MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

20 >xoBTHA 2021 pOKY Ne 2272

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).



3. BHecTn 3MiHM [0 peecTpauliiHUX MarepiajiB Ta /lep)KaBHOTO peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha Jikapcbki 3acobu (MeawuHi iMyHOOGiosoriuHi
riperiapaTH) 3TiJJHO 3 repesiikoM (JoAaTok 3).

4. KoHTpPOJIb 32 BUKOHAaHHSAM LIbOTO HaKa3y MOK/IaCTU Ha MEepIIOro 3aCTyIHUKa
Minictpa Komapigy O.O.

MinicTp BikTop JIALIIKO



NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMXx npenaparis) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianie»
Bif, 20 )xoBTHA 2021 poky Ne 2272

DEP>XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

SAPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONTOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknav Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy yBaHHs | peecmpayiliHo20
3acoby YnakoskKa) nocBiO4Y€eHHs
1. EAOOKCAKOP/A TabneTtkn, BKPUTI AT Ykpaina AT "KUIBCbKUI Ykpaina peecTpauist Ha 5 pokis 3a He UA/19020/01/03
NNiBKOBOIO "KUIBCbKW BITAMIHHUIA MepioAnYHICTb NOAAHHS PErysipHO peyernmom nionsieae
060/10HKO MO 60 " 3ABO" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
Mmr; no 10 TabneTok BITAMIHHU Mopsaky 34iiCHEHHS hapMakoHarnaay,
y 6nicTepi, no 3 " 3ABOA" 3aTBEPKEHOr0 Hakasom MiHicTepcTea
6nictepun y nauui OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHS PerynsipHUX 3BITIB 3
6e3neku.
2. EAOOKCAKOPA TabneTku, BKPUTI AT Ykpaina AT "KNIBCbKUI Ykpaina peecTpauist Ha 5 pokis 3a He UA/19020/01/02
NNiBKOBOIO "KUIBCbKW BITAMIHHUIA MepioAnYHICTb NOAAHHS PErynspHO peuyenmom | nidssizae
060/10HKO0 Nno 30 " 3ABOA" OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO 40
mr; no 10 TabneTok BITAMIHHU Mopsaky 34iicHeHHs dhapMakoHarnaay,
y 6nictepi, no 3 " 3ABOA" 3aTBEpPKEHOro Haka3oM MiHicTepcTBa
6nictepun y nauui OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YkpaiHu 29 ciuHg 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 3[0P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMUN Y
nepiognYHOCTI NOAAHHSA PErysIipHUX 3BITIB 3
6e3neku.
3. EOOKCAKOPA TabneTkn, BKpUTI AT YKkpaina AT "KNIBCbKUN YkpaiHa peecTpauist Ha 5 pokis 3a He UA/19020/01/01
NnNiBKOBOH "KUIBCbKN BITAMIHHU MepioAnYHICTb NOAAHHS perynsipHo peyenmom nionsizae




MiHicTepcTBa OXOpPOHM 300P0B'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HavYeHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

Ne Hassa ®dopma surnycKy 3asaBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby yrnakoskKa) nocsioYyeHHs1
060/10HKOI MO 15 n 3ABOL" OHOB/IHOBAHOrO 3BITY 3 6e3Mneku, BignoBiAHO f0
mr; no 10 TabneTok BITAMIHHU Mopsaky 34iiCHeHHS dhapMakoHarnaay,
y 6nicTepi, no 3 " 3ABOA" 3aTBEpPKEHOro Hakasom MiHicTepcTea
6nictepu y nauui OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 300P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguyYHOCTI NOAAHHS PeryssipHUX 3BITIB 3
6e3neku.
4. KCUPAKCAH TabneTku, BKPUTI Anbacirma ITanisa Anbdhacirma ITania peecTpauisi Ha 5 pokis 3a He UA/19008/01/01
NNiBKOBOIO C.n.A. C.n.A. MepioAnYHICTb NOAAHHSA PErynspHO peuyenmom | nidssizae
06010HKOt0, N0 550 OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
Mr; no 14 TabneTok Mopsaky 34iiCHeHHs dhapMakoHarnsay,
y 6nictepi 3 NBX- 3aTBepKEeHOro Haka3oM MiHicTepcTBa
ME-NBAX/antomiHito OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
,no 2, 3a6o 4 2006 poky Ne 898, 3apeecTpoBaHoro B
6nictepay MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa 2007
KapTOHHI/ KopoobLi poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHU 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
5. MAHTEHON- Kpem ans ToBapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauist Ha 5 pokis 6e3 nionsizae UA/19009/01/01
340POB'A 30BHILUHBLOIO 3 06MexeHo MepioAnYHICTb NOAAHHSA PErynsapHO peyenma
3acTocyBaHHs, 5 % 06MEXEHO BiANOBIAANLHICTIO OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
no 15ra6ono 30T, BiAnNoBigasb "®GapmMaueBTNYHa Mopsaky 34iicHeHHs dhapMakoHarnagy,
a6o no 100 r y Ty6i, HiCTIO KOMnaHis 3aTBepKeHoro HakasomM MiHictepcTea
no 1 1y6i y kopobui 3 | "dapmaresT "3popos'a" OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
KapTOHY nyHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOMnaHis MiHicTepcTBi tocTuLil Ykpainu 29 ciyHa 2007
"3p0pos'a" poky 3a Ne 73/13340 (y pefakuii Hakazy

B.o. I'enepanbHoro gupexkropa /lupekropary

(hapManieBTUUHOTr0 3a0e3nmevyeHHs

Isan 3AZIBOPHUX







NMEPENIK

Aopatok 2

[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy
peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX
iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»

Big 20 >xoBTHA 2021 poky Ne 2272

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo2o
3acoby YMakKkoBKa) NnocBi04Y€eHHs1
1. ACITATIOKC TabneTkn BKPUTI AypobiHgo IHAis Aypobingo ®apma Jlimites, IHAisa nepepeecTpavis Ha HeoGMexeHuii 3a He UA/11661/01/01
NNiBKOBOIO dapma J/ITg - FOHIT Il TepMiH peyenmom nionsea
060n0Hkoto no 10 OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns €
Mr, No 7 TabneTok y Me[MYHOro 3aCTOCYBaHHA NMiKapCbKOro
6nictepi, no 4 3acoby y posginax "MpoTunokasaHHs",
6nictepu B "Oco61MBOCTI 3acTOCyBaHHS",
KapTOHHIA KOopooLi "3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyga”, "Cnoci6
3acTocyBaHHs Ta Ao3u", "To6iuHi
peakujii" BiAnoBigHO A0 iHdhopmaLii
pedhepeHTHOrO JlikapCbKOro 3acoby
Linnpanekc, Tabnetkv, BKpUTi N/1iBKOBOO
060/10HKOIO.
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MOPsAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCTULT YKpaiHn 29 ciuHa
2007 poky 3a Ne 73/13340 (y peakuii
Haka3y MiHicTepcTBa OXOPOHW 3[40POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTpOKaMu,
3a3HayYeHUMn y NepiognyHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku
ACITANOKC TabneTkun BKpUTI AypobiHao IHAis Aypobingo ®apma Jlimites, IHAjA nepepeecTpaLis Ha HeoGMexeHuii 3a He UA/11661/01/02
NAiBKOBOO dapma lTg - oHiIT I TEpPMiH peyenmom nionsza
060/10HKOI0 M0 20 OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns €
Mr; No 7 TabneTok y MeLMYHOro 3aCTOCYBaHHA NMiKapCbKoro
6nictepi, no 2 3acoby y po3ginax "MpoTunokasaHHs",
6nictepun y "Oco06/1MBOCTI 3aCTOCYBaHHA",




Hasga

n/n

JliKapcbKo20
3acoby

Popma sunycky

(nikapcbka ¢hopma,
ynakoska)

KapTOHHI/ Kopoo6Li

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep

nocsio4YeHHs

AYPOKCOH

nopoLwoK ans

"3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaa”, "Cnocié
3acTocyBaHHs Ta Ao3u", "To6iuHI
peakujii" BiANOBIAHO A0 iHdhopmaLi
pedhepeHTHOro JlikapcbKoro 3acoby
Linnpanekc, Tabnetkun, BKpUTI NAIBKOBOO
060/10HKOIO.
MepioguyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4jiACHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HayYeHMMY y NepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku

AYPOKCOH

PO34UHY O151 iH'EKLLIA
a60 iHgysin no 500
mr, no 1 conakoHy y
nauui 3 KapToHy

AypobiHao
®apma /114,

NOPOLLOK ANs

AypobiHgo

IHgis

IHgis

Aypo6iHgo ®apma /l1g

IHais

nepepeecTpawjis Ha HeobMexeHwi
TepMiH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y posginax "lMokasaHHsa"
(yTouHeHHs inchopmauii), "Cnoci6
3acTocyBaHHs Ta o3u", "TobiuHi
peaxuii” BignosigHo 0 iHhopMauii
pedhepeHTHOrO JlikapCbKOro 3acoby
(Rocephin 1 g Powder for solution for
injection or infusion, B YkpaiHi He
3apeecTpoBaHuif).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsea
€

UA/11624/01/01

Aypo6iHgo ®apma Jl1g

IHais

nepepeecTpauisi Ha He0BMeXeHWi

3a

He

UA/11624/01/02

peecmpayiliHo2o




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

PO34UHY A1 iH'EKLNA
a6o iHdysiii no 1000
Mr no 1 donakoHy y
nauuj 3 KapToHy

dapwma J/ITg

TepMiH
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns
Me[MYHOro 3aCTOCYBaHHA NMiKapCbKoro
3acoby y po3ginax "MNMokasaHHa"
(yTouYHeHHs iHchopmalii), "Cnocio
3acTocyBaHHsa Ta Ao3u", "To6iuHI
peakuii" BiANOBIAHO A0 iHopmaLi
pedrepeHTHOro JlikapcbKoro 3acoby
(Rocephin 1 g Powder for solution for
injection or infusion, B YkpaiHi He
3apPEeECTPOBaHWIA).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiognMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

peyerimom

nionsea
€

AYPOKCOH

NOPOLLOK AN1A
PO34nNHY A5 iH'EKLIA
abo iHdysiii no 2000
Mr no 1 donakoHy y
nauuj 3 KapToHy

Aypo6iHa0
dapwma JITg

IHAis

AypobiHao Papma /114

IHais

nepepeecTpawist Ha HeobMexeHwi
TepMiH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro
3acoby y posginax "lMokasaHHsA"
(yTouHeHHs iHchopmawii), "Cnocio
3acTocyBaHHA Ta o3un", "MobiyHi
peakujii" BiANoOBIAHO A0 iHdhopmaLii
pedhepeHTHOrO Jlikapcbkoro 3acoby
(Rocephin 1 g Powder for solution for
injection or infusion, B YkpaiHi He
3apeeCcTpoBaHUiA).
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne

3a
peyenmom

He
nionsea
€

UA/11624/01/03




Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HayYeHMMY y NepiognYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

BNorip-3

PO34MH OpasIbHUIA,
0,5 mr/mn no 60 mn
a6o 120 mny
chnakoHi, no 1
donakoHy pasom 3
MipHOIO JTOXXEUKOO
(Ha 2,5 mn abo 5
M/1) B KAPTOHHIA
nauuj

Benyno, nikun
Ta KOCMeTUKa,
A.B.

XopBartis

BUPOGHMK rOTOBOrO
niKapcbKoro 3acooby,
nepByHHE, BTOPUHHE

nakyBaHHS:
®AMAP A.B.E., Npeuis;

BiANOBIAaIbHWI 3a
BTOPWHHE MakKyBaHHS,

BUNYCK cepil:
Benyno, nikn Ta
KocmeTuka, A.4., XopsarTis

Ipeuis/
Xopsaris

nepepeecTpawis Ha HeobMexeHwi
TepMiH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKOro
3acoby y posginax: "®apmMakonorivHi
BnactmsocTi", "MpoTunokasaHHA",
"B3aemogis 3 iHWMMU JliKkapCbKuMun
3aco6amMu Ta iHLWi BUAM B3aeMoSiid",
"Oco6/MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaat”, "3aatHicTb
BMAVMBaTY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCcnopToM abo
iHWMMKX MexaHi3mamun”, "Oitn"
(yTouHeHHs indpopmalii), "MobiuHi
peakujii BiANOBIAHO A0 iHdopMmaLi
LLLOZ0 MEAMYHOIO 3aCTOCYyBaHHS
pedhepeHTHOrO JlikapCbKOro 3acoby
(Aerius ® oral solution, 0,5mg/ml, He
3apeecTpoBaHuii B YkpaiHi).
MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiognMyYHOCTI NodaHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiza
€

UA/15359/02/01

E3OMENPA30
N-©APMEKC

niocpinizat ana
po3unHy ans

iH eKUili Ta iHQy3ili
40 mr, no 40 mry
donakoHi; no 1
dhnakoHy y nauuj

TOB
"®APMEKC
reyn*

YkpaiHa

TOB "®APMEKC I'PYI1"

YKpaiHa

nepepeecTpawis Ha HeobMexeHwi
TepMiH
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns
MeMYHOro 3aCTOCYBaHHSA NMiKapCbKOro
3acoby y posginax:
"®apmakoTepanesTnyHa rpyna”
(YyTOUHEHHSs Ha3BW),"dapMakonoriyHi
BMacTUBOCTI", "B3aemogis 3 iHWMKn
nikapcbkrMKM 3acobamm Ta iHWi B1uam
B3aemogijit", "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog

3a
peyenmom

He
nionsea
€

UA/15738/01/01
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n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

EK3NDIH®

Tabnetkun no 250 wmr,

A-p Pepgic

IHAis

BariTHOCTi abo rogyBaHHs rpyaanr”,
"3[aTHICTb BN/IMBATU Ha WBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCMOPTOM ab0 iHWKMK
MexaHismamu”, "TMo6iyHI peakuii”
BIANOBIAHO A0 iHGOpMaLi Woao
MeJMYHOr0 3aCTOCYBaHHS
pedrepeHTHOro JlikapcbKoro 3acoby
(Hekciym, nopoLuok gns po3unHy ans
iH'ekuin Ta iHdy3iin no 40 mMry
hnakoHax).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiognMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

no 4 Tabnetkn y
6nictepi, no 4
6nictepu B
KapTOHHI/ KopoobLi

Nab6opaTtopic
nTg

[O-p Peppi'c Nabopatopic
Nimiteq

IHais

nepepeecTpawist Ha HeobMexeHwi
TepMiH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA /iKapCbKoro
3acoby y posginax "dapmakonoriyHi
BnacTmBocTi", "MpoTunokasaHHs",
"B3aemopis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb
BN/IMBATY Ha LUBWAKICTb peakLiii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWKXMK mexaHi3mamun”, "Cnoci6
3aCToCyBaHHA Ta f03n",
"MepeposysaHHa", "Mo6iYHI peakuii™
BiANOBIAHO A0 iHhopmav,i
pedhepeHTHOrO Jlikapcbkoro 3acoby
(NAMI3NN®, TabneTkn no 250 mr)
MepiognyHiCTb NOAAHHA PeErynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEHHS
hapmakoHarnaay, 3aTBepKeHoro

3a
peyenmom

He
nionsea
€

UA/4720/02/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuULii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiognMYHOCTI NoJaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
9. ECKY3AH® Kancynu Ecnapma HimeyunHa BMPO6HULTBO in bulk, Ipnangis/ nepepeecTpawjist Ha HeobMexeHui 6e3 nionsea UA/15249/01/01
NOHr NPOJIOHroBaHoI fji 6X KOHTPO/b cepii: HimeuunHa TepMiH peyenma €
no 50 wmr; no 10 Temmnep Ipenang OHoB/EHo iHthopMaLito y po3gini
Kancyn y énictepi; Nimites, lpnaHgis; "Oco6uBi 3axoamn 6e3nekn” IHCTPYKLT
no 3, abo no 6, abo nepBUHHE Ta BTOPUHHE [O/159 MeAUYHOTO 3acTOCyBaHHS
no 9 6nictepiB y naKyBaHHs: nikapcbKoro 3acoby woao 6esneku
KapTOHHI Kopobuyj; [OpareHochapm AnoTtekep 3aCTOCYBaHHS Ait040i PEYOBUHN.
no 30 kancyny Mownb MM6X, Himewunna; MepiognyHiCTb NOAAHHA PeErynspHo
6nictepi; no 1, abo nepBUHHE Ta BTOPYHHE OHOBJIHOBAHOTO 3BITY 3 6Ge3Mneku,
no 2, abo no 3 nakyBaHHs: BiANOBIAHO A0 MopsaKy 34iACHEHHS
6nictepu y Csicc Kenc 'méX, thapmakoHarnagy, 3aTBepKeHoro
KapTOHHIA KOopoo6Li HimeuuunHa; Haka3oM MiHicTepcTBa 0XOpPOHU
BUNYCK cepil: 30,0p0B’sA YKpaiHu Bif 27 rpyaHsa 2006
Ecnapma 'm6X, poky Ne 898, 3apeecTpoBaHoro B
HimeuuunHa; MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
BTOPVHHE NaKyBaHHS: 2007 poky 3a Ne 73/13340 (y pepakuii
ecnapma ®apma Cepsices Haka3y MiHicTepcTBa OXOPOHW 340POB'A
'vm6X, HimeuunHa Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHVMU Y NepiogMyYHOCTI NoJaHHSA
perynspHux 3BiTiB 3 6e3neku.
10. 3EPLUUM Tabnetku Mera ABcTpanis letepo N1a63 fimiTeq IHais nepepeecTpawis Ha 5 pokis 3a He UA/14835/01/01
racTpope3nNCTEHTHI NavidhcaineHcis OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans peyenmom nionsza
no 20 mr; no 7 (ABcTpanis) MeAMYHOro 3acTOCyBaHHS NikapCbKoro €
TabneTtok y 6nictepi; Mri Nt 3acoby y posginax: "®apmMakonorivHi

no 4 6nictepu y
KapTOHHIA Kopoo6Li

BractmsocTi”, "MokasaHHA" (YTOUHEHHS
iHdhopmawii), "MpoTunnokasaHHs",
"B3aemopis 3 iHWIMMKW NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco61MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb
BMNAVBaTV Ha WBUAKICTL peakLil npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWKXMK MexaHi3mamun”, "Cnocio
3acTocyBaHHA Ta gosun”, “Aitn "
(yTouHeHHs iHdhopMaui),
"Mepepo3yBaHHa", "Mo6iyHI peakuii”
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

11.

BIANOBIAHO A0 iHGOpMaLi Wwoao
MeANYHOro 3aCTOCYBaHHS
pedhepeHTHOrO likapCbKoro 3acoby
(HEKCIYM, TabneTku, BKpUTI N/1iBKOBOIO
060/10HKOH).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
30,0p0B’sA YKpainu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riJHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiognMYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.

3EPLIUM

Tabnetku
racTpope3nCTeHTHI
no 40 wmr; no 7
Tabnetok y 6nictepi;
no 4 6nictepu y
KapTOHHIA Kopoo6Li

Mera
NaiidpcaineHcis
(ABcTpanis)
Mri N

ABcTpanis

letepo N1a63 Nimites

IHais

nepepeecTpawis Ha 5 pokis
OHOBEHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby y posginax: "®apmakonorivHi
BractmsocTi”, "MokasaHHA" (YTOUHEHHS
iHcbopmawii), "MNMpoTrnokasaHHs",
"B3aemopis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAW B3aEMOLIIA",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb
BN/IMBATY Ha LUBWAKICTb peakLiii npu
KepyBaHHi aBTOTpaHCNopToM abo
iHLWKXMK mexaHi3mamun”, "Cnoci6
3acTocyBaHHs Ta go3u", "fitn "
(yTOuHeHHs iHdopMaui),
"Mepeno3ysaHHa", "Mo6GiuHI peakuii™
BiANOBIAHO A0 iHGOpMaLi Wwoao
MeAUYHOr0 3aCTOCYBaHHS
pedhepeHTHOrO JlikapCbKoro 3acoby
(HEKCIYM, TabneTku, BKpUTI N/1iBKOBOIO
060/10HKOH0).
MepiognyHiCTb NOAAHHA PErynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsea
€

UA/14835/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B's
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMN Y NepiognMyYHOCTI NoJaHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. IPUHOTEKAHY | KoHUeHTpaT ans MpuBaTHe Ykpaina Ksiny ®apmaveyTikan Kutaii nepepeecTpawist Ha HeobMexeHwi - He UA/15592/01/01
FIAPOXNTOPUA, | po3uunHy ans akujioHepHe (XaWiHaHb) Ko., NiTa,. TepMiH nionsza
iHcpy3iiA, 20 mr/mn; in TOBapUCTBO MepiognyHicTb NoAaHHA perynsipHo €
bulk Ne40: no 2 mny "J1ekxim- OHOBJ/OBAHOIO 3BITY 3 6e3neku,
chnakoHi, no 1 Xapkis" BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chnakoHy y chapmakoHarnsgy, 3aTBepikeHoro
3anoB6ixHiii Haka3oM MiHicTepcTBa OXOPOHU
NAacTMKOBIN 34,0p0B’s YKpaiHu Big 27 rpyaHsa 2006
Kopo6ui, no 4 poky Ne 898, 3apeecTpoBaHoro B
3anobixHi KOpobKM B MiHicTepcTBi oCcTULIT YKpaiHu 29 ciuHa
nauuj, no 10 nayok B 2007 poky 3a Ne 73/13340 (y pegakuii
Kopo6ui; in bulk Hakasy MiHicTepcTBa OXOPOHM 30POB'SA
Ne32: no 5 mny Ykpaiuu Big 26 BepecHs 2016 poky Ne
thnakoHi, no 1 996), cCTaHOBMUTb: 3riAHO 3i CTPOKaMMK,
chnakoHy y 3a3HavYeHVMU Y NepiogMYHOCTI MoAaHHSA
3anobixHiii perynspHux 3BiTiB 3 6e3neku.
NNacTuKoBIl
Kopo6ui, no 2
3anobixHi KOpobKM B
nadui, no 16 navyok B
Kopobui
13. KAHE®POH® H | kpanni opasibHi, No BioHopuka CE | HimeuunH BioHopuka CE HimeuyunHa nepepeecTpawis Ha HeobMexeHwi 6e3 nionsea UA/4708/01/01
100 My dhakoHi 3i a TepMiH peuyenma €

cKna 3 [O3yloUnm
KpanenbHUM
NPUCTPOEM; no 1
h1akoHy B KOpOGLLi
3 KapPTOHY

OHOB/IeHO iHghopmaLito B IHCTpYKLi ans
MeMYHOro 3aCTOCYBaHHSA NMiKapCbKOro
3acoby y posginax "MpoTunokasaHHa" ,

"B3aemogis 3 iHWMMKN NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aeMoSiii",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaar” (yTOUHeHHs
iHdhopmawii), "Cnoci6 3acTocyBaHHs Ta
[03n" (yTouHeHHs iHdhopmadii), "TobiuHi
peakuii" BignoBiAHO 40 MaTepianis
peECTpaLiniHOro 4OChE.
MepiognyHiCTL NoAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34jiCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’s YKpainu Big 27 rpyaHs 2006
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii

Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO 3i CTPOKaMMK,

3a3HaYeHMMKN y NepiognYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3Mneku.

14.

KAHE®POH® H

TabneTkn, BKpUTI
o60s10HkKot0, No 20
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHIA Kopoo6Li

BioHopuka CE

HimeyunH
a

BioHopuka CE

HimeyunHa

nepepeecTpauisi Ha HeoBbMeXeHWi
TepMiH
OHoBNEHO iH(hopmMaLilo y po3ainax
"3acTocyBaHHA y nepiog BariTHOCTi abo
roflyBaHHs rpyaat”(yTouHeHHs
iHdbopmawii), "Cnoci6 3acTocyBaHHsA Ta
[031"(yTouHeHHs iHdhopmadi), "Mo6iyHi
peakuii" iHCTpYKLji 415 MeauyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
BiANOBIAHO [0 OHOBMEHOT iHdhopMmaLii
00 6e3neKky 3acTOCYyBaHHS Aitounx
PEYOBUH.

MepiognyHiCTb NOAAHHA PerynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
30,0p0B’sA YKpainu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YkpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHVMN Y NepiogMyYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiea
€

UA/4708/02/01

15.

KAPLITAB® IC
>DITO

TabneTkn, BKpUTI
NNiBKOBOIO
o060n0Hkoto no 10
TabneTtok y 6nictepi;
no 1 6nictepy B
navui

ToBapucTso 3
[0[aTKOBOKO
BignoBigabHi
CTtO
"IHTEPXIM"

YkpaiHa

ToBapucTso 3
[0[aTKOBOKO
Bi4nNoBigaNbHICTIO
"IHTEPXIM"

YKpaiHa

nepepeecTpawis Ha HeobMexeHwi
TepMiH
BHeceHO OHOBNEHY iHhopmaLito B
IHCTpYKUil0 AN MeAUYHOro
3acTOCyBaHHS MikapCbKoro 3acoby Ao
po3ainis "MpoTunokasaHHA",
"Oco6nmBocTi 3acTocyBaHHs", "diTn"
(YTOUHEHHS (hOPMY/THOBAHHS),
"Mepepo3yBaHHsA", "lNo6ivHI peakuii”
BiANOBIAHO 4O OHOBNEHOI iHChopMaLi 3
6e3mnekn 3acTocyBaHHS Ajil0UnX PEYOBUH
nikapcbKkoro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,

6e3
peuyenma

nionsiea
€

UA/15572/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTB: 3riHO 3i CTPOKaMM,
3a3HayYeHMMY y NepiognYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
16. HIKOTUHAMIA KpucTaniyHmi MpAT YkpaiHa Awmcan Kewm lMpaiiseT IHAjsa nepepeecTpawis Ha HeobMexeHwi - He UA/16124/01/01
(HIAUMHAMIA) | nopoLuok "TexHonor" NimiTen TepMiH nionsea
(cybeTaHuis) y €
noABiNHMX
nonieTMneHoBux
MiLLKax Anas
chapmaLeBTUYHOro
3acTocyBaHHs
17. PEHHI® BE3 TabneTkn XyBasbHi Baiep LLsenuapi [Jenbdapm Manapa ®paHuis nepepeecTpawis Ha HeobMexeHwui 6e3 nionsza UA/6025/01/01
LLYKPY 3 M'ATHAM CMaKoM; KoHcblomep A TepMiH peyenma €
no 6 TabneToky Kep Al OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns

6nicTepi; no 2 abo 4
6nictepu B
KapTOHHI KopobLyj;
no 12 tabneTtok y
6nictepi 3
nepdpopadieto; no 1
abo 2 6nictepu B
KapTOHHIA Kopoo6Li

MeLMYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby B po3ginax "B3aemogis 3 iHWrMm
nikapcbkrMmn 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobamBocCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiop,
BariTHOCTi abo rogyBaHHA rpyaat”
(yTouHeHHs iHchopmawii) BignoBsigHO A0
Marepianis peecTpauiiiHoro Aocke Ta
HafaHO PO3LUMPEHY Ha3BY
thapmakoTepaneBTUYHOT Fpynu 3rigHo 3
MiXXHapogHUM Knacudiikatopom BOO3 y
po3aini "®apmMakoTepaneBTMyHa rpyna.
Kog ATX" 6e3 3miHn kogy ATX.
MepiognyHiCTL NoAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34jiCHEHHS
hapmakoHarnagy, 3arBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBMUTb: 3rifHO 3i CTPOKamu,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

3a3HayYeHMMKN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3Mneku.

18.

PELITA-10

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO no 10
mr, no 14 TabneTok
y 6nicTepi, no 2
6nictepn y
KapTOHHIM nayu,i

InKa
NabopaTopis
Nimitepn

IHgis

Inka Na6opartopis Jlivites,

IHais

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeLMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "MpoTunokasaHHs",
"B3aemopis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "MobivnHi peaxuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLi 3
6e3nekun 4ityoi Ta 4OMNOMDKHOI PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMN y NepiognYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyermom

He
nionsiza
€

UA/15158/01/02

19.

PELITA-20

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO no 20
mr; no 14 TabneTok
y 6nicTepi, no 2
6nictepn y
KapTOHHIM nayui

InKa
NabopaTopis
Nivitepn

IHgis

Inka Na6opartopis JliviTeq,

IHais

nepepeecTpauisi Ha HeoBMeXeHWi
TepMiH
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns
MeLMNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3ginax "MpoTunokasaHHs",
"B3aemopis 3 iHLIMMKW NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aEMOLIIA",
"Oco6MBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "Mobivni peaxuii”
BiANOBIAHO 4O OHOBNEHOI iHChopMaLi 3

6e3nekun 4ityoi Ta 4OMNOMDKHOI PEYOBUH.

MepiognyHiCTL NoAaHHA perynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34jiCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOB’s YKpainu Big 27 rpyaHs 2006

3a
peyerimom

He
nionsea
€

UA/15158/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii

Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO 3i CTPOKaMMK,

3a3HaYeHMMKN y NepiognYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3Mneku.

20.

PELIITA-5

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI No 5 ™,
no 14 tabneTtok y
6nictepi, no 2
6nictepn y
KapTOHHIM nayu,i

Inka
NabopaTopis
Nimitepn

IHgis

Inka Na6opartopis Jliviteq,

IHais

nepepeecTpauisi Ha HeoBbMeXeHWi
TepMiH
OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT ANns
MELMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "MpoTunokasaHHs",
"B3aemopis 3 iHWMMKW NiKapCbKUMu
3acob6amu Ta iHLWi BUAY B3aEMOLIIA",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
rogyBaHHs rpyaar”, "Mobivni peaxuii”
BiANOBIAHO [0 OHOBEHOT iHGhopMaLi 3

6e3nekun 4ityoi Ta 4OMNOMDKHOI PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 3A4jiNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMK y NepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyermom

He
nionsiza
€

UA/15158/01/01

21.

PO3YBACTAT
NH KPKA

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, No 15
mr, no 10 TabneTok
y 6nictepi; no 3, 6
ab6o 9 6nicTepiB y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecto

CnoBeHis

nepepeecTpauisi Ha HeoBMeXeHWi
TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
Me[MNYHOro 3aCTOCYBaHHS NMiKapCbKoro
3acoby y po3ginax "®apmakonorivHi
BnactusocTi", "Moka3aHHs" (YTOYHEHHS
iHdhopmawii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMKN NiKapCbKUMu
3aco6amMu Ta iHWi BUAM B3aEMoSiii",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaato”, "Cnocié
3acTocyBaHHsA Ta gosun”, "Aditn"

3a
peyerimom

He
nionsea
€

UA/14745/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHS1

Homep
peecmpayiliHo2o
nocsio4eHHs

(yTouYHeHHs iHdhopmaii), "MobiyHi
peaxuii” BignoBigHO A0 OHOB/EHOT
iHhopmalii pethepeHTHOro nikapcbKoro
3acoby (Kpectop, TabneTtku, BKpUTI
NMiBKOBOK 060/M10HKO, No 5 mr, 10 mr,
20 mr abo 40 wr).
MepiognyHICTL NOAAHHS PerynsipHo
OHOBJ1HOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO [0 MOPsAKY 34iICHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpainu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3rifHO 3i CTPOKaMMK,
3a3HayYeHMMKN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3Mneku.

22,

PO3YBACTAT
NH KPKA

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 30
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 9 6nictepiB y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.4., HoBo mecto

CnoBeHis

nepepeecTpauisi Ha HeobMeXeHWi
TepMiH
OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns
MeLMNYHOro 3aCTOCYBaHHS NMiKapCbKOro
3acoby y po3ginax "®apmakonorivHi
BnactueocTi", "Moka3aHHs" (YTOYHEHHS
iHdhopmauii), "MpoTnnokasaHHs",
"B3aemogis 3 iHWMMU JliKkapCbKuMun
3aco6amMu Ta iHLWi BUAM B3aEMoSiid",
"Oco6/MBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog BaritTHocTi abo
roflyBaHHs rpyaao”, "Cnocié
3acTocyBaHHA Ta gosun”, "Aitn"
(yTouHeHHs iHdhopmaii), "MobiyHi
peaxuii” BignoBigHO A0 OHOB/EHOT
iHdhopmalii pechepeHTHOro nikapcbKoro
3acoby (Kpectop, TabneTtku, BKpUTI
NiBKOBOK 060/10HKOIO, Mo 5 mr, 10 wmr,
20 mr a6o 40 wr).
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULIT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii

3a
peyernmom

He
nionsi2a
€

UA/14745/01/02
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YKkpainu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHMMKN y NepiognYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
23. COPBEHTOIE reflb opasibHuiA No ToBapucTso 3 YKkpaina ToBapnCcTBO 3 0OMEXEHO0 YkpaiHa nepepeecTpauisi Ha HeobMeXeHWi 6e3 nionsea UA/15901/01/01
nb 0,7 r/r; n0 200 ry obmexeHo BiANOBIAA/LHICTIO TepMiH peyenma €
Ty6i; no 1 Ty6i y BiANOBIA&/IbHI «PapmMaueBTUyHa ipma OHoBeHo iHhopmaLito B IHCTpyKLii ans
KOpo6L,i 3 KapTOHY; CTIO «BepTeke», YkpaiHa MEeAMYHOro 3aCTOCyBaHHS MiKapCbKoro
no 15 r y cawe; no "®apmaueBTu (BMPOGHMLTBO 3 NpOAYKLT 3acoby y posginax
20 cawe y Kopobui 3 YHa hipma in bulk ToBapucTsa 3 "papmakoTepaneBTuyHa rpyna”
KapToHy "BepTekc” obmexeHor (yTouHeHHs iHchopmawii), "Cnoci6
BiANOBIAA/LHICTIO 3acTocyBaHHS Ta 031" (YTOUYHEHHS
«PapmMaueBTUYHa iHhbopMawii) BIiANOBIAHO 4O OHOBNEHOT
KOMMaHist «30p0oB's», iHchopmawii 3 6e3nekn 3acToCcyBaHHs
YkpaiHa) [it040i PEYOBUHY.
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpygHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBMWTB: 3riHO 3i CTPOKaMM,
3a3HayYeHUMM y NepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
24, cnneT PO34UH HALLKIpHWIA, M "Kinadp " Ykpaina M "Kinadpdg* YkpaiHa nepepeecTpayjis Ha HeobMexeHwi 6e3 nionsea UA/15714/01/01
KAM®OPHMI cnupToBmii 10 %, no TepMiH peyenma €
40 mn y cpnakoHax
25. TOPACEMIA, NOpPOLLOK MpAT Ykpaina XYBEW BIOKO3 XEWNEH Kutaii nepepeecTpawis Ha HeobMexeHwui - He UA/15894/01/01
BE3BOAHUN (cybceTaHuis) y "®apmavesTu PAPMACBIOTIKAJT KO., TepMiH nionsea
(MIKPOHI3OBA | nogiitHux YyHa thipma nTAa. €
HWI) noslieTuIeHoBMX "dapHuus”
naketax gns
chapmaLeBTU4YHOro
3acToCyBaHHsA
26. XIKOHUUN Kancynu no 250 mr, KPKA, a.4., CnoseHis BiiNOBIfabHWIA 32 AscTpis/ nepepeecTpaLis Ha HeoGMexeHuii 3a He UA/2896/02/01
no 8 kancyny HoBo mecTo BMPO6HMLTBO “in bulk", IHpis/ TEPMiH. peyenmom nionsza
6nictepi, no 2 NepBUHHY YNakoBKy, CnoseHis OHOB/EeHO iHghopmaLito B IHCTpyKLi ans €

6nictepn y
KapTOHHI/ Kopoo6Li

BTOPVHHY YNaKOBKY:
CaHpos 'mbX, ABcTpis;
BiANOBiAabHWI 3a
BMPO6HMLTBO "in bulk”,
NepPBUHHE NaKyBaHHS,

MeMYHOro 3aCTOCYBaHHA NMiKapCbKoro
3acoby y posginax
"®apmakoTepaneBT1YHa rpyna”
(yTOouHEeHHs iHchbopmawii),
"MMpoTunokasanHsa", "Ocob6aMBOCTI
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CaHpo3 'mM6X, ABCTpis;
BiANOBIAaIbHWI 3a
BMPO6HMLTBO “in bulk",
nepBUHHE NaKyBaHHS,
BTOPWHHE MaKyBaHHS:
tOHiuem Jlabopatopiec
Nimites, HAis;
BiANOBIAaIbHUI 3a
KOHTpPO/b cepii, [03BiN Ha

BMNYCK cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis;
BiANoOBiAabHMI 3a
KOHTPO/b cepii:
KPKA, a.4. HoBo mecTo,
CnoseHis

MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby y posginax
"apmakoTepanesTuyHa rpyna”
(yTOUYHEHHs iHchopmawii),
"MpoTunokasaHHs", "OcobanBOCTI
3acTocyBaHHs", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar'(yTouHeHHs iHdopmauii), "
3paTHICTb BN/IMBATM Ha WWBUAKICTb
peakujii npy KepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWMMKN
mexaHismamun", "MNepenosysBaHHs",
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
3aCTOCYBaHHS Ajil040i PeYOBUHMN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku,
BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3oM MiHicTepcTBa OXOPOHU

300poB’s Ykpainu Big 27 rpyaHs 2006

Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1
BTOPUHHE MaKyBaHHA: 3acTocyBaHHs", "3acTocyBaHHs y nepiog
HOHivem Jlabopatopiec BariTHOCTi abo rofyBaHHs
Nimitea, IHais; rpyAAat0"(yTouHeHHs iHdopmadi), "
BignoBiAabHWiA 3a 34aTHICTb BNIMBATK Ha LUBUAKICTb
KOHTPO/Ib cepil, 403BiN Ha peaxuii npun kepyBaHHi
BUMYCK Cepii: aBToTpaHCnopToM abo iHWMMK
KPKA, a.4a., HoBo mecTo, mexaHismamun”, "MNepenosyBaHHs",
CnoBeHis; "Mo6ivHi peakui™ BigNoBigHO A0
BiAgnoBigabHW 3a OHOB/EHOT iH(hopMaLlii 3 6e3neku
KOHTPO/b cepii: 3aCTOCYBaHHS fjil040i PeYOBUHMU.
KPKA, a.4. Hoso mecTo, MepioAnYHICTb NOfAHHS PErynsapHo
CnoseHis OHOBJIIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTULii Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHsn 2016 poky Ne
996), CTaHOBUTB: 3riHO 3i CTPOKaMM,
3a3HayYeHMMY y NepiognYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.
27. XIKOHUWMN kancysm no 500 mr; KPKA, a.4a., CnoBeHis BignoBiaabHWi1 3a AscTpis/ nepepeecTpawjis Ha HeobMexeHwi 3a He UA/2896/02/02
no 8 kancyny HoBo mecTo BMpPo6HULTBO "in bulk”, IHais/ TEPMiH. peyenmom nionsea
6nictepi, no 2 NepPBUHHY YNakoBKy, CnoBeHis OHoBEHO iHdhopMaL,ito B IHCTpyKLii ans €
6nictepu y BTOPUHHY YMaKOBKY:
KapTOHHIA KOpooLi
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Ne Hassa ®dopma surnycky 3asiBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/n JliKapcbKo20 (nikapcbka chopma, 3asBHUKa BUPOGHUKa Bionycky yBaHHs1 | peecmpayiliHo20
3acoby yrnakoskKa) nocsi0O4YeHHs1

poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTULIT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii

Haka3y MiHicTepcTBa OXOPOHU 340POB'A
YKkpainu Big 26 BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO 3i CTPOKaMMK,

3a3HaYeHMMKN y NepiognYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.

B.o. I'enepanbHoro aupexkropa /Ilupexkropary
(hapmanieBTHYHOr0 3a0e3rneueHHs

Isan 3AZIBOPHUX




MEPENIK

Aopatok 3

[0 Haka3y MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu «[po aepxaBHY
peecTpauiio (nepepeecTpaldiio)
NiKapcbKNUX 3aco6iB (MeguYHUX
iMyHOGionoriuHnx npenaparis) Ta
BHECEHHSA 3MiH 0 peecTpavliiiHux

MaTepianis»

Big 20 >xoBTHA 2021 poky Ne 2272

BHOCATbLCA A0 AEP>XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONIOMNYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs1
1. L-NMIBNHY PO34MH A5 iH'EKLN, MAT YkpaiHa MAT "ranuudcpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiliHix maTtepianis: 3MiHu | Tuny 3a UA/2131/01/01
ECUVHAT® 1mr/Mnno5wmns "Tanuuchapm” - 3MiHU 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposb peuenmom
amnyni; no 5 amnyn O0MNOMDKHMX peyoBuH. 3MiHa napameTpis crnevmdikayin
y 6nicTepi, Ta/abo JoMyCTUMUX MeX A1 AOMOMIXKHOI PeUOBUHMU;
NOKPUTOMY MJ1iIBKOIO; CynyTHS 3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA NikapCbKuii 3aci6.
no 2 6nictepny KOHTPO/Ib AONOMDKHMX PEYOBUH. 3MiHa Y MeTogax
nauuj BMNPOGYBaHHA JOMOMDKHOI PEHOBUHM (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHA (BK/ItoYaloun 3amiHy abo
[opasaHHs)). MprBeaeHHs y BigNoBigHICTb A0 MOHOrpadii
€p.Papm./JdY Cneundikauii Ta METOAIB KOHTPO/IO
AKOCTi Ha AONOMDKHY peyoBuHy ETaHon 96%; 3MiHu | Tuny
- BUNyYeHHs iHchopmauii, y posgini 3.2.P.4, wono Hassu
BMPOGHMKA JONOMDKHOT peyoBuHY ETaHon 96%
2. L-NIBNHY PO34UH A5 iH'EKLLN, NAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy - UA/9507/01/01
ECLUMHAT® 1 mr/mn in bulk: no 5 "lranuucapm” - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposnb
M B amnyni; no 462 [0MNOMIXHMX pevyoBUH. 3MiHa napameTpiB crnevumdikauii
amnynu B KOpooGi Ta/abo fonycTMMUX MeX A8 AONOMDKHOT PeYOBUHY;
KapTOHHOMY CYNyTHSA 3MiHa - 3MiHK 3 AKOCTi. [0TOBWIA NiKapCcbKuii 3acio.
KOHTPO/1b AONOMIKHUX PeyoBUH. 3MiHa y MeToAax
BMNPOGYBaAHHS LONOMIXHOI pevoBUHY (iHLWi 3MiHW Y
MeTofax BUNPobyBaHHS (BKIOUarouy 3aMiHy abo
nofasaHHs)). MNprvBefeHHs Y BIAMNOBIAHICTb 40 MOHOrpadil
€sp.Papm./0PY Cneyudpikauii Ta METOAIB KOHTPO/IO
AKOCTI Ha JOMOMKHY peuoBuHy ETaHon 96%; 3minu | Tuny
- BUNy4YeHHs iHchopmadii, y po3gini 3.2.P.4, wono Hassu
BMPOBHMKA AOMNOMDKHOI pevoBuHn ETaHon 96%
3. ABACTUH® KOHLEeHTpaT ans & . XohcpmaHH- | Lseiiuapi [bxkeHeHTeK IHK., CuwA/ BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/16665/01/01
PO34YMHY Ans J1a Pow Jitg A CLWA (B1po6HMUTBO HimeyunHa/ - 3aMiHa cneumdikalii Ans BUXiAHOro NPoAyKTY Xsopuay peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
iHcpysin, 100 mr/4 Hepo3dacoBaHoi LLiseiiuapis TeTpameTmunammMoHito (TMAC) Lo BMKOPUCTOBYETLCS Y

M; no 4 mn (100 mr)
a60 16 mn (400 mr)
y thnakoHi; no 1
onakoHy B
KapTOHHIA KOpO6L

npoaykuii, nepBrHHe
nakyBaHHs); PoLu
[LiarHocTmke M'm6X,
HimeuumnHa
(B1pOGHNLTBO
Hepo3dacoBaHoi
npoaykuii, nepBrHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTi Ta
BUNYyCK cepii);
®.XothpmaHH-/15
Pow NTa,
LLiBefiuapis
(B1nNpobyBaHHsA
KOHTPOJIHO AKOCTI
(kpim BMNPOBYBaHHA
ineHTudikawii
6eBauusymady);

& . XodhpmaHH-/15
Pow /tg,
LLiBefiuapis
(BUPOGHULTBO
Hepo3gacoBaHol
npoaykuii, NnepBnHHe
nakyBaHHs,
BTOPUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/I0 SKOCTi Ta
BUMYCK cepii)

npoueci BupobHuuTea APl Ha BUpPOGHMUIlA ginbHULI Roche
Singapore 3 BuMoramu gs kpuctasnivHoi chopmu (Konip:
Big 6e36apBHOro 6i10ro, 30BHiLUHIA BUrNSA: KpUCTaslivHa
CTPYKTYypa, KinbkicHe BU3HauYeHHs: He meHLwe 98 %) Ha
cneumdikadiio, Lo 3acTocoBHa Ansa 50 % pigkoi hopmu
(Konip: He iHTeHcuBHiwWwe Hixx APHA Ne 40, 30BHiLLHii
Burnsag: Mposopa piavHn, KinbkicHe BU3HaueHHs: 48,5 % -
51,5 %,
Bionoriune HaBaHTaXeHHs:: TAMC He 6inblie 100 KYOIr,
TYMC He 6inblue 100 KYO/r); 3miHu | TUny - 3amiHa
cneyudikauii 4na nokasHukiB «Konip» Ta «30BHiLLHIl
BUMNSA» ANA BUXIAHOMO NPOAYKTY Nenetu rigpokeunay
Hatpito (NaOH), W0 BUKOPUCTOBYETLCA Y NPOLECI
BUMPOGHMLTBA AD| Ha BUPOBHWYIN AinbHULI Roche
Singapore 3 Konip: Big 6e36apBHuiA Sk Boga A0 cipyBarta
cchopmoBaHa piavHa. 30BHILLHI BUrNSA: Npo3opa piguHa,
He MICTUTb CTOPOHHIX YacTok; Ao Konip: 6invii. 30BHiLLHIl
BUMNAA: NeneTun; 3MiHu | TUMy - 3BY)KEHHSI AOMYCTUMUX MeX
y cneyndpikauii BuxigHoro npoaykty TRIS rigpoxnopuay
ONA KiNbKICHOTO BM3Ha4YeHHA 3 = 95 % Ha = 99,0%, wo
BUKOPWCTOBYETLCA Y NpoLieci BupobHuytea Ad®| Ha
BMPOGHMUIli ainbHULi Roche Basel; 3miHu | Tvny -
3BY)XEHHS AONYCTUMUX MEX Y creumndikaii BUXigHoro
NpPOAYKTY PEKOMOBIHAHTHUIA iIHCYiH NIOANHW ANA
KinbKicHOro BU3HaveHHs 3 2 23,5 Ofl/mr Ha = 27,5 Of/wmr,
LLIO BUKOPUCTOBYETLCA Y npoueci BupobHuutea APl Ha
BMPOGHMUIl AinbHULi Roche Basel; 3mibu | Tvny -
[OMOBHEHHS cneumaikalii BUXiZHOro NPoAyKTY
PEKOMOBIHAHTHUIA IHCYNIH NIIOAVMHN TECTaMU Ha BU3HAYEHHS
6i0/10TYHOT0 HABAHTaXKEHHSA Ta Ha eHAO0TOKCUHM, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6HMLTBa AD| Ha
BUPOGHMYIN ainbHULI Roche Basel. 3anponoHoBaHi niMiTu:
Bionoriune HaBaHTaXeHHs:: TAMC He 6inbluie 100 KYOIr,
TYMC He 6inblue 100 KYO/r EHgoToKenHn > 100 EOIT;
3MiHW | TUMY - AONOBHEHHS cneuwudikauii BUXigHOro
NpoAyKTy L-rnyTamiH TectamMmn Ha BU3HAYEHHS
6i0/10rM4HOr0 HaBaHTaXKEHHA Ta Ha eHAO0TOKCUHM, LLIO
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea A®| Ha
BMPO6HUUIN AinbHUUi Roche Basel. 3anponoHoBaHi NiMiTu:
BionoriyHe HaBaHTaxeHHA: TAMC He 6inblie 100 KYOIr,
TYMC He 6inblue 100 KYO/r EHgoTokenHm > 100 EOIT;
3MiHM | TUMY - 4ONOBHEHHS cneuwudikauii BUXigHOro
npoaykTy D-rntoko3a MoHorigpar (AeKkcTpo3a) TecTamm Ha
BM3HAYEHHS 6I0/I0rYHOr0 HaBaHTAXEHHSA Ta Ha
€HA0TOKCUHM, L0 BUKOPUCTOBYETLCA Y NpoLeci
BMPOGHMLTBA AD| Ha BUPOGHWYI AinbHUL Roche Basel.
3anponoHoBaHi NimiTu: bionoriyHe HaBaHTaxeHHs: TAMC
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6ionoriyHoro

