiBKOBOK 060/I0HKOHO, NAN®CAEHC CaeHcus flimiteq TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 200 wmr; no 10 N3 (E® 3ET I) hapmakoHarnsgy. BeegeHHs abo 3miHu o

TabneTtok y 6nictepi; no
1 6nicTepy y KapTOHHIl
KopooLi

y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
thapMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHS (hapmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnisay (BK/IH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHI MacTep-thaiina
cucTemMn chapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0C06Y 3asBHMKa, BiANOBifaIbHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3as1BHMKA, BigNoBigabHOI 3a
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28.

BOPUTAB®-50

3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AiiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemu
chapmakoHarnsgy

29.

FABICKOH®

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOI0,
no 50 wr; no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHIM
Kopoobui

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcus flimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHu [o
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarniagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarnisay B YkpaiHi. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/10647/01/02

30.

DOPTE
M'ATHA
CYCNEHSIA

FEKOTOH®

CyCneH3ia opasibHa; Mo
150 mn a6o no 300 mny
dhnakoHax; no 10 mny
cauwle; no 20 cawe B
KapTOHHiA KOpO6L

PekkiTT
BeHkizep
Xenckep

(FOKeir)
Nimiteq

Benuka
BputaHis

PekkiTT BeHkizep
Xenckep (FOKeid)
NimiTen

Benuka
BputaHis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHUx faHvix npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3assHuka Anas
3fiicHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXXeHOT
ocobu 3asBHKKA, BIANOBIAA/ILHOI 3a thapMakoHarnsg,.
MponoHoBaHa pegakuis: Ap. XenbmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. 3miHa KOHTakTHUX AaHUX
YNOBHOBaXEHOT 0CO6MU, BiANOBIAa1bHOI 3a
hapmakoHarsiag. 3miHa MicLie3Haxo4KeHHs MacTep-
dhaina cuctemu chapmakoHarnsagy Ta oro Homepa

6e3
peyenma

UA/6865/01/01

pO34nH ANs iHdys3ili no
200 mn, 400 mny
NASALWKaX CKAAHUX

TOB "tOpis-
Papm”

YKpaiHa

TOB "tOpisi-Papm”

YkpaiHa

BHECEHHSA 3MiH 10 peecTpaliiiHnx maTepianis: 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
PO3Mipy yNakoBKV roTOBOIO JliKapCbKOro 3acoby

3a
peyerimom

UA/13224/01/01
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peecmpayitiHo2o
nocsio4eHHs1

(BUTyYEHHS! YNakoBKu NEBHOr0 po3Mipy) -
BUYYEHHA ynakoBok no 250 mn ta 500 mn'y
KOHTelHepax NoniMepHuX, 3 BigMoBigAHMUN 3MiHAMU Y
po3gaini «Ynakoska» MKA N13. 3miHn BHeceHi B po34in
"YnakoBka" IHCTPYKLi 4719 MeAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ta B po3gin 6.5. "Tun 1a BMiCT
NEepBUHHOI YNaKOBKN" KOPOTKOT XapakTepuCcTUKN
NikapcbKoro 3acoby y 38"A3Ky 3 BUTyYEHHSIM NEBHOro
pO3Mipy YNakoBOK, K HACMIAOK - BUNYYEHHS TEKCTY
MapKyBaHHS BifMOBiAHNX YNakoBOK. BBeieHHS 3MiH
NPOTSArom 6-Tv MiCAILIB MicNs 3aTBEPAKEHHS.

31.

FEKCABIT

Apacke no 50 gpaxe B
KOHTeliHepi
nnactmacosomy; no 1
KOHTeliHepy B mauii; no
50 gpaxe B KOHTeWHepi
nnacTmMacoBomMy

AT
"BITAMIHN"

YkpaiHa

AT "BITAMIHN"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TMMY - 3MiHKU 3 AKocTi. A®l. BUpobHMLTBO. 3MiHU B
npoueci BupobHuuTBa A®I; cynyTHS 3MiHa - 3MiHU 3
akocTi. A®l. KoHTponb A®L. 3miHa y napameTpax
cneuudikauin Ta/abo [oNyCTUMMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWUIA/NPOMIXHWIA
npoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NMPOLLeCi
BMPOGHMLTBA ADI - BUTYYEHHS OpraHiyHoro
PO3UYMHHKKA-ETaHOy 3 TEXHOJOMNYHOT0 npouecy
BMPOGHMLTBA Ta cneundikauii 4io4oi peyoBuHM KucnoTa
ackopb6iHoBa (BiTamiH C) Bupo6Huka «Northeast
Pharmaceutical Group Co., Ltd», Kutaii, 6e3 3miHu
TEXHOOrIYHOro npotecy BupobHuuTea A®I, y 38'A3Ky 3
3aMiHOK Ha MeTaHoN (MeTaHO NPUCYTHIl B
TEXHOI0MYHOMY MPOLLECi); 3MiHW | TUMY - OHOB/IEHHSA
METOAVKM BU3HAYEHHS 3a/IMLLKOBOT KifIbKOCTI
OpraHiYHOro po3yvHHUKa MetaHony B DMF BrpoGHMKa
Lito40i pevyoBuHM K1cnoTa ackopbiHosa (BiTamiH C)
«Northeast Pharmaceutical Group Co., Ltd», Kutai

6e3
peyenma

UA/5225/01/01

32.

FENONNA3MA

pO34uH A5 iHgysili no
500 mn y milky Freeflex
a60 no 500 mMn1 y MiLKy
Freeflex, no 20 miwkis
Freeflex B kapTOHHili
Kopobui

PpeseHiyc
Kabi
[oiiunang,
M6X

HimeyunH
a

®dpeseHiyc Kabi dpaHc

®paHuis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - NOAAHHSA OHOB/IEHOTO cepTudikaTy BifNOBIAHOCTI
€ Ne R1-CEP 2008-105-Rev 01 Big BxXe
3aTBepaxeHoro BupobHuka A®I Hatpito xnopug «Akzo
Nobel Salt A/S», flaHis, Ta Ak HacNifAoK 3miHa Ha3BK
BnacHuka CEP 6e3 3MiH Yy BUPO6HWUYIl AinbHWL,.
MponoHoBaHa pepakuis: «Dansk Salt A/S», [laHis; 3MiHW
| TUNY - NogaHHA OHOBNIEHOTO cepTudikarty
BignosigHocTi €® Ne R1-CEP 2010-380-Rev 01
(3arBepaxeHo R1-CEP 2010-380-Rev 00) Big Bxe
3aTBEepAKeHOro BupobHuka A®I Kanito xnopug «K+S
Kali GmbH», HimeuunHa, Ta ik Hac1igoK 3MiHa Ha3Bu
BnacHuka CEP, 6e3 3MiH y BUPOGHUUIli AiNbHUL.
MponoHoBaHa pepakuis: «K+S Minerals and Agriculture
GmbH>», HimeuyunHa; 3miHn | TRy - nogaHHsa
OHOB/EHOrO cepTudikaTy BignosigHocTi €E® Ne R1-CEP
2010-194-Rev 01 Big BXe 3aTBEPAKEHOr0 BUPOBHUKA

3a
peyenmom

UA/13782/01/01
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A®| MarHito xnopug rekcarigpat «Merck KGaA»,
HimeuuunHa, Ta sik HacNifoK HafaHHSA 3BITY 3 OLHKM
PU3NKY MPUCYTHOCTI €/1IEMEHTHUX AOMILLIOK BiANOBIAHO
o kepiBHuuTBa ICH Q3D y 3B’A3KY 3 BU/TyUYEHHS
nokasHuka «Baxki MmeTanu»;
3MiHM | TUNy - 3MiHa NOJAETLCS Y 3B'A3KY 3 OHOB/IEHHAM
po3giny 3.2.P.3.3 Onuc BMpo6bHUYOro npotecy Ta
KOHTPO/II0 npoLiecy, BianosigHo o GMP, Ta ik Hacnifok
Kopekuis nokasHukis (pH, Temnepartypa i T.4.), WO
KOHTPOMIOKTLCA «in process controls» 3 MeTo
YHVKHEHHS! Ay6nt0BaHHA faHUX NOCUNaHb 3 PO34iNoM
3.2.P.3.4. KOHTPO/b KPUTUYHUX CTagili i TPOMIKXHOT
npoaykuii. Takox 6ynu BHECEHi peakLiiiHi 3MiHV B
pamkax 3miH Ha3B BUPOGHMKIB AD| HaTpito xnopug
(«Dansk Salt A/S», fanisn) Ta Kanito xnopug, («K+S
Minerals and Agriculture GmbH», HimeuunHa)

33.

FENbMIHTOKC

CycneHsis opanbHa, 125
mr/2,5 mn no 15 mny
donakoHi; no 1 donakoHy
3 MIpHOIO JI0XKOIO B
KapTOHHI/ KopoobLi

Nab6opaTtopis
IHHOTEK
IHTepHacbioH
anb

PpaHuis

IHHOTepa LLys3i

PpaHuin

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TMMy - 4O NOKasHUKa «laeHTuikalis» BBegeHO
anbTepHaTMBHUIA MeTog BEPX y noegHaHHI 3 giogHo-
MaTpuyHum Y®-getektopom (BEPX/DAD) ans
BM3HAYEHHS Ail040i peyoBMHY NipaHTeny y cneumdikawi
Ha BUNycK BBeAeHHs 3MiH npoTaromM 6-tu micAuis nicns
3aTBEPLPKEHHS; 3MiHW | TUMY — 3 NOKa3HKKa «Onuc»
cneundikauii M/13 BuaaneHo TecT Ha 3anax y
creundikaLisx Ha BUNycK Ta Ha TEPMiH NPUAATHOCTI.
3MiHV BHECEHO B IHCTPYKLiO AN MeAUYHOro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3ainy
"Nikapcbka popma. OCHOBHI i3VKO-XiMiYHi BlracTusocTi”
(BUyYEHHS HE3HAYHOTO 3aCTapiforo NokasHuKa, Takoro
AIK 3anax).

BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPPKEHHS; 3MiHW | TUMY - 3MIHW METOAMKM ANA
BM3HAYEHHS Ki/TbKICHOTO BMICTY MipaHTeny Ta CymyTHIX
[OMiWWOoK nipaHTeny metogom BEPX (nepernsHyTo onuc
NPUroTyBaHHS PO34MHIB, 6€3 3MiHM KiHLEeBOT
KOHLLeHTpaLlii, 3MiHEHO Ki/TbKICTb CTaHAAPTHOrO 3paska
LOMiLLKM A, Lo Takox 6yno BpaxoBaHo y hopmyni
po3paxyHKy AOMiLlKu A). BBeeHHSA 3MiH NPOTArom 6-Tu
MicsALiB MicnsA 3aTBEPAKEHHS; 3MiHM | TUMy - 3aMiHa
po3ainy «B’A3KicTb» Ha po3ain «Po3Mip 4acTok» y
crneundikalisx Ha BUMNycK Ta TEPMIH NpUAATHOCTI, a
TakoX AoJaHo nokasHuk «CepefHili 06’em (chakoH)» y
cneumdikaLilo Ha TepMiH NpuaatHocTi. BBeeHHA 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN |
TUMY - 3MiHW BHECEHO B iHCTPYKLitO A1 MeAUYHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"MpoTmnokasaHHs, "Ocob6aMBOCTI 3aCTOCYBaHHA",

6e3
peyenma

UA/10172/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

"Cnoci6 3acTocyBaHHS Ta 403" BiANOBIAHO A0
OHOB/EHOT iHhopMaLii 3 6e3neky LWoao Ajlvnx Ta
[OMNOMDKHMX PEYOBWH 3 BIANOBIAHUMY 3MiHAMY Y
MapKyBaHHi. BBeieHHs1 3MiH NpoTArom 6-Tu MicAuiB
nicnsa 3aTBepAKEHHS; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oTOBWIA NikapCbknii 3aci6. KOHTPOsIb rOTOBOrO
NikapCbKoro 3acoby - 3aTBepMKeHi MeTOAN KOHTPOSIO
AKocTi 113 HafaHo yKpaiHCbKOK MOBOK. BBeieHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN |
TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - 3miHn fo po3giny «MapKyBaHHs».
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas

3aTBEPAKEHHS

34. FEMOMPOKT Cyno3unTopii pekTasbHi TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/12641/01/01
no 5 cynosutopiis y "®APMEKC reyn TUMY - aAMIHICTPaTVBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenma
CTpWNi; No 2 CTpunu B reyn Ta/abo agpecy MicLUsl NPOBaPKEHHS AiSNIbHOCTI
naJui 3 KapToHy BMPOOHUKa (BK/IHOYaKOUK, 38 HEOOXIAHOCTI, MicLe

NpoBefEeHHS KOHTPO/IIO AKOCTI), ab0 BnacHWKa macTep-
thaiina Ha A®I, abo noctavanbHuka A®I/BrxigHOro
mMaTepiany/peareHTy/MpoMbKHOro NPoAyKTY, LLO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AP| (AKLLO 3a3HAYEHO Y
[0CbE Ha NikapcbKuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
[L0MOMDKHOT PEHOBUHM (AKLLO 3a3HAYeHO Y [JOCbE) -
3MiHa Ha3BuW Ta agpecu BupobHuka Adl (Bicmyty
Cy6ranar), 6e3 3miHn Micus BUpoOHULTBA:
3anponoHoBaHo: OCB ®APMACbBIOTIKA/ C.P.N,
IcnaHis / OCB PHARMACEUTICAL, S.R.L, Spain;
NMPOMWC/TIOBA 30HA KAH KACTE/IbC. C/KAPJIEC
BYXITAC, 5A, KAHOBE/JIbEC, bapcenoHa, 08420,
IcnaHis / POLIGONO INDUSTRIAL CAN CASTELLS.
C/CARLES BUHIGAS, 5A, CANOVELLES, Barcelona,

08420, Spain.
35. FEMUUTABIH KOHLEeHTpaT ans Akkopa Benvka Akkoppg, Xesnckea Benuka BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/17799/01/01
AKKOPL, PO34MHy AN iHy3ild, Xernckea BpuTaHis Nimiteq, Benvka BpuTanisa/ TMNy - NOA4aHHA HOBOrO cepTudlikaTa BignoBigHOCTI peuenmom
100 mr/mn; no 2 mn (200 Nimiteq BpuTaHis IHais/ ITania/ €sponelicbkiin hapmakonei Ne R1-CEP 2006-272-Rev
mr), 10 mn (1000 mr), 15 (BignoBiganbHWi Manbta 04 pnsa pjroyoi pevosuHn Gemcitabine hydrochloride Big
M (1500 mr), 20 mn BUMYCK cepii); AKKOpZ HoBoro Bmpo6Huka SCINOPHARM TAIWAN, LTD.
(2000 mr) y donakoHi; no Xenckea Jlimites, (Taiwan)
1 plaKkoHyY Y KapTOHHilA Benvika bputaHis
nauui (BTOpUHHE

nakyBaHHs1); ACTPOH
Pe3bopu JimiTeq,
Benvka bputaHis
(KOHTPO/Ib SAKOCTI
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
cepii); BeccniHr
XaHrepi K.,
YropuymHa (KOHTposb
AKOCTI cepil); IHTac
dapmacbioTikanc
Nimitea, IHaia
(BpOGHMLTBO,
KOHTPO/b AKOCTI,
nepBuHHEe Ta
BTOPWHHE MaKyBaHHS);
IHTac
dapmacbroTikasnc
NimiTea, IHAjsA
(BUpO6GHMLTBO,
KOHTPO/Ib SIKOCTI,
nepBuHHe Ta
BTOPWHHE MaKyBaHHS);
NABAHANIBIC C.P.N.,
ITania (koHTponb
AKOCTI cepiid);
dapmagokc Xenckea
Nnra., Masbta
(KOHTPO/b AKOCTI
cepii)
36. FEN-APT® niodpinisar A4na posvmHy AT "dapmak” YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/15554/01/01
NS iH ekuii no 400 wmr, TUNYy - BHECEHHS 3MiH g0 p. 3.2.P.7. Cuctema peyenmom
no 5 cpnakoHiB 3 KOHTeliHep/3akynoptoBasibHWIA 3acib, a came 40
niodpinizatom y 6nictepi cneuudikayii Ha «AnMiHiEBa KpuLLKa KOMbiHOBaHa 3
Ta 5 amnyn 3 nnactukosumM Kosnaukom (Flip Top Seal) 13» 3a
PO3YMHHMKOM (L-Ni3nH, NOKa3HNKOM «30BHILLUHIV BUrA4»: 3aMiHa B ONUCI
HaTpito rigpokcuna, Boga 30BHILLHLOTO BUIMAAY KPULLKM KOMbOPY NIACTUKOBOrO
Ans iH'ekuiid) no 5 mny KoBnauka 3 6/1akuTHoro (aksa 1381) Ha CuHilA
6nictepi, no 1 6nictepy
3 doiakoHamu Ta no 1
6nictepy 3 amnynamu y
nauui 3 KapToHy
37. raPOKOPTUN3 Ma3b O4Ha, 5 mr/r, no 3 r TOB "bayLu YkpaiHa dPapmsasoy, Enbha Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/4619/01/01
OH y Ty6i; no 1 Ty6i B Xenc" AT. TUNY - BHECEHHS 3MiH 0 MaTepianiB peecTpavyiiiHoro peyenmom

KapTOHHI KOpooLyi

[0CbE, a came BUYYEHHSI O4HOTO 3 NOCTavyasIbHUIKIB
antoMiHieBmx Ty6 ALLTUB CENTRAL EUROPE s.r.0.
Chech Republic; 3MmiHM | TUMY - BHECEHHS 3MiH [0
mMartepianiB peecTpawiiHoro AOCbe, a caMe BBEAEHHS
[04aTKOBOI AiNbHULI Ans cTepunisauii antoMiHieBUX Ty6
Mediscan GmbH&CoKG, Austria; 3mMiHu | Tuny -
BHECEHHS 3MiH [0 MaTepiasliB peecTpaL,iiiHOro AOChLE p.
3.2.P.7 Cuctema KoHTeliHep/3akynopoBasibHWiA 3acib, a
came JONOBHEHHS crneuudikalii NnepBrUHHOT yNakoBKu
HOBMM nokasHukoMm “ldentification of the internal lacquer
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

coating's material (IR spectrum)" 3 BignosigHUMun
meToAamy BUNPOBYBaHHS;
3MiHM | TUNy - BHECEHHS 3MiH 40 MaTepianis
peecTpaujiHoro gocke p. 3.2.P.7 Cuctema koHTeliHep/
3aKynoploBasIbHUI 3aci6, a came BUYYEHHS HEe3HAYHNX
noKasHUKiB i3 cneuundikaii NepBUHHOIO NakyBaHHS
"Tube wall thickness"; 3miHun | TUNy - BHECEHHS 3MiH A0
Marepianis peecTpaujiiHoro gocke p. 3.2.P.7 Cuctema
KOHTeliHep/3akynopoBasibHWiM 3acib, a came pegakuiiHi
3MiHM Y MeToAax BUNPo6yBaHHA NepBMHHOT yNakoBKu
roTOBOrO NiKapCbKOro 3acoby: - MOBHi / CTUNICTUYHI
BUMpPaB/IEHHS, BHECEHI B yCi MeToAmn 6e3 CYyTTEBUX 3MiH
B MeTOAWKax; - ONNCKN [EKiNIbKOX MPOCTUX METOLiB
(Overprint, Text, Overprint colouration, Screw cap
colour) 3amiHeHi BiANOBIAHMMN NOCUNAHHAMM B
cneuudikayii - «BisyanbHWiA / opraHonenTUYHNUA
KOHTPO/b»; - ONUC MEeToAY CTePUIbHOCTI 3aMiHEHO
nocunaHHaM Ha EP 2.6.1 y cneuundikauii; 3minm | Tuny -
BHECEHHS 3MiH 10 MaTepiasliB peecTpaviliHoro foche p.
3.2.P.7 Cuctema KoHTeliHep/3akynopoBasibHWiA 3acib, a
came AOMNOBHEHHS cneuyvdikalii NepB1UHHOT yNakoBKM
HOBMM MOKa3HUKOM, 3 BiAMOBIAHNM METOAOM
BUNpobyBaHHSA «laeHTudikauis natekcy (14 cnekrp)»
("Identification of the latex’s (IR spectrum)"); 3minu |
TUMY - BHECEHHS 3MiH O MaTepiasiiB peecTpavjiiiHoro
pocbke p. 3.2.P.7 Cuctema KoHTeliHep/3akKynoproBasibHWIA
3acib, a came fONOBHEHHS cneuwudikauii nepBrHHOT
yNaKoBKN HOBUM MOKa3HWKOM 3 BifiNOBiAHUM METOA0M
BUNPOBYBaHHA «laeHTudiKaLis matepiany rBUHTOBOT
Kpuwku (1Y cnekTp)» "ldentification of screw cap’s
material (IR spectrum)"); 3MiHu | TUNY - BHECEHHS 3MiH
[0 maTepianis peecTpauiiHoro gocee p. 3.2.P.7
Cuctema KOHTelHep/ 3aKynoproBasibHUIA 3acib, a came
BW/TyYEHHS HE3HAYHOTO MOKa3HKKa i3 creumdikawi
NnepBMHHOIO NakyBaHHsA "Maca Ty6u 3 rBUHTOBOI
Kpuwkotro"("Weight of tube with screw cap"); 3miHn | Tuny
- BHECEHHS 3MiH 10 MaTepiasliB peecTpaviliHoro foche p.
3.2.P.7 Cuctema koHTeliHep/ 3akynoptoBasibHUiA 3aci6, a
came BW/yYEHHS HE3HAYHOrO NOKasHwKa i3 cneumdikai
NepBUHHOTO NaKyBaHHA «30BHILLHA emasib» (Outer
enamel); 3MiHW | TMNy - BHECEHHA 3MiH 0 MaTepianis
peecTpaujiHoro gocke p. 3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHWIA 3aci6, a came BUyYEeHHS He3HaYHOro
nokasHuka i3 cneumdikaLii nepBUHHOIO NakyBaHHS
«FepMEeTUYHICTb 3aKPUTTS KaHi Ta IBUHTOBOT KPULLIKA
(piaknin napadin)» (Cannula and screw cap closure
tightness (liquid paraffin)); 3MiHu | TUNY - BHECEHHS 3MiH
00 MaTepianis peecTpauiiiHoro gocee p. 3.2.P.7
Cuctema KoHTelHep/ 3aKynoproBaslbHUiA 3acib, a came
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

BW/TyYEHHS HE3HAYHOTO MOKa3HKKa i3 creumdikawi
NepBUHHOTO NakyBaHHS «CTiAKICTb 4O CTUCKAHHSA Nnaky
Ta emani» (Lacquer and enamel squeeze resistance.);

3MiHM | TUMY - BHECEHHS 3MiH [0 MaTepiasiB
peecTpadiiiHoro aocke p. 3.2.P.7 Cuctema KoHTeliHep/
3aKynoproBasbHUIA 3acCi6, a caMe BUyYEHHSI HE3HAUYHOTO
nokasHuka i3 cneuudikaii NepBUHHOIO NakyBaHHS
«JlaTekcHe kinbue» (Latex ring); 3MiHW | TUNY - BHECEHHS
3MiH JO mMaTepianiB peecTpauiiiHoro gocbe p. 3.2.P.7
CuncTeMa KoHTelHep/ 3aKynoptoBasibHWIA 3acib, a came
BWJ/TyYEHHS1 HE3HAYHOIO NOKa3HUKa i3 cneyundikauii
NEepPBMHHOTO NakKyBaHHS «PapMaueBTUYHNIA Koa»
(Pharmaceutical code); 3MiHu | TUMY - BHECEHHS 3MiH A0
Marepianis peecTpaujiiHoro gocke p. 3.2.P.7 Cuctema
KOHTeliHep/ 3aKynoptoBasibHWIA 3acib, a came BUy4YeHHs
He3Ha4yHOoro nokasHuka i3 cneuydikadii NnepBUHHOIO
nakyBaHHS «epMeTUYHICTb NaTekCcHOro KinbLsa» (Latex
ring tightness); 3MiHu | TUNy - BHECEHHS 3MiH 40
Marepianis peecTtpaujiiiHoro gocke p. 3.2.P.7 Cuctema
KOHTelHep/ 3aKynoploBasibHWiA 3acio, a came BUIyHYeHHs
He3HayHOro nokasHuka i3 cneuydikauii nepB1MHHOIO
nakyBaHHs «OCcHOBHa Maca narekcy» (Latex basis
weight); 3MiHK | TUNY - BHECEHHS 3MiH A0 MaTepianis
peecTpaujiHoro gocke p. 3.2.P.7 Cuctema koHTeliHep/
3aKynoproBasibHWIA 3aci6, a came BUyYEeHHS He3HaYHOro
nokasHuka i3 cneumdikaLii nepBUHHOIO NakyBaHHS
«Jlak» (Lacquer)

38.

rAPOKCUCE4

OBMHA MEOAK

Kancynu no 500 mr no
10 kancyn y 6nictepi; no
10 6nicTepiB y Kopobui 3
KapTOHy

Mepgak
lesenbladt
dotop KniHiwe
Lneuianbnpe
napate M6X

HimeyunH
a

Megpak esenbliat
dotop KniHiwe
LLineuianbnpenapate
M6X, HimeuunHa
(BUPOGHUIK, WO
Bignosigac 3a
BTOPUHHE NaKyBaHHs,
MapKyBaHHs
NepBUHHOT YNaKoBKu,
KOHTpO/b/BMNPOOYBaH
HS cepil Ta 3a BUNycK
cepii); XaynT ®apma
Awmaper M'm6X,
HimeuuunHa,
HimeuunHa (BUPOGHMUK,
o Bignosigae 3a
BUPOBHULTBO
niKkapcbkoro 3acooy,
nepBuHHe, BTOPUHHE
nakyBaHHs,

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
MMy - 3MiHa NapameTpiB gonyctuMmx mex M3, woao
BMMNPOOYBaHHS HA MOMEHT BMNYCKY Ta Ha nepiog,
TepMiHy npugaTHocTi 3a n. «MikpobionoriyHa YicToTax;
3anponoHoBaHo: MikpobionoriyHa unctota. Ha MomMeHT
BMNycky. Ha nepiog TepmiHy npugaTtHocTi. Ha MOMeHT
BMMYCKy BUNPO60BYOTL NepLui 3 cepii, NoTiM KoxHy 10-
Ty cepito abo xo4a 6 oauH pa3 Ha pik. Bunpo6oByoTb Ha
noyartky Ta B KiHLi TEpMiHy NpUAATHOCTI. 3arasibHa
KiNbKiCTb aepobHux Mikpoopraniamis (TAMC) < 103
KYOIr. 3aranbHa KiflbKiCTb APDKIKOBUX Ta NAICHEBUX
rpubis (TYMC) < 102 KYOIr. E. coli BigcyTHbo B 1 1

3a
peyenmom

UA/6720/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
MapKyBaHHS,
KOHTPO/b/BUNPOGYBaH
Hs cepii)
39. FNMHEKNT® TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomxeH Navid IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/8792/01/01
NAiBKOBOK 060/IOHKOHO, NAN®CAEHC CaeHcu3 Jlimiteq MMy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta peuenmom
no 1r + Tabnetku, N3 (E® 3ET I) thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
BKPWTI NNIBKOBOIO y3arasibHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
060/10HKO, N0 1 1 + (BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
Tabnetkv no 150 mr thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
Kombi-ynakoBka Ne 1: no BiANOBIAANbHOI 3a 34iliCHEHHA hapmakoHarnagy;
1 tabnetui KOHTaKTHOI 0c06M 3 hapmakoHarnsay 3asBHuKa A5
asnTPOMILMHY, 2 3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
TabneTku cekHigasony, BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
1 tabneTtui 3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
donykoHasony y [AaHi) Ta/abo 3MiHM Y po3MilLeHHI MacTep-haiina
6nicTepi; no 1 6nictepy cuctemu chapmMakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
B KapTOHHI nayw; yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
Kombi-ynakoska Ne 5: no 3[jiCHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
1 tabnetuj KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHoi 3a
asnTPOMILUHY, 2 3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
TabneTku cekHigasony, 3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
1 tabnetuj 3MiHa MicLe3HaxomKeHHs MacTep-haiina cuctemu
donykoHasony y hapmakoHarnsgy
6nictepi; no 1 6nictepy
B KapTOHHI nayui; no 5
nayok y nauuj; Komoi-
ynakoska Ne 1: no 1
TabneTwi asMTPoMILMHY,
2 Tabnetku
cekHigaszony, 1 TabneTui
donykoHasosny y cTpuni;
no 1 cTpuny B KaPTOHHIi
nauuyj; komb6i-ynakoBka
Ne 5: no 1 Tabnetui
asnTPOMILUHY, 2
TabneTkn cekHigasony,
1 tabnetuj
donykoHasony y cTpuni;
no 1 cTpuny B KAPTOHHIi
nauyui; no 5 na4yok y
nauui
40. FNMHEKNT® TabneTkn, BKPUTI OPIrAHOCWH OAE EBepTopxeH Nanidg IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | - UA/8793/01/01
NiBKOBOK 060/1I0HKOHO, NAN®CAEHC CaeHcu3 Nlimiteq TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
no 1r + Tabnetku, N3 (E® 3ET I) thapmakoHarnagy. BeegeHHs abo 3MiHu Ao

BKPWTi NiBKOBOIO
060/I0HKOI, MO 1 T +
Tabnetku no 150 mr in
bulk: no 5000 Ta6neTok

y3arasibHeHWX JaHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHS Y3araslbHEHMX AaHWX NPO cUCTEMY
thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoou,
BiNOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsay;
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

asnTpomiumHy, 5000
TabneTok cekHigasony,
5000 TabneTok
chyKoHa3osy B nakeTi

KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka gns
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarsay (BK/1H0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOI 0CO6Y 3asBHMKA, BigNoBifabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMkeHHs MmacTep-haiina cucremu
thapmakoHarnsgy

41.

rnoay nncTsa
| KBITKA

nmcTs i KBiTKM no 50 1
a60 no 60 r y naykax 3
BHYTPILLHIM NakeToMm; rno
15rabono25ry
hinbTp-nakeTi, no 20
QiNbTP-NakeTiB y navw,
abo y nauuj 3
BHYTPILUHIM NakeToMm

MpAT
"NikTpasn”

YKpaiHa

MpAT "NiktpaBn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3acib, a came BHECEHHS
YTOYHEHHS, LOA0 Nayku ANs QinbTp-nakeTis:
«[00aTKOBO NMaykv MOXYTb 0BropTaTucs 330BHi NAIBKOK
NnosinponizIeHoBO» (3aTBEPXEHO «330BHI Nayku
06ropTalTbCA NAIBKOK NONINPONINEHOBOI»), 3
BiAnoBigHUMY 3MiHamu B p. "Ynakoska" MKA N13;
3anponoHoBaHo: MoapibHeHa cnpoBuHa no 50 r abo 60 r
B MakeTW, BUrOTOB/IEHI 3 Nanepy nakyBasibHOro
BOJIOrOCTIlKOr0, abo KpadT-nanepy, abo nanepy
raseTHoro, abo B NakeTu 3 MAiBKM NakyBaslbHOI, abo y
nakeTu 3 NNiBKU 3 NOMAIMEPHUX MaTepiasliB 3 HACTYMHUM
BK/M1aaHHAM B Maykn KapTOHHI. [MOpOLLOK KpynHWiA no 2,5
rabo no 1,5 r B hinbTp-nakeTu, BUTOTOB/IEHI 3 Manepy
TEepMO3BaploBasIbHOTO NOPUCTOTO, L0 HE PO3MOKAE, 3
HaCTYMHUM YknagaHHsaMm no 20 qisibTp-nakeTiB B Naykm
KapTOHHI. [JoAaTKOBO Nayky MOXyTb 06ropTaTncs 330BHi
nniBKOK NoninponisieHoBow. MopoLIoK KpynHWiA No 2,5 1
abo no 1,5 r B (hinbTp-nakeTn, BUrOTOBMEHI 3 nanepy
TepMO3BaploBasIbHOTO MOPUCTOTO, L0 HE PO3MOKAE, 3
HaCTynHWM yknagaHHam no 20 goinbTp-nakeTiB B NakeTw,
BWIOTOB/IEHI 3 M/1iIBKU 3 MOAIMEPHUX MaTepiasiB 3
HacTYMHUM BKNafaHHAM B Nayky KapToHHI. [JoaaTkoBo
nayky MoXyTb 06roptTaTucs 330BHi N/1iBKOKO
noNinponisieHoBO

6e3
peyenma

UA/6040/01/01

42.

rOAY NNOAN

nnoawu, no 75 r, abo no
100r,a6ono 140ry
naykax 3 BHYTPiLLHIM
naketom; no 4,0ry
hinbTp-nakeTi; no 20
PiNbTP-NakeTiB y nayw,i 3
BHYTPILLHIM NakeToM; no

MpAT
"NikTpasn”

Ykpaina

MpAT "Niktpasn"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - BHECEHHSA 3MiH [0 p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWI 3acib, a came BHECEHHS
YTOYHEHHS, W00 Naykn ANs QinbTp-nakeTis:
«[0[aTKOBO Naykn MOXyTb 06roptaTtucs 330BHi MNiBKOKO
NoiNpPomniIEHOBO» (3aTBEPAKEHO «330BHI Mauku
06ropTalTbCa N/IBKOK NOMiNPONiNIEHOBO»), 3

6e3
peyenma

UA/5857/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
4,0 r y doinbTp-nakeTi; No BiANOBiAHUMY 3MiHamu B p. "Ynakoska" MKA N13;
20 hinbTp-nakeTiB y 3anponoHoBaHo: LlinbHa abo nogpibHeHa cupoBmHa no
nauuj 751,100 r abo 140 r B nakeTn, BUrOTOB/IEHI 3 nanepy
nakyBa/lbHOro BOJIOrocCTilikoro, abo kpadpT-nanepy, abo
nanepy raseTHoro, abo B NakeTy 3 NiBKV NakyBaslbHOT 3
HacTyMHVMM BKMaAaHHAM B Nayku KapTOHHI. MopoLuok
KpynHuid no 4,0 1 B hiibTp-nakeTn, BUroTOB/EHI 3
nanepy TepmMo3BapoBasibHOr0 NOPUCTOro, LU0 He
pO3MOKa€, 3 HaCTynHVUM yknagaHHaM no 20 dinbTp-
nakeTiB B NaYk1 KapTOHHI. [loAaTKoBO Nayvkn MOXyTb
o6ropTaTncst 330BHi M/1iBKOIO NONINPOMiSIEHOBOO.
MopoLwuok kpynHwWii no 4,0 r B doinbTp-nakeTw,
BUrOTOB/IEHI 3 Nanepy TepmMo3BaploBasIbHOTO NMOPUCTOTO,
LLIO0 He po3MOKae, 3 HaCTYNMHUM yKnagaHHsaM no 20
hiNbTp-NakeTiB B NakeTW, BUTOTOB/IEHI 3 NAIBKX 3
noniMepHMX Martepianis 3 HACTYNHUM BKIaJaHHSAM B
nayky KapToHHi. [lofaTKoBO Naykn MOXyTb 06ropTaTucs
330BHi MN/1IBKOKO NONINPONiSIEHOBOIO
43. FNHOKO3A- po34uH A8 iHgysili, 50 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3a UA/14001/01/01
AAPHULUA mr/mn, no 200 mn, a6o "®apmaueBTn "®apmaueBTuyHa BMNPaB/IEHO TEXHIYHY NOMUAKY Y N. 17 TekcTy peyenmom
no 250 mn, a6o no 400 yHa hipma dipma "fapHuusa” MapKyBaHHS BTOPVHHOI YNakoBKW /likapcbKoro 3acoby,
M abo no 500 mny "OapHuus” OonyLLeHy nNpu NpoBeAeHHi npoueaypu 3miH (Hakas MO3
hnakoHax; no 200 mn, Ykpainm Ne 2034 Big 23.09.2021): 3anponoHoBaHo: 17.
abo no 250 mn, abo no IHWE ............ TeopeTnyHa OCMONSAPHICTb 278
400 mn a6o no 500 mny MOCMONbB/N .............. 3a3HayeHe BUMNpaB/IeHHS
hnakoHax, no 20 BiANoOBigae MaTepianam peecTpauiiHoro Aocke
(pNakoHiB y KOPOGKax
44, FNTIOKO3A- PO34MH ANs iHdysiii, 50 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/6284/01/01
HOBO®APM mr/mn no 200 mn, abo 06MexeHo 06MexeHot TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
250 mn, a6o 400 mn, BigNoBigasIbHI BiANoBiAa/IbHICTIO CuncTeMa KoHTellHep/3akynoproBasibHUiA 3aci6. 3miHa
a60 500 mMn y nasiwkax; cTHO chipma ipma pPO3Mipy ynakoBK/ roTOBOrO /iKapCbKOro 3acoby
no 250 mn a6o 500 mn y "HoBothapm- "HoBodapm- (BUyYEHHSA YNaKkoBKW MEBHOr0 PO3Mipy) - BUSTYYEHHS
nakeTax BiocuHTes" BiocnHTes" ynakoBOK flikapcbkoro 3acoby no 200 mn, a6o 250 mn,

a60 400 mn, ab6o 500 My nAswLi; no 1 nAswyi B nayui
3 KapTOHY, NaKyBaHHS AKX 34iACHIOETLCS 3
BUKOPVCTaHHAM BTOPMHHOI YNaKoBKK, 3 BigMOBIAHNMU
3MiHamMK y p. «YnakoBka». BBefeHHs 3MiH MpOTArom 6-
TU MicAUIB Nicnsa 3aTBEPAXEHHS; 3MiHuW Il Tuny - 3miHn 3
akocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWI 3aci6. 3MiHa y NepBuHHIN
yNakoBLii FOTOBOro NikapcbKoro 3acoby (TN KoHTelHepa
abo fofaBaHHS HOBOTO KOHTelHepa) - CTepusbHi
nikapcbki 3ac06M Ta Nikapcbki 3acobm
6i0/10ri4YHOro/iMyHO/ONYHOTO MOXOPKEHHS - 3MiHA Y
NepBUHHIN yNakoBL,i FOTOBOTO JliKapcbKoro 3acoby:
[0[aHHA HOBOrO KOHTelHepa, a came: nakeTu NoniMepHi
Magiflex bag, 3 BignosigHVMn 3mMiHaMu 40 p.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

«YnakoBka». BHeceHHs nocnigoBHMX 3MiH y npouec
BMPOBGHMLTBA rOTOBOIO NiKapCbKoro 3acoby B 3B'A3KY i3
3MIHOI NEPBUHHOI YNakoBKV — JOAAHHSA HOBOro TUMy
KOHTeliHepa (chopMOBaHi, roTOBi 419 BUKOPUCTaHHI
naketun nonimepHi Magiflex bag Big Bupo6Huka S.I.F.RA.
EST. S.p.a, ITania Ta nakeTn nonimepHi BNacHoro
BMPOGHMLTBA, (DOPMYBaHHS AKX 34IICHIOETLCS 3 TOTO
camMmoro mMaTepiany (nniska noniMepHa a5
BUroToB/IeHHs nakeTiB Magiflex film Ta Tpy6ka
nonimepHa Magiflex tube Bupo6Huutea S.I.F.RA. EST.
S.p.a, ITanis), wo i rotosi nakeTu nonimepHi Magiflex
bag Bupo6Huutea S.I.F.RA. EST. S.p.a, ITanis Ha
MallvHi Ans oopMyBaHHS nakeTiB. 3MiHM BHECEHI B
po3ain "YnakoBka' (fofaBaHHs HOBOTO TUMy KOHTelHepa
- NakeT) B IHCTPYKLi0 4718 MEANYHOro 3aCTOCYyBaHHSA
NiKapcbKoro 3acoby, K HaCNiAoK - 3aTBEPAKEHHA TEKCTY
MapKyBaHHS 4OAATKOBKX YNaKOBOK MiKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBepMKeHHs; CynyTHs 3MiHa - 3MiHU 3 SKOCTI.
[OTOBWIA NikapcbkuWii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHN
y npoueci BUpo6HMLTBA rOTOBOrO JliKapCbKOro 3acoby,
BK/TIOHAI0UN NPOMiXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULITBI TOTOBOTO J1iKAPCLKOro 3acoby

45.

rPAHOA30N®

po3unH ANs iHQysili, 5
Mr/2,5 mr/mn; no 100 mn
a6o no 200 mny
naswui; no 1 naswui B
naJui 3 KapToHy; no 100
mn a6o no 200 mny
KOHTeliHepi; no 1
KOHTelHepy B nauuii 3
KapToHy

TOB "tOpis-
dapm”

Ykpaina

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUNY - 3MiHW BHECEHO A0 IHCTPYKLi ANna MeguyHoro
3acTOCyBaHHS fikapcbKkoro 3acoby A0 po3zinis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6GiYHI peakuyji” Wwoao
PU3UKY PO3BUTKY iHBaiAN3YOUMX | NOTEHLiHO
He060POTHUX CePO3HNX NOGIYHUX peakLii, TEHAMHITY Ta
PO3puBY CyXOXunns, nepuddepuyHoi Hesponarii
BiAMNOBIAHO A0 pekomeHAaLin PRAC. 3MiHM BHECEHO A0
KopoTKoi xapakTepucTuKm NikapCcbKoro 3acoby Ao
po3giniB "OcobmBi 3aCTEPEXEHHS Ta 3anobiXHi 3axoamn
npu 3actocyBaHHi" Ta "lNo6ivHi peakuii” Woa0 pr3nky
PO3BUTKY iHBaNIAN3YHOUNX | NOTEHUIAHO HEO60POTHUX
CEepo3HNX NOBIYHNX peakLiil, TEHAMHITY Ta po3puBy
CYXOXUNNs, nepudpepnyHoi HeBponarTii BiAMNOBIAHO A0
pekomeHpauili PRAC. BBeieHHS 3MiH NpOTArom 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUMY - 3MiHK
BHECEHO 0 IHCTPYKLIT 4719 MEeNYHOro 3aCTOCYBaHHS
niKkapcbKoro 3acoby A0 po3sainis "OcobnmBocTi
3acTocyBaHHsA" Ta "lMo6iYHI peakuii” Woao pusunky
PO3BUTKY TSHKKMX LUKIPHMX MOBIYHMX peakLili Ta
CUHAPOMY NOPYLUEHHSA CeKpeLii aHTUAlypeTUYHOro
rOPMOHY BiAMoBigHO Ao pekomeHaauii PRAC. 3MiHn
BHECeHO 10 KOpOoTKOT XapakTepucTmKn NikapcbKoro
3acoby [0 po3ainis "Oco6uBi 3acTepeXeHHs Ta
3anobiXHi 3axo4M Npy 3acTocyBaHHI" Ta "MNo6iYHi

3a
peyerimom

UA/11535/02/01
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Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

peakujii" LoA0 pU3NKy PO3BUTKY TSHKKUX LLKIPHUX
NoGIYHNX peakLiil Ta CMHAPOMY MOPYLUEHHS CeKpeLii
aHTUAiypeTNYHOro ropMOoHy BifnoBiAHO JO
pekomeHgauii PRAC. BBeeHHS 3MiH NpOTArom 6-Tu
MiCAILiB Micnsa 3aTBEPIKEHHS; 3MiHM | TUNY - 3MiHK
BHECEHO A0 |HCTPYKLi A1 MeguyHOro 3acTocyBaHHs
nikapcbKkoro 3acoby Ao posginis "OcobmBocTi
3acTocyBaHHA" Ta "Mo6iYHI peakuii” Woao pusunky
PO3BUTKY aHEBPU3MUN a0PTK i ANCEKLT aopTu Ta
perypriTauji k1anaHis cepus BignoBigHO 4o
pekomeHpauii PRAC. 3MiH1 BHeceHO o KopoTkoi
XapaKkTepUCTUKM NikapcbKoro 3acoby Ao po3ginis
"Oco61Bi 3acTepexeHHs Ta 3anobixHi 3axoamn npu
3acTocyBaHHi" Ta "lMob6ivHi peakui” LWOAO pU3NKY
PO3BUTKY aHEBPU3MUN a0pPTK i ANCEKLT aopTn Ta
perypriTauji k1anaHis cepus BignoBigHO A0
pekomeHpauili PRAC. BBeieHHS! 3MiH NpOTArom 6-Tu
MiICALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUMY - 3MiHK
BHECEHO A0 IHCTPYKLIi 418 MEeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo posgainy "OcobnmnsocTi
3acTocyBaHHSA" BigMnoBigHO A0 OHOBMEHOI iHhopMmalLii 3
6e3nekn 3acTocyBaHHA JOMNOMDKHUX PEYOBUH (CNONYKN
HaTpito). 3MiHWM BHECEHO A0 KOPOTKOT XapaKkTepucTukm
nikapcbkoro 3acoby Ao po3ginis "Ocobnumsi
3acTepexeHHs Ta 3anobixHi 3axoay Npu 3acTocyBaHHiI"
BiANOBIAHO 4,0 OHOB/EHOT iH(popMmaLlii 3 6e3neku
3aCTOCYBaHHS AOMOMDKHUX PEYOBWH (CMOMYKM HATPIt).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEPKEHHS; 3MiHU | TUMY - BHECEHO pefakuiliHi
npaskun A0 IHCTPYKLUii AN MeAUYHOro 3acToCyBaHHSA
nikapcbKoro 3acoby B po3ainn "®apmakonorivHi
BNacTuBOCTI", "B3aeMogisa 3 iHLIMMU NiKapCbKUMu
3acobamu Ta iHLWi BUAW B3aemogiin”, "OcobamBocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta fo3un’,
"MepeposyBaHHA", "Mo6GIYHI peakuii™ 3rigHo 3
MaTepianamy peecTpauinHoro gocbe. BHeceHo
pepakuiiiHi npaBkn Ao KOpoTKOi XxapaKTepucTuKm
nikapcbKoro 3acoby B po3zainu "[o3un Ta cnocio
3acTocyBaHHs", "Oco61Bi 3acTepexeHHs Ta 3ano6ixHi
3axo4u Npuv 3acTocyBaHHI", "B3aemogis 3 iHWrMu
nikapcbkMKM 3acobamMu Ta iHLWi BUAW B3aeMoSiid",
"MoGiuHi peakyii”, "Mepeno3yBaHHA", "®apMakonoriyHi
B/1ACcTMBOCTI" 3riHO 3 MaTepiasiamMmn peecTpauiiHoro
[0CbE. BBeeHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