MeTofax BUNpo6yBaHHs 3a T. "PO34YMHEHHS" y 3B'A3KY 3

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
He 6inblue 100 KYO/r, TYMC He 6inbwe 100 KYO/r
EHAOTOKCHHY > 16 EO/r
4. AOBAHTAH® Kpem 0,1 %; no5r NNEO dapma [anis NIEO dapma ITanis BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/0784/01/01
abo no 15 r y Ty6i; AIC MaHydhakTypiHr - 3MiHM Woao0 6e3nekun/ehekTMBHOCTI Ta hapMakoHarisay. peyenma
no 1 1y6i B ITani CPN BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHuX Npo
KapTOHHI Kopobui cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0c06U, BiANOBIAaNLHOT 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKa 415 34iICHEHHA hbapMmakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIA&UIbHOI 3a 34iICHEHH:A hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
mMacTep-gaiina cuctemn hapMakoHarasay) - aMiHa
KOHTaKTHOI 0COBM YNOBHOBaXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOI 32 hapMakoHar/ifg B YKpaiHi.
MponoHoBaHa pefakuis: AaHinosa Jlapuca
BonogumunpiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U YNOBHOBaXKEHOT 0C0OM 3aABHMKA, BiAMoBigasIbHOT
3a (papmakoHarnag B YkpaiHi
5. AJQEHI3-AM TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/17887/01/01
NNiBKOBOO "MIKPOXIM" "MIKPOXIM", - 3MiHU 3 AKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb peyenmom
060/10HKO10, M0 80 YkpaiHa (topnanyHa roTOBOro Nikapcbkoro 3acoby. 3miHa y meTofax
mr/5 mr no 10 afpeca Ta BMNPOGYBaHHA roTOBOrO /IiKapCbKOro 3acoby (iHLWi 3MiHW Y
TabneTok y 6nictepi, nabopartopis MeToAax BMNPOoGyBaHb (BK/IKHaoun 3amiHy abo
no 3 6nictepu y i3nko-xiMmiyHOro [ONOBHEHHS)); CYNyTHA 3MiHa
nauuj 3 KapToHy aHanisy Ta - 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb
KOHTPO/O roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
BUPOGHMLTBA; cneumdikaLiin Ta/abo AONYCTUMKUX MEX FOTOBOIO
nabopartopis nikapcbKoro 3acoby (iHwWi 3MiHW) - 3MiHW Yy cneumdikad,i,
6ionoriyHoro MeToJax BUMPOOyBaHHS 3a T. "PO34MHEHHS" Y 3B'A3KY 3
aHanisy; BUpo6bHnua npmBefeHHAM g0 Bumor moHorpadii USP Amlodipine and
OiNbHULS) Valsartan Tablets 3 MeTOl0 fJOTpUMaHHS thapmakonenHnx
BMMOT PO34YMHEHHS (3MiHa cepefioBHMLLa PO3UMHEHHS Ha
6iNbLI AUCKPMMIHALLiiHE), 3aNpONOHOBaHO: BasicapTaH
Q=85% 3a 30 xB.; amnoguniH Q=80% 3a 30 xB.
6. AJQEHI3-AM TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/17887/01/02
nNiBKOBOO "MIKPOXIM" "MIKPOXIM", - 3MiHU 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposb peyenmom
060/10HKO10, M0 160 YkpaiHa (lopnanyHa roTOBOro /ikapCcbKoro 3acoby. 3miHa y meTogax
mr/5 mr; no 10 ajpeca Ta BMNPOGYBaHHSA roTOBOrO /liKapcbKoro 3acoby (iHLi 3MiHW y
Tabnetok y 6nictepi, nab6opartopis MeToAax BUNpobyBaHb (BKIUYauKn 3amiHy abo
no 3 6nictepny i3nKo-xiMiyHOro [IONOBHEHHSA)); CyNyTHA 3MiHa
naJi 3 KapToHy aHanisy Ta - 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
KOHTPO/IO roTOBOrO JliKkapcbKoro 3acoby. 3miHa napameTpis
BUPOOHMLTBA; crneungikauii Ta/abo 4ONyCTUMUX MEX rOTOBOro
nabopartopis nikapcbKoro 3acoby (iHwWi 3MiHM) - 3MiHK y cneumndikadii,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
aHanisy; BUpo6Hunya npuseaeHHsAM 40 BuMor MoHorpadii USP Amlodipine and
OinbHALA) Valsartan Tablets 3 MeTOl fOTpUMaHHS thapmMakonenHnx
BMMOT PO3YMHEHHS (3MiHA cepefoBULLA PO3YNHEHHS HA
6iNbLL AUCKPMMIHALLiIHE), 3aNpPONOHOBAaHO: BasicapTaH
Q=85% 3a 30 xB.; amnoguniH Q=80% 3a 30 xB.
7. ALEHI3-AM TabneTkn, BKPUTI TOB HB® YKpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/17887/01/03
N/1iBKOBOIO "MIKPOXIM" "MIKPOXIM", - 3MiHUM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTponb peyenmom
060/10HKO10, N0 160 YkpaiHa (topnanyHa roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
mr/10 mr; no 10 ajpeca Ta BMNPOOGYBaHHSI FOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHN y
TabneTok y 6nictepi, nabopartopis MeToAax BMNpo6yBaHb (BK/IKOHYaloun 3amiHy abo
no 3 6nictepu y i3nko-xiMmiyHOro [ONOBHEHHS)); CYNyTHA 3MiHa
nauuj 3 KapToHy aHanisy Ta - 3MiHK 3 AKOCTi. F0TOBWUIA NiKapcbkunii 3aci6. KoHTposb
KOHTPO/0 roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
BUPOOHULTBA; cneuudikaLiin Ta/abo AONYCTUMKUX MEX FOTOBOrO
nabopartopis NikapcbKoro 3acoby (iHwWi 3MiHW) - 3MiHW Yy cneumdikadi,
6ionoriyHoro MeToJax BUMPOOyBaHHS 3a T. "PO34MHEHHS" y 3B'A3KY 3
aHanisy; BUpo6HMua npmeefeHHAM g0 Bumor moHorpadii USP Amlodipine and
OiNbHULS) Valsartan Tablets 3 MeTOl0 JOTpUMaHHS thapmakonenHnx
BUMOT PO3YMHEHHS (3MiHa cepefoBHLLa PO3UMHEHHS Ha
6iNbLU AUCKPMMIHALLiiHE), 3aNpPONOHOBaHO: BasicapTaH
Q=85% 3a 30 xB.; amnoguniH Q=80% 3a 30 xB.
8. A3ANENTON Tabnetkv no 25 wr, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/6059/01/01
no 10 TabneTtok y "TexHonor" - 3MiHK 3 aKocTi. CepTudikaT BignosigHOCTI/IE-cepTudpikat | peuyenmom
6nicTepi; no 5 BiANOBIAHOCTI EBponeiickbkii hapmakonei/moHorpadii.
6nicTepiB y nayuj 3 MoaaHHA HoBOro abo OHOBNEHOrO cepTudiikata
KapToHy; no 50 Bi4NoBiAHOCTI ab0 BUNYyYeHHs cepTudikaTa BifgnoBigHOCTI
Tabnetok y €Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoOro
KOHTeliHepi; no 1 mMartepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
KOHTEliHepy y nauui BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ANs [ONOMDKHOT
3 KapTOHY peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONECHKIl
thapmakonei) - HoBuii cepTudpikat Bif HOBOrO BUPOGHMKA
(3amiHa abo [ONOBHEHHS) - NOAAHHA HOBOrO cepTudiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2012-006-Rev 00 ana A®I knosaniHy Big HOBOrO
BUpobHuKa Shouguang Fukang Pharmaceutical Co., Ltd.,
China (8onoBHeHHs). 3anponoHOBaHO:
Taizhou Xingming Pharmaceutical Co., Ltd., China;
Zhejiang WanBang Pharmaceutical Co., Ltd, China;
Shouguang Fukang Pharmaceutical Co., Ltd., China.
9. A3ANENTON Tabnetkv no 100 wmr, MpAT Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/6059/01/02
no 10 TabneTok y "TexHonor" - 3MiHUY 3 AkocTi. CepTudikaTt BignosigHocTI/ITE-cepTudikat | peyenmom
6nictepi; no 5 Bi4MNOBIAHOCTI €Bponelicbkiii chapmakonei/MmoHorpadil.
6nicTepiB y nayuj 3 MoaaHHA HoBOro abo OHOBEHOrO cepTudikaTa
KapToHy; no 50 BiAANOBIAHOCTI 260 BUNYYEHHs cepTudikarta BifnoBifHOCTI
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
Tabnetok y €Bponeiicbkili hapmakonei: gns A®l; ons BuxigHoro
KOHTeliHepi; no 1 mMartepiany/peareHTy/NpoMKHOro NPOAYKTY, WO
KOHTelHepy y nau BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
3 KapTOHY peyvoBuHM (cepTudikaT BiANOBIAHOCTI EBPONECHKI
thapmakonei) - HoBuii cepTudpikat Bi HOBOTO BUPOGHMKA
(3amiHa abo [OMOBHEHHS) - NOAAaHHA HOBOrO cepTugiikaTa
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2012-006-Rev 00 ana A®I knosaniHy Big HOBOro
BMpo6HMKa Shouguang Fukang Pharmaceutical Co., Ltd.,
China (ZonoBHeHHS). 3anponoHOBaHO:
Taizhou Xingming Pharmaceutical Co., Ltd., China;
Zhejiang WanBang Pharmaceutical Co., Ltd, China;
Shouguang Fukang Pharmaceutical Co., Ltd., China.
10. A3NMAKC TabneTku, BKPUTI Aypob6iHA0 IHais Aypo6iHgo dapma IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/18430/01/01
NNiBKOBOO Papma /114, Nimitea-HOHiT VII - 3MiHK 3 AKocTi. CepTudikaT BignoBigHocTI/I E-cepTudikaT peyenmom
o060510HKot0, No 250 BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
Mr, no 3 TabneTkn y MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
6nicTepi, no 2 BiANOBIAHOCTI ab0 BUNyYEHHS cepTudikarta BignoBigHOCTI
6nictepu y €Bponeiicbkili hapmakonei: gnsa A®l; ons BuxigHoOro
KapTOHHIlA KOpooLi mMartepiany/peareHTy/NpoMKHOIoO NPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyvoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - HoBuii cepTudpikat Bif HOBOTO BUPOGHMKA
(3amiHa abo [ONOBHEHHS) - B AKOCTI a/lbTEPHATUBHOIO
BMPOGHUKa Ansa fitovoi peyoBuHu Azithromycin Dihydrate
6yno 3anponoHoBaHo CSPC OUYI PHARMACEUTICAL
CO., LTD. i3 nogaHHsAM BignosigHo HoBoro Ceptudikary
BignoBigHOCTI E€Bponeiicbkoi Papmakonei Ne R1-CEP
2008-315-Rev 04
11. A3NMAKC TabneTku, BKpUTI Aypo6iHao IHAaia Aypo6iHgo ®apma IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/18430/01/02
NNiBKOBOIO dapwma /114 Nimitea-tOHiT VII - 3MiHM 3 aKocTi. CepTudikaT BignoBigHOCTI/IE-cepTudiikar | peyenmom
060/10HKOt0, No 500

Mr, no 3 TabneTkn y
6nicTepi, no 1
6nictepy y
KapTOHHI KopoobLi

BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI 260 BUNyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ana A®l; ans BUXigHOro
marepiany/peareHTy/npoMKHOrO MPOAYKTY, L0
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 418 LONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBPONEiCHKIl
thapmakonei) - HoBuii cepTudpikat Big HOBOrO BUPOGHMKA
(3amiHa abo [ONOBHEHHS) - B IKOCTi aNlbTEPHATUBHOIO
BMpo6HUKa ans Aitodoi pedosuHu Azithromycin Dihydrate
6y10 3anponoHoBaHo CSPC OUYI PHARMACEUTICAL
CO., LTD. i3 nogaHHaM BignosigHo HoBoro CepTtudikary
BigNoBigHOCTI EBponeiicbkoi Papmakonei Ne R1-CEP
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
2008-315-Rev 04
12. A3NTPO TabneTku, BKPUTI CaHpo3 CnoseHis C.K. CaHgos C.P.1N., PymyHis/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/11332/01/01
CAHAO3® N1iBKOBOIO dapmacbioTika PymyHis Himeuunna/ - 3MiHM BHECeHi 0 IHCTPYKUiT 418 Mean4Horo peyenmom
o060510HKoH0, No 250 n3 p.Aa. (BMpPOGHMLTBO 3a TypeuyunHa | 3acToCyBaHHS JlikapcbKoro 3acoby y po3ginu "Bsaemogis 3
Mr 1o 6 TabneTok y NOBHUM LMK/IOM ); HLWIMMKW NikapcbKMKU 3acobamMu Ta iHLWi BUAW B3aeMogiii",
6nictepi, mo 1 Cantotac Papma "Oco61BOCTI 3acTOCyBaHHA", "3acToCyBaHHS Y Nepiog,
6nicTepy B kopobuj v6X, HimeuunHa BariTHoCTi abo rogyBaHHsa rpyaar”, "MNepenosyBaHHs",
(nepBuHHa Ta "Mo6ivHi peakui™ BigNOBIAHO A0 OHOB/IEHOT iHChopMaLi
BTOPVHHA yNakoBKa, o040 6e3nekn Aityoi peyoBrHU. BBefeHHS 3MiH
KOHTpO/b cepii, NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPIAKEHHS
[03BiN Ha BUNYyCK
cepii); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeuunHa
(B1pOGHMLTBO
Hepo3dacoBaHoi
npoaykuii)
13. A3NTPO TabneTku, BKpUTI CaHpo3 CnoBeHis C.K. Cangos C.P.11.,, PymyHis/ BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny 3a UA/11332/01/02
CAHAO3® NNiBKOBOIO PapmacbioTika PymyHis HimevunHa/ - 3MiHW BHECEHI [0 IHCTPYKUiT 415 MeaUyYHOro peyenmom
060/10HKO10, N0 500 n3 a.a. (BUPOBHMLTBO 3a TypeyunHa | 3acTocyBaHHA NiKapcbKoro 3acoby y po3ainuv "B3aemogis 3
Mr no 3 abo 6 MOBHUM LMK/IOM ); HLIMMKM NikapcbkMKU 3acobamu Ta iHWi BUAn B3aemMogiii",
TabneTok y 6nictepi, Cantotac dapma "Oco6nMBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y nepios
no 1 6nictepy B v6X, HimeyunHa BariTHOCTi abo rogyBaHHa rpyaat”, "MepenosysaHHA",
Kopoobui (nepsBuHHa Ta "Mo6iyHi peakuii" BiANOBIAHO A0 OHOBEHOI iHOpMaLi
BTOPVHHA YMakKoBKa, o0 6e3neku Aito4oi pevoBUHU. BBefeHHS 3MiH
KOHTPO/b Ccepil, NPOTArom 6-TW MiCALIB NiCNA 3aTBePAKEHHS
[,03BiNT Ha BUMYCK
cepii); CaHgo3s lnak
CaHaii Be TikapeT
A.C., TypeyunHa
(BUpOGHMLTBO
Hepo3dacoBaHoi
npoayKuii)
14. ANEPIK HEO pO34MH OpasbHUI KOHina6, Nn CWA Brpo6HMLTBO, Ipeuis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 6e3 UA/16526/01/01
0,5 mr/mn; no 60 mn KOHTPO/b AKOCTI Monbla TUny - 3MiHK 3 akocTi. CepTudikaT BignosigHocTI/lE- peyenma
i 150 mny nAswu; y

KOMMNIEKTi 3 MipHOIO
JI0XeuKoto abo 3
MiPHVM LUNPULLOM B
KapTOHHIlA KopooLi

(chiznyHi/ximiuHi),
nepBuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHs, BUMyCK
cepii:
PAMAP A.B.E.
3ABO/[, ABJ/IOH 49-
i km JEPYXABHOI
AOPOI'MN A®IHN-
NAMIA, IMpeuis;
Mikpo6ionoriyHuii

cepTudikat BiANOBIAHOCTI €BpONeNChbKil
thapmakonei/MoHorpadii. 3MiHU, NOB'sAI3aHi 3 HEOOXiAHICTIO
npuBefeHHs y BiANOBIAHICTL A0 MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo iHWOI HalioHa/IbHOT
thapmakonei gepxasu €C (3miHa y crneuundikaisx,
noB'si3aHa 3i 3mMiHamu B 1PY, abo €Bponeiickkii
hapmakonei, abo iHWil HalioHasbHIN hapmakonei
nepxasun €C) 3MiHa Ha3BW LOMNOMIKHOI PEHOBUHU
«KncnoTa IMMOHHa 6e3B0fHa» Ha «K1McnoTa IMMOHHa»
06yMOB/IEHa OHOB/IEHHSIM MOHOrpaqii €8p. ®apm. s
JNIMMOHHOT KUCNOTW.

TakKoX 3MiHW BHECEHI B IHCTPYKLitO A1 MeANYHOro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
KOHTPO/b: 3acTocyBaHHs MikapcbKoro 3acoby y po3gin "Cknag”
SAMAP AB.E. (8ONOMDXHI pevyoBUHN).
3ABO/, ABJIOH 48- BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
i1 km JEPYXXABHOI 3aTBEPIKEHHS.
LOOPOTU APIHN-
NAMIA, peuis;
KoHTponb sikocTi,
BUNYCK cepil:
I>XEH®APM CA.,
Ipeuis;
Bunyck cepii:
TOB OC dapmadiis,
Monbia
15. ANNbBEHS3I TabneTku XyBaslbHi €BPO IHais IHooko Pemegic IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/18079/01/01
no 400 mr, no 3 NIAVIOKEP Nimiten - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. KoHTponb peyenmom
Tabnetkv y 6nictepi; MPANBIT roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
no 1 6nictepy y NIMITEL BMNPO6YBaHHS rOTOBOMO NikapCbKoro 3acoby (iHLWi 3MiHN Y
KapTOHHI KOpoobL; MeTo4ax BMNpobyBaHb (BKIOUaKUM 3aMiHy abo
no 1 Tabnetuiy [OMOBHEHHS)) - BHECEHHS HE3HAYHUX 3MiH 10 MeToAy
6nictepi; no 3 BunNpo6yasHHs (TLLUX) /13 3a nokasHukoMm "laeHTudikauis”
6nictepn y
KapPTOHHIi KOpooLii
16. ANb®APEKIH® | nioginizat ans TOB YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 3a UA/14777/01/01
pO34nHy A5 iH'EKUi "BAJNTAPTIH BMPOGHMYA - HE3HaYHa 3MiHa B TEXHOOTYHOMY NpOLIECi peyenmom
no 1 mnH MO; 10 OAPMA" KOMnaHis BMPOGHMLITBA, @ came 3anpornoHOBaHO BUKOPUCTOBYBATU

onakoHiB 3
niodpinizatom y
N1acTVKOoBIli KaceTi;
no 1 nnacTukosiii
KaceTi B KapTOHHIiA
Kopobui; 1 donakoH 3
niogpinizatom B
KomnekTi 3 1
amnysioro
po34nHHKKa (Boaa
ANs iH'ekuiii) no 2
My NAacTUKOBINA
KacerTi; no 1
NIacTUKOBIN KaceTi
B KapTOHHIiA
Kopobui; 5 hnakoHiB
3 niocpinisatom B
KOMNAekTi 3 5
amnynamm
pO34MHHMKa (BoAa
Ans iH'ekuiid) no 2
M1y NAacTUKOBIN
kaceti; no 1

"IHTepchapmbioTek"

HaCTYNHy EMHICTb A1 PiAKOro npenapaTty: MiLlKu
cTepwbHi. 3anponoHoBaHo y n. 3.2.P.3.3. Onnc
BMPOGHNYOro Npouecy Ta KOHTPOJIK0 NPOLLECY: MILLOK
CTepuIbHUIA OAHOPA30BUIA; 3MiHW | TUMY - 3MiHW 3 SKOCTI.
[OTOBMIA Nikapcbknii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHa
po3Mipy cepil (BKOYatoUn dianasoH po3mipy cepii)
roTOBOrO NikapcbKOro 3acoby - 3miHa po3mipy cepii (7300
M 3aMicTb 3atBepxeHnx 7500 M), B 3B'A3KY 3
ONnTUMI3aLieto TEXHOONYHOro npouecy
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
NNacTVIKOBIN KaceTi
B KapTOHHIi Kopobui
17. ANNb®APEKIH® | nioginizat gns TOB YKpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/14777/01/02
pO34nHy ANS iH'EKUIl "BANNIAPTIH BMPOGHMYa - HE3HAYHa 3MiHa B TEXHOJIOTIYHOMY NpOLIECi peyenmom
no 3 mnH MO; 10 DPAPMA" KOMNaHis BMpOOHULTBA, a came 3anponoHOBaHO BUKOPUCTOBYBATU
hnakoHiB 3 "IHTepcapmbioTek" HacTyMHy €EMHICTb A4/17 PigKOro npenapary: MiLlKu
niodpinizatom y cTepusbHi. 3anponoHoBaHo y n. 3.2.P.3.3. Onuc
NNacTVKOBIN KaceTi; BMPOBHMYOro NpoLecy Ta KOHTPOJIK0 NPOLLECY: MILLOK
no 1 nnacTukosiii CTepPWIbHUIA OAHOPA30BUIA; 3MiHW | TUMY - 3MiHW 3 AKOCTI.
KaceTi B KapTOHHIiA [OTOBMIA Nikapcbkuii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHa
Kopobui; 1 hnakoH 3 po3Mipy cepil (BkOYatoUM dianasoH po3mipy cepii)
nioginizatom B roTOBOrO JIiKapCbKOro 3acoby - 3miHa po3mipy cepii (7300
KommnekTi 3 1 M1 3aMicTb 3aTBepxeHnx 7500 M), B 3B'A3KY 3
amnynow ONnTUMI3aLieto TEXHOMOrMYHOro npouecy
pO34nHHMKa (BOAa
Ans iH'ekuiid) no 2
M1y NAaCTUKOBIN
kaceTi; no 1
NNacTVKOBIN KaceTi
B KapTOHHilA
Kopobui; 5 chiakoHiB
3 niodinizatom B
KOMMeKTi 3 5
amnynamm
po34nHHMKa (Boga
Ans iH'ekuiid) no 2
M1y N1aCTUKOBIN
kaceti; no 1
NNacTVKOBIN KaceTi
B KapTOHHI kopobui
18. AMI3OH® TabneTku, BKpUTI AT "®apmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTepianiB: yTOUHEHHSA 6e3 UA/6493/01/01
060/10HKO10, Mo 0,25 peecTtpauiiiHoro Homepa B Hakasi MO3 YkpaiHu peyenma
r, no 10 a6o 20 Ne 938 Bif 14.05.2021 B npoueci BHeCEHHS 3MiH (3MiHK
TabneTok y 6nictepi; | TNy - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
no 1 6nictepy B thapmakoHarnsgy (iHwi 3miHn) - 3MiHW BHECEHO [0 TEKCTY
nauuj 3 KapToHy MapKyBaHHS yMakoBKM NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-Tu MiCAUiB Nicna 3aTBepkKeHHs. 3MiHu |l
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4N
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMW AaHVMU Ta JaHuMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0 iIHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby o po3giny
"®apmakonoriyHi B1acTMBocCTi" BifNoOBIAHO [0 pe3y/bTartis
in vitro gocnigpkeHb NPOTMBIPYCHOT aKTUBHOCTI. BBeeHHSA
3MiH NPOTAroM 6 MicALiB Nicna 3aTBepmAkeHHs. 3MiHn |1
TMny - 3MiHK LWoAo 6e3nekn/edeKTMBHOCTI Ta




30

n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOTo 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHUMK 3
SIKOCTi, AOKMIHIYHMMM, KMiHIYHUMU AaHUMK Ta AaHUMK 3
thapmMakoHarnagy - 3MiHM BHECEHO A0 iIHCTPYKLi Ans
Me[MYHOro 3aCTOCYBaHHA MiKapCbKOro 3acoby [0 po3ainis
"®apmakonoriyHi BnactmBocTi. PapmakokiHeTmka", "Cnocio
3aCTOCyBaHHA Ta A03n" BigNOBIAHO [0 pe3ynbTaTiB
pocnigpkeHb FAVOOA-IA, FAVOOA-IB, FAVO0A-IC,
FAVOOA-ID. BBeeHHS 3MiH NpOTArom 6 MicauiB micas
3aTBepMKeHHs). Pepakuis B Hakasi: Ana Ao3yBaHHA
0,25 r - UAI6493/01/02; ana po3yBaHHA 0,125 -
UA/6493/01/01. 3anponoHoBaHa pegakuifa: ans
posysaHHa 0,25 r - UA/6493/01/01; ana fo3yBaHHA
0,125 r - UA/6493/01/02.

19.

AMI3OH®

TabneTku, BKpUTI
060/10HKOI0, N0
0,125, no 10 a6o
20 TabneTtok y
6nictepi; no 1
6nicTepy B nauui 3
KapTOHY

AT "dapmak"

YkpaiHa

AT "dapmak"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianiB: yTOUHEHHSA
peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu
Ne 938 Big 14.05.2021 B npoueci BHECEHHA 3MiH (3MiHK
| TNy - 3MiHK Woao 6e3nekn/edpeKkTVBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHn) - 3MiHW BHECEHO [0 TEKCTY
MapKyBaHHS yakoBKM NMikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAKeHHs. 3MiHu |1
My - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMMU, KIHIYHUMW AaHVMU Ta JaHuMy 3
thapmakoHarnsgy - 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby [0 po3giny
"®apmakonoriyHi B1acTMBocTi" BifNoOBIAHO [0 pe3y/bTarTis
in vitro gocnigxeHb NPOTUBIPYCHOT aKTMBHOCTI. BBeeHHs
3MiH NPOTAroM 6 MicALiB Nicna 3aTBepmkeHHs. 3MiHn |1
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MeAMYHOT0 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMU AaHUMK 3
SKOCTi, AOKMIHIYHMMM, KMiHIYHUMU AaHUMK Ta AaHUMK 3
hapMakoHarnagy - 3MiHM BHECEHO A0 IHCTPYKLIi Ans
MeJMYHOro 3aCTOCYBaHHA MiKapCbKOro 3acoby [0 po3Ainis
"®apmakonoriyHi BnactmBocTi. PapmakokiHeTmka", "Cnocio
3aCTOCyBaHHA Ta 031" BiANOBIAHO J0 pe3ynbTaTiB
pocnigpkeHb FAVOOA-IA, FAVOOA-IB, FAVOOA-IC,
FAVOOA-ID. BBeaeHHS 3MiH NpoTArom 6 MicauiB micns
3aTBepxeHHs). Peaakuia B Hakasi: ANnA A03yBaHHA
0,25 r - UAI6493/01/02; ana po3yBaHHA 0,125 -
UA/6493/01/01. 3anponoHoBaHa pegakuif: ans
posysaHHa 0,25 r - UA/6493/01/01; ana fo3yBaHHA
0,125 r - UA/6493/01/02.

6e3
peyenma

UA/6493/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
20. AMI3OHYUK® cupon, 10 mr/mn; no AT "®apmak” YkpaiHa AT "®apmak" YkpaiHa BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny 6e3 UA/11862/01/01
100 mn 'y dprakoHi; - 3MiHU 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposb peyenma
no 1 conakoHy Ta 1 roTOBOro NikapcbKoro 3acoby. 3miHa y meTofax
[03yBaJTbHIN NOXLUi BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (HesHayHa
B nauLii 3MiHa y 3aTBEpIKEHNX METOZaX BUNPOOYBaHHS) - 3MiHN
[0 MeToAmnkM BUNpo6yBaHHs /13 3a NOKa3HMKOM
«CynpoBigHi AOMILLKM» L0 06YMOB/IEHI BBEAEHHS
YTOYHEHHS WoA0 HeBpaxyBaHHSA niky nnauebo 3 RRT
67113bko 0,9 (80 NiKy OpraHiyHOi YaCTUHM MOIEKY N
ami3oHy) npy po3paxyHKy BMICTY JOMILLOK Y 3B'A3Ky 3
BBEJEHHAM [0 CKafy BOLOPO34YMHHOIO apoMaTusaropy
"TyTTi-copyTTi". HOPMYBAHHSA BMICTY [OMILLOK Ta MeToAMKa
aHanisy (xpomatorpadiyHi yMoBU, BUKOPUCTOBYBAHHI
peaxkTuBu) He 3MiHWInCA
21. AM®ONIN cycneHsis ans Bxapat IHAain BxapaTt Cipamc eHg IHAiA BHECEHHS 3MiH 40 peecTpaLlinHux MmaTepiasis: 3a UA/5704/01/01
pO34nHy Ans Cipamc eHpg, BakuyuHc Nimiteq BUMPAaB/IEHO TEXHIUHY MOMUSIKY B TEKCTI MapKyBaHHA: — peyenmom
iHcpy3iiA, 5 mr/mn; no BakuuHc BTOPVHHOT YNaKoBKMW; — NEPBUHHOI YNakoBKY (€TUKeTKa Ha
2 mn, abo no 10 mn, Nimiten hNakoHi); — BTOPUHHOI yNakoBKu, ho/ibra asitoMiHieBa.
abono 20 mny 3AMPOMOHOBAHO: 2. KIJIbKICTb /K040l PEYOBUHMN
CKNSAHOMY (p/1aKOHi; 1 mn (ml) micTnTb: AMcpoTepuumH B (MiKpOHI30BaHWA) .....
no 1 cpnakoHy B 5,0 mr (mg). 3a3HaueHe BMNpaB/ieHHs BiANoBiAae
6nicTepi; no 1 apxiBHUM MaTepiasiamMm peecTpawjiiiHOro AoCbe
6nictepy pasom 3
ro/IKOK-(PiNbTPOM y
6nicTepi B KAPTOHHIl
Kopobui
22. APMNE®DIO® TabneTku, BKpUTI CninbHe Pecny6nik | CninbHe ToBapuctso | Pecnybnika | BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 3MiHu | Tuny 6e3 UA/11712/01/01
NNiBKOBOO TOBapuCTBO 3 a 3 06MEXEHO Binopycb - 3MiHM WoAo 6e3nekn/edpeKTUBHOCTI Ta thapmakoHarnsagy peyenma
060/10HKO10, M0 50 06MEXEHO Binopycb Bi4NOBIAANBLHICTIO - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
mr; no 10 TabneTok BiANOBiAa/bHI "Nekcpapm" (CTOB 3aco6y 3 BHECEHHSAM iHdhopMaLil LWOoA0 3a3HaYEHHS
y 6nicTepi; no 1 a6o CTHO "Nekdapm"”) OAVHWLb BUMIPIOBAHHSA Y cUCTEMi S|. BHECEHHS 3MiHW [0
3 6nictepu B "Nekdapm" po3ainy «MapkyBaHHs» MKA 113 - gna N3 Apnednio®,
KapTOHHI KOpooLyi (CTOB TabneTkun, BKpUTI M/1IBKOBOK 0B0/IOHKOK; 3anpOnoOHOBAHO:
"Nekdapm”) onsa N3 Apnedpnito®, TabneTku, BKpUTI NNIBKOBOO
060/10HKOI0 : MapkmpoBka. CornacHo yTBepXaeHHOro
TeKcTa MapkMpoBKW. BBeAeHHS 3MiH NpoTArom 6-tu
MiCALiB Micna 3aTBepKEHHsA
23. APMNE®D/IO® TabneTku, BKpUTI CninbHe Pecny6nik | CninbHe ToBapnctBo | Pecnybnika | BHECEHHS 3MiH 40 peecTpauiiiHux Martepianis: 3MiHW | Tuny 6e3 UA/11712/01/02
NAiBKOBOIO TOBapuCTBO 3 a 3 06MeXxXeHo Binopycb - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peuyenma
060110HKO0, No 100 06MEXEHOI0 Binopycb BiNOBigaNbHICTIO - OHOBJIEHHA TEKCTY MapKyBaHHS yrMakoBKW NiKkapCbKoro
Mr; no 10 TabneTok BiANOBiAA/bHI "Nekchapm" (CTOB 3aco6y 3 BHeCEHHAM iHhopmaL,i LWOoA0 3a3HaYeHHs
y 6nicTepi; no 1 abo cTo "Nekdhapm™) OAMHWLb BUMIPIOBaHHS y cuctemi Sl; 3amiHa po3giny
3 6nictepu B "Nekdapm” «["pachiuHe 0thOpMIIEHHSA YNAKOBKW» Ha po3fin
KapTOHHi KOpO6L (CToB «MapkysaHHs» MKA N3 - gnsa /13 Apnecdnio®, TabneTku,
"Nekchapm”) BKPWTI NNIBKOBOK 060/I0HKOK: 3anponoHoBaHo: Ans /13
Apnedno®, TabNeTkn, BKPUTI N1iIBKOBOK 060M0HKOK, N0
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

100 mr: MapkupoBka. CoriacHo yTBepX/AeHHOro TekcTa
MapKUpOBKU. BBeAEHHS 3MiH NpOTAroM 6-Tn MicAuiB nicns
3aTBepAKEHHSA

24.

APTPOKON

renb, 25 mr/rno 45 r
B Ty6i; no 1 Ty6i B
KapTOHHI Kopobui

YOPA[,
MEAVLIMH
NIMITES,

Benuka
BpuTaHis

K.O. C/IABIA ®APM
C.P.N.

PymyHis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTumLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiAcTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6Ge3nekn nikapcbkoro 3acoby, abo
OOCnifpKeHb 3 6e3Mekn 3acTocyBaHHS NiKapCbKoro 3acoby
B nicnsipeecTpaLiiinii nepiog, abo sk pe3ynibTat OLiHKM
3BITY 3 AOCNIAKEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3rogkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpraHom). 3MiHV BHECEHO
A0 IHCTPYKUiT 418 MeANYHOro 3acToCcyBaHHS NiKapCbKoro
3acoby y po3ginu: "dapmMakosoriyHi BnactusocTi”
(iHcbopmadisn 3 6e3neku), "MokasaHHA" (YTOUHEHHS
iHchopmawii), "MpoTrnokasaHHs", "B3aemogis 3 iHWuMun
nikapcbkMun 3acobamu Ta iHWi BUamn B3aemogiii",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Yy nepiop,
BariTHocTi abo rogysaHHs rpyaar”, "3aaTHicTe BnavBaTH
Ha LWBWAKICTb peakuii Npy kepyBaHHi aBTOTPaHCNOPTOM
a60 iHWKMK MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
[o3n" (iHchbopmavis 3 6e3nekn), "Oitn" (3aTBepaxeHo:
Nikapcbkuii 3acib He 3acTOoCcOBYBaTH AiTAM BikoM A0 15
pokiB. 3anponoHoBaHoO: JlikapCbkuii 3aci6 He
3actocoByBatu fitam.), "Mepeno3sysaHHs", "Mo6iuHi
peakuii" BiANOBIAHO 4O OHOBMEHOT iHGhopMaL,i 3 6e3neku
Lit0Y0l peYOBUHN.

BBefeHHs1 3MiH NpoTArom 6-T MicsAuiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/14118/01/01

25.

ATAKAHA

TabneTkv No 8 Mr no
14 TabneTok y
6nicTepi; no 2
6nictepn y
KapTOHHI KopoobLi

ACTPA3EHEK
A Al

LLieiiuapi
a

AcTpa3eHeka Ab,
Lsewis
(BMpOGHMLTBO,
KOHTPO/b SKOCTI,
nepBrHHa Ta
BTOPVHHA YMakKoBKa,
BUNyCK cepii);
AcTpa3eHeka 'mM6X,
HimeuunHa
(nepBuHHa Ta
BTOPUHHA YNaKoBkKa,
[03BiN Ha BUNYCK
cepir)

Liseuisi/
HimeyunHa

BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNy
- 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHariaay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo
cuctemy dhapmakoHarnsagy (BBefeHHs y3arasibHeHnX
[aHvX Npo cuctemy dapmakoHarnsgy, smiHa
YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsagy
3anBHVIKa AN 34iicHeHHs chapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IIOYAKOUN KOHTaKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-gaiina cuctemm hapMakoHaraisay) - 3aMiHa
KOHTaKTHOT 0CO6U 3asIBHMKA, BiANOBIgaNbHOI 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuis: Mpyaies AeHuc AMutpoBuY. 3MiHa KOHTAKTHUX
[aHUX KOHTaKTHOI 0coby 3asiBHUKA, BIANOBIAa/IbHOI 38

3a
peyenmom

UA/6559/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3[iicHeHHs hapmakoHarnsgy
26. ATAKAHA Tabnetky no 16 mr ACTPA3EHEK | LBeiiuapi AcTtpa3eHeka Ab, Lseuisi/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/6559/01/02
no 14 TabneTtok y A Al ] LLiBeuis HimeuyunHa - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI Ta thapmakoHariagy. peyenmom
6nicTepi; no 2 (BMpOGHMLTBO, BBefeHHs1 abo 3MiHU 40 y3arasibHeHUX AaHnX Npo
6nictepu y KOHTPO/1b SIKOCTI, cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHNxX
KapTOHHI Kopobui nepBuHHa Ta [aHvx Npo cuctemy apmakoHarnsgy, sMmiHa
BTOPUHHA YNaKoBKa, yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
BUNycK cepii); hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnsagy
AcTpa3eHeka M'm6X, 3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
HimeuunHa SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
(nepBuHHa Ta BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
BTOPVHHA yNakoBKa, (BK/TIIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
[L,03Bi/T Ha BUMYCK mMacTep-haiina cuctemm hapmMmakoHarnsay) - 3MiHa
cepir) KOHTaKTHOT 0CO6U 3as1BHMKA, BiANOBigaNbHOI 3a
3fificHeHHs hapmakoHarnsgy B YkpaiHi. [ponoHosaHa
pepakuisi: MNpygies JeHnc AMnTpoBuY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIANOBIAa/IbHOT 3a
3AiiCHEHHS (hapMakoHarsay
27. ATAKAHA Tabnetku no 16 ACTPA3EHEK | LBeiiuapi AcTtpa3eHeka Ab, Lseuisi/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/7620/01/01
nnoc mr/12,5 wr; no 14 A Al A Llseuis HimeuyunHa | - 3miHM Wwopo 6e3nekn/edhekTUBHOCTI Ta papMakoHarnsaay. peuenmom
Tabnetok y 6nictepi; (BpOGHMLTBO, BBefeHHst abo 3MiHM [0 y3arasibHeHVX AaHnx Npo
no 2 6nictepu B KOHTPOJ1b SIKOCTI, cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
KapTOHHIl KopooLi nepsBuHHa Ta [aHux npo cuctemy hapmakoHarnsgy, 3miHa
BTOPVHHA yNnakoBKa, yMNOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
BUMYCK Cepii); chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
AcTpa3eHeka 'M6X, 3asiBHUKA 15 3AiICHEHHSA hapMmakoHarnsgy B YkpaiHi,
HimeuunHa AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
(BMPOGHMK, BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy
BiANoOBigabHUI 3a (BK/KOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
nakyBaHHs Ta MacTep-aiina cucteMmn hapmakoHarisgy) - 3miHa
BUNYCK cepil) KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAaILHOI 3a
3piicHeHHs hapMakoHarnsgy B YkpaiHi. MponoHoBaHa
pegakuis: Mpyaies eHnc AMuTpoBuy. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOI 3a
3pjiicHeHHs1 hapmakoHarnsgy
28. ADDPUNLA rpaHynun ans [enbta LLIBeliyapi daiiH dyac eHy, ITanis BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/12718/01/01
POPT- OpasIbHOT CyCneHsil, Megiken A dapmacbioTikan3 - NOJAHHSA OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI peuenmom
HIMECYnI4 100wmr/l2rno2ry [MpomoyLLH3 H.T.M. C.IN.A. €sponelicbkili hapmakonei Ne R1-CEP 2002-046 Rev 06
cawe; no 1 abo no Al Ha A®| Himecynig Bif 3aTBEPAKEHOTO BUPOGHMKA Aitoyoi
3, abo no 6, abo no peyoBuHn AARTI DRUGS LIMITED, India, Ta sik Hacnigok
30 a6o no 999 BHeCeHHs 3MmiH g0 MKA N3y po3gini «Cknag», woao
calue, 3'efHaHuX no 3a3Hay4yeHHs MOBHOI Ha3BW BUPOOHMKa A®I: MNponoHoBaHa
TPW 3 fliHiE0 pepaxuis: AAPTI APAIC NIMITEL, IHais / AARTI DRUGS
nepdopadii, B LIMITED, India
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
KapPTOHHI KOpooLii
29. ALUENI3VH NopoLUoK ANns MNAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/2181/01/01
po3unHy Ans iH'ekuii | "Kuismegnpen "KuiBmegnpenapar” - 3MiHV BHECEHO B IHCTPYKLIitO A1 MEANYHOTO peyenmom
no1,0r; 10 apat" 3acTocyBaHHs Nikapcbkoro 3acoby Ao po3ainy "B3aemogis
oNakoHiB 3 3 iHWKMK NikapcbKMMK 3aco6amMu Ta iHLLi BUAY B3aemogiin”
NMOPOLLKOM Y (B3aemogis 3 meTamizos1oM) BiANOBIAHO A0 OHOBMEHOT
KOHTYPHIi iHchopmawii 3 6e3nekn 3aCTOCyBaHHS Ailo4ol peyoBUHU
YapyHKOBIl nikapcbkoro 3acoby (pekomeHgauii PRAC). BeefeHHs
ynakosui; no 1 3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPAKEHHS;3MiHN |
KOHTYPHIi TUMY - 3MiHW BHECEHO B IHCTPyKLil0 ANS MeQuyHOro
YapyHKOBIli ynakoBLji 3acToCcyBaHHSA NikapcbKoro 3acoby A0 po3ainis:
B nauuj "MpoTunokasaxHsa", "B3aemogis 3 iHWMMK NiKkapCbKuMum
3aco6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog BaritTHoCTi abo
rogysaHHs rpyaar” (6esneka), "Oitn" (YTOUHEHHS),
"Mo6iyHi peakwyji" BigNOBiAHO A0 OHOBMEHOI iHChopMaLii 3
6e3nekn 3acToCyBaHHA [fil040T PeYOBUHY NiKaPCbKOro
3acoby. BBefeHHSA 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS
30. ALUEPBIH po34umH no 30 M dapmaveyTiLl ABCTpist dapmaveyTile AscTpis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/10200/02/01
abo 80 mny e dabpik habpik MoHTaBIT - 3MiHM WoA0 6e3nekn/edpeKkTUBHOCTI Ta thapmakoHarnsgy peyenma
donakoHi 3 MoHTasBiT rM6X - 3MiHW BHECEHO B TEKCT MapKyBaHHSA NepBUHHOI Ta
posnuosayem; no m6X BTOPVHHOI YNakKoBOK J1iKapCbKOro 3acoby
1 donakoHy B
ynakoBLii
31. BENONEHT Kpem no 15 r a6o 30 Benyno, niku Xopsaris Benyno, nikn Ta Xopsartis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/10920/01/01
r B Ty6i; no 1 Ty6i B Ta KocMeTuKa, KOCMeTuKa, A4.4. - 3aMiHa BMpOG6HMka AdI, BiANOBiga/IbHOTO 3a peyenmom
KapTOHHI navwi a.n. LOCNIMKEHHS 3a/IMLLKOBOrO ricTamiHy B A®| reHTamiunHy
cynbat - 3aMiCTb 3aTBEPAXKEHOr0 BUPOGHMKA
BioCentrum Sp. z.0.0., MNonbLya 3anponoHOBaHW
BMpo6HUK Neotron Pharma S.p.A., ITanis
32. BENONEHT Masb Mo 15 r a6o 30 Benyno, nikun Xopsaris Benyno, nikn Ta Xopsartis BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 3a UA/10920/02/01
ry Ty6i; no 1 Ty6i B Ta KOCMeTVKa, KocmeTuka, 4.4. - 3amiHa BUpo6Huka Adl, BignoBiganbHOro 3a peyenmom
KapTOHHI navwi a.n. LOCNIMKEHHS 3a/IMLLKOBOrO ricTamiHy B A®| reHTamiunHy
cynbat - 3aMiCTb 3aTBEPAKEHOr0 BUPOGHMKA
BioCentrum Sp. z.0.0., MNonbLya 3anponoHOBaHWiA
BUpo6HUK Neotron Pharma S.p.A., ITania
33. BEPNIITIOH® KoHueHTpar gnsa BEP/IIH-XEMI | HimeuuunH Bensik ®annep HimeuunHa | BHECeHHS 3MiH [0 peecTpavliinHMx maTepiasis: 3MiHu | Tuny 3a UA/6426/01/01
300 O pPO34unHy Ana Al a dapmaceyTikan - 3BY)XEHHS AONYCTUMUX MEX Y creumdikayii Ha APl 3a peyenmom
iHcpysiid, 300 Of, Cepsicec 'M6X, NoKa3HWKOM «BbakTepiasibHi eHO0TOKCUHN»
(300 mr)/12 mn; no HimeuunHa (3anponoHoBaHo: He binbLue Hix 30 MO/r); 3MiHu | Tuny -
12 mn B amnyni; no (BTOPUHHE 3MiHa napameTpy cneuudikauii /13 "30BHilHi BUrNsSg”
5, a6o no 10 amnyn nakyBaHHs); npu BUNYyCKyY | Ha nepiof NpuaaTHOCTI. 3MiHM BHECEHO B
Y KAPTOHHIl Kopobui BEP/IIH-XEMI AT, iHCTPYKUIiI0 4151 MeAMYHOro 3acToCyBaHHA NiKapcbKoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
HimeuunHa 3acoby y p. "OCHOBHI Di3nKo-XiMi4Hi BNacTMBOCTI".
(BTOpUHHE BBefeHHs 3MiH NpoTAroM 6-T1 MicAuis nicns
nakyBaHHs, 3aTBEPMXKEHHS; 3MiHW | TUNY - BUTYYEHHS HE3HAYHOTO
KOHTPO/Ib Ta BMUMYCK napameTpa crneuudikalii roToBOro slikapcbkoro 3acoby:
cepiii); EBEP "laeHTudpikalia nponineHrnikons" npy BUNYycKy cepiii i Ha
dapma Vena MvbX, nepiog, TepmiHy npuaaTHocTi. BBefeHHs 3MiH NpoTArom 6-
Himeuunna

(BUpOBHMLTBO "in
bulk", nepsrHHe
nakyBaHHS,
KOHTPO/b cepil;
BTOPVHHE
nakyBaHHs (TiNbku
MapKyBaHHS
amnyn)); YHitakc-
dapmaroricTik
M6X, HimeuunHa
(BTOPUHHE
nakyBaHHs1)

TV MicSLiB NicNs 3aTBEPAXKEHHS; 3MiHW | TUNY - BUyYEHHS
He3Ha4yHoro napameTpa cneuudikadii roToBoro
nikapcbkoro 3acoby: "KinbkicHui BMICT eTuneHgiaminy”
npu BANYCKyY Cepiii i Ha nepiog TepMiHY NPUAATHOCTI.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuis nicns
3aTBEPMAXKEHHS; 3MiHW | TUNY - BUTYYEHHS HE3HAYHOTO
napameTpa crneuudikauii roToBOro slikapcbkoro 3acoby:
"KinbKicHUiA BMiCT nponineHraikons" npy BUNycKy cepi i
Ha nepiog, TepMiHy NpuaaTHOCTI. BBEEHHS 3MiH NpOTArom
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS;
3MiHU | TUNY - BUNYYEHHSI HE3HAYHOTO NapameTpa
cneuudikaLii roToBOro Nikapcbkoro 3acoby: "XimiuHa
yncToTa(6,8-eniTpMTiooKTaHOBA KMCN0TA)" NpU BUMYCKY
cepiii. BBefieHHs1 3MiH NpOTAroM 6-T MicAUIB nicns
3aTBEPMXKEHHS; 3MiHW | TUNY - BUTYYEHHS HE3HAYHOTO
napameTpa crneuudikalii roToBOro slikapcbkoro 3acoby:
"XimiuHa unctoTta(p -ninoesa kMcnoTa)" Npyu BUNYCKy Cepiil.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPKEHHS; 3MiHW | TUMY - BUTYYEHHS HE3HAYHOIO
napameTpa creuugikaLii roToBoro nikapcbkoro 3acooby:
"XimiuHa uncroTta (HeBiAOMI AOMILLKW, 3arasibHa KiIbKiCTb)"
npu BANYCKyY Cepiii i Ha nepiog TepMiHY NPUAATHOCTI.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMXKEHHS; 3MiHW | TUNY - BUTYYEHHS HE3HAYHOTO
napameTpa crneuudikauii roToBOro slikapcbkoro 3acoby:
"XimiuHa unctoTa (cynbpif)" Nnpyn BUNYCKy cepiit i Ha
nepiog, TepmiHy npuaaTHocTi. BBefieHHs 3MiH NpoTArom 6-
TV MIiCALIB NiCNA 3aTBEPMKEHHS; 3MiHU | TRy - 3MiHa
[OMyCTUMMX MeX napameTpa cneuyudikaLii roToBoro
NiKapcbKoro 3acoby "MexaHiuHi BKIIIOUYEHHS: BUAUMI
YacTVHKU" MpK BUMYCKY Cepiii 3 "Mpo3opui i NpakTU4HO
BifIbHWIA Bifi YacTMHOK" Ha "lMpakKTUYHO BiflbHWIA Bif
YyacTMHOK". BBeAieHHSA 3MiH NPOTAroM 6-Tu micsLiB nicns
3aTBEPKEHHS; 3MiHM | TUMY - LOMOBHEHHS cneundikauii
roTOBOro NikapcbKoro 3acoby Ha nepios TepMiHy
NpUAATHOCTI NOKa3HMKOM "MeXaHiuHi BKIYEeHHS(BUANMI
yacTku): [NpakTU4HO BiNbHWIA Big YacTUHOK". BBeaeHHs
3MiH NPOTAroM 6-Tu MICALIB NicNa 3aTBEPIKEHHS; 3MiHW |
TUMY - AOMNOBHEHHS cneuwudikauii roToBOro /ikapcbkoro
3aco6y HOBUM NOKa3HMKOM "XiMi4yHa ynctoTa (BCbOoro
[OMiLLOK(KpiM noniMepiB))" Npy BUMYCKy cepiii | Ha nepiog,
TEPMiHy npuaaTHocTi. BBegeHHs 3MiH npoTsirom 6-v
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

MICALIB MiC/1A 3aTBEPKEHHS; 3MiHW | TUMY - ONOBHEHHS
cneumdikawii roToBOro Nikapcbkoro 3aco6y HOBUM
nokasHukom "XimiuHa uncrota (N-(2-amiHoeTnn)-5-(1,2-au-
TionaH-3-un)-neHTaHamia)" npu BUMYCKy cepili i Ha nepiog,
TepMiHy npuaartHocTi. BBeAeHHA 3MiH NpoTArom 6-1u
MiCALIB MiCNA 3aTBEPL)KEHHS;
3MiHK | TUNY - JONOBHEHHSI HOBOTO METOAY BUNPOOYBaHHS
roToBOro NikapcbKoro 3acoby Ans iaeHTudikau;i,
KifIbKICHOrO BU3HAYEHHS Ta BU3HAYEHHS XIMIYHOT YNCTOTK
TIOKTOBOI KUC/OTW. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLiB
nicns 3aTBepAKeHHs; 3MiHM | TUNY - AONOBHEHHS
anbTepHaTUBHOIO NEPBUHHOIO CTAHAAPTHOrO 3paska s
{3 -ninoeBoT KMCNOTK 415 HOBOI aHaNITUYHOT METOAMNKY;
3MiHK | TUNY - 3MiHKM B yMOBax 36epiraHHs roTOBOro
niKkapcbKoro 3acoby BiAMOBIAHO 40 pe3y/bTaTiB HOBOrO
[ocnimxkeHHs dooTocTabinbHOCTI, NpeAcTaBNeHNX y po3aini
3.2.P.8. CT1abinbHicTb. TEKCT MapKyBaHHS yNakoBOK Ta
MEeTOAM KOHTPOJIt0 SAKOCTI JliKapCbKOro 3acoby BXe MiCTATb
Lie NOCUIaHHA Ha YMOBM 36epiraHHs, y 3B’A3KYy 3 YUM He
noTpebyTb OHOB/IEHHS

34.

BICAKOAVN

KpucTanivyHmi
MOPOLLIOK
(cy6eTaHuin) y
nakeTax noABiNHUX
nonieTnIeHoBUX
Ons BupobHuuTBa
HeCcTepUIbHNX
nikapcbknx hopm

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

Ykpaina

Kambpekc
Mpodhapmako
MinaHo C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- 3MiHM o cneumdikauii A®l, a came BUIYyYEHHS po3ainy
«Baxkki MeTasin»; 3MiHU | TUny - 3MiHK y MeTogax
BMNPOGYBaHHSA Y 3B’'A3KY 3 MPUBEAEHHAM iX Y
BiANOBIAHICTb A0 BUMOr E€Bponelicbkoi hapmakonei, USP
Ta MaTepianis oipMn BUPO6HKKA, & came BHECEHHI
pefakLiiiHi NpaBkn Ta yTOYHEHHS 4O PO34iNiB:
-«lgeHTudikaLis» 4ONOBHEHO METOAOM 3 BUKOPUCTAHHAM
FT-14 cnektpomeTpa Perkin Elmer Spectrum-Two 3
YHIBEPCa/IbHOK0 MPVCTABKOK MOPYLLIEHOrO NOBHOIO
BHYTPILHbOrO BigobpaxeHHs (MMBB); -«CynposigHi
[OMILLKV» [ONOBHEHO PO3YMHOM YyTAMBOCTI, 38
[,0MOMOrOH0 SKOro NePeBIpAOTb MOKA3HUK «CUTHAUT/LLYM>; -
«3a/IMLLKOBI KifIbKOCTi OpraHiyHUX PO3UYMHHUKIB»
[OMOBHEHO PO34YMHOM YyT/IMBOCTI (BYr/EL0 TeTpaxnopua
Ta 1,2-guxnopeTaH) 3a AKUM NepesipsoTb YyTMBICTb
METOAVKMN, YTOUHEHO Yacy YyTpYMyBaHHSA MeTaHosy Ta
eTunaweTary, BHECEHI Yacu BUXOAY MiKiB PO3UMHHUKIB Ta
OHOB/IEHO hOPMY Y PO3paxyHky; -«KifbkicHe
BU3HAYEHHSA» YTOYHEHO Yac XpomartorpadyBaHHs Ta
BMMOTM [10 BiIHOCHOrO CTaHAAPTHOrO BiAXUIEHHSA N'ATN
iHXKeKUili pO34MHY NOPIBHAHHSA

UA/6500/01/01

35.

BOPTEBIH

NOPOLLIOK AnS
NpUroTyBaHHsA
PO34nHy A5 iH'EKUi
no 3,5 Mr y cpniakoHi,
no 1 cpnakoHy 3

Aypo6iHao
®Papma /114,

IHAjA

HOoxia dapma
CnewieniTi3 Jlimiteq

IHAjA

BHECEHHS 3MiH 10 peecTpaviliHiX maTepianiB: TEXHIYHY
NOMWJ/IKY BUNPAaB/IEHO B APYKOBaHIl BepCii iHCTPYKLiT Ans
MeZMYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby B po3gini
"Mo6iyHi peakuii”, a came BUAAIEHHS MOBTOPHO
3a3Ha4yeHol iHpopmallii ... MO3KOBOro HepBa*, napaniy*,

3a
peyenmom

UA/18782/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
MOPOLLIKOM Y napes*, NpecuHKone, CUHAPOM YPaKeHHsI MO3KOBOTO
KapTOHHilA KopooLi cToBbypa, LepebpoBacKyApHUiA po3nag, YpaxeHHs ... "
Ta [oAaHHA NponyLieHol iHdhopmadii ... rinokcemis*,
noripLUeHHs NPOXiAHOCTI ANXasTbHUX LUSAXIB*, FiMOKCIs,
NNEBPUT*, TVKaBka, puHopes, AUCAOoHIsA, cBUCTAYE
AvxaHhs ...". [Hchopmauia 6yna npogybnsosaHa Ta
nponyLyeHa 3 TEXHIYHUX NPUYMH. 3a3HayeHe BUNpaB/eHHS
BiANOBigae MaTepianaMm peecTpauiiHoro Aockbe
36. BOPTEKCA niodpinisat gns CaH IHAain CaH IHAisA BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/17634/01/01
CAH pO34nHy Ans dapmMacbloThK dapmacbloTUKas - 3MiHM W0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnagy. | peyernmom
iH exuili no 3,5 Mr no an lHpacTpi3 IHpacTpi3 114, BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHuX Npo
1 donakoHy 3 Niviten cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
MOPOLLIKOM Y [aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa

KapTOHHIlA KOpooLi

YMOBHOBaXXEHOT 0c0o6M, BiNOBIAaNLHOT 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKa 415 34iiCHEHHA hbapMmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iICHEHHA hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
mMacTep-goaiina cuctemn hapmMakoHarnsay) - aMiHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHnX yNOBHOBaXKEHOI 0cobu, BignosiganbHOT
3a thapmakoHarnsg. BeegeHHsa agpecu
MicLie3HaxopkeHHs1 macTep-haiina cuctemu
thapmakoHarnsgy. BeeaeHHs agpecu, ae 34iNCHI0ETLCS
OCHOBHa fisifIbHICTb 3 (hapmakoHarnsgy




38

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
37. BPOHXO Kpanni ans [Op. Taiicc HimeuuunH [Op. Taiicc HimeuunHa | BHECEHHS 3MiH [0 peecTpauiiiHMX maTepiasis: 3MiHu | Tuny 6e3 UA/9794/01/01
TAINCC KPAMN/I | nepopa/ibHoro HatypBapeH a HatypBapeH Mv6X - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta thapmakoHarnagy. peyenma
3acTocyBaHHs, Nno 6X BBefeHHs1 ab0 3MiHM [0 y3araslbHeHUX AaHnx npo
30 My donakoHi- cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
KpanenbHuuj; no 1 [JaHux nNpo cuctemy chapmakoHarnsgy, 3miHa
hnakoHy- YNOBHOBaXXEHOI 0CO6U, BifiNOBIAAIbHOI 3a 3[iICHEHHS
KpanenbHuLi B chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsgy
KapTOHHIlA KopooLi 3asBHUKA N5 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BKKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
macTep-gaiina cuctemn hapMakoHarasgy) - aMmiHa
KOHTaKTHOT 0CO6M YNMOBHOBaXXEHOT 0CO6YM 3asBHMKA,
BignoBigasbHOI 3a hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuis: Pumap Makcum Biktoposuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifNoBigaNbHOI 3a
thapmakoHarnag B Ykpaini
38. BPOHXOCTOM | mactunku no 59,5 Keizga ®apma ABCTpis Bonpep HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | TUNy 6e3 UA/9915/01/01
® NACTUNKN Mr; no 10 nacTuiok m6X Ap3HeimiTTen M16X ABCTpiIs - 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0CO6U peuyenma
y 6nicTepi; no 2 & Ko.KI", Himeuunna 3a8BHMKa, BiANOBIAA/IbHOI 3a thapmakoHarnsag, B YKpaiHi.
6nictepu y (BMpOGHMLTBO, MponoHoBaHa pepakuis: faHinosa flapyca
KapTOHHIlA KOpooLi KOHTPO/1b SIKOCTI, BonogumumpisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
nepBuHHE Ta 0Cco6U YNOBHOBaXKEHOT 0COOM 3aABHMKA, BiAMNOBIAaUTbHOT
BTOPUHHE 3a hapmakoHarnag B Ykpaii
nakysaHHs); Keizga
dapma N'vbX,
ABcTpis (B1Nyck
cepii)
39. BPOHXOCTOM | po3uvH opasibHuii Ksizga ®apma ABCTpis Ksizga ®apma Mi6X ABCTpIs BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 6e3 UA/13470/01/01
® PO34MH no 150 mny 6X - 3MiHM Woa0 6e3neku/ehekTMBHOCTI Ta dhapMakoHarisay. peyenma
donakoHi; no 1 BBeneHHs abo 3MiHM [0 y3arasibHeHWX AaHnX Npo
chnakoHy y cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
KapTOHHI Kopobui 3 [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
MipHUM YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
CTaKkaH4YMKOM hapMakoHarnaay; KOHTakTHOI 0cobu 3 chapmakoHarnsgy
3asBHUKa N5 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-aiina cuctemm hapMakoHarasay) - aMmiHa
KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0CO6YM 3asBHMKA,
BignoBigasIbHOT 3a papmakoHarnsag B YkpaiHi.
MponoHoBaHa pepfakuis: JaHinosa Jlapuca
BonogumupiHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
0c06V¥ YNoBHOBaXXKEHOI 0Cc06Y 3asiBHMKA, BiANOBiAa/IbHOT
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3a thapmakoHarnag B Ykpaii
40. BPOHXOCTON | cupon no 120 mny Keizga ®apma ABCTpIs KBizga ®apma M6 X ABCTpiIs BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 6e3 UA/9915/02/01
® cupPon thnakoHi; no 1 6X - 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay. peyenma
donakoHy y BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo
KOMMNIEKTi 3 MipHUM cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnx
CTaKkaH41KoM B [aHvx Npo cuctemy apmakoHarnsgy, sMmiHa
KOpOO6Lii 3 KapTOHY yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
(BK/TIIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
mMacTep-haiina cuctemm hapmMmakoHarnsay) - 3MiHa
KOHTaKTHOT 0CO6M YNOBHOBaXEHOT 0CO6U 3as1BHYKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg B YkpaiHi.
MponoHoBaHa pepakuis: faHinosa flapvca
BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U YNOBHOBaXKEHOT 0COOM 3aABHMKA, BiAMNOBIgaUTbHOT
3a hapmakoHarnag B Ykpaii
41. BPYCTAH TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/4617/01/01
nAiBKOBOIO PapmMacboTUK PapmacboTuKan - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta thapmakoHariagy. peyenma
060/10HKOH0, M0 10 an IHgacTpi3 IHgacTpi3 Mimites BBefeHHs1 abo 3MiHU [0 y3arasibHeHUX AaHUX Npo
Tabnetok y 6nictepi; NimiTen cuctemy thapmakoHarnsgy (BBeAeHHs y3ararbHeHNxX
no 1 6nictepy B OaHuX Npo cuctemy hapmakoHarisgy, 3miHa
KapTOHHIlA KopoobLi YMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobu 3 hapmakoHarnsagy
3anBHVIKa AN 34iicHeHHs chapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI
macTep-gaiina cuctemm hapMakoHaraisay) - 3aMiHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0cobu, BiANOBiAaIbHOT
3a hapmakoHarnsg. BeegeHHs agpecu
MicLle3HaxopKeHHs1 macTep-haiina cuctemu
chapmakoHarnsgy. BeefeHHsa agpecu, fie 34iCHI0ETbCA
OCHOBHa fisifIbHICTb 3 hapmakoHarnsgy
42, BYMNPEKCOH- Tabnetkun ToBapucTBO 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/13443/01/01
3H Cy6niHrBaubHi, 2 obmexeHoto obmexeHoo TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lE- peuyenmom
mr/0,5 mr; no 10 BiANOBiAA/bHI Bi4NOBiAA/IbHICTIO cepTudikat BiANOBIAHOCTI €BpONeNChbKil
TabneTok y 6nictepi; CTIO "XapkiBcbke thapmakonei/moHorpadii. NMogaHHs HoBOro abo
no 1 a6o no 5 "XapkiBcbke hapmaueBTUyHe OHOBJ/IEHOrO cepTudikarta BifnoBsigHOCTi abo BUTyYEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
6nicTepiB y kopobLi thapmavneBTuy nignprveEMCTBO cepTudpikaTa BignoBiAHOCTI EBpoNeNiChKil thapmakonei:
3 KapTOHY He "3p0poB's Hapoay" ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMixXHOro
nignpMeEMCTBO NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI API; Ans
"300poB's [L0MNOMDKHOT peyqoBuHN (cepTudikaT BignoBigHOCTI
Hapoay" €Bponeiicbkili hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BUPO6HMKA (3aMiHa abo [JONOBHEHHS) - BBEAEHHSA
HoBOro BUpo6Huka A®| BynpeHopdiHy rigpoxnopuay
Rusan Pharma Ltd., India i3 HagaHHAM CepTudikaTa
BifnoBigHOCTI €Bponelickkilt hapmakonei RO-CEP 2017-
228-Rev 00 3 BignosigHumu 3mMiHamuy B cneyudikauii Ta
aHasNiTUYHMX MeTOoAMKaX 3a NoKasHNKamu: «3a/IULLKOBI
KifIbKOCTi OpraHiYHnX PO3UYMHHUKIBY», «lManagiii».
3arBepmkeHo: Macfarlan Smith Limited, United Kingdom,
AREVIPHARMA GMBH, Germany. 3anponoHoBaHo:
Macfarlan Smith Limited, United Kingdom,
AREVIPHARMA GMBH, Germany, Rusan Pharma Ltd.,
India
43. BYMNPEKCOH- TabneTtkn ToBapucTBO 3 YKpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHnx martepianis: 3MiHu | 3a UA/13443/01/02
3H cy6niHreasnbHi, 8 obmexeHo obmexeHo Tuny - 3MiHN 3 skocTi. CepTudikaT BignosigHocTi/l E- peyenmom
Mmr/2 mr; no 10 BiANOBiAa/bHI BiANOBIAANILHICTIO cepTudikaT BignoBigHOCTI EBponeiickkiii
TabneTtok y 6nictepi; cTHO "XapkiBcbke hapmakonei/moHorpadii. NMogaHHs HoBoro abo
no 1l a6omno5 "XapkiBcbke thapmaueBTUYHe OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
6nictepiB y Kopobui hapmaveBTny nignNpPUEMCTBO cepTudpikaTa BifnNoBiAHOCTI EBpoNeiiChKiit hapmakonei:
3 KapTOHY He "30poB's Hapoay" ana A®l; ans BuxigHoro marepiany/peareHTy/npoMixHOro
nigNpreMcTBO NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; ans
"3p0poB'a [LOMOMDKHOT peyoBUHM (cepTudikaT BiANOBILHOCTI
Hapogay" €Bponeiicbki thapmakonei) - Hosuin ceptudikaT Big,
HOBOroO BMPOGHUKa (3aMiHa abo JOMOBHEHHS) - BBeAEHHSA
HOBOro BMpo6Huka AP| BynpeHopdiHy rigpoxnopuay
Rusan Pharma Ltd., India i3 HagaHHaMm CepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei RO-CEP 2017-
228-Rev 00 3 BignoBigHUMM 3MiHaMy B cneyudikauii Ta
aHaNiTUYHNX METOAVKaX 3a MOKa3HNKaMU: «3asTNLLKOBI
KiNIbKOCTi OpraHiyHuX po34MHHUKIB», «[Managin».
3arBepaxeHo: Macfarlan Smith Limited, United Kingdom,
AREVIPHARMA GMBH, Germany. 3anponoHoBaHo:
Macfarlan Smith Limited, United Kingdom,
AREVIPHARMA GMBH, Germany, Rusan Pharma Ltd.,
India
44. BAJIMICAP 160 | Tabnetku, BKpUTI Makneopc IHAjA Makneopc IHAjA BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/16186/01/03
nNiBKOBOIO dPapmacboTUK dapmacboTukanc - 3MiHK Wopao 6e3nekn/eddeKkTUBHOCTI Ta hapmakoHarnagy. peuenmom
060n10HKOI0, No 160 anc Nimiteq Nimiten BBefeHHst abo 3MiHM [0 y3arasibHeHWX AaHnx Nnpo
mr, no 30 Tabnetok cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
y chnakoHi; no 1 [aHux npo cuctemy hapmakoHarnsgy, 3miHa
chnakoHy B yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
KapTOHHIA KOpo6L; chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
no 90 TabneTok y 3asiBHUKA 415 3AiICHEHHSA hapmakoHarnsgy B YkpaiHi,
chnakoHi; no 1 SKLLIO BOHA BigMiHHA Bifj yNOBHOBaXKeEHOT 0cobwm,
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
chnakoHy B BiANOBIA&UIbHOI 3a 34iiCHEHHS hapmakoHarnsgy
KapTOHHI KopobLyj; (BKKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
no 10 TabneTtok y macTep-gaiina cuctemn hapmMakoHarasgy) - aMmiHa
6nicTepi; no 1 a6o 3 YMOBHOBaXEHOI 0C06YM 3aABHMKa, BigNoBigabHOI 3a
6nictepu y 3[jlicHeHHs1 hapmMakoHaraay: MponoHoBaHa pefakuis:
KapTOHHIlA KopooLi Dr. Ashish Mungantiwar. 3miHa KOHTaKTHUX AaHWX
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy. 3MiHa KOHTaKTHOT 0cobm
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi: [ponoHoBaHa
pepakuis: Kyumba TeTaHa BacuniBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COBM 3asiBHUKA,
BiANOBIAANbHOI 3a 34iliCHEHHA hapmakoHarnagy B
YkpaiHi. 3MiHa HoOMepa macTep-thaiina cuctemm
hapmakoHarnsagy
45, BAJIMICAP 320 | Ttabnetku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny 3a UA/16186/01/04
NNiBKOBOO dapmacboTUK $apmacbloTukanc - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta thapmakoHariagy. peuenmom
o60noHkoto, no 320 anc Nimiteq Nimiten BBefeHHss abo 3MiHn [0 y3arasibHeHUX AaHnx npo
mr, no 30 TabneTok cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHux
y chnakoHi; no 1 [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
chnakoHy B YMNOBHOB&XeHOT 0co6M, BifNOBIAaNbHOT 3a 34iACHEHHS
KapTOHHI kopo6Lyj; chapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
no 90 TabneTok y 3asiBHUKA 151 3AiACHEHHSA hapMmakoHarnsgy B YkpaiHi,
thnakoHi; no 1 AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
chnakoHy B BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay
KapTOHHI Kopo6Lyj; (BK/IKOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
no 10 TabneTtok y mMacTep-haiina cucteMmn hapmakoHarisgy) - 3miHa
6nicTepi; no 1 a6o 3 YMOBHOBaXEHOI 0C06YM 3aABHWKa, BigNoBigabHOT 3a
6nictepu y 3[jicHeHHs1 hapMakoHarisay: MponoHoBaHa pefakuis:
KapTOHHI KOpoobLyi Dr. Ashish Mungantiwar. 3miHa KOHTaKTHUX AaHWX
yMOBHOB&XeHOT 0cobu, BigNoBiAanNbHOT 3a 34iACHEHHS
thapmakoHarnsgy. 3miHa KOHTakTHOT 0cobu
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgNOBigabHOI 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi: [ponoHoBaHa
pepakuis: Kyumba TeTaHa BacuniBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0CO6M 3asiBHUKA,
BiANOBIAANLHOI 3a 34ilicCHEHHA hapmakoHarnagy B
YkpaiHi. 3MiHa HOMepa mMacTep-thaiina cuctemm
hapmakoHarnagy
46. BAJIMICAP 40 TabneTku, BKpUTI Makneopc IHAjA Makneopc IHAjA BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/16186/01/01
nNiBKOBOIO dPapmacboTUK dapmacboTukanc - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy. peuenmom
o060n0Hkoto, no 40 anc Nimiteq Nimiten BBefeHHst abo 3MiHM [0 y3arasibHeHWX AaHnx Nnpo

mr, no 30 TabneTok
y chnakoHi, no 1

onakoHy y
KapPTOHHI ynakoBLi;

cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHuX
[aHux nNpo cucTemy chapmakoHarnsgy, 3miHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnsagy
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 10 Tabnetok y 3asBHUKa 415 34iICHEHHA hbapMakoHarnsay B YkpaiHi,
6nicTepi, no 1 a6o 3 AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
6nictepu y BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy
KapTOHHI KopoobLi (BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
macTep-gaiina cuctemm hapMakoHarnsay) - aMmiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
3AjicHeHHs1 hapmakoHariaay: MponoHoBaHa pefakuis:
Dr. Ashish Mungantiwar. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXXEHOI 0CO6U, BiiNOBIAAIbHOI 3a 3[iICHEHHS
thapmakoHarnagy. 3MiHa KOHTaKTHOT 0cobum
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifgNoBigaNbHOI 3a
3ailicHeHHA hapMakoHarnsgy B YkpaiHi: MponoHoBaHa
pepakuis: Kyumba TeTsaHa BacuniBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6y YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiZJNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnaay B
YkpaiHi. 3MiHa HoOMepa macTep-thaiina cuctemm
thapmakoHarnsgy
47. BAJIMICAP 80 TabneTkn, BKPUTI Makneopc IHais Makneopc IHais BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/16186/01/02
N/1iBKOBOIO dapmacboThK dapmacbloTrkKanc - 3MiHM Woao 6e3neku/ehekTVBHOCTI Ta dhapmakoHarnagy. | peyenmom
060/10HKO10, M0 80 anc Nimiteq Nimitepn BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX Npo
mr, no 30 TabneTok cuctemy thapmakoHarnsgy (BBeAeHHs y3aralbHeHNX
y hnakoHi; no 1 [AaHvX Npo cuctemy dapmakoHarnsgy, sMmiHa
donakoHy B YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
KapTOHHI Kopo6Lyj; thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
no 90 Tabnetok y 3asBHUKa 415 34iICHEHHA hbapMmakoHarnsay B YkpaiHi,
donakoHi; no 1 AKLLO BOHA BiAMiHHA Bif YyNOBHOBaXKeHOI ocobu,
chnakoHy B BiANOBIAa/IbHOI 3a 34iICHEHHA hapmakoHarnsgy
KapTOHHI kopo6Lyj; (BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
no 10 TabneTtok y mMacTep-goaiina cuctemn hapmMakoHarnsay) - aMiHa
6nictepi; no 1 a6o 3 YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNOBigabHOI 3a
6nictepu y 3AjicHeHHs hapmakoHariaay: MponoHoBaHa pefakuis:
KapTOHHIlA KOpooLi Dr. Ashish Mungantiwar. 3mMiHa KOHTaKTHUX JaHuX
YNOBHOB&XeHOT 0CObM, BifNOBIAaNbHOT 3a 34iACHEHHS
thapmakoHarnsgy. 3MiHa KOHTaKTHOT 0cobm
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBigaNbHOI 3a
3fificHeHHs hapmakoHarnsgy B YkpaiHi: MponoHosaHa
pepakuis: Kyumba TeTsaHa BacuniBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6y YNOBHOBaXXEHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOT 32 34iCHEHHSA hapmakoHarnsay B
YkpaiHi. 3MiHa HoOMepa macTep-thaiina cuctemm
thapmakoHarnsgy
48. BAPITPUKC™ | | niodpinizat gns nakcoCmitKn Benuka nakcoCmiTKNsiiH Benbris BHECEHHS 3MiH 40 peecTpaLiliHnX MaTtepiasis: 3miHu Il 3a UA/15966/01/01
VARILRIX™ pO34nHYy ANA iH'EKUil AH ExkcnopT BpuTaHis Bionogxikan3 C.A. TUMy - 3MiHa MeTOoAY BUNPOGYBaHHS FOTOBOTO JlikapCbKOro peyenmom
BAKUWHA ANA | y dnakoHi no 1 gosi NimiTen 3acoby 3a nokasHukoM «laeHTtudikauis» (ldentity).
MPO®ITAKTUK | Ta po3umHHUK (BoAa 3anponoHoBaHo: ldentity: Quantitative-Polymerase Chain
W BITPAHOI Ans iv‘exuini) no 0,5 Reaction (Q-PCR). TepMiH BBEEHHS 3MiH - NPOTArom 6
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BICMN XXBA mn B amnysi Nel MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHM Il Tuny - 3MiHa meToay
ATEHYNOBAH ab6o nonepeaHbLO BMNPOGYBaHHS 3a NokasHUKOM «laeHTudikauis» (ldentity),
A HanoBHeHOMY AKUIA BUKOHYETLCS Ha eTanax BUPOGHULTBA Ajito4oi
wnpuui Nel B peyoBuH Single Harvest Ta Virus pool. 3anponoHoBaHo:
KOMMNIEKTi 3 IBOMa Identity: Quantitative-Polymerase Chain Reaction (Q-
ronkamu a6o no 100 PCR). TepMiH BBeAEHHS 3MiH - MIPOTAroM 6 MicALiB nicns
chnakoHiB Ta 100 3aTBEpAKEHHS
avnyn 3
PO3YMHHMKOM B
OKpeMmnx Kopobkax
49, BEHOrFEMNAHO renb no 40 r y Ty6i; My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/16813/01/01
11000 no 1 Ty6i B nauui aKuioHepHe aKuioHepHe - BUIyYeHHs 3i cneumndikavii APl BeHOpyTUHON NOKa3HWKIB peyenma
TOBapUCTBO TOBapUCTBO "Cynbatn" Ta "Baxki MeTtanu" 3 BignoBiAHUMM
"HaykoBo- "HaykoBo- MeToAamMu BUNPOOYBaHHS; 3MiHU | TUMNY - BHECEHHS 3MiH
BMPOGHNYNIA BVMPOGHWYMNIA LEHTP Ao cneumndikauii A®l BeHopyTuHos, 3okpema: - 3a
LeHTp "BopLuariBCcbkuii NOKa3HWKOM "Onnc” BUTyHEHO XapaKTepUCTUKY OO
"BopLuariscbk XiMiKo- rirpOCKONIYHOCTI; - 3@ NOKa3HUKOM "KOMMNOHEHTHWIA cknag,
N4 XiMiKo- hapmaLeBTUYHNI O-(B-rigpokcuneTnn)- pyTo3ngis i pyTUH" YTOYHEHHS
thapmavneBTuy 3aBog" KpUTepiiB NPUAHATHOCTI BiANOBIAHO A0 METOAVKN
HKi1 3aBoa” BMNPOBYBaHHS; - 3a NOKasHUKamu "laeHTudikadis.
hnaBoHOIAN", "3a/TMLLKOBI KifIbKOCTi OpraHivyHmnX
pO34MHHKKIB", "po30picTb po3unHy", "HaTtpito xnopug”,
"CynbaTtHa 301a" - BBEAEHHS NepioaNYHOCTI KOHTPOSIHO:
KOHTPO/IIOK0Th MEpPLLY Ta KOXHY M'ATY Cepito MOTOYHOro
POKy"; 3MiHU | TUMY - BHECEHHS 3MiH IO METOAB
BUNpo6yBaHHsA A®| BeHopyTnHOA, 30Kpema: 3a
MOKa3HNKOM "3a/INLLIKOBI KifIbKOCTi OpraHivyHmnX
PO3YMHHVKIB" - 06'€AHAHO METOANKN BU3HAUYEHHSA eTaHosy
Ta eTUNEH/IKOM0, OCKINIbKM 3a3HaUYEHi OrpaHiyHi
PO3YMHHUKM MOXHa BM3HAYaTU METOAO0M ra3oBoi
Xpomatorpadiito, ToMy po3pobnemy yHidoikoBaHy
MeTOAMKY; 3MiHU | TUNY - BHECEHHSA 3MiH 4O METOAiB
BMNPOGYyBaHHs A®| BeHOpyT1HON, 30Kpema: 3a
nokasHukom "KomMnoHeHTHui cknag O-(B-rigpokcueTwn)
pyTO3UAIB | pyTUH" - 3MIHEHO XpoMaTorpaddiyHy KOMIOHKY Ta
BHECEHO AEeMOHCTPaLiliHy XpoMaTorpamy
50. BEPAMNAMIN- PO34MH A5 iH'EKLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/3582/02/01
AAPHNLA 2,5 mMr/mn; no 2 Mn B "®apmaueBTn "®GapmaueBTnyHa - BHECEHHS 3MiH 0 cneuundikauii 13 3a NoKa3HUKOM peyernmom
amnyni; no 5 amnyn YyHa hipma ipma "OapHuus" "NpaenTndikauis B", a came: BUNyYeHHs igeHTUdikauii Ha
Y KOHTYpHili "fapHuua” xnopuau;
YapyHKoBIl 3MiHK | TNy - nepeknag 3atsepapxeHnx MKA Ha
ynakosLi; no 2 NiKapcbKniA 3acib 3 poCiincbKoi Ha YKpaiHCbKy MOBY. Y
KOHTYPHI YapyHKOBI 3B'AA3KY 3 LM BHOCATLCA 3MiHU A0 po34iniB: «Onuc»,
ynakoBKM B nadi; no «lpeHTudpikauis A», «Mpo3opicTb», «KOIbOPOBICTb»,
2 mMn B amnyni; no «pH», «CynpoBigHi f4OMiwKn», «O6’eM, L0 BUTAraeTbCA»,
10 amnyny «MexaHiYHi BKTYEHH:», «CTepu/bHICTb», «bakTepiaibHi
KOHTYpHilA €HAO0TOKCUHW», «KifbKiCHE BU3HAYEHHS», «YMOBM
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
YapyHKOBIl 36epiraHHs», «TepMiH NpUAaTHOCTI»; 3MiHW | TuMy -
ynakosLi; no 1 [OONOBHEHHS cnevmdikayii HOBYM NOKa3HNKOM 3
KOHTYpHiIlA BiANOBIAHUM METOA0M BMNPOGYBaHHS, a came: BHECEHO
YapyHKOBIli ynakoBLyi ineHTVdikaLilo Ha Bepanamin NokasHUKoM «laeHTudikauyis
B nauLii B» (fAkicHa peakuif). [itova pegakuis MaeHTudmkaumus B.
PactBop npenapata gaet peakuuto (a) Ha xnopuabl.(FdY,
2.3.1) NponoHoBaHa pefakuis laeHTudikauis B. AkicHa
peaxuisi. (BisyasibHO); 3MiHV | TUNY - BHECEHHSA 3MiH 0
cneuudikaLii Ha Hepo3sgacoBaHy NPOAYKLi0 A0 po34iny
"loeHTudikayis”, a came: 3amiHa igeHTudikalii Ha
X0puay GinbLU KOPEKTHOK METOAMKOK- ifeHTUiKaLlieo
Ha Bepanamin
51. BEPIOCTUH TabneTkv no 8 Mr no CaH IHAaia CaH IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/12034/01/01
10 TabneTok y dapmacboTUK dapmacboTukan - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta thapmakoHariagy. peuenmom
6nicTepi, no 3 an Ilngactpis IHpacTpi3 Nimiteq BBefeHHs abo 3MiHn [0 y3arasibHeHUX AaHnx npo
6nictepu B Niviten cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHNX
KapTOHHIlA KOpooLi [aHux npo cuctemy hapmakoHarnsagy, 3amiHa
YMOBHOB&XeHOT 0CO6M, BifNOBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3asiBHUKA 151 3AiACHEHHSA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay
(BK/IKOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
mMacTep-haiina cucteMm hapmakoHarisgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3aABHMKA, BigNoBigabHOT 3a
hapmakoHarnsg.
MponoHosaHa pepgakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXXEHOI 0cobu, BignosigansHoT
3a thapmakoHarnsg. BeegeHHsa agpecu
MiCLie3HaxXoMKeHHsA MacTep-haiina cucremm
chapmakoHarnsgy. BeegeHHs agpecu, e 34iCHI0ETbCA
OCHOBHa iSiNbHICTb 3 (hapmakoHarnsgy
52. BEPIOCTUH Tabnetkv no 16 mr CaH IHAaia CaH IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/12034/01/02
no 10 TabneTtok y dapmMacbloThK dapmacbloTuKas - 3MiHM Woo 6e3nekn/edekTMBHOCTI Ta hapMakoHarniagy. | peyernmom
6nictepi, no 3 an lHpacTpi3 IHaacTpi3 Mimites BBeneHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
6nictepu B Niviten cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX

KapTOHHIA Kopoo6Li

[aHux nNpo cucTemy chapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT ocobu 3 chapmakoHarnsgy
3asBHUKa N5 34iICHEHHA hapmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-gaiina cuctemm hapMakoHarasay) - aMmiHa
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
hapmakoHarnsg.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHWX YMOBHOBaXEHOI 0co6y, BifnoBiAansHOT
3a (hapmakoHarnsg. BeegeHHs agpecu
MicLe3HaxoMKeHHs1 MacTep-haiina cucremm
chapmakoHarnsgy. BeefeHHsa agpecu, Ae 34iCHI0ETbCA
OCHOBHa fjisifIbHICTb 3 (hapmakoHarnsagy
53. BEPIOCTUH Tabnetkv no 24 mr CaH IHAaia CaH IHAis BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny 3a UA/12034/01/03
no 10 TabneTtok y dapmacboTUK dapmacbloTukan - 3MiHU Woao 6e3nekn/eddekTUBHOCTI Ta thapmakoHarnagy. peuenmom
6nicTepi, no 3 an Ilngactpis IHpacTpi3 Nimiteq BBefeHHss abo 3MiHn [0 y3arasibHeHUX AaHnx npo
6nictepu B Niviten cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHNX
KapTOHHIlA KOpooLi [aHux npo cuctemy hapmakoHarnsgy, 3miHa
YMNOBHOB&XeHOT 0CO6M, BifNOBIAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3asiBHUKA 151 3AiACHEHHA hapMakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay
(BK/KOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
mMacTep-haiina cucteMmn hapmakoHarisgy) - 3miHa
YMOBHOBaXEHOI 0C06YM 3a8BHMKA, BigNoBigabHOT 3a
hapmakoHarnsg.
MponoHosaHa pegakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXXEHOI 0cobu, BignoBiganbHoT
3a thapmakoHarnsg. BeegeHHsa agpecu
MiCLie3HaxoMKeHHs MacTep-haiina cucremm
hapmakoHarnsgy. BeegeHHs agpecu, e 34iCHI0ETbCA
OCHOBHa AiSNbHICTb 3 (hapmakoHarnsagy
54. BIHNOLIETUH- Tabnetkv no 5 mr no TOB Ykpaina TOB "AcTpachapm” Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny 3a UA/5622/01/01
ACTPA®APM 10 TabneTok y "AcTpadapm” - MO4AHHS HOBOTO cepTudikaTy BiANOBIAHOCTI peyenmom
6nictepi; no 2, abo €Bponeiicbkili hapmakonei gns gikyoi pevyoBnHN
no 3, abo no 5 BIHNOLETUHY, Bif, HOBOro BUPOOHMKa Linnea S.A.,
6nicTepiB y kopobLi Switzerland, B sikoro HasiBHUIA CepTudikaTt BiAMNoBIgHOCTI
3 KapTOHY €sponelicbkiin hapmakonei Ne RO-CEP 2016-251-Rev 00
(3amiHa BnpobHuka A®| «Quad Lifesciences Pvt. Ltd»,
IHAis)
55. BITANINIA KOHLeHTpaT ans PpeseHiyc HimeuyunH PpeseHiyc Kabi Ab Lsewis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TUny 3a UA/16590/01/01
PO34nHy ANns Kabi a - MOAAHHSI OHOBJ/IEHOIO cepTudpikaTa BiANoOBIAHOCTI peyenmom
iHcpysiiA; no 10 mn y Loiunang €sponelicbkiin hapmakonei Ne R1-CEP 2003-085-Rev 05
CKMSAHI amnyni; no 6X ana A®| chitomeHagioHy Bif, BXe 3aTBEpPIKEHOr0
10 amnyny BMpo6HMKa DSM Nutritional Products Ltd., y Hacnigok
KapTOHHI KOpO6L OHOB/IEHHA METOAMKN BU3HAYEHHS 33 MOKA3HUKOM
«3a/IMLLKOBA KifbKICTb OpraHiyHUX PO3UYUHHUKIB»
56. BITANINIA ANA | koHueHTpaT ans ®peseHiyc HimeuuunH ®peseHiyc Kabi Ab. LLseuis BHECEHHS 3MiH 0 peecTpavuiliHix martepianis: 3MiHu | Tuny 3a UA/16591/01/01
DITEA pPO34uHy Ans Kabi a - NOAAHHS OHOBJIEHOIO cepTudikaTa BiAnoBiAHOCTI

peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
iHcpysiiA; no 10 mn y [Joiunang €sponelicbkinn hapmakonei Ne R1-CEP 2003-085-Rev 05
CKNsHil amnyni; no M6X onsa A®I chiTomeHaioHy Bif, Bxe 3aTBepAeHoro
10 amnyny BMpo6HMKa DSM Nutritional Products Ltd., y Hacnigok
KapTOHHI KOpO6L OHOB/IEHHA METOAMNKN BU3HAYEHHS 33 MOKA3HUKOM
«3a/IMLLKOBA KiNIbKICTb OpraHiyHNX pO34NHHUKIB»
57. FANA30/IH® cnpeii HasanbHWiA, BapLuascbkuii Monbwa BMPOGHMLTBO, Monbwa BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 6e3 UA/16346/01/01
KOMBI po3unH, (1,0 mr + thapmavneBTuy nepBrHHE Ta - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peyenma
50,0 mr)/mn; no 10 HWi1 3aBOf BTOPWHHE afpecy Micus NPoBaMKEHHS AiiSIbHOCTI
My chriakoHi- Monbpa AT nakyBaHHs1, BMPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
KpanesnbHuui; no 1 KOHTPO/Ib Ta BMUMYCK BK/IIOUAIOUY AiNbHULj BUNYCKY cepil abo micue
donakoHy 3 cepit: NPoBeAEeHHS KOHTPOIO AKOCTI. (4isANbHICTb, 3a AKY
PO34YMHOM Y KOPOObL dapmaueBTUYHNI BiANoOBiga€e BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPIiA)
KapTOHHIiA 3aB0j, - 3MiHa Ha3BW BMpoGHYKa 13, BigNoBiganbLHOrO 3a
"MONTb®APMA" BMPOOHULITBO, NEPBMHHE Ta BTOPUHHE MaKyBaHHS,
C.A. Biggin MepaHa KOHTPO/Ib Ta BUMYCK Cepii, 6e3 3MiHM MicLa BUPOGHMLTBA.
B Cepaggsi, Monbwa; 3MiHU B IHCTPYKUIiT 4719 MEANYHOIO 3aCTOCYBaHHA y p.
KOHTPO/1b Ta BUMYCK "BUPOBHMK" 3 BIANOBIAHUMU 3MIHAMW Y TEKCTi MapKyBaHHS
cepii: yNakoBKM NikapcbKoro 3acoby. BBegeHHA 3MiH NPOTAromM
BapLuaBcbkuii 6-TV MiCALIB MiC/1A 3aTBEPAXKEHHS
hapmaLeBTUYHNIA
3aBog Monbgha AT,
MonbLia
58. FANA30MIH® cnpeii HazasbHUiA, BapLuaBcbkuii Monbwa BUPOGHMLTBO, Monbwa BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/16346/01/02
KOMBI po3uwnH, (0,5 mr + thapmavueBTny nepBuHHe Ta - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo peyenma
50,0 mr)/mn; no 10 HWIA 3aBOf, BTOPWHHE agpecy Micus NpoBaKEHHS AisNIbHOCTI
My chrakoHi- Monbpa AT nakyBaHHs, BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
KpanenbHuui; no 1 KOHTPO/1b Ta BUMYCK BK/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
onakony 3 cepit: NpoBeAeHHSA KOHTPOJIK0 AKOCTI. (4isANbHICTb, 3@ AKY
PO34YMHOM Y KOPOOLL dapmauleBTUYHNI BiANOBIAA€e BUPOGHMK/IMNOPTEp, BKIOUAKOUM BUMYCK CEPiid)
KapTOHHIN 3aBoj, - 3MiHa Ha3BW BMpo6HUKa /13, BignoBigabHOro 3a
"MONb®APMA" BMPOOHULITBO, MEPBUHHE Ta BTOPUHHE NaKyBaHHS,
C.A. Bigzin MegaHa KOHTPONb Ta BUMYCK cepii, 6e3 3MiH1 Micus BUpo6HMLUTBA.
B Cepaggsi, Monbua; 3MiHU B IHCTPYKUIiT 4719 MEANYHOIO 3aCTOCYBaHHA Y p.
KOHTPO/b Ta BUMYCK "BMpO6GHMK" 3 BIAMOBIAHUMW 3MiHAMW Y TEKCTi MapKyBaHHS
cepit: yrnakoBKW NikapcbKoro 3acoby. BBeAeHHs 3MiH NPOTAromM
BapLuaBcbkuii 6-TV MiCALIB MiCNA 3aTBEPAKEHHS
hapmaLeBTUYHNIA
3aBog Monbgha AT,
MonbLla
59. FEKCABIT apaxe, no 50 gpaxe AT Ykpaina AT "KMUIBCbKUIA Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 6e3 UA/4914/01/01
Y KOHTelHepax "KNIBCbKWN BITAMIHHAIA TUMYy - 3MiHa NOB’A3aHa 3i 3MiHOK BMPOBGHNYOI AiNbHUL Bif, peyenma
(6aHoukax); no 1 kr BITAMIHHUIA 3ABOL" BXe 3aTBepAKEHOro BUpobHuka TiamiHy rigpoxnopugy
Opaxe B naketi 3ABO4" «Huazhong Pharmaceutical Co., Ltd.», China
nonieTueHosomy (3aTBepmxeHa BUpobHuya ainbHuuA: No. 71 West
noABginHomy Chunyuan Road, Xiangyang, Hubei, China;
3anponoHoBaHa BUpobHuYa AinbHuuaA: No. 118 Xianshan
Road, Xiangyang City, Hubei Province). Cy6cTaHuis
TiamiHy rigpoxsio0puz 3 HOBOI Ta 3aTBEPAKEHOT
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMPOGHNYMX AiNbHULL Ma€E CyMipHi CNoci6 BUpoOHNLTBA
Ta onnc MeToay CUHTe3y
60. FEONTPAN® NOPOLLOK A660TT HimeuumH Bionogxici Itanis ITanis/ BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/6993/02/02
niodpinizoBaHuii Ans NabopaTopis a Na6opatopis C.P.J1., ®paHuia/ - HE3HAYHI 3MiHM B METOAUKY BUNPOOYyBaHHS 3a peyenmom
pO34nHY AN iH'eKUl m6X ITania Ipevis nokasHukamu «lgeHTudpikauisi, BU3Ha4eHHs KinbkicHOro
no 500 mr, 5 (BpoO6HMLTBO, BMICTY afleMETIOHIHY | BU3HA4Y€HHSI BMICTY MPOAYKTIB
CKNSIHWX (h1aKoHIB 3 nepBuHHE po3naay (kpim FfomMocepuHy i 2-aMiHo-4-6yTUPONaKToHY)»
NOpPOLLKOM nakyBaHHs Ta ona N3 (metog BEPX, € 2.2.29). BBeeHHA 3MiH
niogpinizosaHum Ta 5 KOHTPO/b AKOCTI NpoTArom 3-x MicsILiB NicNsA 3aTBEPAYKEHHS
amnyn 3 ropotuka
PO3YMHHMKOM (L- niocpinizoBaHoro;
Ni3NH, HaTPIto BTOPVHHE
rigpokcua, Boga ans nakyBaHHs,

iH'ekuill) no 5 mn B
KOHTYPHIi
YapyHKOBIl
ynakoBL,
3anevaraHivi
a/TIOMIHIEBOIO
onbroto; no 1
KOHTYPHIi
YapyHKOBIli ynakoBLyi
Y KapTOHHIi1 kopobui