46.

rPYAHWIA 3BIP

Nel

36ip, no 50 r y naykax 3
BHYTPILUHIM NakeToMm; no

MpAT
"NikTpasu"

Ykpaina

MpAT "NikTpasn"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
TUNY - BHECEHHS 3MiH a0 p. 3.2.P.7. Cuctema

6e3
peyenma

UA/5858/01/01
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1,5 ry chinbTp-nakeTi; no
20 hinbTp-nakeTiB y
naJui abo y nauui 3
BHYTPILLHIM MaKkeToMm

KOHTeliHep/ 3aKynoproBasIbHUIA 3acib, a came BHECEHHS
YTOYHEHHS, LOA0 Naykn ANs QinbTp-nakeTis:
«[100aTKOBO NMaykv MOXYTb 0BropTaTmcs 330BHi NAIBKOK
noNinponiyIEeHOBO» (3aTBEPAXKEHO «330BHI MayKm
o6ropTaloTb NAIBKOK NOMINPONISIEHOBO»), 3
BiANoOBiAHUMY 3MiHamu B p. "Ynakoska" MKA N13;
3anpornoHosaHo: MNogpibHeHa cuposrHa no 50 r B
nakeTy, BUTOTOB/EHI 3 Nanepy NakyBasbHOro
BOJIOrOCTIKOrO, abo KpadT-nanepy, abo nanepy
raseTHoro, abo B MakeTu 3 NAiBKW NakyBasbHOI 3
HaCTYMHUM YKNaAaHHAM B Naykn KapTOHHI. MopoLLok
KpynHuiA no 1,5 1y goinbTp-nakeTvi, BATOTOB/EHI 3
nanepy TepmMo3BapoBasibHOr0 NOPUCTOrO, LLIO He
PO3MOKa€E, 3 HACTYMHWUM yKnagaHHAM no 20 dinbTp-
nakeTiB B Na4ky KapToHHI. [JoAaTKOBO Nayky MOXYTb
obropTaTtncs 330BHI NIBKOK NO/INPOMI/IEHOBOKO.
MopoLuok KpynHMii no 1,5 1y dhinbTp-nakeTn,
BMIOTOB/IEHI 3 Nanepy TeEpMO3BapOBasIbHOrO MOPUCTOTO,
LL|O0 He pO3MOKae, 3 HaCTYNMHUM yknagaHHAM o 20
(PiNbTP-NakeTiB B NAaKeTn, BUTOTOBJIEHI 3 NIBKA 3
noniMepHNX Martepianis 3 HACTYNHUM YKNafaHHAM B
nayky KapToHHi. [lofaTtkoBO Naykn MOXyTb 0bropTaTucs
330BHi N/1IBKOO NONINPONiNEHOBO

47.

rPYAHUN 36IP

Ne2

36ip, no 50 r y naukax 3
BHYTPILLHIM NakeToMm; rno
1,51y chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y
nauyi abo y navui 3
BHYTPILUHIM NakeTom

MpAT
"Niktpasn”

YkpaiHa

MpAT "NikTpasn”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUNY - BHECEHHSA 3MiH g0 p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3acib, a came BHECEHHS
YTOUYHEHHS, LWOAO Navkn Ansa inbTp-nakeTis:
«[0AAaTKOBO Na4kn MOXYTb 06roptatucs 330BHi N/1iBKOIO
noinponisIeHOBO» (3aTBEPKEHO «[ayky 330BHI
06ropTaloTb NAIBKOK NOMINPONISIEHOBO»), 3
BiANOBiAHMMU 3MiHamMu B p. "Ynakoska"' MKA /13;
3anponoHoBaHo: NoapibHeHa cupoBuHa no 50 r B
nakeTu, BUTOTOB/IEHI 3 Nanepy nakyBasbHOro
BOJIOrOCTIliKOro, abo KpadT-nanepy, abo nanepy
raseTHoro, abo B MakeTu 3 NAiBKW NakyBasbHOI 3
HacTyMHVMM BKMaAaHHAM B Nayku KapTOHHI. MopoLuok
KpynHuii no 1,5 1y goinbTp-nakeTvi, BATOTOB/EHI 3
nanepy TepmMo3BaploBasibHOr0 NOPUCTOro, LU0 He
po3moka€, 3 NogasIbLIMM ykiagaHHaM no 20 dinbTp-
nakeTiB B NaYky KapTOHHI. [JloAaTKoBO Nayvku MOXyTb
ob6ropTaTucst 330BHi M/1iBKOK NONINPOMiSIEHOBOO.
MopoLwok kpynHuii no 1,5 ry dpinbTp-naketn,
BUrOTOB/IEHI 3 Nanepy TepMO3BaploBasIbHOTO NMOPUCTOrO,
LLI0 He po3MoKae, 3 NoAAMbLUUM YKNaaaHHsAM no 20
hiNbTp-NakeTiB B NakeTW, BUrOTOB/IEHI 3 NAIBKX 3
nosiMepHUX MaTepianis 3 NojanblUMM YKNaJaHHAM B
nayky KapToHHi. [lofaTKoBO Nayvkn MOXyTb 06ropTaTucs

6e3
peyenma

UA/5859/01/01




Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
330BHi M/1IBKOKO NMONINPONiSIEHOBOIO
48. FYTTANAKC®N | kpanni, 7,5 mr/mn no 15 TOB "Onenna YkpaiHa IcTiTyTO e Anxeni ITania BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |1 6e3 UA/0832/01/01
IKOCY/NIb®AT mn a6o 30 mny Xerckea C.p.n. TMNy - BBEAEHHS A0AATKOBOro BUPOGHMKA Aitoyoi peyernma
donakoHi; no 1 dpakoHy YkpaiHa" peyvoBuH CAMBREX Profarmaco Milano S.r.L., Italy no
Y KapTOHHii1 kopobu,i BXe 3arBepakeHoro BIDACHEM S.p.A,, Italy 3
BBefEHHSAM BMpobHukamm Ad®| naboparopii PCR
TICINUM LAB ans anbTepHaTVBHOIO BUNPObYBaHHSA Ha
cTabifibHICTb
49, AAPCIN® TabneTkn, BKPUTI MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 6e3 UA/2473/01/01
060/10HKO0, N0 22,5 Mr "®apmaueBTn "GapmaueBTuyHa MMy - 3MiHW A0 cneyudikaLii Ta MeToAiB KOHTpono AdI, peyenma
no 10 TabneTok y YHa hipma ipma "JapHuus” LLI0 06YyMOB/IEHI NPUBEAEHHAM Y BIAMNOBIAHICTL [0 BUMOT
KOHTYPHIli YapyHKOBI "NapHuus” MoHorpadoii EP «Milk Thistle Dry Extract, Refined and

ynakosLi; no 3, 5, abo
10 KOHTYpHUX
YapyHKOBUX YNaKkoBOK B
nauui

Standardised» Ta o MaTepiasiB BUpo6HMKa 3a
nokasHukamu BBefileHO NokasHuk «Boga», BunyyeHo
po3ginu «BTparta B Maci npy BUCYLLYBaHHI» Ta
«CynbaTHa 301a». BBeieHHS 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS; 3MiHW | TUNY - 3MiHK A0
cneumadikaujii Ta MeTogiB KoHTponto AdI, wo
06yMOB/IEHi NpMBEAEHHSAM Y BiANOBIAHICTL 40 BUMOT
moHorpadii EP «Milk Thistle Dry Extract, Refined and
Standardised», a came BHECEHO 3MiHM Ta pegakuiliHi
YTOYHEHHS 3a NOKa3HWKOM «laeHTudpikauis A»,
«Mikpob6ionoriyHa ynctota», «KifibkicHe BU3HAYEHHS».
BBefeHHs1 3MiH MpOTAroM 6-Tn micsAuiB nicns
3aTBEPKEHHS; CYNYyTHA 3MiHa - 3MiHW 3 AKOCTi. ADI.
KoHTponb A®I. 3MiHa y napameTpax cneuudikawii
Ta/abo fonyCTMMUX MEX, BU3HAYEHUX y cneuudikaLisix
Ha A®I, abo BUXiAHWIA/MPOMIXHWI NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCA Y npoueci BUpobHuytea A®I; 3miHu |
MRy - 3MiHK 3 AKkocTi. ADI. KoHTposnib A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYeHNX Y cneuudikaLisx Ha A®l, abo
BUXIAHWIA/MPOMIKHWI NpoAyKT/peareHT, wo
BVKOPWCTOBYOTbCSA Y npoueci BUpobHuLTBa A®I - 3MiHK
00 cneumndikauii Ta meTogiB kOHTposto APl 3a
NMOKA3HUKOM «3aJ/TMLLIKOBI KiSIbKOCTi OpraHivyHnx
PO3UYMHHNKIB», 1110 06YMOB/IEHO NPUBEAEHHSM Y
BiANOBIAHICTL A0 MaTepianis BUPOGHMKA (6€3 3MiHK
CXeMu CUHTe3y). BBeAeHHS1 3MiH MPOTAroM 6-Tu micsuiB
nicnsa 3aTBepKeHHS; CyNnyTHA 3MiHa - 3MiHW 3 AKOCTI.
A®|. KoHTposb A®l. 3MiHa y meTogax BUNpobyBaHHsA
Ad| abo BMXigHOTO MaTepiany/NpoMiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPO6HMLTBA AP (iHLWI 3MiHK Y MeToAax BUNPOGYyBaHHSA
(BK/THOYAKOYM 3aMiHy ab0 fonoBHEHHS) ADI abo
BUXiAHOro/MPOMIXXHOIo NPOAYKTY); 3MiHK | Tuny -
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
BUyYeHHA 3i cneyndikauii APl nokasHuKiB «Baxki
meTanu», «Kagmii», «CBuHeLb», «PTyTb» y
BiANOBIAHICTb A0 BMMOTr fjitoyoi moHorpadii «Milk Thistle
Dry Extract, Refined and Standardised» €ponelicbkoi
chapmakonei Ta akTyaslbHUMW MaTepianamm BUPOGHUKa.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEPKEHHS; 3MiHM | TUMy - 3MiHM A0 cneumdikaii Ta
MeToZiB KOHTpoto APl BiANOBIAHICTL 0 aKTyasIbHUX
marepianis Bupo6Huka JiangSu JianJia Pharmaceutical
Industry Co., Ltd., China, a came BHeceHo po3gain
«BeH30/1». BBeeHHS 3MiH NPOTAroM 6-T1 MicALiB nicas
3aTBEPKEHHS
50. AAPYHABIP TabneTku, BKpUTI KPKA, a.4., CnoseHis KPKA, a.4a., Hoso CnoBseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/17159/01/01
KPKA NNiBKOBOK 0G0/OHKOM, HoBo mecTo mecTo, CroBeHis TUNY — OHOBJIEHHA BXEe 3aTBEPKEHNX METOAIB peyenmom
no 400 wmr; no 30 (BUPOGHMLTBO "in KOHTPO/I0 SIKOCTi /liKapCbKOro 3acoby, a came
Tabn1eToK y pnakoHi 3 bulk", nepsuHHe Ta BUK/A[EHHA TEKCTY [iepXXaBHO MOBOIO 3riiHO Cy4YacHUX
nonieTuneHy BUCOKOI BTOPVHHE MakKyBaHHS, BUMOT. BBeieHHS 3MiH NPOTArom 6-Tv micAuiB nicns
LLi/THOCTI 3 KOHTPO/1b Ta BUMYCK 3aTBepKEeHHSA
nosinponisieHoBo cepii; KOHTPOsb cepil
KPULLIKOIO, L0 (TiNbkM isnyHi Ta
3aKpyyyeTbes, i3 XiMiuHi meToau
3axX1CTOM Bif KOHTPO/10))
BiAKPUBAHHSA AiTbMU; NO
2 (hnakoHW y KapTOHHIl
Kopobui
51. AAPYHABIP TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/17159/01/02
KPKA NNiBKOBOK 060/0HKOI0, HoBo mecTo mecTo, CroseHis TUNY — OHOBJIEHHA BXE 3aTBEPPKEHNX METOAB peyernmom
no 600 mr; no 30 (BMpOGHMLTBO "in KOHTPOJIH0 SIKOCTI Slikapcbkoro 3acoby, a came
TabneTok y pnakoHi 3 bulk", nepsuHHe Ta BUKaEHHS TEKCTY AEPXaBHOK MOBOIO 3rifiHO CyYaCHUX
nonieTuieHy BUCOKOI BTOPVHHE MaKyBaHHS, BUMOT. BBEleHHs 3MiH NpoTArom 6-Tu micAuiB nicns
LLiNBbHOCTI 3 KOHTPO/b Ta BUNYCK 3aTBEPMKEHHS; 3MiHM | TNy — BUPO6HWK hnakoHa EM
noninponineHoBo cepii; KOHTpONb cepii Gerreshemer 3MiHt0€e thapby (komnoHeHT HDPE
KPULLIKOHO, L0 (TiNbKM hisnyHi Ta onakoHa) Clariant Remafine white PE 22305 Ha Clariant
3aKpy4yeTtbcs, i3 XiMiYHi MeTOaM Remafin-EPWhite PLO0075542. Ockinbkun 3aTBepxeHa
3axXMCTOM Bif, KOHTPO/0)) thapba Clariant Remafine white PE 22305 MiCTUTb LIHK,
BiAKPUBAHHS AiTbMU; MO thapby 3amiHooTh Ha Clariant Remafin-EP-White
2 hnakoHW y KapTOHHil PLO0075542, Wo He MICTUTb LUMHKY, TOMY PiBEHb LMHKY
Kopobui 6yae BUIy4YeHO
52. AAPYHABIP TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/17159/01/03
KPKA NMiBKOBOK 060/OHKOIO, HoBo mecTo mecTo, CroseHis TUNY — OHOBJIEHHA BXE 3aTBEPPKEHNX METOAB peyenmom

no 800 wmr; no 30
TabneTok y oNakoHi 3
nonieTuneHy BUCOKOT
LWiNIbHOCTI 3

(BUPOBHMLTBO "in
bulk", nepsuHHe Ta
BTOPVIHHE MaKyBaHHS,
KOHTPO/Ib Ta BUNYCK

KOHTPOJIH0 SIKOCTI JlikapcbKoro 3acoby, a came
BUKNAAEHHS TEKCTY [AepXXaBHOK MOBOI) 3rifHO CyHYacHUX
BMMOr. BBeeHHsA 3MiH MpPOTAroM 6-Tv MicsLiB nicns
3aTBEPKEHHS; 3MiHM | TUNY — BUpOBHUK dhakoHa EM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
noninponineHoBo cepii; KOHTpOb cepii Gerreshemer 3miHi0e hapby (komnoHeHT HDPE
KPULLIKOIO, L0 (TiNbKM isnyHi Ta thnakoHa) Clariant Remafine white PE 22305 Ha Clariant
3aKpyyyeTbes, i3 XiMiuHi meToan Remafin-EPWhite PLO0075542. Ockinbkn 3aTBepaxeHa
3ax1CTOM Bif KOHTPO/10)) thapba Clariant Remafine white PE 22305 MIiCTUTb LVHK,
BiAKPUBAHHSA AITbMU; NO hapby 3amiHoloTh Ha Clariant Remafin-EP-White
1 donakoHy y KapTOHHIl PL00075542, L0 He MICTUTb LIMHKY, TOMY PiBEHb LIMHKY
Kopobui Oyae BUIy4YeHo
53. AEKBAOON Tabnetku gns AT YkpaiHa AT "KUIBCbKWW Ykpaina BHECEHHSA 3MiH 10 peecTpaliiiHnx maTepianis: 3MiHu | 6e3 UA/16837/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKWM BITAMIHHNIA TUMYy - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI peyenma
JMMOHHUM CMaKoM, No 6 | BITAMIHHUIA 3ABOA" €sponelicbkiin hapmakonei Ne RO-CEP 2019-026-Rev
Tabnetok y 6nictepi; no 3ABO4" 00 gns Al peksaniHito xnopuay Bif Bxe
3 abo 5 6nictepiB y 3aTBepxeHoro BupobHuka Laboratorios Espinos Y Bofill
nadui 3 KapToHy S.A. (LEBSA), IcnaHisi. Ak Hacnifgok 3miHu y
cneumdikauii Ta MeTogax aHanisy 3a nokasHukamm
«CynpoBifHi AOMILLKMN» Ta «3-X/T0POAEKBaTIHIIO X10pna»
54, AEKBAAON Tabnetku ons AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/16838/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKW BITAMIHHWIA TUMY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI peyenma
Ma/IMHOBUM CMakKoM, Mo BITAMIHHUIA 3ABO" €ponelicbkili thapmakonei Ne RO-CEP 2019-026-Rev
6 TabneTok y 6nictepi; 3ABO4" 00 gnsa A®I geksaniHito xnopuay Bif BXe
no 3 abo 5 6nictepis y 3aTBeppKeHoro BupobHuka Laboratorios Espinos Y Bofill
nadui 3 KapToHy S.A. (LEBSA), IcnaHisi. Ak HacnifoK 3mMiHW y
cneumaikauii Ta MeTogax aHanisy 3a nokasHukamm
«CynpoBigHi AOMILLKM» Ta «3-X/I0POAEKBaNiIHIIO XNopua»
55. AEKBALON Tabnetkvn ons AT YkpaiHa AT "KNIBCbKUW YkpaiHa BHECEHHS 3MiH IO peecTpaviiiHix maTtepianis: 3MiHu | 6e3 UA/16839/01/01
PO3CMOKTYBaHHS 3 "KNIBCbKWW BITAMIHHNIA TUNy - NOfaHHA HOBOrO cepTudikaTa BiANOBIAHOCTI peuenma
KOKOCOBWM CMaKkoM, o 6 | BITAMIHHWI 3ABOA" €sponelicbkiii hapmakonei Ne RO-CEP 2019-026-Rev
TabneTok y 6nictepi; no 3ABO/" 00 ona Ad®| gekBaniHilo X0pyAaYy Bif BXe
3 abo 5 6nictepiB y 3aTBepKeHOro BUpobHvka Laboratorios Espinos Y Bofill
nauuj 3 KapToHy S.A. (LEBSA), IcnaHis. Ak Hacnigok 3MiHu y
cneumdikauii Ta MeTogax aHanisy 3a nokasHukamm
«CynpoBifHi AOMILLKWN» Ta «3-X/T0POAEKBaiHIl0 X10pua»
56. AEKBAAON Tabnetkvu gns AT YkpaiHa AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 6es UA/14989/01/01
PO3CMOKTYBaHHS 3 "KUIBCbKWM BITAMIHHWIA TUMy - NOAAHHA HOBOrO cepTudikaTa BiANOBIAHOCTI peyenma
M'ATHAM CMaKoM, Mo 6 BITAMIHHUIA 3ABOA" €sponelicbkiin hapmakonei Ne RO-CEP 2019-026-Rev
TabneTok y 6nictepi; no 3ABOJA" 00 ona Ad®| geksaniHito xnopyay Bif BXe
3 ab6o 5 6rictepiB y 3aTBepxeHoro BupobHuka Laboratorios Espinos Y Bofill
naJi 3 KapToHy S.A. (LEBSA), IcnaHisi. Ak HacnifoK 3miHW y
cneumdikalii Ta MeTogax aHanisy 3a nokasHukamm
«CynpoBigHi AOMILLKM» Ta «3-X/I0POAEKBANIHIIO XN0pna»
57. AEPEBIIO Tpasa no 50 r y naykax 3 MpAT YkpaiHa MpAT "NiktpaBn" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/5671/01/01
TPABA BHYTPILUHIM NakeToMm, no "NikTpasn" TUNy - BHECEHHS 3MiH o p. 3.2.P.7. Cuctema peyernma

1,5y thinbTp-nakeTi; no
20 hinbTp-nakeTiB y

KOHTeliHep/3akKynoptoBasibHWiA 3acib, a came BHECEHHS
YTOYHEHHS, OO0 Naykn ANs QinbTp-nakeTis:
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
nauyi abo y navyi 3 «[0aTKOBO Nayky MOXYTb 06ropTaTucs 330BHi MIiBKOKO
BHYTPILLHIM NakeTom noninponizIeHOBO» (3aTBEPKEHO «330BHI Nayku
06ropTalTbCA NAIBKOK NOMINPONINEHOBOI»), 3
BiANOBiAHUMY 3MiHamu B p. "Ynakoska" MKA N13;
3anpornoHoBaHo: MNoapibHeHa cupoBuHa no 50 1 B
nakeTu, BUrOTOB/IEHI 3 Nanepy nakysasbHOro
BOJIOrOCTIliKOr0, abo KpadT-nanepy, abo nanepy
nanepoBoro, abo B NakeTu 3 NAiBK1 NaKyBasIbHOI 3
HacTyMHVMM BKMaAaHHAM B Nayku KapToOHHI. MopoLok
KpynHuiA no 1,5 r B (hiibTp-nakeTun, BUroTOB/IEHI 3
nanepy TepmMo3BapoBasibHOr0 NOPUCTOro, LU0 He
pO3MOKa€, 3 HaCTynHWUM yknagaHHaM no 20 dinbTp-
nakeTiB B NaYk1 KapTOHHI. [loAaTKoBO Nayvkun MOXyTb
o6ropTaTncst 330BHi M/1iBKOK NONINPOMiSIEHOBOO.
MopoLwuok kpynHwWii no 1,5 r B doinbTp-nakeTw,
BUrOTOB/IEHI 3 Nanepy TepmMo3BaploBasIbHOTO NMOPUCTOTO,
LLIO0 He po3MOKae, 3 HaCTYNMHUM yKnagaHHsaM o 20
hiNbTp-NakeTiB B NakeTW, BUrOTOB/IEHI 3 NAIBKX 3
noniMepHVX Martepianis 3 HACTYNMHUM BKIaJaHHAM B
nayky KapToHHI. [lofaTKoBO Nayvkn MOXyTb 06ropTaTucs
330BHi MN/1IBKOKO NONINPONiSIEHOBOIO
58. ANTOKCUH Tabnetku no 0,25 mMr no My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/7365/01/01
20 TabneTtok y 6nictepi; akuioHepHe TOBapuCTBO "HaykoBo- TUMY - NOAAHHSA OHOBEHOTO cepTudikaTa BifnoBigHOCTI peuenmom
no 2 6nictepu B nayuj 3 TOBapuncTBo BMPOOHUUNIA LLEHTP €sponelicbkin hapmakonei Ne R1-CEP 2010-042-Rev
KapTOHY "HaykoBo- "BopLyariBcbkuii 04 ansa A®I| OMrokcuHy Bif, BXe 3aTBepKeHoro
BVPOGHNYNIA XimiKo- BUpo6HUKa Hobinyc EHT, MonbLa. Ak Hacnigok
LeHTp hapmaueBTUYHNI YTOYHEHO HanMcaHHs agpecn BUPOOHNYOT AiNbHUL.
"bopLuariBcbk 3aBofg" MponoHoBaHa pepakuin: Metalowa 6 A Poland-99-300
uii ximiko- Kutno
hapmaneBTuy
HWli 3aBoa”
59. ANKNODEHAK- | renb 1 %, no 40 r abo MpAT YkpaiHa MpAT Ykpaina BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 6es UA/7167/01/01
BIONA no 100 ry ty6ax; no 40 r | dapmaueBTny dapmaleBTUYHA MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUIA 3aci6. peyenma
a6o no 100 r y Ty6ax; no Ha chabpuka habpvka "Biona" KOHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y
1 Ty6i B nayL,i 3 KapTOHY "Biona" MeTofax BMNPOoGYyBaHHsS rOTOBOrO J1ikapCbKoro 3acoby

(He3HayHa 3MiHa y 3aTBEPAXEHNX METOAAX
BMNPOGYBaHHS) - BHECEHHS 3MiHU 10
cneuudikaLii/MeToAiB KOHTPOIO AKOCTI NliKapCbKoro
3acoby n. «Maca BMICTy ynakoBKn» (3MEHLUEHHS
KinbkocTi 3paskiB /13, 06’'eM SKMX BU3HAYaETbLCSA, 3 10-
TM TY6 A0 1 Ty6u); 3miHn | TUnNy - 3MiHKN 3 SKOCTI.
["oTOBUIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasnbHuii 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOrO /iKapCbKOro 3acoby (3MiHa
Macu/06'eMy BMICTY KOHTeliHepa 6aratofgo30Boro
NikapcbKoro 3acoby N5l HenapeHTepaibHOro
3acTocyBaHHs (abo 0HOA030B0r0, YaCTKOBOro




55

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BMKOPWCTaHHS)) - BBEAEHHS A0AATKOBMX YNaKoBOK N0
100 r y Ty6ax namiHaTHMX B nayi abo 6e3 nayku, 3
BiAMNOBIAHUMM 3MiHaMK [0 p. «YNakoBku». BBeaeHHs
3MiH NPOTAroM 6-Tu MiCALB NicNs 3aTBEPAKEHHS; 3MiHU
| Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkunii 3aci6.
CuncTema KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa y
NepBUHHI yNakoBLi roTOBOrO JlikapcbKoro 3acoby
(sKicHWIA Ta KiNbKicHWI cknag) - M'siki Ta HECTEPUIIbHI
piaKi nikapcbki opMu - BBEAEHHSA A0AATKOBUX YNAKOBOK
no 40 r Ta no 100 r y Ty6ax namiHaTHuMX B nayui abo 6e3
nauyku, 3i 3MiHOO SIKICHOTO Ta KiJIbKiCHOrO cknagy
NepBUHHOI ynakoBku (3aTBepakeHo Mo 40 r B Ty6m
a/IIOMIHIEBI 3 BYLLIOHAMW 3 BHYTPILLHIM NOKPUTTAM
nakom) 3 BignoBigHNMM 3MiHAMU [0 P. «YNaKOBKM»
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEPMAKEHHS

60.

OVIN XIT

Kpem; no 15rabo 67 ry
Ty6i; no 1 Ty6i y
KapTOHHIA KopoobLi

MeHTonatym
KomnaHi
Nimiteq

AHrnis

MeHTOonatym KomnaHi
Nimiten

Benvka
BpuTtaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - NOAAHHA OHOBMIEHOTO cepTudikarta BifgnoBigHOCTI
€poneiicbkili hapmakonei Ne R2-CEP 1994-007 - Rev

06 ans pitouoi pevosrHu Methyl salicylate Big Bxe
3arBepaxeHoro BupobHnka NOVACYL, skuii 6yB
[OMOBHEHWI OLHKOK PU3NKIB LLOA0 €1eMEeHTHUX
LOMILIOK BignosigHo Ao Bumor ICH Q3D Guideline for
elemental impurity, Wo npeacTasneHo B AoAaTKy 2 A0
CEP.

6e3
peuyenma

UA/1453/01/01

61.

OIATHOCTVH-
30POB i

MOPOLLIOK A5
OpasIbHOTO PO34MHY MO
55,318 r nopoLuky y
naketi, No 6 nakeTiB y
Kopobui

ToBapucTso 3
06MEXEHO
BignoBigasIbHi
cTHo
"®apmaueBTn
YHa KoMnNaHis
"3popos'a”

YkpaiHa

ToBapucTBO 3
o6mexeHo
BigNoBiAa/IbHICTIO
"®GapmaLieBThyHa
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHSA 3MiH 10 peecTpaLiiiH1ux maTepianis: 3MiHu |
TUMY - NOAAHHS OHOBNEHOTO cepTudlikaTy BiANOBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2002-180-Rev
04 pns A®l Makporon 3350 Bif Ailo40oro BUpo6HMKa
CLARIANT PRODUKTE (DEUTSCHLAND) GMBH,
Germany; 3MiHu | TMny - NOAaHHA HOBOro cepTudikaty
BifNoBigHOCTI €Bponelickkilt hapmakonei Ne RO-CEP
2018-159-Rev 00 gnisa A®| Kanito x1opug Big HOBOro
BMpo6HMka MACCO ORGANIQUES, S.R.O., Czech
Republic fopaTkoBO [0 3aTBEPKEHOIO0 BUPOGHMKA
VASA PHARMACHEM PVT. LTD., India Ta, ik Hacnigok,
npuBefeHHs cneundikaii Ta MeToaiB BXigHOro
KOHTPOIO AKOCTI Y BignosigHicTb Ao CEP B1po6HMKa

6e3
peyenma

UA/15448/01/01

62.

AIAKOBAN

TabneTku, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 500 mkr; no 10
TabneTok y 6nictepi; no
3 abo no 10 6nicTepiB y
KapTOHHIiA ynakoBL,i

TOB "KYCYM
PAPM"

Ykpaina

TOB "KYCYM ®APM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHa
3asiBHUKa (BNacHUKa peecTpaLiiiHoro nocBig4YeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne460) BeeaeHHs
3MiH NPOTAroM 6-TW MIiCALIB 3 AaTV 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3aras/ibHeHnX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
hapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocobu,

3a
peyenmom

UA/16294/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiANOBIAA/LHOI 3a 34ilicCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina

cucteMu dpapmakoHarnsgy) 3miHa ynoBHOBaXeHOI
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 3a hapmakoHarnsg.
[itoua pepakuis: Dr. Sanjay Kumar Mishra.
MponoHoBaHa pegakuis: Mpusnmmpcbka Tamapa
BonoanmupiBHa. 3MiHa KOHTaKTHUX JaHWNX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
hapmakoHarnsg,. 3miHa micus 34iCHeHHss OCHOBHOT
LisiNbHOCTI 3 hapmakoHarnsgy. 3MiHa
MicLe3HaxXoKeHHS MacTep-haina cuctemm
hapmakoHarnsgy Ta iioro Homepa 3MiHu | Tuny -

AAMiHICTpaTVBHI 3MiHW. BuiyyeHHs1 BUpOGHMYOT

AiNbHWLUI (BKAOYaoumn AinbHUL Ans APl npomikHoro
npoAaykTy abo roToBOro slikapcbkoro 3acoby, AinbHuLi
NS NpoBefieHHs NakyBaHHSA, BUPOBHNKa,
BiANOBIA&/IbHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/I0 cepii) abo nocTayanbHyKa BUXigHOTO
MaTepiany, peareHTy abo fOMNOMDKHOI PEHOBUHM (SKLLO
3a3HayveHo y focbe) BunyyeHHs BupobHuka 13 KYCYM
XENTXKEP NBT /1T, IHAisa

63.

JNIOEH3A-
CAHOBE/b

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOLO,
no 5 mr no 14 TabneTok
y 6nicTepi; no 1
6nicTepy y KapTOHHiN
KopoobLi

CaHoBefb
Insy CaHai Be
Tuaxapet
A.LL

TypeyuuH
a

CaHoBernb Inay CaHai
Be Tugpkapet A.LLL.

TypeuyunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHW BHECEHO [0 iHCTPYKLiT A58 MeANYHOro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainu:
"B3aemopis 3 iHLIMMKU NiKapCbkMK 3acob6amu Ta iHLi
BMAM B3aemMogiin”, "Oco6/IMBOCTi 3aCTOCYBaHHS",
"Mo6iyHi peakuii" BigNOBiAHO A0 OHOBEHOI iHhopMaLii 3
6e3nekun Aitoyoi pevyoBuHU

3a
peyenmom

UA/12635/01/01

64.

AYBA KOPA

Kopa no 100 r y naukax 3
BHYTPILLHIM NakeToMm; rno
2,51y dinbTp-nakeTi; no
20 hinbTp-nakeTiB y
nauuyi abo y nauui 3
BHYTPILLHIM NakeToM

MpAT
"Niktpasn”

YKpaiHa

MpAT "NiktpaBn"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3miHn |
TUNY - BHECEHHSA 3MiH g0 p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3acib, a came BHECEHHS
YTOUYHEHHS, WOoA0 Naykn gns ginbTp-nakeTis:
«[0[1aTKOBO Nayky MOXYTb 06ropTaTtucs 330BHi MiBKOKO
noninponineHoBo» (3aTBEPAXKEHO «330BHI Nayku
06ropTalTbCA N/IIBKOK NOMINPONiNIEHOBOIO»), 3
BiANoBiAHMMU 3MiHamMu B p. "Ynakoska"' MKA /13;
3anponoHoBaHo: MNoapibHeHa cupoBuHa no 100 r B
nakeTu, BUTOTOB/IEHI 3 Nanepy nakyBasbHOro
BOJIOTOCTIliKOro, abo KpadT-nanepy, abo nanepy
raseTHoro, abo B nakeTu 3 M/iBKN NaKyBasibHOI 3
HacTYMHUM YKNafaHHAM B Nayku KapTOHHI. MOPOLLIOK
KpynHWiA Mo 2,5 1y goinbTp-nakeTv, BATOTOB/EHI 3
nanepy TepmMo3BapioBasibHOr0 NOPUCTOrO, LU0 He

6e3
peyenma

UA/5860/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

PO3MOKa€E, 3 HACTYMHUM YKnadaHHAM no 20 dinbTp-
nakeTiB B Nayky KapTOHHI. JloAaTKoBO Nayvkun MOXyTb
obropTaTtncs 330BHI NAIBKOIO NO/INPOMNI/IEHOBOIO.
MopoLoK KpynHWiA no 2,5 1y hinbTp-nakeTn,
BUrOTOB/IEHI 3 Nanepy TepM0o3BaploBasIbHOrO NMOPUCTOrO,
LLIO HE PO3MOKAaE, 3 HACTYNMHUM yKnagaHHAM no 20
hiNbTp-NakeTiB B NakeTW, BUrOTOB/IEHI 3 NAIBKX 3
noniMepHuNx matepiasiiB 3 HACTYMHUM YK1agaHHSAM B
nayky KapToHHI. 330BHi Na4Ykn 06ropTatTbCs MNIBKOK
noninponineHoBoto. [JoaaTkoBO Nayky MOXYyTb
obropratucs 330BHi MJ1IBKOKO NONINPONiSIEHOBOD

65.

ErNOHIN®

Tabnetkn no 200 mr; Ne
12 (12x1): no 12
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
Kopoobui

TOB "CaHodi-
ABEHTIC
YkpaiHa"

YkpaiHa

OENBb®APM ODKOH

®paHuis

BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3MiHu |1
TUMY - 3MiHW BHECEHO B iIHCTPYKL,it0 415 MegnyHoro
3acTOCyBaHHS fikapcbKkoro 3acoby Ao po3zinis
"B3aemogis 3 iHWMMK nikapCbKumy 3acobamu Ta iHLLi
BMAM B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo roayBaHHs
rpyaao”, "MepeposysarHs", "Mo6GiyHI peakwii™.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPMAKEHHS; 3MiHK Il TUNY - 3MiHWM BHECEHO B
IHCTPYKL,it0 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ginis "Oco6nnBOCTi 3aCTOCYBaHHA" Ta
"Mo6ivHi peakui”. BBeAeHHA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepkKeHHs

3a
peyerimom

UA/3818/01/01

66.

ErNOHIN®

pO34uH ANa iH'ekuiid, 100
Mr/2 mn Ne 6: no 2 mn B
amnyni; no 6 amnyny
KOHTYPHUX YapyHKax y
KapTOHHiA KOpO6L

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YkpaiHa

OENTb®APM [IKOH

®paHuin

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |1
TUMY - 3MiHW BHECEHO B IHCTPYKLU|it0 418 MeAnYHOro
3acTOCyBaHHS MikapCbKoro 3acoby A0 po3giny
"3acTocyBaHHs y nepiog BariTHOCTi ab0 roflyBaHHs
rpyaat”. BHeceHo pefiakLiiiHi yTOUHEHHs A0 po3ainis
"apMakonoriyHi BnactTueocTi”, "B3aemogis 3 iHWMMmn
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiid",
"OcobnmBocTi 3acTocyBaHHA", "lMepeao3yBaHHA",
"Mo6iuHI peakuii”.

BBeeHHs1 3MiH NpoTAroM 6-T1 micAuis nicns
3aTBEPKEHHST; 3MiHU || TUMY - 3MiHW BHECEHO B
IHCTPYKUit0 415 MEJNYHOIO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ginie "Ocob6nnBOCTI 3aCTOCyBaHHA" Ta
"Mo6iuHi peakuii”. BBeAeHHS 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/3818/03/01

67.

EAAPBIK/IOP®

TabneTku, BKPUTI
NNiBKOBOK 060/I0HKOI0,
40 mr/25 wr; no 14
TabneTok y 6nictepi; no
1 a6o no 2 6nictepn y
KapTOHHI/ KopoobLi

AciHo ®apma
AT

LLiBeiuapi

Takega lpnaHgia N1,
IpnaHgis
(BMpPOGHMLTBO 3a
NOBHUM LK/IOM)

IpnaHgis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TNy - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii 3aci6.
KOHTpO/b roTOBOrO MiKapCbKOro 3acoby - OHOB/IEHHS
BXE 3aTBepA)KEeHNX METO/iB KOHTPO/IIO AKOCTI
nNiKapcbKoro 3acoby, a caMe: BUKIafEeHHS TeKCTy
[lep>XaBHOI0 MOBOIO 3TiHO Cy4aCHWUX BUMOT

3a
peyenmom

UA/15205/01/01

68.

E3OJIOHI®

MOPOLLOK /151 PO34MHY

OPIrAHOCUH

OAE

JEBA XongiHr Ei.

TypeyunHa/

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu |

3a

UA/17087/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ons iH'ekui abo iHdysil
no 40 wr, 1 a6o 10
(h/1aKOHIB 3 NMOPOLLKOM Y
nauui 3

NANDCAEHC
N3 (E® 3ET I

Ec., TypeuunHa
(BUPOBHULTBO
Hepo3acoBaHoro
NPOAYKTY, NepPBUHHE
nakyBaHHs);
Codgpapimexc -
IHgycTpia Kimika e
dapmacstoTika, C.A.,
MopTyranis
(BMpOGHMLTBO 3a
NOBHUM LK/IOM)

MopTyranis

TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
thapmMakoHarnsagy, 3MiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0YaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BigNoBigabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jiCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AisfiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxomkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

peyerimom

69.

70.

E30/IOHI®-20

E3O0/TIOHI®-20

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOLO,
no 20 wmr; no 7 TabneTok
y 6nicTepi; no 1 a6o 2
6icTepy y KapTOHHIN
KopoobLi

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigabHOI 3a
3[jicHeHHs hapmakoHarnaay B YkpaiHi. 3MiHa Micuga
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy.

3a
peyenmom

UA/11328/01/01

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 20 wr; in bulk: no
2500 y noagiliHmx
nakeTax

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus flimiteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3arajlbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AjICHEHHSI hapMaKoHarnsay;

UA/11329/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka gns
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarsay (BK/1H0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOI 0CO6Y 3asBHMKA, BigNoBifabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMkeHHs MmacTep-haiina cucremu
dhapmakoHarnsagy.

71.

E30/IOHI®-40

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOLO,
no 40 wmr; no 7 TabneTok
y 6nicTepi; no 1 a6o 2
6icTepy y KapTOHHIN
KopoobLi

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcus flimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
3[jiCHEeHHSs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jicHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy.

3a
peyenmom

UA/11328/01/02

72.

E3O0/TIOHI®-40

TabneTkn, BKPUTI
NNiBKOBOK 060/IOHKOHO,
no 40 wr; in bulk: no
2500 y noagiliHmx
nakeTax

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus flimiteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu o
y3araslbHeHUx faHvix npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuka Ans
3fiicCHEHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu dhapmakoHarasay) - 3MiHa KOHTaKTHUX AaHnX

UA/11329/01/02




60

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
YMNOBHOB&XEHOI 0CO6Y 3asBHMKa, BigNoBigabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jicCHeHHs1 hapMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemu
dhapmakoHarnsgy.
73. EKSUCTA Kancynu teepgi, no 150 AT "Apameq MonbLa AT "Apaveq ®apma”, Monbua BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/17002/01/02
Mr; no 14 kancyny Papma” Monba TUMY - 3MiHW BHECEHI A0 IHCTPYKLii 415 MeguyHoro peyenmom
6nicTepi, no 2 abo 4 (BMpOGHMLTBO "in 3acTOCyBaHHS NikapcbKoro 3acoby y po3zinu
6nictepy B KOPO6L bulk", nepsuHHe Ta "®apmakonoriyHi BnactusocTi”, "B3aemopisa 3 iHWMMKn
BTOPWHHE NaKyBaHHS,; nikapcbkMun 3acobamu Ta iHLWi B1An B3aeMogiii',
BMPOGHMK NEPBUHHOIO "Mo6iuHi peakuii” BigNoBigHO A0 iHhopmaLii
Ta BTOPUMHHOTO pedrepeHTHOro fikapcbkoro 3acoby J1IPUKA. BeeaeHHs
nakyBaHHs, BUMYCK 3MiH NPOTArOM 6-TW MIiCALB NiCNS 3aTBEPAKEHHS; 3MiHU
cepir) | TMNYy - 3MiHWM BHECeHi [0 iIHCTPYKLii ANA MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainu
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii Woao 6e3nekn
Lit0Y0i pevyoBuHW. BBeAEHHSA 3MiH NPOTAroMm 6-Tu MicauiB
nicns 3aTBepkKeHHs
74. EK3UCTA Kancynu Teepai, no 75 AT "Apamepn Monbua AT "Apavep ®apma”, Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/17002/01/01
Mr; no 14 kancyny Papma” Monbua TUMY - 3MIHW BHECEHI A0 IHCTPYKLiT 4158 MeguyHoro peyenmom
6nictepi, no 2 abo 4 (BUPOGHMLTBO "in 3aCTOCyBaHHS NikapCbKOro 3acoby y po3ainm
6nicTepy B KOPOOL bulk", nepsuHHe Ta "®apmakonoriyHi BnactmsocTi”, "B3aemogis 3 iHWMMN
BTOPWHHE NaKyBaHHS, nikapcbkMK 3acob6amu Ta iHLi BuAW B3aemogiii",
BMPOGHUK NEPBMHHOIO "Mo6ivHI peakuii BignoBigHO A0 iHchbopma,i
Ta BTOPUHHOTO pedhepeHTHOro nikapcbkoro 3acoby J1IPVIKA. BBeaeHHs
nakyBaHHs1, BUMYCK 3MiH NPOTAroM 6-TW MiCAL|B NiCNA 3aTBEPAXEHHS; 3MIHU
cepii) | TMNYy - 3MiHW BHECEHI A0 IHCTPYKLii 418 MeguyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby y po3ainm
"Ocob6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiAMNOBIAHO A0 OHOBMEHOT iHChopMaL,ii oo 6e3nekn
Lito40i pevyoBuHU. BBeAeHHSA 3MiH NPOTAroM 6-Tu MicAuiB
nicns saTBeppkeHHs
75. EMEHA® Kancysm no 125 wmr + Mepk Wapn i LLisefiuapi Brpo6HMLTBO Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | 3a UA/4525/01/01
Kancynu no 80 mr; Joym IAEA a Hepo3acoBaHol Higepnanau TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuyenmom
KoMbGi-ynakoska no 3 M6X NPOAYKLIi Ta KOHTPO/b

kancynu; no 1 kancyni

no 125 mr + 2 kancynu
no 80 mr y 6nictepax y
KapTOHHI 06ropTui; no
1 KapTOHHiIll 06ropTui B
KapTOHHIi Kopo6Li

AKOCTi: Ankepmec
dapma Aiieneng N1a,
Ipnangis;
MepByHHE/BTOPMHHE
nakyBaHHS Ta [03BiN
Ha BUNycK cepii: Mepk

Ta/abo agpecy 3asBHMKA (B/laCHMKA peecTpaviiiHoro
NOCBiJYEHHS) 3MiHa agpecy 3asiBHMKa. 3MiHu | Tvny -
3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3aras/ibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocobu,
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
LWapn i foym B.B., BiANOBIAA/LHOI 3a 34ilicCHEHHA thapmakoHarnagy;
Higepnangn KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cuctemu chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHux
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA, BiANoBiAa/IbHOT 3a
hapmakoHarnsg.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
hapmakoHarnagy. 3miHa MicLe3HaxomKeHHs macTep-
thaiina cuctemmn chapmakoHarnsagy.
76. EHANANPUN- Tabnetkv no 2,5 mr; no TOB "TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/16349/01/01
TEBA 10 TabneTok y 6nictepi; YkpaiHa" OnepeiiwH3 MonaxHg TUNY - BUTYYEHHS BUNPOBYBaHHSA «Po3nagaHH:a» i3 peyenmom
no 3 6nictepu y crneundgikau,ii, LLO 3aCTOCOBYOTLCSA Mif Yac BUPObHMLTBA
KapTOHHI KOpO6Li roTOBOrO /liKapCbKOro 3acoby Ha eTani TabneTyBaHHs
77. EHANANPUN- Tabnetku no 5 mr; no 10 TOB "TeBa YkpaiHa TOB TeBa Monba BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3MiHu | 3a UA/16349/01/02
TEBA TabneTtok y 6nictepi; no YkpaiHa" OnepeiwHs MonaHg TUNY - BUTYYEHHST BUNPOOYBaHHS «Po3nagaHHs» i3 peuenmom
3 abo no 6, abo no 9 cneuudikadlii, L0 3aCTOCOBYHTLCSA Nif, Yac BUPOGHMLTBA
6nicTepiB y KApPTOHHIi roTOBOrO JIiKaPCbKOro 3acoby Ha eTani TabneTysaHHsA
Kopobu,i
78. EHANANPUN- Tabnetkv no 10 wmr; no TOB "TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu | 3a UA/16349/01/03
TEBA 10 TabneTok y 6nicTepi; Ykpaiva" OnepeiilwH3 MNMonaxHg TUNY - BUNYYEHHS BUNPOBYBaHHSA «Po3nagaHH:A» i3 peyenmom
no 3 abo no 6, abo no 9 cneumdikaLli, Lo 3aCTOCOBYIOTLCSA Nif, Yac BUPOGHULTBA
6nicTepiB y KAPTOHHIN roTOBOrO JIiKapCbKOro 3acoby Ha eTani TabneTyBaHHS
KopooLi
79. EHANANPUN- Tabnetku no 20 mr; no TOB "TeBa YkpaiHa TOB TeBa Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | 3a UA/16349/01/04
TEBA 10 Tabnetok y 6nicTepi; YkpaiHa" OnepeiiwH3 MonaHg TMNY - BUTYYEHHST BUNPOGYBaHHS «Po3nagaHHsa» i3 peyenmom
no 3 abo no 6, abo no 9 cneuudikayi, L0 3aCTOCOBYIOTLCSA Nif, Yac BUPOGHMLTBA
6nicTepiB y KAPTOHHIl roToBOro NikapcbKoro 3acoby Ha etani TabnetyBaHHs
Kopoobui
80. EH3UMTAN Apacke no 10 gpaxe y [keHom IHAiA [xeHom BioTek lMBT. IHAiA BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | 6es UA/10790/01/01
cTpwuni; no 10 cTtpunis y BioTek MBT. nra. TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta peuyenma
KapTOHHIA KopobLi; no nTa. thapmakoHarnagy. BeegeHHs abo 3MiHu fo

10 gpaxe y cTpuni; no 1
CTPUNY Y KapTOHHIA
Kopobui

y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0Cco6V 3as1BHMKA, BiANOBIAA/IbHOI 32 hapmakoHarnsag.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
MponoHoBaHa pepgakuis: floktop Capacsari
BeHkaTeluBapa BiTiaBarti. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BiANOBIgaIbHOI 3a
thapmakoHarnsg,. BeegeHHs KOHTakTHOI ocobu
3asBHVKa, BIiANOBIAA/ILHOT 32 hapMakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuis: LWnHkapeHko Jllogmuna
tOpiiBHa. BBeAEHHA KOHTAKTHNX JAaHUX KOHTaKTHOT
0cobw 3as1BHMKa, BIANOBIAA/ILHOT 3a (hapmakoHarnsg B
YkpaiHi
81. EHTEPO®YPU cycneHsis opanbHa, 200 BocHanek a.4. BocHis i BocHanek a.4. BocHis i BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/1991/02/01
n® Mr/5 M; no 90 mn 'y lepuerosun lepuerosuH TMny - 3MiHM B MeToauLi 13 3a noka3HUKOM «CynyTHi peyenmom
chnakoHi; no 1 donakoHy Ha a peyoBUHM», a came B OMUCi MpoLesypy BUHAYEHHS
3 N1aCTUKOBOIO JIOXKKOHO- CynyTHiX Hidhypokcasmnay pevoBuH NOMUIKOBO 6yno
[103aTOPOM Y KapTOHHii nponyLLeHo BBeAEHHS A0 Xxpomartorpady cTaHAapTHOro
Kopobui po3unHy (6), kil 3aBXAN BUKOPUCTOBYBABCS NPU aHaui3i
CYNyTHIX peY0oBUH
82. 3ABILE®DTA NOpOLLOK An1a MNOAN3EP CLIA nakco OnepenwH3 Benuka BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3MiHu | 3a UA/17440/01/01
KOHLEHTpaTy aNns EVY.CL.IL. HOK T4 TpengiHr ec BpuTanisa/ TUNy - AOMOBHEHHS crneundikaLii HOBUM MOKa3HMKOM Ta peuenmom
pO3uMHY Ans iHdysili, no | KOPMOPEWLL nakco Bennkom ITanis BiANOBIigHWM MeTof0M BunpobyBaHHsa Total Thickeness
2000 mr/500 mr no 10 H OnepeiiwHs, Benvka

(pN1aKoHIB 3 MOPOLLKOM Y
KapTOHHIA Kopoo6Li

BpuTaHis
(BpOGHNLTBO
CTEpUILHOIO
HaniBNpoayKTy);
EiCiEc Jo6dap
C.n.A., ltanis
(BUpPOGHMLTBO,
nakyBaHHs1, KOHTPO/1b
AKOCTI Ta BUMYCK cepi)

Ans 6esnocepefHbOl ynakoBku APl (aBa repmeTuyHi
MilKn. BBEAEHHS 3MiH NPOTAromM 6-T MicsLiB micns
3aTBepKEHHS; 3MiHU | TNy - AONOBHEHHS cnevudikauii
HOBWM MOKa3HWMKOM Ta BifNOBiAHUM METOAOM
BMNPOGYBaHHs1 CTepusbHICTb AN1s1 6e3nocepeaHbOi
ynakoBku A®| (4Ba repmMeTUYHi Milwku). BBegeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN |
TUNY - JONOBHEHHSA crevuundikalii HOBUM NOKa3HWKOM Ta
BiANOBIAHMM MeToAoM BMNpobyBaHHA Thickeness ans
30BHIiLLHbOI ynakoBku A®I (cTepunizoBaHwuii
NaMiHOBaHWUI MILLIOK 3 a/THOMIHIl0 B MOEAHAHHI 3 HU3bKOKO
LWiNbHICTIO). BBEAEHHS 3MiH NPOTAroM 6-T1 MicAUIB nicns
3aTBEPKEHHS;
3MiHK | TUNY - 4ONOBHEHHS cneumdikavii HOBUM
NOKa3HMKOM Ta BiANOBIAHAM METOLOM BMMPOOYBaHHA
BakTepianbHi eHA0TOKCUHY ANns 6e3nocepeHbol
YyNakKoBKM (BHYTPILLHI nakeT) A®I (cTepunbHuii
ABibakTamy HaTpito). BBeAeHHS 3MiH NpOTArom 6-Tu
MICALIB MiCNA 3aTBEPLKEHHS; 3MiHW | TUMY - JONOBHEHHSA
crneundikayii 4na 6e3nocepeHbOl ynakoBkm Ad|
(cTepunbHuii ABibakTamy HaTpito) n. laeHTudikauis IR.
BBefieHHs 3MiH NpoTArom 6-T MicALiB nicns
3aTBEPKEHHS; 3MiHW | TUNY - AONOBHEHHS cneumdikawii
NS 30BHILUHBLOT ynakoBku A®| (cTepunizoBaHmii
NaMiHOBMIA MiLLOK 3 a/THOMIHil0 B MOEAHAHHI 3 HU3bKOH
WiNbHicTO) M. lgeHTudikauis IR. BBegeHHs 3MiH
NPOTArom 6-TW MicsAUIB NicNs 3aTBEPAKEHHS; 3MiHM |
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

TUNY - JONOBHEHHSA crneuudikalii HOBUM NOKa3HMKOM Ta
BignoBigHMM MeToA0M BUNpobyBaHHA Thickeness ans
6e3nocepeHbOl ynakoBku (BHYTPILWLHIM nakeT) ans Adl.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEPKEHHS; 3MiHU | TNy - AONOBHEHHS cnevudikauii
ans 6esnocepefHbOi ynakoskn A®| (CTepunbHWi
ABibakTamy HaTpito) n. BakTepiasibHi eHAOTOKCUHN.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPIKEHHS;
3MiHM | TUNy - BBEAEHHSA anbTepHaTuBHUIA meTog ICP —
OS 10 BXe 3aTBepxeHoro metoay otomeTpii Ansa p.
KinbkicHe BU3HaueHHs1 HaTpilo. BBeAeHHA 3MiH MPOTAroM
6-Tv MicALIB MiC/1A 3aTBEPLKEHHS; 3MiHM | Tuny -
BBE/IEHHS a/IbTEPHATUNBHMIA MeToz, a30Boi
xpomatorpadii gns p. 3a/IMLLKOBI PO3UMHHNIKA.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPKEHHS; 3MiHU | TUNy - OHOB/IEHHA MeToay BEPX,
AKNIA BUKOPWCTOBYETLCA A/18 TECTYBaHHSA HATPIt0
Aibaktamy Ha eHaHTiomep ABibakTamy (2R, 5S), a
came npu NigroTosLi cTaHA4apTy. BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMAXKEHHS; 3MiHN |
Tuny - gofasaHHs BupobHuka ACS Dobfar S.p.A, Viale
Addetta, 2a/12-3/5,20067 Tribiano (NI), ITanis Corden
Pharma Latina S.p.A, Via Del Murillo, km, 2800, 04013
Sermoneta (LT),lTanisa, Sk ginbHULI, WO BigNOBiAa0TL 3a
BMPOGHMLITBO Ta BUNPOBYBaHHA aKTVBHOT PEYOBUHN
CTEpUIbHOrO aBsibakTtamy HaTpito. 36iMbLIEHHSA PO3Mipy
cepii 2, 9 pasiB 3 104 kr Ha 300 kr). BBegeHHsA 3MiH
NPOTArom 6-Tv MiCALIB MicNa 3aTBEPMKEHHS; 3MiHN |
Tuny - gogasaHHs BupobHuka ACS Dobfar S.p.A, Viale
Addetta, 2a\12-3\5,20067 Tribiano (NI), ITanis Corden
Pharma Latina S.p.A, Via Del Murillo, km, 2800, 04013
Sermoneta (LT),lTanisa, sk ginbHULi, WO BigNOBIAAIOTL 3a
BMPOGHMLITBO Ta BUNPOBYBaHHA aKTVBHOT PEYOBUHN
CTepW/IbLHOrO aBibakTaMy HaTpito. 36iNbLUEHHS Po3Mipy
cepii 2, 9 pasiB 3 104 kr Ha 300 kr). BBegeHHsA 3MiH
NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMAXKEHHS; 3MiHN |
TUNYy - BUyYeHHs BUpobHuka Glaxo Operation UK Ltd
(Glaxo Wellcome Operations) North Lonsdale Road ,
Ulverston, Cumbria, LA 12 9 DR, United Kingdom.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - AONOBHEHHS cneuudikawii
Onsa 6e3nocepefHbOI ynakoBku A®| (CTepunbHMi
ABibakTamy HaTpito) N. CTepu/bHICTb. BBEAEHHSA 3MiH
nNpoTArom 6-Tn MiCALB NiCNa 3aTBEPMKEHHS; 3MiHM ||
TMNy - foAaBaHHS BUPO6HMYOI AinbHuyi Corden Pharma
Latina S.p.A. 3amicTb Glaxo Operations UK Ltd.
36inbLweHHsA po3mipy cepii A®I HacnigKom Uiei 3miHn €
36i/1bLUEHHST po3Mipy cepii B 2, 9 pasiB 3 104 kr Ha 300
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Kr). BBEAEHHS 3MiH NPOTArom 6-T1 MicAUIB micns
3aTBEpPKEHHS; 3MiHu || Tuny - fofaBaHHA BUPOGHUYOT
AinbHuui ACS Dobfar S.p.A. 3amicTb Glaxo Operations
UK Ltd. 36inblieHHs po3mipy cepii A®| Hacnigkom Liei

3MiHUM € 36iNbLUeHHA po3mipy cepii 2, 9 pasiB 3 104 kr Ha
300 kr). BBegeHHs 3MiH npoTsrom 6-Tv micsuiB nicns
3aTBEPAKEHHS

83.

30KCI

TabneTku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 250 mr, no 3
Tabnetkn y 6nictepi; no
1 a6o no 2 6nictepn y
nadui 3 KapToHy

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MmiHu [o
y3araslbHeHUx JaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocoow,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBiAaNbHOI 3a
3[jiCHeHHs hapmakoHarnaay B YkpaiHi. 3MiHa micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/17229/01/01

84.

30KCI

TabneTku, BKpUTI
N1iBKOBOK 060/I0HKOIO,
no 500 mr, no 3
Tabnetku y 6nictepi; no
1 a6o no 2 6nictepn y
nadui 3 KapToHy

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3aMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsay 3assHuka Anas
3AiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLO BOHA
BiAMIHHA Bifl YyNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MilLeHHI MacTep-gaiina
cucTeMu hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAMnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnisgy.
3MiHa MicLle3HaxX0MKEHHS MacTep-dhaitna cuctemm

3a
peyenmom

UA/17229/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

thapmakoHarnsgy

85.

30TEK®-200

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 200 mr no 10
Tabnetok y 6nictepi; no
1 a6o 10 6nictepiB y
KapTOHHIA KopooLi

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BigMiHHa Bifg, yNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

6e3
peyenma -
Ne 10; 3a
peyenmom -
Ne 100

UA/11501/01/01

86.

30TEK®-200

TabneTku, BKPUTI
N1iBKOBOK 060/I0HKOIO,
no 200 wmr in bulk: no
2500 TabneTok y
noABiliHMX nakeTax 3
p0NbI NOMIEeTUIEHOBOT

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3assBHuka Anas
3AiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHKKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cucremu
hapmakoHarnsgy

UA/11502/01/01

87.

30TEK®-300

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 300 mr no 10
TabneTok y 6nictepi; no
1 a6o no 10 6nicTepiB y
KapTOHHIi Kopo6Li

OPTAHOCVH
NAADCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navid
CaeHcu3 flimiteq

IHgis

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu |
TUNYy - 3MiHK Woa0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3aras/ibHeHnX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
hapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocobu,

6e3
peyenma -
Ne 10; 3a
peyenmom -
Ne 100

UA/11501/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

BiANOBIAA/LHOI 3a 34ilicCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina

cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M 3as1BHYMKA, BiANoBiAa/IbHOT 3a
3[jiCHEeHHsT dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucrtemu
chapmakoHarnsgy

88.

30TEK®-300

TabneTkn, BKPUTI
N1iBKOBOK 060/1I0HKOMO,
no 300 mr in bulk: no
2500 TabneTok y
noABiliHMX NakeTax 3
honbr1 NonieTuIeHoBol

OPFAHOCWH
NIANOCAEHC
W3 (E® 3ET 1)

OAE

EBepTogxeH Navid
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpauiiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
(BBEiEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHar/say B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifabHOT 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MmacTep-haiina cuctemu
hapmakoHarnsagy

UA/11502/01/02

89.

30TEK®-400

TabneTku, BKpUTI
N1IBKOBOK 06OJTI0HKOLO,
no 400 mr no 10
Tabnetok y 6nictepi; no
1 a6o no 10 6nictepiB y
KapTOHHIA Kopoo6Li

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTompKeH Naiich
CaeHcus flimiteq

IHais

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
MRy - 3MiHW WoAo 6e3nekn/etheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0cobM 3 thapmakoHarnagy 3assHuKa 4ns
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicHeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemMu thapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XXEHOT 0CO6M 3asBHMKA, BifNoBigabHOI 3a

6e3
peyenma -
Ne 10; 3a
peuyenmom -
Ne 100

UA/11501/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoOBigaNbHOI 3a
3[jicHeHHs hapmakoHariaay B YkpaiHi. 3MiHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy
90. 30TEK®-400 TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomxeH Navidh IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | - UA/11502/01/03
NAiBKOBOK 060/IOHKOHO, NAN®CAEHC CaeHcu3 Jlimiteq UMYy - 3MiHK WoA0 6e3nekn/epekTMBHOCTI Ta
no 400 mr in bulk: no N3 (E® 3ET 1) thapmakoHarnsgy. BeegeHHs abo 3miHu o
2500 TabneTok y y3arajibHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
noABiliHMX nakeTax 3 (BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
honbrv NonieTuNeHoBOI thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANbHOI 3a 34iliCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0c0o6u 3 hapMakoHarnagy 3asBHuka ans
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
3[jiCHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cucrtemu
chapmakoHarnsgy
91. IBY®EH® AN cycneHsist opasibHa, 100 dapmaneBTuy Monbwa dapmaueBTUYHWI Monbwa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3MiHa 6e3 UA/9215/01/01
DITEN Mmr/5 mn; no 100 mny HW 3aBOf, 3asof "MOJIbGAPMA" 3asBHMKa (BNacHvKa peecTpauiiiHoro nocBig4eHHs) peyenma
MAJIMHA nnactukosomy (MNET) «MONb®APM C.A. Bigain MepaHa B (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460). BeeaeHHs
oNakoHi 3 A» C.A. Cepagsi 3MiH NPOTArom 6-Tu MiCALIB NiCAs 3aTBEPAKEHHS. 3MiHU
nosieTuIeHoBUM | Tuny - AQMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
aganTtepom; rno 1 Ta/abo agpecu MicLs NPOBaKEHHS AiSNbHOCTI
hnakoHy pasom 3 BMPOGHMKa/iMnopTepa roToBOro JlikapcbKkoro 3acoby,
LINPULEM-[03aTOPOM B BK/IOUA0UM AiNbHULI BUMYCKy cepii abo micue
KapTOHHIA navui NPOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKYy
BiANOBiAa€ BUPOOHMK/iMNOPTEp, BKKOYAKOUM BUMYCK
cepiii) - 3miHa Ha3BuM BUpo6HKKa 13, 6e3 3miHM micus
BMPOGHMLTBA. BBEAEHHSA 3MiH NPOTAroM 6-Tv MicsLiB
nicns 3aTBePKEHHS.
92. IBY®EH® 4N cycneHsis opanbHa, 100 dapmaLeBTuy Monbua dapmaLeBTUYHNIA Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHa 6e3 UA/11881/01/01
DITEA mr/5 mn no 100 a6o no HWi 3aBOf, 3aBof "MOJIb®APMA" 3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigYeHHs) peyenma
nonyHmnuAa 120 mMn1y n1acTMKOBOMY «MONb®APM C.A. Bigain MegaHa B (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). BeaeHHs
dhnakoHi; no 1 dpnakoHy A» C.A. Cepapgsi 3MiH NPOTAroM 6-Tu MiCAUIB Nicna 3aTBepKEHHs. 3MiHK

3i LWINPULOM-403aTOPOM
Y KapTOHHI nayui

| TNy - AOMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLUs NPOBaKEHHS AiSNbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUNYCKY cepii abo micue
npoBeAEeHHs KOHTPOJIH SKOCTI. (AiANbHICTb, 3a AKY
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiANOBiAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK
cepiii) - 3miHa Ha3BM BUPO6HKKa 13, 6e3 3MiHK Micus
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsuiB

nicns 3aTBepAKEeHHs.

93.

IBIKAPA® A

Tabnetku no 40 mr/10
Mr; N0 7 TabneTok B
anoMiHieBomy 6nicTepi,
no 2 abo 4 6nictepn y
KapTOHHI/ KopoobLi

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcus flimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHu [o
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarniagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarnisay B YkpaiHi. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/16928/01/02

94.

95.

IBIKAPA® A

Tabnetku no 40 mr/5 wmr;
no 7 TabneTok B
a/TloMiHiEBOMY biicTepi,
no 2 a6o 4 6nicrepu y
KapTOHHiA KOpO6L

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I)

OAE

EBepTomxeH Navich
CaeHcus flimiTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHUx faHvix npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3assHuka Anas
3fiicHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHYVKA, BiANoBiAaIbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarisgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucremu
hapmakoHarnagy

3a
peyenmom

UA/16928/01/01

IBIKAPA® A

Tabnetku no 80 mr/5 mr;

no 7 TabneTok B

OPTAHOCUH
NANGCAEHC

OAE

EBepTomxeH Navid
CaeHcu3 JlimiTeq

IHgis

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu |
TUNY - 3MiHK Woa0 6e3nekn/epeKTUBHOCTI Ta

3a

UA/16928/01/03

peyenmom
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

anoMiHieBomy bnicTepi,
no 2 abo 4 é6nictepn y
KapTOHHI KopoobLi

N3 (E® 3ET I

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BignoBiganbHOI 3a
3fiicHeHHs hapmakoHarnfay (BKIHYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigaNbHOI 3a
3[jicHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
thapmakoHarnsgy

96.

IBIKAPA® A

Tabnetku no 80 mr/10
Mr; o 7 TabneTok B
antomiHieBomy bnictepi,
no 2 a6o 4 6nictepn y
KapTOHHIA KopooLi

OPTAHOCVIH
NANDCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Navidh
CaeHcu3 Jlimiteq

IHAjsA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
UMYy - 3MiHK WoAo 6e3nekn/ehekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu Ao
y3araslbHeHVX faHux npo cuctemy dpapmakoHarnisagy
(BBEIEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3assHuka a1
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucTemMu thapmakoHarsiagy) - 3MiHa KOHTakTHUX AaHnX
YyNOBHOBaXEHOI 0CO6M 3as1BHYKA, BiANoBiAa/IbHOT 3a
3[jiCHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6W 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cuctemu
hapmakoHarnsgy

3a
peyenmom

UA/16928/01/04

97.

IBIKAPA® H

Tabnetkv no 40 mr/12,5
Mr no 7 TabneTok B
antoMiHiesomy bnictepi,
no 2 6nictepn y
KapTOHHIA KopobLi; no 7
TabneTok B
aTloMiHiEBOMY biicTepi,
no 4 6nictepun y

OPTAHOCWH
NAADCAEHC
N3 (E® 3ET I

OAE

EBepTopxeH Nanidg
CaeHcu3 Nlimiteq

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3ara/lbHeHrX faHux Npo cucteMmy dpapMmakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoou,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHuKa Ans

3a
peyenmom

UA/16929/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

KapTOHHI/ Kopoo6Li

3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0CO6MU, BiANoBigaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIHYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3as1BHMKA, Bi4NoBigaNbHOI 3a
3[jicHeHHs hapmakoHariaay B YkpaiHi. 3MiHa micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

98.

IBIKAPA® H

TabneTkn no 80 mr/12,5
Mr no 7 TabneTok B
antomiHieBomy bnictepi,
no 2 6nictepu y
KapTOHHI KopobLi; no 7
TabneTok B
anoMiHieBomy 6nicTepi,
no 4 6nictepu y
KapTOHHI/ KopoobLi

OPTAHOCVH
NANDCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Navidh
CaeHcu3 Jlimiteq

IHAjsA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
MMy - 3MiHK Woao0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu Ao
y3araslbHeHVX faHux npo cucteMy dpapmakoHarnisagy
(BBEIEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3assHuka a1
3[jiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAa/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-tharina
cucTemMu thapmakoHarsiagy) - 3MiHa KOHTakTHUX AaHnX
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3[jiCHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6W 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iICHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cuctemu
hapmakoHarnsgy

3a
peyenmom

UA/16929/01/02

99.

IBIKAPA® H

Tabnetku no 80 mr/25 mr
no 7 TabneTok B
antoMiHiesomy bnictepi,
no 2 6nictepn y
KapTOHHIA KopobLi; no 7
TabneTok B
a/TloMiHiEBOMY biicTepi,
no 4 6nictepu y
KapTOHHiA KOpO6L

OPTAHOCWH
NAADCAEHC
N3 (E® 3ET I

OAE

EBepTopxeH Nanidg
CaeHcu3 Nlimiteq

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3miHn |
TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3ara/lbHeHrX faHux Npo cucteMmy dpapMmakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynosHOBaXKeHoi ocoou,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa Ans
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, kL0 BoHa
BigMiHHa Big, yNOBHOBaXXEHOT 0COOMU, BifgnoBigabHOI 3a
3pificHeHHs hapMakoHarnsay (BK1HYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cmcTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0Co6M 3asiBHMKA, BifnoBiAa/ibHOI 3a

3a
peyenmom

UA/16929/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoOBigaNbHOI 3a
3[jicHeHHs hapmakoHariaay B YkpaiHi. 3MiHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

100.

IK3M

nopowok ans 50 mn
opasibHOI cycneHsii, 100
Mmr/5 M, 1 donakoH 3
MPOLLUKOM pa3oMm 3
MIPHUM CTaKaH4YMKOM Y
KapTOHHI ynakosL,i

JoniH NlimiTeq,

IHAjA

NioniH NimiTeq

IHAjsA

BHECEHHS 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBaHHSA Y
cucTemi Sl. TepMiH BBeAEHHS 3MiH NPOTArom 6 MicsuiB
nicns 3aTBepKEHHS.

3a
peyenmom

UA/4880/01/01

101.

102.

IK3M

nopoLuok ans 50 mn
opasTbHOI cycneHsii, 100
Mr/5 M, 1 donakoH 3
MOPOLLKOM pasom 3
MiPHVAM CTaKaH4YMKoM y
KapTOHHIA ynakoBLi

Monin Mimiteq

IHais

ToniH NimiTen

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu |
TMny - 3MiHKM Woao 6e3nekn/edekTUBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 thapMakoHarnagy 3assHuKa gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BifAMiHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3[ilicCHEeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cuctemMu chapmakoHarnagy) - 3MiHa ynoBHOBaXeHOI
0Cco6M 3as1BHMKA, BiAnoBiAa/IbHOI 3a hapmakoHarnsg.
[Oitova pepakuin: Dr. Priya Prasad. MNponoHoBaHa
pefakuis: Shahnawaz Ibrahim. 3miHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHOT 0CO6M, BigNOBiga/IbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOT 0cobM 3asiBHMKa,
BiAANOBIAa/IbHOI 3a hapmakoHarnag B YkpaiHi. [ioua
pegakuisi: Bondar Galyna Aleksiivna. NMponoHoBaHa
pepakuis: Onyshchuk Liudmyla Valeriivna. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0COBU 3asBHNKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsag B YkpaiHi. 3miHa
MicLS 34iACHEHHS1 OCHOBHOI AisfiNIbHOCTI 3
hapmakoHarnagy. 3MiHa MicLie3HaxoMkeHHs MacTep-
dhaiina cuctemmn chapmakoHarasigy Ta ioro Homepa.

3a
peyenmom

UA/4880/01/01

IMOBAH®

TabneTku, BKPUTI
060/10HKOt0, No 7,5 mr;
Ne 14 (14x1): no 14
TabneTok y 6nictepi, no
1 6nicTepy B KapTOHHIiA
Kopobui

TOB "CaHoi-
ABeHTIC
YkpaiHa"

YKpaiHa

CaHodpi BiHTpon
IHpacTpia

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
™My - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOro MikapcbKoro 3acoby (3miHa
KiNbKOCTi 0AVHMLE (Hanpuknag TabneTok, aMmmys TOLLO)
B ynakoBL,i:) - 3MiHa no3a Ajiana3oHoM 3aTBepmAKEeHNX
PO3MIipiB yNakoBKM - 3MiHa PO3Mipy NEPBUHHOI YNakoBKY
N13i3 Ne 20 (20x1) Ha Ne 14 (14x1), 3 BignoBigHUMM

3a
peyenmom

UA/5634/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
3MiHaMu B po34ini «YnakoBka», 6e3 3MiHU NePBUHHOIO
nakyBa/lbHOro mMatepiasny. 3MiH/ BHECEHO B IHCTPYKLitO
ONA MeAMYHOro 3aCTOCYBaHHSA Yy pO3fiN «YnakoBka»
(3MiHa po3mipy ynakoBkw) 3 BignNOBIiAHUMM 3MiHAMM Y
TeKCTi MapKyBaHHS yNakoBKU NikapCcbKoro 3acooby.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEpPMAKEHHS
103. | IHOAHPUKC cycnensis (DTPa-HBV- nakcoCmiTKn Benvka nakcoCmiTKNsAiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/16235/01/01
FEKCA™/INFA IPV) gns iH’ekuiin no 0,5 AnH EkcnopT BputaHis Bionoaxikans C.A TUNYy - OAaBaHHA TECTY A/1A BUABNIEHHSA BUOAUMUX peyenmom
NRIX HEXA™ mn (1 gosa) Ta Nimiteq yactok (Practiculate matter by visual inspection) 3
KOMBIHOBAH niodpinizat (Hib); 1 BiZANOBIAHUM KpUTEPIEM NPUIAHATHOCTI B NPOLIECI
A BAKUUHA nonepeAHL0 BMpOG6HMLTBA (In-process QD testing)
And HanoBHEHWI
MPO®INTAKTUK | opgHopasoswii wnpuy, (no
N QUDTEPII, 0,5 mn (1 gosa)) y
NMPABLA, KOMMAEKTi 3 gBoMa
KALUJTHOKY rofikamy Ta oNakoH 3
(ALENONAPH niogpinizatom (Hib) gns
nn 1 003u, WO 3MiLWyTbCA
KOMIMOHEHT), nepes BUKOPUCTaHHAM;
FENATUTY B, no 1 a6o no 10
MONIOMIENITY | nnacTMKoBUX
TA KOHTEHEpIB Y KapTOHHIlA
3AXBOPHOBAH | kopobui
bl
3BYAHVKOM
AKX €
HAEMOPHILUS
INFLUENZAE
TNy B
104. | IHOAHPUKC™ CyCneHsisi oNns iH'ekLiiA; nakcoCmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/13939/01/01
InB no 0,5 mn y nonepeaHLo0 AlH EkcnopT BpuTaHia Bionoaxikans CA TUMy - peecTpalis anbTepHaTUBHOI PEYOBMHMU, L0 peyenmom
KOMBIHOBAH 3arnoBHEHOMY Nimiteq BUKOPUCTOBYETHLCA AK KOMMOHEHT NOXWBHOIO
A BAKUVHA 0 HOpPa30BOMY LUMPULL Y cepefoByLLa Mif Yac BUpoOHMLTBA. 3anponoHoBaHo: L-
ansa KOMMNEKTI 3 r0fIKOt0; NO Lysine dihydrochloride or L-Lysine monohydrochloride +
MPO®PIIAKTUK | 1 a6o 10 nonepedHbo HCI 37%
N AUGTEPII, 3aMoBHEHUX
NMPABLA, 0/JHOPA30BUX LIMNPULB Y
KALLUJTFOKA n1acTUKOBOMY
(ALUENONAPH KOHTeliHepi; no 1
ni KOHTelHepy B KapTOHHIlA
KOMIMOHEHT) Kopobui
TA
noniomMienitTy
105. | IHPAHPUKC™ cycnensis (DTPa-IPV) nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | 3a UA/15832/01/01
INB XIB / Ans iH'ekuii no 0,5 mn (1 AiH EkcnopT Bputanis Bionoaxikans C.A. TUNy - peecTpauis anbTepHaTUBHOI PeYOBUHMU, L0 peuyenmom
INFANRIX™ [o3a) Ta niodinisar Nimiteq BUKOPUCTOBYETLCA AK KOMMOHEHT MOXWUBHOIO
IPV HIB (Hib); cycneHsia (DTPa- cepefoByLa Nig Yac BUpo6HMLUTBA. 3anponoHOBaHO: L-
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
KOMBIHOBAH IPV) pns iH'ekuin no 0,5 Lysine dihydrochloride or L-Lysine monohydrochloride +
A BAKUVHA Mn (1 gosa) y HCI 37%
ansa nonepeaHs0
MPO®PINAKTUK | HanoBHeHOMY
N AUGTEPII, 0/IHOPa30BOMY LLMPUL]
NMPABLA, Nel y komnnekTi 3
KALUTHOKY [BOMa rosikamu Ta
(ALEENONAPH niodpinizat (Hib) y
nin chnaxoHi Nel, wo
KOMMOHEHT), | 3miwyoTbcs nepeg,
NONIOMIENITY | BUKOpUCTaHHAM: no 1
TA nonepegHLoO
3AXBOPHOBAH | HanoBHeHOMY
b, 0/IHOPa30BOMY LUMPULLY
3B6YAHNKOM y KOMMN/EKTi 3 ABOMa
AKNX € ronkamu Ta 1 donakoHom
HAEMOPHILUS | 3 niochinizatom (Hib) y
INFLUENZAE BaKyYMHiii CTEPUNbHIN
TNy B ynakosui; no 1
BaKyyMHili CTEpUNbHIl
yMakoBLi Y KAPTOHHIi
Kopobui
106. | ICEHTPECC TabneTku XyBasibHi N0 Mepk LWapn i LLiBeiiuapi BUPOBHMK cuwa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/9325/02/01
25 mr; no 60 TabneTok Joym IAEA a Hepo3dacoBaHol HigepnaHngm TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib. peyenmom
XyBa/IbHUX Y (DN1aKOH; 6X npoaykuii: MareoH CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
no 1 cpnakoHy B dapmacbioTikans IHkK., ymoBax 36epiraHHsi roTOBOrO /ikapCbKOro 3acoby
KapTOHHI KOpooLyi CLUA; nepBrHHe Ta (36iN1bLUEHHST TEPMIHY NPUAATHOCTI TOTOBOTO JTiKAPCLKOr0
BTOPVHHE MaKyBaHHS, 3aco0y) - [lna ToproBoi ynakosku (MigTBepaKy€ETbCS
[03BiN Ha BUNYCK OaHUMK peasibHOro Yacy) - 36i/bLUEHHS TEPMiHY
cepii: Mepk LWapn i NpUAATHOCTI FOTOBOTO JTiKAPCLKOro 3aco6y Ha OCHOBI
[Joywm B.B., NO3UTUBHUX pPe3y/bTaTiB JOBFOCTPOKOBUX AOCAIMKEHD
HigepnaHan cTabinbHOCTI y peasibHOMY Yaci: 3aTBepKeHo: TepMiH
npuaaTHOCTI. 2 poKW. 3anponoHoBaHO: TepMiH
NpuAaTHoOCTI. 3 POKKU. 3MiHW BHECEHO B IHCTPYKLiO A/1A
MeAMYHOro 3aCTOCYBaHHA /likapCbKoro 3acoby y p.
"TepmiH npugaTtHocTi". BBeAEHHS 3MiH NpoTAroM 6
MicsUiB MicNsa 3aTBEPKEHHSA
107. | ICEHTPECC TabneTkv XyBasibHi No Mepk Wapn i Lseliuapi BUPOGHUK CLUA/ BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA/9325/02/02
100 wmr; no 60 TabneTok Ooym IAEA A Hepo3dacoBaHoi HigepnaHan MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUIA 3aci6. peuenmom
XYBasIbHUX Y (DNIAKOH; M6X npoaykuii: MareoH CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo

no 1 donakony B
KapTOHHI KOpooLyi

dapmacbioTikans IHkK.,
CLUA; nepBrHHe Ta
BTOPWHHE NaKyBaHHS,
[03BiNT Ha BUMYCK
cepii: Mepk LWapn i
Joym B.B.,
Higepnangm

ymoBax 36epiraHHs roToBoro nikapcbkoro 3acoby
(36iN1bLUEHHST TEPMIHY NPUAATHOCTI TOTOBOTO JTiKAPCLKOr0
3acoby) - [ns ToproBoi ynakosku (MigTBEPAXKYETLCA
[aHVMU peanbHOro yacy) - 36ibleHHsA TepMiHy
NpWAATHOCTI FOTOBOTO JTiKAPCLKOro 3aco6y Ha OCHOBI
NO3UTUBHUX pPe3y/nbTaTiB AOBrOCTPOKOBUX AOCAIMKEHD
CTabiNIbHOCTI Y peasibHOMY Yaci: 3aTBepkeHo: TepMiH
NPWAATHOCTI. 2 poKW. 3anponoHoBaHo: TepMiH
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

npuaaTHOCTi. 3 pokn. 3MiHV BHECEHO B iHCTPYKLt0 415
Me/[IM4YHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y p.
"TepmiH npugaTtHocTi". BBeAEHHS 3MiH NpoTAromM 6

MicsILiB Micnsi 3aTBepPApKEHHSI

108.

KAMBLIO
Xnopup,

pO34uH ANs iH'ekuiid, 100
mr/mn; no 5 mn a6o no
10 mn B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIli ynakoBLii; no
2 KOHTYpPHI YapyHKOBI
ynakoBKM B NauLi

TOB
"APTEPIYM
nTg

YKpaiHa

MAT "Tanuuchapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo

ymoBax 36epiraHHsi roTOBOro Nikapcbkoro 3acoby (iHLwui
3MiHW) - 36iNbLUEHHS TEPMiIHY NPUAATHOCTI 3 2 POKIB Ha
6iNbLLU TPUBAINIA TEPMIH - 3 POKM, HA OCHOBI NO3UTUBHMX
pe3ynbTaTiB 4OBrOCTPOKOBUX AOC/IAKEHb CTabiNbHOCTI
y peanbHOMy yaci.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPKEHHS.

3a
peyenmom

UA/17873/001/01

109.

KAMETOH

aepo3osib no 30ry
6as1oHi aepo30/bHOMY;
no 1 6as10Hy B Naywj 3
KapToHY

TOB
"Mikpochapm"

YKpaiHa

TOB "Mikpochapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3miHn |
TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpO/1b FOTOBOrO Nikapcbkoro 3acoby. 3miHa
napameTpiB cneyndikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby; CynyTHA 3miHa - 3MiHu 3
AKOCTI. FOTOBMIA Nikapcbkuii 3aci6. KOHTPONb roToBoOro
nikapcbKoro 3acoby. 3miHa y MeTogax BUNpoGyBaHHS
roTOBOrO JlikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMXXEHNX METOAAX BUNPOGYBaHHS) - BHECEHHS
3MiH go Cneuyudpikauii/MeTopais BunpobyBaHHs M3,
30Kpema: - 3a nokasHukamm “laeHTudpikauis® - pefakuinHi
YTOUYHEHHS Y cneuudikauii Ta MeTofax BUNpobyBaHHS; -
3a NokasHukamMm "KinbKicHe BU3HAUYEeHHS" - pedakuiiHi
YTOYHEHHSA y crieundikaLii; 3MiHu | Tuny - BHECEHHSA 3MiH
Ao MeTogis BunpobysaHHA /13, 30kpemMa: BUTyYeHHs
METOAMKM BUNPOOYBaHHs (MeToa MX) 3a MOKa3HMKOM
"KinibkicHe BM3Ha4YeHHA" 3 BUKOPUCTaHHAM CKISHOI
KOMIOHKM, OCKINbKM € a/lbTepHATVBHA METOANKM
BMNPOGYBaHHs (MeToA MX) 3 BUKOPUCTaHHAM KanifnspHo-
KBapL,eBOI KOMOHKW; 3MiHW | TUMY - BHECEHHS 3MiH [0
MeTopy BunpobysaHHs /13 3a nokasHukom "KinbkicHe
BM3HaYEeHHA"

6e3
peyenma

UA/0939/01/01

110.

KAHCUNOA3®

niodpinisar Ana posymHy
Ans iHdy3in no 50 wmr; 1
h/1aKoH Y KapTOHHIiA
KopooLi

Mepk LWapn i
Joym IOEA
mM6X

LLiBeiuapi
f

3a NOBHUM LYIK/TOM:
SAPEBA Mipabens,
®dpaHuisa; BTOPUHHA
ynakoBka, 4,03Bin Ha
BUNYCK cepil:
Mepk Wapn i Joym
B.B., HigepnaHaun

PpaHuia/
Higepnanan

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu |
TMny - AAMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/IAaCHMKA pPeecTpavLiiiHOro
NnocBigYeHHs) 3MiHa agpecy 3asiBHUKa. 3MiHu | Tuny -
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHUX NPO cUCTEMY
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3iicCHEHHS1 ddapMakoHaraisay B YkpaiHi, SKLO BOHA

3a
peyenmom

UA/2841/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cuctemu chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHux
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
hapmakoHarnsg.
3MiHa Micus 34iliCHEeHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnagy. 3miHa MicLe3HaxomKeHHs macTep-
dhainna cuctemmn chapmakoHarnsgy.

111.

KAMNCUKAM®

ma3b no 30rabono50r
y Ty6i antoMmiHieBiit; no 1
Ty6i Ta 1 annikatopy B
nauyLj KapTOHHIl

AT "I'piHaekc"

Nartsia

AT TanniHHcbKuiA
hapmaueBTUYHNI
3aB0og, EcToHis;
AT "I'piHaekc”,
NaTtBia

EcToHis/
Nartsia

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
Ta/abo agpecy MicLs NPOBaKEHHS AISNbHOCTI
BMPOOHVKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYA0UM AiNbHULI BUMYCKY cepii abo micue
NpOoBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
cepiid) - yTOYHeHHs1 afpecy BUPOGHMKA, BiAnoBigaibHOro
3a BUPOGHMLTBO Ta BUNYcK cepii /13, a came AT
TanniHHCbKuiA hapmaveBTUYHNIA 3aB0, 6€3 3MiHn 6e3
3MiHM Micus BUPO6HMLTBA. BBEAEHHS 3MiH NPOTAroM 6-
TN MicALiB NicNs 3aTBEPAKEHHS.

6e3
peyenma

UA/6191/01/01

112.

KACAPK ® HD

Tabnetkn, 32 mMr/25 mr in
bulk: no 2500 Ta6neTok
B NOABIiHOMY NakeTi; No
1 nakeTy B KApPTOHHiii
Kopoo6Li

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3assBHuka Anas
3AiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHKKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cucremu
hapmakoHarnagy

UA/12283/01/01

113.

KACAPK ® HD

Tabnetku, 32 mr/25 wmr,
no 10 Tabnetok y

6nictepi, no 1, no 3, no
10 6nicTepiB B kopobL,i

OPTAHOCVH
NAADCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navid
CaeHcu3 Nlimiteq

IHgis

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu |
TUNYy - 3MiHK Woa0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3aras/ibHeHnX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araJlbHEHVX A@HWX NPOo cucTemy

3a
peyenmom

UA/12282/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o

114.

thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3as1BHMKA, Bi4NoBigaNbHOI 3a
3[jicCHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micua
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

nocsio4eHHs

115.