KOHTPO/Ib AKOCTi Ta
BUMYCK Cepiii
roTOBOro
nikapcbKoro
3acoby); bionogxici
ITanis laboparopi3
C.P.N., Itania
(BpO6HMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b AKOCTI
PO34YMNHHMKA);
Lendapm CeH Pewmi,
®paHuis
(BMpOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/b SKOCTI
nopoLuka
niocpinizoBaHoro;
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SKOCTi Ta
BUMYCK Cepiii
roToBOro
nikapcbkoro
3acoby); damap
A.B.E. Animoc
MnaHT 63, ByN. Ar.
LimiTpiy, Mpeuis
(BUPOBHMLTBO,
nepBuHHe
nakyBaHHs,
KOHTPO/Ib SIKOCTi Ta
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BUMYCK Cepiii
po34mHHYKKa in bulk)
61. FEPBAMAKC cupon no 150 mny Kaccenna-ven | HimeuunH Knoctepchpay HimeuunHa BHECEHHS 3MiH 40 peecTpaLliinHux MmaTepiasis: 6e3 UA/15165/01/01
cupon chnakoHi; no 1 v6X & Ko. KI a Bepnin T'M6X, BMMNpPaB/IEHO TEXHIYHY MOMUIIKY Y TEKCTi MapKyBaHHS peyenma
onakoHy 3 HimeuunHa yNakoBKM NiKapcbKoro 3acoby, a caMme BHeCEHO oanHuLI S
[03yBa/TbHUM (BpoO6HMLTBO, Ta BUTyYEHO OHOro 3 BUPOBHWKIB NiKapCbKOro 3acoby,
CTakaH4MKoM y aHaniTnyHe Lo 6yno 3aTBepaxeHo Hakazom MO3 Ne 2854 Big,
KapTOHHIlA KOpooLi TEeCTyBaHHS, 10.12.2020 p. Ta He BpaxoBaHO Nig, yac npoesypu
nepBrHHE Ta nepepeectpauii
BTOPVHHE
nakyBaHHs, BUMYyCK
cepii)
62. rNIATUNIH PO34MH A5 iH'EKLN, ITAN®PAPMAK ITanis ITancapmako C.n.A. ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/2196/01/01
1000 mr/4 mn; no 4 O C.n.A. - 3MiHK Wopao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy. peuenmom
M B amnyni; no 3 BBegeHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
amnysn y cuctemy dhapmakoHarnagy (BBeAeHHs y3arasibHeHnx
nnacTyKoBoMy [aHux nNpo cucTemy chapmakoHarnsgy, 3mMiHa
KOHTeliHepi; no 1 yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
KOHTelHepy B chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
Kopo6Li 3 KapTOHY 3asiBHUKA 415 3AiICHEHHSA hapmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy
(BK/KOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
mMacTep-aiina cucteMmn hapmakoHarisgy) - 3miHa
KOHTaKTHOT 0CO6M YMOBHOBaXEHOT 0CO6Y 3asBHMKA,
BigNoBiAasIbHOI 3a hapMakoHarnsag B YkpaiHi.
MponoHoBaHa pepgakuis: Mopinvk Aptem Bonognmuposuy.
3MiHa KOHTaKTHMUX JaHUX KOHTaKTHOI 0cobm
YNOBHOB&XXEHOT 0CO6U 3asBHMKa, Bi4NoOBigaNbHOI 3a
thapmakoHarnag B YkpaiHi
63. FNIATUNIH Kancynu m'ski no ITAN®PAPMAK ITanis ITandgapmako ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/2196/02/01
400 wr; no 14 O C.n.A. C.n.A, ltania - 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapmakoHariaay. peuyenmom
Kancyn y énictepi; (BignoBigasbHUiA 3a BBegeHHs abo 3MiHM [0 y3arasibHeHVX AaHNX Npo
no 1 6nictepy B nepBuHHE, cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHux
Kopobui BTOPUHHE [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
nakyBaHHs1, YMOBHOBaXXEHOI 0COOM, BifnoBigaIbHOI 3a 34iACHEHHS

KOHTPO/b Ta BUNYCK
cepii); KataneHt
Itani C.N.A. , ITanis
(BignoBigansbHWii 3a
BMPOGHMLTBO
Hepo3g)acoBaHol
npoayKuir)

chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnagy
3asBHUKa 419 34iliCHeHHs hbapmakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
mMacTep-aiina cucteMm hapmakoHarisgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOY 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis: Mopinvk Aptem Bonogmmmposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
YMOBHOBaXEHOI 0C06YM 3aABHMKa, BigNoBigabHOI 3a
thapMakoHarnsag B YkpaiHi
64. rMIATOH® Kancysm mM'ski no AT "®apmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/14536/01/01
400 wr, no 10 - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3miHK y peyenmom
Kancyn y énictepi; BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkIYaroum gianasoH
no 3 abo 6 6nictepis pO3Mipy cepii) roToBOro nikapcbkoro 3acoby (36iNbLUeHHst
y nauui 40 10 pasiB MOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) -
BBEJEHHS [04ATKOBMX PO3MIpIB cepii roToBOro
nikapcbKoro 3acoby. 3anponoHoBaHo: 60 Tuc. kanc., 120
Tnc Kanc., 188 tuc. kanc., 282 tuc. kan., 375 Tuc. kanc.,
468 TunC. Kanc., 562 Tuc. Karc.
65. rNYTOKCUM PO34nH ANS iH'EKLIN TOB Ykpaina MpAT "Nekxim- Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3miHu 11 3a UA/5228/01/02
3%nolmns "30PABO" Xapkis" TUMY -3asABHNKOM HaJaHO OHOB/EHUI MnaH ynpaBniHHA peyenmom
amnyni; no 5 amnyn pu3nkamu Bepcist 5.0. 3MiHM BHECEHO [0 YacTuH: |
y 6nicTepi, no 1 «3arasibHa iHchopmauis» || «Cneumndpikalis 3 6e3nekms»
6nicTepy B nauui 3 (mopgyni Cl «Enigemionoria nokasaHb [0 3aCTOCYyBaHHA Ta
KapTOHy; N0 2 MN1 B uinbosa(i) nonynauis(i)», Il «MnaH 3 hapmakoHarnsagy», V
amnyni; no 5 amnyn «3axoaun 3 MiHiMi3auii pu3nkiB», VI «Pestome naaHy
y 6nicTepi, no 1 a6o ynpasniHHA pusnkammn» VI «[logatkn» y 38’A3Ky 3
no 2 6nictepu B NpoBeAEeHO0 OLLIHKOK e(PeKTUBHOCTI 3anponoOHOBaHMX
nauuj 3 KapToHy 3axopgis 3 MiHiMizauii pu3ukiB. Pe3tome MNnaHy ynpasniHHA
pu3nkamu Bepcisa 5.0 gogaeTben
66. rNYTOKCUM PO34MH ANA iH'eKUil TOB YkpaiHa MpAT "Nlekxim- YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/5228/01/01
1 %, no 1 mn abo no "34PABO" Xapkis" TVNy - 3asiBHUKOM HaZaHO OHOB/EHWI naH ynpas/iHHSA peyenmom
2 MN B amnynax; no pu3nkamu Bepcis 5.0. 3MiHM BHECEHO [0 YacTuH: |
5 amnyny 6nictepi B «3arasibHa iHthopmavis» || «Cneumdikauia 3 6e3nekn»
nadui 3 KapToHy (mogyni Cl «Enigemionoris nokasaHb 40 3aCTOCyBaHHS Ta
uinbosa(i) nonynauis(i)», Il «MnaH 3 papmakoHarnsagy», V
«3axoau 3 MiHiMisauii pusukie», VI «Pe3tome nnaHy
ynpaBiHHA pusnkammn» VI «[logatku» y 38'A3Ky 3
NpOBeAEHOI0 OLiHKOI eheKTVBHOCTI 3anponoHOBaHNX
3axopgis 3 MiHiMisaLii pu3ukis. Pestome MNnaHy ynpasniHHA
pu3nkamu Bepcis 5.0 fogaeTbes
67. FNHOKO3AMIHY | nopotuok BIOIBEPIKA, IcnaHis BIOIBEPIKA, C.ALY. IcnaHis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy - UA/16938/01/01
CYNb®AT (cybeTaHuis) y C.AY. - AIMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
HATPIO MiLLIKaxX afpecy 3asiBHVKa (BlacHuKa peecTpaviiiHoro
xnoeupg nosnieTuIeHoBMxX NnocBiJYeHHs) - 3MiHa agpecu BupobHuka BIOIBEPIKA,
noABiliHMX Ans C.AY., IcnaHisa. 3miHun | Tuny - AgMiHICTPaTUBHI 3MiHN.
thapmaLeBTUYHOro 3miHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHS
3acTocyBaHHs LisiNbHOCTI BUpoOHUKa (BK/ItOYaKouK, 3a HeobXigHOCTI,
MicLie NpoBeAEHHS KOHTPOIO AKOCTI), ab0 BlacHuka
MacTep-aiina Ha A®l, abo noctavanbHuKa
Adl/BnxigHOro matepiany/peareHTy/NpoMIXHOro NPoAYyKTY,
LLIO 3aCTOCOBYOTbCS Y BUPO6HMLTBI API (SKLLO 3a3HAYEHO
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n/n

JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o

68.

LNEGOPA

y [OCbE Ha Nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudikaTta
BiANOBIgHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOGHMKA HOBOT AONOMDKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA agpecu
BupobHuka BIOIBEPIKA, C.AY., IcnaHis (6e3 dhakTuyHoi
3MiHW MiCLLe3HaXOMKEHHS). 3MiHW | Tuny - 3MiHW 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo fonycTUMUX MEX, BUSHAUYEHNX y crieundikaLisax Ha
A®|, 260 BUXiIZHWIA/NPOMIDXHWI NPOAYKT/peareHT, LWo
BMKOPWCTOBYIOTLCSA Y NpoLeci BUpobHnuTBa Ad|
(BMyYEHHA HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BWTYYEHHS 3aCTapifioro nokasHMkKa)) - BUNYyYeHHS 3i
cneundikauii A®| He3Ha4yHOro NokasHuka «Baxki
MeTan». 3MiHu | Tuny - 3MiHu 3 AkocTi. APl KOHTposib
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
[ONYCTUMKX MEX, BU3HA4YeHWX y crneumdikalisax Ha Adl,
ab60 BUXIQHWIA/NPOMKHUIA NpOAyKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCSA Y Npoueci BUpobHuutea API
(monoBHeHHS cneuudikavii HOBYM NOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOAO0M BUNPOGYBAaHHS) - LONOBHEHHS
cneundikaLis HOBMM MOKa3HWKOM SKOCTi «MikpobionoriyHa
unctoTa: Escherichia coli Ta BignoBigH1MM MeTogom
BMNPOBYBaHHA. 3MiHU | TUMy - 3MiHW 3 KoCTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHa APl abo
BMXi4HOrO Marepiany/npomikKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuuTea A®! (iHwwi
3MiHW Y MeTofax BUNpobyBaHHs (BkIoYaouy 3aMiHy abo
[0MnoBHEHHSA) AD| abo BUXiZHOro/NPOMIKHOTO MPOAYKTY) -
BHECEHHS 3MiH [0 METO/jiB KOHTPOJIHO SAKOCTI NiKapCbKoro
3aco0y y 3B’A3Ky 3 akTyasi3alieto Ta BUIy4YeHHSM NOBHOro
BVK/1a4y NpoBeAeHHs MeToaukn «MikpobionoriyHa
yncToTa», «bakrepiasibHi eHO0TOKCUHNY

nocBi0OYeHHs

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOI0; M0 21
Tabnetuyi y bnicrepi;
no 1 6nictepy B
KapTOHHIlA KOpooLi

CaH
PapmMacboTUK
an lHpacTpi3
Nimiten

IHais

CaH
dapmacboTuKan
IHoacTpi3 T4,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHM Woao0 6e3nekun/ehekTMBHOCTI Ta hapMakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHux npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
[aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3as9BHUKa 415 34iiCHEHHA hbapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOYAKOUYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
mMacTep-gaiina cuctemm hapmMakoHarasay) - aMiHa
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsag.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa

KOHTaKTHUX faHnX YMOBHOBaXKEHOI 0cobu, BignosiganbHOI

3a
peyerimom

UA/18036/01/01
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dopma sunycky
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n/n

JliKapcbK0O20
3acoby

(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

69.

AIADPOPMIH®

3a thapmakoHarnag.
BBegeHHs agpecy MicLie3HaxomkeHHst MacTep-caiina
cucTeMu hapmakoHarnsgy. BeegeHHs agpecu, e
3[iiCHIOETLCS OCHOBHA AiSNbHICTb 3 hapmakoHarnsay

70.

SR

AIA®OPMIH®

TabneTtku
MPOJIOHroBaHoI fji
no 1000 wr; no 10
Tabnetok y 6nictepi;
no 3, a6o 6, a6o 10
6nicTepiB y mavky 3
KapToHy

TabneTtkn

AT "dapmak”

YKpaiHa

AT "®dapmak”
(nakyBaHHs i3
chopmu in bulk
hipmu-BMpOBOHUKA
"USV Private
Limited", IHais)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepunyHUX/ribpuaHMx/6ionogibHNX nikapcbkMx 3acobis
nicnst BHECEHHs TiEl camMoi 3MiHM Ha pechepeHTHUIA
npenapar (3MiHa He NOTpebye HafaHHS XOAHUX HOBUX
00[AaTKOBMX AaHKX) - 3MiHM BHECEHI A0 IHCTPYKLUii Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ginu:
"MokasaHHsA" (pegaryBaHHs), "®apmakosiorivHi
BnacTmsocTi", "MpoTunokasaHHs", "B3aemogis 3 iHWrMK
nikapcbkrMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepios
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib 3acTocyBaHHS
Ta fosun", "To6iyHi peakuii™ 3rigHo 3 iHhopmaLieto woao
MEeAMYHOro 3acTOCyBaHHSA pethepeHTHOro NikapcbKoro
3acoby (Mnokohax SR, TabneTkn NposIoHroBaHoi Aji no
500 mr, 1000 mr). BBefieHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepAkKeHHs

3a
peyenmom

UA/11857/01/02

71.

SR

LONMT®

NPOIOHIOBaHOI Aji
no 500 mr; no 10
TabneTok y 6nictepi;
no 3, abo 6, abo 10
6nicTepiB y nayky 3
KapTOHY

AT "dapmak”

YKpaiHa

AT "dapmak”
(nakyBaHHs i3
opmum in bulk
hipMU-BMPOGHMKA
"USV Private
Limited", IHais)

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuui
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHSA
reHepuyHUX/ribpuagHMx/6ionogibHNX nikapcbknMx 3acobis
nicns BHECEHHS Tiel camoi 3MiHM Ha pedhepeHTHUI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHUX HOBMX
[04aTKOBMX AaHuX) - 3MiHM BHECEHI A0 IHCTPYKLUii ans
MeAMYHOr0o 3aCTOCYBaHHS NikapCbKOro 3acoby y po3ginu:
"Moka3saHHA" (pegaryBaHHs), "®apmakonorivHi
BnacTmsocTi", "MpoTunokasaHHs", "B3aemogis 3 iHWyMm
nikapcbkMun 3acobamMu Ta iHLWi BUan B3aeMogiii",
"Oco611BOCTI 3acTOCyBaHHA", "3acTOCyBaHHS Y nepiop,
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocib 3acTocyBaHHs
Ta go3u", "Mo6iuHi peakwyii” 3rigHo 3 iHhopMmaLieto Wwoao
MeAMYHOro 3acTocyBaHHA pechepeHTHOro Nikapcbkoro
3aco6by (Mnokogax SR, TabneTkM NPOSIOHTOBaHOT Aji No
500 mr, 1000 mr). BBefieHHs 3MiH NPOTArom 6-Tu MicsILiB
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/11857/01/01

FNPCbKA
COCHA

PO3YMH HaLLKIPHWIA,
no 100 mn a6o 250
mn, abo 500 mn, abo

[Op. Taiicc
HarypsapeH
6X

1000 mn y

HimeuumH
a

[Op. Taiicc
HatypBapeH 'm6X

HimeuyunHa

BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny
- 3MiHM Woa0 6e3neku/eheKkTUBHOCTI Ta hapMakoHarisay.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX npo

100 mn —
6e3
peyenma;

cucTemy dpapmakoHarnisiay (BBefeHHs y3arasibHeHux

250 mn, 500

UA/10820/01/01
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3acoby ynakoska) nocsioYeHHs1
nonieTueHoBI [aHVX Npo cuctemy dapmakoHarnsgy, sMmiHa M1, 1000 mn
naswwyi; no 1 YMOBHOBaXEHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS —3a
NASLWL Y KAPTOHHIN thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy peyenmom
Kopobui 3asBHUKa 415 34iICHEHHA hbapMakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy
(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHI
macTep-gaiina cuctemm hapMakoHarnsay) - aMiHa
KOHTaKTHOI 0COBM YNOBHOBaXEHOT 0COOU 3asBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHar/isg B YKpaiHi.
MponoHoBaHa pepgakuis: Pumap Makcum BikToposumu.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOBaXEHOI 0C06Y 3a8BHMKa, BigNoBigabHOI 3a
hapMakoHarnsag B YkpaiHi
72. AYONPOCT Kpanni O4Hi, po3yumH K.T. PymyHis K.T. Pomdchapm PymyHis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/15824/01/01
no25wmny POM®APM KomnaHi C.P./1. - afMiHICTpaTVBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL peyenmom
pNakoHi- KOMMAHI (BKOvatoum ginbHUL ons A®l, NpoMiXKHOro NPOAYKTY abo
KpanesnbHuui; no 1 C.P.N. rOTOBOrO /iKapCbKOro 3acoby, AiNbHUL 415 NPOBEeAEHHS
chnakoHy- nakyBaHHs1, BUpOGHYKa, BiNOBiAaNbHOro 3a BUMYCK Cepiid,
KpanenbHuui y MicLLe NpoBeAEeHHS KOHTPO/IO cepii) abo noctavasibHuKa
KapTOHHI Kopobui BMXi4HOrO Martepiany, peareHTy abo AONOMiXHOT
PEYOoBMHM (SIKLLLO 3a3HAYEHO Y [OCBLE) - BUYYEHHS O4HOIO
3 BUPOOHUKIB Ajto4oi pevyoBuHM JlataHonpocT Cayman
Pharma s.r.o. Czech Republic. 3anponoHoBaHo:
Industriale Chimica S.r.l., Italy
73. ENbNTAH TabneTku, BKpUTI MpAT YkpaiHa Padpapm CA Ipevyis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/18414/01/03
NNiBKOBOIO "PapmaueBTun TVNy - HagaHHA oHoBsieHoro DMF Ha pgjtouy pevoBuy peyenmom
o6onoHkoto, no 80 yHa hipma (version[AP3/11-09-2020] September 2020)
Mr o 3 TabneTkn y "fNapHuua”
6nictepi, mo 1
6nictepy B nayui
74. ECKY3AH ® Kancynu Ecnapma HimeuyunH BMPOGHULTBO in Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHW | TUny 6e3 UA/15249/01/01
NOHIr NPOIOHTOBaHOI Aji m6X a bulk, kOHTpONb HimeuyunHa - 3MiHM 3 AKOCTi. FOTOBWI NiKapCbKuiA 3aci6. 3MiHN Y peuyenma

no 50 mr; no 10
Kancyn y 6nictepi;
no 3, abo no 6, abo
no 9 6nictepiB y
KapTOHHIlA KOpO6L;
no 30 kancyny
6nicTepi; no 1, abo
no 2, abo no 3
6nictepn y

cepii: Temmnep
Ipenang Nimites,
IpnaHgisa; nepeuHHe
Ta BTOPUHHE
nakyBaHHs:
[pareHochapm
Anotekep lMwoLwIb
M6X, HimeyunHa;
nepBuHHE Ta

BMPOGHMLTBI. 3amiHa abo BBeEHHS [0AaTKOBOI AiNbHUL
BMPOGHULTBA A1 YHACTUHM abo BCbOro BUPOBGHUYOTO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHuus ans

BTOPVHHOTO NakKyBaHHS) - BBEAEHHS A0AATKOBOT AiNbHULL

0151 BTOPUHHOrO nakysaHHs /13 — ecnapma dapma
Cepsices 'M6X, HimeuunHa, binechenbgep wrpacce 1,
39171 3wnbueTtanb B OcTepBediHreHi, HimeyunHa
(esparma Pharma Services GmbH, Germany, Bielefelder
Strasse 1 39171 Sulzetal OT Osterweddingen, Germany;

KapTOHHIlA KopooLi BTOPUHHE 3MiHM | TNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3aci6.
nakyBaHHs: Csicc KOHTPO/1b rOTOBOrO NikapcbKoro 3acoby. 3miHa
Kenc Mm6X, napameTpiB cneuuqikalii Ta/abo 4oNyCTUMUX MeX
HimeuuunHa; roTOBOrO JlikapCbKOro 3acoby (fOoMoBHEHHS cneuudikadii
BUNYCK cepii: HOBMM MOKa3HUKOM 3 BifMOBIAHNM METOA0M




53
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n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
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Ecnapma M'm6X,
HimeuuunHa;
BTOPWHHE
nakyBaHHs:
ecnapma ®apma
Cepsice3 'M6X,
HimeuunHa

BMNPOGYBaHHS) - AONOBHEHHA creumndikayii MN3
nokasHukom «liponisnanHosi ankanoigu: He Ginble 0,175
MKI B Kancy/i» 3 BiANOBIAHUM METOA0M BUNPOBYBaHHS;
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHocTi/l E-cepTudikat BignoBiaHOCTI E€Bponeiichkiii
thapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi 3 HEOOXiAHICTIO
npuBeLeHHs Y BiANOBIAHICTb A0 MoHorpadii 4dY abo
€Bponelicbkoi hapmMakonei, abo iHWOoT HauioHa/IbHOI
hapmakonei gepxasun €C (3miHa y cneumdikawii
HedhapmakoneiiHoro A®| ansa npuBeAeHHs y BiANOBIAHICTb
o Bumor dY abo EBponeiicbkoi thapmakonei, abo iHLOoi
HaujioHanbHOI thapmakonei gepxasu €C) - [lonoMixHa
peyoBMHa/BUXIAHWIA MaTepian Ans BupobHuytea Adl -
npuBefeHHs cneuudikauii pOCIMHHOT CUPOBUHU HACIHHSA
KIHCbKOTO KaluTaHy, L0 BUKOPUCTOBYETLCA /1A
BMpobHuuTBa A®,| y BignosigHicTb g0 MoHorpadii EP
«Horse-chestnut»; 3miHu | TUNY - 3MiHK 3 AKocTi. AdI.
Cuctema KOHTelHep/3akynopoBasibHWi 3aci6. 3miHa y
6e3nocepeHiin ynakosui A®| (skicHi Ta/abo KinbKiCHi 3MiHN
cknagy) - BBe,eHHs aflbTepHaTUBHOT yNnakoBkn ans Adl,
AKUIA BUKOPUCTOBYETLCA Ha BUPOGHUYIN AiNbHUL Ta He
TPaHCMOPTYETLCA A0 iHLLMX, OCKi/TbKM Npoaykuis bulk
BMPOGSETLCA Ha Tilh camili ginbHULj, wo a Adl, 3
€KOHOMIYHMX MipKyBaHb BBOAUTLCA afibTEPHATBHA
ynakoBka ans A®l, akuii He TPaHCMOPTYETHLCS Ha iHLUi
OinbHUUI (paHiwe 3aTBepoKeHa ynakoska ans Adl, o
6ye TpaHCNopTYBaTUCA, 3UTMLLAETLCA aKTyasTbHOI0);
3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbknii 3acib.
3MiHW Y BUPOOHULTBI. 3MiHN BUNPOBYyBaHb abo
[OMNYyCTUMUX MEX, BCTAHOBMEHUX Y crieymdikalisx, nig vac
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby (foAaBaHHSA
HOBOrO MeTOAY BUNPOOYBaHHS Ta A0MYyCTUMUX MEX)
CynyTHS 3MiHa
- 3MiHu 3 sKoCTi. [OoTOBMIA NikapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNPO6YBaHb abo AOMNYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisax, nig yac BUpobHULTBa
rOTOBOrO JliKapCbKOro 3acoby (BUTyYEHHS HECYTTEBOTO
BMNPOGYBaHHSA B NPOLIECi BUPOGHMLTBA) - BBOAUTLCH
Cy4acHWit MeTof, KOHTPOSIKO SKOCTi NakyBaHHSA y 6/icTepiB
y npoueci BupobHuyTea M3, Sk HacnigoK, BUNyYaeTbCs
3acTapinuii (py4Huii) MeTog; 3miHu | Tuny - 3MiHM 3 AKOCTI.
A®I|. KoHTponb A®I. 3miHa y meToax BUNpobyBaHHsa AD|
abo BMXigHOro marepiany/npomMbKHOro NMPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa Ad|
(He3HayHi 3MiHN y 3aTBEPKEHNX METOAAX BUNPOBYBaHHS)
- BHECEHHSA 3MiH [0 MeToAMKM BUNpobyBaHHA Ad|
€KCTPaKTy HaCiHHA KIHCbKOro KalluTaHy 040 BU3HAYEHHS
po34nHHMKa meTofom X GC-037; 3miHu | Tuny - 3MiHu 3
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akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
3MiHK, NoB'A3aHi 3 HEOOXIHICTIO NPUBELEHHS Y
BiANOBIAHICTb A0 MoHOrpadii APY abo €Bponencbkol
thapmakonei, abo iHLWOT HaluioHas1bHOT thapmakonel
aepxasu €C (3miHa y cneuudpikauisix, nos'ssaxHa 3i
3miHamn B 1PY, abo €Bponeiicbkii hapmakonei, abo
iHWWI HauioHanbHI thapmakonei aepxasu EC) -
npusefeHHs cneundikauii POCIMHHOT CUPOBUHU HACIHHSA
KIHCbKOTO KallTaHy 3a MokasHvKoMm «Mikpob6ionoriyHa
yucToTa» Yy BiANOBIAHICTL A0 BUMOr EP; 3MiHuM | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb AdI. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuXigHOrO MaTepiasty/npoMikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHULTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPIKEHNX
MeToAax BUNPOGYBaHHS) - BHECEHHSA 3MiH 0 METOANKM
BW3HAYEHHSA YMCTOTU AD| eKCTpakTy HaCiHHA KIHCbKOro
KawTaHy metogom TLUX DC-032; 3miHu | Tuny - 3MiHn 3
akocTi. CepTudikat BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNyYEHHS cepTudikaTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npoMiKHOrO NMPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBuHu (FE-cepTudikat BignoBigHoOCTI EBponeiickkiii
hapmakonei ana A®l/suxigHoro
matepiany/peareHTy/npomMikHOro NpoaykTy abo
[0MOMDKHOT peyoBuHU) - BunyueHHs ceptudikartis (y
BMNaAKy HasBHOCTI MyNbTUNIETHOrO cepTudikara Ha
marepian) - BunyyeHHs E-cepTudikatis BUPOOHUKIB
xenatuHosux kancyn, a came: R1-CEP 2001-332-Rev 02
(ROUSSELOT) R1-CEP 2003-172-Rev 02 (GELITA
Group) R1-CEP 2004-247-Rev 00 (Nitta Gelatin) R1-CEP
2004-320-Rev 00 (Nitta Gelatin); 3miHu | TUny - 3MiHK 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€Bponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BUNyYeHHs cepTudikarta BifnoBigHOCTI
€Bponeiicbkiii hapmakonei: gns A®l; ons BuxigHoOro
mMartepiany/peareHTy/NpoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHu (FE-cepTudpikat BignoBigHOCTI EBponeiichKii
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/NpoMiKHOro NPoAyKTy abo
[O0MNOMIXHOT peyqoBuHN) - OHOBNEHNI cepTuddikarT Big, BXe
3aTBEPAKEHOr0 BUPOBHMKA - NOAaHHS OHOBNEHWX IME-
cepTudpikaTiB 4151 AONOMKHOT peYOBUHU XenaTuHy R1-
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CEP 2000-344-Rev 03 (NITTA GELATIN) (3atBepaxeHo:
R1-CEP 2000-344-Rev 02) R1-CEP 2005-217-Rev 02, Ta
npomixHa Bepcis R1-CEP 2005-217-Rev 01 (Nitta Gelatin)
(3atBeppxeHo: R1-CEP 2005-217-Rev 00) R1-CEP 2000-
045-Rev 04 (PB Gelatins) (3atsepgxeHo: R1-CEP 2000-
045-Rev 03); 3MiHu | TUNY - 3MiHK 3 AKocTi. CepTudikar
BignosigHocTi/l E-cepTudikar BignoBigHOCTI EBpONEChKii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudikara BifgnoBigHOCTI abo BUTyYEHHS
cepTudikaTa BignoBiAHOCTI EBpoNeNiChKil thapmakonei:
ans A®l; ansa BuxigHoro marepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHMLTBI APl; aAns
AonomikHoi peyoBuHu (MCE-cepTudikar BignosigHOCTI
€Bponelicbkiin hapmakonei ana A®l/BuxigHoro
martepiany/peareHTy/NpoMiKHOro NPoAyKTy abo
[OMNOMDKHOI peyoBuHKM) - HoBuiA cepTudikat ans
BUXiQHOro MaTepiasny/peareHTy/npoMixXHOro NpoaykTy abo
[0NOMDKHOT peyOBMHU Bif, HOBOroO abo Bxe
3aTBEPKEHOr0 BUPOGHUKA - NofaHHA HoBuX E-
cepTudikaTiB Ans xenaTnHosux kancyn R1-CEP 2010-
043-Rev 00 (ROUSSELOT) R1-CEP 2000-050-Rev 02
(GELITA Group); 3MiHu | Tuny - 3MiHu 3 AkocTi. [0TOBWMiA
nikapcbkuii 3aci6. KOHTPO/b AOMNOMIXHMX PEYOBUH. 3MiHa
napameTpiB crneuudikaliin Ta/abo fonycTUMKUX MexX AN
[OMOMDKHOT peyoBrHY (iHLLi 3MiHW) - 3 peecTpaviiiHOro
[10CbE BUNYHAETHCA CXEMUN TECTYBAHHSA AOMOMDKHUX
PEYOBUH, LLIO 3aCTOCOBYETLCSA MNPV BUPOOHMLTBI /13
(cneuudpikayii, MeToAM KOHTPOIO Ta Banigaii 3a/vweHi
6e3 3MiH); cxeMa TeCTyBaHHS BU/TyYa€eTbCsl, OCKi/IbKM
BKa3aHuii npoLiec perynoeTbes Bumoramu HBIM; 3MiHu |
TUMy - 3MiHM 3 AKOCTi. [0TOBWIA NMikapcbknii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHM BUNPO6YBaHb abo AOMNYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig yac BUpobHULTBa
roTOBOrO /liKapCcbkoro 3acoby (4oAaBaHHA HOBOTO MeToAy
BMNPOBYBaHHSA Ta fONYCTUMUX MEX) - BBEEHHS HOBOTO
nokasHuka y cneupmdikaLito NpOMiXXHOro NpoaykTy —
neseTn - a came BU3HAYEHHS BMICTY MipONi3naNHOBUX
ankanoigis He 6inbLue 0,423 MKr/kancyny, MeToauka
BMNPOGYyBaHHA He 3a3HavaeTbes B MKA /13, ockinbku
MeTOZ, NPOBOANTLCS HA NPOMIXXHOMY NMPOAYKTI,
BU3HAYEHHS BMICTY MipONi3anANHOBUX aslkanoifis; 3MiHu |
Tnny - 3MiHu 3 akocTi. A®L. KoHTponb AdL. 3miHa y
MeTodax BunpobysaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
BMKOPUCTOBYETLCA Y NpoLieci BUPO6HMLTBA AD| (HE3HAYHI
3MiHM Y 3aTBEPAKEHNX METoAax BUNPO6yBaHHS) -
He3HauHi 3MiHU Y MeTOANLi BU3HAYEHHA TPUTEPNEeHOBUX
rnikosnais ans AP| eKcTpakTy HacCiHHA KIHCbKOTO KaluTaHy;




56

Peecmpayjitina npoyedypa

Ymosu

Homep

n/n

Hassa
JliKapcbK0O20

dopma sunycky
(nikapcbka chopma,
ynakoska)

KpaiHa
3asiBHUKa

3asiBHUK

Bupo6HuK

KpaiHa
BUPOGHUKa

3MiHM | TRy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.

Bionycky

peecmpayjiliHo2o
nocsioYeHHs1

3acoby

IHais

Onuc Ta cknag,. 3miHa y cknagi (4ONOMiIXHUX peqyoBMHaXx)
rOTOBOrO /1iKapCbKOro 3acoby (iHLi fOMOMDKHI pevyoBUHN) -
Byab-fika He3HauHa 3MiHa KiflbKICHOrO cknagy AOMOMKHUX
PEYOoBYVH Y rOTOBOMY liKapCbKOMY 3aC06i - yTOUHEHHS
KiNIbKICHOrO Cknagy AONOMiIKHUX PEYOBUH 3 ypaxyBaHHAM
6araTopiyHOro gocsigy. B3amiH BCTaHOB/IEHOTO Aiana3oHy
KiNbKOCTi KONoBiZoHy (34.34 mg-42.19 mg) y npoueci
BMPOGHMLTBA BUKOPUCTOBYETLCA (DIKCOBaHA KiNbKICTb
KOMOBIAOHY 42.19 mg, AOAATKOBO KOPUTYETLCA Aiana3oH
KiNbKOCTi AEKCTPUHY; 3MiHW | TUny - 3MiHW 3 SIKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudiikar BiAnoBigHOCTI
€Bponeiicbkilii hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIAHICTIO MPVUBEAEHHS Y BiANOBIAHICTb [0
MoHorpadii 4dY abo €sponeiicbkoi thapmakonei, a6o
iHLIOT HauioHasTbHOI dhapmakonei gepxasu E€C (3MiHa y
cneuudikauii HedpapmakoneiiHoro A®| ana npUBeAeHHs y
BiANOBIAHICTb [0 BUMOr AdY abo EBponeincbkol
thapmakonei, abo iHLWOi HauioHa/IbHOI dhapmakonel
aepxasun €C) - A®I - npuBeaeHHs cneuundikauii APl
CYXOro eKCTPakTy 3 HAaCIHHSA KiIHCbKOro KaluTaHy y
BiAMNOBIAHICTb A0 BUMOT MOHorpadii EP, y 38’A3ky 3
BK/IIOYEHHAM A0 EP moHorpadii “Horse-chestnut dry
extract, standardised”; 3miHu | Tuny - 3miHun 3 AkocTi. API.
CrabinbHicTb. 3mMiHa nepiogy NOBTOPHUX
BMNpOGyBaHb/nepiofy 36epiraHHA abo yMOB 36epiraHHs
Al (3a BiACYTHOCTI y 3aTBEPAXEHOMY AOCbE cepTudpikara
BiAMOBIAHOCTI €Bponeiickkili hapmakonei, Lo BKIoYae
nepiog, NOBTOPHOro BUnpobyBaHHsA) (nepios, NOBTOPHOIO
BMNpo6yBaHHA/Nepios 36epiraHHs) - 3MeHLUEHHs nepiogy
NOBTOPHOrO BUNPobyBaHHA A®D| y 3B'A3KY 3 BBEAEHHAM
abTepHATMBHOIO NakyBaHHS, 3 12 MicALiB Ha 6 MicALiB;
3MiHu I Trny - 3miHun 3 akocTi. APl BUpobHULTBO. 3MiHV B
npoueci BupobHuuTea A®| (3miHa y nlikapcbkomy 3acobi
POC/IMHHOTO MOXOXEHHS, SKa CTOCYETbLCA OAHIET 3 TakunX
XapaKkTepUCTUK: [Kepeno NOXOMKEHHS CUPOBUHM, CNOCI6
BMPOGHMLITBA @60 BUrOTOB/IEHHS) - 3MiHA BUPOBGHNYOrO
npoLecy OTPUMaHHA eKCTPaKTy 3 HaCIHHA KIHCbKOTO, LU0
06yMOB/IEHO NPYBEAEHHS NPOLECY [0 Cy4aCHUX BUMOT Ta
nokpalleHHsi cTaHgapTusauii AP|
BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy

6e3

UA/7474/01/01

75.

ECCNIBEP
DOPTE®

kancynu no 10
Kancyn y énictepi;
no 3 abo no 5
6nictepiB y
KapTOHHI/ ynakosL,i

Ha6poc IHais
®apwma M.T.

nra.

Hab6poc dapma lMBT.
nrg.

- 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo

cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnx
[aHvx Npo cuctemy capmakoHarnsgy, sMmiHa

yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS

chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
3asBHVIKa ANs 34iicHEHHS dhapmakoHarnsgy B Ykpaiti,

peyenma
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy
(BK/TIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI
macTep-haiina cuctemm hapmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bif4NOBigaNbHOI 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Mr. Manthan Shah / MaHTxaH
Llax. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOI 0cobu,
BiANOBiAa/bHOI 3a thapmakoHarnsfg. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0Cco6u 3asiBHMKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi. 3viHa Homepa macTep-chaina
cuctemun dhapmakoHarniagy
76. 3EPBAKCA® MOPOLLIOK ANs Mepk Wapn i LLiseiiuapi BMPOGHMLTBO 3a CLUA/ BHECEHHS 3MiH 0 peecTpauiitHux matepiasis: 3MiHu | 3a UA/16362/01/01
KOHUeHTpaTy ans Ooym |[OEA A NOBHUM LK/IOM: PpaHuis TUNy - AOMiHICTPaTUBHI 3MiHW. 3MiHa HaliMEHyBaHHS peuenmom
PO34urHy ANs m6X Crepi-®apwma, JI/1C, Ta/abo agpecu 3asBHMKa (BNacHNKa peecTpaviiHoro
iHcpysiiA, 1 1/0,5 r; no CLA; noceigyeHHs) 3miHa agpecu 3asBHUKa (BflacHUKa
10 chnakoHis 3 anbTepHaTUBHUN peecTpaLiiHOro NocBigYEHHS);
NMOPOLLKOM Y BMPOGHUK: BTOPUHHE 3minu | TUny - 3MiHn Wwogo 6e3nekn/eddeKTMBHOCTI Ta
KapTOHHIA Kopoo6Li nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX
BiANOBigabHUIA 3a [aHux npo cuctemy hapmakoHarnsagy (BBefeHHs
BUMYCK Cepii: y3arasibHeHVX AaHnx Npo cuctemy chapmakoHarnsgy,
Na6opaTtopii Mepk 3MiHa yNMOBHOBaXEHOI 0c06y, BiANOBIAA/IbLHOI 3a
LWapn i Joym 3[jiCHEHHSs1 hapMakoHaraay; KOHTaKTHOI 0cobu 3
LLin6pe, ®paHuis thapmakoHarnagy 3asBHuka Ans 34iliCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc0o6U, BiANOBIAaNLHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkovaoun KOHTakKTHI gaHi) Ta/abo
3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnagy) 3MiHa KOHTakTHUX SaHuX
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsg,. 3miHa Micus 34jiACHeHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3MiHa MicLe3HaxXoMKeHHs
mMacTep-ghaiina cuctemy papmakoHarisay.
77. IBYNPO®EH TabneTku, BKpUTI My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 6e3 UA/3304/01/01
nNiBKOBOIO akuioHepHe akuioHepHe - NOAAHHS OHOBMIEHOrO cepTudikaTa BigNOBIAHOCTI peuyenma
o060n0HkKot, no 200 TOBapuCTBO TOBapuCTBO €sponelicbkin dhapmakonei Ne R1-CEP 2002-099-Rev 06
Mr, no 10 Tabnetok "HaykoBo- "HaykoBo- 4N aitodoi pedosuHu Ibuprofen Big BXe 3aTBepXeHOro
y 6nicTepi, no 5 BMPOGHUYNIA BMPOGHNYMNIA LEHTP BMPOGHMKA, sikuiA 3MiHMB Ha3By Ha HUBEI BIOCAUSE
6nicTepiB y nayui LeHTp "BopLyariBcbkuit HEILEN PHARMACEUTICAL CO., LTD., Kutait
"BopLuariscbk XiMiKo- (3aTBepmxeHo: Hubei Granules Biocause Pharmaceutical
WiA XiMiko- hapmaLeBTUYHNIA Co. Ltd., KnTait); 3MiHu | TUNY - NOgaHHS OHOB/IEHOTO
thapmavueBTny 3aBog" cepTudiikaTa BignosigHOCTI EBponelickkin thapmakonei Ne
HWiA 3aBoA” R1-CEP 2002-099-Rev 07 ans gjtouoi pevoBuHu Ibuprofen
Bif, BXXe 3aTBepaxeHoro BupobHuka HUBEI BIOCAUSE
HEILEN PHARMACEUTICAL CO., LTD. Kutait
78. IMOBAKC cycneHsig ans CaHodpi DdpaHuis CAHO®I BIHTPOI DpaHuis/ BHECEeHHS1 3MiH [10 peecTpauiiHux martepianiB: 3miHu | Tuny 3a UA/14266/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
nonio® iH'ekuin mo 0,5 mn (1 Mactep IHOACTPIA, YropumHa - foaaBaHHsA TecTy Arsenic o cneuundikauii 10-Tu peyenmom
BAKUWHA ANA | posa) y nonepefHbo PpaHuin [030BUX (P1aKOHIB, LLLO BUKOPUCTOBYHOTLCSH Y AKOCTI
NMPO®DITAKTUK | 3anoBHeHOMY (3anoBHEHHSA MaTepianis NepBUHHONO NakyBaHHS rOTOBOTO JliKapCbKOro
n wnpuui 3 LINPULIB, KOHTPOJb 3aco06y, 3 BigNOBIAHNM KpUTEPIEM NPUAHATHOCTI.
MONIOMIENITY | npukpinnieHow AKOCTI 3anponoHoBaHo: Arsenic — Not more than 0,1 ppm; 3MiHu |
IHAKTUBOBAH | ronkoto (a6o 2-ma (cTepunbHICTb)); TUNy - OHOBNEHHSA iHChopmaLii, npeacTasneHol B 3T, 3
A PIOKA OKpPEMUMU roniKamu); CaHodi MacTtep, METOI YCYHEHHS1 PO36KHOCTE Ta NpUBEAEHHS Y
no 1 wnpuuy B ®paHLia (NoBHWMIA BIAMNOBIAHICTb 4O BUPOBHUYOT NPAKTUKN Ta AOKYMEHTaLT 3
KapTOHHIlA KOpo6L; LKA BUPOGHMLTBA, akocTi A4na M3 y nonepeAHbo 3anoBHeHMX Wwnpuuax (1
no 0,5 mn (1 gosa) y BMMYCK cepi); [03a); 3miHm | Tny - gogasaHHsA TecTy Arsenic fo
nonepegHL0 CaHodpi-ABeHTIC cneumaikalii WNpuLiB, WO BUKOPUCTOBYIOTLCS Y AKOCTI
3arnoBHeHOMY Mpavisit Ko. N74,, mMarepianis NEPBUHHOIO NakyBaHHA rOTOBOTO NiKapCbKOro
wnpuui 3 Mnardopma 3aco06y, 3 BigNOBIAHNM KpUTEPIEM NPUAHATHOCTI.
NPUKpPINIEHo0 NOriCTUKM Ta 3anponoHoBaHo: Arsenic — Not more than 0,1 ppm; 3MiHu |
ronkoto (abo 2-ma ANCTpUbYLIi y M. TUNY - OHOB/IEHHS iHdYopMaLii, npeacTasneHoi B 3T/, 3
OKPEeMUMM rofikamu) Bypanewr, METOI YCYHEHHS Po36iXHOCTEN Ta NpUBEeAEHHS y
B CTaHJapTHO- YropwuHa BIAMOBIAHICTb 4O BUPOBHUYOT NPAKTUKN Ta AOKYMEHTaLT 3
€KCMOPTHIl (BTOPUHHE akocTi Ana M3y 10 - Tn Ao30BKX hnakoHax; 3miHu I Tuny
ynakoBLii, sika nakyBaHHS, BUMYCK - nepernsAg napameTpis, L0 BIACTEXYOTLCA B NPOLECI
MiCTUTbCS Y cepii) BMPOGHWLITBA FOTOBOrO /1iKapCbKOro 3acoby y nonepeaHbo
KapTOHHIli KOpo6Lii 3 3anoBHEHUX LUNpULAX, BIANOBIAHO A0 aHasli3y KPUTUYHOCTI
iHCTpYKLUj€Et0 Ans npouecy (PCA) ans y3rogkeHHs NpPoLecy MOHITOPUHTY
MeAMYHOro npoLiecy BUPO6HULTBA, 3rifHO 3 pekoMeHAaLlismu
3aCcToCyBaHHs; HacTaHosu ICH Q8 - Q11. TepMiH BBEAEHHS 3MiH -
no 5 mn (10 go3) y TpaBeHb 2022; 3miHu Il TUNy - nepernag napameTpis, L0
(0NaKoHi 3 3aXMCHUM BICTEXYIOTbCA B NPOLLECi BUPOGHMLITBA FOTOBOIO
KOBMaykom; rno 1 nikapcbkoro 3acoby y 10-Tn fo30Bux hnakoHax,
abo 10 chnakoHis B BiANOBIAHO A0 aHani3y kpuTuyHOCTI npouecy (PCA) ans
KapTOHHIiA KOpo6L; Y3ro[PKEHHS NPOLECy MOHITOPUHTY NpoLiecy BUPOOHNLTBA,
no 5 mn (10 go3) y 3rigHO 3 pekomeHgauismy HactaHosu ICH Q8 - Q11.
h1aKoHi 3 3aX1CHUM TepMmiH BBEEHHS 3MiH - TpaBeHb 2022.
KoBnaykom; no 1
a60 10 chnakoHiB B
CTaHAapTHO-
€KCMOpTHIl
ynakoBLi, sika
MICTUTBCS Y
KapTOHHIA Kopobui 3
IHCTpYKLUjiet0 Ans
MeAMYHOro
3aCTOCYBaHHSA
79. IHBYTON® PO34MH A1 iH'EKLIN, TOB "tOpis- YkpaiHa TOB "lOpis-®apm” Ykpaina BHECEHHS 3MiH 40 peecTpaLlinHux MmaTepiasis: 3a UA/4798/01/01
100 mr/mn no 10 mn dapm” BMMNpaB/IEHO TEXHIYHY MOMUIIKY, @ came ApYyKapCbKy peyenmom
abo 20 mny NOMWJIKY AONYyLEHY B IHCTPYKLi ANA MeAU4HOro
chnakoHax 3aCTOCyBaHHSA Nikapcbkoro 3acoby B po3gini "MobiuHi
peakuii®, nig yac npoeeaeHHs Mpoueaypw MepepeecTpadii
(Haka3 MO3 YkpaiHn Ne 1327 Big 02.07.21p).
3asHayeHe BMNpaB/IEHHS BifNOBifae MaTepiasiam
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
PEECTPALLiHOrO A0CbE
80. IHPAHPUKC™ cycneHsis (DTPa- nakcoCmitKn Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/15832/01/01
INB XIB | IPV) ons iH'ekuiin no ANH EkcnopT BpuTaHis Bionogxikans C.A. TUMY - peecTpaLisi HOBOro JxKepena remidy, Wwo peyenmom
INFANRIX™ 0,5 mn (1 gosa) Ta Niviten BMKOPUCTOBYETHLCS Y NPOLIECi BUPOGHMLTBA OUNLLLEHOTO
IPV HIB niodpinizat (Hib); nonicaxapugy Haemophilus influenzae tuny b (PRP).
KOMBIHOBAH cycnensis (DTPa- 3anponoHoBaHo: equine hemin, Bupo6Huk LIFE
A BAKUMHA IPV) ans iH'ekuiii no TECHNOLOGIES NEW ZEALAND LIMITED
ana 0,5mn (1 po3a) y
MPO®DINTAKTUK | nonepefHb0
N QUDTEPII, HanNoBHEHOMY
NPABLUA, 0fiHOpa3oBoOMYy
KALLUJTHOKY wnpuui Nely
(ALENONAPH KOMMNJIEKTi 3 IBOMa
nin ronkamm Ta
KOMMOHEHT), | niodpinizat (Hib) y
MONIOMIENITY | cnakoHi Nel, wo
TA 3MiLLYI0TbCA Nnepeq,
3AXBOPIOBAH | BukopuCTaHHAM: NO
b, 1 nonepeAHbLO
36YAHNKOM HarnoBHeEHOMY
AKNX € 0fiHOpa3oBOMY
HAEMOPHILUS | wnpuyy y KoMnaexTi
INFLUENZAE 3 ABOMAa rofikamu tTa
TNY B 1 cbnakoHom 3
niodgpinizatom (Hib) y
BaKyyMHilA
CTEepW/bHIl
ynakosui; no 1
BaKyyMHilA
CTEPW/IbHIN yNakoBLi
Y KApTOHHIA Kopobui
81. KAACINA® nopoLuoK ans ®.XothcpmaHH- | Lseiiyapi MaTeoH cuwA/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu 11 3a UA/13770/01/01
KOHUEeHTpaTy Ans Na Pow NTg A MaHyheKTypuHr HimeuunHa/ UMYy - 3asBHVKOM HaAaHO OHOB/IEHWI MNaH ynpaBiHHA peyenmom
pO34uHy Ans Cepsicus, JI1Ci, LLiBeiiuapis pu3nkamm Bepcis 13.0. 3MiHM BHECEHO A0 YacTuH: Il
iHpy3iii no 100 mr; 1 CLA (B1po6HMLTBO «Cneuudikauis 3 6e3nekm», Il «MnaH 3
h1akoH 3 NOPOLLKOM Hepo3dacoBaHoi thapmakoHarnagy», V «3axogu 3 MiHiMisauii pusukis», VI

B KapTOHHIi kKopo6ui

npoaykuii, NnepBrHHe
nakyBaHHs); PoLu
[LiarHocTrke M'vm6X,
HimeuunHa
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BunpobyBaHHs
KOHTPOJO SIKOCTI);
& . XodpdpmaHH-/15
Pow /i,

«Pestome nnaHy ynpasniHHa pusunkamn», VIl «logaTtkun» y
3B'A3KY BUAAIEHHAM LOCMIMKEHHA 3 Nepeniky 3axogis 3
hapmakoHarnsgy Ha nigcrasi nogaHHs pesynbTaTiB
[OCNIMKEHHS, WO BUMarasimcb peryisTopHUM OpraHoMm, a
TaKoX BUAANEHHSIM NpobieMu 6e3neku.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

LLiBefiuapis
(BUNpobyBaHHs
KOHTPO/IO SIKOCTI);
®.XothdpmaHH-/15
Pow JlTa,
LiBeliuapisa (Bunyck
cepii);

& . XodhpmaHH-/15
Pow /tg,
LLiBefiuapis
(BUpPOGHMLTBO
Hepo3g)acoBaHol
npoaykuii, NnepBnHHe
nakyBaHHs);
®.XothpmaHH-/15
Pow NTa,
LLiBefiuapis
(BTOPUHHE
nakyBaHHs)

82.