KACAPK® H

Tabnetkn, 16 mr/12,5 wr,
no 10 TabneTtok y
6nictepi; no 1 a6o no 3,
abo no 10 6nictepiB y
KapTOHHIA KopooLi

OPTAHOCVH
NANDCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Navidh
CaeHcu3 Jlimiteq

IHAjsA

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
MMy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu Ao
y3araslbHeHVX faHux npo cuctemy dpapmakoHarnisagy
(BBEIEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asBHuka a1
3[iiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucTemMu thapmakoHarsiagy) - 3MiHa KOHTakTHUX AaHnX
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3[jiCHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iICHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cucrtemu
thapmakoHarnagy

3a
peyenmom

UA/12313/01/01

KACAPK® H

Tabnetkn, 16 mr/12,5 mr
in bulk: no 2500
TabneTok B NoABiiHOMY
nakeTi; No 1 nakeTy B
KopooLi

OPTAHOCWH
NAADCAEHC
N3 (E® 3ET I

OAE

EBepTopxeH Nanidg
CaeHcu3 Nlimiteq

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn |
TUMy - 3MiHM Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3ara/lbHeHVX faHux Npo cuctemy dpapMmakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
thapmakoHarnsgy, 3miHa ynosHOBaXKeHoi ocoou,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa Ans
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
BigMiHHa Big, yNOBHOBaXXEHOT 0CO6MU, BifnoBigabHOI 3a
3/ilicHeHHs1 papMakoHarnsiay (BKIKYarym KOHTaKTHI

UA/12314/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHEeHHSs hapmakoHariagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3as1BHMKA, Bi4NoBigaNbHOI 3a
3[jicHeHHs hapmakoHariaay B YkpaiHi. 3MiHa micua
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy
116. | KBAMATEN® niodpinisar 4na posymHy BAT "leneoH YropwumHa BAT "l'epeoH Pixtep" YropwmHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/2937/01/01
ans iH'ekuii no 20 wr; 5 PixTep" TUNY - OHOBNEHHA MeToAy CTOPOHHI AOMILLKM, KpuTepil peuenmom
oNakoHiB 3

niodpinizatom pasom 3 5
amMmnynamuv no 5 mn
po3unHHuKa (0,9 %
PO34MHY HaTpito
X/10p1Aay) B KApPTOHHIiA
ynakoBLi

NPUAHATHOCTI, Cam MeTOZ, B LifIOMy Ta po3paxyHoK
pesynbTaTiB 3a/IMLWINANCA NoNepeHiMu; pasoM 3 TUM
6y/10 3MiHEHO BHYTPILLHE KOAYBaHHA MeToAy B
Cneuudikadlii, a Takox oHoBUBCSA HOMep Cneuudikaii;
3MiHM | TUMy - 3MiHa y MeToAax BunpobysaHHs 13, a
came: lgeHTudikalis, metog 2: 3 MeTol 6e3nekn MeTop,
TLWX 3 BUKOPUCTaHHSAM 6eH30/1y BYB 3aMiHEHWI Ha
BEPX. BignoBigHo 3MiHUAMCA KpUTepii NPUAHATTSA,
pa3om 3 TUM 6y/10 3MIHEHO BHYTPILLHE KOA4YBaHHSA
meToay B Cnevudpikauii, a TakoX OHOBMBCS HOMEpP
Cneuudpikauii; 3miHu | Tuny - 3MiHa y MeTogax
BUNPO6YBaHHS rOTOBOrO NiKapCcbKoro 3acoby 3a
nokasHnkoM «KifnbkicHe BU3HAYEHHS. AKTUBHA
peyoBMHa»: DOPMY/OBAHHA METOLUKN YTOUHEHO,
BiANOBIAHO [0 NPUNUCIB NOTOYHOI Bepcii EBponeinceKoi
hapmakonei TeKCT KpUTepiiB NPUAHATHOCTI 6yno
CMPOLLEHO, YMC/IOBI 3HAYEHHS 3AMLLNINCA KONULLHIMK;
3MiHu | TUNY - 3MiHa Yy MeToAax BUNPOGyBaHHSA rOTOBOrO
nikapcbKoro 3acoby 3a NokasHWKOM pH po3uunHy:
iHOVBIAyanbHWA MeTog, BUNPOo6yBaHb Gyn0 3aMiHEHO Ha
3aranibHuiA. POPMY/IIOBAHHS METOANKN YTOUYHEHO,
KpUTepii NPUAHATHOCTI 3a/IMLLIMANCS nonepegHimu;
pa3om 3 TM 6y/10 3MiHEHO BHYTPILLHE KOAYBaHHSA
mMeToay B Cneuudpikaulii, a TakoXX OHOBMBCS HOMEP
Cnevyucpikauii; 3miHu | Tuny - 3miHa y metogax
BUMNPOBYBaHHS roTOBOTO Nikapcbkoro 3acoby 3a
NoKa3HUKOM 3a6apB/iEHHSI PO3UMHY: IHAUBIAYA/TbHUIA
MEeTOZ, BUNpOobyBaHb GY/10 3aMiHEHO Ha 3arasibHUIA.
PopMy/IOBaHHA METOAMKM YTOUHEHO, KpUTepil
NPUAHATHOCTI 3a/IMLLMANCA NoNepPeaHiMK; pasom 3 TUM
6yN10 3MIHEHO BHYTPILLHE KOyBaHHA MeToAy B
CrieuvndikaL,ii, a TakoX OHOBMBCS HOMep Cnevmdikadir;
3MiHu | TUNY - 3MiHa Yy MeToAax BUNPOGyBaHHSA roTOBOrO
nikapcbKoro 3acoby 3a NokasHWKOM Mpo3opicTb i CTyMiHb
KaniaMyTHOCTi pO34MHy: iHAVBIOYyaIbHWI METOZ,

BMNpo6YyBaHb 6Y/10 3aMiHEHO Ha 3arajibHuiA.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
®opmynoBaHHA METOAVKN YTOUHEHO, KpUTEpIi
NPUAHATHOCTI 3a/IMLLMANCA NoNepPeaHiMU; Pasom 3 TUM
6yN10 3MIHEHO BHYTPILLHE KOyBaHHA MeToAy B
Cneuudpikaui, a Takox oHoBMBCS HoMep Crieumdikaui
117. | KETOPOJAK- pO34uH ANs iH ekuii, 30 ToBapucTBo 3 YkpaiHa MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/17057/01/01
MIKPOXIM mr/mn, no 1 mn B 06MEXEHO TOBapUCTBO "“J1eKxim- TUNy - BHECEHHS 3MiH 4O MeToAiB BUNpobyBaHHsA /13 3a peyenmom
amnyni; no 5 amnyny BignoBigasbHi Xapkis", YkpaiHa NoKasHWKOM "CTepusbHICTL", 30KpemMa: BUyYeHHs
KacerTi; no 2 kacetun y cTio HaykoBo- (BignoBiganbHWiA 3a NOBHOrO OMUCY NPOBELEHHA METOLAMNKN
nauuj 3 KapToHy BMPOGHMYA BMPOOHULITBO Ta
hipma KOHTpO/b/BUNpoOyBaH
«MIKPOXIM» HS cepil, He
BK/IOYA0UN BUMYCK
cepii); ToBapncTeo 3
obmexeHo
BiANOBIAA/IbHICTIO
HaykoBo-BUpo6H1ya
chipma "MIKPOXIM",
Ykpaina
(BignoBiganbHuii 3a
BMPOOGHULITBO Ta
KOHTpO/b/BUNpobyBaH
HS cepil, BK/IOYarun
BMNYyCK cepii)
118. | KNATIHON® TabneTkn, BKPUTI OPIrAHOCUH OAE EBepTopxeH Nanidg IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 3a UA/5974/01/01
060/10HKOI0, N0 500 Mr + | JIANDCAEHC CaeHcu3 Nlimiteq TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenmom
TabneTku, BKPUTI N3 (E® 3ET 1) hapmakoHarnsgy. BeegeHHs abo 3miHu Ao

060/10HKOI0, N0 250 Mmr +
kancynu no 30 mr
KoM6iHoBaHWii Habip
[ANA nepopasibHOro
3actocyBaHHs Ne 42: 2
Tab1eTKn XOBTOro
KO/IbOPY Kpyrnoi oopmu
(TuHigasony) + 2
Tabn1eTKn XOBTOro
KOMIbOPY A0BracTtoi
dhopmmn
(knapuTpoMmiLuHy) + 2
Kancys
(naHconpasony) -y
CTpuni; No 7 cTpunis y
KapTOHHIN mavwy;
KOMGIHOBaHUIA HaGip
AN nepopasibHOro
3actocyBaHHs Ne 42: 2
TabneTky XKOBTOro
KONbOopY Kpyr/ioi hopmu

y3aras/ibHeHUX faHnx npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
thapmakoHarnsgy, 3miHa ynosHOBaXKeHoi ocoou,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, kL0 BoHa
BigMiHHa Big, yNOBHOBaXKEHOT 0CO6MU, BifnoBigaibHOI 3a
3pificHeHHs hapMakoHarnsay (BK1HYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucteMun dhapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXXEHOT 0c06M 3aABHUKA, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3as1BHMKA, BignoBiganbHOI 3a
3[jiCHeHHs1 hapMakoHariaay B YkpaiHi. 3MiHa Micus
3AiiCHEHHA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3Haxo4KeHHs MacTep-haina cuctemm
thapmakoHarnsgy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
(TuHigasony) + 2
TabneTKy XKOBTOr0
KO/IbOPY A,0BracTtoi
chopmm
(KnapuUTPOMILMHY) + 2
Kancynu
(naHconpasony) -y
6nictepi; no 7 6nictepis
Y KapPTOHHI nayui
119. | KNOTPUMA3O | TabneTku BariHaslbHi No OPIrAHOCWH OAE EBepTomxeH Navidh IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/8794/02/01
n 100 mr; no 6 Tabnetoky | JIJAMGCAEHC CaeHcu3 Jlimiteq MMy - 3MiHK WoA0 6e3nekn/eheKTMBHOCTI Ta peuenma
cTpuni; no 1 ctpuny 3 N3 (E® 3ET 1) thapmakoHarnsgy. BeegeHHs abo 3miHv o
annikatopom y y3arasibHeHVX JaHux Npo cucTemy dhapmakoHarnsgy
KapTOHHI nayyi abo no (BBELEHHSA y3araslbHEHUX AAaHUX NPO cUcTemy
6 TabneTtok y 6nicrepi; hapMakoHarnsay, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
no 1 6nictepy 3 BiANOBIAANLHOI 3a 34iliCHEHHA hapmakoHarnagy;
annikatopom y KOHTaKTHOI 0co6u 3 hapMakoHarnagy 3asBHuka ons
KapTOHHIM nauui 3AiicHEHHS dhapMakoHarnsay B YkpaiHi, KO BOHA
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAa/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-tharina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YyNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAabHOT 3a
3[jiCHEeHHS hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6W 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEHHs1 hapMakoHarnsay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cuctemu
thapmakoHarnsgy
120. | KNOTPUMA3O Masb 1 % no 20 r y Ty6i; OPIrAHOCWH OAE EHK't06 ETikan3 IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 6e3 UA/8794/01/01
n no 1 Ty6i B nauui 3 NAN®CAEHC MpaiisiT Nimiteq TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta peuenma
KapToHY N3 (E® 3ET I) thapmakoHarnagy. BeegeHHs abo 3MiHu Ao

y3aras/ibHeHuX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
thapmakoHarnsgy, 3miHa ynosHoBaXKeHoi ocoou,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobK 3 hapmakoHarnagy 3asBHuka gns
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
BigMiHHa Big, yNOBHOBaXKEHOT 0COOM, BifnoBigabHOI 3a
3pificHeHHs hapMakoHarnsay (BKIHYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucteMun hapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXeHOT 0c06M 3aABHUKA, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3as1BHMKA, BignoBiganbHOI 3a
3[jiCHeHHs1 hapMakoHarsay B YkpaiHi. 3MiHa Micus
3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapmakoHarnsgy.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
3MiHa MicLe3HaxomkeHHs MacTep-haiina cuctemn
chapmakoHarnsgy
121. | KNO®ENIH- Tabnetkn no 0,15 mr, no ToBapucTso 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHu || 3a UA/7374/01/01
340POB'A 10 TabneTok y 6nicTepi; 06MexeHo 06MexeHot TUMy - BBEAEHHS HOBOrO BMPOo6HUKa A®| KnoHiguHy peyenmom
no 3 6nictepu y BignoBigasbHI BiANoBiAa/IbHICTIO rigpoxnopuay Bupo6HuuTea SIMS SOCIETA' ITALIANA
KapTOHHI Kopo6Li; no cTIo "®GapmaLeBTnyHa MEDICINALI SCANDICCI S.R.L., Italy gogaTkoBo g0
30 TabneTok y 6nicTepi; "®apmaueBTn KoMnaHis "3gopos'a” 3aTBEepAXEHOro BUpobHrKa ToBapuCTBO 3 J0AATKOBO
no 1 6nictepy y YHa KOMNaHis BignosiganbHicTio “IHTEPXIM”, YkpaiHa
KapTOHHI KopobLi; no "3popos'a”
30 TabneTtok y
bnictepax
122. | KOMBIrPUM Tabnetku, no 4 OPIrAHOCUH OAE EBepTopxeH Nanidg IHgis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | 6e3 UA/2068/01/01
AEKCA® Tabnetku y 6nictepi 3 NAN®CAEHC CaeHcu3 Nlimiteq TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta peuenma
hONbrv aIIOMIHIEBOT | N3 (E® 3ET 1) hapmakoHarnsgy. BeegeHHs abo 3miHu o
nniBKN y3aras/ibHeHuX JaHnx Npo cuctemy dapmakoHarnsgy
NONIBIHINXN0PWAHOT; NO (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
1 6nicTepy y nauui 3 hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
KapToHy; no 20 nayok y BiANOBIAA/IbHOI 32 34iCHEHHST hapMakoHarnsagy;
rpynoBiii nayui 3 KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuKa gns
KapToHy; Mo 8 TabneTok 3AilicCHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
y 6nicTepi 3 chonbru BigMiHHa Big, yNOBHOBaXKEHOT 0CO6MU, BifnoBigabHOI 3a
1IOMIHIEBOT | NNIBKA 3pificHeHHs hapMakoHarnsay (BKIHYakuM KOHTaKTHI
NOAIBIHINX10PUAHOT; NO [aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-chaiina
1 6nicTepy y nauui 3 cucTemn chapMakoHarsisay) - 3MiHa KOHTaKTHUX AaHnX
KapToHy; no 10 na4vok y YNOBHOBaXXeHOT 0c06M 3aABHUKA, BiAMNOBIAa/IbHOI 3a
rpynoBiii nayui 3 3pjiicHeHHst hapmakoHarnagy. 3mMiHa KOHTaKTHUX JaHnX
KapTOHy; No 4 TabneTtkn KOHTaKTHOT 0CO6U 3as1BHMKA, BignoBiganbHoi 3a
y 6nicTepi 3 dhonbru 3[jiCHeHHs1 hapMakoHarsay B YkpaiHi. 3MiHa Micus
atoMiHiesol; no 1 3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
6nictepy y nauu,i 3 3MiHa MicLe3Haxo4KeHHs MacTep-haina cuctemm
KapToHy; no 20 na4yok y chapmakoHarnsgy
rpynoBiii nayui 3
KapToHy; Nno 8 TabneTok
y 6nicTepi 3 dhonbru
atoMiHiesol; no 1
6nictepy y nauu,i 3
KapToHy; no 10 na4vok y
rpynoBiii nayui 3
KapToHy; Mo 4 Tabnetkn
y 6nicTepi i3 dponbru
atoMiHiesol; no 1
6nicTepy y nanepoBomy
KoHBepTi; no 20
nanepoBuX KOHBEPTIB Y
rpynoBiii nauui 3
KapTOHyY
123. | KOMBIrPUM Tabnetku, in bulk: no OPIrAHOCUH OAE EBepToaKeH Naiich IHais BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3miHu | - UA/2069/01/01
AEKCA® 5000 TabneTok y NIANPCAEHC CaeHcus Jlimiteq TMNY - 3MiHK Woa0 6e3nekn/edpeKTMBHOCTI Ta
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

naketTax

N3 (E® 3ET I

thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cucTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BignoBiganbHOI 3a
3fiicHeHHs hapmakoHarnfay (BKIHYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 dhapmakoHarniagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asBHMKA, Bi4NoBigaNbHOI 3a
3[jicHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
thapmakoHarnsgy

124.

KOMBIrPUN®

Tabnetku, no 8
Tabnetok y 6nictepi 3
poNbIn aNtOMIHIEBOT i
nniBKn
noniBiHiNXI0pUAHOT a60
no 8 TabneTok y
6nicTepi i3 chonbru
antomiHieBoi; no 1
6nictepy y nauui 3
KapTOHy; no 8 TabneTok
y 6nicTepi 3 chonbru
TIOMIHIEBOI | NAIBKN
nonisiHiIxopuaHoi abo
no 8 TabneTok y
6nictepi i3 honbru
antomiHieBoi; no 1
6nictepy y nauui 3
KapToHy; no 10 nayok y
rpynosiii navuji 3
KapToHy; Mo 4 Tabnetku
y 6nicTepi 3 chonbru
atomiHieBoi; no 1
6nictepy y nanepoBomy
KOHBepTi; no 20
nanepoBuX KOHBEPTIB Y
rpynosiii nauuj 3
KapTOHy; No 4 TabneTtkn
y 6nicTepi 3 dhonbru
a/1IoMiHiEBOI; no 1

OPTAHOCVIH
NANDCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Navidh
CaeHcu3 Jlimiteq

IHAjsA

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
UMYy - 3MiHK WoAo 6e3nekn/ehekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu Ao
y3araslbHeHVX faHux npo cuctemy dpapmakoHarnisagy
(BBEIEHHSA Y3arasIbHEHUX AaHWX NPo cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3assHuka a1
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucTemMu thapmakoHarsiagy) - 3MiHa KOHTakTHUX AaHnX
YyNOBHOBaXEHOI 0CO6M 3as1BHYKA, BiANoBiAa/IbHOT 3a
3[jiCHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6W 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cuctemu
hapmakoHarnsgy

6e3
peyenma

UA/2913/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
6nicTepy y navyi 3
KapToHy; no 20 na4vok y
rpynosiii nauuj 3
KapTOHyY
125. | KOMBIrPUN® Tabnetku; in bulk: no OPIrAHOCWH OAE EBepTomKeH Naiich IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | - UA/2914/01/01
5000 TabneTok y NAN®CAEHC CaeHcus flimiteq MRy - 3MiHW WoA0 6e3nekn/etheKTMBHOCTI Ta
naketax N3 (E® 3ET I) thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarniagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarnisay B YkpaiHi. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy
126. | KOMBICMNA3M Tabnetku, no 10 OPIrAHOCWH OAE EBepTomxeH Navich IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | Ne10; Ne20 - UA/3088/01/01
® Tabnetok y 6nictepi 3 NAN®CAEHC CaeHcus Jlimiteq MRy - 3MiHK WoA0 6e3nekn/ehekTMBHOCTI Ta 6e3
pobrv aNtoMiHIEBOT Ta N3 (E® 3ET I) thapmakoHarniagy. BeegeHHs abo 3MiHu Ao peuyenma;
nniBKu y3ara/lbHeHNX AaHux npo cuctemy apmakoHarnsgy Nel100 - 3a
nonixnopB.iHizIoBoi; no 1 (BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy peyenmom

a6o 10 6nicTepis B
KapTOHHI nayyi; no 10
TabneTok B
a/TloMiHiEBOMY briicTepi;
no 1 6nictepy B
KapTOHHI nayui; no 10
KapTOHHMX Ma4oK y
ryPTOBI KAPTOHHIi
nauuj; no 10 TabneTtok B
aTlOMiHiEBOMY briicTepi;
no 1 6nictepy B
KapTOHHI nayui; no 10
Tabnetok B
anoMiHieBomy 6nicTepi;
no 2 6nictepu B
KapTOHHIN mavwy;

no 10 TabneTok B
a/1IlOMiHIEBOMY briicTepi;

hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3assHuka Anas
3fiicHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHYVKA, BiANoBiAaIbHOT 3a
34iicHeHHs chapmakoHarniagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarisgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucremu
hapmakoHarnagy
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
no 10 6nicTepis B
KapTOHHI nayui
127. | KOMBICMNA3M Tabnetku, in bulk: no OPIrAHOCUH OAE EBepTopxeH Nanid IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | - UA/3089/01/01
® 1200 Tabnetok y NAN®CAEHC CaeHcu3 Jlimite TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
nakeTax y navkax 3 N3 (E® 3ET I) thapmakoHarnagy. BeegeHHs abo 3MiHu fo
KapToHy y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKA, BiANOBifabHOT 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapmMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cuctemu
thapmakoHarnsgy
128. | KO-NMPEHECA® | Tabnetku, 2 mr/0,625 wr; KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/10953/01/01
no 10 TabneTtok y HoBo mecTo mecTo, CrnoBeHis TMNY - 3MiHW BHECEHI A0 IHCTPYKLT A8 MegnyHoro peyernmom
6nicTepi; no 3 a6o 6, (BMpOGHMLTBO "in 3acToCyBaHHs NikapcbKoro 3acoby A0 po3ainis
abo 9 6nicTepis y bulk", nepsuHHe Ta "Oco6nmBocCTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii" Wwoao
KapTOHHI KopobLi; no BTOPWHHE NaKyBaHHS, 6e3MeKkn 3aCToCyBaHHA BiAMOBIAHO A0 pEKOMEHAALN
15 TabneTok y 6nicTepi; KOHTPO/1b Ta BUMYCK PRAC. BBefieHHS 3MiH NpOTArom 6-Tu MicALiB nicns
no 2 abo 4, a6o 6 cepii); KPKA, a.4., 3aTBEPKEHHSA
6nicTepiB Yy KAPTOHHIN HoBo mecTo,
KopooLi CnoBeHisa (KOHTPONb
cepii)
129. | KO-NMPEHECA® | Tabnetku, 4 mr/1,25 mr; KPKA, a.4., CnoBeHisi KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH IO peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/10953/01/02
no 10 Tabnetok y HoBso mecTo mMecTo, C/ioBeHist TUMY - 3MiHW BHECeHi A0 IHCTPYKUiT AN MeandYHOro peyenmom
6nicTepi; no 3 abo 6, (BMpO6HMLTBO "in 3aCcTOCyBaHHSA NikapCbkoro 3acoby A0 po3ainis
abo 9 6nicTtepiB y bulk", nepBuHHe Ta "Oco6nmBoCTI 3acTocyBaHHA" Ta "MMo6iuHi peakuii” Wwoao
KapTOHHI KopobLi; no BTOPWHHE NakKyBaHHS, 6e3nekn 3acTocyBaHHs BiANOBIAHO 4O pekoMeHAaLii
15 Tabnetok y 6nicTepi; KOHTPO/Ib Ta BUMYCK PRAC. BBefieHHs 3MiH NpOoTArom 6-Tu micauis nicns
no 2 a6o 4, abo 6 cepii); KPKA, g.4., 3aTBEPKEHHS
6nicTepiB y KAPTOHHIl HoBo mecTo,
Kopoobui CnoBeHisa (KOHTPONb
cepii)
130. | KO-NMPEHECA® | Tabnetku, 8 mr/2,5 wr; KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/10953/01/03
no 10 TabneTok y HoBo mecTO mecTo, CnoBeHis TUMY - 3MiHW BHECEHI A0 IHCTPYKLiT ANns MeanyHoro peyenmom

6nicTepi; no 3 abo 6,
abo 9 6nictepiB y
KapTOHHI Kopo6Lii; no

(BMpOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE MaKyBaHHS,

3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6iYHI peakuii” Wwoao
6e3nekn 3acTocyBaHHs BIANOBIAHO A0 pekoMeHAauii
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
15 TabneTok y 6nicTepi; KOHTPO/Ib Ta BMMYCK PRAC. BBeeHHs! 3MiH NpoTArom 6-Tu MicauiB nicns
no 2 abo 4, a6o 6 cepii); KPKA, a.4., 3aTBEpPKEHHSA
6nicTepiB y KAPTOHHIN Hoso mecTo,
Kopobui CnoBeHis (KOHTponb
cepii)
131. | KOPAAPOH® Tabnetku no 200 mr Ne TOB "CaHodi- YkpaiHa CaHodi BiHTpon PpaHuis/ BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3MiHu |1 3a UA/3683/02/01
30 (10x3): no 10 ABeHTIC IHpacTpia, PpaHuis; YropwmHa TUNY - 3MiHU BHECEHO B IHCTPYKLiO 4719 MeANYHOro peyenmom
Tabnetok y 6nictepi; no YkpaiHa" XIHOIH 3aBop 3acTOCyBaHHS fikapcbKkoro 3acoby A0 po3zinis
3 6nicTepn B KAPTOHHIi PapmaLeBTUYHNX Ta "B3aemogis 3 iHWMMK nikapCbKumy 3acobamu Ta iHLLi
kopo6ui; Ne 30 (15x2): XimiyHux MNpoaykTis BMAM B3aemogiin”, "OcobMBOCTi 3aCTOCyBaHHA",
no 15 ta6netok y MpaiisiT Ko. fTa,. "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
6nicTepi; no 2 6nictepu Mignpuemcteo 2 rpyaar”, "Cnocib 3actocyBaHHA Ta fo3sun”, "MNo6iyHi
B KapTOHHIi kopo6ui (nignpvemcTsBo peakuii”. BBeeHHA 3MiH NPOTArom 6-Tu MicALiB nicns
Bepewegbxas), 3aTBEPAKEHHS
YropmHa
132. | NA30/IBAH® Kancynm 3 TOB «Onenna YkpaiHa BMPOGHULTBO, HimeuuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3MiHa 6e3 UA/3430/02/01
MAKC NPOJIOHIOBaHOI0 A€t N0 Xerckea KOHTPO/1b SIKOCTI, PpaHuis 3asBHMKa (BNacHvKa peecTpauiiiHoro nocBig4eHHs) peuenma
75 wr; no 10 kancyn y YkpaiHa» nakyBaHHs1, (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460): 3miHK
6nictepi; no 1 6nictepy MapKyBaHHs1, BUMYCK BHECEHO B IHCTPYKL,iO A4/19 MeAMYHOro 3aCTOCYBaHHS
B KapTOHHI Kopo6ui cepii: bepiHrep L1100 HaliMeHyBaHHS 3asiBHUKA 3 BiAMNOBiAHUMMN 3MiHAMM
IHrenbxaiiv ®apma y TEKCTi MapKyBaHHs1 YNakoBK/ NiKapCbKoro 3acooy.
m6X i Ko. KI, BBefeHHs1 3MiH MpOTAroM 6-Tn micsAuiB nicns
HimeyunHa; 3aTBEPAKEHHS.
nakyBaHHsl,
MapKyBaHHs1, BUNYCK
cepii: enbthapm
Peiimc, dpaHuis
133. | NAH3A kancynu no 30 mr no 10 [xeHom IHAiA [xeHom bioTek lMBT. IHAiA BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/10811/01/01
kancyn y 6nictepi; no 2 BioTtek MNBT. nrp. TUMy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepy y KapTOHHI nra. hapmakoHarnsgy. BeegeHHs abo 3miHu o

KOpOO6Li 3 MapKyBaHHAM
YKpaiHCbKOH MOBOIO

y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
thapMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/bHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BK/IH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHoT
0co6u 3asBHWKa, BiANOBIAaIbLHOI 3a hapMakoHarnsg,
MponoHoBaHa pepakuis: Joktop CapacsarTi
BeHkatelwuBapa BitiaBaTi. 3MiHa KOHTAKTHUX AaHWX
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
thapmakoHarnag. BeeeHHA KOHTakTHOI 0cobu
3asBHMKA, BiANOBiAaNbHOI 3a hapmakoHarnsag B YKpaiHi.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

MponoHoBaHa pepakuis: LnHkapeHko Jllogmuna

HOpiiBHa. BBEAEHHS KOHTAKTHUX AAaHUX KOHTaKTHOI
ocobu 3asBHMKA, BIANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi

134.

NA®EPOBIOH
®

niodpinizat Ana posvmHy
Ans iH'ekuii 1 000 000
MO; no 5 dpnakoHis
niodpinizara y 6nictepi;
no 2 6nictepun y navui 3
KapTOHy

TOB "®3
"BIO®PAPMA"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
CrcTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa y
NepBUHHIlA yNakoBLji roTOBOro Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHA HOBOTrO KOHTelHepa) -
BunyyeHHs1 NepBUHHOI YNakoBKW, L0 He NpU3BOANTbL A0
NMOBHOTO BW/yYEHHS NiKapcbkoro 3acoby 3 NEBHO
cunoto gii abo y nesBHili nikapcbkin hopmi - BunyueHHs 3
Marepianis peecTpauiiiHoro Aocke iHhopMalLlii LLoao
O[HOrO i3 BUAIB NEepBUHHOI ynakoBku /13 (amnyn). Ak
HacnigoK BHECEHHS 3MiH 40 PO34iny YnakoBka Ta
MeTogiB KOHTPO0 SKOCTi J13: 3MiHM BHECEHO B
IHCTPYKLi0 A5 MEANYHOrO 3aCTOCyBaHHA y pp. «Cknag»
Ta «YnakoBka» (BWyYEHHS yNakoBKW (amnynn)).
BifnosigHi 3MiHU BHECEHO Y KOPOTKY XapaKTepucTuky
nikapcbkoro 3acoby (pp. «AKiCHWIA Ta KinbKiCHWIA cknagy»
Ta «Tun Ta BMIiCT NEPBUHHOI YNaKoBKM»), @ TakoX y
TEKCT MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BBefeHHSA 3MiH NpoTAarom 3-x micsAuiB nicas
3aTBEPKEHHS.

135.

NA®PEPOBIOH
®

niodpinisar 4na posymHy
Ans iH'ekuiii 3 000 000
MO; no 5 dhnakoHis
niogpinizata y 6nicrepi;
no 2 6nictepu y navui 3
KapTOHY

TOB "®3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
™My - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
Cuctema KOHTeiHep/3aKynopoBasibHWiA 3aci6. 3MiHa y
NepBVHHIlA yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tvn
KOHTeliHepa abo [0AaBaHHA HOBOTO KOHTeliHepa) -
BunyyeHHs1 NepBUHHOI YNakoBKy, LLO He NPpU3BOANTbL A0
MOBHOTO BU/yYEHHS NiKapCcbKoro 3acoby 3 NEBHO
cunoto aii abo y NeBHii nikapcbkili opmi - BunyyeHHs 3

MaTepianis peecTpauiiHoro gocke iHdhopmauii Wwoao
O[HOrO i3 BUAiB NepBUHHOI ynakoBku /13 (amnyn). Ak
HacnifoK BHECEHHS 3MiH [0 PO3Ainy Ynakoska Ta
MeTogiB KOHTPO0 SIKOCTi J13: 3MiHM BHECEHO B
IHCTPYKLi0 415 MeANYHOrO 3acToCcyBaHHA Y pp. «Cknag»
Ta «YnakoBka» (BUyYEHHS yNakoBKW (amnynn)).
BifnoBigHi 3MiHN BHECEHO Y KOPOTKY XapaKTepuCTUKy
nikapcbkoro 3acoby (pp. «SAKiCHWIA Ta KinbKiCHWIA cknagy»
Ta «Tun Ta BMICT NEPBUHHOI YNaKOBKM»), & TaKoX y
TEKCT MapKyBaHHs YNakoBKW NikapCbKOro 3acoby.
BBefeHHA 3MiH NpoTarom 3-x micAuis nicns
3aTBEPKEHHS.

Ymosu Homep

Bionycky peecmpayitiHo2o
nocsio4eHHs1
3a UA/13720/01/01
peyenmom
3a UA/13720/01/02
peyenmom
3a UA/13720/01/04
peyenmom

136.

NA®EPOBIOH
®

niodpinisat Ans po3unHy
Ans iH'ekuii 6 000 000

3assBHUK KpaiHa
3asBHUKa
TOB "®3 YKpaiHa
"BIO®APMA"
TOB "®3 YkpaiHa
"BIO®APMA"
TOB "®3 YkpaiHa
"BIO®APMA"

MO; no 5 dpnakoHis

TOB "3
"BIO®APMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.

CucTema KoHTeliHep/3akynoptoBasibHuiA 3aci6. 3MiHa y
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3MiHM Y MeTofax BUNPOGYBaHHS (BK/OHaUN 3aMiHy
abo gonosHeHHs) A®| abo BUXiAHOro/NPOMIKHOTO
NPOAYKTY); CYNyTHS 3MiHa - 3MiHU 3 SKocTi. AdDI.
KoHTposnib A®| 3miHa MeToay Ta METOAMKM NPOBEEHHS
TecTy "KinbkicHe BU3HaAYeHHA" y MeToAax KOHTpono Ad|

Ta NPOMIDKHOTo MpoAyKTy JleBaHa Hepo3dacoBaHuii (siK

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
niodgpinizata ta no 5 NepBVHHIlA yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tvn
amnysn po3ynHHMKa no 2 KOHTeliHepa abo A0AaBaHHA HOBOTO KOHTeliHepa) -
M (Boga NS iH'ekuin) y BunyyeHHA NePBUHHOT YNakoBKK, L0 He NPU3BOAUTL [0
6nicTepi; no 1 6nictepy MOBHOrO BWU/Ty4YEHHS J1iKapCbKOro 3acoby 3 NEBHOO
y nauyuj 3 kKapToHy cunoto fii abo y neBHili nikapcbkiin hopmi - BunyueHHs 3
MaTepianis peecTpauiiHoro gocke iHdhopmauii Wwoa0
O[HOrO i3 BUAiB NEepPBUHHOI ynakoBku /13 (amnyn). Hk
HacnigoK BHECEHHS 3MiH 0 PO34iny YnakoBka Ta
MeTogiB KOHTPONIO AKOCTI J13: 3MiHN BHECEHO B
IHCTPYKLiO 4115 MeANYHOrO 3aCToCyBaHHA Y pp. «Cknag»
Ta «YnakoBka» (BWU/TyYEHHs ynakoBku (amnynn)).
BignoBigHi 3MiHN BHECEHO Y KOPOTKY XapaKkTepucTuky
nikapcbkoro 3acoby (pp. «AKiCHWIA Ta KinbKiCHWIA cknagy
Ta «Tun Ta BMICT NEPBUHHOI YNaKOBKM»), & TaKOX Y
TEKCT MapKyBaHHS ynakoBKM NikapCbKoro 3acoby.
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB micns
3aTBEPKEHHS.
137. | NA®EPOBIOH niogpinisat gns po3unHy TOB "$3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/13720/01/06
® ans iH'exuii 18 000 000 "BIO®APMA" "BIO®APMA" TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
MO; no 1 cpnakoHy CuncTeMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa y
niogpinizata tano 1 NepBVHHIl yNakoBLji roTOBOrO /liKkapCbkoro 3acoby (Tun
amnysi po3ynHHMKa no 2 KOHTeliHepa abo AoAaBaHHA HOBOTO KOHTEliHepa) -
mn (Boga Ans iH'eKwiid) y BunyyeHHs1 NepBUHHOI YNakoBKy, L0 He NPpU3BOAUTbL A0
6nicTepi; no 1 6nictepy NMOBHOrO BU/TYYEHHS MiKapCbKoro 3acoby 3 NEBHO
y nayuj 3 KapToHy cunoto fii abo y neBHili nikapcbkiin hopmi - BunyueHHs 3
Marepianis peecTpauiiiHoro Aocke iHhopMalLlii LLoao
O[HOrO i3 BUAiB NepBUHHOI ynakosku /13 (amnyn). Ak
HacnifoK BHECEHHSA 3MiH 0 PO34iny Ynakoska Ta
MeTogiB KOHTPON0 SKOCTi J13: 3MiHM BHECEHO B
IHCTPYKL0 A58 MeANYHOro 3acTocyBaHHSa y pp. «Cknag»
Ta «YnakoBka» (BU/IyYEHHs ynakoBku (amnynuy)).
BifnoBigHi 3MiHM BHECEHO Y KOPOTKY XapaKTepucTuky
nikapcbKoro 3acoby (pp. «AKiCHWA Ta KiNbKiCHWIA cknagy
Ta «Tun Ta BMICT NEPBUHHOI YNaKOBKM»), & TaKOX Y
TEKCT MapKyBaHHS ynakoBKW NikapCbKOro 3acoby.
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nicns
3aTBEPAKEHHS.
138. | IEBAHA® IC Tabnetku no 0,5 mr no ToBapucTso 3 YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3miHu | 3a UA/11175/01/01
10 TabneTok y 6nicTepi; [04aTKOBOIO [04aTKOBOKO TMNYy - 3MiHK 3 IKOCTi. A®I. KoHTponb A®I. 3miHa y peuenmom
no 2 6nictepu B nayuj 3 BignoBigasbHi BigNoBiga/IbHICTIO MeTofax BUnpobyBaHHs AD| abo BrXigHOro
KapToHy CTIo "IHTEPXIM" mMarepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo
"IHTEPXIM" BUKOPUCTOBYETLCS Y npoueci BUpobHuytBa A®I (iHwWi
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139.

NEBAHA® IC

Tabnetk no 1 mr no 10
TabneTok y 6nictepi; no

ToBapucTso 3
[0[aTKOBOIO

YkpaiHa

ToBapucTBO 3

Ykpaina

CyNyTHS 3MiHa); 3MiHW | TUNY - 3MiHW 3 AKOCTi. ADI.
KoHTpornb A®I. 3miHa y MeTofax BunpobyBaHHsa AdI
ab60 BUXigHOro martepiasny/npoMixKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BMpo6HULUTBa API (iHLWI 3MiHM Y MeToAax BUNpPobyBaHHSA
(BrNtovaroun 3aMiHy abo fonoBHeHHS) APl abo
BMXiAHOr0/MPOMIXXHOI0 NPOAYKTY; CYyNyTHS 3MiHa - 3MiHN
3 AkocTi. ADL. KoHTponb APl - 3amiHa meToay Ta
METOANKM NPOBeAeHHS TecTy "CynpoBifHi AOMiLLKM" i3
BiAMOBIAHOI 3MIHOIO HOPMYBaHHS TeCTy (K CynyTHS
3MiHa) Y MeTofax KoHTpono AdI

nocsio4eHHs

140.

NEBAHA® IC

1 6nicTepy B nauui 3
KapToHy

Tabnetku no 2 mr no 10
Tabnetok y 6nictepi; no

BignoBigasIbHI
CTI0
"IHTEPXIM"

ToBapucTso 3
[04aTKOBOO

YkpaiHa

[0AaTKOBOIO
Bi4NoBiAa/IbHICTIO
"IHTEPXIM"

ToBapucTso 3

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TMNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHA APl abo BUXiAHOIO
mMarepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLTBA AD| (iHLUi
3MiHM Y MeToAax BUNPoOyBaHHA (BKIHOYAOUN 3aMiHy
abo gonosHeHHs) A®| abo BUXiAHOro/NPoOMIKHOTO
NPOAYKTY); CyNyTHA 3MiHa - 3MiHM 3 AKOCTi. ADI.
KoHTposnb A®| 3miHa meToay Ta METOAMKM NPOBEAEHHS
TecTy "KinbkicHe BU3HaueHHs" y MeTogax KOHTpoo Ad|
Ta NPOMIKHOTO NpoAyKTy JleBaHa Hepo3sdacoBaHui (K
CYNYTHS 3MiHA); 3MiHU | TRy - 3MiHK 3 AKOCTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHA Ad|
abo BuxigHOro marepiany/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BkNtOYaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY; CYNyTHA 3MiHa - 3MiHU
3 AkocTi. APl KoHTposib A®I - 3amiHa meTogy Ta
MEeTOAMKM NpoBefeHHA TecTy "CynpoBigHi AOMiILWKKN" i3
BifNOBIAHOIO 3MIHOK HOPMYBAaHHS TECTY (SK CYNyTHS
3MiHa) Y MeTogax KoHTpono AdI

3a
peyerimom

UA/11175/01/02

1 6nicTepy B nauui 3
KapToHy

BignoBiga/IbHI
cTio
"IHTEPXIM"

[0AaTKOBOIO
Bi4NOBiAA/IbHICTIO
"IHTEPXIM"

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TMNY - 3MiHK 3 AKocTi. APl. KoHTponb A®I. 3miHa y
MeTogax BunpobyBaHHA AdDl abo BUXIAHOIO
mMaTtepiany/npomiKHOro nNpoayKTy/peareHTy, Lo
BVKOPUCTOBYETLCA Y NpoLeci BUPOGHMLTBA AD| (iHLUI
3MiHM Y MeTo4ax BUNPobyBaHHA (BKIKOYAOUN 3aMiHy
abo gonoBHeHHs)) A®| abo BUXiAHOro/NPoOMIKHOTO
NPOAYKTY); CYNyTHSA 3MiHa - 3MiHU 3 AKOCTi. API.
KoHTposnib A®| 3miHa meToay Ta MeTOAMKM NPOBEAEHHS
TecTy "KinbkicHe BU3HaYeHHS" y MeTofax KOHTposo AdI
Ta NPOMIKHOro NPOoAYyKTy JleBaHa Hepo3dacoBaHuii (K
CYMYTHS 3MiHA); 3MiHW | TRy - 3MiHK 3 AKOCTi. AdI.
KoHTposnb A®L. 3miHa y meTogax BunpobyBaHHA AdI
abo BuxigHoOro marepiany/npomikHOro

3a
peyenmom

NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLECI

UA/11175/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
BMpO6HMLUTBA ADI (iHWi 3MiHM Y MeToAax BUNPOGYBaHHSA
(BKItOYatoumn 3amiHy abo fonosHeHHs) APl abo
BWXiAHOr0/MPOMIXXHOI0 NPOAYKTY; CYyNyTHS 3MiHa - 3MiHN
3 AkocTi. A®l. KoHTponb A®I - 3amiHa meTogy Ta
MEeTOAMKM NpoBeAeHHA TecTy "CynpoBigHi AOMiWKKN" i3
BiANOBIAHOIO 3MIHOIO HOPMYBaHHS TeCTY (K CynyTHS
3MiHa) Y MeTogax KoHTponio AdI
141. | NECNE®PUN PO34UH OpasibHUIA NO 3akpute Pocilicbka My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/10830/01/01
100 mn y chnakoHi abo y akuioHepHe | depgepauis TOBapUCTBO TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
6aHUj; o 1 chnakoHy TOBapucTBo "Nly6Hnchapm” Ta/abo agpecy MicLUsl NPOBaPKEHHS AiSNIbHOCTI
a60 6aHLi B nayui "BidpiTex" BUPOBHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
NpoBeAeHHSA KOHTPOJTHO AKOCTI. (LiSANbHICTb, 3a AKY
BignoBigae BUPOGHMK/IMNOPTEP, BKIOHAKOUM BUNYCK
cepiit) - 3MiHa agpecu BUpo6HMKa MNybiuHe akuioHepHe
ToBapucTBO “/ly6HMhapm”, 6€3 3MiHU MicLs
BUPOGHMLUTBA
142. | NECNE®PUN PO34MH OpasibHWIA NO TOB YkpaiHa AT «Jly6H1hapm» Ykpaina BHECEHHS 3MiH A0 pPeeECTpaLiiHNX MaTepiasiiB: 3MiHa 6e3 UA/10830/01/01
100 mn y chnakoHi abo y "Cymudpitodha 3a8BHMKa (BNacHvKa peecTpauiiiHoro nocBig4eHHs) peuenma
6aHUj; no 1 cdonakoHy pmauis” (3rigHo Haka3y MO3 Bif 23.07.2015 Ne 460). 3miHu

a60 6aHUi B nayui

BHECEHI B iHCTPYKLIit0 4719 MEeAUYHOro 3acTocyBaHHs /13
y p. "3asBHuUK", "MicLe3HaxoMKeHHs 3asaBHUKA" 3
BiANOBIAHUMY 3MiHAMV B TEKCTI MapKyBaHHS yNakoBoOK;
3MiHK | TUNY - AOMIHICTpaTVBHI 3MiHK. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu Micusa NPoBaMKEHHS
AiSNbHOCTI BUPOOHUKa/iMNopTepa roToBoro ikapCbKoro
3acoby, BK/IYarun AiNbHNLI BUNYCKy cepil abo Micue
NpPOBeEeHHSA KOHTPOJIH0 AKOCTI. (LisANbHICTb, 3a AKY
BiANOBiAAE BUPOGHMK/IMNOPTEP, BKKOYAOUM BUMYCK
cepiit) - 3MiHa Ha3BM Ta aApecu BMPOOHMKa, 6e3 3MiHn
BMPOGHMYOI AiNTbHUL. 3MiHW BHECEHI B IHCTPYKLito Ans
MefMYHoro 3actocysaHHs /13 y p. "BUPOGHUK",
"MicuesHaxomKeHHs BUPOGHMKa Ta oro agpeca Micus
NPOBaPKEeHHA AiANbHOCTI"; 3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs
ab0 3MiHU [0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy thapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHoT
0co6w, BignoBiAa/IbHOT 3a 34iNCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, SKLL0 BoHa
BigMiHHa Big, yNOBHOBaXXEHOT 0COOMU, BifgnoBigabHOI 3a
3pificHeHHs hapMakoHarnsay (BK1HYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cuctemun hapmakoHarssgy) - 3MiHa yrnoBHOBaXXEHOT
ocobu 3asBHUKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg.
[itoya pepakuis: Bonkosa Tamina NpuropisHa.
MponoHoBaHa pegakuyis: Cymuos Cepriit Muxaiiiosumy.
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3asBHMKa, BIANOBIAA/ILHOT 38 hapmakoHarnsag. 3miHa
MicLA 34iICHEHHS OCHOBHOI AisNIbHOCTI 3
hapmakoHarnsgy. 3mMiHa MicLie3HaxoMKeHHs MacTep-
(haiina cuctemu chapmakoHarnsgy; amiHu | Tuny - 3miHu
oo 6e3snekn/edekTMBHOCTI Ta thapmakoHarnsgy (iHwi
3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKkoro 3acoby 3 BHECEHHAM iHhopmaLii woao
3a3Ha4yeHHs OAMHMLb BUMIPIOBaHHSA Y cuctemi Sl
BHeceHHs 3MmiH fo po3giny MKA: Mapkuposka [itoua
pepakuis: Mapkmposka Mpunaraetca MponoHoBaHa
pefakuisi:
Mapku1poBka B COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
MapKV1poBKM
143. | NEPNHOTAB TabneTkn BKpUTI Mepak HimeuumnH Megak esenbadt HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/12013/01/01
060n10HKot0, No 10 Mr no lesenbadr a dorop KAiHiwe TUMY - 3MiHW BHECEHi [0 iIHCTPYKLii A1 MegnyHoro peyenmom
30 Tabnetok y orop KNiHiwe Lneuiansnpenapate 3aCcTOCyBaHHS NikapcbKoro 3acoby y po3ainu
KOHTeliHepi; no 1 Lneujanbnpe M6X, HimeuunHa "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
KOHTEliHepy B naui napate M6X (BMpPOGHNK, L0 rpyaar”, "rMob6ivHi peakuii” BignoBigHo Ao iHhopmaw,i
Bignosigae 3a pedrepeHTHOro nikapcbkoro 3acoby Arava 10 mg, 20 mg
MapKyBaHHs, tablets (B YkpaiHi He 3apeecTpoBaHuii). BBefeHHs 3MiH
BTOPWHHE NakKyBaHHS, NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS; 3MiHU |
KOHTPONb/BUPOBYBaHH TUMY - 3MiHW BHECEHI [0 IHCTPYKLIT A1 MegnuyHoro
s cepii Ta BUNyCK 3acTOCyBaHHS NikapCbKOro 3acoby y po3gain
cepii); Xaynt ®apma "Oco6MBOCTI 3acToCyBaHHS" BignoBigHO A0 iHhopMaLii
MioHcTep 'm6X, Lwoao 6e3neky AONOMIXHOI pevyoBUHU. BBeAeHHS 3MiH
HimeuumHa (BUPOGHMK, NpoOTArom 6-T1 MiCALIB MiCNA 3aTBEPIXKEHHS
Lo Bignosigae 3a
BMPOOHULITBO rOTOBOI
nikapcbkoi hopmu,
NepBUHHE NaKyBaHHS,
MapKyBaHHS,
BTOPWHHE NakyBaHHS,
KOHTPO/b/BUPOGYBaHH
51 cepii Ta 3a BMNYCK
cepii)
144. | NEPNOTAB TabneTky BKpUTI Mepak HimeuuunH Megpak Nesenbliar HimeuuunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/12013/01/02
060/10HKOI0, N0 20 Mr No lesenswadt a hrop KniHiwe TUMY - 3MIHW BHECEHI A0 IHCTPYKLiT 415 MeguyHoro peyenmom
15 a60o no 30 TabneTok rop KNiHiwe LLineuianbnpenapate 3aCcTOCyBaHHS MikapCbKOro 3acoby y po3ainm
Y KOHTelHepi; no 1 Lneuianbnpe M6X, HimeuunHa "3acTocyBaHHs y nepiog BariTHOCTi ab0 roflyBaHHs
KOHTelHepy B nauui napate M6X (BMPOGHUIK, L0 rpyaaro”, "rMob6ivHi peakuii™ signosigHo Ao iHbopmaw,i

BignoBsigae 3a
MapKyBaHHs,
BTOPWHHE NakyBaHHs,
KOHTPONb/BUPOOYBaHH
A1 cepii Ta BUNYyCcK
cepii); Xaynt ®apma
MioHcTep T'm6X,

pedoepeHTHOro flikapcbkoro 3acoby Arava 10 mg, 20 mg
tablets (B YkpaiHi He 3apeecTpoBaHuii). BBefieHHS 3MiH
NPOTAroM 6-T1 MIiCALIB NiCNA 3aTBEPMAKEHHS; 3MiHN |
TUMY - 3MiHW BHECEHI A0 IHCTPYKLii A1 MeguyHoro
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"Oco611BOCTI 3acTocyBaHHA" BignoBigHO A0 iHdopmaLii
Loao 6e3nekn AOoNOMiXXHOI pevyoBUHW. BBeAEHHS 3MiH
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BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP

2003-197-Rev 06 ana gitovoi peyosmHu Heparin sodium

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
HimeuunHa (BUPOGHMUK, NpOTArom 6-TU MiCALIB MicNs 3aTBEPAXXEHHS
Lo Bignosigae 3a
BMPOOGHMLITBO rOTOBOT
nikapcbkoi hopmu,
nepBUHHE MaKyBaHHS,
MapKyBaHHS,
BTOPVIHHE MaKyBaHHS,
KOHTPONb/BUPOBYBaHH
A cepii Ta 3a BUNYyCK
cepii)
145. | NIHKOMIUVH Kancynu no 250 wmr; no MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | 3a UA/0620/01/01
10 kancyn y 6nictepi; no | "KuiBmegnpen "Kuismegnpenapar” MRy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN peyenmom
3 6nictepu y naui apar” y BUpOGHMLTBI. 3MiHa po3Mmipy cepii (Bk/IYakum
[njianasoH po3mipy cepii) roToBOro sikapcbkoro 3acoby
(36inbLlueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPIKEHNM
pPO3MipoM) - BBELleHHSA A0AaTKOBOro po3mipy cepii M'N3;
3anponoHoBaHo: TeopeTnyHuii po3mip cepii M13: 200 kr,
Lo cTaHoBUTbL 571 428 kancyn (3 4onycTummm
BigXnneHHam Big 514 285 kancyn fo 628 571 kancyn).
440 kr, Wwo ctaHoBuUTb 1 257 141 kancyn (3 4onycTUMUM
BIAXWNIEHHAM Bif,
1114 285 kancyn go 1 371 427 kancyn). BHeceHHs 3MiH
0o p. 3.2.P.3.3. Onuc BMpo6HUYOro npouecy Ta
KOHTPO/O MpoLecy, 30kpemMa: B 6/10K-CXeMi Ta Onuci
TEXHO/OrIYHOro NpoLecy 415 NPONOHOBaHOro0 PO3Mipy
cepii gogaHa onepauis TN 2.2. OnyaptoBaHHA Ha cTagii
TM 2. MNpuroTyBaHHSA KancynbHOI Macu, OCKiIbKK
06nypeHHs kancysbHOT Macu 415 36i1bLeHOro po3mipy
cepii 6yae NpoBOAMTUCH B OKPEMOMY 3MilLlyBaYi Ans
3ab6e3mneyeHHs1 04HOPIAHOCTI NapTii. 3MiHa Ki/IbKOCTi
NIHKOMILMHY rigpoxnopuay Ta Lennonosu
MiKpPOKpUCTanivyHoi AN 3aTBepAKeHOro po3mipy cepii
'N3 — 200 kr. (BunpaBneHHsA HEKOPEKTHO 3a3HayYeHol
iHdhopmawii)
146. | NIOTOH® 1000 renb, 1000 MO/rno 30 r, A. MeHapiHi ITania A. MeHapiHi ITania BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3MiHu | 6e3 UA/10905/01/01
FENb 50 r a6o 100 r y Ty6i; no IHaycTpie MaHydhakTypiHr TUMY - NOAAHHS OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI peyenma
1 Ty6i B KAPTOHHIl dapmaveyTuy NoricTikc eHA €sponelicbkiin hapmakonei Ne R1-CEP 2003-197-Rev
KopooLi e PiyHite Cepsicec C.p.J1. 04 ana pitovoi peyoBuHM Heparin sodium Big, BXe
C.p.J. 3aTBEPAKEHOro BUpOo6HMKa Yantai Dongcheng
Biochemicals Co., Ltd; 3miHu | TMny - nogaHHsa
OHOB/IEHOro cepTudikaTa BianoBiAHOCTI EBpoONechkiii
phapmakonei Ne R1-CEP 2003-197-Rev 05 ans gitouoi
peyoBuHM Heparin sodium Bif BXe 3aTBEP)KEHOIO
BMpo6HUMKa Yantai Dongcheng Biochemicals Co., Ltd;
3MiHK | TUNY - NOAAHHS OHOB/IEHOTO cepTudlikaTa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

BiJ BXe 3aTBepAxeHoro BupobHuka Yantai Dongcheng
Biochemicals Co., Ltd.; 3miHu | TUny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €EBponenchkii
chapmakonei Ne R1-CEP 2003-197-Rev 07 ans gitouoi
peyoBuHM Heparin sodium Bif BXe 3aTBEPKEHOIO
BMpo6HUMKa Yantai Dongcheng Biochemicals Co., Ltd;
3MiHW | TUMy - NoAaHHA OHOBNIEHOTo cepTudiikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2003-197-Rev 08 ans gitovoi peyosmHu Heparin sodium
BiJ BXe 3aTBepAxeHoro BupobHuka Yantai Dongcheng
Biochemicals Co., Ltd; 3miHu | TMny - nogaHHsa
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €EBponeinchkii
chapmakonei Ne R1-CEP 2006-059-Rev 01 ans gitouoi
peyoBuHM Heparin sodium Bif BXe 3aTBEPKEHOIO
BMpo6HKa SHENZHEN HEPALINK
PHARMACEUTICAL CO., LTD; 3miHu | TNy - nogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkiii
chapmakonei Ne R1-CEP 2006-059-Rev 02 ans gitouoi
peyoBuHM Heparin sodium Big, BXe 3aTBepAKEHOro
BUpo6HMKa SHENZHEN HEPALINK
PHARMACEUTICAL CO., LTD; 3MmiHu | Tuny - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichkii
hapmakonei Ne R1-CEP 2006-059-Rev 03 ans gitouoi
peyoBuHM Heparin sodium Big BXe 3aTBepKeHoro
BMpo6HMKa SHENZHEN HEPALINK
PHARMACEUTICAL CO., LTD; 3miHn | TUny - nogaHHa
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €EBponenchkii
hapmakonei Ne R1-CEP 2006-059-Rev 04 ans gitouoi
peyoBuHM Heparin sodium Bif BXe 3aTBEP)KEHOr0
BMpo6H1Ka SHENZHEN HEPALINK
PHARMACEUTICAL CO., LTD; 3MmiHu | Tuny - nogaHHs
OHOBJ/IEHOTO cepTudpikaTa BignoBigHOCTI EBponeichkiii
thapmaxonei Ne R1-CEP 2006-059-Rev 05 gns gitouoi
peyoBuHM Heparin sodium Big BXe 3aTBepAXeHOro
Bnpo6HMKa SHENZHEN HEPALINK
PHARMACEUTICAL CO., LTD; 3MmiHu | Tuny - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI EBponeinchkii
hapmakonei Ne R1-CEP 2006-059-Rev 06 ans gito4oi
peyoBuHM Heparin sodium Big BXe 3aTBepKeHoro
BMPOGHUKA, SIKUiA 3MiHMB Ha3By Ha SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANoOBIAHOCTI EBponeiickbkili hapmakonei Ne R1-CEP
2006-059-Rev 07 ansa pjtoyoi pevyoBuHN Heparin sodium
Bif BXe 3aTBepakeHoro BupobHuka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHK | TUNY - NOAaHHS OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2006-059-Rev 08 ans gjtoyoi pevyoBrHN Heparin sodium
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

Bif BXe 3aTBepkeHoro Bupo6Huka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2006-059-Rev 09 ansa pjtoyoi pevoBuHN Heparin sodium
Bif BXe 3aTBepakeHoro BupobHuka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHK | TUNY - NOAAaHHS OHOBIEHOTO cepTudikaTa
BiANoOBIAHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2006-059-Rev 10 ans gitoyoi peyoBmHM Heparin sodium
Bif, BXe 3aTBepAkeHoro BupobHuka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2006-059-Rev 11 ans gitouoi peyosmHM Heparin sodium
Bif BXe 3aTBepkeHoro Bupo6Huka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2006-059-Rev 12 ansa pjtoyoi pevoBuHn Heparin sodium
Bif BXe 3aTBepakeHoro BupobHuka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD4;
3MiHK | TUNY - NOAaHHS OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2006-059-Rev 13 ans gitovoi peyoBmHM Heparin sodium
Bif, BXe 3aTBepAkeHoro BupobHuka SHENZHEN
HEPALINK PHARMACEUTICAL GROUP CO., LTD;
3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2002-012-Rev 03 gns gitouoi peyosmHu Heparin sodium
BiJ BXe 3aTBepaxeHoro BupobHunka Changzhou
Qianhong Bio Pharma Co., Ltd; 3miHu | Tuny - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €EBponeinchkii
hapmakonei Ne R1-CEP 2002-012-Rev 04 gns gitouoi
peyoBuHM Heparin sodium Bif BXe 3aTBEP)KEHOr0
BMpo6Huka Changzhou Qianhong Bio Pharma Co., Ltd;
3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2002-012-Rev 05 ans gitouoi peyosmHu Heparin sodium
BiJ BXe 3aTBepaxeHoro BupobHunka Changzhou
Qianhong Bio Pharma Co., Ltd; 3miHu | Tuny - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI €EBponeinchkii
chapmakonei Ne R1-CEP 2002-012-Rev 06 ans gitouoi
peyoBuHM Heparin sodium Bif BXe 3aTBEP)KEHOr0
BMpo6Huka Changzhou Qianhong Bio Pharma Co., Ltd;
3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-070-Rev 02 ansa gitouoi peyosmHM Heparin sodium
B BXe 3aTBepmkeHoro BupobHnka NANJING KING-
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Homep
peecmpayitiHo2o
nocsio4eHHs1

FRIEND BIOCHEMICAL PHARMACEUTICAL CO., LTD;
3MiHK | TUNY - NOAaHHSA OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2005-070-Rev 03 ans gitoyoi peyoBmHM Heparin sodium
Bif, BXe 3aTBepaxeHoro BupobHnka NANJING KING-
FRIEND BIOCHEMICAL PHARMACEUTICAL CO., LTD;
3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-070-Rev 04 ansa gitouoi peyosmHM Heparin sodium
Bif Bxe 3aTBepmxeHoro BupobHnka NANJING KING-
FRIEND BIOCHEMICAL PHARMACEUTICAL CO., LTD;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2005-070-Rev 05 ansa gjtoyoi pevoBuHn Heparin sodium
Bif BXe 3aTrBepmxeHoro BupobHnka NANJING KING-
FRIEND BIOCHEMICAL PHARMACEUTICAL CO., LTD;
3MiHW | TUNY - BUNYYEHHSI BUPOBGHMKA Ait04O0T PeyoBUHN
CKW Pharma Extrakt GmbH & Co. KG, Germany;
3anponoHoBaHo: Changzhou Qianhong Bio Pharma Co.,
Ltd.; Shenzhen Hepalink Pharmaceutical Co., LTD,
Kutaii; Nanjing King-Friend Biochemical Pharmaceutical
Co. Ltd, Kutait; Yantai Dongcheng Biochemicals Co.,
Ltd., Kutaii; 3miHu | TUNy - LONOBHEHHSA cneuudikawii
A®| HoBMM nokasHukoM «MikpobiosnoriyHa uncTota
TAMC ( not more than 102 CFU/g) Ta TYMC not more
than 101 CFU/g ) BignosigHo ao moHorpadii EP 2.6.12.;
3MiHM | TRy - fonoBHEeHHs cneundikauii A®| HoBum
nokasHukom «MikpobiosnoriyHa ynctota» Pseudomonas
Aeruginosa (absent in 1 g) Ta Staphylococcus Aureus
(absent in 1 g) BignosigHo fo moHorpadii EP 2.6.13;
3MiHK | TUNY - BBEAEHHA Nepiody NOBTOPHOTO
BMNPO6YBaHHA 3 pokn ans APl BUpoGHMLTBA
Changzhou Qianhong Bio Pharma Co., Ltd; 3miHn | Trny
- BBElEHHS Nepiofy NOBTOPHOrO BUNPOGYBaHHA 5 pokiB
ons A®l BupobHuytea SHENZHEN HEPALINK
PHARMACEUTICAL GROUP CO., LTD; 3minu | Tvny -
BBE/leHHs Mepiofly NOBTOPHOrO BUNPOOYBaHHSA 3 POkM
ons A®| Bupo6HuLTBa NANJING KING-FRIEND
BIOCHEMICAL PHARMACEUTICAL CO., LTD; 3miHu |
TUNY - BBEAEHHS Nepiofy NOBTOPHOTO BUNPOGYBaHHA 3
pokun ans A®l BupobHuuTBa Yantai Dongcheng
Biochemicals Co., Ltd.

147.

NICOBAKT
LYyo®

NbOAAHUKN NPECOBaHi;
no 10 nboAsHuKIB Y
6nicTepi; no 2 6nictepu
B KapTOHHIi kopo6ui

BocHanek g.4.

BocHis i
lepuerosun
Ha

BocHanek a.4.

BocHis i
lepuerosuH
a

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis:
BUMPaB/IEHHSA TEXHIYHOI NOMWUIIKW, MOB’A3aHO 3
HEKOPEeKTHUM nepeHeceHHsM iHchopmaLlii 3 maTtepianis
BMPOGHMKA 0 METOAIB KOHTPO/0, AOMyLLEHa MOMUIIKA Y
HanucaHHi Ha3By BUpPo6HMKa API LieTnnnipuamnHito

6e3
peyenma

UA/17498/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
X/10pYAY, OCKiSIbKW Nif, Yac ekcnepTusn matepiasis
peecTpaLiiiHoro Aocke, BUPO6HUK AD| LieTnnnipuamHito
xnopuay 3MiHVB CBOIO Ha3By (6e3 3MiHM micus
BMpOGHMLTBA ADI), LUASXOM HaaHHS OHOB/IEHOTO
CeprtudpikaTy BignoBigHOCTI €EBponeiickkoi hapmakonei
(nani — CEP) npwn peecTpauii nikapcbkoro 3acoby (R1-
CEP 2007-029-Rev 02 - Dishman Pharmaceuticals and
Chemicals Limited, India; R1-CEP 2007-029-Rev 03 -
Dishman Carbogen Amcis Limited, India). MponoHoBaHa
pepakuis. MeToau KOHTPO/IO SKOCTI. [itoya peyoBumHa:
LleTunnipuguHito xnopuz
Bupo6Huk - Dishman Carbogen Amcis Limited, India.
3a3HayeHe BMMpaB/IEHHS BigNoBifae MaTepiasiam
peecTpaLiiHoro focke, siki NpeAcTaB/ieHi B MaTepianax
peecTpauiinHOro Aocbe
148. | NO3APTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwmHa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/16519/01/01
MAKC-TEBA NAiBKOBOK 0H60/TI0HKOI0 YkpaiHa" 3aBog, TEBA, IcnaHis TUNy - NOAAaHHA HOBOrO cepTudlikaTa Bi4NOBILHOCTI peuenmom
no 50 mr/12,5 mr no 10 YropmHa €sponelicbkin hapmakonei Ne R1-CEP 2010-139-Rev
TabneTok y 6nictepi; no (BMpOGHMLTBO 3a 02 ansa pitovoi peyoBrHU Losartan potassium Big HOBOroO
3 abo no 6, abo no 9 NOBHUM LMK/IOM); BUpobHuKa ZHEJIANG HUAHAI PHARMACEUTICAL
6nicTepiB y KAPTOHHIN TeBa ®apma C.J1.Y., CO., LTD., sk Hacnifok gonoBHeHHs cneuudikauii Ad|
KopoobLi IcnaHisa (nepBrHHA HOBUMW NOKa3HUKaMM «3a/INLLKOBI KiSIbKOCTi OpraHiyHnx
ynakoBKa, BTOPUHHA PO34MHHUMKIB» - (Isopropanol NMT 2000 ppm,
ynakoBka Ta f03Bin Ha Cyclohexane NMT 1000 ppm); AOMiLLuKam¥ HITPO3aMiHIB:
BMNYCK cepil) N-Nitrosodimethylamine (NDMA not more than 0.640
ppm ), N- Nitrosodiethylamine (NDEA not more than
0.177 ppm), NDBA (not more than 0.177 ppm)
149. | NO3APTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwmHa/ BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/16519/01/02
NNOC-TEBA NAiBKOBOK 0H60/TI0HKOI0 YkpaiHa" 3aBof TEBA, IcnaHis TUNy - NoAaHHA HOBOro cepTudikaTa Bi4NOBILHOCTI peyenmom
no 100 mr/25 wmr, no 10 YropwmHa €ponelicbkiii thapmakonei Ne R1-CEP 2010-139-Rev
TabneTtok y 6nictepi; no (BMpOGHMLTBO 3a 02 agns pirovoi peyoBrHU Losartan potassium Big HOBOro
3 bnicTepa y KapTOHHIl MOBHUM LKOM); Bupo6Huka ZHEJIANG HUAHAI PHARMACEUTICAL
Kopobu,i TeBa ®apma C.J1.Y., CO., LTD., AiK Hacnigok OMOBHEHHS crneungikauii A®I
IcnaHisa (nepBrHHA HOBUMW NOKa3HUKaMW «3a/INLLKOBI KiSIbKOCTi opraHiyHnx
ynakoBka, BTOpPUHHa PO34MHHUKKIB» - (Isopropanol NMT 2000 ppm,
yrnakoBKa Ta [03Bi/1 Ha Cyclohexane NMT 1000 ppm); AOMiLIKaMW HITPO3aMiHIB:
BMNYCK cepir) N-Nitrosodimethylamine (NDMA not more than 0.640
ppm ), N- Nitrosodiethylamine (NDEA not more than
0.177 ppm), NDBA (not more than 0.177 ppm)
150. | NO3APTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwmHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/16519/01/01
NNKOC-TEBA NAiBKOBOK 060/1I0HKOI0 YkpaiHa" 3aBof TEBA, IcnaHis TUMY - NOAAHHSA OHOBEHOTO cepTudikaTa BignoBigHOCTI peyenmom
no 50 mr/12,5 mr no 10 YroplmHa €sponelicbkin hapmakonei Ne R1-CEP 2011-105-Rev

TabneTok y 6nictepi; no
3 abo no 6, abo no 9
6nicTepiB y KAPTOHHIN
KopoobLi

(BUPOBHMLTBO 3a
NMOBHUM LKNIOM);
TeBa ®apma C.J1.Y.,

IcnaHis (nepBrHHA

03 ans pitovoi pevosBrHK Losartan potassium Big Bxe
3aTBepmxeHoro supobHuka Teva API India Private
Limited (India), sk Hacnigok 3miHn y cneuudikauii A®l, a
camMe 3BY)XEHHS MeX A5 AOMILLIKKU HiTpo3amiHiB (NMBA)
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
ynakoBka, BTOPUHHA (3aTBepmxeHo: 0,64 ppm; 3anponoHoBaHo: 0,640 ppm)
yrnakoBka Ta [03Bi/f1 Ha 3rigHo Bumor CEP
BUMYCK cepii)
151. | NO3APTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa AT dapmaueBTUUHUI YropuHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/16519/01/02
MAKC-TEBA N1iBKOBOK 060/I0HKO YkpaiHa" 3aBog, TEBA, IcnaHis TUMY - NOAAHHA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI peyenmom
no 100 mr/25 wmr, no 10 YroplwuHa €sponelicbkiin hapmakonei Ne R1-CEP 2011-105-Rev
TabneTok y 6nictepi; no (BMPOGHMLTBO 3a 03 gns gjtoyoi pevosuHM Losartan potassium Big, Bxe
3 bricTepa y KapTOHHiiA NOBHUM LMK/IOM); 3aTBepmxeHoro BupobHuka Teva API India Private
Kopobui TeBa ®apma C.J1.Y., Limited (India), six Hacnifok 3miHKn y cneundikauii A®l, a
Icnanis (nepBrHHA came 3BYXXEHHS MeX 718 JOMILLKKM HiTpo3amiHiB (NMBA)
ynakoBka, BTOPUHHA (3aTBepmxeHo: 0,64 ppm; 3anponoHosaHo: 0,640 ppm)
ynakoBka Ta [03Bin Ha 3rigHo Bumor CEP
BUMYCK cepii)
152. | MATEPUHKUN TpaBano50ra6o 75ry MpAT YkpaiHa MpAT "NiktpaBn" Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 6e3 UA/3538/01/01
TPABA naykax 3 BHYTPILLHIM "Niktpasn” TUNY - BHECEHHS 3MiH g0 p. 3.2.P.7. Cuctema peyenma
naketom; no 1,5ry KOHTeliHep/3aKynoproBasibHWiA 3aci6, a caMe BHECEHHS
inbTp-nakeTi; no 20 YTOUYHEHHS, WOoA0 Naykn gns ginbTp-nakeTis:
QiNbTp-nNakeTiB y naywi «[0[1aTKOBO Nayky MOXYTb 06ropTaTtucs 330BHi MiBKOKO
abo y nauui 3 noninponineHoBo» (3aTBepikeHo «Mauku 330BHI
BHYTPILLHIM NakeToMm 06ropTalTbCA NIIBKOK NOMINPONiNIEHOBOI»), 3
BiANoBiAHMMU 3MiHamMu B p. "Ynakoska"' MKA /13;
3anponoHoBaHo: MoapibHeHa cupoBuHa No 50 1, 751 B
nakeTy naneposi, abo B NakeTy 3 N/iBKV NakyBasbHOI 3
HaCTYMHVM yKNaAaHHAM B Naukn KapTOHHi.
MopoLLOK KpyMHWiA No 1,5 1y dinbTp-nakeTw,
BUrOTOB/IEHI 3 Nanepy TepmMo3BaploBasIbHOTO NMOPUCTOTO,
LLIO0 He po3MoKae, 3 NoAAbLUNM YKNagaHHsAM no 20
iNbTP-NakeTiB B NAYKN KAPTOHHI. [l0AATKOBO Mayku
MOXYTb 06ropTaTucst 330BHi NNiBKOKO
nosinponisIeHoBOk0.
MopoLLOK KpyMHWiA No 1,5 1y dinbTp-nakeTw,
BUrOTOB/IEHI 3 Nanepy TepmMo3BaploBasIbHOTO NMOPUCTOTO,
LLIO0 He po3MoKae, 3 NoAAbLUNM YKNagaHHsAM no 20
hiNbTp-NakeTiB B NakeTW, BUrOTOB/IEHI 3 NAIBKK 3
nosliMepHNX MaTepiasiB 3 NogasbLUMM YKNadaHHAM B
nayky KapToHHi. [lofaTkoBO Nayky MOXyTb 0bropTaTucs
330BHi N/1IBKOKO NONINPONiNIEHOBOIO
153. | MEBCIH kancysm no 200 mr no OPIrAHOCUWH OAE EBepTomxeH Navid IHAjs BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu | 3a UA/8968/01/01
PETAPA® 10 kancyn y 6nictepi; no | JJAMGCAEHC CaeHcu3 Nlimiteq TUNYy - 3MiHW Woao0 6e3nekn/edpeKTUBHOCTI Ta peuyenmom
3 6nictepn y nauuj 3 N3 (E® 3ET 1) hapmakoHarnsgy. BeegeHHs abo 3miHu o

KapToHy

y3aras/ibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AiiCHeHHSs hapMakoHarisay B YKpaiHi, SiKLio BoHa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucteMu dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3[jiCHEeHHS hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucrtemu

thapmakoHarnsgy
154. | MEBCIH kancysm no 200 mr in OPFAHOCUH OAE EBepTogxeH Navid IHAiA BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | - UA/8969/01/01
PETAPA® bulk: no 1000 kancyn y NANPCAEHC CaeHcu3 Nlimiteq TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
naketax N3 (E® 3ET I) thapmakoHarnagy. BeegeHHs abo 3miHu fo

y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifabHOT 3a
3fjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cuctemu

thapmakoHarnsgy
155. | MEPAJIC® crnpei HasanbHUiA, Anpax- Xopsartis AnpaH-FaneHcbkuii Xopsartis BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu | 6es UA/17378/01/01
IHTEHC/B po34rH Mo 10 mny [anieHCbKnit Nab6opaTtopili 4.4, TUNy - BHECEHHS 3MiH 4O MaTepianiB peecTpayiiHoro peyenma
donakoHi Nel 3 NabopaTopiii pocbe p. 3.2.P.7. Cuctema
[03YH0UUM MPUCTPOEM a.a. KOHTelHep/3aKynopoBasibHWIA 3aci6: 3MiHa po3Mipy

HDPE cnakoHa (3MiHa giameTpy 30BHILUHbLOI Pi3bou,
TOBLUMHM CTiHKW N5 donakoHy 10 mn); 3MiHu | Tuny -
BBEIeHHS 40ATKOBUX AINSAHOK ANA cTepunisauii
NepPBMHHOIO NakyBaHHS, a came: A1 ctepunisauii HDPE
thnakoHa BBOANTLCA BUPOGHKMK Steris — Synergy Health
Marseille Site de Marcoule, Lieu Dit Combe Bertrand,
D138, 30200 Chusclan France (Tun ctepunisauii —
ramma OfNpOoMiIHEeHHS, Takvil caMuid, K y paHile
CXBasleHOMY MicLi cTepunidauii); gns crepunisavii APF
pO3NMBaJILHOTO Hacoca BBOANTLCA BUPOOHMK
Gammatom, Via XXIV Maggio 14, 22070 Guanzate (CO)
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Ymosu
Bionycky

Peecmpayjitina npoyedypa Howmep

peecmpayitiHo2o

Ne Hassa 3asBHUK Bupo6Huk

n/n JliKapcbKo20

KpaiHa
BUPOBGHUKA

Popma sunycky
(nikapcbka gpopma,

KpaiHa
3asBHUKa

3acoby

ynakoska)

nocsio4eHHs

Italy. OHOBNEHHA AaHMX BUPOOHUKIB, BiANOBIAA/IbHNX 3
cTepunizauito 3 K po3nuntoBasibHOro Hacoca: Sterigenics
Belgium (Petit-Rechain) SA, Zoning Industriel de Petit-
Rechain, Avenue Andre Ernst 21, Verviers, Liege, B-
4800, Belgium: 3miHeHa Ha3Ba Bynui, ae
po3TtalloBaHuii 3aBog, Sterigenics (3 AseHto [lto Mapk 29,
B-4800 Beps’e Ha ABeHto AHApe EpHCT 21, Bepsp'e,
Niexe B-4800; Pfm medical msg GmbH, Am Soterberg
4, 66620 Nonnweiler/Otzenhausen, Germany: 3MiHEHO
Ha3By 3 Msg medical sterilization GmbH Ha Pfm medical
msg GmbH, 6e3 3miHM agpeca, BigNoOBigaNbLHOrO
nepcoHany Ta o6nagHaHHs; 3MiHW | TUMY - BHECEHHS
3MiH [0 mMaTepiasniB peecTpauiiiHoro gocke p. 3.2.P.7.
CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6:
OHOBJ/IEHHS NapameTpiB cnevuyudikauii nepBUHHOT
ynakoBku HDPE dhnakoHa (giameTp 30BHiLLHLOT pi3bbu
Ta TOBLLUWHM CTiHKM), NPX 3aCTOCYBaHi iHLWOro hiakoHa

156.

METPOHIAA30

n

Tabnetkv no 250 mMr no
10 TabneTtok y
6nictepax; no 10
TabneTtok y 6nictepax;
no 2 a6o 5 6nictepis y
nauui

AT
"Nly6HMchapm

"

YkpaiHa

AT "ly6Hndhapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6.
CuncTeMa KoHTellHep/3akynoproBasibHUiA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOrO MikapCbKOoro 3acoby (3miHa
KiflbKOCTi 0AVHNLG (Hanpukias TabeTok, aMmmnyn ToLLo)
B yNakoBL,i:) - 3MiHa No3a Aiana3oHoM 3aTBepIKEHUX
pO3MipiB yNakoBKM - BBEAEHHSA AOAATKOBOrO po3Mipy
ynakoBku Ne 50 (10x5) nikapcbkoro 3acoby
MeTpoHigason, TabneTkn no 250 mr, 6e3 3MiHU
NepBUHHOIO NakyBasIbHOro MaTepiasy Ta 3
BiANOBIAHMMU 3MiHaMU A0 p.YnakoBka. 3MiHW BHECEHI B
po3ain "YnakoBka" B iIHCTPYKLiO AN MeAUYHOro
3aCcTOCYyBaHHS MikapCbKOro 3acoby y 3B’A3Ky 3
BBE/leHHsIM [04aTKOBOI YNakoBKW, K HAC/ifOK -
3aTBEPKEHHSA TEKCTY MapKyBaHHS [,0AaTKOBOT
yMakoBKM MiKapcbKoro 3acoby. BBeAeHHS 3MiH NpoTArom
6-TV MicAUiB Nic/a 3aTBEPAKEHHS

3a
peyerimom

UA/6538/01/01

157.

METPOHIAA30

n

po3unH Ans iHdysili 0,5
% no 100 mn npenapary
B KOHTeliHepax; no 1
KOHTelHepy B NniBLi B
Kopobui

AHaHTa

Megikeap N14.

Benuka
BpuTaHis

€Bponaiich Xentkeap

Met. T4,

IHais

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
TUNY - BHECEHHS 3MiHN A0 po3giny «MapkyBaHHs» MKHA
N3: 3anponoHoBaHo: MapkyBaHHs. Bignosigae
3aTBEPKEHOMY TEKCTY MapKyBaHHS. OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAYEHHS OAUHULD BUMIPIOBAHHSA Y
cuctemi S

3a
peyenmom

UA/15762/01/01

158.

MIAOKAIM

PO34MH A1 iH'EKUIA, MO
1 mn B amnyni, no 5
amnysn y KapTOHHii
ynakoBLi

BAT "TeneoH
PixTep"

YropwmHa

BAT "lepeoH Pixtep"

YropwmHa

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu |
TUMY - OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLii Wwoao
3a3HayYeHHs OAVHMLB BUMIPIOBaHHA Y cucTemi Sl.
BHeceHHs 3MiH [0 po3giny “MapkysaHHA” MKA N13”:
3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEpPAKEHOI0

3a
peyenmom

UA/7535/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
TEKCTY MapKyBaHHs. BBeleHHA 3MiH NpoTArom 6-Tu
MiCAILiB Nicns 3aTBEpPIKEHHS
159. | MINAPOHAT® Kancynu Teepgi no 250 AT "IpiHaekc" Nartsis AT "I'piHgekc" Natsis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 6e3 UA/16049/01/01
Mmr, no 10 kancyny TUMY - NOAAHHA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI peuyenma
6nictepi; no 2 a6o 4 €sponelicbkiin hapmakonei Ne RO-CEP 2015-089-Rev
6nicTepu B naywj 3 01 pnsa A®| menbAoHilo aurigpaty Bif Bxe
KapToHy 3aTBepmkeHoro BupobHuka JS Company "Grindeks",
Nartsisi, y Hacnigok aofaBaHHA BUPOOHUKA MPOMDKHOIO
npoaykty Dong Li (NAN TONG) Chemical Co., Ltd.,
China
160. | MIHIPUH Tabnetkv no 0,1 Mr no ®eppiHr Lseliuapi ®eppiHr MM6X, HimeuunHa/ BHECEHHSA 3MiH 10 peECTpaLiiiH1X maTepianis: 3MiHu | 3a UA/16236/01/01
30 TabneTokK y goNaKkoHi; IHTepHeLwHN A HimeuunHa LLIseliyapis TUMY - 3MiHW BHECEHO B TEKCT MapKyBaHHS yNaKOBKU peuenmom
no 1 cpnakoHy B CeHtep CA (BignoBiganbHuii 3a nikapcbkoro 3acoby, a came n.6 NepBUHHOT yNakoBKM Ta
KapTOHHIiA ynakoBL,i BUMNYCK cepii); PeppiHr n.17 BTOPMHHOI yNakoBKM [ONOBHEHO (hpa3oto Npo
IHTepHewHn CeHTep HasBHICTb TEXHIYHOI iHhopmaLil BUPOGHMKa
CA, Weeiiyapis
(BPO6HMLTBO)
161. | MIHIPUH Tabnetkv no 0,2 Mr no deppiHr LLisefiuapi ®eppiHr MTM6X, HimeuunHa/ BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu | 3a UA/16236/01/02
30 TabneTok y hnakoHi; IHTepHeLHN a HimeuunHa Liseliuapis TNy - 3MiHN BHECEHO B TEKCT MapKyBaHHS yNakoBK/ peyenmom
no 1 cpnakoHy B CeHTtep CA (BignoBiganbHuii 3a nikapcbKoro 3acoby, a came n.6 NepBUHHOT yNakoBKM Ta
KapTOHHI ynakoBsL,i BUWMYCK cepii); deppiHr n.17 BTOPMHHOI yNakoBKM [ONOBHEHO (opa3oto Npo
IHTepHewHn CeHTep HasABHICTb TEXHIYHOI iHhopMaLlii BUPO6HUKa
CA, LWBeliuapis
(BMPOGHMLTBO)
162. | MIHIPUH MENT | niodpinisat opasibHuii no PeppiHr LLiBeiiuapi BMPOOHULITBO, Benvkobput BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/5118/02/01
60 mkr, no 10 IHTEepHeLLHN a NepBUHHE NakyBaHHA, aHia/ TUMY - 3MiHN BHECEHO B TEKCT MapKyBaHHS YMakoBKM peyenmom
niodgpinisaris y 6nictepi; CeHTtep CA KOHTPO/Ib SKOCTI: LLiBeiiuapis/ | nikapcbkoro 3acoby, a came n.6 NEPBMHHOI YNakoBK/ Ta
no 1, a6o no 3 a6o no KataneHT O.K. HimeuuunHa n.17 BTOPVMHHOT yNakoBKM 4OMOBHEHO (hpa3oto npo
10 6nicTepiB y CsiHgoH 3igic Nimitea, HasBHICTb TEXHIYHOI iHhopMmaLii BUPOOHUKa
KapTOHHI Kopoo6Li BenukobpuTaHis;
BTOPVHHE MaKyBaHHS:
®eppiHr IHTepHeLwHn
CeHTtep CA,
LLieiiuapis;
BiANOBIAaIbHNI 3a
KOHTPO/b AKOCTI,
BUNYCK cepii: deppiHr
'm6X, HimeyunHa
163. | MIHIPUH MENT | niodpini3at opasibHuii no PeppiHr LLiBefiuapi BMPOGHMLITBO, Benukobput BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/5118/02/02
120 mkr, no 10 IHTepHeLHN a nepBUHHE NMaKyBaHHS, aHis/ TUNY - 3MiHW BHECEHO B TEKCT MapKyBaHHS yNakoBK/ peyenmom
niodpinisatis y 6nictepi; CeHTtep CA KOHTPO/Ib SIKOCTI: LLisefiuapis/ | nikapcbkoro 3acoby, a came .6 NEPBUHHOI yNakoBK/ Ta
no 1, a6o no 3 a6o no KataneHT O.K. HimeuunHa n.17 BTOPMHHOT yNakoBKX JOMNOBHEHO (hpa3oto npo

10 6nicTepiB y
KapTOHHI/ KopoobLi

CsiHgoH 3igic NimiTes,
BenvkobputaHis;
BTOPUHHE NaKyBaHHs:
deppiHr IHTepHeLWHN

CeHtep CA,

HasBHICTb TEXHIYHOI iHhopmaLil BUPOGHMKa
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
LLiBeiiuapis;
BiANoBigabHUIA 3a
KOHTPO/Ib SIKOCTI,
BUMYCK cepii: ®eppiHr
mM6X, HimeuynHa
164. | MIHIPUH MENT | niocbini3at opasibHuii no ®eppiHr LLsenuapi BMPOBHULITBO, Benukobput BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/5118/02/03
240 wmkr, no 10 IHTepHeLUHN a NepBUHHE NaKyBaHHS, aHis/ TNy - 3MiHN BHECEHO B TEKCT MapKyBaHHS yNakoBK/ peyenmom
niodpinizatiB y 6nictepi; CeHTep CA KOHTPO/Ib SIKOCTI: LLiBeiiuapisi/ | nikapcbkoro 3acoby, a came .6 NEPBUHHOI yNakoBK/ Ta
no 1, a6o no 3 a6o no KataneHT O.K. HimeuunHa n.17 BTOPMHHOT yNakoBKM SOMOBHEHO ¢hpas3oto npo
10 6nicTepiB y CaiHgoH 3igic NimiTes, HasiBHICTb TEXHIYHOT iHhopMaLlii BUpO6HUKa
KapTOHHIA KopooLi BenukobputaHis;
BTOPWHHE NaKyBaHHS:
PeppiHr IHTepHeLWwHN
CeHtep CA,
LLseiuapis;
BignoBiganbHWi 3a
KOHTPO/b AKOCTI,
BUMYCK cepii: ®eppiHr
rm6X, HimevyurHa
165. | MOBUMNPEN® NopoLUoK AN HopxwH B.B. Hinepnax HOPXWH Nimitep, Benuka BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu | 6es UA/12987/01/01
OpPa/IbHOIO PO34UHY; NO on BpuTaHis TMAY - 3MiHW 3 AIKOCTIi. [OTOBUIA NiKapCbKMii 3aci6. peyenma
lcawe AilcaweBy KOHTpO/b roTOBOro NikapcbKoro 3acoby - OHOB/IEHHS
nakeTi; No 2 nakeTu B BXE 3aTBEPAKEHNX METOLiB KOHTPOSIHO AKOCTI
KapTOHHI KOpooLyi NiKapcbKoro 3acoby, a caMe: BUKTafeHHS TEKCTY
[epXXaBHOI MOBOIO 3Tif{HO Cy4acHVX BUMOr. BBefeHHs
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBepAKeHHs
166. | MOP®O/IHIEB | nopoluok (cy6ecTaHuis) y NnAT YkpaiHa Eppepxieppe C.n.A. ITanisa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHun || - UA/12856/01/01
A CIlb noaBiiHMX "KuiBmegnpen TMNYy - NpUBEAEHHA cneundikauii Ta MeToaiB KOHTPOIO
TIASOTHOI nosieTuIeHoBMX apat” AKocTi A®l MopdhoniHieBOI COMi Tia30THOI KMCNOTK 3a
KUCNOoTU nakeTtax gnis nokasHukamm: «Onmc», «PO3YNMHHICTb,
hapMaLeBTUYHOIO «lpeHTudpikauis», «Temnepatypa nnaBneHHs»,
3aCcToCyBaHHA «[Mpo30piCTb PO3UMHY», «KONbOPOBICTb PO3UNHY», «pH",
«CynpoBigHi Aomilkn», «BTpaTa B maci npu
BUCYLLYBaHHI», «CyrnbhaTHa 30n1a», «KinbkicHe
BM3HAYEHHA» Y BIANOBIAHICTL 0 DMF B1po6HuKa
Eppegxieppe C.n.A., ITanis; BuiyyeHo nokasHuKn
«3a/INLLKOBI KiTbKOCTi OpraHiYHUX PO3YMHHUKIBY, «BaKi
MeTanm», «MikpobionoriyHa umctota», «baktepiasibHi
€HAO0TOKCUHU»
167. | MYKANTUH® nopoLUoK (cybeTaHuis) y MAT YkpaiHa MAT "Tanuucpapm" Ykpaina BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | - UA/10042/01/01
naketax "Tannudapm” TMNY - 3MiHK 3 AkocTi. A®l. KoHTponb A®I. 3miHay

nonieTMIeHoBuUx Ans
BMPOOHULITBA
HecTepuIbHNX
nikapcbknx hopm

napameTpax cneuudikauii Ta/abo JOMyCTUMUX MEX,
BM3HA4YeHUX y cneuudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y Mpoueci BUpobHuutea Adl;
CYNyTHSA 3MiHa - 3MiHK 3 AkocTi. APl KoHTposnb AdI.
3miHa y MeTodax BunpobysaHHs A®Il abo BuxigHoro




100

Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
Marepiany/npoMiXXHOro NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa A®I (iHLWi
3MiHV Y MeTogax BUNpobyBaHHS (BKIOYaoun 3aMiHy
abo gonoBHeHHs) A®| abo BUXiAHOro/NPOMIKHOTO
npoaykty) (B.1.6.2. (') IB)BHeCeHHs 3MiH y peecTpauiliHe
[O0CbE NoB'A3aHe 3 HeOOXIAHICTIO NPUBEAEHHSA
cneuudikayii Ta MeTogiB KoHTponto ETaHon (96%) y
BiANOBIAHICTb A0 BUMOr €EP/ADY, fitove BUAAHHSA
168. | MyKocoOn po3unH ANns iHdysiii, 7,5 MpusaTHe YkpaiHa MpvBaTHE akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/6958/02/01
Mr/mn; no 2 M B akuioHepHe TOBapUCTBO "J1ekxim- TMNYy - 3MiHK 3 AKocTi. A®Il. KoHTponb A®I. 3miHa y peyenmom
amnyni; no 5 a6o 10 TOBapucTBO Xapkis" napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
amnyn y nadui 3 KapToHy "Nlekxim- BM3HAYeHNX y cneuudikauisx Ha A®l, abo
abo no 5 amnyny Xapkis" BMXigHWIA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
6nictepi; no 1 a6o 2 BMKOPUCTOBYIOTLCS Y npoLeci BUpobHuutea APl
6nicTepy B nayj 3 (BUYYEHHS HE3HAYHOTO NOoKa3HUKa AKOCTI (Hanpuknag,
KapToHy BW/TyYEHHS 3aCTapiforo nokasHuka)); CynyTHs 3miHa -
3MiHu 3 sKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BUXigHOrO
mMaTepiany/npomiKHOro nNpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTa AdI
(He3HauHi 3MiHW Y 3aTBEpPAKEHNX MeToAax
BMNpOoGYBaHHS). BHeceHHs 3MiH 4o cneuudikauii Ta
MeTOZIB KOHTPO/O AKOCTi A®I, a came, BUAaNEHHS
nokasHuka "Baxki metaam"
169. | M'ATA nneta no 50 1y naykax 3 MpAT YkpaiHa MpAT "NikTpasn" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/5979/01/01
MNEPLEBOI BHYTPILUHIM NakeToMm; rno "NikTpasn" TUNY - BHECEHHS 3MiH a0 p. 3.2.P.7. Cuctema peyenma
NNCcTA 1,51y chinbTp-nakeTi; No KOHTelHep/3aKynoptoBasibHWI 3acib, a came BHECEHHS

20 hinbTp-nakeTiB y
nadui abo y nauui 3
BHYTPILLHIM NakeToMm

YTOYHEHHS, W00 Naykn ANs QinbTp-nakeTis:
«[0[aTKOBO Nayvkn MOXyTb 06roptaTtucs 330BHi MNiBKOKO
No/IiNPOni/IEHOBO» (3aTBEPAKEHO «ayky 330BHI
06ropratTbCs NMIBKOK NOMINPONISIEHOBO»), 3
BiAnosigHUMY 3MiHamu B p. "Ynakoska" MKA N13;
3anpornoHosaHo: MNogpibHeHa cuposrHa no 50 r B
nakeTy, BUTOTOB/IEHI 3 Nanepy NakyBaslbHOro
BOJI0rOCTiliKOro, abo kpadhT-nanepy, abo nanepy
raseTHoro, abo B nakeTu 3 N/iBKW NakyBabHOI 3
HacTYMHUM YKNaAaHHAM B Na4kv KapTOHHI. MopoLLIok
KpYnHWiA no 1,5 r B (hinbTp-nakeTu, BUTOTOB/IEHI 3
nanepy TepmMo3BaploBasibHOr0 NOPUCTOro, LLIO He
PO3MOKa€E, 3 HACTYMHWUM YKnagaHHAM no 20 dinbTp-
nakeTiB B Nayku KapToHHI. [JoAaTKOBO Nayky MOXYTb
o6ropTaTucs 330BHi M/1iBKOK MNOAINPOMiSIEHOBOIO.
MopoLwuok kpynHWii no 1,5 r B goinbTp-nakeTy,
BWIOTOB/IEHI 3 Nanepy TEPMO3BapOBasILHOrO NMOPUCTOrO,
LLIO0 He pO3MOKae, 3 HACTYNMHUM YKNagaHHAM no 20
iNbTP-NakeTiB B NAKETN, BUTOTOBJIEHI 3 NIBKA 3
noniMepHUX Matepianis 3 HACTYNHUM YKNafaHHAM B
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
nayky KapToHHi. [lofaTkoBO Naykn MOXyTb 06ropTaTucs
330BHi N/1IBKOIO NONINPONiNEHOBO
170. | HABIPEN KOHUEeHTpaT ans Megak HimeuunH Mepak lesenbwadT HimeuunHa/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/4711/01/01
NPUIOTYBAHHSA PO3UMHY lesenbadr a dotop KniHie Yecbka TUMY - NOAAHHA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI peyenmom
ans iHdoy3iii, 10 mr/mn orop KNiHiwe Lneuiansnpenapate Pecny6nika €sponelicbkiin hapmakonei Ne R1-CEP 2008-290-Rev
no 1 mn (10 mr) a6o 5 Lneujanbnpe M6X, HimeuunHa 02 (3atBepmxeHo: R1-CEP 2008-290-Rev 01 gns Al
M (50 Mr) y conakoHi, napate mM6X (nakyBaHHs, BiHOpen6iHy TapTpaTy Bif, BXe 3aTBepAKEHOr0
no 1 cpnakoHy B MapKyBaHHA Ta BUMYCK Bupo6bHMka TRANSO-PHARM HANDELS GMBH
KapTOHHI/ KopoobLi cepii); oHKoMe[, (Brpo6HMYa ginbHWUA: Synbias Pharma Limited,
MeHbloheKyepiHr a.c., YKkpaiHa), y Hacnigok 3MiH B crnieundikauii Ta metoamkax
Yecbka Pecny6nika BM3HAYEHHS 3@ NOKa3HUKOM «CynpoBigHi AOMILLKM»;
(BMPOGHMLTBO "in 3MiHM | TUNY - NOAAaHHA OHOB/IEHOTO cepTudlikara
bulk", koHTponb cepiii) BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2011-342-Rev 00 (3atBepmxeHo: RO-CEP 2011-342-Rev
01 gna A®| BiHopenbiHy TapTpaTy Big BXe
3aTBepxeHoro BupobHuka Minakem High Potent SA,
Benbrisi, y Hacnifok 3MiH B cneuudikavii Ta MmeToamkax
BM3HAYEHHS 3a NOKa3HWKOM «CynpoBifHi AOMILLKW»;
[0[aBaHHS 3BITY 3 OLHK/ PU3MKIB OO BMICTY
e/1eMeHTHUX AOMILLOK BiANOBiAHO A0 BUMOI HACTaHOBU
ICH Q3D
171. | HATPIO pO34uH A8 iHgysili 40 TOB "lOpis- YkpaiHa TOB "lOpis-Papm” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/8602/01/01
MNAPOKAPBOH | mr/mn, no 100 mn abo dapm” TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
AT 200 My nasiwkax Cuctema KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa
CKMAHNX PO3Mipy ynakoBKy roTOBOrO NiKapcbkoro 3acoby
(BUYYEHHS YNakoBKy NEBHOMO po3Mipy) -
BUJTyYEHHS yNnakoBoK Nno 400 M/ y NAALWKAX CKASHUX Ta
no 2 mn, no 5 mn, no 100 mn Ta 250 MA 'y KOHTeliHepax
noniMepHux, 3 BIANOBIAHUMY 3MiHAMK Y po3aini
«YnakoBka» MKS /13. 3MiHM BHECEHI B po3Ain
"YnakoBka" IHCTPYKLi 419 MeAMYHOro 3aCTOCYBaHHS
nNikapcbkoro 3acoby Ta B po3gin 6.5. "Tun Ta BMIiCT
NepBUHHOT YNakoBKX" KOPOTKOI XapakTepucTukun
NiKapcbKoro 3acoby y 3B"A3Ky 3 BU/TyYEHHSM NEBHOrO
pO3Mipy YNakoBOK, SIK HACMIAO0K - BUNYYEHHS TEKCTY
MapKyBaHHS BifMOBIgHNX YNaKOBOK.
BBeeHHs1 3MiH NpoTAroM 6-T1 micAuis nicns
3aTBEPKEHHS.
172. | HATPIO pO34uH A8 iHdysiid, 9 ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHiX MmaTepianis: 3MiHu | 3a UA/8438/01/01
xnoeupg, mr/mn, no 100 mn a6o 06MeXeHo 06MeXeHOo TUMy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3aci6. peuyenmom
200 mn, abo 250 mn, BigNoBigasIbHI Bi4NoBiAA/IbHICTIO CucTeMa KoHTeilHep/3akynoproBasibHUiA 3aci6. 3miHa
ab6o 400 mn, abo 500 mn cTio chipma thipma "Hosodhapm- pO3Mipy yNnakoBKv roTOBOTO JlikapCbKoro 3acoby
y nnsawkax; no 250 mn "HoBothapm- BiocnHTes" (BUyYEHHSA YNaKoBKW MEBHOr0 PO3Mipy) - BUNTYYEHHS
ab6o 500 mn, a6o 1000 BiocuHTes" ynakoBOK flikapcbKoro 3acoby no 100 mn, 200 mn, 250

M1y naketTax

M, 400 mn, 500 MA y naswyi, no 1 nAswui B KAPTOHHIN
KOpo6Li, 3 BiANOBIAHNMMN 3MiHAMU Y P. «YNaKOBKa».
3MiHV BHeCeHi B po3ain "YnakoBka" B iHCTPYKLiO ons
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
MeAMYHOro 3acTOCYBaHHS NikapCbKOro 3acoby Yy 3B'A3Ky

3 BUyYEHHSAM MEBHOrO PO3Mipy YNaKkoBOK, K HACNIAOK -
BUJTYYEHHS TEKCTY MapKyBaHHS BifMOBIAHNX YAKOBOK.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBepMAKeHHs. 3MiHu Il Tuny - 3MiHK 3 siKOCTi. FoTOBUIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKyrnoptoBaibHWii 3aci6. 3MiHa y NepBUHHIl
yNaKoBL{i FOTOBOro NikapCbKoro 3acoby (TN KoHTelHepa
abo gofasBaHHA HOBOTO KOHTelHepa) - CTepusbHI
nikapcbki 3acobu Ta slikapcbki 3aco6m
6i0n10rivYHOro/iMyHONOrYHOrO NOXOKEHHS. CynyTHSA
3MiHa
- 3MiHK 3 AKOCTi. [0TOBWIA NiKapcbKuii 3aci6. 3MiHK y
BMPOOHULTBI. 3MiHK Y NpoLeci BUpO6GHMLTBA FOTOBOro
niKapcbKkoro 3acoby, BKIOUaUM NPOMKHWUIA NPOAYKT,
LL|0 3aCTOCOBYETLCSA MPU BYUPOOGHULTBI FOTOBOTO
nikapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHW 3 SKOCTI.
[oTOBWIA NikapCbknii 3aci6. KOHTPOsIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOGyBaHHS
roTOBOrO NikapcbKOro 3acoby (He3HayHa 3miHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS) - 3MiHM 3
AKocTi. [0ToBWIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs roToBOro
NiKapcbKoro 3acoby (iHLUi 3MiHW) - 3MiHa Y NEPBUHHIN
yNaKoBLji FOTOBOr0 NikapCbKOro 3acoby: f04aHHA HOBOrO
KOHTeliHepa, a came: nakeTu nonimepHi Magiflex bag, 3
BiAMOBIAHMMM 3MiHAMW [0 P. «YNakKoBKa»
(3anponoHoBaHo: «IMo 250 mn a6o 500 mn, abo 1000 mn
y naketax nofiMepHMx pa3om 3 BiAMNOBIAHO KiSIbKICTIO
IHCTPYKLi ANs MeAMYHOro 3acToCcyBaHHS 3 NofasibLUnM
BKafaHHAM B ALWMKKL. [l0AaTKOBO KOXHWUIA MakeT MOXe
OyTV NOMILLEHWIA B NNIBKY /11 3analBaHHs»). BHeCeHHs
NOCNIAOBHMX 3MiH: - Y NpoLec BUPOOHULTBA FOTOBOTO
nikapcbKoro 3acoby B 3B'A3Ky i3 3MiHOI NEePBUHHOT
yNakoBKM — [0AaHHA HOBOTO TUMY KOHTelHepa
(cchopmoBaHi, rotoBi A/151 BUKOPUCTaHHI MakeTu
nonimepHi Magiflex bag Big Bupo6Huka S.I.F.RA. EST.
S.p.a, ITania Ta nakeTn noniMepHi BNacHoro
BMPOGHMLTBA, (hOPMYBaHHS AKX 34ICHIOETLCA 3 TOTO
camoro matepiany (nniBka noniMepHa ans
BUroToBfeHHa nakeTiB Magiflex film ta Tpy6ka
nonimepHa Magiflex tube Bupo6HuuTBa S.I.F.RA. EST.
S.p.a, ITanis), wo i rotosi naketn nonimepHi Magiflex
bag Bupo6bHuyTBa S.I.LF.RA. EST. S.p.a, ITania Ha
MaLlWHi 415 OpMyBaHHSA MakeTiB; - 40 METOAiB
BUMPOOYBaHHS, a came: 3a3Ha4YeHHA B TEKCTi METOAVKM
n. «CTepUbHICTb» HOBOTO TUMY NakKyBaHHS;
- 40 YMOB 36epiraHHs 13, a came: 3a3Ha4YeHHs B TEKCTI

HOBOrO TWNy NakyBaHHs. 3MiHVM BHECEHI B po34isn
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

"YnakoBka" (fofaBaHHs HOBOTO TUMY KOHTeliHepa -
nakeT) Ta B po3Ain "YMoBu 36epiraHHA" (3a3HavYeHHs
HOBOrO TVNYy NakyBaHHS) B IHCTPYKLiIO 415 MeAUYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby, siKk HacnifokK -
3aTBEPKEHHSA TEKCTY MapKyBaHHS [04aTKOBUX
yMakoBOK NikapcbKoro 3acoby.BeefeHHs 3MiH NPOTAroM
6-TW MicALB Nic/1a 3aTBEPAKEHHS.