KAACITIA®

NOPOLUOK ANsi
KOHLeHTpaty 415
pO3uuHy Ans
iHpy3iii no 160 mr; 1
h1aKkoH 3 NOPOLLKOM
B KapTOHHIi kopo6ui

& . XohpmaHH-
Na Pow NTg

LLiseiiuapi
o

MarteoH CLUA/
MaHyheKTypuHr Himeuunna/
Cepgicus, NIN1Ci, LLiseiiuapis

CLA (B1po6HMLTBO
Hepo3g)acoBaHol
npoaykuii, NnepBnHHe
nakyBaHHs); PoLu
[LiarHocTrke Mv6X,
Himeuunna
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BunpobyBaHHs
KOHTPOJIO AKOCTI);
& . XodhpmaHH-/15
Pow /1tg,
LLiBefiuapis
(BUNpobyBaHHSA
KOHTPO/IO SIKOCTI);
®.XohpmaHH-/15
Pow Jlta,
LLisenuapis (Bunyck
cepii);

& . XodhpmaHH-/15
Pow /1tg,
LLiBefiuapis
(BUPOBHULTBO
Hepo3dgracoBaHol

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11
TUMY - 3as9BHVKOM HaAaHO OHOB/IEHWI M1aH ynpaBAiHHA
pvsunkamm Bepcis 13.0. 3MiHM BHECEHO [0 YacTuH: |l
«Cneuudikauis 3 6e3nekn», Il «MnaH 3
thapmakoHarnagy», V «3axogu 3 MiHimisauii pusukis», VI
«Pe3lome nnaHy ynpasriHHA pusnkamu», VIl «dogatku» y
3B'13Ky BUAAIEHHAM AOCNIMKEHHA 3 Nepesiky 3axofis 3
hapmakoHarnsgy Ha nigcrasi nogaHHs pesynbTaTiB
[OCNIMKEHHS, WO BUMarasimcb peryisTOpHUM OpraHoMm, a
TakoX BUAASIEHHSAM Npo6eMmn 6e3neku.

3a
peyenmom

UA/13770/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
npoaykuii, NnepBnHHe
nakyBaHHs);
®.XothpmaHH-/15
Pow NTa,
LLiBefiuapis
(BTOPUHHE
nakyBaHHs)
83. KAHAIL renb BariHa/IbHWN, neHmapk IHais FneHmapk IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 6e3 UA/0847/04/01
20 mr/r,mo 30ry PapmMacboThK PapmacboTrKan3 - JonoBHeHHs Cneumdikayii/ MeToay BunpobysaHHs 113 peyenma
Ty6i; o 1 Ty6i 3 an3 /1T, nra. 3a napameTpoM “"Mikpob6ionoriyHa YncToTa" NOKa3HNKOM
annikaTopom B "Burkholderia cepacia" 3 BignoBigHUM METOA0M
KapTOHHI ynakosL,i BMNPOOYBaHHA Ta 3a3Ha4YeHHS NOCUIaHHAM Ha fjtove
BuaaHHa USP
84. KBETUKCO/N TabneTku, BKpUTI 3AT JinToBCcbka AkTasic /114, ManbTa BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | Tuny 3a UA/13882/01/01
nNiBKOBOIO "®papmnira” Pecny6nik - OHOBJIEHHS BXe 3aTBEPKEHNX METOLIB KOHTPOSIIO AKOCTI peuenmom
0060/10HKOH0, M0 25 a NiKapcbKoro 3acoby, a came: BUKIafEHHS TEKCTY
mr, no 10 TabneTok [ep>XaBHOK MOBOIO 3riHO CYy4aCHUX BUMOT
y 6nicTepi, no 3
6nictepn y
KapPTOHHI nauLyj
85. KBETUKCO/ TabneTku, BKPUTI 3AT JinToBcbKa AxTasic 174, Manbta BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHW | TUny 3a UA/13882/01/02
NAiBKOBOIO "dapmnira” Pecny6nik - OHOBJIEHHS BXE 3aTBEPLKEHNX METOAIB KOHTPOSIIO AKOCTI peyenmom
060110HKO0, No 100 a NikapcbKoro 3acoby, a came: BUKNAAEHHS TEKCTY
Mmr, no 10 TabneTok LepPXaBHOK MOBOI 3MiHO Cy4aCHUX BUMOT
y 6nicTepi, no 3
6nictepu y
KapTOHHIiA nayui
86. KBETUKCON TabneTku, BKpUTI 3AT JintoBcbka AxTasic /174, ManbTa BHECEHHS 3MiH [0 peecTpavuiliHix martepianis: 3MiHu | Tuny 3a UA/13882/01/03
nNiBKOBOO "®papmnira” Pecny6nik - OHOBJIEHHS BXe 3aTBEPKEHUX METOLIB KOHTPOSIIO AKOCTI peuenmom
060/10HKO10, N0 200 a NiKapcbKoro 3acoby, a came: BUKIafEeHHS TEKCTY
mr, no 10 TabneTok [ep>XaBHO MOBOIO 3riHO CYy4aCHUX BUMOT
y 6nicTepi, no 3
6nictepn y
KapPTOHHIM nauuj
87. KBETUPOH® TabneTtku TOB "ACIHO YkpaiHa PAPMATEH peuis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/18040/01/01
XR ACIHO MPOJIOHroBaHoI fji YKPAIHA" IHTEPHELLH/ CA, - NOJaHHA OHOB/IEHOrO cepTudiikaTa BigNOBIAHOCTI peyenmom
no 50 mr no 10 pevis €sponelicbkinn hapmakonei Ne RO-CEP 2017-175-Rev 01
Tabnetok y 6nictepi; (BUPOBHMLTBO, 0N [ilo4v0T peqyoBrHN KBETIaniHy Bif, BXe 3aTBepAkeHoro
no 3 a6o no 6 nakyBaHHs, BMpo6Huka ZCL CHEMICALS LTD, IHgis, y Hacnigok
6nicTepiB y KOHTPO/Ib SKOCTi Ta 36iNbLUEHHS PO3MIpY cepii; AoAaBaHHA BUPOOHMKa ANs
KapTOHHI nauui BUNycCK cepii); BUXIQHOIO MaTepiany; BBEAEHHS nepiogy NepekoHTPOosIo
PAPMATEH C.A,, 36 MmicAUiB; 3MiHM Y po34ini «YnakoBKa»;
Ipeuis (nakyBaHHs, 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudiikata
KOHTPO/Ib AKOCTI Ta BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP
BUMYCK cepii) 2017-175-Rev 02 ans fito4oi pe4yoBMHW KBETIaNiHy Bif BXe
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3aTBepaxeHoro BupobHuka ZCL CHEMICALS LTD, IHgis,
y Hacnifok 3MiHW agpecu BnacHuka
88. KBETUPOH® Tabnetkun TOB "ACIHO Ykpaina PAPMATEH pevis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/18040/01/02
XR ACIHO NPOJIOHroBaHoI fji YKPAIHA" IHTEPHELLUHA CA, - NoJaHHs OHOB/IEHOTO cepTudiikaTa BiANOBIAHOCTI peyenmom
no 150 mr no 10 peuis €sponelicbkiin hapmakonei Ne RO-CEP 2017-175-Rev 01
Tabnetok y 6nictepi; (BpoO6HMLTBO, ANA 4il4oi peyoBMHM KBETIaniHy Bif, BXe 3aTBepPAKEHOro
no 3 a6o no 6 nakyBaHHs, BMpo6bHuka ZCL CHEMICALS LTD, IHgjs, y Hacnigok
6nictepiB y KOHTPO/Ib SAKOCTI Ta 36iNbLUEHHS PO3MIpY cepil; fofaBaHHA BUPOOHUKA AN
KapTOHHIW nayu,i BWMYCK cepil); BVXiLHOrO Martepiany; BBEAEHHA nepiofy NepekoHTPosIo
®APMATEH C.A,, 36 MicAUiB; 3MiHM Y po34ini «YnakoBkay;
Ipeuisa (NakyBaHHS, 3MiHM | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa
KOHTPO/Ib SKOCTi Ta BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne RO-CEP
BUMYCK cepii) 2017-175-Rev 02 ons fitoyvoi pe4yoBMHW KBETianiHy Bif BXe
3aTBepxeHoro BupobHrka ZCL CHEMICALS LTD, IHgis,
y HacnifoK 3MiHM agpecu BnacHvka
89. KBETUPOH® Tabnetkn TOB "ACIHO Ykpaina PAPMATEH peuis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | Tuny 3a UA/18040/01/03
XR ACIHO NPOIOHIOBaHOI Aji YKPAIHA" IHTEPHELLH CA, - NOAAHHS OHOB/MIEHOrO cepTudikaTa BiANOBIAHOCTI peuenmom
no 300 mr no 10 pevis €sponelicbkin dhapmakonei Ne RO-CEP 2017-175-Rev 01
TabneTok y 6nictepi; (BMpoO6HMLTBO, ONs [jlo40T peqyoBrHN KBETIaniHy Bif, BXXe 3aTBepAkeHoro
no 3 abo no 6 nakyBaHHs, BMpo6Huka ZCL CHEMICALS LTD, IHgis, y Hacnigok
6nicTepiB y KOHTPO/Ib SKOCTi Ta 36ibLUEHHSA PO3MIipY cepil; AoAaBaHHSA BUPOGHVKa ANs
KapTOHHI navw,i BUNYyCK cepii); BUXIQHOIO MaTepiany; BBEAEHHSA nepiogy NepekoHTPOosIo
SAPMATEH C.A,, 36 micAUiB; 3MiHM Y pO34ini «YNakoBka»,;
Ipeuis (nakyBaHHS, 3MiHM | TUNY - NOAaHHA OHOBNIEHOTO cepTudikara
KOHTPO/1b AKOCTi Ta BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP
BMNYCK cepil) 2017-175-Rev 02 ans gjtoyoi pevyoBuHM KBETIianiHy Bif, BXe
3aTBepAXeHoro Bupo6Hrka ZCL CHEMICALS LTD, IHgis,
Y Hacnifok 3MiHW agpecu BnacHuka
90. KNCEHb rasy crasieBux MpuBatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | Tuny 3a UA/6447/01/01
MEAVNYHUI 6anoHax 06'eMoM akuioHepHe akuioHepHe - 3MiHM 3 iKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
FA30MNOoAIBHN | noln,no2n,3n, TOBapuCTBO TOBapucTBo "liHae KOHTeliHep/3aKkynopoBanbHuii 3aci6. 3MiHa po3mipy
n no5n,6n,8n,no "Ninge Mas a3 Ykpaina", yMakoBKW rOTOBOrO NiKapCbKoro 3acoby (3MiHa
101,201, 33 11, 40 YkpaiHa" YKpaiHa; Macu/06'eMy BMICTy KOHTeliHepa 6aratof030BOro
n, 50 n, y rpynax KuiBcbka doinis nikapcbKoro 3acoby A8 HenapeHTepabHOro
6a10HiB 06'eMOM MpuBaTHOrO 3acTocyBaHHSA (a0 04HOL030BOr0, YaCTKOBOro
480 n (40 nx 12),y aKLioHepHoro BMKOPUCTaHHS)) - BBEAEHHS OA4ATKOBUX YNAKOBOK HOBOTO
rpynax 6asioHis ToBapuctea "/livge po3mipy, a came cTaneBi 6asioHn o6'emom no 1 n, 3 1, 6 A,
06'emom 600 5 (50 n a3 YkpaiHa", 8 n, 20 n, 33 n, 50 n; y rpynax 6anoHis 06'emom 480 1 (40
x 12) Ykpaina N x 12), y rpynax 6asnoHie 06'emom 600 n (50 1 x 12), 6e3
3MiHM Marepiasly NepBUHHOrO NakyBaHHS, 3 BiAMNOBIAHUMU
3MiHaMW Y p. «YnakoBka»
91. KITPYOA® KOHLeHTpaT Ans Mepk Wapn i |LUBeiuapis BMPOGHMWK IpnaHgis/ BHECEHHS 3MiH 0 peecTpavuiliHix martepianis: 3MiHu | Tuny 3a UA/16209/01/01
pO34uHy ans Ooym |QEA Hepo3acoBaHol HigepnaHaun - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuenmom
iHpysiiA, 25 mr/mn; 6X nNpoAyKLUii, KOHTPO/Ib / afpecy 3asiBHVKa (BlacHMKa peecTpauiliHoro
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 4 mn AKOCTI Ta Benuka MOCBiJYEHHS) - 3MiHA aApecy 3asiBHMKa (BlacHuKa
KOHUeHTpaTy y TecTyBaHHS BpuTanisa/ peecTpaLiiHOro NocBigYeHHs); 3MiHu | TUNY - 3MiHU LWoA0
thnakoHi; no 1 cTabinbHOCTI, HimeuunHa 6e3nekn/edpeKkTVBHOCTI Ta chapmakoHarnagy. BeegeHHs
chnakoHy 3 nepBuHHE /benbris ab0 3MiHM [0 y3arasibHeHVX AaHNX Npo cucTemy
npenaparomM B nakyBaHHs: MCJ, chapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHux npo
KapTOHHIlA KopooLi IHTEepHEeLWHN cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi ocobu,
M6X/MC/L, IpnaHgais BiANOBIAA/IbHOI 3@ 34iliCHEHHS hapmakoHarnagy;
(Kapnoy), IpnaHgis; KOHTaKTHOI 0Cco61 3 hapmakoHarnsay 3asBHuKa A5
KOHTPO/Ib SAKOCTI Ta 3[jiCHEHHsT hapMakoHarnsay B YkpaiHi, KLU0 BoHa
TeCTyBaHHS BiAMiHHA BiJ YNOBHOBaXeHOI 0cO6MU, BiAMNOBIAA/IbHOI 3a
cTabinbHocTi: MCL 3pjificHeHHs1 hapMakoHarnsay (BK/IHUYaKUM KOHTaKTHI AaHi)
IHTEepHeLwHN Ta/abo 3MiHW y po3MillleHHI MacTep-halina cucremm
M6 X/MC/L, IpnaHgais thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHuX
(BpiHHi), IpnaHgis; YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifgNoBiganbHOI 3a
H.B. OpraHoH, thapmakoHarnsg,. 3MiHa micusa 3ailicHeHHS OCHOBHOI
Higepnangy; OiSNBHOCTI 3 dhapmakoHarnagy. 3MiHa MicLe3Hax0oMKeHHS
KOHTPO/Tb AKOCTi Ta macTep-haiina cuctemu chapmakoHarnsgy
TECTyBaHHs
CTabiNbHOCTI:
aKTUBHICTb ELISA,
ineHTUdikauis 3a
akTmBHicTiO ELISA:
KoBaHc JlabopaTtopi3
Nimiten (KosaHc),
Benuka BputaHis;
TecTyBaHHs
cTabinbHOCTI:
TecTyBaHHs
LiNiCHOCTI 3aKpuUTTS
KOHTelHepy:
HysicaH 'vM6X,
HimeuuunHa,;
BTOPVHHE
nakyBaHHs Ta
MapKyBaHHS1, 403BiN
Ha BUMYCK Cepii:
LWepinr-Mnay a6o
H.B., benbris
92. KNOTPUMA3O0O Kpem 1 %; no20ry nakcoCmitKn Benvka nakcoCmiTKnsiAH Monbwa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/2564/02/01
n Ty6i; no 1 Ty6i B AnH ExkcnopT BpuTanis dapmacbloTUKan3 - BHECEHHS 3MiH [0 MeTogis BunpobysaHHs 13 3a peyenma
KapTOHHIA KopoobLi Niviten C.A. nokasHukoMm "KiflbkicHe BU3HAYEHHS K10TprMasony",
30KpeMa: BUTy4YEeHHS MeToAy TUTPYBaHHS, OCKi/lbKN MeTof,
BEPX € 3atBEpAXeHUM anbTePHATUBHNM METOAOM; 3MiHU
| TMINY - 3miHa po3mipy cepii [/13. BHECEHHS HEe3HAYHKX
3MiH o p.3.2.P.1. Onuc Ta ckiag, Nikapcbkoro 3acoby:
KOpPEKTHE 3a3Ha4YeHHs KisIbKOCTi BOAM oumLieHoi Ha 100 r




64

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
npoaykty 3 71 r Ha 70 r. 3anponoHoBaHo: 1000 kr (50 000
yn.), 500 kr (25 000 yn.)
93. KOAENCWUH Tabnetku no 10 TOB "ACIHO YKpaiHa TOB "®apma CrapTt" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/11812/01/01
TabneTok y 6nictepi; YKPAIHA" - nofaHHs oHoBneHoro CepTudikaTy BigNoBigHOCTI peyenmom
no 1 6nictepy B €Bponeiicbkili hapmakonei RO-CEP 2016- 295 - Rev 03
nauuj 3 KapToHy ana A®l Kogeiny docdpaty remirigpaT Big 3aTBepAkKeHoro
BMpo6HMKa Macfarlan Smith Limited. Ak Hacnigok
36i/1bLLEHHS TEPMiIHY NOBTOPHOro BUNPo6byBaHHA ADI 3 24
MmicuiB fo 36 micsauis. 3anponoHosaHo: RO-CEP 2016- 295
- Rev 03
94. KOEH3M PO34UH A5 iH'EKLLN; Bionoriwe HimeuuunH Bionoriwe HimeuunmHa | BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3MiHu | Tuny 3a UA/6999/01/01
KOMMNO3NTYM no 2,2 ma1 B amnyni; Xannbmitrenb a Xanbmitresnb - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenmom
no 5 amnyny Xeenb M'm6X Xeenb M'm6X - BHECEHHS iHhopmaLii Npo dh/lyopecLEeHLil0 ETUKETKM M.
KOHTYPHIl 6 IHLWE TekcTy MapKyBaHHS NEepPBUHHOIT YNaKoBKN
YapyHKOBIN niKapcbKoro 3acoby
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLyi
B KOPOOGLIi 3 KAPTOHY;
no 2,2 Mn B amnyni;
no 5 amnyny
KOHTYPHIi
YapyHKoBIl
ynakosLij; no 2
KOHTYPHI YapyHKOBI
ynakoBKU B KOPOOLi
3 KapPTOHY;
no 2,2 mn B amnyni;
no 5 amnyny
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNaKkoBOK y KOPOOLLi
3 KApTOHY
95. KOPUH®AP® Tabnetkun TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/9815/01/01
PETAP/ NPOIOHIOBaHOI Aji YkpaiHa" 4.0.0. - 3MiHa B YMOBax 36epiraHHs rOTOBOro NikapcbKoro 3acoby peuenmom
no 20 mr, no 10 Ha "36epiraTv npyu Temneparypi He Bue 25 °C B
TabneTok y 6nictepi; opuriHanbHii ynakoBLi Ans 3axucTy Big ceitna” (6yno:
no 3 6nictepu B "36epiratn npun Temnepartypi He Bue 30 °C B
Kopob6ui; no 50 abo opuvriHasIbHIN ynakoBLi 47151 3aXMCTy Bif cBiTMA")
100 Tabnetok y 006yMOB/IEHO Gi3HEC PILLIEHHAM: MPOMOHYETLCA BUPIBHATH
thnakoHi; no 1 yMOBU 36epiraHHs N5 BCiX PUHKIB. 3MiHN BHECEHO B
pNakoHy B KOPOOLi IHCTPYKLit0 4159 MegUYHOro 3aCToCcyBaHHA y p. "YMOBM
36epiraHHa" 3 BiANOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
yMakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-T1 MicAuis nicns
3aTBEPKEHHSA
96. KCENbAH3 TabneTku, BKpUTI Mdpaiizep CLIA BMPOGHMLTBO 3a HimeuunHa BHECEHHS 3MiH 40 peecTpauiinHmx maTepiasis: 3miHu || 3a UA/14485/01/01
NNiBKOBOO EiAy.Ci.Mi. NOBHUM LK/IOM: My - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenmom
060/10HKOI0, N0 5 Mr; Kopnope/iLH Mdpaiizep thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuui
no 14 tabnetok y MeH ek ypuHr NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
6nictepi; no 1 a6o 4 Lonunena MrmeX MeAMYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMU 3
6nictepu y AKOCTI, AOKNIHIYHUMMU, KIIHIYHUMW AaHVMU Ta JaHuMy 3
KapTOHHI navw,; hapmakoHarnagy - 3MiHu BHeceHo A0 IHCTpykuii ans
no 14 tabneTtok y MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3zinis
6nictepi; no 1 a6o 4 "MokasaHHsA" (pegaryBaHHs TEKCTy), "Cnocib
6nictepu y 3acTocyBaHHsA Ta A03u" (pedaryBaHHs TEKCTY) Ta
KapTOHHI nauwi BiANOBIAHI 3MiHM BHECEHO A0 KOPOTKOT XapaKTepucTUkm
nikapcbkoro 3acoby go posginis 4.1 TepaneBTUYHI
nokasaHHs (pegaryBaHHs TekcTy), 4.2. [lo3n Ta croci6
3acTocyBaHHsA (pefaryBaHHs TeKCTy). BBefeHHS 3MiH
NpoTArom 6-T1 MicALIB Nicna 3aTBEPMAKEHHS.
97. KCUBYNAH NMopoLUoK AN AHTUBIOTUK PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/18686/01/01
PO34nHY AN iH'eKUl M CA - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuenmom
abo iHdysiino 1,2 1 3miHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
(1000 mr/200 wmr), no rOTOBOrO NiKapCbKoro 3acoby (36iNbLUeHHS TEpMiHY
1 a6o no 10 NpVAATHOCTI FOTOBOTO JiKAPCLKOTro 3acoby) - s Toprosoi
onakoHiB y yNakoBKW (NiTBEPAXKYETLCA AaHVMMN peasibHOro vacy) -
KapTOHHI navwi 36iMbLUEHHA TEPMiHY NPUAATHOCTI NiKapCcbKOro 3acoby.
3arBepoKeHo: 2 poku. 3anponoHOBaHO: 3 POKW. 3MiHU
BHECEHIi B iHCTPYKLit0 4151 MEANYHOTO 3aCTOCYBaHHSA Y
po3gin "TepMmiH npugaTtHocTi”
98. NA3O/IBAH® cupon, 15 mr/5 mn; TOB "Onenna YkpaiHa BepiHrep Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianis: 3miHa 6e3 UA/9887/01/01
31 CMAKOM no 100 mn a6o 200 Xenckea IHrenbxainm EcnaHa, dpaHuis 3as1BHMKa (B/1aCHMKA PeECTpaLiiHOro nNocBig4eHHs) (3rigHo peuyenma
NnICOBUX A4, | mny ckisHoMy YkpaiHa" CA, Icnanis Haka3y MO3 Big 23.07.2015 Ne 460): BBeieHHS 3MiH
hnakoHi 3 abo NpOTArom 6-T1 MiCALIB NiCNA 3aTBEPAKEHHS.
NNacTVKOBUM Jenbthapm,
3aKyNOpPHBa/IbHUM dpaHuin
NPUCTPOEM i3
3aXuUCTOM Bif
BIAKPUTTA AITbMU;
no 1 donakoHny B
KOMMN/IEKTi 3
nNacTVKoBNM
MipPH/AM KOBNaYkoMm y
KapPTOHHI KOpooOLii
99. NA®EPOH- cynosuTopii ToBapucTBO 3 Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/13825/02/01
DAPMBIOTEK® | pekTasnbHi no 250 06MEXEHO BMPOGHMYA - 3MiHK y cneyudpikauii Ad®l, a came: BK/IOUYEHHSA peyenmom
TMc. MO; no 5 BiANOBiAa/bHI KOMNaHis NoKasHUKIB SIKOCTi «laeHTudikauis» metog B i metopg I,
CynosuTopiis B cTio "HaykoBo- "InTepchapmbioTek” «3arasibHa HK», i «3a/1LWKoBi 6inky KNiTMHU xa3siHa» B
KOHTYpHiIlA BMPOGHMYA cneuudikalito fns nocepiiHoro KOHTposnto Ad| —
YapyHKOBIW KOMNaHis
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
ynakosui, no 2 "InTepcapmbi IHTepdepoHy anbda-2b pekomMbGiHaHTHOTO NANHN
KOHTYPHI YapyHKOBI oTeK"
yrnakoBKku B
KapPTOHHI KOpooLi
100. | NADEPOH- cynosuTopii ToBapucTBO 3 YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/13825/02/02
DAPMBIOTEK® | pekTtanbHi no 500 06MEXEHO0 BMPOGHMYA - 3MiHK y cneyudpikauii A®l, a came: BK/IOUYEHHS peyenmom
TMc. MO; no 5 BiANOBiAa/bHI KOMNaHis NoKa3HUKIB SIKOCTi «laeHTudikauis» metog B i metopg, I,
cynosuTopiis B cTio "HaykoBo- "IHTepcapmbioTek" «3arasibHa JHK», i «3a/1LWKoBi 6isiky KNiTMHU XassiiHa» B
KOHTYPHIi BMPOGHMYa cneuudikaLito A5 NOCepINHOro KOHTposo Ad| —
YapyHKOBIl KOMMaHis IHTepdepoHy anbga-2b pekomMbiHaHTHOTO NANHN
ynakosLi, no 2 "IHTepdapmb6i
KOHTYPHI YapyHKOBI oTeK"
yNaKkoBKM B
KapTOHHI KOopooLi
101. | NA®PEPOH- cynosuTopii ToBapucTBO 3 YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/13825/02/03
PAPMBIOTEK® | pekTasibHi Mo 1 MH obMmexeHo BMPOGHMYa - 3MiHK y cneuudikauii APl, a came: BK/IIOYEHHSA peyenmom
MO; no 5 BiANOBiAabHI KOMNaHis NnoKasHUKiB AKOCTI «laeHTudikauis» metog B i metopg I,
CynosuTopiis B cTio "HaykoBso- "IHTepcapmbioTek" «3aranbHa [HK», i «3anunwwkoBsi 6isIkv KMiITUHU Xa3siHa» B
KOHTYPHIi BMpPOGHMYA cneundikalito Ansi NocepiinHoro koHTposo Ad| —
YapyHKoBIl KOMNaHis IHTepdepoHy anbta-2b pekomM6iHaHTHOrO NANHN
ynakosi, no 2 "InTepcapmoi
KOHTYPHI YapyHKOBI oTeK"
ynakoBKu B
KapTOHHI/ Kopobui
102. | NADEPOH- cynosuTopii ToBapucTBO 3 Ykpaina TOB "HaykoBo- Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/13825/02/04
DAPMBIOTEK® | pekTasibHi N0 3 M/H 06MEXEHO BMpPOGHMYA - 3MiHK y cneyudpikauii A®l, a came: BKIOYEHHSA peyenmom
MO; no 5 BiANOBiAA/bHI KOMNaHis NOKa3HWKiB SIKOCTi «lgeHTudikauis» metog B i metoa I,
CynosuTopiis B cTio "HaykoBo- "InTepchapmbioTek” «3aranbHa OHK», i «3annwwkoBi 6isikv KNiTUHU XassiiHa» B
KOHTYpHiIlA BMPOGHMYA cneuudikalito fns nocepiiHoro KOHTposno Ad| —
YapyHKOBIW KOMNaHis IHTepdepoHy anbtha-2b pekoMBIHAHTHOTO AOANHN
ynakosLi, no 2 "IHTepcapmbi
KOHTYPHI YapyHKOBI oTeK"
YNaKoBKM B
KapPTOHHIi KOpoOLii
103. | NA®EPOH- niodgpinizat gns TosapucTso 3 YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHW | TUny 6e3 UA/15811/01/01
®APMBIOTEK® | npurotyBaHHs obmexeHor BMPOGHMYa - 3MiHM Y cneumndikadii A®l, a came: BK/IHOYEHHS peyenma
HA3AJTbHUI Kpanenb HasalbHUX BiANoBiAa/bHI KOMnNaHis NMoKa3HWKIB AKOCTI «laeHTudikalis» metog B i metop I,
no 1 mnd MO; no 1 cTio "HaykoBo- "IHTepcapmbioTek" «3aranbHa AHK», i «3anuwwkosi 6i/1Kv KNiITUHU XassiHa» B
chnakoHy 3 BMPOGHMYa cneundikauito A5 NocepiiHoro koHTposo Ad| —
niogpinizatom B KOMNaHis IHTepdepoHy anbga-2b pekomMbiHaHTHOrO NAUHN
KOMMNEKTi 3 "InTepcapmoi
KpULLKOlO- oTek"
KpanenbHULEero y
KapTOHHI KOpo6Li
104. | NEBOAPONPO | nopoLuok TOB YkpaiHa XyHaHb Li3togsaHb KuTalicbka BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiis: - UA/18455/01/01
MISVH (cy6eTaHuin) y "BOPBAPTC XOH'siH HapogHa BUMNPABNEHHS TEXHIYHMX NOMWAOK, 3rigHo N.2.4. po3ainy VI
noABINHNX PAPMA" PapmacboTukan Pecny6nika Hakaly MO3 Ykpainu Bif 26.08.2005p. Ne 426 (y pegakuii
noslieTUIEeHoBMX Ko., ITa Hakaszy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
nakeTtax gns BUMPaB/IEHHS TEXHIYHOT NOMWU/KM sika Byna fonyLieHa npu
hapMaLeBTUYHOTO peecTpauii nikapcbkoro 3acoby (Hakaz MO3 YkpaiHn 2669
3acTOoCyBaHHA Bi 18.11.2020 p.) B MKA nponyLieHoro nokasHuka sKocTi
(mikpobionoriyHa ynctoTta) B cneyudikauii MKA, npu
HasiBHOCTi B METOfax KOHTPO/0. BunpaBneHHsA mexi
OPDKAKOBMX Ta nniceHesux rpn6is(TYMC) He 6inbLue 100
KYO/r. 3a3HaueHe BUMpaB/eHHS BiANOBIgAE MaTepianam
peecTpauiiHoro gocbe
105. | NEBOMILIEETUH | kpanni ouHi 0,25 % MPAT YKpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/8046/01/01
no 10 mny "OITOPAPM" - BHECEHHS 3MiH Ao Cneuundikauii /MeTogiB BUNpobyBaHHSA | peyenmom
hnakoHax; no 10 mn N3 3a noka3HnMKoM "KonbOpoBICTL", 30KkpemMa: BUTyYEHHs
y thnakoHi; no 1 nocuiaHHA Ha metog 1 dY* ana po3wnpeHHs Mex
donakoHy y nauuj 3 npoBefeHHs aHanisy, a came, 4151 MOX/IMBOCTI BUKOHAHHSA
KapToHy aHanizy nokasHuka "KonboposicTb" 3a AP Y* gk 3a
MeTodom 1 Tak ii 3a MeTofoMm 2. 3MiH B AKOCTi NiKapCbKoro
3acoby He BigbyBaeTbes. [itoya pegakuis MponoHoBaHa
pepakuis KonboposicTb Mpenapar mae 6yt 6e36apBHUM
3an. 4. Aoy*2.2.2 MeTtog 1 KonboposicTb MNpenapaT mae
6yTn 6e36apeHuM 3a n. 4. ldy*2.2.2
106. | NIHKOMIUWNHY Kancynu no 250 wr; My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/1562/01/01
riagPoOxXnorPua | no 10 kancyny aKujioHepHe akKuioHepHe - BUTYYEHHS YNakoBKy likapcbkoro 3acoby in bulk: no peyenmom
6nicTepi, no 2 TOBapuCTBO TOBapuCTBO 1000 kancysn B KOHTeHepi N/1lacTMacoBoMy.
6nictepn y nauui "HaykoBo- "HaykoBo- 3anponoHoBaHo: no 10 kancyn y 6nictepi; no 2 6nictepu B
BMPOGHNYNIA BMPOGHNUNIA navu,i
LeHTp LeHTp"bopLuariBcbk
"BopLuariscbk WiA Ximiko-
N4 XiMiKo- hapmaLeBTUYHNIA
thapmaueBTny 3asof”
Hui 3aBoa”
107. | NO3APTAH TabneTkn, BKPUTI TOB "TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/16519/01/01
NNHOC-TEBA NNiBKOBOO YkpaiHa" dapmaneBTUYHNI IcnaHis - NOJaHHS OLLiHKM PU3VKIB 3 METOK 06rpyHTYBaHHS peyenmom
060/10HKOt0 No 50 3aBof TEBA, BiICYTHOCTi HEO6XiAHOCTI KOHTPOSIIO HITPO3aMiIHOBUX
mr/12,5 mr no 10 YropwmHa nowmiwok (NDEA i NDMA) B 113
TabneTok y 6nictepi; (BMpPOGHMLTBO 3a
no 3 a6o no 6, abo MOBHWM LIVK/IOM);
no 9 6nictepis y TeBa ®apwma C.J1.Y.,
KapTOHHIlA KopooLi Icnanis (nepBrHHA
ynakoBka, BTOPUHHA
ynakoBska Ta A03Bin
Ha BUNYyCK cepii)
108. | NO3APTAH TabneTku, BKPUTI TOB "TeBa YKpaiHa AT YropwmHa/ BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNYy 3a UA/16519/01/02
MNOC-TEBA MN/1iBKOBOIO YkpaiHa" dapmaueBTUYHNI Icnanis - NOJaHHS OLLiHKV PU3VKIB 3 METOI 0BrpyHTYBaHHSA peyenmom
060/10HKOI0 1Mo 100 3aBof, TEBA, BiICYTHOCTi HEOBXiAHOCTi KOHTPOJIHO HITPO3aMiHOBUX
mr/25 mr, no 10 YropwuHa pomiwok (NDEA i NDMA) B 13
TabneTok y 6nictepi; (BMPOGHMLTBO 3a
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 3 6nictepa y MOBHWM LVK/IOM);
KapTOHHilA KopooLi TeBa ®apma C.J1.Y.,
Icnanis (neperHHa
ynakoBKa, BTOPUHHA
ynakoBka Ta A03Bin
Ha BUNyCK cepii)
109. | IO3APTAH- TabneTku, BKpUTI TOB "TeBa YkpaiHa AT YropwyHa/ | BHECEHHs 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/16398/01/01
TEBA NNiBKOBOO YKpaiHa" dapmaneBTUYHNI IcnaHis - NOAAHHS OLHKM PU3UKIB 3 METOK 0OrpyHTYBaHHS peyernmom
o6onoHkoto, no 12,5 3aBog, TEBA, BiICYTHOCTi HEO6XiAHOCTI KOHTPOSIIO HITPO3aMIHOBUX
mr, no 10 Tabnetok YropwuHa pomiwok (NDEA i NDMA) B 13
y 6nicTepi; no 3 (BUPOBHMLTBO 3a
6nictepu y MOBHVM LK/IOM);
KapTOHHIA Kopoo6Li Tesa ®apma C.J1.Y.,
IcnaHis (nepBMHHa
ynakoBka, BTOPUHHA
ynakoBka Ta A03Bin
Ha BUMycK cepii)
110. | NO3APTAH- TabneTkn, BKPUTI TOB "TeBa YKpaiHa AT YropwmHa/ BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/16398/01/02
TEBA NNiBKOBOIO YkpaiHa" dapmaneBTUYHNI IcnaHis - NOJaHHS OLHKV PU3VMKIB 3 METOI 06rpyHTyBaHHSA peyernmom
060/10HKOI0, M0 25 3aBof, TEBA, BiJCYTHOCTi HEOOXiZHOCTI KOHTPOSIIO HITPO3aMiHOBUX
mr, no 10 TabneTok YropuwuHa pomiwok (NDEA i NDMA) B 13
y 6nicTepi; no 3 (BMpPOGHMLTBO 3a
6nictepn y NMOBHUM LMKIOM);
KapTOHHI KopoobLi Tesa ®apma C.J1.Y.,
IcnaHisa (nepBMHHa
ynakoBka, BTOPMHHA
ynakoBka Ta [03Bisn
Ha BUMycK cepii)
111. | NO3APTAH- TabneTku, BKPUTI TOB "TeBa YkpaiHa AT YropwmHa/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/16398/01/03
TEBA NAiBKOBOIO YkpaiHa" dapmaueBTNUHWI IcnaHis - MOAAHHS OLHKM PU3UKIB 3 METOK 0OrpyHTYBaHHS peyenmom
o60onoHkoto, no 50 3aBof, TEBA, BiICYTHOCTi HEOOXiAHOCTi KOHTPOJIHO HITPO3aMiHOBUX
Mr no 10 TabneTok y YropLmHa fomiwok (NDEA i NDMA) B 13
6nictepi; no 3 (BUPOGHMLTBO 3a
6nictepu y NMOBHUM LMKNOM);
KapTOHHIlA KOpO6L; Tesa ®apma C.J1.Y.,
no 9 6nictepis y IcnaHis (nepBMHHA
KapTOHHI KOpO6L ynakoBKa, BTOPUHHA
ynakoBska Ta [03Bisn
Ha BUMYCK cepii)
112. | NO3APTAH- TabneTku, BKPUTI TOB "TeBa Ykpaina AT YropwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis 3miHu | Tuny 3a UA/16398/01/04
TEBA N1iBKOBOIO YkpaiHa" dapmaveBTUYHUI Icnanis - NOoJaHHs OLHKM PU3VKIB 3 METOK OBrpyHTYBaHHSA peyenmom
o6onoHkoto, no 100 3aBof TEBA, BiICYTHOCTi HEOOXiAHOCTI KOHTPOJIIO HITPO3aMiHOBUX
Mmr, no 10 TabneTok YropwuHa powmiwok (NDEA i NDMA) B 113

y 6nicTepi; no 3
6nictepu y
KapTOHHilA KopooLi

(BMPOGHMLTBO 3a
MOBHVM LVK/IOM);
Tesa ®apma C.J1.Y.,
Icnanis (neperHHa
yNakoBKa, BTOPUHHA
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
ynakoska Ta A03Bin
Ha BUMycK cepii)
113. | NOPATAOVH- Tabnetkv no 10 mr, ToBapuncTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 6e3 UA/0100/01/01
340POB'A no 10 Tabnetok y obmexeHo obMexeHo - NofaHHs OHOB/IEHOTO cepTuddikaTy BignoBigHOCTI € Neo peyenma
6nictepi; no 1 a6o 2 BiANoBiAa/bHI BiANOBIAANILHICTIO R1-CEP 2009-009-Rev 02 Big, BXe 3aTBEpAKEHOro
6nictepu y CTIHO "dapmaveBTuyHa BMpo6Huka APl NoparagnHy, VASUDHA PHARMA CHEM
KapTOHHIA KopoobLi "®dapmauesTu KomMaHisa "3g0poB'a” LIMITED, India, Ta sik HacnigoK AoAaBaHHsS A0AATKOBOI
YHa KOMMaHis BUPOBHMYOT AinbHULI, 63 3MiHM NpoLecy BUPO6HMLTBA Ta
"3p0pos'a” CXemu CUHTesy fgjtoyoi pevosnHn — Unit-11, Plot Ne 79,
Jawaharlal Nehru Pharma City Parawada Mandal,
Visakhapatnam India-531019 Thanam Village, Andhra
Pradesh, India
114. | NOPAEC® Tab1eTkn BKpUTI HOBEN INAY TypeyunH HOBE/ INAY TypeyuunHa BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/11552/02/01
060/10HKOI0 MO 5 M, CAHAI BE a CAHAI BE TUNy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. Cuctema | peyenmom
no 10 TabneTok y TIOIXKAPET TIIKAPET A.LL. KOHTeliHep/3akynoptoBanbHuii 3aci6. 3MiHa po3mipy
6nicTepi, no 1, 2 abo A.LL. yMakoBKM FOTOBOrO NiKapCbKoro 3acoby (3MiHa KifibKoCTi
3 6nictepn y oavHWLG (Hanpuknag, TabneTok, amnyn TOLO) B ynakoBLi:)
KapTOHHI ynakosL,i - 3miHa no3a fianasoHoM 3aTBEPAKEHNX PO3MIpIB
yNakoBKM - BBEA,EHHSA [0AATKOBOT yNakoBkKa /likapCbKoro
3aco6y Ne 10 (10x1) y 6nictepax, 6€3 3MiHW NEPBUHHOTO
nakyBaslbHOro matepiasy, 3 BiANOBIAHUMY 3MiHaMY B
po3aini «YnakoBka»
3MiHV BHECEHI B IHCTPYKLil0 4151 MeANYHOro 3acToCyBaHHS
NiKapcbKoro 3acoby y po3ain "Ynakoska'", ik Hac/igok
nosiBa f0aTKOBOro NakyBaHHS.
115. | NOPICTA® HD TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOBHULITBO "in CnoseHis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | Tuny 3a UA/6454/01/02
NAiBKOBOIO HoBo mecTto bulk", nepBnHHe Ta - BUKnageHHs MKA M3 ykpaiHCbKo MOBOHO peyenmom

o6onoHkoto, 100
mr/25 mr; no 10
Tabnetok y 6nictepi;
no 3, abo no 6, abo
no 9 6nictepis y
KapTOHHI KOpoo6L;
no 14 tabnetok y
6nictepi, no 1, a6o
no 2, abo no 4, abo
no 6, abo no 7
6nictepiB y
KapTOHHI KOpoOLyi

BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; KOHTPO/Tb
cepit:

KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPO/b Cepil:
NabeHa g.0.0.,
CnoBeHis

(3aTBEPAXEHO POCIICHKO MOBOI). BunpaBneHHs
TEXHIYHMX MOMW/IOK Ta HE3HAYHI KOPeKLii onncy MeTozis
KOHTPOJTI0 AKOCTi 3 BiibLL CyYacHUM ONUCOM METOANK.
BBefeHHs 3MiH NpoTAroM 6-tu micAuis nicns
3aTBEPKEHHS; 3MiHU | TUNY - HE3HAYHI 3MiHWX B ONUCI
3aTBEPKEHOT METOANKM BUNPOBYBaHHA «laeHTudikauis i
KiNbKiCHe BU3HAYEHHS s103apTaHy Kaulito i
rigpoxnoptiasugy B Tabnetkax» (BEPX) — kopekuis Ta
fAeTtanisauis onucy MeToankn. BeegeHHs 3MiH npoTsarom 6-
TW MICALIB NIC/A 3aTBEPMKEHHS; 3MiHW | TUMNY - HE3HAYHI
3MiHM B ONWCI 3aTBEPAXEHOT METOANKY BUNPOBYBaHHSA
«CynyTHi AOMILLKM NT03apTaHy Kaulito i rigpoxsiopTiasugy B
TabneTkax» (BEPX) — onTumisauisi Ta geTanisauis onvcy
MeTOAMKM, 6€3 3MiH BCTAHOB/IEHNX KpUTEPIii
NPUIHATHOCTI. BBeAEHHS 3MiH MPOTAroM 6-Tu MicALiB
nicnsa 3aTBepKeHHs; 3MiHu | Tuny - 3amiHa MeToay
«lpgeHTudikalia Ta KinbkicHe BU3HAYEHHS no3apTaHy Kalito
Ta rigpoxnopriasngy B TabneTtkax» Ha «OgHOPIAHICTb
[,030BaHNX OUHULb — OAHOPIAHICTb BMICTY, KiflbKicHe
BM3HAYEHHS Ta iAeHTMdiKaLia No3apTaHy Kanito i
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

rigpoxnoptiasngy» (BEPX). BBegeHHs 3MiH NpoTArom 6-tn
MicAILiB Micns 3aTBEPIKEHHS; 3MiHW | TUMY - OHOB/IEHHS
MeTOAY, Y 3B'A3Ky 3 TUM, L0 Hapasi meTod byae
BMKOPWCTOBYBATUCA /19 BU3HAYEHHS Ki/IbKICHOrO BMICTY
Ta igeHTudikauii. 3aTepakeHo: «OAHOPOAHOCTb
[031pOBaHHbIX eanHuL,. OfHOPOAHOCTL CofepXaHns
no3apTaHa kannsa u rmgpoxaopTtnasuga». 3anponoHoBaHo:
«OAHOPIAHICTb A030BaHWUX OAVHULbL — O4HOPIAHICTb
BMICTY, Ki/IbKiCHE BU3HAYEHHS Ta igeHTudikauis no3apTaHy
kanito i rigpoxnoptiasngy» (BEPX). BBegeHHs 3MiH
NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS; 3MiHM | TUNy -
BUYYEHHA 3i cneumdikavii M3 nokasHuka sKocCTi
«Po3nagaHHsA» (EBp. ®apm., 2.9.1), 3a HasABHOCTI
3aTBEPAKEHOr0 napameTpy «Po3UYMHEHHs». BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBepMKEHHS; 3MiHK |
TUMY - HE3HAYHI 3MiHW B NpoLieci BupobHuuTtea /13, 3
MEeTOI0 NOKPAaLLEHHSA TEXHOMOTYHOCTi rpaHyNALiHOT
CyMiLLi, ONTVMI3aLii NpUroTyBaHHsA CycneHsii 4ns NnokpuTTS
Tabnetok; 3miHu | TMNy - AONOBHEHHS crevumdikayii AdI
nosaptaH kanito (Big BUpobHuka NN13) goaaTtkosum
nokasHukom sikocTi: «Impurity NDMA — not more than 0,03
ppm; Impurity NDEA — not more than 0,03 ppm»;
BUJTyYeHHs 3i cneumdikauii APl nozaprtaH kanito
nokasHvka «Baxkki MeTaninm»; 3MiHu | Tuny - 3MiHn y agpeci
BMpOGHMKa A®| nosapTaH kanito Zhejiang Menovo
Pharmaceutical Co., Ltd: 3mMiHW y agmiHicTpaTuBHili agpeci
Ta BUPOBHWYIN AinbHULI

116.

MAUXEN

TabneTku, BKpUTI
NNiBKOBOO
060/10HKOI0, M0 400
Mr; no 28 TabneTok
y chnakoHi, no 1
chnakoHy B
KapTOHHIA ynakoBsL,i

MaiinaH
Nab6opaTtopi3
Nimiten

IHais

MAVNAH
NNAGOPATOPI3
NIMITEL,

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acTOCyBaHHSA
reHepnyHUX/ribpuaHMX/6ionogibHNX nikapcbknx 3acobis
nicns BHECEHHS Tiel camMoi 3MiHM Ha pedhepeHTHNI
npenapar (3mMiHa He NoTpebye HafaHHA XOLHWUX HOBMX
[04AaTKOBUX AaHWX) - 3MiHW BHECEHI [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby y po3ginu
"PapmakonoriyHi BnactusocTi”, "B3aemopis 3 iHWMMKN

nikapcbkrMmn 3acobamu Ta iHLWi BUamn B3aemogiii",
"Ocob6nmBoCTi 3acTocyBaHHS", "MobiuHi peakwyi
BiANOBIAHO [0 iHGopMaLil pedepeHTHOro Nikapcbkoro
3acoby SOVALDI™ (sofosbuvir) 400 mg film coated
Tablets Gilead Sciences, Inc. Foster City, CA 94404 USA
(B YKpaiHi He 3apeecTpoBaHuii) BBeeHHS 3MiH NPOTArom
6-TV MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHM | TUny - 3MiHN
Loao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW) - 3MiHW BHECEHI 0 TeKCTY MapKyBaHHS YNakoBKM

3a
peyenmom

UA/18369/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

NikapcbKoro 3acoby (OHOB/IEHHS TEKCTY MapKyBaHHS).
BBefeHHs 3MiH NpoTAroM 6-T1 MicAuis nicns
3aTBEPMKEHHST; 3MiHM | TUNY - 3MiHK 3 IKOCTi. FOTOBWIA
nikapcbknii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (36inbeHHsA TepMiHY NPUAATHOCTI
roTOBOrO fliKapcbkoro 3acoby) - [11s TOpProeoi ynakoskm
(niaTBEPOKYETHCA AAHUMW PEASILHOTO Yacy) - 36iNbLIEeHHsA
TEepMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby 3 24
MicsuiB A0 36 micAuiB 3MiHM BHECEHI [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCYBaHHS NikapcbKoro 3acoby y po3ain
"TepMiH npugartHocTi". BBeAeHHS 3MiH NPOTArom 6-Tu
MiCSLB NicNs 3aTBEPAXKEHHS; 3MiHM || Tvny - 3MiHK WwWoao
6e3nekn/echekTMBHOCTI Ta thapmakoHarnsagy. BHeceHHs
a60 3MiHa(1) [0 3060B'A3aHbL Ta YMOB Bugadi
peecTpauiiHoro NocBigYeHHs, BkIoYatoum Mnax
ynpas/iHHA pu3nkamm (iHLWi 3MiHK) - OHoB/ieHo MnaH
ynpasniHHA pusnkamu, Bepcis 6.0 Ans nikapcbkoro 3acoby
MaiiXen, TabneTku, BKpUTI NNIBKOBOK 060/10HKO, No 400
Mr; 1o 28 TabneTok y h/iakoHi, No 1 hiakoHy B KApTOHHIl
ynakosLi 3MiHM BHeceHi o YacTuHu Il «Cneuundikauis 3
6e3nekn» (Moayni Cll, CVIl), yactuHu VI «Pe3tome nnaHy
ynpas/iHHA pusmkaMmu» Ta yactuHm VII Jogatku.
BBefieHHs1 3MiH NpoTArom 6-Tv MicAuiB nicns
3aTBEPAKEHHS

117.