173.

HEOCIMACTUN
®

PO34uH ANs iH'eKUilA no 2
M B amnyni; no 5
amnysn y KOHTYPHii
YapyHKOBIli ynakoBLji; no
2 KOHTYpPHi YapyHKOBI
yNakoBKM B naui

MpAT
"hapmaueBTu
yHa thipma
"fNapHuus"

YKpaiHa

MpAT
"®GapmaLieBThyHA
hipma "dapHnus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - AOMOBHEHHS PO34iny «YMOBM 36epiraHHs»
iHchopmauieto woao 36epiraHHs 13 npy Temnepatypi
He BuLe 25°C He 6GinbLue 6 MicAuiB Ha NigcTasi AaHNX
pocnigpkeHHs ctabinbHocTi Ansa Cneupdikadlii NpoTarom
TepMiHy NpUAaTHOCTI Ta Ha eTani Buaadi fo3Bosy Ha
peanizauito. 3anponoHOBaHO: YMOBU 36epiraHHs
36epirati B OpuriHasTbHIN ynakoBLi Npy TemnepaTtypi Big
2 °C po 8 °C. fjonyckaeTbcs 36epirat B OpUriHasTbHil
ynakoBLi npu Temnepatypi He BuLle 25 °C He 6inbLue 6
MicALIB, MiC/1A YOro Mpenapar He 3acTocoByBaTh. 3MiHK
BHECEHO B iHCTPYKLitO0 A1 MELUYHOIO 3aCTOCYBaHHSA Y
po3ain «YMoBU 36epiraHHs» 3 BignoBigHAMU 3MiHAMU Y
TEeKCTi MapKyBaHHS1 YNakoOBKU MikapCbKoro 3acoby.
BBeeHHs 3MiH NpoTAroM 6-tm micAuis nicns
3aTBEPIKEHHS

3a
peyenmom

UA/18292/01/01

174.

HEOTPU30/1®

TabneTku BariHabHi, No
4 TabneTkn y cTpuni, no
2 cTpunu pasom 3
annikatopom y
KapTOHHIA KopobLi; no 8
Tabnetok y 6nictepi, no
1 6nicTepy pasom 3
annikaTopom y
KapTOHHilA KOpo6L

OPTAHOCWH
NAADCAEHC
N3 (E® 3ET I

OAE

EBepTopxeH Nanidg
CaeHcu3 Nlimiteq

IHgis

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn |
TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
y3aras/ibHeHUX faHnx npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
thapmakoHarnsgy, 3miHa ynosHOBaXKeHoi ocoou,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuKa gns
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, kL0 BoHa
BigMiHHa Big, yNOBHOBaXKEHOT 0CO6MU, BifnoBigaibHOI 3a
3pificHeHHs hapMakoHarnsay (BK1HYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucteMun dhapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXXEHOT 0c06M 3aABHUKA, BiAMNOBIAa/IbHOI 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3as1BHMKA, BignoBiganbHOI 3a
3[jiCHeHHs1 hapMakoHariaay B YkpaiHi. 3MiHa Micus
3AiiCHEHHA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3Haxo4KeHHs MacTep-haina cuctemm
chapmakoHarnsgy

3a
peyenmom

UA/10674/01/01

175.

HITPO®YHI'H

pPO34uH Ans
30BHILLHbOIO

3actocyBaHHs, 10
mr/mn; no 25 mny

TOB "TeBa
YkpaiHa"

YKpaiHa

TeBa Yex IHgacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
TUMY - BUNYYEHHS i3 cneyndikauii JoNoMiKHOI peyoBUHN
TpueTnneHrNikonb NokasHUKa «3a/IMWKOBUIA PO3UNHHYIK.

ETuneHrnikonb»: 3anponoHoBaHo: 1. Ethylene glycol

6e3
peyenma

UA/10177/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
chnakoHi; no 1 donakoHy (class 2) Ethylene oxide 1. No testing is required B) NMT
B KOPOOLL 1 ppm; 3MiHK | TUNY - BUYYEHHS i3 cneumdikauii
[OMNOMDKHOT peyoBVHY TpreTUNeHrnikonb iHdopmaii
LL{00 YMOB 36€epiraHHs, TEPMiHY NOBTOPHOTO
BMNPOBYBaHHA Ta TePMiHy NpUAATHOCTI;
3anponoHosaHo: 3.2.P.4.1 Specification
176. | HI®PYPOKCA3WN | TabneTku, BKPUTI MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu |1 3a UA/1370/01/01
A NAiBKOBOK 060/IOHKOHO, "Kuismegnpen "KviBmegnpenapar” MYy - NoAaHHA oHoBsieHoro AM® Ha AdI Hidhypokcasng peyenmom
no 200 mr no 10 apar” Bif 3aTBEepAKeHoro BupobHuka Konpima C.J1. IcnaHis, i3
TabneTtok y 6nictepi, no BiANOBIAHWMM 3MiHaMK y cneuudikauii Ta metTogax
1 a6o 2 6nictepu B KoHTponto APl BUpo6Huka M13: 3aTBepxeHo: Bepcis
nauui O-NIFU-E/0301(2) March 2012 OHoBneHa Bepcisi: O-
NR-E-1901 (Date: 15 February 2019)
177. | HI®PYPOKCA3W | cycneHsia opasibHa, 220 My6niuHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/16309/01/01
A mr/5 ma, no 100 mny akuioHepHe TOBapuUCTBO "HaykoBo- TUNy - BHECEHHS 3MiH g0 Cneyucpikauii BXigHoro peuenmom
donakoHi nonimepHoMmy, TOBapUCTBO BMPOBHUYNIA LLEHTP KOHTpO/I0 BUpo6HuKa N3 ans A®I Hidypokcasug, a
no ofHoMy thnakoHy "HaykoBo- "BopLyariBCcbkuii came BK/II0YEHO MOKa3HUK «5-HiTpo-2-thypanbaerig»
pasom 3 JIOXKKOH BUPOGHMUNI XiMmiKO- (meTop pianHHOI XpomaTorpadii) (4PY/ED 2.2.29) Ta,
[03yBasIbHOIO B NauL; LleHTp chapmaueBTUYHUI AK HAC/MiA0K, METOAMKN KOHTPOSO AOMNOBHEHI
no 100 mn y 6aHL,i "BopLyariscbk 3aBog" BiAANOBIAHUM METOA0M BUNPOBYBaHHS; 3MiHW | TUny -
nosliMEpHii, No OfHin WA XiMiKo- BHeCeHHs 3MiH g0 Cneyudikauii koHTpoo AdI
6aHLji pa3om 3 JTOXKOH thapmaueBTny Hihypokcasng, a came BUTyYEHHS NokasHuKa «Baxki
[03yBaUIbHOIO B NauLy; HWiA 3aBog" MeTanu» Ana npuBefeHHs [0 MoHorpadii 01999
no 100 My dhniakoHi «Nifuroxazide» €BponeicbKoi hapmakoner;
CK/ISIHOMY, M0 OAHOMY 3MiHM | TUNY - 3MiHa KPUTEPIt0 NPUAHATHOCTI 3a
hnakoHy pas3om 3 NOKa3HUKOM «BMICT rigpa3uHy» B crieuudikaLii BXigHoro
JIOXKOI0 403YBasIbHOIO B KOHTpO/t0 API 3riJHO OHOBNEHNX [AOKYMEHTIB Bif,
nauui BMpO6GHMKa cybeTaHuii Hidpypokcasng «COPRIMA S.L.»,
Icnanis; 3anponoHoBaHo: MNMoka3Hukn aKocTi Kputepii
NPUIRHATHOCTI BMICT rigpasuHy He 6inblie 15 ppm
178. | HOBAPUHI'® Kinbue BariHanbHe, 11,7 OpraHoH LLiBeiuapi H.B. OpraHoH, Higepnanau BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/9613/01/01
Mr/2,7 mr, no 1 Kinbuto y CeHtpan Ict a HigepnaHgm (3a TMNY - 3MiHW BHECEHO A0 IHCTPYKLii ANna MeguyHoro peyenmom
cawe; no 1 cawe B M6X MOBHUM LK/I0M) 3aCTOCyBaHHS NiKapCbKoro 3acoby A0 po3ainis
KapTOHHilA KOopoo6Li "MpoTunokasaHHA", "B3aemMogis 3 iHLWIMMW NikapCbKMMmn
3acobamu Ta iHWi BuAaW B3aemogiii", "OcobnnBocTi
3actocyBaHHs", "Mob6iyHi peakuyii" BignoBigHO A0
pekomeHaauiit PRAC EMA cTocoBHO iHhopmalLlii 3
6e3nekun Ajtoumx pevyoBUH NiKapCcbKoro 3acooy.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEpPAKEHHS
179. | HOBOKC® po3unH Ans iHgysiii 0,5 OPIrAHOCUH OAE MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/16886/01/01
% no 100 mn a6o 150 NAMOCAEHC TOBapUCTBO "lHy3ia" TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
MY NAawWLi; no 1 N3 (E® 3ET I) thapmakoHarnagy. BeegeHHs abo 3MiHu Ao

nAsWUi y nayui

y3ara/lbHeHUX AaHvx Npo cucTemy hapmakoHarnsagy
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

180.

HOBOKC®-500

(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;

KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarsay (BK/IH0YaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemn chapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6Y 3asBHMKA, BigNoBifabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigabHOI 3a
3[jiCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iACHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemm
thapmakoHarnsgy

181.

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 500 mr; no 5
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
ynakoBLii

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocoou,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Bifg, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BigMnoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBiAaNbHOI 3a
3[jiCHeHHs hapmakoHariaay B YkpaiHi. 3MiHa Micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/12673/01/01

HOBOKC®-500

TabneTku, BKpUTI
N1iBKOBOK 060/I0HKOIO,
no 500 wr, in bulk: no
1000 TabneTok y
noAgiiHomy nakeri; no 1
nakeTy B KApTOHHIl

ynakoBLiji

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsay 3assHuka Anas
3AiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLO BOHA
BiMiHHA Bif yNOBHOBaXKEHOI 0CO6M, BiANoOBigaNbHOI 3a

UA/12674/01/01
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Homep
peecmpayitiHo2o
nocsio4eHHs1

3piicHeHHs hapMakoHarsay (BK/IH0YaKuUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
cmcTemMn chapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKA, BiANoBifabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBigabHOI 3a
3[jicCHeHHs1 hapMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

182.

HOBOKC®-750

TabneTku, BKPUTI
NiBKOBOK 060/10HKOI0,
no 750 mr; no 5
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
ynakoBLii

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHUxX JaHvx nNpo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocoou,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NoBigaNbHOI 3a
3[jiCHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/12673/01/02

183.

HOBOKC®-750

TabneTku, BKPUTI
N1iBKOBOK 060/I0HKOIO,
no 750 wr, in bulk: no
1000 Tabnetok y
noAgiiHomy nakeri; no 1
nakeTy B KApTOHHIl
ynakoBLii

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3arajlbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3assBHuka Anas
3fiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucTeMu hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTAKTHOI 0CO6M 3asiBHMKA, BiAnoBiganbHoI 3a

UA/12674/01/02
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Hassa
JNliKapcbKo20
3acoby
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KpaiHa
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Ymosu
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Homep
peecmpayitiHo2o
nocsio4eHHs1

3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AiiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

184.

OPBIKC

TabneTku, BKPUTI
NiBKOBOK 060/I0HKOI0,
no 500 mr: no 8
Tabnetok y 6nictepi; no
1 6nicTepy B KAPTOHHIi
Kopoobui

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHu [0
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarniagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarnisay B YkpaiHi. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/14168/01/01

185.

OPBIKC

TabneTkn, BKPUTI
MNiBKOBOK 060/10HKOI0,
no 1000 mr: no 3
Tabnetkv B 6nicTepi; no
7 6nicTepiB Y KAPTOHHIl
Kopobui

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHUx faHvix npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3assHuka Anas
3fiicHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHYVKA, BiANoBiAaIbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnisgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucremu
hapmakoHarnagy

3a
peyenmom

UA/14168/01/02
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186.

OPOP®

TabneTku, BKpUTI
N/1iBKOBOK 060/I0HKOIO,
no 10 Tabnetok y
6nicTepi; no 1 6nictepy
B KapTOHHII navi

OPTAHOCVH
NANDCAEHC
13 (E® 3ET I)

OAE

EBepTomxeH Naid
CaeHcu3 JlimiTeq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-tharina
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOI 0CO6M 3as1BHYMKA, BiANoBiAa/IbHOT 3a
3[jiCHEeHHS hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarisay B YkpaiHi. 3MiHa Micus
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

3a
peyenmom

UA/7732/01/01

187.

ODPOP®

TabneTkn, BKPUTI
NNiBKOBOK 060/OHKOM,
in bulk: no 2500
TabneTtok y naketi; no 1
nakeTy y Kopobui i3
rogopoKapToHy

OPFAHOCWH
NIAVOCAEHC
W3 (E® 3ET 1)

OAE

EBepTogxeH Navid
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3arasIbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifabHOT 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBiga1bHOI 3a
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cuctemu
hapmakoHarnagy

UA/7733/01/01

188.

NEPEKNCY
BOAHIO
PO3UMH 3 %

pO34uH Ans
30BHILLUHbOIO
3acTocyBaHHS, BOAHWIA 3
% no 40 mn, a6o 100
M1, abo no 200 mny
o/1laKoHaxX CKMsSIHUX abo

MpAT
dapmaueBTny
Ha chabpuka
"Biona"

YkpaiHa

MpAT

dapmaueBTUUYHA
habpvka "Biona"

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu |
MMy - 3MiHK 3 AKOCTi. FOTOBWIA NliKaPCbKUIA 3aci6.
CuncteMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
hopmy abo po3Mipy KOHTeliHepa Yun 3aKyrnoproBasIbHOTO
3aco6y (NepBMHHOT yNakoBKK) (HECTEPUIIbHI JTiKapCbKi
3aco6y) - BBeJEHHS 10AATKOBUX YNaKoBOK, 6e3 3MiHK

6e3
peyenma

UA/7655/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
nonimepHux; abo 100 Marepiany NepBMHHOrO NakyBaHHS, 3 BiAMOBIgHMMN
M1 a6o no 200 mny 3MiHamu y p. «YnakoBka», a came: Mo 100 mny
chnakoHax nofiMepHuXx, chnakoHax noAiMepHUX, YKyMOPEHNX KPULLIKOKO 3
YKYMOPEeHi KpuLLKamu 3 Hacagkoto; no 100 mn 'y dhiakoHi nosiMepHomy,
Hacagkoto; no 100 mny YKYNOPEHOMY KPULLKOKO 3 Hacakoto, no 1 donakoHy B
chnakoHi nonimepHomy, nayui; no 200 mn y chnakoHax noniMmepHuX, yKynopeHmx
YKYMOPEHOMY KPULLIKOKO KPYILLIKOIO 3 HAcafKolo.
3 Hacagkoto; no 1 3MiHM BHECEHI B p034in "YnakoBka" B iHCTPYKL,i0 ANns
donakoHy B mauui; no 40 MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y 3B"s3Ky
mn a6o 100 mny 3 BBEJIEHHAM 3-X [0aTKOBKX YNakoBOK. TeKkCT
dhnakoHax cknsiHUx abo MapKyBaHHS [,0[aTKOBKX YNaKkoBOK HE HAAAETbCSA,
nonimepHux; no 1 OCKi/TbKW BiH He Bifpi3HAETLCA Bif, BXe 3aTBEPAKEHOrO
doNakoHy B nauuj
189. | MIKOBIT® TabneTku, BKPUTI KPKA, a.4., CnoBeHis BiAnNoBigabHU 3a CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/8268/02/01
060n10HKO0, MO 15 HoBo mecTo BMPO6HMLTBO "in bulk", MRy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN peyenma

TabneTtok y 6nictepi, no
2 6nicTepn y KapTOHHii
Kopobui

MepBUHHY YNaKoBKy,
BTOPUHHY YMakKoBKy:
KPKA, a.4., Hoso
mMecTo, CrioBeHis;
BiAnoBigabHUI 3a
KOHTpOsb cepii: KPKA,
A.4., Hoso mecTo,
CnoseHis;
BiANOBIAa/IbHUI 3a
KOHTPO/Ib Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrioBeHis;
BiAnNoBigabHUIA 3a
KOHTpOsb cepii: KPKA,
A.4., Hoso mecTo,
CnoseHis;
BiANOBIAa/IbHUI 3a
KOHTPO/b Cepil:
HN30X (HauioHanbHi
na6oparopisi 3a
3[paB'e, OKONE iH
XpaHo), CnoseHis

Y BUPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMMX
MeX, BCTaHOB/EHMX Y cnevumdikalisx, nig yac
BMPOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby (A04aBaHHS
HOBOro MeToAy BUNPO6yBaHHA Ta AOMYCTUMNX MEX) -
3MiHa A0 cneumdikavii NPOMKHOro NpoAyKTy B NPOLECi
BMPOGHULTBA: - A0AABAHHA AONYCTUMUX MEX 3a
NokasHUKOM «IHAMBIAYyanbHa Maca TabneTku», maca
TabneTkn Ta MeToAN KOHTPOJIKO NPOMiIXXHUX NPOAYKTIB
3anMwmnnmcs 6e3 3MiH; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
CepTtudpikat BignosigHocTi/E-cepTudikat BignoBiAHOCTI
€Bponelicbkiit hapmakonei/moHorpadii. MogaHHsA
HOBOro a0 OHOB/IEHOro cepTucpikata BiANOBIAHOCTI ab60
BUyYEHHS cepTudikaTa BignoBigHOCTI EBponeichbkiii
thapmakonei: gna A®l; ans BuxigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPMCTOBYHTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEchbkili
thapmakonei) - OHOBMeHUIA cepTudikarT Bif yxe
3aTBEPAXEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTudikaTy BignosigHOCTI EBponeiickbkoi hapmakonel
Ne R1- R1-CEP 2004-110-Rev 04 (nonepegHs Bepcis
CEP R1-CEP 2004-110-Rev 03) Big, 3aTBEpAXEHOro
BUpo6HMKa A®| HikotuHamig LONZA GUANGZHOU
NANSHA LTD. Ak Hacnifok: BunyyeHHs BUpo6HUYoi
OinbHUUT APL; 3MiHK | TUNY - 3MiHK 3 AKOCTI. CepTudikat
BignosiaHOCTI/IE-cepTucpikat BignosigHoCTI
€Bponelicbkin dhapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana A®l; gns BuxigHoro
mMaTepiany/peareHTy/npoMibKHOIo NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOGHMLTBI API; ANs ONOMDKHOT
peyoBUHM (cepTuduikaT BiAMOBIAHOCTI €BpONenchKil
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

chapmakonei) - OHOBMeHUIA cepTudikart Bif yxe
3aTBEPAXXEHOr0 BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTuddikaTy BignosigHOCTI €Bponeicbkoi dhapmakonel
Ne R1-CEP 1996-045-Rev 03 (nonepegHs Bepcis CEP
R1-CEP 1996-045-Rev 02) Bif, 3aTBEPXXEHOIO
BMpo6HuKka APl kncnotun coniesoi DSM NUTRITIONAL
PRODUCTS LTD. fk Hacnigok, npuBeaeHHs
cneuungikauii A®I BignosigHo A0 BUMOr MoHorpadii EP;
3MiHW | TURY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6.
3MiHM Y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYOTbCA BUMYCKY Cepii Ta KOHTPOIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo AofgaBaHHsA AiNbHUL,
Ha SIKil 34iICHI0ETLCA KOHTPO/L/BUNPOBYBaHHS cepii) -
[opaBaHHsa AinbHULI BUpo6HULTBa /13 Ha sKiit
3[jACHIOETLCA KOHTPOb cepii (i3nyHi Ta XiMiuHi MeToan
KoHTponto) HN30X (HauioHanbHi naboparopis 3a
3/paB’e, OKOJE iH XpaHo), CNoBeHis; 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foAaBaHHA AifbHUL, Ha AKIA
3[iICHIOETLCS KOHTPO/IL/BUNPOGYBaHHS cepii) -
[opasaHHa AinbHULI BUpo6HULTBa /13 Ha skiit
3[jACHIOETLCA KOHTPOb cepii (i3nyHi Ta XiMiuHi meToan
koHTponto) KPKA, a.4., HoBo mecto, CnoBseHis (Yniua
Papa MyweHsika 10, 9240 Jllotomep, CNOBEHISA); 3MiHU |
Tuny - AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo
[OMOMIKXHOT peYOBUHYM - 3MiHA HA3BM AOMOMDKHOT
peyosuHm Citric acid anhydrous (kucnoTa iMMOHHaA
6e3BoaHa) Ha Citric acid (kucnota NIMMOHHA), a came:
BiANOBIAHO A0 MoHorpadii EP 3asaBHVK Mae Hamip
BU/TYYUTU 3 HA3BU LOMNOMIKHOI PEYOBUHY LONOMIKHOT
peyoBuHM «anhydrous» (6e3BogHa). 3MiHV BHECEHI Y
po3gin "Cknag" (3miHa Ha3BM LOMOMDKHOI PEe4OBUHM) B
IHCTPYKLi0 4151 MeANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3aco6y. BeegeHHs 3MiH npoTsArom 6-Tv micsAuiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BUNPOOYBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHUX Y
cneumdikauisix, nig yac BUpoOHMLTBA rOTOBOrO
NiKapcbKoro 3acoby (BUy4eHHs1 HECYTTEBOrO
BMNPO6YyBaHHA B NPOLECi BUPOBGHMLTBA) - 3MiHa Y
cneumdikauii NPOMKHOrO NMPOAYKTY B MPOLLECH
BMPOGHMLITBA, & camMe: - BUTy4YeHHs nokasHuka «Cores
(individual weight)» (1.000 g + 5% (0.950 g — 1.050 g);
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbknii 3aci6.
KOHTPO/1b rOTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpo6yBaHHSA roTOBOrO JIiKapCbKOro 3acoby
(He3Ha4Ha 3MiHa y 3aTBEPMAXKEHNX METOAAX
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JNliKapcbKo20
3acoby

Popma sunycky
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Homep

peecmpayitiHo2o

nocsio4eHHs

BMMNPOBYBaHHS) - HE3HAYHI 3MiHW Y METOAj KOHTPO/IH0
N3, a came: - BHECEHHA HE3HAYHUX NPABOK Y MeToS,
BMNpo6yBaHHA /13 3a nokasHnkoM «KinbkicHe
BU3HaYeHHA hocchopy», BHECEHHS YTOUHEHHS Y PO3finn
«PeareHTn i Po3paxyHok», @ TakoX BHECEHHSI
KOPEKTOPCbKMX NPaBoK, L0 HEe BN/MBaOTb HA METOS,
NpoBefieHHA aHaidy Ta OTPUMaHHA pe3ysbTaTis; -
BHECEHHS 3MiH 3a NoKa3HUKoM «MikpobionoriuHa
4MCTOTa», a came: 3MiHa Ha3BW NokKasHuka
«MikpobionoriyHa yncrota» Ha «MikpobionoriyHa
AKICTb», @ TaKoX [OMNOBHEHHS iHhopmaL,i Lwoo
BMNPOGYBaHHS 3paska Ta po3paxyHOoK KifIbKOCTi
MiKpoopraHiamMis. Bumoru cneuumdpikauii 3amwmnucs
HE3MiHHUMM; 3MiHK | Tuny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTpoNb roToBOro NikapCbKoro
3aco6y (iHwi 3mMiHK) - MNMogaHHsa ykpaiHcbkoi Bepcii MKA
ons 3ateepmpxkeHHss MO3 YkpaiHu 6e3 3MiHu
aHaniTUYHNX METOAIB, ane 3 BUMPaB/IEHHAM AeAKNX
TEXHIYHNX NOMWUIOK Ta HE3HAUYHUMMN KOPEKLisIMU onucy
MeToZiB Ta cneumdikalii, y 38'A3Ky 3 OHOB/IEHHAM Ta
npyBeLEeHHSAM AaHoi AOKyMeHTauii 40 BUMOrT
MoHorpadiii EP. KpuTepii npuitHaTHocTi N3
3aULLINANCA HE3MIHHUMN

190.

NK-MEPL,

po3unH Ans iHdysiii, 0,4
mr/mn no 500 mny
donakoHi, No 2 dpnakoHn
B KaQpPTOHHI kopo6Lyi

Mepu
dapmacbioTika
ne rméx

HimeyunH
a

BMPOGHWK rOTOBOrO
nikapcbkoro 3acoby:
b. BpayH Mepgukan,
CA, IcnaHis,
BMPOGHMUK,
BiAnNoBigabHUIA 3a
BMMNYCK cepii: Mepu,
dapma 'v6X i Ko.
KraA, HimeuunHa

Icnanis/
HimeuunHa

BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu ||
TUNYy - OHOBJIeHHA ASMF ans fitoyoi peyoBuHU
AmaHTaguHy cynbgaty BupobHuka Moehs Iberica, S.L.,
Spain
(3anponoHoBaHa Bepcia: O-ADS-2011-s0013, C -ADS-
2005-s0009)

3a
peyerimom

UA/9031/02/01

191.

NK-MEPL,

TabneTkn, BKPUTI
NiBKOBOK 060/1I0HKOHO,
no 100 wmr, no 10
TabneTtok y 6nictepi, no
3 abo no 9 6nicTepiB y
KapTOHHiA KOpO6L

Mepy
dapmacbioTika
nc rméx

HimeuumnH
a

Knoke ®apma-Cepgic
rvM6X, HimeyunHa
(nepBuHHe Ta
BTOPUHHE NaKyBaHHs);
Knoke ®apma-Cepsic
v6X, HimeyunHa
(npoaykuist in-bulk);
Mepy, ®apma M'vM6X i
Ko. Kl'aA, HimeuunHa
(BMPOGHUK
BiANoBigabHUIA 3a
BUNyCK cepil); Mepy,
dapma N'mbX i Ko.
KlraA, HimeuunHa
(nepBuHHe Ta
BTOPWHHE NaKyBaHHS)

HimeuunHa

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHu ||
TUNy - OHOB/IeHHA ASMF ans fitoyoi peyoBuHU
AmaHTafuHy cynbdaty BupobHuka Moehs Iberica, S.L.,
Spain (3aTBepakeHa Bepcisi: O-ADS-1811-0001, C -
ADS-1811-0001; 3anponoHoBaHa Bepcis: O-ADS-2011-
s0013, C -ADS-2005-s0009)

3a
peyenmom

UA/9031/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

192.

MONIAEKCA

Kpanni ByLLHi, pO34uH,
no 10,5 mn y chnakoHi;
no 1 donakony 3
NiNeTKoK B KAPTOHHIN
Kopobui

Na6opaTopii
Bywapa
Pekopgari

®paHuis

dapmacTtep

®paHuis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TUMY - NOAAHHSA OHOBEHOTO cepTudikaTa BifnoBigHOCTI
€ponelicbkili hapmakonei Ne R1-CEP 2009-159-Rev
02 pns pjroyoi pevouHn Polymyxin B sulfate Big,
BMpo6HMKa Hangzhou Zhongmei Huadong
Pharmaceutical Co., Ltd., China. Ak Hacnigok 3MiHa y
MeTOAWLi BUSHAYEHHS 3a NOKa3HVKOM
«MiKpo6ionoriyHWin aHani3» a came: fOAA€ETLCS
cTaHgapT noniMikenHy B cynbdaTt; BBEAEHHS OLiHKM
pY3MKy LWOAO HITpO3aMmiHiB y migpo3gini 3.2.S.3.2.
JomiLkm

3a
peyenmom

UA/2699/01/01

193.

NMOCTEPU3AH

cynosuTopii; no 5
Cyno3uTopIiB y CTpUNi;

Mo 2 CTPUNK B KAPTOHHil

nauuj

Ap. Kage
dapmaueBTny
Ha Pabpuka
M6X

HimeyunHa

Op. Kage

dapmaueBTUyYHa

dPabpuka NM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT 3a 3MjiNCHEHHS!
thapmakoHarnagy. NponoHoBaHa peakuis: Dr. Annette
Schappach. 3miHa KOHTaKTHUX AaHNX YNOBHOBaXXEHOT

ocobu, BiAMoBifaIbHOI 3a 34iiCHEHHSA hapMmakoHarnsay.

3MiHa Micus 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemm chapmakoHarnsgy

6e3
peyenma

UA/4864/02/01

194.

NMOCTEPU3AH

Ma3b; no 25 r y Ty6i
alOMIHIEBIN 3

annikatopom; no 1 Ty6i B

KapTOHHIA navui

Ap. Kage
dapmaueBTny
Ha ®abpurka
6X

HimeyunHa

Op. Kage

dapmaueBTUYHA

dabpuka M'M6X

HimeuunHa

BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu |
MRy - 3MiHW WoA0 6e3nekn/etheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3arasibHeHuX fiaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
thapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHUKa A5
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicHEeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTeMu chapmakoHarnsgy) - 3MiHa ynoBHoOBaXeHoT
0Co6M 3as1BHMKA, BignoBigasIbHOT 3a 34iCHEHHS
thapmakoHarnsay. NMponoHosaHa pegakuis: Dr. Annette

6e3
peyenma

UA/4864/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

Schappach. 3miHa KOHTaKTHUX AAaHUX YNIOBHOBaXXEHOT

ocobu, BiAMNoBifabHOI 3a 34iICHEHHSA hapMakoHarnsay.

3MiHa Micus 3[iICHEHHSI OCHOBHOI AiSNIbHOCTI 3
hapmakoHarnsg. 3miHa mMicLesHaxomKeHHs MacTep-
(haiina cuctemn chapmakoHarnsgy

195.

NMOCTEPU3AH
DOPTE

masb; o 25 ry Ty6i
a/IloMIHIEBIN 3
annikatopom; rno 1 Ty6i B
KapTOHHIM nayu,i

Ap. Kage
dapmaueBTny
Ha Pabpuka
M6X

HimeyunHa

Op. Kage
dapmMaueBTUyYHa
dPabpuka NM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0Cco6M 3as1BHMKA, BignoBiga/ibHOT 3a 3MjiCHEHHS!
thapmakoHarnagy. NponoHoBaHa peakuis: Dr. Annette
Schappach. 3miHa KOHTaKTHUX AaHNX YNOBHOBaXEHOT

ocobu, BiAMoBifaIbHOI 3a 34iiCHEHHSA hapMakoHarnsay.

3MiHa Micus 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLie3HaxoMKeHHs MacTep-
thaiina cuctemm chapmakoHarnsgy

6e3
peyenma

UA/4864/01/02

196.

NMOCTEPU3AH
DOPTE

cynosuTopii; no 5
Cyno3nTOpIiB y CTpUni;
no 2 CTPUMU B KAPTOHHIl
nauuj

Ap. Kage
dapmaueBTny
Ha ®abpurka
6X

HimeyunHa

Ap. Kage
dapmaueBTUYHA
dabpuka M'M6X

HimeuunHa

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
MRy - 3MiHW WoAo 6e3nekn/etheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3assHuKa 4ns
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicHeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTeMu hapmakoHarnsgy) - 3MiHa ynosHoOBaXeHoT!
0Cco6M 3as1BHMKA, BignoBigasIbHOT 3a 34iNCHEHHS
thapmakoHarnagy. NponoHoBaHa peakuisa: Dr. Annette
Schappach. 3miHa KOHTaKTHUX faHUX YNOBHOBaXXEHOI

0co6w, BignoBiAa/IbHOT 3a 34iNCHEHHST hapMakoHarnsagy.

3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHss MacTep-

6e3
peyenma

UA/4864/02/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
chaiina cuctemn chapmakoHarnsgy
197. | NPOCTAKEP kancynu no 320 wmr; no MEFA TainaHg BMPO6HUK in bulk, TainaHg BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 6e3 UA/11072/01/01
10 kancyn y 6nictepi: no | JJAN®CAMEH BMNYCK Cepil i YTOUYHEHHS HanMcaHHsA CTaTyCy pek/iaMmyBaHHsi B Hakasi peyernma
1, 3 abo 6 6nicTepiB y CI3 Mabnik KOHTPOJ1b SAKOCTI: MO3 Ykpainu Ne 2537 Big 16.11.2021 B npoveci
KapTOHHIA KopooLi Komnai Mera flaiidpcaiieHci3 nepepeecTpavii. Pefakuis B Hakasi: nignsrae.
Nimiteq Ma6nik Komnani 3anponoHoBaHa pefakuis: He nignsrae.
Nimiteg, TainaHg;
BMPO6HUK in bulk,
nepBUHHE | BTOPUHHE
nakyBaHHS:
Mera flaiidpcaiieHci3
Ma6nik Komnani
JNlimiTeq, TainaHg
198. | NPOTEKOH TabneTku, BKPUTI OPIrAHOCUH OAE EBepTompKeH Naiich IHAis BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | - UA/15397/01/01
PACT® NAiBKOBOK 060/I0HKOIO; NAN®CAEHC CaeHcus flimiteq MRy - 3MiHW WoA0 6e3nekn/etheKTMBHOCTI Ta
in bulk: no 1000 N3 (E® 3ET I) hapmakoHarnsgy. BeegeHHs abo 3miHu o
TabneTok y naketax; no y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
1 nakeTy y KOpoo6Li (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 thapMakoHarnagy 3assHuKa gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BifAMiHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3[ilicCHEeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemMu thapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOT 0COOU 3asBHUKA, BifNoOBiga/IbHOI 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3ilicHeHHs chapMakoHarnisgy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs MacTep-haiina cuctemm
thapmakoHarnsgy
199. | NPOTEKOH TabneTku, BKpUTI OPIrAHOCUH OAE EBepTomkeH Naiich IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15396/01/01
DACT® NAiBKOBOK 060/I0HKOIO; NAN®CAEHC CaeHcus flimiteq MRy - 3MiHW WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
Ne 30: no 10 tabnetoky | W3 (E® 3ET I) thapmakoHarnsgy. BeegeHHs abo 3miHv o

6nictepi; no 3 6nictepu
y nayui 3 kapToHy; Ne
60: no 10 TabneTok y
6nicTepi; no 6 6nictepis
y nayui 3 kapToHy; Ne
90: no 10 TabneTok y
6nictepi; no 3 6nictepu
y nayi 3 kKapToHy; no 3
nayky y nayui 3 KapToHy;
no 30, 60 a6o 90

y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHUX NPO cUcTEMY
chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 hapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YKpaiHi, AKLO BoHa
BiAMiHHa Bi, yNOBHOBaXEHOI 0CO6M, BiAnoBiganbHOI 3a
3AilicHeHHA hapMakoHarnagy (BKIYayM KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-caiina
cucteMu dhapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
TabneTok y KoHTeliHepi; YMNOBHOB&XEHOI 0CO6Y 3asBHMKa, BigNoBigabHOT 3a
no 1 KoHTeliHepy y naulj 3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
3 KapTOHY KOHTaKTHOI 0COOM 3asiBHUKa, BifNOBiAaIbHOI 3a
3[jicCHeHHs1 hapMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy
200. | MPOTEKOH® TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomKeH Naiich IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/3347/01/01
o060n0Hkot0, No 10 NIAV®OCAEHC CaeHcu3 flimiteq, TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta peyenma
TabneTok y 6nictepi; no N3 (E® 3ET I) thapmakoHarnsgy. BeegeHHs abo 3miHv o
3 6nictepu y nauui 3 y3araslbHeHUx JaHvx npo cuctemy chapmakoHarnagy
KapToHy; no 10 (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
TabneTok y 6nictepi; no thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobw,
3 6nicTepu y nayui 3 BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KapToHy; Mo 3 maykn y KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
naJui 3 KapToHy; no 30, 3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
60 abo 120 TabneTok y BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
KOHTeliHepi; no 1 3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
KOHTeliHepy B maui 3 [aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
KapToHy cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBiAaNbHOI 3a
3[jiCHeHHs hapmakoHarnaay B YkpaiHi. 3MiHa micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy
201. | NPOTEKOH® TabneTku, BKpUTI OPIrAHOCWH OAE EBepTomxeH Navich IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | - UA/3348/01/01
060/10HKOI0, in bulk: no JNIAV®CAEHC CaeHcus fliviteq, TUMY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta
2500 TabneTok y N3 (E® 3ET I) thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
nakeTax y kopobuij 3 y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
rog)pokapToHy (BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy

hapMakoHarnsgy, 3aMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsay 3assHuka Anas
3AiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLO BOHA
BiAMIHHA Bifl YyNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MilLeHHI MacTep-gaiina
cucTeMu hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAMnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnisgy.
3MiHa MicLle3HaxX0MKEHHS MacTep-dhaitna cuctemm
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Hassa

®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
thapmakoHarnsgy
202. | PEBIT apaxe, no 80 abo no AT YkpaiHa AT "BITAMIH" Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/4068/01/01
100 gpaxe y "BITAMIHW" TUMYy - OHOBNEHHA METOANKM BU3HAUYEHHA 3a/1ULLKOBOT peyenma
KOHTeliHepi; no 80 abo KifIbKOCTi OpraHiyHoro po34ymHHuKa MmetaHony 8 DMF
no 100 gpaxe y BMPOOHMKA Ajto40T pevyoBMHN K1ucnoTa ackopbiHoBa
KOHTeliHepi; no 1 (BiTamiH C) «Northeast Pharmaceutical Group Co., Ltd»,
KOHTeliHepy B maui 3 Kutaii; 3MiHm | Tuny - 3MiHn 3 sikocTi. A®l. BUpo6HMLTBO.
KapToHy 3MiHM B npoveci BUpobHuuTBa AdI; cynyTHA 3MiHa -
3MiHu 3 sKocTi. A®l. KonTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo JONyCTUMUX MEX,
BM3Ha4YeHuX y cneuudpikauisx Ha A®l, abo
BUXIAHWIA/MPOMIKHWI NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHuutea Adl.
BnnyyeHHsi opraHiyHoro po34ymHHuKa-eTaHosny 3
TEXHOOrYHOro NpoLecy BMPO6HMLTBA Ta crneumdikadi
Ait040T peyvoBrHM KncoTa ackop6iHosa (BiTamiH C)
Bupo6Huka «Northeast Pharmaceutical Group Co., Ltd»,
Kutaii, 6e3 3MiHM TEXHO/IOTIYHOIO NPOLECy BUPOOHULTBA
A®I, y 38’A3KY 3 3aMiHOO Ha MeTaHo/ (MeTaHos
NPUCYTHII B TEXHOMOMNYHOMY NpoLeci)
203. | PECNEPO Kancynm . Nonb- HimeuumnH . NMonb-Bockamn HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 UA/4948/01/02
MUPTON KMLLKOBOPO34YMHHI NO Bockamn a v6X & Ko. Kr. TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro peuenma
copTte 300 mr no 10 kancyn y v6X & Ko. 3acoby.
6nicTepi; no 2 6nictepn KI. 3MiHa Has3BM nikapcbkoro 3acoby. 3ATBEP)KEHO:
Y KapTOHHIi1 kopobui Pecnepo Mupton ®opte. 3ANIPONMOHOBAHO:
Pecnepo Mupton copte
TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicsUiB nicns
3aTBepKEHHS. 3MiHY | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK). 3MiHN BHECEHO B TEKCT MapKyBaHHS BTOPUHHOI
ynakoBKM MlikapcbKoro 3acoby, a came:
— 3aMiHa f1oroTMny BUPOGHMKA Ha 10roTvN
LNCTPUG’I0TOPA;— YTOUHEHHS LWOA0 MyHKTyauil; —
BUAA/IEHHS OAVHMLB BUMIPIOBaHHA 3a cuctemoto Si (n.
16. IHPOPMALIA, AKA HAHOCUTLCHA WWPN®TOM
BPAS). TepMiH BBeAEHHS 3MiH MPOTAroM 6 MicsLLB
nicns 3aTBepAKEeHHs.
204. | PECINUKC N® Tabnetku in bulk: no OPIrAHOCWVH OAE EBepToaKeH Naiich IHais BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3miHu | - UA/15504/01/01
5000 TabneTok y JNIAVOCAEHC CaeHcus flimiTeq TUMy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta
repMeTMYHO 3anasiHmx N3 (E® 3ET I) hapmakoHarnsgy. BeegeHHs abo 3miHu o
noABiHMX y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
nonieTnIeHoBUX BBEJIEHHS y3ara/lbHeHNX JaHnX nNpo cuctemy
nakeTax chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAA/bHOI 32 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3assHuKa gns
3[iiCHEHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cmucTeMu dpapmakoHarnagy) (- 3MiHa KOHTaKTHUX JaHuX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3[jiCHEeHHS hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

205.