MAINXEN ONn

TabneTku, BKPUTI
nAiBKOBOO
o060510HKot0, No 400
Mr/100 wmr; no 28
TabneTok y o1akoHi;
no 1 donakoHy B
KapTOHHIiA ynakoBL,i

MaiinaH
NabopaTtopi3
NimiTen

IHais

MANNAH
NIABOPATOPI3
NIMITEL

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbkuii 3acib. CTabiNbHICTb.
3miHa y TepmiHax npugaTHoOCTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCcbKoro 3acoby (36iNbLUEHHA TEPMiHY
NpWAATHOCTI FOTOBOTO JTiKAPCLKOTO 3acoby) - 15 Toprosoi
ynakoBku (MiATBEPAKYETLCA AaHUMMN PEasIbHOIO Yacy).
36iNbLUEeHHSA TEPMiHY NPUAATHOCTI FOTOBOrO NiKapCbKoro
3acoby 3 24 micsuis Ao 36 MicsLiB. 3MiHN BHECEHO B
IHCTPYKL,i0 415 MeANYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby y p. "TepMiH npuaatHocTi". BBeeHHS 3MiH
NPOTArom 9-T MICALIB MiCNsA 3aTBEPAKEHHS. 3MiHu | TUNy
- 3miHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHW). 3MiHVM BHECEHO B TEKCT MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH NPOTArom
9-T MicALIB Mic/A 3aTBEpMKEHHS. 3MiHu || TUny - 3MiHK
wofo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy.
BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB Bugadi
peecTpauiiHoro NocBigYeHHs, BKIoYatoum Mnax
ynpaBiHHA pr3nkamm (iHLWi 3MiHn). OHoBNEHO MnaH
ynpasniHHA pusnkamu, Bepcis 2.0 Ans nikapcbkoro 3acoby
MaiiXen OJ1/1, TabneTku, BKpUTI NIIBKOBOK 060I0HKOLO,
no 400 mr/100 mr; no 28 TabneTok y gonakoHi; no 1
h/1aKOHY B KQPTOHHI ynakoBLji. 3MiHN BHECEHI [0 YACTUHW

3a
peyenmom

UA/18504/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
Il «Cneunddikauis 3 6e3neku» (Mogyni Cll, CVII), yactuxm
VI «Pe3tome nnaHy ynpasniHHA pyu3nkammu» Ta yactuHu VI
[opatkn. BBegeHHA 3MiH npoTarom 9-Tu micsuis nicns
3aTBEPAKEHHS.
118. | MAKCIBPEH Tabnetku no 250 mr Pyn Pecny6nik Pecny6nikaHcbke Pecny6nika | BHECEHHs 3MiH [0 peecTpauiliHix maTepianis: 3MiHu | TUNY 6e3 UA/18113/01/01
no 10 TabneTok y "Benmeanpen a YHITapHe BMpOo6HuYe Binopycb - BWIyY€eHHS nokasHuka "bakTepiasibHi eHOO0TOKCUMHMN" 3i peyenma
6nicTepi; no 1 a6o 2, apatun" Binopycb nignprMeMCTBO cneuudikauii BXigHoro koHTpons A®l. MNMponoHoBaHa

abo 5 6nictepis
pa3oM y KapTOHHIl
nauui

"Benmeanpenaparn”

pepaxuis
3.2.S.4.1. Cneundikauis MNMokasarens Hopma - - ; 3MiHm |
TUMY - BUTyYEHHS NokasHuka "Baxki meTanu" 3i
cneundikavii BxigHoro koHTpons A®l. NMponoHoBaHa
pepakuis 3.2.S.4.1. Cneumndikauis. MNokasatens. Hopma -
-; 3MiHuW | TMNy - 3MiHKM B cneyudikauii Ha A®I wopao
nokasHuka "MikpobionoriyHa umctoTa" - BUSTy4eHO BUMOrU
015 CTEPUNIbHUX NiKapCbKNX hopM; 3MiHK | Tuny - 3MiHK 3
akocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuxigHoOro martepiany/npoMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIECI
BMpOo6HMUTBA API (iHLWi 3MiHM Y MeToAax BUNPOOYBaHHS
(BKtOHAOUM 3aMiHy abo f0NoBHeHHS) APl abo
BMWXifHOrO/MPOMDKHOrO NPOAYKTY); CynyTHS 3MiHa - 3MiHM 3
akocTi. A®l. KoHTposb A®L. 3miHa y napameTpax
cneumdikauin Ta/abo [onNycTUMKUX MEX, BUSHAUYEHUX Y
cneundikayisx Ha A®Il, abo BUXIAHWIA/MPOMIDKHWI
npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y Npoueci
BMpo6HULUTBa AP - 3mMiHA Y MeTofax BUNPO6yBaHHA AdI: -
METO/ BU3HAYEHHS CYMYTHIX JOMILLOK 3MIHEHO i3
3acTapinoro TWX Ha 6inbl cyvyacHuii metog BEPX, sk
HacnigokK 3mMiHa AonycTMMUX MeX cnewmdikavii BXigHOro
KOHTpONS (3anponoHoBaHo: «ConyTCTBYOLLME NPUMECH:
nobas egrHnyHasa npumecs — He 6onee 0,1 %, cymma
npumeceii — He 6onee 1,0 %>»); 3MiHM | TUNY - 3MiHK 3
AKOCTi. A®I. KoHTposb A®I. 3miHa y napameTpax
cneumdikauin Ta/abo [oNyCTUMKUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLIECI
BMPOG6HULTBA AP (3BY)KEHHS JOMYCTUMUX MEX,
BM3HAUYeHUX y cneyudikauii); cynyTHS 3MiHa - 3MiHU 3
AKocTi. A®l. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuXigHOro MaTepiasy/npomMikKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNPoOyBaHHS) - 3BY)XXEHHS AOMYCTUMUX MeX
cneumdikauii BXigHOro koHTposna Adl 3a n. «3aniso», a
TakoX MeToAvKa BU3HAYEHHS 3MIHIOETbCS Ha
thapmakoneiiHy. MNponoHoBaHa pegakuis 3.2.S.4.1.
Creuudikauis MNMokasatens Hopma XXeneso He 6onee 50
ppm; 3MiHK | TMNY - 3BY)XEHHS AONYCTUMUX MEX
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
cneuudikauii BXigHoro kKoHTponsa A®| 3a n. «KinbkicHe
BM3HauYeHHs». MNponoHoBaHa peakuisa 3.2.S.4.1.
Cneuucpikauis Mokasatens Hopma KonnyectseHHoe
onpegeneHve He mexee 99,0 % u He 6onee 101,0% (B
nepecyeTe Ha Cyxoe BellecTBO)
119. | MAIbTO®EP® | cupon, 10 mr/mn no Bicbop LWseiuapi | Bidop (IHTEpHELLH) LLiseiiuapis BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/5869/04/01
75 mn abo no 150 (IHTepHewwHn) A IHK., LLBeluapis - 3MiHM Woao 6e3neku/ehekTVBHOCTI Ta dhapmakoHarnagy. | peyenmom
My cpriakoHi; no 1 IHK. (KOHTpPOJIb AKOCTI, BBeneHHs abo 3MiHM [0 y3arasibHeHUX AaHnX Npo
hnakoHy 3 MipHUM [03BiN Ha BUNYyCK cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
KOBMa4KoM y cepii); Bichop C.A,, [aHvX Npo cuctemy dapmakoHarnsgy, sMmiHa
KapTOHHIlA KOpooLi LLiBeiiuapis YMNOBHOBaXXEHOT 0c0o6U, BiANOBIAaNbHOT 3a 34iACHEHHS
(B1pOGHMLTBO thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnsgy
Hepo3dacoBaHoi 3as9BHUKa 415 34iiCHEHHA hbapmakoHarnsgy B YkpaiHi,
NpoAyKLii, KOHTPOsIb AKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
AKOCTI, NepBUHHA Ta BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
BTOPWHHA YNaKoBKa) (BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHiI
mMacTep-gaiina cuctemm hapmMakoHarasay) - aMmiHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNOBigabHOI 3a
hapmakoHarnsg,.
MponoHoBaHa pepfakuis: Gabriele FOx. 3MiHa KOHTaKTHUX
JaHnX ynoBHOBaXXEHOI 0C06Y 3asBHVKa, BigNOBigaIbHOT
3a thapmakoHarnag.
3MiHa KOHTaKTHOI 0CO6U 3asBHYKa, BifnoBigabHOI 3a
hapmakoHarnsg B Ykpaini. NMponoHoBaHa pefakuis:
Mwuxaiiniok MapuHa CTaHicnaBiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BIAMNOBIAa/ILHOT 3a
hapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxogKeHHs
MacTep-aiina cuctemy papMakoHarisgy
120. | MANIbTO®EP® | kpanni opanbHi, 50 Bichop Lseiiuapi | Bidop (IHTEpPHELLHT) LLiseiiuapis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/5869/03/01
mr/mn no 10 mn abo (IHTepHeLwH) A IHK., LBeluapis - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta thapmakoHariagy. peyenmom
30 Mn 'y donakoHi IHK. (KOHTpPOJIb AKOCTI, BBefeHHs1 abo 3MiHU [0 y3araslbHeHUX AaHUX Npo
ab0 KoHTeliHepi [03BiN Ha BUMNYCK cuctemy thapmakoHarnsgy (BBefeHHs y3araibHeHNxX
(Ty6i) 3 cepii); Bichop C.A,, [aHvX Npo cuctemy cdapmakoHarnsgy, sMmiHa
KpanensHuueto; no 1 LLiBefiuapis yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
dhnakoHy abo (BUPOGHNLTBO hapmMakoHarnagy; KOHTakTHoOI 0cobu 3 chapmakoHarnsgy
KOHTeliHepy (Ty6i) B Hepo3dacoBaHoi 3anBHVIKa AN 34iicHeHHs chapmakoHarnsgy B Ykpaii,
KapTOHHIA Kopoo6Li NpoAyKLii, KOHTPO/b SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
SKOCTi, NepBMHHA Ta BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
BTOPUHHA YNaKoBKa) (BK/IIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI
macTep-gaiina cuctemm hapMakoHaraisay) - 3aMiHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, Bi4NOBigaNbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepfakuis: Gabriele FOx. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXEHOI 0CO6M 3as1BHIKKA, BifnoBigasibHOT
3a thapmakoHaraag,
3MiHa KOHTaKTHOI 0CO6U 3asiIBHMKA, BignoBigabHOI 3a
dhapmakoHarniag B YkpaiHi. MponoHoBaHa pefakuis:
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
Mwuxaiiniok MapuHa CTaHicnasiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asiBHUKa, BiANOBIAa/IbHOT 3a
hapmakoHarnag B YkpaiHi. 3MiHa mMicLie3HaxoaKeHHs
MacTep-chaiina cuctemMu dpapmakoHarnsgy
121. | MANIbTO®EP® | TabneTku XyBasibHi Bichop Lseiiuapi | Bidop (IHTEpHELLHT) LLiBeiiuapis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/5869/02/01
no 100 mr no 10 (IHTEepHewWwH) ] IHK., LBenuapis - 3MiHK Woao 6e3nekn/eddeKkTUBHOCTI Ta thapmakoHariagy. peyenmom
TabneTok y 6nictepi; IHK. (KOHTpOSIb SIKOCTI, BBefeHHs1 abo 3MiHU 40 y3arasibHeHUX AaHnX Npo
no 3 6nictepu B [03BiN Ha BUMNYCK cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHNxX
KapTOHHI Kopoobui cepii); Bichop C.A,, [AaHvX Npo cuctemy capmakoHarnsgy, sMmiHa
LLiBefiuapis yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
(BUPOGHULTBO hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnsagy
Hepo3dacoBaHoi 3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
NpoAyKuUii, KOHTPO/b SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
SIKOCTi, NepBMHHA Ta BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
BTOPUHHA YNaKoBKa) (BK/IIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHI
mMacTep-ghaiina cuctemm hapmMmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBigaNbHOI 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Gabriele Fox. 3miHa KOHTaKTHMX
[aHnX ynoBHOBaXEHOI 0CO6M 3asBHKKaA, BifnoBigaibHOT
3a thapmakoHaraag,
3MiHa KOHTaKTHOI 0CO6U 3asiBHMKA, BignoBigaibHOI 3a
thapmMakoHarnag B YkpaiHi. MponoHoBaHa pefakuis:
Muxaiintok MapuHa CtaHicnasiBHa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
thapmakoHarnsag B YkpaiHi. 3MiHa MicLe3HaxoKeHHs
MacTep-haina cuctemm hapmakoHarnsgy
122. | MAJIbTO®EP® | TabneTku XyBaJsibHi, Bichop Lseiiuapi | Bidop (IHTEpHELLHT) LLiBeiiuapis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/5870/01/01
®on 100 mr/0,35 mr no (IHTEepHeLwHN) A IHK., LLBeiuapis - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta hapmakoHarnagy. peuenmom
10 TabneTok y IHK. (KOHTPOSIb SKOCTI,

6nicTepi; no 3
6nictepu B
KapTOHHI KopoobLi

[103BiN Ha BUNYCK
cepii); Bichop C.A,,
LLiBefuapis
(BUpOGHMLTBO
Hepo3dacoBaHoi
NpoAyKUii, KOHTPO/b
AKOCTI, NepPBUHHA Ta
BTOPUHHA YNaKoBKa)

BBefeHHst abo 3MiHM [0 y3arasibHeHVX AaHnx Npo
cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
[aHux npo cuctemy hapmakoHarnsgy, 3miHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asiBHUKA 15 3AiICHEHHSA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMakoHarnsgy
(BK/KOUAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
mMacTep-aiina cucteMmn hapmakoHarisgy) - 3miHa
YMOBHOBaXEHOI 0C06Y 3a8BHMKA, BigNoBifabHOT 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: Gabriele Fox. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXEHOI 0CO6M 3asiBHYVIKA, BignoBiganbHOT
3a thapmakoHarnag,.

MponoHoBaHa pegakuis: Muxainok MapyHa
CraHicnasiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0cobu 3as1BHMKA, BiANOBIAAILHOI 38 hapmakoHarnss B
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
YkpaiHi. 3MiHa MicL,e3HaxoMkeHHs1 macTep-daiina
cuctemmn chapmakoHarnsgy
123. | MECAKON TabneTku, BKpUTI CaH IHAain CaH IHAisA BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/11631/01/01
060/10HKOI0, dapmacboThK dapmacboTrKasn - 3MiHM Woao0 6e3neku/ehekTVBHOCTI Ta dhapmakoHarnagy. | peyenmom
KULLKOBOPO34UHHI N0 an IHpacTpis IHaacTpi3 /1Tg, BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX npo
400 wr, no 10 Niviten cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
TabneTok y cTpuni, [aHvX Npo cuctemy dapmakoHarnsgy, sMmiHa
no 1 a6o 3, abo 5 YMNOBHOBaXXEHOT 0c06U, BiANOBIAaNLHOT 3a 34iCHEHHS
CTPWNIB Yy KAPTOHHIl hapMakoHarnaay; KOHTakTHOI 0cobu 3 chapmakoHarnsgy
ynakoBLi 3asBHUKa 415 34iICHEHHA hbapMmakoHarnsay B YkpaiHi,
AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIA&UIbHOI 3a 34iICHEHH:A hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
mMacTep-gaiina cuctemn hapMakoHarasay) - aMiHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgNOBigabHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHnX yNOBHOBaXKEHOI 0cobu, BignosiganbHOT
3a hapmakoHarnag,.
BBegeHHs agpecy MicLe3HaxomkeHHs macTep-chaiina
cuctemn chapmakoHarnagy. BeegeHHs agpecu, e
3[iICHIOETLCA OCHOBHA AiSANbHICTb 3 hapmakoHarnsagy
124. | METOK/OMNPA PO34UH A5 iH'EKLLN, My6niuHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/3802/01/01
miay 5 mr/mn; no 2 mn B aKuioHepHe aKuioHepHe - 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbknii 3aci6. 3miHK Yy peyenmom
rAPOXNOPUA | amnyni; no 5 amnyn TOBapuCTBO TOBapuCTBO BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoHYakum gianasoH
y kaceTi; no 2 "HaykoBo- "HaykoBo- po3Mipy cepil) roToBOro AikapcbKoro 3acoby (36iNbLUeHHs
KaceTu B nauui 3 BMPOGHNYNIA BVMPOGHWYNIA LEHTP 40 10 pasiB NOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) -
KapToHy LeHTp "BopLuariBcbkuii 36inbLUEHHA po3Mmipy cepii MN13.
"BopLuariscbk XiMiKo- 3anponoHoBaHo: amnyau no 2 mn: Big 21 100 amnyn fo
N4 XiMiKo- hapmaLeBTUYHNIA 41 400 amnyn; 3miHn | TMNy - 3MiHW 3 AKOCTI. F0TOBMIA
thapmaueBTny 3aBog" nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynoproBasibHUIA
Hui1 3aBoa” 3aci6. 3miHa napameTpiB cneuyudikauii Ta/abo

[0MNYyCTUMMX MEX MEPBMHHOT YNaKOBKWN FOTOBOrO
NiKapCbKOro 3acoby (3BY)KEHHSI AOMYCTUMUX MEX,
BM3Ha4YeHUX y cneuudpikauii) - BHECEHHS 3MiH 40
Cneuudikauii nepBMHHOro Martepiany (amnynu), 3okpema:
3MiHa KpUTepIiiB NPUAHATHOCTI 38 NOKa3HUKOM
"TigponiTnyHa cTilikicT" gnst amnyn 2 Mn 3 "He GiNnbLue
1,8" Ha "He GinbLe 1,6"; 3MiHM | TUNY - BHECEHHS 3MiH [0
CneuvdikaLii nepBMHHOIO mMatepiasty (amnynu), 3okpema:
3MiHa NepioAMYHOCTI KOHTPOSIIO NOKA3HUKIB AKOCTI
"MakcumanbHe nponyckaHHs ceitia (%)", Ta
"TigponiTMyHa CTiliKiCTb" - KOHPO/TIOKTh KOXHY MepLuy Ta
M'ATY Cepito NOTOYHOIO POKY KOXHOro BUPOBOHMKA KOXHOTO
po3mipy. BHeceHHs He3HauYHUX pefakuiiiHuX NpaBok o p.
"Onuc" Ta p. "Po3mipn”. BHECEHHS YTOYHEHHSA A0 p.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3.2.P.7. Cuctema KkoHTelHep/3akynoproBasibHUiA 3aci6
LLioA0 rigpoNiTUYHOrO KNacy CTiiKOCTi NePBUHHOMO
nakyBa/lbHOro mMatepiany
125. | METOHAT® pO34MH ANA iH ek TOB YkpaiHa MpAT "Nlekxim - Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/11449/01/01
100 mr/Mmnno5mne | "®apmauestu Xapkis" - AAMiHICTpaTVBHI 3MiHW. 3MiHa HAa3BW NikapCbKOro 3acoby peuenmom
amnynax; no 5 YHa KOMNaHis - 3MiHM BHECEHI L0A0 Ha3BM MiKapCbKoro 3acoby:
amnyn B 6nictepi "Cantotapic” 3arBepgkeHo: METOHAT (METONAT) 3anponoHoBaHo:
O HOCTOPOHHLOMY, METOHAT® (METONAT); 3MiHu | TUny - 3MiHW Woa0
no 2 6nictepa y 6e3nekn/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiHn) -
nauuj KapTOHHIl BHeceHHs 3MiH A0 po3giny «MapkyBaHHsa» MKA N13:
3aTBepmkeHo: MAPKYBAHHA BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 A0AAETbCA
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKeHOro
TeKCTy MapkyBaHHA OHOB/MEHHS TEKCTY MapKyBaHHS
YMakoBKM IKAPCbKOro 3ac0oby 3 BHECEHHAM iHdhopmaLi
LL0A0 3a3HaYeHHS OAMHMLB BUMIPIOBaHHA Y cucTemi Sl
126. | METOMPO/JION | Ta6netku no 50 mr MNAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/2548/01/02
no 10 Tabnetok y "Kuismepgnpen "Kuismegnpenapar” - 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkunii 3aci6. 3MiHK Yy peyenmom
6nicTepi; no 3 apart" BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoUakum gianasoH
6nictepn y nauyui po3Mipy cepil) roToBOro nikapcbKoro 3acoby (36iNbLUeHHs
40 10 pasiB MOPIBHSAHO i3 3aTBEPAKEHNM PO3MIPOM) -
BBEJEHHS 4,04aTKOBOro po3mipy cepii [N3;
3anpornoHosaHo: 195,0 kr, Wwo ctaHoBUTL 696 498
TabneTok (3 4onycTMmMuUM BigXWNeHHAM Big 175,5 kr o
214,5 kr abo Big 626 785 Tabnetok go 766 071 TabneTok);
429,0 «r, wo ctaHoBuTb 1 532 142 TabneTok (3
[onycTuMuM BigxuneHHsaMm Big 386,1 kr go 471,9 kr abo
Bia 1 378 928 Tabnetok go 1 685 357 TabneTok)
127. | METOMNPONION | Tabnetkx no 100 mr NAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/2548/01/03
no 10 Tabnetok y "Knismegnpen "Kuismegnpenapar” - 3MiHUM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHK y peyenmom
6nictepi; no 3 apart" BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkIOYarum gianasoH
6nictepn y nauuj pO3Mipy cepil) roTOBOro MikapcbKoro 3acoby (36iNbLUeHHsI
00 10 pasiB NOPIBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
BBE/leHHs 40AaTKOBOro po3mipy cepii MN3;
3anpornoHoBaHo: 195,0 kr, Wwo cTaHoBUTL 348 214
Tabnetok (3 4OoNycTMMMUM BiAXWUNEHHAM Big 175,5 kr fo
214,5 kr a6o Big 313 392 Tabnetok Ao 383 035 Tab1eToK);
429,0 «r, Wo cTaHoBUTb 766 071 TabneTok (3 4oNyCTUMUM
BiaAxuneHHam Big 386,1 kr o 471,9 kr abo Big 689 464
Tabnetok Ao 842 678 TabneTok)
128. | M-M- MOPOLLIOK AN1s Mepk Wapn i |LUBeiuapis Mepk Wapn i Joym HigepnaHgu BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |1 3a UA/14950/01/01
PBAKCMNPO® cycneHsii ans Ooym |QEA B.B., HigepnaHaun / CWWA TMny - gofaBaHHsa metogy 080080246GEN Short Tandem peuenmom
BAKUWHA ONA | iH'ekuiid, 1 donakoH 3 m6X (BTOpUHHE Repeat (STR) Analysis, o 6yae BukoHyBatuca Mepk
MPO®PITAKTUK | nopowkom (1 gosa) rnakyBaHHs, BUMYCK LWapn i Jloym Kopn., CLUA, B SIKOCTi a/lbTepHATUBHOIO A0
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

N KOPY,
EMIAEMIYHOI
O NAPOTUTY
TA KPACHYXI
XNBA

Ta 1 chnakoH 3
PO34MHHMKOM (BOAA
Ans iH’ekuiid) no 0,7
M1y KapPTOHHIl
Kopo6Li; 1 donakoH 3
nopowukom (1 fo3a)
Ta 1 nonepeaHbLO
HamoBHEHWI WNpuL,
3 PO3UUHHUKOM
(Boga ans iH'ekuiii)
no 0,7 mn B
KOMNEKTi 3 ABOMa
rosikamy y KapTOHHIA
Kopo6ui; 10
oNakoHiB 3
nopotukom Ta 10
oNakoHiB 3
PO34YMHHMKOM (BOAA
Ans iH'ekuin) no 0,7
M/ B OKpEMUX
KapTOHHMX KOpPobkax

cepii BakunHu Ta
pO34MHHYKa); Mepk
Wapn i foym Kopn.,
CLUA (Brpo6HMLTBO
BakuuHu in bulk Ta
nepBuHHe
nakyBaHHs1)

meToay 080080247GEN ana Working Cell Bank Ta
Working Cell Bank Certification. MeToz 080080246GEN
6ye BUKOHYBATUCA A/17 BU3HAYEHHS ifeHTudikauii
KNITUHHOI NiHiT WI-38, B SIKOCTi anbTepHaTMBHOIO 0
MeTOAYy Ha KapionorivyHy igeHTudikawiio 415 NnociBHOro
marepiany Ta KOHTPOSIbHUX KNITUH 6asiky BakLyHN

129.

MOKCWUH

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOI0, M0 400
Mr, no 5 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIA Kopoo6Li

CKAH BIOTEK
nTa

IHais

BadHa
PapmacbloTikasic
nrg.

IHais

BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicLA NPOBaKEHHS Aif/IbHOCTI
BMPOGHMKa/iMMopTepa rotoBoro fikapcbKoro 3acoby,
BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
NPOBeAEHHSI KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBiAa€e BNPOGHWK/IMNOpTEp, BKIOUAUY BUMYCK CEpiid)
- 3MiHa agpecu Micus NPOBaXeHHS AisIbHOCTI
BMpOo6HUKa batHa ®apmacbtoTikanc /1T4., IHais, 6e3
3MiHV MicLt BAPO6HMLTBA. 3MiHM BHECEHI B iHCTPYKL,it0
AN MeAMYHOro 3acToCyBaHHS NikapCbKoro 3acoby y
po3ain "Micue3HaxomkeHH BUPOGHMKa Ta oro agpeca
MiCLii NPOBaPKEHHS AISNbHOCTI"; 3MiHU | TUNy - 3MiHK
oo 6esneku/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHW) - 3MiHM A0 p. «MapKyBaHHA» 3aTBepAKEHO:
Mapkuposka. MpunaraeTcsa. 3anponoHOBaHO:
MapkumpoBka. CornacHo yTBepXAeHHOMY TEKCTY
MapK1poBKu. OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKU
nNikapcbKoro 3acoby 3 BHECEHHSAM iHhopMmaL,i Woao
3a3HayeHHs OAVHWLbL BUMIPIOBaHHSA Y cucTemi Sl; 3MiHu |
TMny - AQMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpoGHUYOT
AinbHUU (BKIOYatoumn AinbHuui 4na A®l, npoMixHoro
NpoAyKTY abo roToBOro NiKapcbkoro 3acoby, AinbHUL ons
NpoBefEeHHA NakyBaHHA, BUPOGHYVKa, Bi4NOBIAaIbHOTO 3a
BWMYCK Cepiii, MicLle NpoBeAEHHS KOHTPO/IHO cepii) abo
nocravasibHuMKa BUXiZHOro martepiasny, peareHty abo
[0NOMDKHOT pEYOBMHYM (SKLLIO 3a3HAYEHO Y AOCHE) -

3a
peyenmom

UA/11530/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BUy4eHHs BUpobHuka N3 Bisimepq Nlabe /T4, IHAjs.
3MiHV BHECEHi B iHCTPYKLit0 4151 MenyYHOro 3acTocyBaHHs
nNiKapcbKoro 3acoby y po3ainv "BupobHuk",
"Micue3HaxomkeHHs BUPOGHWKa Ta ioro agpeca micus
NPOBaKEHHS AiSIbHOCTI" (BU/TyYEHHS BUPOOHUYOT
AiNbHUL)
130. | MOKCWVH TabneTku, BKPUTI CKAH BIOTEK IHais BadHa IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy - UA/11531/01/01
N1iBKOBOIO nTa dapmacbloTikasc - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
060/10HKO10, Mo 400 nra. afpecy MicLA NPOBaKEHHS Ais/IbHOCTI
mr, in bulk: Ne 1000 BUPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
(5x200): no 5 BK/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
TabneTok y 6nictepi; NPOBeAEHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
no 200 6nicTepiB y BiANOBIAa€e BUPOGHMK/IMNOPTEp, BK/IOUAKUM BUMYCK CEpiid)
KapTOHHI Kopo6Lyj; - 3MiHa agpecu Micus NPOBaKEHHS AISNbHOCTI
in bulk: Ne 1000: no BMpo6HUKa batHa ®apmacktoTikasic /1T4., IHaig, 6e3
1000 Tabnetok y 3MiHM MiCLA BUPOBHULTBA. 3MiHN BHECEHI B IHCTPYKLi1O
KOHTeliHepax ONs MeMYHOro 3acToCcyBaHHS NiKapCbKoro 3acooby y
po3gin "Micue3HaxomkeHHs BUpO6HMKa Ta ioro agpeca
MiCLLA MPOBaMKEHHS AiANbHOCTI"; 3MiHM | TUNY - 3MiHK
woAo 6e3snekn/edpekTBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHW) - 3MiHM A0 p. «MapKyBaHHs» 3aTBepKeHo:
Mapkuposka. MNMpunaraetca. 3anpornoHOBaHoO:
MapkupoBska. CornacHo yTBepXxaeHHOMY TEKCTY
MapKMpoBKW. N5 ynakoBku in bulk TEKCT MapKupoBKu
npunaraeTcs. 3MiHWM y TEKCTi MapKyBaHHS A1 yNakoBku in
bulk, a came - BBeE€HHS MDKHAPOAHUX MO3HAYEHb
OfMHULIb BUMIPIOBAHHSA Y TEKCTi MapKyBaHHS NikapCbKoro
3acoby; 3MiHu | Tuny - AAMIHICTpaTMBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHML (BKNOYAoun finbHuLi ans Adl,
NPOMKHOro NPOAYKTY abo roToBOro NikapcbKoro 3acoby,
LOinbHUUI 4NS NPOBEAEHHS NakyBaHHS, BUPOOHMKa,
BIANOBIAA/IbHOIO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/IO cepil) abo nocTayasibHyKa BUXigHOTO
marepiasny, peareHTy abo AONOMDKHOT PeYOBUHU (SIKLLLO
3a3HayvyeHo y [0CbE) - BUIyYeHHs BUpobHuka /13 Bisimep,
Na6e N1a, IHais
131. | HATNA3SUM KOHUeHTpaT ans BioMapuH Ipnangis AHfepcoHbpekoH Benuvka BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/13183/01/01
pO34uHy Ans IHTepHeLHN (KOK) Nimitep, BpuTanisa/ - 3MiHM Woa0 6e3neku/ehekTMBHOCTI Ta dhapMakoHarisay. peyenmom
iHcpysiiA, 1 mr/mn; no NimiTen Benvka BpuTaHis Ipnangis/ BBeneHHs abo 3MiHM [0 y3arasibHeHWX AaHnX Npo
5 mn y cpnakoHi; no (mMapkyBaHHs Ta HimeuunHa cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX

1 chnakoHy B
KapTOHHIl KopooLi

BTOPVHHE
nakyBaHHs rOTOBOr0O
nikapcbkoro
3acoby); bioMapuH
IHTepHewwHn JlimiTeq,
, |pnaHgis (KkoHTponb

[JaHux nNpo cucTemy chapmakoHarnsgy, 3mMiHa
YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKa N5 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

AKOCTi FOTOBOTO
nikapcbKkoro 3acoby,
MapKyBaHHS,
BTOPVHHE
nakyBaHHs,
BiANOBigabHWIA 32
BMMYCK cepii);
BeTTep dapma-
®epTiryHr FM6X i
Ko. KI, Himeuunna
(KOHTPO/b AKOCTI
roTOBOro
nikapcbKoro
3acoby); BeTtep
Papma-depTiryHr
m6X i Ko. K,
HimeuunHa
(B1pOGHMLTBO
6aJs1Ky, HanoOBHEHHS
B NEPBUHHY
ynakoBky Ta
KOHTPONb 6asiky);
BeTtep dapma-
PepTiryHr FM6X i
Ko. KT, Himeuunna
(KOHTPO/b AKOCTI
roTOBOro
nikapcbKoro
3acoby); BeTtep
Papma-depTiryHr
m6X i Ko. K,
HimeuumnHa
(KOHTpOSb AKOCTI
roToBOro
nikapcbKkoro 3acoby)

(BK/THOHAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHi
macTep-gaiina cuctemm hapMakoHarnsay) - aMmiHa
KOHTaKTHOI 0COBM YNOBHOBaXEHOT 0COOU 3asBHMKA,

BiANOBIAa/IbHOI 3a hapMakoHar/ifg B YKpaiHi.
MponoHoBaHa pepakuis: Mopinnk Aptem Bonogummposuy.
3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u
YMOBHOBaXEHOI 0C06YM 3aABHMKa, BigNoBigabHOI 3a
thapMakoHarnsag B YkpaiHi

132.

HA3O0-CIMNPEN

cnpeli HaszanbHWiA,
0,5 mr/mn no 15 mn
Y KOHTelHepi 3
posnuatoBayem; no
1 KoHTelHepy 3
posnunoBayem B
naJui 3 KapToHy

ToBapucTBO 3
obmexeHo
BiANOBiAa/bHI
CTIHO
"focnigHnii
3aBO/,
"rHUaCct

YKpaiHa

ToBapucTBo 3
06MeXeHOI0
BiANOBIAANILHICTIO
"[locnigHwin 3aBog,
"THLIC", YkpaiHa
(KOHTpPOJIb AKOCTI,
BWMNYCK cepil);
ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"®GapmaueBTnyHa
KoMMaHis
"340poB'a", YkpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- NofaHHs HOBOTO cepTudikarta BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 2008-064-Rev 02
ans A®l okcmmeTasoniHy rigpoxnopuay Bif Bxe
3aTBepxeHoro BupobHuka SIEGFRIED
PHARMACHEMIKALIEN MINDEN GMBH, HimeuunHa. Ak
HacnifoK NpYBeAEHHS nNepiogy NePeKkoHTPoo — 5 pokis
(6yno: 3 pokn) y BignoBigHicTb go CEP

6e3
peyenma

UA/9393/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
(Bci cTagii
BUPOGHULTBA,
KOHTPO/Ib SIKOCTI,
BMNYCK cepii)
133. | HA3BO®PAH cnpeii HazasbHUiA, TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/6758/01/01
cycnensis, 50 YkpaiHa» c.p.o. Pecny6nika TUMy - 3MiHW 3 AKOCTi. [OTOBWIA NikapCcbknii 3acib. peyenmom

Mkr/go3y no 120 a6o
no 150 go3 y
donakoHi; no 1
chnakoHy B
KapTOHHIlA KOpooLi

CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro 3acoby (3MEHLUEHHS
TEepPMiHy NPUAATHOCTI FOTOBOrO NiKapCbKoro 3acoby) - Ans
TOProBOi YMakKOBKYM - 3MEHLUEHHS TePMiHY NPUAATHOCTI
roTOBOrO /liKapCbKoro 3acoby A1 3aKpuToro hnakoHy 3
36 micauis 40 24 micAuiB. 3MiHN BHECEHI B po34in "TepMmiH
NPUAATHOCTI" B IHCTPYKLiIO AN MeANYHOr0 3aCTOCYBaHHSA
NiKapcbKoro 3acoby y 3B"A3Ky 3i 3MEHLIEHHAM TePMiHY
npugaTtHocTi. 3MiHu | TUny - 3MiHK 3 aKoCTi. FoTOBWMIA
nikapcbknii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapcbKoro 3acoby (iHLWi 3MiHW) BUYYEHHS 3 MPOTOKO/TY
nicnsipeecTpauiiHoro BUBYEHHS CTabinbHOCTI iHhopmaLio
LL0A0 NOAANbLIOIO AOCIAXKEHHA CTabiNbHOCTI. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBepAKeHHN. 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA NMikapCcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHM BUNPO6yBaHb abo A0MYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig yac BMpobHMLTBa
roTOBOrO /liKapCbKOro 3acoby (BUTyYEeHHS HECYTTEBOTO
BMNPOGYBaHHSA B NPOLECi BUPOOHMLTBA) BUSTYYEHHS
BMNpobyBaHHSA 3i cneundikauii Ha HeposdacoBaHy
npogaykuito (in bulk) 3a nokasHukom «lgeHTudikayis»,
«BMicT» fjtouoi peqoBuHY (hiyTMka3oHy nponioHary)
(HasBHWIA TeCT Ha BMMYCK, HA TEPMIH NPUAATHOCTI).
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEepPKEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3miHa napameTpiB cneuudikauiin Ta/abo fonycTMMNX Mex
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) NpUBEAEHHS
BVKAAEHHSA MexX cneuudikauii 4na napameTpa
«Mikpob6iosnoriyHi BUMOrus» y BiANOBIAHICTb A0 BUKIAAEHHS
MeX, 3a3Ha4YeHoro B fiitovili EBponeiickkili hapmakonei,
cT. 5.1.4.; pepakuiiHi npasku. BeefeHHS 3MiH NpoTarom 6-
TV MicALIB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny - 3MiHK 3
siKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roTOBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikawi
Ta/abo fonyCTMMUX MEX roTOBOrO J1iKapcbKoro 3acoby
(iHWi 3miHW) 3MiHK onucy BUMOT crieuudikaLii: ans
napameTpy «OAHOPIAHICTb» «lgeHTUiIKaLis», «BmicT
dhnyTukasoHy nponioHaty» Ta «Maca HeTTo». BBegeHHs
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPLAXEHHS. 3MiHN |
TMny - 3MiHM 3 AKOCTi. [0TOBWIA NTikapCbkMii 3aci6.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1

KOHTposb roToBOro nikapcbKoro 3acoby. 3miHa y metogax
BMNPOBYBaHHS roOTOBOMO NikapCbKoro 3acoby (iHLWi 3MiHN Y
mMeTofax BUNpo6yBaHb (BKIOUYaoun 3amiHy abo
[OOMNOBHEHHS))
0N BU3HAYEHHSA BMICTY Ta ifeHTudikauil 6eH3asKoHito
xnopugy 6yna po3pobsieHa HoBa MeETOAMKa BUNPOOYBaHHA
3 BUKOPUCTaHHSAM HOBOT KO/TOHKY, (3 QDP0034334 V2.0 Ha
QDP0139348 V1.0). BBeeHHs 3MiH NpOTArom 6-Tu
MicsALiB MicnsA 3aTBepKEHHSA. 3MiHK | TUny - 3MiHKn 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOro
nikapcbKoro 3acoby. 3MiHa y MeToax BUNpoGyBaHHS
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBePKEHNX MeToAax BUNPOOYBaHHS)) OHOB/IEHHS
aHasliTMYHOrO MeToAy BUMPOBYBaHHA 3a NOKasHWKaMm
«laeHTucikauia hayTukasoHy nponioHarty», «Bmict
do1yTUKa30HY nponioHaTty», «oMiwkn» Ta «O4HOPIAHICTE
0,031, WO A0CTaB/AETLCA» i3 BHECEHHAM iHGhopMaLLii
BIANOBIAHO A0 3BITY AOCAIAKEHHS KOHTPOMO JOMIlKKM K.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEepKEHHS. 3MiHM | TNy - 3MiHKM 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO /iKapCbKoro 3acoby.
3MmiHa y meTogax BunpobyBaHHsA rOTOBOTO NiKapCbKOro
3aco06y (iHWi 3MiHM y MeToZax BUNPOGyBaHb (BKIHOUAKUM
3amiHy ab0 [0NOBHEHHS))

OHOBJ/IEHHS aHaIITUYHOI METOAMKN BUNPOOYBaHHS 3a
nokasHukamm «BMICT eHiNneTnnoBoro CnupTy» Ta
«lgeHTudikalis deHinetnnosoro cnupTy», (3 QD P
0016350 V1.0 Ha QDP0139343 V1.0), a came 3MiHEHO Tu1N
rasoBoro xpomarorpdy, BUNpasAeHO ApYyKapPCbKy MOMUIIKY
B CMiBBIAHOLLUEHHI po3noginy noToky. BBeAeHHs 3MiH
NpOTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
3MiHu | TMNY - 3MiHKM 3 SIKOCTi. ToTOBUIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOIO NiKapcbKoro 3acoby. 3MiHa y metogax
BMNPOGYBaHHSA roTOBOrO JlikapcbKoro 3acoby (HesHauyHa
3MiHa y 3aTBepIKEeHNX MeToAax BUnpobyBaHHs)
OHOBJIEHHS @aHA/TITUYHOT METOAMKY BUNPOBYBaHHSA 3a
nokasHukamm «Onuc», «laeHtudikauii pnyTukasoHy
nponioHaTy» 3a gonomorow Y®, «<Maca HeTTo»,
«[MpoAyKTUBHICTb Hacoca». Bei npouecn MeToankn
3aMWATLCA HE3MIHHUMK. [0 METOAVKN BU3HAYEHHS
NPOAYKTUBHOCTi Hacoca 6yN10 BHECEHO PO3PaxyHOK Macu
OKpeMoi 1031 3 METO0 iIHPOPMATUBHOCTI Ta BifNOBIAHOCTI
napameTpy cnevudikayii. BBegeHHS 3MiH NpOTArom 6-Tu
MicALiB nicnsa 3aTBepMKeHHs. 3MiHK | Tuny - 3MiHW 3
akocTi. CepTudikart signosigHocTi/lE-cepTudikar
BiANOBIAHOCTI E€Bponeiickbkil hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiNOBIAHICTb 10 MOHOrpadii APY abo €Bponeicbkol
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
thapmakonei, abo iHLWOi HauioHa/IbHOI dhapmakonel
nepxasun €C (3MiHa y cneuudikauisx, nos'asaHa 3i
3amMiHoo BUMOr MoHorpadii AdY abo iHWOoi HauioHa/IbHOI
hapmakonei gepxasu €C Ha BUMOTrM MOHorpadii
€Bponeiicbkoi hapmakonei) OHOBMEHHS cneuudikauii Ha
[OMNoMKHY peyoBuHy «Llentonosa gucnepcHa (Avicel RC
591)» i3 3amiHO0 BMMOT crieumdikavii moHorpadii BP Ha
BUMOrK MoHorpadii gitoyoi EP Ta 3MiHOt Ha3Bu
[ONOMDKHOT peyoBuHU Ha «Llentonosa mMikpokpucTanivyHa i
HaTpito kapmeno3sa (Avicel RC 591)».3MiHN BHeCeHi y
po3ain "Cknag" B iIHCTPYKLiO A1 Me4UYHOro
3aCTOCYBaHHSA NikapcbKoro 3acoby y 38"A3Ky 3i 3MiHOIO
Ha3By [AOMNOMiXHOI PEYOBWHM Ta AK HAC/IAOK - Y TeKCT
MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby.
134. | HATPIIO PO34MH A1 iH'EKLIN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/7493/01/01
xnoeuna- 9 mr/mn, no 5 mn B "®apmaueBTu "®apmaueBTUYHa - 36iNbLUEHHS TEPMiHY 36epiraHHs NPOMIKHOTO NPOAYKTY 3 peyenmom
AAPHULSA amnyni; no 5 amnyn yHa hipma ipma "OapHuua” 24 roguH fo 32 roavH nicns onepadii 1.2. MpurotyBaHHsA
Y KOHTYpHili "AapHnus” po3uunHy Ta nepep onepadieto 1.3. PinbTpauis po3unHy;
YapyHKOBIl 3MiHM | TUMY - BHECEHHSA 3MiH A0 Creumdikavii mpoMixXHOro
ynakoBLi; no 2 NPOAYKTY Mif, 4ac BUPOGHMYOTrO npoLiecy, 30kpema:
KOHTYPHI YapyHKOBI 3MiHEHO KpuTepii NPUAHATHOCTI 3a nokasHWkoM "KinbkicHe
yMakoBKM B MadLi; no BM3HA4eHHs" 3 "He meHee 8,85 mr 1 He 6onee 9,15 mr
10 mn B amnyni; no Hatpua xopuga B 1 M npenapara’ Ha "He MeHLe 8,73
5 amnyn y KOHTYpHiit Mr i He 6inblue 9,27 Mr HaTpito xnopugy B 1 mn
YapyHKOBIl npenapary"
ynakosLi; no 2
KOHTYPHI YapyHKOBI
YNakKoBKM B NauLi
135. | HIKOPETTE® NbOAAHNKN MakHin Ab LWsewis MakHin AB Lsewis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TUny 6e3 UA/14535/01/01
KPVXXAHA npecoBaHi Mo 2 mr; - 3MiHa y MeTogji BUNpobyBaHHs /13 3a NOKa3HMKOM peyenma
M'ATA no 20 NboAAHVKIB Y «P034nHeHHs», a came meTo BEPX 3miHeHO Ha
donin-ynakosLii YBEPX/Y®; 3miHu | TUny - 3MiHa y MeToAi BUNpo6yBaHHS
'N3 3a nokasHuKoM «laeHTudikauis», a came, metog TLUX
3aMiHeHO Ha YBEPX/Y®. 3rigHO HOBOI METOAUKN
BUNPOBYBaHHA NPOBOAUTLCS OHOYACHO KOHTPO/b 3a .
«KinbkicHe BU3HaUeHHs», «CynpoBigHi AOMILLKM» Ta
«OAHOPIAHICTb A030BaHMX OAVMHULL>»
136. | HIKOPETTE® NbOAAHNKN MakHin Ab LWsewis MakHin Ab Lsewis BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TMny 6e3 UA/14535/01/02
KPMXAHA npecoBaHi Mo 4 wr; - 3MiHa y MeTogji BUNpobyBaHHs /13 3a MOKa3HMKOM peyenma
M'ATA no 20 NbOAAHVKIB Y «Po34rHeHHs», a came meTog BEPX 3miHeHO Ha
chnin-ynakosui YBEPX/Y®; 3MiHu | TUNY - 3MiHa y MeTOAj BUNpo6yBaHHSA
N3 3a nokasHMKOM «laeHTudikauisi», a came, metog TLUX
3aMiHeHO Ha YBEPX/Y®. 3rigHO HOBOI MeToAMKM
BUNPOBYBaHHA NPOBOANTLCSA OAHOYACHO KOHTPO/Ib 3a M.
«KinbkicHe BM3HauYeHHs», «CynpoBigHi OMILLKM» Ta
«OAHOPIAHICTb A030BaHMX OAMHULL>»
137. | HOPAOPEHA/I | KoHueHTpaT AnA Na6opatopis PpaHLin Na6opaTtopis AreTaH ®paHuisa BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3MiHM | TUny 3a UA/4671/01/01
HY TAPTPAT PO34uMHy ANns AretaH CAC - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarisgy. peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
AlFETAH 2 iHcpy3ii, 2 mr/mn no BBefeHHs1 abo 3MiHM 40 y3arasibHeHVX AaHnX Npo
MriMn (bE3 4 mnabo 8 mny cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHnx
CYNb®ITIB) amnyni; no 5 amnyn [aHvx Npo cuctemy capmakoHarnsgy, sMmiHa
y 6nicTepi; no 2 YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
6nictepu y hapmakoHarnsay; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
KapTOHHIA KOpO6L 3asBHUKaA 419 34iliCHeHHs hapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay
(BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI
mMacTep-haiina cuctemm hapmakoHarnsay) - 3MiHa
KOHTaKTHUX JaHWX YMOBHOBaXEHOI 0co6u, BifnoBiAanbHOT
3a (papmakoHarnsg,. 3MiHa KOHTaKTHOT 0CO6M 3asBHUKA,
BiANOBIAa/IbHOI 3a hapMakoHar/ifg B YKpaiHi.
MponoHoBaHa pepakuin: MNyHss Onbra OnekcaHapiBHa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u,
BiANOBIAa/IbHOI 3a thapmakoHarnisg B YkpaiHi
138. | HYPO®EH® TabneTku, BKPUTI PekkiTT Benvka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/6313/02/02
o060n0oHkot, no 200 BeHkizep BpuTanis Xenckep BputaHis - BUTy4eHHs1 Bupo6Huka A®l ibynpochery Albemarle peyenma
Mr; no 6 TabneTok y Xernckep IHTepHewwHn JlimiTeq, Corporation, USA; 3miHu | Tvny - nogaHHs OHOB/IEHOTO
6nictepi; no 1 IHTepHeLUHN cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei
6nictepy B Niviten R1-CEP 2000-087-Rev 02 gns gitouoi peyosuHu Ibuprofen

KapTOHHI kopo6Lyj;
no 8 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI Kopo6Lyj;
no 12 TabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI Kopobui

BiJ BXe 3aTBepaxeHoro BupobHuka BASF Corporation,
USA,; 3MiHM | TMNY - nogaHHA OHOB/IEHOro cepTuduikaty
BiANoOBIgHOCTI E€Bponeiickkili hapmakonei R1-CEP 2000-
087-Rev 03 gns gitovoi pevosuHy Ibuprofen Big Bxe
3aTBepAKeHoro Bupo6Huka BASF Corporation, USA;
3MiHM | TUNY - NOAAaHHA OHOBMIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 06 ana gitoyoi peyosuHu Ibuprofen Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA, SKUIA 3MIHUB Ha3BYy
(3anponoHoBaHo: SHASUN PHARMACEUTICALS
LIMITED); 3MiHu | TUnNy - nogaHHSA OHOBNEHOTO
cepTudiikaTa BignoBigHOCTI EBponelickkin hapmakonei Ne
R1-CEP 1996-061-Rev 07 ans gitoyoi pevosuHu Ibuprofen
Bif, BXe 3aTBepxeHoro Bupo6bHnka SHASUN
PHARMACEUTICALS LIMITED; 3MiHu | TURY - nogaHHs
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponenchbkili
hapmakonei Ne R1-CEP 1996-061-Rev 08 ans gito4oi
peuosuHm Ibuprofen Big, BXe 3aTBEPAKEHOIO BUPOGHMKA
SHASUN PHARMACEUTICALS LIMITED; 3minu | Tuny -
noJaHHa OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne R1-CEP 1996-061-Rev 09
Ons pitoyoi pevoBrHy lbuprofen Big Bxe 3aTBepAXeHOro
BUpo6HMka SHASUN PHARMACEUTICALS LIMITED;
3MiHM | TUNY - NOAAaHHA OHOBMIEHOTO cepTudikara
BiAnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 10 ans gitoyoi pevosuHu Ibuprofen Big Bxe
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3aTBepAxeHoro BupobHnka SHASUN
PHARMACEUTICALS LIMITED;
3MiHM | TUNY - NOAAaHHA OHOBMIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 11 ana gitoyoi pevosuHu Ibuprofen Big Bxe
3aTBEPKEHOro BUPOGHYKA 3i 3MIHOK Ha3BY BUPOGHMKA
(3anponoHoBaHo: STRIDES SHASUN LIMITED, India);
3MiHUM | TUNY - NOAAHHA OHOB/EHOTO cepTudlikaTa
BiNOBIgHOCTI €Bponelickkilt hapmakonei Ne R1-CEP
1996-061-Rev 12 ans gjtoyoi pevosnHu lbuprofen Big Bxe
3aTBepaAxeHoro BupobHuka STRIDES SHASUN LIMITED,
India; 3miHun | TMNy - NogaHHA OHOBMIEHOTO cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 13 gna gitoyoi peyosuHu Ibuprofen Big Bxe
3aTBEPKEHOro BUPOGHYKA 3i 3MIHOK Ha3BY BUPOOHMKA
(3anponoHoBaHo: SOLARA ACTIVE PHARMA SCIENCES
LIMITED, India);
3MiHM | TUNY - NOAAaHHA OHOBNIEHOTO cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 14 ana gitoyoi pevosuHu Ibuprofen Big Bxe
3aTBEepAKeHoro BmpobHnka SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India; 3miHu | TRy - nogaHHs
HOBOro cepTudikaTa BifNoBiAHOCTI EBPONECHKiIi
thapmakonei Ne R1-CEP 2008-316-Rev 01 ans gitouoi
peuoBuHm Ibuprofen Big HoBoro Bupo6Huka lol Chemicals
And Pharmaceuticals Ltd., IHgis; 3MiHu | TUNY - NogaHHA
OHOB/IEHOro cepTudikaTa BignoBigHOCTI EBpoNeichkil
chapmakonei Ne R1-CEP 2008-316-Rev 02 ans gitouoi
peyoBuHM Ibuprofen Big Bupo6Huka lol Chemicals And
Pharmaceuticals Ltd., IHgia; 3miHW | TNy - nogaHHA
OHOBJ/IEHOTO cepTudikaTta BignoBigHOCTI €EBponenchbkil
thapmakonei Ne R1-CEP 2008-316-Rev 03 ans gito4oi
peuosuHu Ibuprofen Big, BXe 3aTBEPAYKEHOIO BUPOGHMKA
IOL CHEMICALS AND PHARMACEUTICALS LTD., IHgis

139.

HYPO®EH®
IHTEHC/B

TabneTku, BKPUTI
N1iBKOBOIO
060/10HKOIO; M0 6
ab6o 12 Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

PekkiTT
BeHkizep
Xernckep

IHTepHeLwHN

Nimiten

Benvka
BpuTanis

PekkiTT BeHkizep
Xerickep
IHTepHewwHn JlimiTeq,

Benvka
BputaHis

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- NOJaHHA OHOB/IEHOrO cepTudiikaTa BigNOBIAHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 1996-061-Rev 07
ons gitodoi pedosuHu Ibuprofen Big BXe 3aTBEpXKEHOro
BMpo6bHuka SHASUN PHARMACEUTICALS LIMITED;
3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudiikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 08 gns gjtoyoi pevosnHu Ibuprofen Big Bxe
3aTBepaxeHoro BupobHnka SHASUN
PHARMACEUTICALS LIMITED; 3MiHu | TNy - nogaHHs
OHOBJ/IEHOTO cepTudikarta BifgnoBigHOCTI €Bponenchbkili
thapmakonei Ne R1-CEP 1996-061-Rev 09 ans gitouoi
peyoBuHu Ibuprofen Big BXe 3aTBEPAXEHOr0 BUPOGHMKA
SHASUN PHARMACEUTICALS LIMITED; 3MiHu | Tuny -

6e3
peuyenma

UA/14588/01/01
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

NnoJaHHA OHOBMIEHOro cepTudiikaTa BignoBIAHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1996-061-Rev 10
Ans gitoyoi pevosrHy Ibuprofen Big Bxe 3aTBEpAXEHOr0

Bupo6Hnka SHASUN PHARMACEUTICALS LIMITED;
3MiHM | TUNY - NOAAHHA OHOB/IEHOTO cepTudlikaTa
BiNOBIgHOCTI €Bponelickkilt hapmakonei Ne R1-CEP
1996-061-Rev 11 ans gjtoyoi pevosnHu lbuprofen Big Bxe
3aTBEPKEHOr0 BUPOGHMKA 3i 3MIHOK Ha3BU BUPOGHMKA
(3anponoHoBaHo: STRIDES SHASUN LIMITED, India);
3MiHM | TUMY - NOAAaHHSA OHOB/IEHOTO cepTudikaTa
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
1996-061-Rev 12 gns gjtoyoi pevosnHn Ibuprofen sig Bxe
3aTBepmxeHoro BupobHuka STRIDES SHASUN LIMITED,
India; 3miHM | TUNY - NogaHHA OHOB/IEHOrO cepTudiikarTa
BiNoBIgHOCTI €Bponelickkilt hapmakonei Ne R1-CEP
1996-061-Rev 13 ans gitoyoi pevosnHu lbuprofen Big Bxe
3aTBEPIKEHOr0 BUPOGHMKA 3i 3MIHOK Ha3BU BUPOGHMKA
(3anponoHoBaHo: SOLARA ACTIVE PHARMA SCIENCES
LIMITED, India);
3MiHM | TUNY - NOAAHHA OHOB/IEHOTO cepTudlikaTa
BiNOBIgHOCTI €Bponelickkilt hapmakonei Ne R1-CEP
1996-061-Rev 14 ans gitoyoi pevosnHu lbuprofen Big Bxe
3aTBepaxeHoro BupobHnka SOLARA ACTIVE PHARMA
SCIENCES LIMITED, India; 3miHu | Tvny - nogaHHs
OHOBJ/IEHOrO CepTudikaTy BigNOBIAHOCTI EBPONENCHKIN
thapmakonei R1-CEP 2000-087-Rev 03 ans gjto4oi
peuosuHu Ibuprofen Big, BXe 3aTBEPAYKEHOTO BUPOGHMKA

BASF Corporation, USA; 3MiHu | Tuny - nogaHHs

OHOBJIEHOTO cepTudikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 1996-039-Rev 04 ans gitouoi
peyoBmHM Paracetamol Bif BXe 3aTBEpAKEHOrO
BMPOGHMKA, SIKMIA 3MiHMB Ha3By 3 Mallinckrodt Inc. Ha
SPECGX LLC; 3MiHuM | TUMy - NogaHHA OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI EBponeiickbkin hapmakonei Ne

R1 CEP-2000-124 Rev 07 gns Aitoyoi pevoBuHU

Paracetamol Big, BXe 3aTBepA)KeHoro BMpobHvKa Angiu
Lu'an Pharmaceutical Co., Ltd; 3miHu | Tuny - nogaHHs
OHOBJIEHOTO cepTudikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2000-124-Rev 08 ans gitouoi
peyoBmHM Paracetamol Bif BXe 3aTBEpAKEHOrO
BMpo6HUKa Angiu Lu'an Pharmaceutical Co., Ltd.

140.

OJIPEH®
riaAPOrenb

renb1%,no20r
a6o 50 r rento abo
100 r B Ty6i; no 1

TOB «TeBa
YkpaiHa»

Ykpaina

Mepkne M'moX
(BUPOGHYK, AKUIA
Bignosigae 3a

HimeyunHa

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasbHKiA 3aci6. 3MiHa po3mipy

Ty6i B KOPOOULi BUPOBHMLTBO yNaKoBKM FOTOBOrO /likapCbKOro 3acoby (3MiHa
npoaykTy in bulk, Macwu/o6'eMy BMiCTy KOHTeliHepa 6aratoj030B0ro

nepBuHHe NiKapcbKoro 3aco6y A9 HenapeHTepPasibHOro

nakyBaHHs, 3acTocyBaHHs (a0 04HOA4030BOr0, YaCTKOBOro

6e3
peyenma

UA/0646/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BTOPVHHE BUKOPVCTaHHS)) - f0faBaHHs AOAATKOBOrO PO3Mipy
nakyBaHHs, ynakoBku, a came 100 r rento y Ty6i; no 1 Ty6i B kKopoobLi
KOHTPO/b CepiT; ons N3 OnceH® MNAPOTENb, renb 1 %, 6e3 3MiHn
BMPOGHWK, AKUI NepBUHHOIO NakyBasIbHOro MaTepiasy, 3 BiANOBIiAHUMN
Bignosigae 3a 3MiHamMu B po34ini «YnakoBka». 3MiHU BHECEHI B
BUMYCK cepii) IHCTPYKLi0 4719 MEeANYHOro 3aCTOCYyBaHHS NiKapCbKoro
3acoby y po3gin "YnakoBka", K HacnifokK nosisa
[00aTKOBOro NakyBaHHs. BBefeHHsA 3MiH NpoTAroM 6-mu
MicsILLiB 3 ATV 3aTBEPAKEHHS
141. | OMENPAS3O0/- kancynv no 20 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | Tuny 3a UA/6542/01/01
AAPHNLA no 10 kancyny "®apmaueBTn "®apmaueBTuyHa - 3MiHU 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTposb peyernmom
KOHTYPHIi YyHa hipma ipma "AapHuus" roTOBOrO /liKapCbkoro 3acoby. 3miHa y MeTogax
YapyHKOBIl "NapHuusa” BMNPOGYBaHHSA rOTOBOrO /iKapcbKoro 3acoby (iHLWi 3MiHW y

ynakosLi; no 1 a6o 3
KOHTYPHI YapyHKOBI
yNnaKkoBKM y naui

MeToAax BUNpobyBaHb (BKIYaoumn 3amiHy abo
[IONOBHEHHS)); CYNnyTHA 3MiHa
- 3MiHK 3 AKOCTi. F0TOBWIA Nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikavin Ta/abo AONYyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby - 3MiHa METOAMKM BUMPOOYBaHHS 3a
nokasHukoM «CynposigHi fomilku» (APY, 2.2.29),
pomiwky C 3anponoHOBaHO KOHTPO/IHOBaTH B TECTi
«CynyTHi AOMILLKM», K HACNIAOK, 3MiHa BUMOT
cneuudikauii, 3a faHMM napameTpoM. BBefeHHs 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS; 3MiHN | TUny -
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro Nikapcbkoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOTO JIiKapCbKOro 3acoby (He3HavyHa
3MiHa Y 3aTBEeppKeHNX MeTofax BUNPOOYBaHHS); CynyTHA
3MiHa - 3MiHM 3 sKoCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo JOMYCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby - He3HauHi 3MiHM Ta
pefakLiiiHi yTOYHEHHS BiAMNOBIAHO A0 pekoMeHaauili Ta
ctunictuku Y, €O fo po3ginis: «lgeHTndikauis»
(YTOYHEHO Ha3By pO3Ai/ly Ta BHECEHO pefakLiliHi npaBku);
«OHOPIAHICTb A030BaHNX O4UHULBY», «PO3UYNHEHHS»,
«KinbkicHe B1U3HaueHHs» (BHECEHO pefakLiliHi MpaBku Ta
3a pesy/nbTaraMu Banigawii BHECEHO TepMiHV NpuAaTHOCTI
po3uuHiB), «MikpobionoriyHa ynctota» (MpUBELEHO Y
BiANOBIAHICTb A0 BUMOr E®P), yCi po3ainv BUKNageHo
YKPaiHCbKOK MOBOIO, Y TOMY YMC/i po34in «Onuc».
BBefeHHs1 3MiH npoTArom 6-Tv MicAUiB nicns
3aTBEPKEHHS; 3MiHM | TUMy - 3MiHK 3 AkocTi. ADI.
KoHTposnb A®I. 3miHa y MeTodax BunpobyBaHHsa APl abo
BMXIAHOrO MaTepiany/npoMiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y npoLeci BupobHuutea A®| (iHwwi
3MiHM Y MeToAax BUNpPobyBaHHA (BKIOYatoun 3amiHy abo
A0noBHEHHS) A®| abo BUXIAHOro/NPOMIDKHOTO MPOAYKTY);
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2o

nocBi0OYeHHs

CynyTHSA 3MiHa - 3MiHKM 3 skocTi. A®I. KoHTponb A®I. 3miHa
y napameTtpax cneuudikayiii Ta/abo gonycTMMmnx Mex,
BM3HAYeHUX Yy cneundikauisx Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPWCTOBYHOTLCSA Y Npoueci BUpobHuytea AdI -
BHECEHHS 3MiH [0 po3ainy «laeHTudikauis», «Po3UMHEHHS
B hocchaTHOMy 6ydhepi» - BHECEHO pefaKLiiiHi NpaBKu;
«KncnoTtocTilikicTb», «KisibKicHe BU3HAUYEHHS» -
[ONOBHEHO TepMiHaMV NPUAATHOCTI PO3YMHIB BiANOBIAHO
[0 3BiTy 3 Bastigauji; «MikpobiosoriyHa uncrora»
npuBeeHo y BiANOoBIAHICTb A0 BUMOr €P; Ans onTumisaw,i
BXiZIHOro KOHTPO/I0 CybCTaHLiT NoKasHUK «Jlomiluka C»
3anponoHOBaHO KOHTPOOBATY Y po3aini «CynpoBigHi
OOMILLKM» - 3MiHA MeTOAMKM BUNPO6YyBaHHA. BBeeHHs
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBepMKEHHS; 3MiHK |
TUMy - po3ain «TepMmiH npuaatHocTi» A®| npuBeaeHo y
BiANOBIAHICTb A0 aKTyanbHUX MaTepiasiiB BUpoOHUKa
(chipmu Lee Pharma Limited, India): 3anponoHosaHo: 3
pokn. BBefeHHs 3MiH MpoTAroM 6-Tv micsuiB nicns
3aTBEPAKEHHS

142.

OHEKNAMN3

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, NO 75
mr; no 10 TabneTok
y 6nicTepi, no 3
6nictepu B
KapTOHHI Kopoobui

Aypo6iHao
®apma /114

IHais

Aypob6iHgo dapma
Nimiten (FOHIT 111)

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny
- NoJaHHs HOBOTO cepTudikarta BifgnoBigHOCTI
€sponelicbkiin hapmakonei Ne RO-CEP 2014-176-Rev 02
ans gitoyoi pevosuHu Clopidogrel hydrogen sulfate Big
HoBoro Bupo6Huka PRAVEEN LABORATORIES PRIVATE
LIMITED, B [,ONOBHEHHA [0 BXE 3aTBEPAKEHOr0
BMpo6HMKa A®l AUROBINDO PHARMA LIMITED (CEP
R1-CEP 2011-260-Rev 00); 3MiH¥ | TUMY - NOAaHHSA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI EBponeichkili
thapmakonei Ne R1-CEP 2014-176-Rev 00 ans gitouoi
peuvoBuHu Clopidogrel hydrogen sulfate Big Bupo6Huka
PRAVEEN LABORATORIES PRIVATE LIMITED

3a
peyerimom

UA/14263/01/01

143.

OPACENT®

cnpeii opasbHuii 1,4
%; no 177 mn cnpeto
y NNacTUKOBUX
hnakoHax

AN "CTAOA-
YKPAIHA"

Ykpaina

damap A.B.E.
ABNOH MnaHT

pevis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHa
3asBHMKa (BNacHvkKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). BBeeHHS 3MiH
NPOTAroM 6-T MICALIB MiCNsA 3aTBEpKEHHS. 3MiHu | TUny
- 3MiHM Woao0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHM [0 y3arasibHEHNX
AaHux npo cuctemy hapmakoHarnsagy (BBeAeHHs
y3ara/lbHeHUX faHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOT 0C06MU, BigNOBigaNbLHOI 3a
3[jiCHEeHHs hapmakoHaraay; KOHTaKkTHOI ocobu 3
dhapmakoHarnsgy 3asaBHuKa Ana 34iACHEHHS
hapMakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bk/ouvatouy KOHTakKTHI aaHi) Ta/abo
3MiHM Y po3MiLLEeHHI MacTep-haiina cuctemu

6e3
peyenma

UA/7397/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
hapmakoHarnsgy). 3miHa ynoBHOBaXeHOi 0cobu
3asBHVKa, BignoBigasibHOI 3a hapmakoHarnsag. ditoya
pepakuis: BepemitioBa PeHaTa €BreHiBHa. MNponoHoBaHa
pepakuisi: Mpycbknii CTaHic/ias. 3MiHa KOHTaKTHUX AaHUX
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bif4NOBigaNbHOI 3a
hapmakoHarnsg,. 3miHa micus 34jiiiCHeHHs1 OCHOBHOT
OiSNBHOCTI 3 dhapmakoHarnagy. 3MiHa MicLle3HaxX0MKeHHS
macTep-haiina cuctemun chapmakoHarnsgy Ta ioro
Homepa.
144. | NAPANEH® cupon Ne 1: o 100 TOB "Onenna YkpaiHa Eli. HatTepmaHH HimeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHa 6e3 UA/10763/01/01
TAM'AH My cpriakoHi; no 1 Xenckea eHp Caiii. Tm6X 3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHst) (3rigHo peuyenma
chnakoHy y YkpaiHa" Hakasy MO3 Big 23.07.2015 Ne 460). BBefeHHS 3MiH
KapTOHHIA Kopoo6Li NPOTAroM 6-T MICALIB Mic/1A 3aTBepAKEHHS. 3MiHu | TUny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW). 3MiHVM BHECEHO B IHCTPYKLiIO 4718 MEANYHOTO
3acTocyBaHHA /13 WoAo foAasBaHHS iHhopMalL,i CTOCOBHO
HaliMeHyBaHHS Ta MiCLie3HaxX0KEHHS 3asBHUKA.
BBefeHHs1 3MiH npoTArom 6-Tv MicAUiB nicns
3aTBEPAKEHHS.
145. | NAPANNEKCIH | po3uuH ans iH ekl TOB YkpaiHa MpAT "Nekxim - Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3a UA/15763/01/01
® 5 mr/mn, no 1 mn "®apmauesTu Xapkis" BMMPaB/IEHO TEXHIYHY NOMUIIKY Y po3aini "KinbkicTb Aitoyol peyenmom
PO34MHY B amnyni; YHa KOMMaHis PEeyYOBUHN" TEKCTY MapKyBaHHSA BTOPUHHOI yNakoBKW A/1A
no 5 amnyn B "CANMKOTAPIC no3yBaHHA 15 mr/mn, a came 6yn0 He KOPEKTHO 3a3HayeHo
6nicTepi; no 2 " OAVHWLj BUMIpIOBaHHS B cuctemi Sl (nonepegHs pegakuis
6nicTepn B navw,j 3 - 15 mr (ml), HoBa pegakuis - 15 mr (mg)), a Takox B
KapToHy po3zini "Mepenik 4ONOMDKHUX peyoBUH" (NonepeaHs
pefakuis - 4OMOMDKHI peyoBUHa, HOBa pefakLis -
[0NoOMKHa peyoBuHa) 4518 A03yBaHHA 15 mr/mn 1a 5
Mr/mMn. 3a3HayeHe BUMNpaB/IeHHS BignoBigae maTepianam
peecTpaLiiniHOro Aocbe
146. | NAPANNEKCIH | po3uuH ans iH exuiii TOB Ykpaina MpAT "Nekxim - Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/15763/01/02
® 15 mr/mn, no 1 mn "®apmaLesTu Xapkis" BUMPaB/IEHO TEXHIYHY NOMUIIKY Y po3aini "KinbkicTb Aitoyol peuyenmom
PO34MHY B amnyini, YHa KOMNaHis PEYOBUHMN" TEKCTY MapKyBaHHSA BTOPUHHOI YNakoBKW A/1A
no 5 amnyn B "CANKOTAPIC [o3yBaHHs 15 mr/mn, a came 6yn0 He KOPEKTHO 3a3HayeHo
6nicTepi, no 2 " OAVHWLj BUMIpIOBaHHSA B cuctemi Sl (nonepegHs pefakuis
6nicTepu B nauu;i 3 - 15 mr (ml), HoBa pegakuis - 15 mr (mg)), a Takox B
KapToHy po3gini "Mepenik 4ONOMKHUX pevyoBUH" (NnonepeaHs
pefakLis - 4OMOMDKHI peyoBUHa, HoBa pefakLis -
[0noMibKHa peyoBuHa) 41 Ao3yBaHHS 15 mr/mn 1a 5
Mr/mn. 3asHayeHe BUNpaB/IeHHA BignoBifae marepianam
peecTpaLiiiHoro gocbe
147. | NEHTANIH kancysnu, no 10 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" Ykpaina BHECEHHS 3MiH 0 peecTpavuiliHix martepianis: 3MiHu | Tuny 3a UA/10881/01/01
®C EKCTPA Kancyn y énictepi; YKPAIHA" - nogaHHs oHoBneHoro CepTudikaTy BiAMNOBIAHOCTI peuenmom
KAMNCYNn no 1 a6o 2 6nictepu €Bponeiicbkili hapmakonei RO-CEP 2016- 295 - Rev 03
B KQPTOHHIN nayuyi onsa A®l (Koaeiny chocdpaTy remirigpar) Big
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3aTBepMAKeHoro BmpobHuka Macfarlan Smith Limited. fk
Hacnigok 36iNblWeHHA TepMiHY MOBTOPHOrO BUNPOGYBaHHS
A®I 3 24 micsauis fo 36 micauis. 3anponoHosaHo: RO-CEP
2016- 295 - Rev 03
148. | NEHTA/TIH- Tabnetku no 10 TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/2617/01/01
»C Tabnetok y 6nictepi; YKPAIHA" - nofaHHs oHoBneHoro CepTtudikaTy BignoBigHOCTI peyenmom
no 1 6nictepy B €Bponeiicbkii hapmakonei RO-CEP 2016- 295 - Rev 03
naJui 3 KapToHy; No onsa A®l (Kogeiny chocdpaty remirigpar) Big
10 TabneTok y 3aTBEpMAKEHOro BmpobHuka Macfarlan Smith Limited. Hk
6nicTepax Hacnifok 36iMbLUEeHHST TEpMiHY NOBTOPHOrO BUNPOOYBaHHSA
A®I 3 24 micauis fo 36 micauis. 3anponoHoBaHo: RO-CEP
2016- 295 - Rev 03
149. | NONIbKOPTON aepo30/b ANns TapXxOMiHCbKK Monbwa TapXOMiHCbKWiA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/4559/01/01
OHTC 3aCTOCyBaHHA Ha i hapmaLeBTUYHNIA TUNY - OHOB/IEHHSA BiAKPUTOT YacTuHN ASMF Ta BefeHHS peyenmom
LUKIpY, CycneHsis thapmavueBTny 3aBog, "Monbgha" AT 3akpuToi YacTuHu ASMF anst MiKpOHI30BaHOI Ajiroyoi
(23,12 mr + 0,58 HWi1 3aBOf peyoBuHM TeTpauuk/iHy rigpoxnopua Big yxe
mr)/r, no 17,3 "Monbgpa" AT 3aTBepAXeHoro Bupo6Hrka APl Tarchomin
cycneHsii B Pharmaceutical Works "Polfa" S.A., Poland
aepo30/1IbHOMY
6anoHi, no 1 6anoHy
Y KapTOHHIi kopobui
150. | NIPOTONUK masb 0,03 %, 0,1 %; NEO ®dapma [anis NEO Na6opartopic IpnaHgis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/7779/01/01
no 10 raéono 30, AIC Nimiten, Ipnaxgis - 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta hapmakoHariaay. peuyenmom
a6o no 60 ry Ty6i; (BUPOGHMLTBO 3a BBepgeHHs abo 3MiHM [0 y3arasibHeHVX AaHNX Npo
no 1 Ty6i B MOBHUM LIIK/TOM) cuctemy dhapmakoHarnagy (BBeAeHHs y3arasibHeHnx
KapTOHHIlA KOopooLi [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
YMOBHOBaXXEHOI 0COOM, BifnoBigaIbHOI 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnagy
3asBHUKa 419 34iliCHeHHs hapmakoHarnagy B YkpaiHi,
SIKLL,0 BOHA BiAMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
mMacTep-aiina cucteMm hapmakoHarisgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOY 3asiBHMKA,
BiANOBIAa/IbHOI 3a hapMakoHarnag B YkpaiHi.
MponoHoBaHa pegakuis: JaHinosa Jlapuca
BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U YNOBHOBaXKEHOT 0COOM 3as1BHMKA, BiAMNOBIAaUTbHOT
3a thapmakoHarnag B YkpaiHi
151. | NIPOTONUK masb 0,1 %; no 10 r NEO ®apma [anis NEO Nab6opartopic IpnaHgis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/7779/01/02
abo no 30T, abo no AIC Nimviten, lpnaxgisn - 3MiHK Woao 6e3nekun/ehekTMBHOCTI Ta dhapmakoHarnagy. | peyenmom
60 ry Ty6i; no 1 Ty6i (BMPOGHMLTBO 3a BBefeHHs1 abo 3MiHU 40 y3arasibHeHVX AaHnX Npo
B KapTOHHIi Kopo6ui NOBHUM LMK/TOM) cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHnx
[aHvX Npo cuctemy cdapmakoHarnsgy, smiHa
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asBHUKaA 419 34iliCHeHHs hapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy
(BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHiI
macTep-haiina cuctemm hapmakoHarnsay) - 3MiHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0COOY 3asBHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnag B YKpaiHi.
MponoHoBaHa pegakuis: faHinosa /lapuca
BonogumupisHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6U YNOBHOBaXKEHOT 0COOM 3asBHMKA, BiAMNOBIAaUTbHOT
3a hapmakoHarnag B Ykpaii
152. | PEBOHATUB PO34UH A5 iH'EKLiA, OkTathapma ABCTpIS Oxtadhapma AB, Lseuisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/14323/01/01
625 MO/mn; no 1 mn | dapmauesTuk LLseuis (BUPOGHWK, HimeuunHa TMny - 3aMiHa 061a4HaHHSA Ta MeToay BUNpobyBaHHA 3a peyenmom
B amnyni abo no 2 a BignoBigabHWi 3a MOKa3HWKOM SAKOCTi «AHTUTINA Ao HbsAg».
M B amnyni, no 1 MpopaykTioHcre BUPOGHMLTBO 3a 3anponoHoBaHo: Ph. Eur. 2.7.1, cuctema Access?2,
amny”ni B c. M.6.X. NOBHUM LMK/IOM, 38 Beckman Coulter. TepmiH BBEAEHHSA 3MiH - IPOTAroM 6
NAacTUKOBIN BUK/IIOYEHHSIM MiCALIB MiCNSA 3aTBEPAKEHHS
6nicTepHili ynakoBLj, BTOPWUHHOI
no 1 nnacTukosiii yNakoBKK);
6nicTepHili ynakoBLj OkTadhapma [Jeccay
B KapTOHili KopoobLi v6X, HimeyunHa
(BMPOGHMK,
BignoBigabHWi 3a
BTOPVHHE
nakyBaHHs)
153. | PEKOBE/b PO34UH A5 iH'EKL PeppiHr [Oanis BVPOGHMLTBO, HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | 3a UA/17969/01/01
no 12 mkr/0,36 mny $apmaueBTUK nepBuHHE Benvkobput TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHN Yy peuenmom
CKNAHOMY an3 A/IC nakyBaHHs, aHis/ BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTbCA
6araTtof030BOMYy NPOMDKHUIA BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
KapTpuaxi 06'emom KOHTPO/b B NpoLeci 3acoby (3amMiHa abo AofaBaHHA AiflbHUL, Ha Kl
3 MA 3 nopLUHeM Ta BMPOGHMLITBA 3[iICHIOETLCA KOHTPOL/BUNPOBYBaHHS cepi) -
06XMMHO0 (mikpobionorivHuii, [ofaBaHHA anbTepHATUBHOI AiNbHULI Bio-TexHonomxi
KPULLIKOO, SIKNIA 3arasibHuiA Ta [xenepan (I3painb) NTA., Beep Tosis IHaacTpian MNapk,
MOMILLEHWIA Y OyHKLiOHaNbHWA), M.0. bBokc 571, Kip’aT Manaxi 8310402,I3painb/Bio-
LINPUL-PYYKy; no 1 KOHTPO/b AKOCTI Technology General (Israel) Ltd., Be’er Tuvia Industrial
LNpuL-pyyui y (Mikpob6ionoriyHuiA), Zone, POB 571, Kiryat Mal’achi 8310402, Israel, Ha sikiit
KOMNAekTi 3 3 Bi3yasibHWi 3[iACHIOETLCS KOHTPO/Tb AKOCTI (6i0N0riYHWIA) 415 TOTOBOMO
CTepU/IbHUMMU KOHTPO/b: nikapcbKoro 3acoby. BignosigHi OHOBNEHHSA BHECEHI: - A0
ronkamu ans iH'ekuii Bettep ®apma- po3ainy 3.2.P.5.1.Cneundikanin(i)13279 (oHOBNEHHSA
(3 HEpXxasBitoUOi ®epTiryHr FM6X i Bepcii cneyudikauis(i) 3 2 Ha 3), napameTpu
CTasli) y KapTOHHii Ko. KI, HimeuunHa; “loeHTndikanin. FE 999046” Ta “AKTUBHICTb. BigHoCHa
Kopobui NPOMiXKHUIA aKTMBHICTL” fOMNOBHEHO HOMepoM COIN [Q-3.2.P.5.2-9923],
KOHTPO/1b B NpoLeci - fo po3giny 3.2.P.5.2. AHaniTnyHi MeToankn A0AaHO
BMPOGHMLITBA HOMEP MOCUNAHHA Ha MeTOoZ KNITMHHOro aHanisy in vitro
(Mikpo6ioNIorivHWiA, 1110 BUKOPUCTOBYETbLCS Ha AiNbHULI Bio-TexHonoaxi
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1

3arabHuii Ta
PYHKLiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriuHuii),
BizyaslbHWiA
KOHTPO/b:
Bettep ®apma-
PepTiryHr MM6X i
Ko. KI, HimeuunHa;
NPOMKHUIA
KOHTPO/Tb B MPOLLECI
BMPOGHMULITBA
(mikpobionorivHumi,
3aranbHuii Ta
thYHKLiOHaNbHUIA),
KOHTPO/b SIKOCTI
(MikpobionoriyHuii),
Bi3yasibHUiA
KOHTPO/b:
BeTtep dapma-
PepTiryHr FM6X i
Ko. KT, HimeuuunHa;
BizyaslbHWiA
KOHTPO/b:
Bettep ®apma-
PepTiryHr MM6X i
Ko. KI', HimeuuunHa;
BVMPOGHMLTBO
(36ipka LWwnpuu-
PYYKV ANA iH'eKLil),
MapKyBaHHs,
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepii,
KOHTPO/b SKOCTI
(TouHicTbL
[03yBaHHs):
deppiHr
KoHTponnesn
TepaneBTikc
Nimiten,
BenvkobpuTtaHis;
KOHTPO/b IKOCTI
(6ionoriyHuid):
KosaHc Jlabopatopi3
Nimiteq,
BenukobputaHis;
BiiNOBigabHWIA 32

[xenepan (I3painb) NTA., I13paine, 4nsa BigobpaxeHHs
[BOX MeTOoSiB.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BUMYCK Cepii,
KOHTPO/b SKOCTI
(XiMiyHWIA Ta
TOYHICTb
[03yBaHHs):
®eppiHr TM6X,
HimeyvunHa;
KOHTPO/b SKOCTI
(6ionoriyHnin):
Bio-TexHonogxi
[bxeHepan (I3painb)
JNita., I3painb
154. | PEKOBE/b PO34MH A5 iH'EKL deppiHr [OaHis BMPOGHMLTBO, HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiitHux matepiasis: 3MiHu | 3a UA/17969/01/02
no 36 mkr/1,08 mny $apmaueBTUK nepBuHHE Benvkobput TUMy - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuWii 3aci6. 3MiHK Yy peuenmom
CK/ITHOMY an3 A/IC nakyBaHHs, aHis/ BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHN, L0 CTOCYIOTbCA
6aratof030BOMYy NPOMKHUIA BUMYCKY Cepii Ta KOHTPO/I0 SKOCTi FOTOBOrO NiKapCbKOro
KapTpuaxi 06'emom KOHTPO/b B NpoLeci 3acoby (3amMiHa abo AofaBaHHsA AiflbHUL, Ha Kl
3 MA 3 nopLUHeM Ta BMPOGHMLITBA 3[iICHIOETLCA KOHTPO/b/BUNPOBYBaHHS cepi) -

06XVIMHOO
KPULLIKOO, SIKNIA
MOMILLEHNIA Y
LUNpUL-pyyKy; no 1
LWiNpNL-pyyLi y
KOMMEeKTi 3 6
CTepuIbHUMM
ronkamu ans iH'ekwin
(3 Hepxasitouoi
CTasli) y KapTOHHIi
Kopobui

(mikpobionorivHuii,
3aranbHuii Ta
hyHKLiOHaNbHWA),
KOHTPO/b AKOCTI
(Mikpob6ionoriyHwiA),
Bi3yaslbHWiA
KOHTPO/b:
BeTTep dapma-
PepTiryHr FM6X i
Ko. KT, HimeuuunHa;
NPOMiXKHUIA
KOHTPO/b B NpoLeci
BMPOGHMLITBA
(Mikpo6ionorivHui,
3arasibHuiA Ta
hyHKLiOHANbHWA),
KOHTPONb SKOCTI
(mikpobionoriuHui),
BisyasibHWiA
KOHTPOb:
Bettep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
NPOMDKHUIA
KOHTPO/1b B MPOLLECI
BUpPOGHMLTBA
(mikpobionoriuHuni,
3aranbHuii Ta
PYHKLiOHaNbHWA),
KOHTPO/b SKOCTI

[lopaBaHHsa anbTepHaTMBHOI AinbHULi Bio-TexHonoaxi
Ixenepan (I3painb) NTA., Beep Tosis IHAacTpian MNapk,
M.0. Bokc 571, Kip'at Manaxi 8310402, I3painb/Bio-
Technology General (Israel) Ltd., Be'er Tuvia Industrial
Zone, POB 571, Kiryat Mal’achi 8310402, Israel, Ha sikiit
3[iACHIOETLCS KOHTPOsTb AKOCTI (6i0N0riYHWIA) 415 TOTOBOTO
nikapcbKoro 3acoby. BignosigHi OHOBNEHHS BHECEHI: - A0
po3giny 3.2.P.5.1.Cneundikanin(i)13279 (oHOBMEHHSA
Bepcii cneyudikauis(i) 3 2 Ha 3), napameTpu
“lpeHTndpikauis. FE 999046” Ta “AKTMBHICTb. BigHocHa
aKTUBHICTL” fOMNOBHEHO HOMepoM COIN [Q-3.2.P.5.2-9923],
- fo po3giny 3.2.P.5.2. AHaniTnyHi MeToankn A0AaHO
HOMEp MOCWUaHHS Ha MEeTOZ, K/TITUHHOTO aHanisy in vitro
L0 BUKOPUCTOBYETbLCA Ha AiNbHULI Bio-TexHonoaxi
[xenepan (Ispainb) NTA., I13paine, Ana BigodpaxeHHs
[BOX METOAIB.
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

(mikpobionoriyHuii),
Bizya/lbHWiA
KOHTPO/b:
Bettep ®apma-
PepTiryHr MM6X i
Ko. KI', HimeuunHa;
Bi3yasibHWiA
KOHTPONb:
BeTTep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
BMPOGHNLTBO
(36ipka wnpuu-
pYYKM ANs iH'eKUil),
MapKyBaHHS,
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepii,
KOHTPO/b IKOCTI
(TouHicTb
[03yBaHHS):
PeppiHr
KoHTponnen
TepaneBTikc
Nimiteq,
BenukobputaHis;
KOHTPO/b AKOCTI
(6ionoriyHnii):
KoBaHc JlabopaTtopi3
Nimviten,
BenukobpuTaHis;
BiANoBigabHUIA 3a
BUMYCK Cepii,
KOHTPO/b IKOCTI
(XiMiuHWA Ta
TOYHICTb
[03yBaHHs):
®eppiHr MM6X,
HimeuuunHa;
KOHTPO/b SIKOCTI
(6ionoriyHuid):
Bio-TexHonopxi
[xeHepan (I3painb)
N14., 13pains

155.

PEKOBE/1b

PO34MH A8 iH'eKUI
no 72 mkr/2,16 mny
CKISAHOMY
6aratof030BOMy

deppinr
dPapmaueBTuK
an3 A/IC

[aHis

BMPOGHMLTBO,
nepBuHHe
nakyBaHHs,
NPOMKHUIA

HimeuunHa/
Benukobput
aHis/

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TUMy - 3MiHK 3 AKOCTi. [0TOBWIA NMikapcbknii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYTbCA
BMNYCKY Cepii Ta KOHTPO/HO SIKOCTi rOTOBOTrO N1iKapCbKOro

3a
peyerimom

UA/17969/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1

KapTpuaXi 06'eMomM
3 M/1 3 NOpLUHEM Ta
06XVMHOI0
KPULLKOLO, SIKNIA
NOMILLEHWIA Y
LINPUL-PYYKY; Mo 1
winpnL-pyyi y
KOMMeKTi 3 9
CTepUIbHUMM
rofikamu 4ns iH'ekuin
(3 HepxasBitoyoi
cTani) y KapTOHHii
Kopobui

KOHTPO/Tb B MPOLLECI
BMPOGHULITBA
(MikpoGionoriyHwuiA,
3arabHuii Ta
PYHKLiOHaNbHWA),
KOHTPO/b AKOCTI
(mikpobionoriyHuii),
BizyaslbHWiA
KOHTPO/b:
Bettep ®apma-
PepTiryHr MM6X i
Ko. KI', HimeuunHa;
NPOMDKHUIA
KOHTPO/Tb B MPOLLECI
BMPOGHMULITBA
(mikpobionorivHumi,
3aranbHuii Ta
thYHKLiOHaNbHUIA),
KOHTPO/b IKOCTI
(MikpobionoriyHuii),
Bi3yasibHUiA
KOHTPO/b:
BeTtep dapma-
PepTiryHr FM6X i
Ko. KI, HimeuunHa;
NPOMiKHUIA
KOHTPO/1b B NpoLeci
BMPOGHMLITBA
(mikpobionoriyHumi,
3arasibHuii Ta
hyHKLiOHANbHWA),
KOHTPO/b SKOCTI
(MikpoGionorivHwuii),
Bi3yasibHWiA
KOHTPONb:
BeTtep ®apma-
®epTiryHr FM6X i
Ko. KI', HimeuunHa;
Bi3yasibHUiA
KOHTPO/b:
BeTtep dapma-
PepTiryHr FM6X i
Ko. KT, HimeuuunHa;
BMPOGHMLTBO
(36ipka Lwnpuu-
PYYKM ONS iH'EKUiN),
MapKyBaHHS,
BTOPWHHE

3acoby (3amiHa abo AofaBaHHA AifbHULI, Ha Kl
3[iICHIETLCS KOHTPO/L/BUNPOGYBaHHS cepil) -
[lopaBaHHA anbTepHaTUBHOI AjiNbHULi Bio-TexHonoaxi
[xenepan (I3painb) NTA., Beep Tosisa IHaacTpian MNapk,
M.0. Bokc 571, Kip’at Manaxi 8310402, 13painb/Bio-
Technology General (Israel) Ltd., Be'er Tuvia Industrial
Zone, POB 571, Kiryat Mal’achi 8310402, Israel, Ha fikiii
3[iACHIOETLCS KOHTPO/Ib SAKOCTI (6i0N0orivyHmiA) oNsi roToBOro
nikapcbKoro 3acoby. BignosigHi OHOBMEHHSA BHECEHI: - f0
po3giny 3.2.P.5.1.Cneuudikauisi(i)13279 (oHOBNEHHSA
Bepcii cneumndikayisa(i) 3 2 Ha 3), napameTpu
“loeHTunddikauis. FE 999046” Ta “AKTMBHICTb. BigHocHa
aKTUBHICTb” ,ONOBHEHO HoMepom COIM [Q-3.2.P.5.2-9923],
- o po3giny 3.2.P.5.2. AHaniTM4Hi MeToankn foAaHo
HOMep NOCWUIaHHA Ha MeTOZ, KTITUHHOIO aHanisy in vitro
LLI0 BUKOPUCTOBYETBCA Ha AiNibHNLi Bio-TexHonoaxi
[xeHepan (I3painb) NTA., 13paink, 4nsa BigobpaxeHHs
[BOX MeTof;B.
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
nakyBaHHs Ta
BUNYCK cepil,
KOHTPO/b AKOCTI
(TouHicTb
[03yBaHHs):
PeppiHr
KoHTponnen
TepaneBTikc
Nimviten,
BenukobpuTaHis;
KOHTPO/b SKOCTI
(6ionoriyHwnin):
KosaHc JlabopaTtopi3
Nimiten,
BenvkobpuTtaHis;
BignoBigabHWiA 3a
BUNYCK cepil,
KOHTPO/b AKOCTI
(XiMmiuHWI Ta
TOYHICTb
[03yBaHHS):
®eppiHr TM6X,
HimeuuunHa,;
KOHTPO/b AKOCTI
(6ionoriyHnii):
Bio-TexHonomxi
[xexepan (I3painb)
N14., 13painb
156. | PEHHI® BE3 TabneTku XyBaslbHi Baiiep LLiseiiuapi Oensdhapm Manaps PpaHuis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 6e3 UA/6025/01/01
LLYKPY 3 M'ATHUM CMaKoM; KoHcbomep ] - MOAAHHSI OHOB/IEHOIO cepTudpikata BigNOBIAHOCTI peyenma
no 6 TabneTok y Kep Al €sponelicbkinn hapmakonei Ne R1-CEP 2008-071-Rev 02
6nictepi; no 2 abo 4 onsa APl marHito kapboHaTy BaXKOro Bif BXe
6nictepu B 3aTBepmxeHoro supobHuka Dr. Paul Lohmann GmbH KG,
KapTOHHI kopo6Lyj; Germany, skuii 3MiHuB Ha3By Ha Dr. Paul Lohmann GmbH
no 12 tabneTtok y & Co. KGaA, Germany
6nictepi 3
nepdpopavieto; no 1
abo 2 6nictepu B
KapTOHHI/ Kopobui
157. | PEHHI® 3 Tabs1eTkv XyBasIbHi; Baiiep LLiBeiiuapi [Oenbdhapm Manapa ®paHuis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 6e3 UA/7799/01/01
AMNE/NbCUHOB | no 12 tTabnetoky KoHcblomep A - NOAAHHS OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI peuyenma
MM CMAKOM 6nictepi 3 Kep Al €ponelicbkili hapmakonei Ne R1-CEP 2008-071-Rev 02

nepdopadieto; no 1
abo no 2 6nictepu B
KapTOHHI Kopo6Lyj;
no 6 TabneTok y
6nictepi; no 2 abo
no 4 6nictepu B

ons A®| marHito kapboHaTy BaXKOro Bif, BXe
3aTBepAxeHoro Bupo6Hvika Dr. Paul Lohmann GmbH KG,
Germany, skuii 3MiHuB Ha3By Ha Dr. Paul Lohmann GmbH
& Co. KGaA, Germany
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

KapPTOHHI KOpooLii

158.

PELITA-10

TabneTku, BKPUTI
NNiBKOBOO
o6onoHkoto no 10
Mr, no 14 TabneTok
y 6nicTepi, no 2
6nictepu y
KapTOHHI nauwi

Inka
NabopaTtopi3
Nimiten

IHais

Inka Nabopatopi3
Nimiten

IHais

BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy
- 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnx
[aHvx Npo cuctemy apmakoHarnsgy, sMmiHa
yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
(BK/TIIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
macTep-haiina cuctemm hapmMmakoHarnsay) - 3aMiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NoOBigaNbHOI 3a
3piiicHeHHs chapmakoHarnsagy. NponoHoBaHa pegakuis:
Ms Geeta Shanbhag / naHi liTa LaH6xar. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHO! 0cobu, BiANOBiAaIbHOT
3a (hapmakoHarnag. BeeaeHHs KOHTaKTHOT 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 3AiACHEHHS
thapmakoHarnsagy B YkpaiHi. MponoHoBaHa pepakuis: Dr
Satish Chandra / g-p Cartiw Yangpa. BeegeHHs
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y 3aABHNKA,
BiANOBIAANLHOI 3a 34iicCHEHHSA (hapmakoHarnsgy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI fisifIbHOCTI 3
thapmakoHarnsgy.

BBepgeHHs1 agpecy mactep-thaiina Ta iioro Homepa

3a
peyenmom

UA/15158/01/02

159.