PECNUKC N®

Tabnetku, no 10
TabneTok y 6nictepi, no
1 a6o 2 6nictepn y
nauuj

OPFAHOCWH
NANOCAEHC
W3 (E® 3ET 1)

OAE

EBepTogxeH Navid
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
BBE/IEHHS y3ara/lbHEHNX JaHux Npo cuctemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemu dhapmakoHarnagy) (- 3MiHa KOHTaKTHUX JaHux
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifabHOT 3a
3fjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cuctemu
hapmakoHarnagy

6e3
peyenma

UA/15503/01/01

206.

PECINUKC®
CNPEN

pO34nH opanbHuii, 10
mr/0,2 mn no 13 mn
PO34MHy y thriakoHi 3
[103YH0UMM NPUCTPOEM;
no 1 chsiakoHy B
KapTOHHilA KopooLi

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

®paHuia
dapmachboTidi
IHoycTpia ®apmako
Bionopxika C.p.n.,
ITania; Ali Ti Ci dapma
C.p.n., Itania

ITanisa

BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu |
MRy - 3MiHW WoA0 6e3nekn/etheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3arasibHeHuX fiaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT 0coou,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0cobM 3 thapmakoHarnagy 3assHuKa 4ns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicHEeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemMu thapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOT 0CO6U 3as1BHUKA, BifNoBigabHOI 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX

6e3
peyenma

UA/12305/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarnisay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.

3MiHa MicLe3HaxomkeHHs MacTep-haiina cuctemu
thapmakoHarnsgy

207.

PO3YBACIH

TabneTkn, BKPUTI
NNiBKOBOK 060/0HKOIO,
no 10 mr: no 10
TabneTok y 6nictepi; no
3 abo no 6 6nictepiB y
KapTOHHIA KopooLi

OPFrAHOCWH
NIAVOCAEHC
W3 (E® 3ET 1)

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu fo
y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnsay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHMKA, BiANOBifabHOT 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, BignoBigabHOI 3a
3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxomkeHHs MmacTep-haiina cuctemu
hapmakoHarnagy

3a
peyerimom

UA/13316/01/02

208.

PO3YBACIH

TabneTku, BKpUTI
N1iBKOBOK 0BG0/I0HKOLO,
no 20 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepun y KapTOHHiI
KopooLi

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

ANoTeKC IHK.

KaHaga

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
MRy - 3MiHW WoAo 6e3nekn/etheKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3assHuKa 4ns
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicHeHHS1 (papMakoHarnsay (BKIHYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemMu thapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOT 0CO6U 3asBHUKA, BifNOBiga/IbHOI 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3ilicHeHHs chapMakoHarisgy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMKeHHs MacTep-haiina cuctemm

3a
peyenmom

UA/13316/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

thapmakoHarnsgy

209.

PO3YBACIH

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 40 wr; no 10
Tabnetok y 6nictepi; no
3 6ricTepn y KapTOHHIN
KopoobLi

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BigMiHHa Bifg, yNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/13316/01/04

210.

PO3YBACIH

TabneTku, BKPUTI
N1iBKOBOK 060/I0HKOIO,
no 5 mr: no 10 TabneTok
y 6nicTepi; no 3 abo no
6 6nicTepiB y KAPTOHHIl
Kopobu,i

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

AnoTekc IHK.

KaHaga

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3assBHuka Anas
3fiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cucremu
hapmakoHarnagy

3a
peyenmom

UA/13316/01/01

211.

PO3YKAPI®
10

TabneTkn, BKpUTI
060/10HKOI0 M0 10 Mr Ne
90 (10x9): no 10

TOB "CaHodpi-
ABEHTIC
YKpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu |
TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei Ne R1-CEP 2015-040 - Rev

3a
peyenmom

UA/11742/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
TabneTok y 6nictepi; no 00 ona A®| posyBacTaTuHy Bif BXe 3aTBEpIKEHOr0
9 6nicTepiB y KapTOHHIi BMpo6HUKa Biocon Limited, IHAis, y HacnifgoK 3MiHW
Kopo6ui; Ne 90 (15x6): aipecv BnacHuka ceptudikary, BUPOGHNUMX AiNAHOK
no 15 tabnetok y (Ha3Ba micTa Ta JoAaBaHHA HoMepa LiNsHKK), agpecu
6nictepi; no 6 6nictepis BMPOOHUKIB NPOMDKHUX NPOAYKTIB; BUAANEHHS
y KapTOHHIi kopobu,i BMNPOGYBaHHA Ha BaXKKi METa/IM Ta Ha BU3HAYEHHS KyTa
obepTaHHA NoWUHY nonspusadii 3i cneundikadii Adl;
3MiHU AONYCTUMUX MEX LLIOAO CYNPOBIAHNX AOMILLOK Y
cneumdikauii A®l; nogaBaHHSA 3BITY 3 OLiHKM PU3MKIB
LL0A0 BMIiCTY €/IEMEHTHMX AOMILLOK BifMnoBigHO A0 BUMOT
HacTaHoBu ICH Q3D
212. | PO3YKAPOA® TabneTkn, BKPUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/11742/01/02
20 060/10HKO0 No no 20 Mr ABeHTIC Pecny6nika TUMY - NOAAHHA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI peyenmom
Ne 90 (10x9): no 10 YkpaiHa" €poneiicbkili hapmakonei Ne R1-CEP 2015-040 - Rev
TabneTok y 6nictepi; no 00 ansa A®| posysacTaTuHy Bif BXe 3aTBEpPIKEHOro
9 6nicTepiB y KapPTOHHIN BMpOGHMKa Biocon Limited, IHgjs, y Hacnigok 3mMiHn
Kopobui ajpecu BnacHuka ceptudpikaty, BUPOOHNYMX AiNSAHOK
(Ha3Ba micTa Ta AofaBaHHA HOMepa AiNISHKN), agpecu
BMPOGHWKIB MPOMIXHUX MPOAYKTIB; BUAATEHHS
BMNPOOYBaHHA Ha BabkKi METa/IN Ta Ha BU3HAYEHHS KyTa
obepTaHHA NAoWMHU nonapusauii 3i cneundikauii Adl;
3MiHN JONYCTUMUX MEX LLIOAO CYNPOBIAHNX AOMILLOK Y
crneundikauii A®l; nogaBaHHA 3BIiTY 3 OLHKM PU3NKIB
LLI0A0 BMICTY €/IeMEHTHMX AOMILLOK BigMnoBigHO A0 BUMOT
HacTaHoBu ICH Q3D
213. | PO3YKAPA® TabneTku, BKPUTI TOB "CaHodi- YKpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3MiHu | 3a UA/11742/01/03
40 060/10HKOH 1Mo 40 Mr Ne ABEHTIC Pecny6nika TUMY - NOAAHHS OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI peuenmom
90 (10x9): no 10 YkpaiHa" €poneiicbkili hapmakonei Ne R1-CEP 2015-040 - Rev
Tabnetok y 6nictepi; no 00 ansa A®| posysacTaTuHy Bifl BXe 3aTBEPIKEHOr0
9 6NicTepPIB Y KAPTOHHIN BMpo6HMKa Biocon Limited, IHgis, y HacigoK 3MiHW
KopooLi afpecy BnacHuka ceptudikary, BUPOOHUUMX OiNSHOK
(Ha3Ba micTa Ta AofaBaHHA HOMepa AiNSHKN), agpecu
BMPOOHUKIB MPOMDKHUX NPOAYKTIB; BUAAIEHHS
BUNPOOYBaHHA Ha BabKKi METa/IN Ta Ha BU3HAYEHHS KyTa
obepTaHHA NAOWMHU nonapusauii 3i cneundikauii Adl;
3MiHN JONYCTUMMUX MEX LLIOAO CYNPOBIAHNX AOMILLOK Y
crneundikauii A®l; nogaBaHHA 3BIiTY 3 OLHKM PU3NKIB
LLIOAO BMICTY €/IeMEHTHMX JOMILLOK BifMnoBigHO A0 BUMOT
HacTaHosu ICH Q3D
214. | PO34UH pO34uH A8 iHQys3ili no TOB "HOpis- YkpaiHa TOB "HOpis-Papm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/0872/01/01
PIHIEP- 200 mn a6o 400 mny dapm” TUNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
NAKTATHUIA nAsiWKax CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
pPO3Mipy ynakoBKv roTOBOrO NikapCbKoro 3acoby
(BWTyYEHHS YNaKOBKV NEBHOIO PO3Mipy) - BUYYEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

ynakoBok rno 100 mn, 200 mn, 500 m, 1000 mn y
KOHTEelHepax NosliMepHuX, 3 BigMNoBiAHMY 3MiHAMU Y
po3gini «Ynakoska» MKA N13. 3miHn BHeceHi B po3gin
"YnakoBka" iHCTPYKLiT 4715 MeANYHOro 3acToCyBaHHS

niKkapcbkoro 3acoby Ta B po3gin 6.5. "Tun Ta BMiCT
NepPBUHHOT YNAKOBKW" KOPOTKOT XapaKTepucTuku
NiKapCbKOro 3acoby y 3B'A3Ky 3 BUyYEHHSIM NEBHOIO
pO3Mipy YyNaKkoBOK, IK HACMI[OK - BUNYYEHHSI TEKCTY
MapKyBaHHS BifMOBigHNX YNakoBOK. BBefeHHs 3MiH
NpOTSArom 6-Ty MicsILiB Mic/si 3aTBEPAKEHHS.

215.

POHOLUUT

pO34uH AN iH'ekuii 500
Mr/4 mn; no 4 Mn B
amnyni; no 5 amnyn B
KOHTYPHili YapyHKOBIi
ynakosui; no 1
KOHTYPHili YapyHKOBIl
ynakoBLii

TOB "YOPN],
MEOLIAH"

YKpaiHa

dapmaBixH CaH. Be
Tigx. A.LLL.

TypeuyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux MaTepiasis: 3MiHa
3asBHUKa (BNacHUKa peecTpaLiiiHoro nocBigyeHHs)
(3rigHo Haka3y MO3 Big, 23.07.2015 Ne 460) BeeaeHHs
3MiH NPOTArOM 6-TW MICALB NiCNA 3aTBEPAXEHHS; 3MiHN
| Tvny - 3miHK Woao 6e3neku/ehekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHuX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemu dhapMakoHarnsgy) - 3miHa ynoBHOBaXXEHOT
0cobu 3asBHVKa, BiANOBIAaIbHOI 3a hapMmakoHarnsg,
[itoua pepakuis: Mescim Inbk6axap [iHyens / Mrs.
Mevsim llkbahar Dincel. MponoHoBaHa pegakuis: Myano
aHHa CTaHicnasiBHa. 3MiHa KOHTAKTHUX AaHuX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifabHOT 3a
hapmakoHarnsg. 3miHa micus 34iiCHeHHsI OCHOBHOT
LOisnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLie3HaxXo4KeHHs MacTep-thaiina cuctemu
thapmakoHarnsgy; 3amiHu | Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHN)
- 3MiHW BHECeHi B TEKCT MapKyBaHHS yrnakoBOK
nikapcbKoro 3acoby LoA0 HaliMeHyBaHHA HOBOTO
3asBHMKA Ta BHECEHHS 0COB/IMBUX 3acTepexeHb nepes
3acTocyBaHHSAM NikapcbKoro 3acoby. BeefeHHs 3MiH
NPOTArom 6-Tv MicALIB NicAs 3aTBEPAKEHHS

3a
peyenmom

UA/18484/01/01

216.

POHOLINT

PO34MH ONS iH'EKLIN,
1000 mr/4 mn; no 4 mn B
amnyni; no 5 amnyn B
KOHTYPHIli YapyHKOBI
ynakosLi; no 1
KOHTYPHIl1 YapyHKOBIlA
yNaKoBLii

TOB "YOP/]
MEOULIMH"

YKpaiHa

dapmaBixH CaH. Be
Tigpk. A.LLL.

TypeuunHa

BHECEHHS 3MiH A0 pPeeCTpaLiliHNX MaTepiasiiB: 3MiHa
3asiBHUKa (BNacHUKa peecTpaLiiiHoro nocBig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) BeefeHHs
3MiH NPOTArOM 6-TW MICALB NiC/1A 3aTBEPAXKEHHS; 3MiHN
| TNy - 3MiHK Woao 6e3neku/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3araJibHeHNX faHnX Npo cucTemy dpapmakoHarnsgy

3a
peyenmom

UA/18484/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
thapmakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;

KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarsay (BK/IH0YaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
0cobu 3asBHVKa, BiANOBIAaIbHOT 3a hapMakoHarnsg,
[litova pepakuin: Mecim Inbk6axap AiHuens / Mrs.
Mevsim llkbahar Dincel. MponoHoBaHa pegakuis: Myano
[aHHa CTaHicnaBiBHa. 3MiHa KOHTAKTHUX AaHNX
YMNOBHOBaXEHOI 0CO6M 3as1BHYMKA, BiANoBiAa/IbHOT 3a
hapmakoHarniag. 3miHa Micusi 34ilCHeHHS1 OCHOBHOT
LOisNIbHOCTI 3 chapmakoHarnagy. 3MiHa

MicLie3HaxX04KeHHs MacTep-chaiina cuctemu

thapmakoHarnagy; 3miHu | Tuny - 3miHu woao

6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi 3MiHN)

- 3MiHM BHECEHI B TEKCT MapkKyBaHHS ynakoBOK

NiKapcbKoro 3acoby LWoA0 HallMeHyBaHHsi HOBOrO
3asBHUKA Ta BHECEHHA 0COG/MBUX 3aCTepexeHb nepes,
3acTocyBaHHSAM Nikapcbkoro 3acoby. BeefeHHsA 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS

217.

CALI®IT

36ip, No 75 r y naykax 3
BHYTPILUHIM NakeToMm; rno
3,0 r y dinbTp-nakeTi; no
20 hinbTp-nakeTiB y
naJui abo y nauui 3
BHYTPILLHIM MakeToMm; no
3,0 ry pinbTp-nakeTi B
iHOMBIAyaibHOMY
nakeTuky; no 20 qinbTp-
nakeTiB y navu,j

MpAT
"NikTpasn"

YkpaiHa

MpAT "NikTpasn"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
TUNYy - BHECEHHS 3MiH g0 p. 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHUI 3acib, a came BHECEHHS
YTOUYHEHHS, WOoA0 Naykn AN inbTp-nakeTis:
«[0AaTKOBO Na4ykm MOXYTb 06ropTatucs 330BHi N/1iBKOKO
noNinponiIEHOBO» (3aTBEPAXKEHO «330BHI Maykm
06ropratTbCs NAIBKOK NONINPONISIEHOBO»), 3
BiANOBIAHMMU 3MiHamMK B p. "Ynakoska"' MKA /13;
3anponoHoBaHo: MNoapibHeHa cupoBmHa Mo 751 B
nakeTu, BUTOTOBJ/IEHI 3 Nanepy nakysasbHOro
BOJIOTOCTIlikOro, abo kpadT-nanepy, abo nanepy
raseTHoro, abo B makeTu 3 NAiBKM NaKkyBaslbHOI 3
HacCTyMHUM BK/1afaHHAM B Naykn KapToHHI. MopoLuok
KpynHuid no 3,0 r B (hibTp-NakeTun, BUrOTOB/IEHI 3
nanepy TepmMo3BaproBasibHOr0 MOPUCTOTO, LLO He
po3MoKae, 3 HaCTyMHUM yknagaHHAM no 20 inbTp-
nakeTiB B Nayku KapToHHI. [JoAaTKOBO Nayky MOXYTb
obropTaTtuncs 330BHI NAIBKOKO NO/INPOMI/IEHOBOIO.
MopoLok kpynHuii no 3,0 r'y ibTp-nakeTn,
BWIOTOB/IEHI 3 Nanepy TeEPMO3BapHOBasILHOrO NMOPUCTOTO,
LLIO HE PO3MOKAaE, 3 HACTYNMHUM yKnagaHHAM no 20
iNbTP-NakeTiB B NAKeTN, BUTOTOBJIEHI 3 NIBKA 3
noniMepHNUX MaTtepianis 3 HACTYMHUM BK1afaHHSAM B
navkm KapTOHHI. [loAaTKOBO Naykv MOXyTb obroprarucs

6e3
peyenma

UA/6114/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
330BHi M/1iIBKOO NONINPONifIieHOBO. MNOPOLLOK KpymHW
no 3,0 ry ginbTp-nakeTn, BUrOTOBNEHI 3 nanepy
TEepMO3BaploBasIbHOr0 NMOPUCTOrO, LLIO HE PO3MOKAE, 3
HaCTYMHWM NaKyBaHHAM KOXHOTO (pinbTp-nakeTy B
iHAMBIAYaNbHWIA NAKETUK, BUTOTOB/IEHUIA 3 NNIBKM
nakyBasibHOT ab0 namiHaTy Ha OCHOBI nanepy, abo
antoMiHieBOT DO/IbIM HA OCHOBI Nanepy 3 HaCTYMHUM
YKNaAaHHAM B Naykn KapToHHI. [loAaTKoOBO nayku
MOXYTb 06ropTaTucs 330BHi M/1iBKOKO MNOAINPONiSIEHOBO
218. | CAKCEHAA® pO34UH A1 iH'EKUIN, 6 A/T Hoso [aHis A/T Hoso Hopgick, [aHis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/18651/01/01
Mmr/mn; no 3 mny Hopgaick [aHia (BUpobHMLTBO MMy - 3MiHK WoA0 6e3nekn/eheKTMBHOCTI Ta peuenmom
KapTpuaax, BKIageHux npoaykTy, thapmakoHarnsgy - OHOB/IEHHS TEKCTY MapKyBaHHS
y nonepegHL0 HanoBHEHHSA YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM iHdhopmMalLii
3anoBHeHy KapTpuaKy Ta 00 3a3HAaYEeHHS OAVHWLbL BUMIPIOBAHHSA Y cucTemi Sl.
6araTtofo30By KOHTPO/b AKOCTI BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
0 HOPa30BY LUNPULL- npogykuii in bulk. 3aTBEpPKEHHSA
pyuky; no 1, 3a6o 5 Bunyck cepii Ta
nonepeaHbLO 3anoBHEHI cepTudikauis.); A/IT
LUNPUL-PYYKN B Hoso Hopgick, daHis
KapTOHHIA KopooLi (KomnnekTyBaHHs,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
rOTOBOrO NPOAYKTY.
CepTtudpikauis cepiii)
219. | CAHOMEH cnpeii HasaslbHUIA, CaHpo3 CnoseHis ek ®apmaveBTU4Ha CnoBeHist BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15870/01/01
[1030BaHWii, cycnexsis dapmachbloTika KomnaHia g. 4. TUMY - NOAAHHA HOBOro cepTudikaTa BiANOBIAHOCTI peyenmom
50 mkr/go3y no 60 abo n3 a.a. €ponelicbkili thapmakonei Ne RO-CEP 2018-290-Rev
120, a6o 140 po3 y 00 ans A®l momeTasoHy hypoarty Bif, Bxe
KOHTeliHepi; no 1 3aTBepaxeHoro Bupo6Huka Cipla Ltd, IHais. Ak Hacnigok
KOHTeliHepy y Kopobui YTOUYHEHHS HanMcaHHsA aApecu BUPOOHNYOI AinbHUL
(ctano: Plot. No. D-7, MIDC Industrial Area, Kurkumbh
Village; Taluca — Daund, District — Pune (Maharashtra)
India); 3miHM y cneungikalisx Ta MeTogax KOHTPOsIto 3a
MOKa3HWKOM «3a/TMLLKOBI PO3UYNHHUKW» NPUBEAEHO Y
BignosigHicTb Ao CEP; 3miHu | Tuny - nofaHHsA HOBOroO
cepTugikaTa BignoBigHOCTI €EBponeiickkin hapmakonei
Ne RO-CEP 2018-303-Rev 00 gnia A®|l momeTasoHy
dypoaTy Bif BXe 3aTBepAKEeHOro BUpo6bHMKa AARTI
Industries Limited, IHAis. Ak HacnigoK 3MiHN y
cneumdikauisax Ta MeETOAAX KOHTPOJIO 3a NOKa3HVKOM
«3aIULLKOBI PO3YMHHUKN» MPUBEAEHO Y BiANOBIAHICTbL
no CEP
220. | CAHOMEH cnpeii HasaslbHUIA, CaHpo3 CnoBeHis Nek ®apmaveBTU4Ha CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15870/01/01
[l030BaHuii, cycnexsisi dapmacbioTika KOMnNaHis g. a. TUNy - BHECEHHS 3MiH A0 cneuundikauii M13 npu Bunycky, peyenmom
50 mkr/go3y no 60 abo n3 g.a. a came BHOCUTbCA NpUMITKa OO0 napameTpa
120, a6o 140 po3y «HanoBHeHHA» (NpuMiTKa: MapameTp BU3HAYa€ETLCA B
KOHTeliHepi; no 1 npoueci BUpo6HMUTBA (He BKIOYAETLCA B cepTudikat
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
KOHTeliHepy y Kopo6Li akocTi)) USP <755>. TecTyBaHHsa napameTpa
«HanoBHeHH:A» y cneundikavii [N13 Ha TepMmiH
NPUAATHOCTI 3a/MLIaeTbCA 6e3 3MiH
221. | CEBIKAP TabneTku, BKpUTI 3eHTiBa, K.C. Yecbka [Oaivi CaHkio KOpoyn HimeuunHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/17647/01/01
NAiBKOBOK 060/IOHKOHO, Pecny6nik X TUNY - BBEAEHHS aflbTEPHATUBHOIO BUPOOHMKA aKTUBHOI peuenmom
no 20 mr/5 wmr; no 14 a peyoBUHM oniMecapTaHy megokcominy ZHEJIANG
TabneTok y 6nictepi; no TIANYU PHARMACEUTICAL CO., LTD., Kutaii. Takox
2 6nicTepa y KapTOHHiiA 6yna BBefeHa BUpobHuya ainbHuua Daiichi Sankyo
nauuj Europe GmbH 3 BUpO6HNUMMYM PYHKLISAMUN «TeCTyBaHHSA
HITPO3aMiHiB»; 3MiHW | TUNY - BBEAEHHA
aIbTEPHATNBHOIO BUPOBHMKA aKTUBHOI PeYOBUHN
onmecapTaHy megokcominy ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii 3 HagaHHsiM
Hosoro CEP RO-CEP 2013-268-Rev 02
222. | CEBIKAP TabneTkn, BKPUTI 3eHTiBa, K.C. Yecbka [Laiui CaHkio KOpoyn HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepiais: 3miHn | 3a UA/17647/01/02
NNiBKOBOK 060/0HKOM, Pecny6nik v6X TUMY - BBEAEHHS a/lbTEPHATVBHOIO BUPOGHMKA aKTUBHOT |  peyenmom
no 40 mr/5 wmr; no 14 a peyoBUHM oniMecapTaHy megokcominy ZHEJIANG
TabneTtok y 6nictepi; no TIANYU PHARMACEUTICAL CO., LTD., Kutaii. Takox
2 6nicTepa y KapTOHHiiA 6yna BBefeHa BUpobHMYa ginbHULs Daiichi Sankyo
nauuj Europe GmbH 3 BUPO6GHUUMMYM (DYHKLISAMUN «TECTyBaHHSA
HITPO3aMiHIB»; 3MiHM | TUNY - BBEAEHHSA
albTePHATNBHOIO BUPOBHMKA aKTUBHOI Pe4OBUHN
onmMecapTaHy megokcominy ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii 3 HagaHHaM
Hosoro CEP RO-CEP 2013-268-Rev 02
223. | CEBIKAP TabneTku, BKPUTI 3eHTiBa, K.C. Yecbka [Oaiui CaHkio KOpoyn HimeuunHa BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3miHu | 3a UA/17647/01/03
N/1iBKOBOK 060JI0HKOLO, Pecny6nik 6X TUNy - BBEAEHHS a/lbTEPHATVBHOIO BUPOOHUKA aKTUBHOT peyenmom
no 40 mr/10 mr; no 14 a peyoBUHM oniMecapTaHy megokcominy ZHEJIANG
Tabnetok y 6nictepi; no TIANYU PHARMACEUTICAL CO., LTD., Kutaii. Takox
2 6nicTepa y KapTOHHIi 6yna BBefeHa BUpobHuya ginbHuus Daiichi Sankyo
nauui Europe GmbH 3 BUPOGHNUUMU DYHKLIAMWN «TECTYBaHHS
HITPO3aMmiHiB»; 3MiHK | TUNY - BBEAEHHSA
a/IbTEPHATNBHOIO BUPOBHMKA aKTUBHOI PeYOBUHN
onmMecapTaHy megokcominy ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii 3 HaaHHsM
Hosoro CEP RO-CEP 2013-268-Rev 02
224. | CEHAQEKCUH Tabnetku no 70 mr; no AT YkpaiHa AT "Jly6Huchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Ne 10 - 6e3 UA/5432/01/01
10 TabneTtok y "Ny6Hnchapm" TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib. peyenma;
6nictepax; no 10 CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa Ne 100
Tabnetok y 6nictepi; no PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby (3miHa (10x10) - 3a
10 6nicTepiB y nauui KiNlbKOCTi 0AVHMLE (Hanpukiag TabneTok, ammnyn TOLLO) peyenmom
B ynakoBL,i:) - 3MiHa no3a Ajiana3oHoM 3aTBepmKEeHNX
po3MipiB ynakoBkn. BBefileHHS [,01aTKOBOI0 po3Mipy
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

ynakoBku - Mo 10 Ta6neTok y 6rictepi no 10 6nictepis y
nauyky, 6e3 3miH1M NEePBMHHOIO NaKyBasIbHOTO MaTepiany,
3 Bi4NOBIAHUMMN 3MiHAMMW B PO3[iNi «YnakoBka». 3MiHu
BHECEHI B po3Ain "YnakoBka" B IHCTPYKLil0 ANs
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Yy 3B"A3Ky
3 BBEIEHHSAM [04ATKOBOT YNaKoBKU Ta 51K HACNILOK - Y
po3gain "Kateropis Bignycky". 3aTBepKeHHs TEKCTY
MapKyBaHHS1 4OAATKOBOT YNakoBKM MiKapcbKoro 3acoby.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEPAKEHHS.

225.

CEHW IUCTA
TA nnoan

nncta ta nnogwm, no 50 r
y naykax 3 BHYTPILLHIM
naketom; no 2,0ry
inbTp-nakeTi; no 20
hiNbTp-nakeTiB y naui
abo y mauui 3
BHYTPILLHIM NakeToMm; rno
2,01y dinbTp-nakeTi B
iHOMBIOYya/ibHOMY
nakeTuky; no 20 dinbTp-
nakeTiB y naui

MpAT
"NikTpasn”

YKpaiHa

MpAT "NiktpaBn"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu |
TUMY - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/3akKynoptoBasibHWiA 3acib, a came BHECEHHS
YTOYHEHHS, LOA0 Nayku ANs QinbTp-nakeTis:
«[100aTKOBO Naykv MOXYTb 0BropTaTucs 330BHi NAIBKOK
nosinponisIeHOBOK» (3aTBepKeHO «ayky 330BHI
06ropTaloTbCA NAIBKOK NONINPONiNEHOBOK»), 3
BiAnNoBigHUMY 3MiHamu B p. "Ynakoska" MKA N13;
3anponoHosaHo: MNogpibHeHa cuposrHa no 50 r B
nanepoBsi Naketun, abo B NakeTy 3 N/iBKV NakyBasbHOI 3
HaCTYMHUM YKIaAaHHAM B Nayky KapTOHHI. MopoLuok
KpynHuiA no 2 r B oiNbTp-NakeTun, BUrOTOB/EHI 3 Nanepy
TEepMO3BaploBasIbHOTO MNOPUCTOTO, L0 HE PO3MOKAE, 3
HaCTYMHUM YknagaHHsaM no 20 qisibTp-nakeTiB B Naykm
KapTOHHI. [J0AaTKOBO Nayky MOXyTb 06ropTaTnCs 330BHi
NAiBKOK NoNiNponineHoBor. MopoLIoK KpynHWUiA no 2 1 B
hiNbTp-NakeTy, BUTOTOB/IEHI 3 Nanepy
TepMO3BaploBasIbHOTO MOPUCTOTO, L0 HE PO3MOKAE, 3
HaCTynHWM yknagaHHam no 20 goinbTp-nakeTiB B NakeTw,
BWIOTOB/IEHI 3 M/1IBKU 3 MOAIMEPHUX MaTepiasiB 3
HacTYMHUM yKNafaHHAM B Naykn KapToHHI. [loaaTkoBo
nayky MoXyTb 06ropTaTucs 330BHi N/1iBKOKO
noninponineHoBoto. MNMopoLIoK KpynHUiA No 2 1 B inbTp-
nakeTu, BUrOTOB/IEHI 3 Manepy TepMO3BaprOBasIbHOrO
MOPUCTOrO, WO He PO3MOKAE, 3 HACTYMHUM MakKyBaHHSM
KOXHOTO (hibTp-nakeTy B iHAMBIAYa/IbHAI NaKeTuK,
BUrOTOB/IEHWUIA 3 NAIBKW NakKyBasbHOT abo naMiHaTy Ha
OCHOBI nanepy, abo asltoMiHIEBOI (DONIbIM HA OCHOBI
nanepy. Mo 20 dinbTp-nakeTiB B iIHAVBIAYaUTbHUX
nakeTnkax NoMilLaloTb B Naykn KapToHHI. [loAaTkoBo
nayky MoXyTb 06ropTaTucs 330BHi N/1iBKOKO
noNinponisieHoBO

6e3
peyenma

UA/2472/01/01

226.

CEPTUKAH

Tabnetku no 0,75 mr; no
10 TabneTok y 6nicTepi;
no 6 6icTepis y kOpooL;i
3 KapTOHY NakKyBasIbHOrO

Hosapric
Papma Al

LLiBeiiuapi
P

Hosaprtic ®apma
LWTeiin AT

LLiBeiuapis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUNY - BHECEHHSA 3MiHW A0 po3giny 3.2.P.3.1.
Bunpo6Huk(n), a came: gogaBaHHs gibHuLi Novartis
Pharma Schweizerhalle AG, Switzerland 3a agpecoto:
Rothausstrasse 4133 Pratteln Switzerland, ae

3a
peyenmom

UA/3913/01/03
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Popma sunycky
(nikapcbka gpopma,

3asaBHUK

KpaiHa

Bupo6Huk
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KpaiHa

3acoby

ynakoska)

3asiBHUKa

BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

2217.

CETEMMC®

Tabnetkn no 2 mr, no 10
TabneTok y 6nictepi; no

3AT

YropLmHa

3AT dapmaueBTUYHNI

3AiiCHIOETLCA KOHTPO/Tb 38 NOKA3HNKOM PO3MIp 4acToK
ans 2% TBepAoi Aucnepcii 10 BXe 3aTBepaKeHnx
AiNbHULb. BHECEHHs pefakuiiHiX NpaBoK: OHOB/IEHHSA
po3giny 3.2.P.3.3.0nuc BupobHUYoro npotecy Ta
KOHTPO/II0 NPOLeCy: OMUC NPOLECIB 3MiLLyBaHHS,
CYLUIHHA Ta NoApiGHEHHS BK/IOYeHi Ao npouecy RADOOL
2% TBepAoi Avcnepcii 3 METOK HiTKOro Bifo6paKeHHs
TEXHO/OMYHOro KOHTPO/IO B NPOL,eCi BUPOOHNLTBA,;
BWAA/IEHO MO3HAYKY, LLLO BUNPOBYBAHHA TEXHOMONYHOro
KoHTposito RADOO1 2% TBepAoi aucnepcii BUKOHYETbCSA
B nabopartopisx, BiANOBiAaIbHUX 38 BUNYCK Ta
nepeHeceHHs iHdopmauii go posginy 3.2.P.3.1.
Brpo6HMK(M) i3 3a3Ha4YeHHSM BigNOBIAA/IbLHOI AiNbHUL;
Onuc npouecy « TabnetyBaHHa» 6yB BKIOYEHWI ANs
nikapcbkoi hopmu TabneTku. PegakuiiiHi npasku B
p.3.2.P.3.1.Bupo6HMK(K) — BUNYYEHHS NO3HAYEHHS
Kpaitu (CH) B agpeci BupobHuka Novartis Pharma AG,
Switzerland; noaasaHHsa HomepiB DUNS (Data Universal
Numbering System) ans BCix AiNbHULb

3 6nictepu B KOpobLi

PapmaLeBTuy
HWIA 3aBOf,
ETIC

3asog ElIC

YropLmHa

«CUHTETUYHI NPOMIDKHI MPOAYKTUN», «2- (2-XIHONIM) iHAaH-

«HecynbhoHoBaHi NepPBUHHI apoMaTUYHi aMiHW», 3amiHu

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3BYXXEHHS JOMYCTVMUX MEX 418 NoKa3Huka
«CBUWHeLb» A1 AOMOMDKHOI Pe4OBUHMN «XiHONIHOBWIA
xoBTuii Cl 47005»;
3MiHM | TURY - BUAYYeHHN 3i cneyudikawii 4ONOMKHOI
PeyoBUHN «XiHOMiIHOBWIA X0BTWI Cl 47005» Noka3HuKiB
«lpeHTudikauis 1. (TLWX)» Ta «LuHk + Migb» BignosigHo
[0 Bumor ampektusn €C 231/2012 ta FAO JECFA. Y
3B'AA3KY i3 BU/TyYEeHHAM nokasHuka «LnHK + Migb» 3MiHK
BHOCATbCA A0 Po3piny 3.2.S.4.2 AHaniTU4HI METOAMUKMK;
3MiHM | TUNY - 3MiHW B @aHaNiTMYHUX MeTOoAMNKax
[ONOMDKHOT peyoBUHYM «XiHosiHOBMIA X0BTUiA Cl 47005»
Ha NokasHUKKM «laeHTndikayisy», «Onue»; 3MiHn | Tuny -
3MiHV B aHaIITUYHMX METOAMKaX AOMOMDKHOT peYOBUHU
«XiHoniHoBWIA X0BTUIA Cl 47005» Ha NOKa3HUKN
«Mu’'sik», «Bofa», «PeqyoBuHN, PO3UNHHI B edpipi»;
3MiHM | TUNY - [JofaBaHHS NOKa3HWKIB B aHaNiTUYHI
MEeTOAMKM Ta K HacNigoK y cnewuumdikawito 4ONOMKHOT
peyoBuHM «XiHONMIHOBWIA X0BTWi Cl 47005, a came:
«PTyTb», «Kagmiii», «BMIiCT LONOMiXXHUX GapBHUKIB»,

1,3-pioH» Ta 'y 3B'A13Ky i3 3aMiHOK HaliMeHyBaHHS Ta
METOAMKN BUNPOOYBaHHSA A1 MOKa3HMKa

MeToAa BUNpobyBaHHA /151 NoKasHuka «KinbkicHe
BM3HAYEHHS»; 3MiHW || TUNY - PO3LUMPEHHS HOPMYBaHHSA
B cneyudikaLii 4ONOMiKHOI pe4yoBUHU «XiHONIHOBWIA
xoBTuit Cl 47005» Ansa nokasHuka «BTparta B Maci npu

BMCYLLYBaHHI» BifMoBigHO A0 BMMOr AnpekTuBu €C

3a
peyenmom

UA/4608/01/02
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
231/2012 ta FAO JECFA
228. | CUNIMAPUH amopHMi NopoLLoK ToBapucTBo 3 YkpaiHa TEBA YEX Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | - UA/15672/01/01
(cy6eTaHuis) y 06MexeHot IHOACTPIC C.P.O. Pecny6nika TUMY - NOAAHHSA OHOB/IEHOTO cepTudikaTy BignNOBIAHOCTI
noABiniHNX BiANOBIAA/bHI €sponelicbkin hapmakonei Ne R1-CEP 2008-237-Rev
nosieTuIeHoBMX CTI0 04 ansa A®l. Y Hacnifok oHoBneHHst CEP 3MiH B
naketax gns "®apmaveBTu cneumdikauii Ta meTogax KoHTposniio APl He Bigbynocb
hapmMaueBTUYHOIO YHa KoOMNaHis
3aCTOoCyBaHHs "3p0opos'a”
229. | CUHY®OPTE® | nopoLok 3AT YropwuHa | AT JlabopaTtopio Peiir IcnaHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 6e3 UA/6478/01/01
niodpinizoBaHuii Ans dapmaLeBTuy >Kodppe, Icnanis TUNY - BHECEHHS 3MiH 10 BUpOGHM40oro npouecy M3, peuenma
po3unHy Ans HWiA 3aBOf, (B1po6Huk 30KpeMa: - 3aMiHa 3akynoprosasibHOi MawnHu Capping
iHTpaHa3asibHoro ErIC BignoBigasibHWi 3a Machine Caylar (906047) Ha Closing station Mar
3acTocyBaHHs, 35 f03, NOBHUIA LKA (903006); - BUTYYEHHS KOHTPO/IIO LLOAO LNICHOCTI
remMoNiTUYHNIA iHAEeKC BMPOOHULITBA, QiNbTPIB T KOHTPO/IIO MIKPOBGIOIOMNYHOr0 3a6pyAHEHHS
1:6000 - 1:12000; BK/1HOHAOUM BUMYCK (6ioHarpy3ka); 3MiHW | TUMy - HECEHHS 3MiH A0
1 chnakoH 3 NOPOLUKOM Y cepii); labopatopiec BMpOGHMYOro npouecy 13, 30kpemMa: 3amiHa ginbTpa
KomnnekTi 3 1 amnynoto EHTEMA, C.11,, Filter Sartopure PP2 (5595320P8) Ha chinbTpa Filter
PO3YMHHMKA MO 5 M/ IcnaHis Sartopure PP3 (5055320P8)
(Boga Ans iH eKuiid) Ta (AnbTepHaTMBHMI
posnuaoBavyeM- BUPOGHMUK,
[,03aTOPOM Y KOHTYPHIlA BignoBigasibHMi 3a
YapyHKOBIli ynakoBLii; no BTOPVHHE NaKyBaHHS)
1 KOHTYpHIli YapyHKOBIA
ynakoBLi B navi 3
KapTOHyY
230. | CUH®NOPUKC | cycneHsis gis iH'ekuii; nakcoCwmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3miHu | 3a UA/15363/01/01
™ BAKUMHA no 1 gosi (0,5 mn) AnH EkcnopT BputaHis Bionoaxikans C.A. TUMY - BUNYyYeHHs byaiBni RX46 Ha BUPOGHWUIl AiNbHULI |  peyenmom
And cycneHsii Ans iH'exuiii y Nimiteq 89, rue de I'Institut, 1330 Rixensart, Belgium
NMPO®DITAKTUK | nonepeaHbLo GlaxoSmithKline Biologicals S.A., BianosiganbHoI 3a
n HarnoBHEHOMY CK/IAHOMY cTagito hopmyBaHHs 13
MHEBMOKOKO | wnpwuiy KOMMIeKTi 3
BOI IHOEKLYI OJHIEIO TOMIKOKD a0 3
(MONICAXAPWU | aBoma ronkamu Ta 6e3
LOHUA ronok; 1 nonepeaHLo
AHTUTEH) TA HanoBHEHW WNpuL, 3
HETUMOBAHOI | ronkoio a6o gsoma
FEMO®I/IbHOI | ronkamu, a6o 6e3 ronok
IHOEKLY, y iHAMBigyanbHOMY
KOH’IOTOBAH repMeTuyHo
A, 3anakoBaHoMy
AACOPBOBAH | nnactukosomy
A KOHTeliHepi; no 1
nnacTyKkoBoMy

KOHTeWHepy Y KapTOHHIl
kopo6bui; no 1 gosi (0,5
MJ1) cycneHsii ans
iH'eKLi/ y nonepeiHbL0
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
HarnoBHEHOMY CK/ISIHOMY
wnpuuyi; no 10 wnpuuis
310 ronkamun abo 6e3
rOoK y iHAVBIAY&TbHUX
repMeTnyHo
3anakoBaHux
NNacTUKOBUX
KOHTeliHepax y
KapTOHHI# Kopobui; no 1
no3i (0,5 mn) cycnensii
ONs iH'EKUIn y
MOHOZI030BOMY
CKSIHOMY hN1aKoHi; Mo
1, 10 a6o 100 chnakoHiB
Y KapTOHHIin kopobuj; No
2 no3u (1 mn) cycnensii
ONs iH'eKUIn y
MyNbTUA030BOMY
chnakoHi; no 100
(h/1aKOHIB Y KapTOHHii
Kopobui
231. | CIFTAH TabneTku, BKpUTI L[>XeHOM IHAjiA [xeHom BioTek IMBT. IHAjsA BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/10369/01/01
NAiBKOBOK 060/IOHKOHO, BioTek MNBT. nra. MMy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta peuenmom
no 4 TabneTkn y ctpuni, nra. thapmakoHarnagy. BeegeHHs abo 3miHu Ao
no 1 ctpuny y y3arasibHeHNX JaHux Npo cucTemy dhapmakoHarnsgy
KapTOHHOMY KOHBEpTI (BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 hapMakoHarnagy 3asBHuKa ans
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAa/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXXeHOT
0cobu 3as1BHMKa, BIANOBIAA/ILHOT 32 hapmakoHarnsg.
MponoHoBaHa pegakuis: JokTop CapacsarTi
BeHkareluBapa BiTiaBarti. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXEHOT 0cO6MU, BiANOBiAabHOI 3a
thapmakoHarnag. BeefeHHs KOHTaKTHOI 0co6um
3asBHVKa, BiANOBIAA/ILHOT 38 hapMakoHarnsag, B YkpaiHi.
MponoHoBaHa pepakuisn: LnHkapeHko MliogMmuna
tOpiiBHa. BBeAEHHA KOHTaKTHUX AAaHUX KOHTaKTHOT
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YkpaiHi
232. | CIHMETOH TabneTkn, BKPUTI OPIrAHOCWH OAE EBepTopxeH Nanidg IHgis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHn | 3a UA/10667/01/02
060/10HKO0, No 750 Mr; NAN®CAEHC CaeHcu3 Nlimiteq TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuyenmom
no 10 TabneTok y N3 (E® 3ET 1) hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
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Popma sunycky
(nikapcbka gpopma,
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3asBHUKa
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Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

6nicTepi; no 1 abo no 3,
ab6o no 10 6nicTepiB y
nauuj 3 KapToHy

y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
thapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBiAA/IbHOT 38
3[jiCHEeHHsT hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoI 3a
3[jiCHEeHHs1 hapMakoHarnisay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

233.

CIHMETOH

TabneTkn, BKPUTI
060/10HKO0, M0 500 Mr;
in bulk: no 1000
TabneTok y nakertax i3
h01brv antoMiHiEBOT

OPFAHOCWH
NIAVOCAEHC
W3 (E® 3ET 1)

OAE

EBepTogxeH Navid

CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarAay (BK/1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHMKa, BiANOBifabHOT 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxomkeHHs MacTep-haiina cucrtemu
hapmakoHarnagy

UA/10668/01/01

234.

CIHMETOH

TabneTku, BKPUTI
060/10HKOI0, MO 750 Mr;
in bulk: no 1000
TabneTok y nakertax i3
ponbrn antoMiHiEBOT

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTompKeH Maiich

CaeHcus flimiteq

IHais

BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu |
MRy - 3MiHW WoAo 6e3nekn/etheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
thapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa A5
3ilicHeHHs1 dpapMakoHarnsay B YkpaiHi, SKLLIO0 BOHA

UA/10668/01/02




130

Ne
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Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucteMu dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3[jiCHEeHHS hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

235.

CIHMETOH

TabneTkn, BKPUTI
060/10HKot0, No 500 wmr;
no 10 TabneTtok y
6nictepi; no 1 a6o no 3,
abo no 10 6nictepiB y
naJui 3 KapToHy

OPFAHOCWH
NANOCAEHC
W3 (E® 3ET 1)

OAE

EBepTogxeH Navid

CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHUX AaHuX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BiANOBifabHOT 3a
3fjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cuctemu
hapmakoHarnagy

3a
peyerimom

UA/10667/01/01

236.

CIPAYMNA

iHranAauia nig Tuckom,
cycneHsisi, 25 Mkr/250
MKr/no3y, no 120 o3 B
iHransaTopi; no 1
iHranATOpY B KAPTOHHIN
KopooLi

IeHepuke (UK)
Nimiteq

Benuka
BpuTaHis

3M Xenc Kea Nimiteq,

Benuka
BpuTaHis

BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu |
TUNY - 3MiHW BHECEHO [0 IHCTPYKUIT A48 MeanYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ainu:
"®apmakoTepanesTuyHa rpyna. Kog ATX ." (YTOUYHEHHSA
HasBu), "®apmakonoriyHi B1acTMBOCTI" 3rigHO 3
iH(hopMaLi€to LWoa0 MeMYHOro 3aCTOCyBaHHsA
pedrepeHTHOro flikapcbkoro 3acoby (CEPETUA™
EBOXAJIEP™, aepo3onb A5 iHransauii, 4o3oBaHnii, 25
MKr/125 mMKr/no3y)

3a
peyenmom

UA/17384/01/01

237.

CIPOYMNA

iHranauia nig Tuckom,
cycnensis, 25 mkr/125
MKr/no3y, no 120 o3 B
iHranaTopi; no 1

eHepuke (UK)
Nimiteq

Benvka
BputaHis

3M Xenc Kea Nimitepq,

Benuka
BputaHis

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
TUMY - 3MiHN BHECEHO [0 iHCTPYKUIT 4518 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby y po3ainu:
"®apmakoTepanesTuyHa rpyna. Kog ATX ." (YyTOYHEHHS

3a
peyerimom

UA/17383/01/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
iHransATopy B KApTOHHIl Ha3Bw), "®apmMakosorivyHi B1acTMBOCTI" 3rigHo 3
Kopobui iH(hopMaLieto LWLoa0 MeMYHOro 3aCTOCyBaHHsA
pedhepeHTHOro flikapcbkoro 3acoby (CEPETUA™
EBOXANNEP™, aepo3onb Ans iHransuii, no3oBaHuii, 25
MKr/125 MKr/no3y)
238. | CKAHAOHECT pO34nH AN18 iH'eKUi 3% CENTOOOHT ®paHuis CENTOAOHT ®paHuis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasi: TeXHIYHA 3a UA/10382/01/01
3% MPOCTUIN no 1,8 mny kapTpuaxi, nomusnka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460). peyenmom
no 10 kapTpuaxis y BunpaBneHHs TEXHIYHOT NOMW/IKN, LWOAO 3a3HaYeHHs
6nicTepi, no 1 abo 5 NOPOroBOro 3Ha4YeHHs A5 NokasHuka «MNpoayKTu
6nicTepiB y KAPTOHHIl po3nagy» - «byap-siKa iHAMBIAya/ibHa AOMILLKa», SKa
Kopobui 6yna gonyuweHa B MKA M3, po3ginu «Cneundikavis
npu BUNycky» Ta «Cneyudikawis TepMiHy NpuaaTHOCTI».
3MmiHu o po3giny MKA M3: «Cneundikauis npn
BUNyCKy» Ta «Cneundikalis TepMiHy NpuaaTHOCTI».
MponoHoBaHa pepakuis: MpoaykT posnagy -byab-ska
iHAMBigyasibHa gomillka (nosigomMieHa akwo > 0,017 %)
< 0,2 % 3a3Ha4yeHe BMNpaB/eHHS Bignosigae
MaTepianam peecTpaviiHoro gocbe
239. | CONMNAALEIH Tabnetku, no 12 nakcoCmiTKn Benvka nakcoCmiTKnaiiH IpnaHgis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/4740/03/01
Tabnetok y 6nictepi; no AH BputaHis [NaHrapsaH flimites TUNY - BUAAEHHS BUPOOHUYOI AinbHULI ans AdI peyenmom
1 6nicTepy B KapTOHHIA KoHcbiomep (KogeiHy doccpart remirigpat) Macfarlan Smith Ltd.,
KopooLi Xenckep (HOK) Scotland. 3aTBepaKeHa BUPOGHMYA AiNbHULSA, L0
TpeligiHr 3a/IMLLInNAack, BUKOHYE Ti caMi OyHKL,T, WO BUIyYeHa
Nimiteq
240. | CONyBITH niodpinisat Ans po3unHy ®peseHiyc HimeuumnH ®peseHiyc Kabi AB, Lseuis/ BHECEHHS 3MiH IO peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/17609/01/01
Ans iHdysii; no 1 Kabi a LLBeuis (MapkyBaHHS, Kutaii TUNY - NOAAHHSA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI peuyenmom
donakoHy 3 Loiunang nakyBaHHs1, KOHTPO/1b €sponelicbkiit hapmakonei Ne R1-CEP 2001-405-Rev
niodpinizatom, no 10 M6X AKOCTI, BUNYCK cepil); 02 pnsa AdD| 6ioTUHY Bif, BXe 3aTBEPXEHOr0 BUPOOHMKA

(h1aKOHIB Y KapTOHHii
Kopoobui

dpeseHiyc Kabi
CCriL, Kntaii
(BpOGHMLTBO,
MapKyBaHHS,
naxyBaHHs)

DSM Nutritional Products SAS, France. Ak Hacnigok
[04aBaHHA 404AaTKOBOI BUPOBHMYOT AinbHULi DSM
Nutritional Products Ltd., Switzerland. BBeaeHHs1 3miH
NpoTArom 6 MicsLiB NicNs 3aTBePKEHHS; 3MiHW | Tvny -
noJaHHA OHOB/IEHOTO cepTudikarta BifnoBigHOCTI
€sponelicbkin hapmakonei Ne R1-CEP 1996-045-Rev
03 gns A®I chonieBoi KACNOTY Bif, BXXe 3aTBEPAKEHOro
BMpo6HMka DSM Nutritional Products Ltd., Switzerland.
BBefeHHs1 3MiH NpoTArom 6 micALiB nicns 3aTBepAKEHHS
3MiHK | TUNY - NOAAaHHSA OHOB/IEHOTO cepTudikaTa
BiNOBigHOCTI €Bponelicbkilt hapmakonei Ne R1-CEP
2004-110-Rev 04 ansa A®| HikoTMHamigy Bif, BXe
3aTBepAxeHoro BupobHuka LONZA GUANGZHOU
Nansha Ltd, China. BBefieHHs 3MiH NPOTAromM 6 MicAuis
nicns 3aTBepkKeHHs; 3miHu | Tuny - 3amiHa ASMF
(BioKpWTa YaCcTMHA) OOKYMEHTAUiT Ha S-4acTuUHy Moy s
3 ana APl HaTpito naHToTEHATY.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BBefeHHs 3MiH NnpoTarom 6 micsAuis nicns
3aTBEPKEHHS; 3MiHW | TUMY - NO4aHHSA HOBOrO
cepTugikaTa BignoBigHOCTI €EBponeiichkin hapmakonei
Ne RO-CEP 2017-027-Rev 00 gnsa HecTepunbHoro Adl|
nipuaoKcuHy rigpoxnopuay Bupo6Hvka DSM Vitamin
(Shanghai) Ltd., China. BeefeHHsi 3miH npoTtsirom 6
MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHW | TUMY - BUAAIEHHS
BMpPOOHUYOI AinbHuUI West Pharmaceutical Services,
HimeuunHa ana npo6ok Wwo 3acTocoByoTbCa Ansa M3,
3anponoHoBaHo: West Pharmaceutical Services,
CiHranyp. BeefeHHs 3MiH NpoTArom 6 MicsuiB nicns
3aTBEPMKEHHS; 3MiHN | TUNY - BBEAEHHS nepiogy
MOBTOPHOrO BMNPOoGYyBaHHA 24 Micsaui ans Ad|
nipuaoKcuHy rigpoxnopuay Bupo6Hvka DSM Vitamin
(Shanghai) Ltd., China. BeefeHHst 3miH npoTsirom 6
MicsILiB Micnsi 3aTBePAKEHHS!

241.

COHAINAKC®1
oMIr

TabneTku, BKPUTI
060/10HKO10, No 10 mr;
no 30 Tabnetok y
6nictepi; no 2 6nictepu
B KaQpPTOHHI kopo6Lyi

TOB "bayL
Xenc"

YKpaiHa

dapmsasop, Enbha
AT.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnopoBasibHWiA 3acib, a came BUMyYEHHS
HEe3Ha4YHOro nokasHuka cnewumdikalii nepBUHHOT
ynakoBku (PVC foil) «lgeHTudbikauis (konopnmeTpis)»;
3MiHU | TUNY - BHECEHHA 3MiH Jo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3aci6, a came 3BY)XEHHS
O0NyCTUMUX MEX MoKasHMKa cneuudikauii nepBUHHOI
ynakosku (PVC foil)"ToBwuHa" 3 0,25 mm * 0,04 MM 0
0,25 mm £0,025 MM, BifnoBIAHO A0 TEXHIYHOT
cneuudikauii BUpobHuKa onbrn; 3miHu | Tuny -
BHECEHHS 3MiH 0 p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3aci6, a came BUyYeHHS! He3HAYHOro
nokasHuka cneuudikauii nepsuHHoi ynakosku (PVC foil)
«KifIbKICTb LUBIB B PY/OHI»; 3MiHW | TUNY - BHECEHHS 3MiH
[0 p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHuWiA
3aci6, a came BW/TyYEHHSI HE3HAYHOTO MoKasHuKa
crneuundikauii nepsrHHOI ynakosku (PVC foil) «Bucota
606iHI/I»;
3MiHM | TNy - BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHWiA 3acib, a came BUMyYEHHS
HEe3Ha4YHOro nokasHuka cnewumdikalii nepBUHHOT
ynakoBku (PVC foil) «30BHiLLHIl giamepT pynoHy»; 3MiHW
| TMNy - BHeceHHs 3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3acio, a came BUIyYeHHs
He3HayHOro nokasHuka cnewmddikawii nepBUHHOT
ynakoBku (PVC foil) «BHyTpilHii giameTp 606iHU»;
3MiHW | TUNY - BHECEHHA 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasibHWIA 3aci6, a came BUyYeHHs
HEe3Ha4yHOro nokasHuka cneumdikawii nepBUHHOT
ynakoBku (PVC foil) «Bara pynoHa»; 3miHn | Tuny -
BHECEHHS 3MiH [0 p. 3.2.P.7. Cuctema KoHTeliHep/

3a
peyenmom

UA/4499/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4eHHs

3aKynoproBasibHWIA 3aci6, a came BUyYEeHHS HE3HaYHOro
nokasHuka cneuudikauii nepB1UHHOI yNnakoBKy «3MiHa
NiHIiHMX PO3MIPIB — PO3TATHEHHS»; 3MiHK | TNy -
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3aci6, a came BUyHeHHS! HE3HAYHOro
nokasHuka cneuudikauii nepsuHHoi ynakosku (PVC foil)
«3MiHa NiHiNHMX PO3MipiB — ycaaka»

242,

COHAINAKC®2
5MIr

TabneTku, BKPUTI
0060/10HKOH0, NO 25 Mr;
no 20 Tabnetok y
6nictepi; no 3 6nictepu
B KaQpPTOHHI kopo6Lyi

TOB "bayL
Xenc"

YKpaiHa

dapmsasog, Enbha
AT.

MonbLla

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - BHECEHHSA 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasibHWiA 3acib, a came BUMyYEHHS
HEe3Ha4YHOro nokasHuka cnewumdikalii nepBUHHOT
ynakoBku (PVC foil) «lgeHTudbikauis (konopnmetpis)»;
3MiHU | TUNY - BHECEHHA 3MiH Jo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUIA 3aci6, a came 3BY)XEHHS
O0NYCTUMUX MEX NoKasHMKa cneuudikaLii nepBUHHOI
ynakosku (PVC foil)"ToBwuHa" 3 0,25 mm * 0,04 MM 0
0,25 mm £0,025 MM, BifgnoBIAHO A0 TEXHIYHOT
cneumdikauii BUpo6HuKa ponbrn; 3MiHu | Tuny -
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3aci6, a came BUyYeHHS! He3HAYHOro
nokasHuka cneuudikauii nepsuHHoi ynakosku (PVC foil)
«KifIbKICTb LUBIB B PY/OHI»; 3MiHW | TUNY - BHECEHHS 3MiH
[0 p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBasibHuWiA
3aci6, a came BW/IyYEHHSI HE3HAYHOTO MoKasHuKa
crneuundikauii nepsrHHOI ynakosku (PVC foil) «Bucota
606iHI/I»;
3MiHM | TUNY - BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKyrnoproBasibHWiA 3acib, a came BUMyYEHHS
HEe3Ha4YHOro nokasHuka cnewumdikalii nepBUHHOT
ynakoBku (PVC foil) «30BHiLLHIl giamepT pynoHy»; 3MiHW
| TMNy - BHeceHHs 3MiH go p. 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoproBasibHWiA 3acio, a came BUIyHYeHHs
He3HayHOro nokasHuka cnewmddikawii nepBUHHOT
ynakoBku (PVC foil) «BHyTpilHii giameTp 606iHU»;
3MiHW | TUNY - BHECEHHA 3MiH fo p. 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasibHWIA 3aci6, a came BUyYeHHs
HEe3Ha4yHOro nokasHvka cneumdikawii NnepBUHHOT
ynakoBku (PVC foil) «Bara pynoHa»; 3miHn | Tuny -
BHECEHHS 3MiH o p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3acib, a came BUyYEeHHS HE3HaYHOro
nokasHuka cneuudikauii nepB1HHOI yNnakoBKy «3MiHa
NiHIAHXX PO3MIPIB — PO3TATHEHHS»; 3MiHK | TNy -
BHECEHHS 3MiH 0 p. 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWIA 3aci6, a came BUyYeHHS! He3HaYHOro
nokasHuka cneuudikauii nepsuHHoi ynakosku (PVC foil)
«3MiHa NiHiNHMX Po3MipiB — ycaaka»

3a
peyenmom

UA/4499/01/03

243.

CNACKYNPEN
b

Tabnetku, no 50
TabNeToK Y KOHTElHepI

Bionoriwe
Xannomitrenb

HimeyunH
a

Bionoriwe
XannbmiTTesb Xeesnb

HimeuunHa

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
MMy - 3MiHK 3 IKOCTi. A®I. CTabisibHicTb. 3MiHa nepiogy

6e3
peyenma

UA/11194/02/01
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
noninponineHoBomy; no Xeenb M'm6X v6X NOBTOPHKX BMNpobyBaHb/nepiogy 36epiraHHs abo ymMoB
1 KOHTelHepy B KOPOOLL 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEPAXEHOMY [0ChE
3 KapTOHY cepTuchikaTa BiANOBIAHOCTI E€BpONeichbkili hapmakonel,
LLIO BK/IKOYAE Nepios NOBTOPHOro BUNpobyBaHHs) (nepioa
NOBTOPHOro BUNpobyBaHHA/nepios 36epiraHHs) -
36iblUeHHA abo BBeAEHHS nepiogy NOBTOPHOMO
BMNpoGyBaHHs/nepiody 36epiraHHsA Ha OCHOBI
pe3ynbTaTiB AOCIMKEHb Y peaslbHOMY Yaci.
36inbLUEeHHS nepiogy NOBTOPHOrO BUNPOGYBaHHA 15
Atropinum sulfuricum D1 dil; 3anponoHoBaHo: retest
period 5 years
244. | CNACKYNPEN PO3YMH ANS iH'EKUIN; NO Bionoriwe HimeuumnH Bionoriwe HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/11194/01/01
b 1,1 mn B amnyni; no 5 XainbMmitTTens a XanbmitTens Xeenb TUMy - 3MiHu 3 AkocTi. A®l. CtabinbHicTb. 3miHa nepiogy peyenmom
amnys y KOHTYpHIiA Xeenb M'm6X m6X NOBTOPHKX BUNpobyBaHb/nepioay 36epiraHHa abo ymoB
YapyHKOBIli ynakoBLii; no 36epiraHHa A®I (3a BigCYTHOCTI y 3aTBEPAYKEHOMY [A0CHE
1, abo no 2, a6o no 20 cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonel,
KOHTYPHUX YapyHKOBUX LLIO BK/IKOYAE Nepios MOBTOPHOr0 BUNPOGYBaHHS) (Nepios
yMakoBOK y KOpoo6Lii 3 NMOBTOPHOro BMNpoGyBaHHsA/Nepios 36epiraHHs) -
KapTOHy 36inbLIeHHs abo BBeEHHSA nepiogy NOBTOPHOIO
BMNPOGYBaHHs/nepiony 36epiraHHs Ha OCHOBI
pes3ynbTaTiB AOC/iIAKEHb Y peaslbHOMY Yaci.
36inbLUeHHSs Nepiofy NOBTOPHOrO BUNPOGYBaHHA A5
Atropinum sulfuricum D1 dil; 3anponoHoBaHo: retest
period 5 years
245. | CMUPTON® pO34uH Ans MPAT YkpaiHa MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/12877/01/01
30BHILUHBLOTO "®ITOPAPM" ™My - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. peyenmom
3acTocyBaHHs 96 % no KOHTPO/1b FOTOBOIO /iKapCbKoro 3acoby. TexHiuHi
100 mn y dpnakoHax npaBKn Ta YTOYHEHHA Yy TekcTi Cnevumdikayii Ta MeTogax
KOHTPO/II0; CYMyTHS 3MiHa - 3MiHM 3 SKOCTi. FOTOBWIA
nikapcbknii 3aci6. KOHTPOb roTOBOrO /1iKapCbKoro
3aco6y. 3MiHa y MeTofax BUNPObyBaHHS rOTOBOr0
NikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepaKeHNX
MeToAax BUNPOOYBaHHS) - BHECEHHA TEXHIUYHUX NPaBOK
Ta YTO4YHEeHHb y TekcTi Cneyudikauii Ta MeTogax
KOHTpONto AkocTi J13. 3MiHu cTocytoTbes nnwe MKSA.
3MiHM Yy SIKOCTi NiKapCbKoro 3acoby He BifgbyBaloTbCA
246. | CTPENCINIC® cnpeii OpOMyKO3HWIA; NO PekkiTT Benvka Hendapm bnagen Higepnanau BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/6372/01/01
nac 20 My donakoHi 3 BeHkizep BpuTaHis B.B. MRy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenma
[103YI0UNM NPUCTPOEM; Xenckep thapmakoHarnsgy. BeefeHHs abo 3MmiHn [0
no 1 donakoHy B IHTepHeLHN y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
KapTOHHIA KopooLi Nimiteq (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUCTEMY
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0c06U 3 dhapmakoHarnsay 3asiBHUKa /15
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0CO6MU, BiANoBigaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIHYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cuctemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
ocobu 3asBHKKa, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: Ap. XenbmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. 3MiHa KOHTakTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BiANOBigaIbHOI 3a
hapmakoHarnsg,. 3miHa mMicLe3Haxo4KeHHs MacTep-
dhaina cuctemu chapmakoHarnagy Ta ioro Homepa
247. | CTPENCIIC® NbOASHUKK; MO 8 PekkiTT Benvka PekkiTT BeHkizep Benvka BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 6e3 UA/3915/01/01
nnoc NbOASAHUKIB Y 6icTepi; BeHkizep BpuTaHis Xenckep IHTepHeLWwHN BpuTaHis TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta peuyenma
no 2 6nictepu B Xenckep NimiTen thapmakoHarnagy. BeegeHHs abo 3miHu fo
KapTOHHI/ KopoobLi IHTepHeLLHN y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
Nimiteq (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarAay (BK/1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0ocobu 3asBHUKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
MponoHoBaHa pegakuisa: Ap. XenbmyT Meik BexpeHc /
Dr. Helmut Meik Behrens. 3MiHa KOHTaKTHUX AaHWX
yMOBHOBaXeHOT 0cobu, BignosigansbHoOT 3a
hapmakoHarnag. 3miHa MicLie3Haxo4KeHHs MacTep-
dhaiina cuctemmn chapmakoHarnsgy Ta oro Homepa
248. | CYBAPAIO TabneTku, BKPUTI CaHpo3 CnoseHis BMPOGHULTBO in bulk , CnoBeHist BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/12605/01/01
NNiBKOBOK 060/IOHKOHO, dapmacbioTika TeCTyBaHHs, TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BK NiKapCcbKoro peyenmom
no 5 mr; no 7 TabneTtok y n3 a.a. nakyBaHHS, BUMYCK 3aco0y. 3MiHV BHECEHO LL0A0 Ha3BW MiKapCbKOro
6nicTepi; no 4 6nictepu cepil; nakyBaHHs, 3acoby. 3atBepmkeHo: PO3YBACTATUH CAHAO3®.
Y KapTOHHiii KopobLyj; no BUNYCK cepil: Jlek 3anponoHosaHo: CYBAP/IO. TepmiH BBEAEHHSA 3MiH
10 TabneTok y 6nicTepi; dapmaleBTUYHaA NpoTSArom 6 MicsiLiB Micasi 3aTBEPKEHHS.
no 3, 6 abo 10 6nicTepis KoMMaHis 4.4,
Y KapTOHHii Kopobui
249. | CYBAPAIO TabneTku, BKpUTI CaHpos CnoBeHis BMPO6HULTBO in bulk , CnoBeHis BHECEHHS 3MiH IO peecTpaviiiHiX MmaTepianis: 3MiHu | 3a UA/12605/01/02
NNiBKOBOK 060/I0HKOHO, dapmachbioTika TEeCTyBaHH4, TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BU NiKapCbKoro peuyenmom
no 10 wmr; no 7 TabneTok n3 a.a. nakyBaHHs, BUMYCK 3ac06y. 3MiHM BHECEHO LLIOA0 Ha3BU MiKapCbKOoro
y 6nicTepi; no 4 cepii; naKyBaHHs, 3acoby. 3atBepmkeHo: PO3YBACTATUH CAHOO3®.
6nicTepy y KapTOHHIlA BUNYCK cepii: Jlek 3anponoHosaHo: CYBAPIO. TepMiH BBeEHHS 3MiH
Kopo6ui; no 10 TabneTok dapmaveBTUYHA npoTArom 6 micAuiB nicns 3aTBepipKeHHs.
y 6nicTepi; no 3, 6 abo KoMMaHis 4.4,
10 6nicTepiB y
KapTOHHIi Kopo6Li
250. | CYBAPAIO TabNeTKkn, BKPUTI CaHpo3 CnoBeHisi BMPO6HMUTBO in bulk , CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianiB: 3miHu | 3a UA/12605/01/03
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs
N1iBKOBOK 060/I0HKOLO, dapmachbloTika TeCTyBaHHS, Tuny - AAMIHICTPaTMBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenmom
no 20 mr; no 7 TabneTok n3 a.a. nakyBaHHs1, BUMyCK 3ac00y. 3MiHV BHECEHO LL0A0 Ha3BM MiKapCbKoro
y 6nicTepi; no 4 cepii; nakyBaHHs, 3acoby. 3atBepmkeHo: PO3YBACTATUH CAHOO3®.
6nicTepn y KapTOHHI BUNyckK cepii: Jlek 3anponoHoBaHo: CYBAP/IO. TepmiH BBEAEHHS 3MiH
Kopobui; no 10 TabneTok dapmaLeBTUYHa NpOTArom 6 MicsLiB MiCNs 3aTBEPIKEHHS.
y 6nicTepi; no 3, 6 abo KomMaHisa 4.4,
10 6nicTepiB y
KapTOHHI KOpoo6Li
251. | TAUBEPB™ TabneTku, BKpUTI HoBaprtic LLsenuapi Brpo6HMUTBO 3a Benvka BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | 3a UA/8847/01/01
N1iBKOBOK 060/10HKOMO, dapma Al a NOBHUM LK/IOM: BpuTtaHisa/ TUny - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN peyenmom
no 250 mr; no 10 a6o no nakco OnepeiiluHc Icnanis/ y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS [04ATKOBOI
12 TabneTok y 6nictepi; HOK Nimiteq, wo PymyHis/ OiNbHULI BUPOGHMLTBA A1 YaCTMHN abo BCbOro
no 7 6nictepis y 34i/iCHIOE KOMepLiiHy Yecbka BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby

KapTOHHIA KopobLi; no
70 abo no 84 TabneTtku
y chnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopobui

LisNbHICTb K Fnakco Pecny6nika
Bennkom OnepeiwHc,
Benvka bputaHis;
MepBrHHa Ta
BTOPUHHA YNaKoBkKa,
[03Bi/T Ha BUMYCK
cepii: Cnakco
Bennkom C.A.,
IcnaHis; BUPOOHWLTBO
Hepo3hacoBaHol
NpoAyKLUil, NnepBrHHA
Ta BTOPUHHA
ynakoBKa, YaCTKOBWIA
KOHTPO/Ib SIKOCTI:
C.K. CaHpgos C.P.J1.,
PymyHis;
4acTKOBWIT KOHTPOSIb
AKOCTI:
NyHapia cnon. ¢ p.o.,
Yecbka Pecny6nika

(BinbHULSA, Ha SKi NpoBOAATLCS By Ab-Ki BUPOOHUYI
cTagji, 3a BUHATKOM BUMYCKY CEpIil, KOHTPOSIHO AKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HeCTepW/IbHUX NiKapCbKUX 3ac06iB) - BBEAEHHS
[0[AaTKOBOI Ai/TbHUL BUPOGHMLTBA BiANOBIAA/IbHOI 3@
BMPOGHMLTBO Hepo3dacoBaHoi npoaykuii - C.K. CaHfo3
C.P.N1., PymyHisi. BBej€HHS1 3MiH NPOTAroM 6-Tu micsuiB
nicns 3aTBepkKeHHs
3MmiHu | TUNy - 3MiHK 3 SKOCTi. FOoTOBMIA Nikapcbkuid 3aci6.
3MiHM Y BUpO6HULTBI. 3amiHa abo BBeAEHHSA 404ATKOBOI
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(4iNbHULUSA o1 NEPBUMHHOIO NakyBaHHS) -
BBEJEHHS A04aTKOBOI AifIbHULI BUPOBHMLTBA
BiiNOBiAa/1bHOT 3@ NEPBUHHY YNakoBKy rOTOBOrO
nikapcbKoro 3acoby - C.K. CaHgos C.P.J1., PymyHis.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nmicas
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AkoCTi. [0ToBWIA
nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMUTBI. 3amiHa abo
BBEJEHHS A0aTKOBOI AifIbHULI BUPOOHULTBA 415
4yacTHM abo BCbOro BUPOGHNYOro npoLecy rotoBoro
nNiKapcbKoro 3acoby (AiNbHMLA AN BTOPUHHOIO
nakyBaHHs) - BBE[lEeHHS [0ATKOBOT AiNIbHUL
BUPOGHMLITBA BiNOBIAa/IbHOT 38 BTOPUHHY YNakoBKy
roToBOro nikapcbkoro 3acoby - C.K. Cavgos C.P.J1.,
PymyHis. BBeAeHHS 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AkoCTi. [0ToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy
cepii (BKIOUAKOUM gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS
anbTepHaTMBHOIO po3Mipy cepii 260 kr(288 000
Tabnetok - 360 000 TabneTok) /13, KM BUTOTOBNEHO Ha
ainbHuui C.K. CaHgos C.P.J1., PymyHisa go
3aTBEpXeHOro po3mipy cepii - 324 kr (120 000
TabneTok-360 000 TabneTok). BBeAeHHS 3MiH NPOTArOM
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

6-TV MicALIB Mic/1A 3aTBEPMAXEHHS. 3MiHM | TMny - 3MiHK
3 AKoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA AiIbHUL, Ha SKil
3[iICHIOETLCSA KOHTPO/b/BUNPOBYBaHHSA cepii) -
BBEJEHHS A04ATKOBOI AifIbHULI BUPOOHNLTBA
BiANoBigaIbHOT 3a KOHTPOJIO AAKOCTI(KPiM BUNPOBYBaHHSA
cneundivHoi gomiwkn GW397339) - C.K. CaHfos
C.P.J1., PymyHisi. BBeieHHS1 3MiH NpOTArom 6-Tv MicsALiB
nicns 3aTBepkeHHs. 3MiHW | TUny - 3MiHU 3 AKOCTI.
[oTOBWIA NiKapcbknii 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHN
y Mpoueci BUpo6GHMLTBa rOTOBOrO JliKapCbKoro 3acoby,
BK/THOHAI0UN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHMLTBI FOTOBOTO NiKapCbKOro 3acoby (iHLwui
3MiHW) - HE3HAYHI 3MiHW Y Npoveci BupobHuuTea /13 -
[ofaBaHHA eTany nonepesHbLOro 3MillyBaHHS Aitoyoi
PEeYOBUHM Ta LLeN01031 MIKPOKpUCTanivyHoi; A0A4aBaHHSA
OKPemoro eTany npocitoBaHHA A58 AOMOMDKHUX PEYOBUH
HaTPIt0 KPOXMa/TLITIKONATY Ta MarHito cteapary; 3MiHU
[0 napameTpiB npouecy rpaHynaLii; 3miHu Ao
napamMeTpiB 3MillyBaHHS A4/15 3anpornoHOBaHOro
Bupo6Huka C.K. CaHgos C.P.J1., PymyHisi. BBefieHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS. 3MiHN
| TNy - 3MiHK 3 AKOCTi. FOTOBWMIA NikapCcbkuii 3aci6. 3miHK
y BUPOGHULTBI. 3MiHM BUNPOGYBaHb abo A0NyCTUMUX
MeX, BCTaHOB/IEHMX y crieumdikalisx, nig yac
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby (iHLLi 3MiHW)
- 3MiHa AOMYCTUMMUX MEX BCTaHOBEHUX Y cneuudikauii
nig, yac BMpo6HuuTBa /13 - napameTp "TBepaicTb" 3 16-
22 kP Ha 14-18 kP ansa ginbHuui C.K. CaHgos C.P.1.,
PymyHisi. BBefieHHS 3MiH NPOTSArom 6-Tu MicAuiB nicns
3aTBEPKEHHSA. 3MiHM | TNy - 3MiHM 3 AKOCTI. [OTOBMIA
nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHU Y nNpoLeci
BMPOGHMLITBA FOTOBOTO JiKapCbKOro 3acoby, BkIovaum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA MNpu
BMPOGHULITBI FOTOBOrO NiKapPCbKOro 3acoby (iHLwi 3MiHu) -
[ofaHHA iHhopmaLii npo npouec BUPOGHULITBA
Tabnetok y dpopmi 6asky B p.3.2.P.3.4. KoHTponb
KPUTUYHMX CTagii i NpoMibXHOT NpoAyKuii Ans
3anponoHoBaHoro BnpobHuka C.K. CaHgos C.P.J1.,
PymyHis. BBeAeHHS 3MiH NpOTArom 6-Tu micauis nicns
3aTBEpMKEHHS. 3MiHW | Tuny - 3MiHK 3 skocTi. [oToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWii 3aci6. 3miHa dhopmu abo
PO3Mipy KOHTelHepa 4u 3aKynopioBasIbHOro 3acoby
(NepBUHHOI ynakoBKK) (HeCTepusbHi Nikapcbki 3acobm) -
BBE/lEHHS HOBOTO pPo3Mipy ynakosku(thnakoHn 3 HDPE
120 cc T1a 250 cc) Ansi nepBMHHOI yNakoBKW. BBeAeHHs
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Ne Hassa ®opma sunycky 3asBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayitiHo2o
3acoby yrnakoBka) nocBi0O4Y€eHHs

3MiH NPOTAroM 6-TW MicALiB Nicns 3aTBEPAXKEHHS. 3MiHN
| Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbknii 3aci6.
CuncTema KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa y
NepBWHHI yNakoBLi roTOBOrO JlikapcbKoro 3acoby
(sKicHWIA Ta KinbKicHWI cknag) - Teepai nikapcbki hopmu.
Hes3HauHi 3mMiHM SKICHOrO cknagy NepBUHHOT YNakoBKM
N3 (kpuweyka chnakoHa) 3 NosiecTpy Ha NamiHOBaHWi
Kononimepom eTuneH/BiHinawerary noaicTmposn.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicas
3aTBEpMKEHHS. 3MiHW | Tuny - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopioBasibHUIA 3aci6. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMMX MEX MEPBUHHOT
yNaKkoBKU rOTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHK) -
3MiHa napameTpis cneuudikauili NepBYHHOT YNakoBKN
(kpuweyku donakoHiB) /13 - foaaBaHHA napaMmeTpis
cneuundikauii: - Identification of outer closure material; -
Identification of inner closure material; -ldentification of
inner liner material. BBegeHHs 3MiH NpoTArom 6-Tn
MicaLiB nicna 3aTBepaKeHHs. 3MiHu | Tuny - 3MiHu 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3miHa y
TepMiHax NpuaaTHoCTi abo ymoBax 36epiraHHs roToBOro
niKkapcbKoro 3acoby (36iNbLUEHHS TepMiHYy NPUAATHOCTI
roTOBOro Mikapcbkoro 3acoby) - 1719 TOProsoi ynakoBku
(nigTBEPOKYETLCA AaHUMK peasibHOro vacy) -
36i/1bLUEHHST TEepMiHY npuaaTHOCTI /13 y dhnakoHax 3 2
pokiB 40 3 pokiB(3aTBEPAKEHO: 2 POKM, 3aNpPONOHOBaHO:
®nakoH: 3 poku, bnictep: 2 pokn). 3MiHN BHECEHO B
IHCTPYKL,0 4151 MeANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ain "TepmiH npugartHocTi'. BBeAeHHS 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPAKEHHS.
3MiHu | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPOBHUKa (BK/THOYatoum, 3a HeobXigHOCTI,
MicLLe NpOBeAEHHS KOHTPO/IO SKOCTI), abo BnacHuMka
macTep-thaiina Ha A®l, abo noctavanbHuka
Adl/BnxigHoro matepiany/peareHTy/MPOMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOGHULTBI AD]
(AKLLLO 3a3HAYEHO Y AOChE Ha ikapCbkuii 3acib) 3a
BiICYTHOCTI cepTudcpikaTa BiANOBIAHOCTI €BpONechbkili
dhapmakonei y 3aTBepAkeHOMy A0Cbe, a60 BUPOOHMKA
HOBOI LJONMOMiXXHOI PeYOBUHY (SIKLLO 3a3HAYEHO Y JOCLE)
- 3MiHa Ha3Bu BNpo6HKKa Ad| 3 SmithKline Beecham
(Cork) Ltd., Ireland Ha Thermo Fisher Scientific Cork
Limited, Ireland. MicLue3HaxomkeHHs1 BUPOOHMKA, SKICTb
Ta BUPOOHWYI NpoLecH 3aNLWaTbCA HE3MIHHUMU.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMny - 3MiHK 3 AKOCTI. [OTOBMIA
nNiKapcbknii 3aci6. 3MiHN Y BUPOOHMUTBI. 3MiHa
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

iMnopTepa/3aMiHu, L0 CTOCYTLCS BUMNYCKY cepii Ta
KOHTPO/I0 IKOCTi FOTOBOrO NiKapCbKoro 3acoby (3amiHa
abo gofasaHHs AiNbHULI, Ha AKil 34iACHIOETbCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - BBeAEHHS f0AaTKOBOI
LOiNbHULI BUPOBGHULITBA BifNoBiAaIbHOI 38 KOHTPOO
AKOCTI(BMNPOGYBaHHSA cneuudivyHOT AOMILLKM
GW397339) - /lyHapia cnon. ¢ p.o., Yecbka Pecny6nika.
BBefeHHs1 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS.

252,

TYN3nA,

MOPOLUOK A/151 PO3UMHY
ans iH'ekuiino 1 r; 1
h1akoH 3 NOPOLLKOM B
KapTOHHIA Kopoo6Li

Tynin a6
MpaiisiT
Nimiten

IHAjA

3elicc

dapmac’toTikenc NeT.

Nta., IHgis; Ceicc
MepeHTepavic N114.,
IHais

IHAjsA

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
TUMY - OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmaii Wwoao
3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cucTemi Sl,
iHbopmaLii WoAo AoAaHHS, WTPUX-KoAY,
EeKCK/TH03VBHOrO iMnopTepa Ta forotuny komnaxii TOB
"TNN YkpaiHa"

3a
peyenmom

UA/7740/01/01

253.

TYNIKCOH

MOPOLLIOK AN1s
NPUroTyBaHHS PO3YNHY
Ans iH'ekuUild; 1 dpnakoH 3
MOPOLLKOM B KapTOHHii
Kopobu,i

Tynin Na6
MpawiBiT
Nimiteq

IHais

3eiicc

dapmac’toTikenc NeT.

Nta., IHais; Cseice
MapeHTepans Nita.,
IHgis

IHais

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
TUMY - OHOBJIEHHA TEKCTY MapKyBaHHS yNakoBK/
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMal,ii LWwoao
3a3HavyeHHs OAMHMLb BUMIPIOBaHHA Y cuctemi Sl,
iHhopmauii WwoA0 Aof4aHHS BUPOOHMYOT NiLeH3ii, WPTHX-
KoAy, eKCK/II03MBHOrO iMnopTepa Ta /I0roTuny Komnaxil
TOB "TNM Ykpaina"

3a
peyenmom

UA/12534/01/01

254,

YPCOHOCT

Kancynu no 150 mr no
10 kancyn y 6nictepi; no
2 abo no 5 6nictepis B
KapTOHHI/ KopoobLi

OPTAHOCVH
NANOCAEHC
N3 (E® 3ET I

OAE

TOB "MAPI®APM",
CnoseHis;
EBepTompKeH faiich
CaeHcus flimiteq

IHgis

BHECEHHS 3MiH IO peecTpaviiiHix maTtepianis: 3MiHu |
TUNYy - 3MiHK Woa0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/bHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BoHa
BiAMIHHA BiJ YNOBHOBaX€EHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BK1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHI MacTep-chaiina
cucteMun chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiga/ibHOT 3a
3pjiicCHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHKX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi. 3MiHa Micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

3a
peyenmom

UA/12572/01/01

255.

YPCOHOCT

Kancynu no 300 mr no

OPrAHOCVH

OAE

TOB "MAPI®APM",

IHais

BHECEHHS 3MiH [10 peecTpaviiHiX maTtepianis: 3MiHu |

3a

UA/12572/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

10 kancyn y 6nictepi; no
2 abo no 5 6nicTepis B
KapTOHHI KopoobLi

NANDCAEHC
N3 (E® 3ET I

CnoseHis;
EBepTomKeH Naiich
CaeHcus fliviTeq,

TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
thapmMakoHarnsagy, 3MiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0YaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTakTHUX AaHnX
YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BigNoBigabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jiCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AisfiNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxomkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

peyerimom

256.

PEINH-20®

kancynu no 20 mr; no 10
Kancyn y 6nictepi; no 3
6nicTepn B navw,j 3
KapToHy

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiTeq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigabHOI 3a
3[jicHeHHs hapmakoHarnaay B YkpaiHi. 3MiHa Micuga
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/1239/01/01

257.

PEINH-20®

Kancynu no 20 mr; in
bulk: no 2500 kancyn y
NoABINHNX
nosieTuIeHoBMX
naketax

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus flimiteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3arajlbHeHVX AaHnX Npo cuctemy chapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBiAA/IbHOI 32 3AjICHEHHSI hapMaKoHarnsay;

UA/1240/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3asBHuka gns
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarsay (BK/1H0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHnx
YNOBHOB&XEHOI 0CO6Y 3asBHMKA, BigNoBifabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jicCHeHHs1 hapmMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLe3HaxoMkeHHs MmacTep-haiina cucremu
thapmakoHarnsgy

258.

®IBPNUHASA-10

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34UHHI no 10
Mmr, no 10 TabneTok y
6nictepi; no 1, 3 abo no
10 6nicTepiB y
KapTOHHI nayw,i

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcus flimiTeq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
3[jiCHEeHHSs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jicHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/10426/01/01

259.

®IBPUHAS3A-10

TabneTkn, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 10
mr, in bulk: no 2500
Tabnetok y
KOHTeliHepax

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus flimiteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu o
y3araslbHeHUx faHvix npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asBHuka Ans
3fiicCHEHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu dhapmakoHarasay) - 3MiHa KOHTaKTHUX AaHnX

UA/10427/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

YMNOBHOB&XEHOI 0CO6Y 3asBHMKa, BigNoBigabHOT 3a
3fjiicHeHHs hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNOBiga1bHOI 3a
3[jicCHeHHs1 hapMakoHariaay B YkpaiHi. 3MiHa Micud
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

260.

®PIBPUHAS3A-20

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34UHHI Nno 20
Mmr, no 10 TabneTok y
6nictepi; no 1, 3 abo no
10 6nicTepiB y
KapTOHHI nayw,i

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTomKeH Naiich
CaeHcu3 flimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MmiHu [o
y3araslbHeHUx JaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocoow,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBiAa/IbHOT 3a
3[jiCHeHHSs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBiAaNbHOI 3a
3[jiCHeHHs hapmakoHarnaay B YkpaiHi. 3MiHa micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

3a
peyenmom

UA/10426/01/02

261.

DIBPUHAS3A-20

TabneTku, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI no 20
mr, in bulk: no 2500
Tabnetok y
KOHTeliHepax

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviteq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddeKTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3araslbHeHVX AaHuX Npo cuctemy hapmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3aMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0CO6U 3 thapmakoHarnsay 3assHuka Anas
3AiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLO BOHA
BiAMIHHA Bifl YyNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MilLeHHI MacTep-gaiina
cucTeMu hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAMnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnisgy.
3MiHa MicLle3HaxX0MKEHHS MacTep-dhaitna cuctemm

UA/10427/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

thapmakoHarnsgy

262.

DJIAMIAE3
alTonMoC

Masb, no 20ry
KOHTelHepi; no 1
KOHTeliHepy B Mmaui; no
20 ra6o no 40 r y Ty6i;
no 1 Ty6i y KapTOHHiIl
nauui

OPTAHOCUH
NANDCAEHC
N3 (E® 3ET I

OAE

EHK't06 ETikan3
MpaisiT Mimiteq

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BigMiHHa Bifg, yNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHi MacTep-caiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BifnoBiAa/IbHOT 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U 3asiBHMKA, Bi4NOBigaNbHOI 3a
3[jiCHeHHs hapmakoHarniaay B YkpaiHi. 3MiHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa MicLLe3HaxX0MKEHHSI MacTep-gpaiina cuctemm
hapmakoHarnsgy

6e3
peyenma

UA/1920/02/01

263.

LETNO®

TabneTku, BKPUTI
NAiBKOBOK 060/I0HKOHO,
no 5 mr in bulk: no 1000
TabneTokK y noaBiliHMX
nonieTuNeHoBMX
nakeTax

OPTAHOCVH
NANGCAEHC
N3 (E® 3ET I

OAE

EBepTomxeH Navich
CaeHcus fliviTeq,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woo 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3assBHuka Anas
3fiicCHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cucteMu chapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBiAa/IbHOT 3a
34iicHeHHs chapmakoHarsiagy. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0CO6U 3asiBHMKA, BiANOBIAA/ILHOI 32
3pjlicHeHHs chapmakoHarnagy B YkpaiHi. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomKeHHs MacTep-haiina cucremu
hapmakoHarnagy

UA/16176/01/01

264.

LETNO®

TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOHO,
no 5 mr no 10 TabneTok

OPTAHOCVH
NAADCAEHC
N3 (E 3ET Iy

OAE

EBepTogxeH Navid
CaeHcu3 Nlimiteq

IHgis

BHECEHHS 3MiH IO peecTpaviiiHix maTepianis: 3MiHu |
TUNYy - 3MiHK Woa0 6e3nekn/edpekTUBHOCTI Ta
dhapmakoHarnagy. BeegeHHs abo 3MiHu Ao

6e3
peyenma

UA/16177/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

y 6nicTepi; no 1 a6o no
3 6nicTepU y KapTOHHiIN
nauuj

y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
thapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANOBiAA/IbHOT 38
3[jiCHEeHHsT hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoI 3a
3[jiCHEeHHs1 hapMakoHarnisay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

265.

LETNO®
nnoc

TabneTkn, BKPUTI
NNiBKOBOK 060/I0HKOHO,
in bulk: no 1000
Tabnetok y
noslieTuNeHoBMX
naketax

OPFAHOCWH
NIAVOCAEHC
W3 (E® 3ET 1)

OAE

EBepTogxeH Navid

CaeHcus flimiteq

IHgis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapmakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarAay (BK/1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMn chapmakoHarisgy) - 3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XEHOI 0CO6M 3asBHMKa, BiANOBifabHOT 3a
3pjiicHeHHst hapmakoHarnagy. 3MiHa KOHTaKTHUX JaHnX
KOHTaKTHOT 0CO6U 3asiBHMKA, BigNoOBigabHOI 3a
3[jicCHeHHs1 hapMakoHaraay B YkpaiHi. 3MiHa Micua
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3MiHa MicLue3HaxomkeHHs MacTep-haiina cucrtemu
hapmakoHarnagy

UA/15639/01/01

266.

LETNO®
nnoc

TabneTku, BKPUTI
N1IBKOBOK 06OJTI0HKOLO,
no 10 Tabnetok y
6nictepi; no 1, 2 abo 3
6icTepy y KapTOHHiN
KopooLi

OPTAHOCWH
NANDCAEHC
N3 (E® 3ET I

OAE

EBepTompKeH Maiich

CaeHcus flimiteq

IHais

BHECEHHSA 3MiH 10 peECTpaLiiiH1x maTepianis: 3MiHu |
MRy - 3MiHW WoAo 6e3nekn/etheKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
thapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa A5
3ilicHeHHs1 dpapMakoHarnsay B YkpaiHi, SKLLIO0 BOHA

6e3
peyenma

UA/15638/01/01
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Ne Hassa 3asasHUK
n/n JliKapcbKo20

3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKA

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucteMu dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
yNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiANoBiAa/IbHOT 3a
3[jiCHEeHHS hapmakoHarnagy. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a
3[jiCHEeHHs1 hapMakoHarnaay B YkpaiHi. 3MiHa Micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxoMkeHHs MacTep-haiina cucrtemu
thapmakoHarnsgy

267. | LMHATPOMNWN
®-3[10POB'Sl

Kancynu Teepai, 400 Ykpaina
Mmr/25 mr no 10 kancyn y 06MexeHo
6nictepi; no 3 abo no 6 BignoBigasIbHI
6nicTepiB y Kopobui cTHo

"®apmaueBTn
YHa KoMnaHis

"370poB's”

ToBapucTso 3

ToBapucTBO 3
0bMexeHoto
Bi4NoBiAa/IbHICTIO
"®GapmaLieBThyHA
KoMnaHis "3gopos'a”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUMY - NOAAHHA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2004-083 - Rev

07 pna A®| nipauetamy Bif, BXXe 3aTBEPL)KEHOrO
Bupo6HuKa Northeast Pharmaceutical Group Co., Ltd.,
China, siknii 3miHMB Ha3By Ha NORTHEAST
PHARMACEUTICAL GROUP COMPANY, LIMITED,
China. Sk HacnigoK, yTOUHEeHHS afapecy BUPOOHWKa;
BHECEHHS 3MiH [0 creundikaLii Ta MeToANKM KOHTPOIO
3a NOKa3HMKOM «CynpoBifHi AOMILLKV»; BHECEHHS 3MiH
[10 METOAMKN KOHTPOJTHO 3@ MOKa3HNKOM «KifbkicHe
BWU3HAYEHHS»; 3MiHW | TUMY - NOAAHHSA HOBOTO
cepTugikaTa BignoBigHOCTI €EBponeiichkin hapmakonei
Ne R1-CEP 2003-150 - Rev 02 gnst A®I umHapusuny Big
HoBoro BMpo6Huka FDC Limited, India (4onoBHeHHs)
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