PELITA-20

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKO0 No 20
Mr; no 14 TabneTok
y 6nicTepi, no 2
6nictepn y
KapTOHHIW nayu,i

InKa
NabopaTopis
NimiTen

IHais

Inka Na6opatopi3
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny
- 3MiHM Woa0 6e3neku/ehekTUBHOCTI Ta dhapMakoHarisay.
BeefieHHs1 a60 3MiHK [0 y3araslbHeHUX AaHnx npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHnX
[aHvX npo cuctemy hapmakoHarnsagy, amiHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKA ANA 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-gaiina cuctemm hapMakoHarasay) - aMmiHa
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifgNOBigaIbHOI 3a
3fiicHeHHs hapmakoHarnagy. NponoHoBaHa pegakuis:
Ms Geeta Shanbhag / naHi l'ita LLaH6xar. 3miHa
KOHTaKTHUX JaHuX yNoBHOBaXeHOI 0cobu, BignosiganbHOT
3a (papmakoHarnsg. BeegeHHs KOHTakTHOT 0cooum
3as1BHMKA, BiNOBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsgy B Ykpaini. MponoHoBaHa pegakuis: Dr
Satish Chandra / a-p Cartiw YaHgpa. BBegeHHsA
KOHTaKTHUX JaHNX KOHTAKTHOI 0COOM 3asBHMKA,

3a
peyerimom

UA/15158/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BiANOBIAA/bHOI 3a 34iliCHEHHA hapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy.
BBeneHHs1 agpecy mactep-haiina Ta oro Homepa
160. | PELITA-5 TabneTku, BKPUTI Inka IHais Inka Na6opatopi3 IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/15158/01/01
NNiBKOBOO NabopaTtopi3 Nimiteq - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta thapmakoHariagy. peyenmom
060/10HKOI M0 5 M, NimiTen BBefeHHs1 abo 3MiHU 40 y3arasibHeHUX AaHnX Npo
no 14 TabneTtok y cuctemy dhapmakoHarnagy (BBeAeHHs y3arasibHeHnx
6nicTepi, no 2 [aHvx Npo cuctemy apmakoHarnsgy, sMmiHa
6nictepu y yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
KapTOHHI navui hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnsagy
3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IIOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHI
mMacTep-ghaiina cuctemm hapmMmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBigaNbHOI 3a
3gificHeHHs chapmakoHarnsagy. MNponoHoBaHa pegakuis:
Ms Geeta Shanbhag / naHi liTa LWaH6xar. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHO! 0cobu, BiANOBiAaIbHOT
3a (hapmakoHarnag. BeeaeHHs KOHTaKTHOT 0co6u
3as1BHMKA, BiANOBIAA/IbHOI 32 34iACHEHHS
thapmakoHarnsagy B YkpaiHi. MponoHoBaHa pepakuis: Dr
Satish Chandra / g-p Cartiw Yangpa. BeegeHhs
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6W 3aBHNKA,
BiANOBIAANLHOI 3a 34ilicCHEHHSA (hapmakoHarnagy B
YkpaiHi. 3MiHa MicuA 34iiCHEHHA OCHOBHOI fisifIbHOCTI 3
thapmakoHarnsgy.
BBepgeHHs1 agpecy mactep-thaiina Ta iioro Homepa
161. | CEPTO®EH renb 12,5 mr/r no 60 YOPNA TypeyunH yoprng MEANLINH TypeuunHa | BHECEHHs 3MiH 40 peecTpauiiHnx matepianis: 3miHu | Tuny 3a UA/17608/02/01
ryTyb6i; 1 Ty6a B B MEAVLUNH a INAY CAH. BE - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro peyernmom
KapTOHHIl KopooLi IAY CAH. BE TIOK. A.LL. 3aco6by 3 BHECEHHSAM iHdhopMaLlil LWoA0 3a3HAaYeHHS
TIOK. A.LL. OAMHULIb BUMIPIOBAHHS Y cucTeMmi S| Ta BHECEHHSA
iHchopMiLii Woao 0cobMBMX 3acTepexeHb nepes
3acToCcyBaHHSA Nikapcbkoro 3acoby. BeeaeHHs 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPAXKEHHS
162. | CEPTO®EH TabneTku, BKpUTI yopPna TypeyuunH yopng MEANUNH TypeuyunmHa | BHECEHHs 3MiH 40 peecTpauiiHnx matepianis: 3miHu | Tuny 3a UA/17608/01/01
nNiBKOBOO MEOVLUNH a INAY CAH. BE - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro peyenmom
0060/10HKOH0, M0 25 IIAY CAH. BE TIOK. A.LL. 3aco6y 3 BHECEHHSM iHjhopMaLil LWoA0 3a3HaYeHHs
Mr; no 10 Tabnetok TIOXK. A.LLL. OIMHWLb BUMIPIOBaHHS Y cucTemi S| Ta BHECEHHSA
y 6nicTepi; no 1 abo iHhopMaLii WoA0 0co6MBUX 3acCTEpPEXeHb nepes
2 6nictepu B 3acTOCyBaHHSM flikapCbKoro 3acooby.
Kopo6ui BBefeHHS 3MiH NpoTsAroM 6-Tu MicsauiB nicns
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3aTBEPAKEHHS
163. | CUTHI®OP NopoLUoK Ans Hosapric LLiseiiuapi BTOPWHHE LLiBeiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 3a UA/15926/01/01
NAP cycnensii gns dapma Al A nakyBaHHs, BUMYyCK Higepnangu TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
iH ekt no 20 mr; 1 cepii: / Ta/abo agpecu MicLs NPOBaKEHHS AiNIbHOCTI
(pN1akoH 3 MOPOLLKOM HosapTic ®apma ABcTpisi/ BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
Y KOMM/IEKTi 3 LTeliH AT, HimeuunHa BK/IOYAIOUY AiNbHULi BUNYCKY cepil abo micue
PO34YMHHMKOM MO 2 LLiseiiuapis; NPOBeAEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
My nonepeaHbLo BUPOGHULTBO, BignoBigae BUPOGHMK/IMNOPTEp, HE BKIHOUYAOUN BUMYCK
3arnoBHeHOMY KOHTPO/Ib SIKOCTI, cepiit) 3amiHa topuanYHOI agpecn Bupo6Huka M3
wnpuui (kapmenosa nepBuHHE EypodpiHc Biochapma MpogakT TecTiHr MioHix Mm6X,
HaTpito, MaHiT nakyBaHHs HimeyunHa (KOHTPO/Ib AKOCTi 3@ NOKA3HUKOM
(E421), nonokcamep PO3UMHHVKa Ta "BakTepiasibHi eHAO0TOKCMHM") Ha hakKTU4HY, 6e3 3MiHK
188, Boga ans BTOPVHHE micusa BUpobHMLTBA
iH'ekuil), 1 ronkoto nakyBaHHsi r0TOBOrO
Ta 1 agantepom B NPOAYKTY:
KapTOHHIA Kopoo6Li AG6OTT
Bionomxukanc b.B.,
Higepnangy;

KOHTPO/Tb AKOCTi 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
TecTy "bakTepiasbHi
€HA0TOKCUHK",
nepBuHHe
naKyBaHHs MOPOLLKY:
CaHpo3 'm6X,
ABCTpIS;
KOHTPO/Tb AKOCTi 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy Ta TECTy
"BakTepianbHi
E€HOOTOKCUHN™:
CaHpo3 'm6X,
ABCTpIS;
BMPOGHMLTBO
nopotuky in bulk gns
cycnensii gns
iH'eKU:
HosapTic ®apma Ar,
LLiseiuapis;
KOHTPO/Tb AKOCTi 3a
NOKa3HUKOM
"BakTepianbHi
E€HOOTOKCUHN™:
EypodgpiHc Biochapma
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
MpopakT TecTiHr

MtoHix Tm6X,

HimeuumnHa,;

TepMiHa/IbHa

cTepunisauis

(pN1aKoHiB:
CiHeppxu Xenc
[JeHikeH AT,
Lseliuapis
164. | CUrHI®OP MOPOLLIOK ANs HoBaprTic LLiseiiuapi BTOPUHHE LLBenuapis/ BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3MiHu | 3a UA/15926/01/02
NnAP cycneHsii ans dapmva Al A nakyBaHHs1, BUMYCK HigepnaHaun TUny - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peuenmom
iH exuiri no 40 mr; 1 cepii: / Ta/abo agpecu MicLus NPOBa)KEHHS AiSNIbHOCTI
h/1aKoH 3 MOPOLLKOM HoapTic ®apma AscTpisi/ BMPOGHMKa/imMnopTepa rotoBoro fikapcbKoro 3acoby,
Y KOMM/IEKTi 3 LTeliH AT, HimeuyunHa BKJ/THOYAKOUM AiNbHULI BUNYCKY cepii abo micue
PO3YMHHMKOM MO 2 LLiseiuapis; NPOBeAEHHSI KOHTPOJIO AKOCTI. (4iANbHICTb, 3a AKy
My nonepeaHs0 BMPOGHMLTBO, BiANOBIAa€e BUPOGHMK/IMNOpTEp, He BK/OUAUM BUMYCK
3arnoBHEHOMY KOHTPO/1b SIKOCTI, cepiii) 3amiHa ropuanyHoi agpecy BUpobHuka M3
wnpuui (kapmenosa nepsuHHE EypodpiHc Biochapma MpogakT TecTiHr MioHix Mm6X,
HaTpilo, MaHIT nakyBaHHs HiMeuyunHa (KOHTPOb SKOCTi 38 MOKa3HWUKOM
(E421), nonokcamep PO3UMHHMKa Ta "BakTepiasibHi eHAO0TOKCUHM") Ha (hakKTUUHY, 6€3 3MiHU
188, Boga ans BTOPVHHE Micus BUpOGHULTBA
iH'ekuii), 1 ronkoto nakyBaHHs FOTOBOr0
Ta 1l agantepom B NPOAYKTY:
KapTOHHI Kopobui AGGOTT
Bionomkukanc b6.B.,
Higepnangy;

KOHTPO/Ib SKOCTi 3a
BCiMa napameTtpamu
3a BUK/IIOYEHHAM
TecTy "bakTepiasibHi
€HOOTOKCUHN",
nepBuHHe
nakyBaHHS MOPOLLKY:
CaHpo3 'M6X,
ABCTpIS;
KOHTPO/Ib SKOCTi 3a
BCiMa napameTtpamu
3a BUK/IIOYEHHAM
MOJIEKYIAPHOI Macu
nonimepy Ta Tecty
"BakTepiasibHi
€HA,0TOKCUHK™:
CaHpo3 'M6X,
ABCTpIS;
BVMPOGHMLTBO
nopoLuky in bulk gns
cycneHsii ans
iH'eKwLjiin:
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
HoBapTic ®apma Al’,
LLiseiiuapis;
KOHTPO/Ib AKOCTi 3a
MOKa3HNKOM
"BakTepia/ibHi
€HA0TOKCUHK™:
EypodpiHc Biodhapma
MpogakT TecTiHr
MtoHix FTM6X,
HimeuunHa;
TepMiHasIbHa
cTepunisauis
chnakoHiB:
CiHepoxn Xenc
[JeHikeH AT,
LLIBeliyapis
165. | CUTHI®OP NopoLUoK ANns Hosapric LLiseiiuapi BTOPWHHE LLiBeiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | 3a UA/15926/01/03
NAP cycnensii gns dapma Al A nakyBaHHs, BUMYCK Higepnangu TUny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
iH €KL no no 60 wmr; cepii: / Ta/abo agpecu MicLs NPOBaKEHHS AiNIbHOCTI
1 chnakoH 3 HosaprTic ®apma ABcTpisi/ BUPOGHMKa/iMNnopTepa roToBoro /ikapcbkoro 3acoby,
NMOPOLLKOM Y LTeliH AT, HimeuunHa BK/IIOYAIOUY AiNbHULi BUNYCKY cepii abo micue
KOMMEKTi 3 LLiseiiuapis; NPOBeAEHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
PO3YMHHMKOM MO 2 BUPOGHMLTBO, BignoBigae BUPOGHMK/IMNOPTEp, HE BKIKOUYAOUW BUMYCK
M/1Y nonepesHbo KOHTPO/Ib SIKOCTI, cepiit) 3amiHa topuanYHOI agpecu Bupo6Huka M3
3arnoBHeHOMY nepBuHHE EypodpiHc Biochapma MpogakT TecTiHr MioHix Mm6X,
wnpuui (kapmesnosa nakyBaHHs HimeyunHa (KOHTPO/Ib AKOCTI 3@ NOKA3HUKOM
HaTpilo, MaHIT PO3UMHHVKa Ta "BakTepiasibHi eHAO0TOKCMHM") Ha hakTUYHY, 6e3 3MiHK
(E421), nonokcamep BTOPUHHE Micus BUpobHuLTBa
188, Boga gn1a nakyBaHHsi rOTOBOIO
iH'ekuil), 1 ronkoto NPOAYKTY:
Ta 1l agantepom B AG6OTT
KapTOHHIlA KOpooLi Bionomkukanc b.B.,
Higepnangy;

KOHTPO/Tb AKOCTi 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
TecTy "bakTepiasibHi
€HA0TOKCUHK",
nepBuHHe
naKyBaHHs MOPOLLKY:
CaHpo3 'm6X,
ABCTpIS;
KOHTPO/Tb AKOCTi 3a
BCiMa napameTpamu
3a BUK/THOYEHHAM
MOJIEKYNAPHOT Macu
nonimepy Ta TECTy
"BakTepianbHi
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
€HOOTOKCUHN":
CaHpo3 'm6X,
ABCTpIS;
BVMPOGHMLTBO
nopotuky in bulk gns
cycnensii gns
iH'EKU:
HosapTic ®apma Ar,
LBeliuapis;
KOHTPO/Tb AKOCTi 3a
MOKa3HNMKOM
"BakTepianbHi
€HOOTOKCUHN":
EypodpiHc Biochapma
MpogakT TecTiHr
MioHix FmM6X,
HimeuuunHa;
TepMiHasibHa
cTepunisauis
(hN1aKoHiB:
CiHepgxu Xenc
[LeHikeH AT,
LLiBeiiLapis
166. | CUH®DIOPUKC | cycneHsisa gns nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/15363/01/01
™ BAKLIMHA iH'ekUjit; no 1 fosi A ExcrnopT BpuTaHis Bionogxikans C.A. - HE3HAYHI 3MiHM [0 CTpaTEriyHOro naHy cTabifibHOCTI peyenmom
ana (0,5 mn) cycneHsii NimiTen nocisHoro matepiany Clostridium tetani Ta
MPO®IIAKTUK | ans iH'ekuini y 3apeecTpoBaHOro kBasliguikaLiiHoro MpoToKosy, L0
n nonepegHL0 3aCTOCOBYIOTLCA B NPOLECi BUPOGHMLTBA aKTUBHOT
NMHEBMOKOKO | HanoBHeHOMy peyoBuHW. PepakuiliHi npasku go po3giny 3.2.S.2.3.
BOI IHOEKLJI CK/SIHOMY LUNpULL Y peecTpaLiiHoro 4OoCbE; 3MiHM | TUMY - 3MiHW 40
(MONICAXAPU KOMM/IEKTI 3 OJHIED 3aTBEPAKEHOr0 MPOTOKO/TY CTabislbHOCTI po604oro
OHUI ronkoto abo 3 Asoma nociBHoro matepiasy C. tetani, L0 BUKOPUCTOBYETLCA Y
AHTUTEH) TA ronkamu Ta 6e3 npoLieci BUPO6HMLITBA aKTUBHOT PEYOBUNHN
HETUMOBAHOI | ronok; 1
FEMO®INIbHOI | nonepeaHso
IHDEKL, HaNOBHEHWIA WNpuL,
KOH’'OFOBAH 3 ro/Ikoto abo ABoma
A, ronkamu, abo 6e3
AOCOPBOBAH | ronoky
A iHAVBIgyansHoOMy
repMeTnyHo
3anakoBaHoMy
nnacTyKoBoMy
KOHTeliHepi; no 1
nnacTykoBoMy

KOHTEliHepy y
KapTOHHI Kopo6Lyj;
no 1 aosi (0,5 mn)
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
cycneHsii gns
iH'eKUil y
nonepeAHL0
HarnoBHEHOMY
CKMISHOMY LLINPWL;;
no 10 wnpuuyis 3 10
ronkamun abo 6e3
ronoky
iHAVBIAYyaNbHUX
repMeTnyHo
3anakoBaHux
NAacTUKOBUX
KOHTeliHepax y
KapTOHHI KopobLyj;
no 1 aosi (0,5 mn)
cycneHsii gns
iH'eKLil y
MOHO/Z030BOMY
CKISIHOMY (hN1aKOoHi;
no 1, 10 a6o 100
hnakoHiB y
KapTOHHI kopo6Lyj;
no 2 posu (1 mn)
cycnensii gns
iH'eKUin y
MynbTUA030BOMY
donakoHi; no 100
chnakoHiB y
KapTOHHI Kopoo6Li
167. | CMO®NINIA 20 | emynbcis gns PpeseHiyc HimeuyunH ®peseHiyc Kabi ABCTpIs BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny 3a UA/13846/01/01
% iHcpysiiA; no 100 mn, Kabi a ABcTpia 'mM6X - NpMBEAEHHS Yy BiAMNOBIAHICTb A0 MOHOrpadii E® peyenmom
a6o no 250 mn, abo Loiunang BHYTPILUHBOT cneundikalii BUpo6HMKa LONOMIXHOT
no 500 mny 6X peyoBuHM hochoninifis AEUHNX OUNLLLEHNX
doNakoHi
168. | CYTEHT Kancynu no 12,5 wir; MNOAN3EP CWA Mdpaiizep ITanis ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/7785/01/01
no 7 kancyny IHK. C.p.n. - 3MiHW BHECEHO B iIHCTPYKL,it0 4158 MeguyHoro peyenmom
6nicTepi; no 4 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
6nictepn y "Oco6nmBocTi 3acTocyBaHHA" Ta "Mo6iuHI peakuii” 3rigHo 3
KapTOHHI KopoobLi pekomeHpauiamy PRAC. BBegeHHs 3MiH NpoTAarom 6-tn
MicAILiB Micns 3aTBePKEHHS;
3MiHK |l TUNY - 3MiHW BHECEHO B IHCTPYKLiO AN
MeJMYHOro 3aCTOCYBaHHA MikapcbKoro 3acoby [0 po3ainis
"Ocob6nmBOCTI 3acTocyBaHHA" Ta"Cnocib 3acTocyBaHHsA Ta
003" (yTOUYHEHHs iHchopmalii). BBeieHHA 3MiH NpOTSArom
6-T MicALIB MiCNA 3aTBEPMKEHHS; 3MiHK || TUMY - 3MiHK
BHECEHO B iHCTPYKL,i0 415 MEANYHOIO 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ginis "®apmMakonorivHi
BracTmBocTi", "B3aemMogis 3 iHLUMMKW NiKapCbK1MK
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3acobamu Ta iHWi B1uAn B3aemogiin”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHs Yy nepiog BaritTHocTi abo
roflyBaHHs rpyaat” (yTouHeHHs iHdopmadii), "MoobiuHi
peakuii”. BBeieHHS1 3MiH NPOTArom 6-T1 MicAUIB MicasA
3aTBEPOKEHHS

169.

CYTEHT

Kancynm no 25 mr;
no 7 kancyny
6nictepi; no 4
6nictepn y
KapTOHHIA Kopoo6Li

NOANIEP
IHK.

CLUA

Mdpaiizep ITanisa
C.p.n.

ITanis

BHECEHHS 3MiH [0 peecTpavuiiiHix martepianis: 3MiHu | Tuny
- 3MiHV BHECEHO B iHCTPYKL,i0 4719 MEANYHOTO
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3zainis

"Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6GiYHI peakuii” 3rigHo 3

pekomeHpauiamu PRAC. BBegeHHs 3MiH NpOTAromM 6-tu
MicsILiB Micns 3aTBepKEHHS;
3MiHM Il TMNy - 3MiHW BHECEHO B IHCTPYKLiO 415
MeZJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby f0 po3ainis
"Oco611BoCTi 3acTocyBaHHA" Ta"Cnoci6 3aCTOCyBaHHsA Ta
[031"(YTOUYHEeHHs iHdopmaLii). BBefeHHs 3MiH npoTsarom
6-T MicALIB MiC/1A 3aTBEPMKEHHS; 3MiHM || TUMy - 3MiHK
BHECEHO B iHCTPYKL,it0 415 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao po3ginis "®apmMakonorivHi
BnacTmBocCTi", "B3aeEMOfis 3 iHLLUMMMN NiKapCbKNMK
3aco6amMu Ta iHWi B1uam B3aemMogiii", "OcobanBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHoOCTi abo
roflyBaHHs rpyaat”(yTouHeHHs iHdopmawdii), "TMobiuHi
peakuii”. BBeeHHS 3MiH NpOTAroMm 6-Tu MicAuiB nicns
3aTBEPKEHHS

3a
peyerimom

UA/7785/01/02

170.

CYTEHT

Kancynu no 50 mr;
no 7 kancyny
6nicTepi; no 4
6nictepu y
KapTOHHIlA KopooLi

MNOANIEP
IHK.

CLUA

Mdpaiizep ITanisa
C.p.n.

ITanisa

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | Tuny
- 3MiHW BHECEHO B IHCTPYKLiI0 4158 Meauy4Horo
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis

"Oco6nmBoCTi 3acTocyBaHHA" Ta "lMo6iyHi peakuii” 3rigHo 3

pekomeHgauismm PRAC. BBefieHHs 3MiH NpOTSArom 6-1u
MiCALIB MiCNA 3aTBEPLKEHHS;
3MiHK |l TUNY - 3MiHW BHECEHO B iHCTPYKLiO AN
MeAMYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao po3zinis
"Oco61BoCTi 3acTocyBaHHA" Ta"Cnoci6 3acToCyBaHHS Ta
0031 (YyTOYHEHHS iHhbopmal,ii). BBeieHHA 3MiH NpOoTSArom
6-TW MicALB Nicna 3aTBEPMAKEHHS; 3MiHM Il TRy - 3MiHK
BHECEHO B IHCTPYKLiO A/19 MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3AisiB "®apmakonoriyHi
BNacTuBOCTI", "B3aeMogis 3 iHLIMMU NiKapCbKUMMn
3acobamu Ta iHLWi BUAY B3aemogii”, "OcobamBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BariTHoCTi abo
rofyBaHHs rpyaat"(yToUHeHHs iHdpopmadii), "TMo6GiuHi
peaxuii. BBeAeHHS 3MiH NpoTArom 6-Tu MicauiB nicas
3aTBEPAKEHHS

3a
peyenmom

UA/7785/01/03

171.

CYTEHT

Kancynu no 37,5 mr;

MNeANIEP

CLUA

MNdpaiizep ITanisa

ITanis

BHECEHHS 3MiH 10 peecTpauiiiHux MaTtepianis: 3MiHuW | Tuny

3a

UA/7785/01/04
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
no 7 kancyny IHK. C.p.n. - 3MiHM BHECEHO B iHCTPYKL,tO A1 MELUYHOIO peyernmom
6nictepi; no 4 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
6nictepu y "Oco6nmBoCTi 3acTocyBaHHA" Ta "Mo6iuHi peakuii" 3rigHo 3
KapTOHHI KopoobLi pekomeHpauiamy PRAC. BBegeHHs 3MiH NpOTAromM 6-Tn
MicsILiB Micns 3aTBepPKEHHS;
3MiHW Il TMNY - 3MiHW BHECEHO B IHCTPYKLiO 415
MeZJMNYHOro 3aCTOCYBaHHS MikapCcbKoro 3acoby f0 po3ainis
"Oco61BoCTi 3acTocyBaHHA" Ta"Cnoci6 3acToCyBaHHA Ta
[031"(YTOYHEHH: iHdopmaLii). BBefieHHs 3MiH NpoTArom
6-T MicALIB MiC/A 3aTBEPMKEHHS; 3MiHK || TUMY - 3MiHK
BHECEHO B iHCTPYKL,i0 415 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKoro 3acoby Ao po3ginis "®apmMakonorivHi
BracTmBocCTi", "B3aeEMofis 3 iHLLUMMMN NiKapCbKNMM
3aco6amu Ta iHWi B1uam B3aemMogiid", "OcobnmBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog, BaritTHoOCTi abo
roflyBaHHs rpyaar”(yTouHeHHs iHdopmawdii), "MobivHi
peaxuii”. BBeeHHS 3MiH NPOTAroMm 6-Tu MicAuiB nicns
3aTBEPAKEHHS
172. | TADIHNAP® Kancynv TBepgi no HoBaprTic LLiBefiuapis "nakco Bennkom Icnanis/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | Tuny 3a UA/14420/01/01
50 mr; no 120 ®Papma Al C.A,, IcnaHist Benuka - 3MiHM BHECEHO [0 IHCTPYKLii ANA MeguyHoro peyernmom
Kancyn y chnakoHax (BUpOGHMK ANA Bputanis/ 3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
nakyBaHHs Ta CnoBeHis/ "Oco6nmBoCTi 3acTocyBaHHA", "Mo6iuHi peakuii” Wwoao
BMNYCKY cepii); IcnaHis OHOBJIEHHS IHOpMaLi 3 6e3nekun Ajitoyoi pevyoBUHU
"nakco OnepeiiwHc BiANOBIAHO A0 pekomeHAauin PRAC EMA. BeeAeHHS 3MiH
HOK NimiTen, Benuka NPOTArom 6-T1 MiCALIB MiC/A 3aTBEPIAKEHHS
BpuTaHia (BUpo6HUK
Hepo3dg)acoBaHol
npoaykuii); Nek
PapmacbroTrKanc
40.4a., CnoseHisn
(anbTepHaTMBHA
OinbHAUSA
BiANOBiAa/IbHA 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs);
HoBaprTic
PapmacbioTrKa
C.A., IcnaHis
(anbTepHaTMBHA
OinbHAUSA
BiANOBiAa/IbHA 3a
BMPOGHMLTBO
Hepo3gacoBaHoi
npoaykuii Ta
KOHTPO/b SKOCTi)
173. | TA®IHNAP® Kancynv Teepgi no HosaprTic Lseliuapis "nakco Bennkom Icnanis/ BHECEHHS 3MiH /10 peecTpaLiliHix maTepianis: 3MiHu | TUny 3a UA/14420/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
75 wmr; no 120 dapma Al C.A., IcnaHis Benvka - 3MiHM BHECEHO [0 IHCTPYKLi 415 MegnyHoro peyenmom
Kancyn y cpnakoHax (BUPOGHUK AN BpuTanisa/ 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
nakyBaHHs Ta CnoseHis/ "Oco6nmBoCTi 3acTocyBaHHA", "MobivHI peakuii” woao
BUMYCKy cepii); Icnanis OHOBJIEHHS iHhopMaL,i 3 6e3nekun Ajilyoi pevyoBUHM
nakco OnepeiLHc BiANOBIAHO A0 pekomeHAauin PRAC EMA. BBeeHHS 3MiH
IOK Nimiten, Benuka NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPKEHHS
BputaHis (BMpo6HUK
Hepo3acoBaHol
npoaykuii); Nek
$apmacboThKanC
0.4., CnoseHis
(anbTepHaTMBHA
OinbHUUS
BignoBigasbHa 3a
nepBrHHE Ta
BTOPVHHE
nakyBaHHs);
HosaprTic
dapmacboThKa
C.A., IcnaHis
(anbTepHaTMBHaA
OinbHUUS
BignoBifganbHa 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii Ta
KOHTPO/Ib SIKOCTI)

174. | TA®DIHNAP® Kancynv TBepgi no HoBaprTic LLiBefiuapis Brpo6HuK Benuka BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/14420/01/01
50 mr no 120 kancyn dapmva Al Hepo3dacoBaHoi BpuTaHisa/ TMny - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peuenmom
y hnakoHax npoaykuii: Fnakco Icnanis/ thapmakoHarnagy. 3MiH1 y KOPOTKili XapakTepucTumui

OnepefiiwHc HOK CnoBeHis NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
NimiTeq, Benvika MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
BpuTaHis; BupobHuk AKOCTI, JOKNIHIYHAMMU, KIHIYHUMW AaHVMU Ta JaHuMy 3
[ONs nakyBaHHA Ta hapmakoHarnsgy. 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
BUMYyCKy cepii: MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby 40 po3giny
[nakco Bennkom "3acTocyBaHHSA y nepiog BariTHOCTi Ta rogyBaHHs rpyaate”
C.A., IcnaHis; LLI00 OHOBJIEHHS iH(hOpMaLlii 3 6e3Mekn 3acTocyBaHHS
AnbTepHaTuBHa NiKapcbKoro 3acoby A1 XIHOK penpoayKTUBHOIO BIKY.
AiNbHUUSA BBefeHHs1 3MiH npoTArom 6-Tv MicsAuiB nicns
BiANOBiAa/IbHA 3a 3arBepKeHHs. 3MiHu |l Tuny - 3MiHu Wwopao
nepBuHHE Ta 6e3nekn/edeKTMBHOCTI Ta thapMakoHarnsagy. 3MiHn y
BTOPUHHE TepaneBTUYHUX NOKa3aHHAX (fofaBaHHS HOBOTO
nakyBaHHs: Jlek TepaneBTUYHOTO NoKa3aHHA abo 3MiHa y 3aTBepAKeHOMY
®PapmacbroTrKanc nokasaHHi). 3MiH1 BHECeHO A0 IHCTPYKLUiT A8 MeAnYHOro
4.4., CnoseHis; 3aCcTOCyBaHHS MikapCbKOro 3acoby Ao po3giny
AnbTepHaTnBHa "INoka3aHHs", a came JojaBaHHs HOBOIO NMoKasaHHSA:
OinbHAUSA "AL’toBaHTHa Tepanisi MenaHomu. abpadeHiod B
BiANOBiAa/IbHA 3a KOMGiHaL|ii 3 TpamMeTVHI6OM Npu3Ha4YeHnin ans
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BVMPOGHMLTBO af’toBaHTHOI Tepanii JOpoC/MX NauieHTIB 3 Me/TaHOMO
Hepo3gacoBaHol wikipw Il cTagii 3 myTauieto BRAF V600 nicns noBHoi
npoaykuii Ta pesekuii” Ta SK HacnifoK AonoBHEHa iHdhopmMaLlis B
KOHTPO/Ib SIKOCTi: po3sginax "®apmakonoriyHi BnactusocTi", "Ocob6anBoCTi
HosapTic 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta fo3un", "MobivHi
dapmacbloThKa peakuii”. BBeijeHHs1 3MiH NPOTArom 6-T1 MicAUIB Micas
C.A., IcnaHist 3aTBepKeHHs. 3MiHu |l Tuny - 3MiHn Wwopao
6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy. 3MiHn y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOTO
TepaneBTUYHOrO NoKasaHHA abo 3MiHa y 3aTBepAKEHOMY
nokKasaHHi). 3MiH1 BHeCeHO A0 IHCTPYKLUiT A1s MeAnYHOro
3acTOCyBaHHS NikapCbKOro 3acoby Ao po3ainy
"lNoka3aHHSA", a came JojaBaHHs HOBOIO NMoKasaHHSA:
"Heapi6HOKNITUHHMIA pak nereHb (HAKP/) LabpadeHi6 B
KOMGiHaLii 3 TpaMeTMHIOOM npu3HaYaoTb A5 NiKkyBaHHA
[0POCNX NALEHTIB i3 PO3MOBCIOMKEHNM
HeApiGHOKNITUHHUM pakoM JiereHb 3 MyTauieto BRAF
V600" Ta sk HacnifoK AONOBHEHa iHchopmaLisa B po3gini
"Oco6nmBOCTI 3acTocyBaHHA". BBegeHHs 3MiH npoTsrom 6-
TW MiCALIB Nic/IA 3aTBEPAXKEHHS.
175. | TA®IHNAP® Kancynv Teepgi no HosaprTic LLseiuapis Brpo6HuK Benvka BHECEHHS 3MiH [0 peecTpaviinHmx maTepiasis: 3miHu 11 3a UA/14420/01/02
75 mr no 120 kancyn dapma Al Hepo3dacoBaHoi BputaHis/ TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
y hnakoHax npoaykuii: Fnakco IcnaHis/ thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuLi
OnepeiiwHc 0K CnoBeHis NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns

NimiTen, Benuka
BpuTaHis; BUpo6HMK
AN nakyBaHHA Ta
BUWMYCKy Cepii:
"nakco Bennkom
C.A., IcnaHis;
AnbTepHaTnBHa
OinbHUUA
BiANOBiAa/IbHA 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: Jlek
dapmacboTuKanc
40.4., CnoseHis;
AnbTepHaTnBHa
OinbHUUS
BignoBifasibHa 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii Ta
KOHTPO/Tb SIKOCTI:
HoBaprTic
PapmacbioTrKa
C.A., IcnaHis

MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKTIHIYHUMM, KIHIYHUMU AaHUMK Ta AaHUMK 3
hapmakoHarnsagy. 3mMiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby [0 po3giny
"3acTocyBaHHSA y nepiog, BariTHOCTi Ta rofyBaHHs rpyaat”
LLIOA0 OHOBJIEHHS iHGhopMaLii 3 6e3nekn 3acCTOCyBaHHS
NiKapCbKOro 3acoby A5 XXiHOK PeNPOAYKTUBHOTO BiKY.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3arBepkeHHs. 3miHu |l Tuny - 3MiHn Wwopao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
TepaneBTUYHMX NOKa3aHHAX (4oAaBaHHA HOBOTO
TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBepAKeHOMY
nokasaHHi). 3MiH1 BHECEHO A0 IHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"MMoka3aHHA", a came foAaBaHHs HOBOMO MokasaHHSA:
"Af’loBaHTHa Tepanis menaHomu. [labpadeHi6 B
KOMGiHaLii 3 TpamMeTVHIOOM Npu3HaYeHuin ans
af'toBaHTHOI Tepanii 4OPOCANX NaUiEHTIB 3 MeTaHOMO
wiipm Il ctagii 3 myTauieto BRAF V600 nicns noBHOI
pesekuii" Ta Ik HacNigoK AONOBHEHa iHhopMaLis B
po3sginax "®apmakonoriyHi BnactusocTi", "Oco6anBoCTi
3acTocyBaHHs", "Cnocib 3actocyBaHHs Ta fo3n", "TMobiuHi
peakuii”. BBeeHHS 3MiH NpOTAroMm 6-Tu MicAuiB nicns
3arBepkeHHs. 3minu |l Tuny - 3Milm Wwopao
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsgy. 3miHm y
TepaneBTUYHMX NOKa3aHHAX (4oAaBaHHA HOBOrO
TepaneBTUYHOrO NokasaHHa abo 3MiHa y 3aTBepAkKeHoMYy
rokasaHHi). 3MiH1 BHECEHO [0 IHCTPYKUIT 4719 MeANYHOro
3acToCcyBaHHSA Nikapcbkoro 3acoby Ao po3ainy
"lMoka3aHHA", a came foAaBaHHs HOBOMO MokasaHHA:
"Heapi6HOKNITMHHMIA pak nereHb (HAKP/) JabpadeHi6 B
KOMGiHaUiT 3 TpaMeTVHI6oM Npu3HaYaloTb A5 NiKyBaHHSA
[0POCNNX NALEHTIB i3 PO3NOBCIOAXEHNM
HeApiGHOKNITHHUM pakoM JiereHb 3 MyTauieto BRAF
V600" Ta K Hacnigok AoNoBHeHa iHhopmaLis B po3gaini
"Oco6n1BOCTI 3acTocyBaHHA". BBeeHHA 3MiH npoTsrom 6-
TV MiCALIB Nic/1A 3aTBEPAKEHHS.
176. | TBIHPUKC™ cycneHsisa gns nakcoCmitKn Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/13056/01/01
BAKUWHA ANA | iH'ekuin no 1 gosi (1 ANH EkcnopT BpuTaHis Bionogxikans C.A. TMny - 3aMiHa cepii po6o4oro nocisHoro matepiany (WS) peyenmom
MPO®INAKTUK | mn/gosy) y Niviten A5 BUPOOHMLTBA aKTUBHOI cybCTaHLil Bipycy renatnty A
N TENATUTIB nonepeaHsL0 (HAV) 3 HAV Working Seed lot AHAVBWAO002 Ha HAV
A HanoBHeEHOMY Working Seed lot AHAVBWAOQO3 Ta OHOB/IEHHSA
(IHAKTUBOBA wnpuui Ne 1y KBaUTidoikaLiiHOro NpoTokoy 415 pobo4yoro NociBHOro
HA)IB KOMMNJIEKTI 3 r0/IKO0 6aHKy KIITUH
(AACOPBOBA
HA)
177. | TETPAKCUM®! | cycneHsia ans CaHodi PpaHLis CaHodi MacTep, PpaHuin/ BHECEHHS 3MiH [0 peecTpauiiiHux Martepianis: 3mMiHW | TUny 3a UA/13069/01/01
TETRAXIM iH'ekujin, no 1 Mactep ®paHuia (NoBHWI YropLmHa - nepedhopmartyBaHHs iHgpopMmaLii po3ginis 3.2.P, 3.2.A Ta peyenmom
BAKUWHA ANA | nonepegHbo LKA BUPOGHMLTBA, 3.2.R Mopyns 3 Ta BignosigHux po3ginis Mogyns 2
MPO®ITAKTUK | 3anoBHeHOMY KOHTPO/Ib SIKOCTI, 3arasibHOr0 TEXHIYHOro AoKymeHTy (CTD); 3MiHu Il Tuny -
N ANDTEPII, wnpuyy no 0,5 mn BTOPUHHE BBE/IEHHS TPbOX KPUTUYHUX NapamMeTpiB npouecy
NPABLA, (1 posa) 3 nakyBaHHs1, BUMYCK (TpBanNicTb KOHTaKTy oinbTpa / NPOAYKTY;
KALLUJTHOKY NPUKpPINIEHo0 cepii); CaHodi- CniBBiAHOLLEHHS BUTpaTK / NoBepxHI hinbTpauir;
(ALEENONAPH ronkoto (abo 2-ma AseHTic MpaiisiT Ko. CniBBIAHOLLEHHS 06'eM / NoBepxHA hinbTpav,i), SKi
nin OKpemnmMu rosikamm), Nta., MNnatcopma nigNAratoTb KOHTPOSIIO Nif Yac cTepunisyoydoi dinbTpau;i
KOMIMOHEHT) O MICTUTb NOricTuKM Ta KOMMOHEeHTIB BakumHn DTacP-IPV (Final Bulk Product) Ha
TA cycnexsito ans ANCTpUbyLIi y M. BMPOGHUUIN AinbHUUi Mapci n'ETyanb, PpaHuis
MONIOMIENITY | iH'eKUiil, B KAPTOHHIi Bypanewr,
AACOPBOBAH | kopo6ui; no 1 YropwuHa
A, nonepegHe0 (BTOpUHHE
IHAKTUBOBAH | 3anoBHeHOMY nakyBaHHs, BUMYCK
A, PIOKA wnpuyy no 0,5 mn cepir)
(1 posa) 3

NPUKPINIEHo
ronkoto (abo 2-ma
OKpeEMUMU rofikamu),
LLO MICTUTb
cycneHsito ans
iH'EKLi B KAPTOHHIN
Kopo6Li, B AKili
MICTUTbCSA
CTaHAapTHO-




108

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
eKCMopTHa ynakoBKa
Ta IHCTPYKUia ans
MeLMYHOro
3acToCcyBaHHsA
178. | TIONEHTAN niodpinizat ans MNAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/3916/01/01
po3unHy Ans iH'ekuii | "Kuismegnpen "KuiBmegnpenapar” - BHECEHHSA 3MiH 40 MaTepiasniB peecTpauiiHoro focbe, p. peyenmom
no 0,5 r; donakoHu 3 apat" 3.2.5.6 Cuctema KoHTeliHep/3akynopoBasibHWiA 3acib, a
niogpinizatom came NpuBeAeHHS [0 OHOBNEHWUX MaTepianis DMF
BUpo6HMKa ADI TioneHTany HaTpito (geTanisauia onucy
nepBuHHOT ynakoBku A®| (MaTepian nepBUHHOIO
nakyBaHHs He 3MiHUBCS), 3MiHW B ONUCI BTOPUHHOTO,
TPaHCMOPTHOrO NakyBaHHA Ta BUTYYEHHS PO3Mipy
yMakoBKM Mo 4 Kr); 3anponoHoBaHo: Cy6CcTaHLilo TioneHTan
HaTpilo NakyloTb: MepBrHHA ynakoBka: 1. MepLunii
BHYTPILLHI/ NakeT - NonieTIeHoBUI NakeT 3
TepMOocCK/IeBaHHAM. 2. [pyruii BHYTPILLHIA nakeT -
nonieTMNeHoBUIA NakeT 3 TEPMOCK/IEIOBAHHAM Nif,
BakyyMOM. BToprHHa ynakoBka: 1. MNakeT i3 anitoMiHiEBOT
hONbrn 3 TEPMOCK/IEIOBAHHAM, 3 €TUKETKOI Ha NakeTi. 2.
MonieTuneHoBWIA NakeT 3 TePMOCK/IEOBAHHSAM, 3
eTMKeTKOI Ha nakeTi. CTaHAapTHa Bara — 2 Kr.
179. | TIONEHTAN niodbinizat ana MNAT Ykpaina MNAT Ykpaina BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/3916/01/02
po3unHy Ans iH'ekuii | "KuiBmegnpen "KuiBmegnpenapar” - BHECEHHSA 3MiH 10 MaTepianiB peecTpauiiiHoro focke, p. peyenmom
no 1,0 r; chnakoHu 3 apat" 3.2.S.6 Cucrtema KoHTelHep/3akynoptoBasibHWiA 3acib, a
niogpinizatom came npuBeeHHA [0 OHOB/IEHNX MaTepianis DMF
BUpo6HMKa A®I TioneHTany HaTpito (geTanisauia onucy
nepBUHHOT ynakoBku A®| (MaTepian nepBUHHOIO
nakyBaHHs He 3MiH1BCS), 3MiHW B ONUCI BTOPUHHOTO,
TPaHCNOPTHOrO NakyBaHHA Ta BUTYYEHHS PO3Mipy
ynakoBku Mo 4 Kr); 3anponoHoBaHo: Cy6cTaHLito TioneHTan
HaTpilo nakytoTb: MepBrHHA ynakoBka: 1. Mepunii
BHYTPILLHII NakeT - nonieTIeHoBUIA NakeT 3
TepMocCK/eBaHHAM. 2. [pyruii BHYTPILLHIA nakeT -
nonieTMNeHoBUIA NakeT 3 TEPMOCK/IEIOBAHHAM Nif,
BakyyMoM. BToprHHa ynakoBka: 1. MNakeT i3 antomiHieBOT
0N 3 TEPMOCK/IEOBAHHAM, 3 ETUKETKOI Ha nakeTi. 2.
MonieTuneHoBWA NakeT 3 TEePMOCK/IEIOBAHHSAM, 3
eTUKETKOI Ha nakeTi. CTaHAapTHa Bara — 2 Kr.
180. | TOPACEMIA- PO3YMH ANS iH'EKLIN, TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/17884/01/01
DAPMEKC 5mr/Mnno 4 mny "®APMEKC rPYMN", Ykpaina - BHECEHHS! 3MiH B TEXHOJIOTIYHMIA MpoOLEeC BUPOGHMLTBA peyenmom
thnakoHi, no 5 reymn" (NOBHWIA LWKN NikapcbKoro 3acoby, 30kpema: BUKTIOYEHHS cTagil
oNakoHiB y BUPOGHMLTBA Ta "Crabinisauisi po3unHy y diakoHax/amnynax”
KOHTYPHIi BUNYyCK cepii); 06yMOB/IEHO ONTUMI3aLjierd BUpo6GHMYOro npouecy. JaHa
YapyHKoBIli ToBapucTso 3 CTagis 6yna BK/IOYEHa B TEXHOMOTIYHWIA NpoLec B SIKOCTI
ynakosui, no 1 06MEXEHO [o4aTKoBOT cTepunisauii /13 (NoOMWIKOBO CTagito 6yno
KOHTYpHili BiZNOBiAANLHICTIO 3a3HayeHo "Crabinizauis"). OCHOBHMM CNOCO6GOM
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
YapyHKOBIli ynakoBLyi "®apmaueBTUyHa 3abe3neyeHHs cTepusibHOCTI AaHoro /13 € cTepunisyroya
B KapTOHHIiA navL; KOMnNaHis inbTpauis. Ha gaHuii yac BCTaHOBJ/IEHO, LU0 AofaTKOBa
no 4 mn B amnyni, "3p0pos'a”, YkpaiHa TepMiyHa 06pobka B 3asBneHoMy pexumi (102+2)° C
no 5 amnyny (Bci cTagji umkny npotsArom 10 XB He BUKOHYE qOYHKLUIT cTepuisauii,
6nictepi, no 1 BMPOGHULITBA KPIM OCKiNTbKW BiAPI3HAETLCS Bif pekomeHaaLiin AdY wopao
6nicTepy B BUNYCKy cepil) naposoi ctepunisauii (He meHwe 121° C npoTsrom 15 xB),
KapTOHHI/ nayuj; no Ta He € HeObXiAHOK B TEXHOONYHOMY MpoLeci
4 mn B amnyni, no 5
amnysn y KapTOHHii
nauui 3
neperopogkamm
181. | TPUAKYTAH® Masb Mo 15 r y Ty6i; MNAT YKpaiHa MNAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/4454/02/01
no 1 Ty6i B nauui "KviBmegnpen "KviBmegnpenapar” - 3MiHa Ha3Bu BMPOG6HMKa AP (MeHTamiumHy cynbgar), peyenmom
apart" 6e3 3MiHM MicusA BUPOOHMLTBA: 3anponoHoBaHo: Fuan
Pharmaceutical Group Yantai Justaware Pharmaceutical
Co., Ltd., Kutaii
182. | TPUAYKTAH TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/5030/01/01
MB NNiBKOBOIO YKPAIHA" - 3MiHW BHECEHO B TEKCT MapKyBaHHS ynakoBku Ne 20 peyenmom
060/10HKOI0, 3 (20x1) WoA0 HaHeCeHHA NoroTuny «coLjiasibHa
MoAMIKOBaHUM nporpama.
BMBINIbHEHHSM, NO TepMiH BBEAEHHS 3MiH NPOTAroM 6 MicsAUiB nicns
35 wr; no 10 3aTBepAKEHHSA
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis
Y KapTOHHI nauui;
no 20 TabneTok y
6nictepi; no 1, 3 abo
4 6nictepun y
KapTOHHI nayui
183. | TPUTALE® TabneTtkn no 5 mr; TOB "CaHodi- YkpaiHa CAHO®I C.P./. ITanis BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/9141/01/02
Ne 28 (14x2): no 14 ABeHTIC - NoAaHHs OHOB/IEHOrO cepTudikaTty BignosigHocTi €E® R1- | peyenmom
Tabnetok y 6nictepi; YkpaiHa" CEP 2001-297-Rev 05, Ha niagcTasi ofasaHHs HOBOTO
no 2 6nictepu B anbTepHaTMBHOrO npouecy (Ib), Wo 3anpoBagxye HOBY
KapTOHHI KOpo6L NPOMDKHY PEYOBUHY A58 BUPOGHULITBA fiH0HOT Pe4OBUHM
Paminpuny. O6uasa BUPOOHUKN NPOMKHUX PEYOBYUH
3asHavatoTbesi B CEP. BignosigHo go ICH Q3D
[oJalTbCs efleMeHTHI AoMmilwkn Pd ansa Beix
anbTepHaTUBHUX NpoLecis Ta Li y Bunaaky
anbTepHatmBHoro npouecy Ib go CEP
184. | TPUDAC® 10 PO34UH A5 iH'EKLN, MeHapiHi IMokcemby A. MeHapiHi ITania BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/2540/03/01
AMOYNN 10 mr/2 ma no 2 mn IHTEepHeLwoHan pr MaHyakTypiHr - 3MiHa YMOB CTepunisauii Ta geniporeHisavii amnyn 3a peyenmom
B amnyni, no 5 OnepeiiwoHc NoricTikc eHa Temneparypu 230> C BnNpoAoBx 60 XB. 0 OTPUMaHHSA
amnyn y kopoobui Trokcembypr Cepsicec C.p.J1. 3HayeHHs FH = 30 value; 3miHu | TUny - 3MiHK Y npoueci
C.A. KOHTPO/I0 Mif Yac BUPOGHMLTBA FOTOBOrO NiKapCbKoro
3aco0y, a came BBE[JEHHA a/lbTEPHATUBHWUIA TECT Ha
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
LinicTHicTb chinbTpayinHoi cuctemun "bubble point test" go
BXe 3arBepmkeHoro foreward-flow test ( Tect npsimoro
NOTOKY)
185. | TPULUUTPOH MOPOLLIOK ANsi TOB YkpaiHa TOB Ykpaina BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3miHu | 6e3 UA/18162/01/01
EKCTPA OpasibHOro pPo3ynHy, "®apmaueBTn "®GapmaueBTuyHa My - 3MiHK Woao 6e3nekn/eeKTUBHOCTI Ta peyenma
no 10 a6o 30 cawe YyHa KOMMaHis KomMmnaHis "®apKoC" hapmakoHarnagy (iHwi 3miHn) - BBeeHHA 404aTKOBOro
Y KapTOHHIi1 kopobu,i "®apKoC" TEKCTYy MapKyBaHHS yNakoBKU/ NiKapCcbKoro 3acoby i3
3a3HaYeHHsIM TOProBOro 3Haky anTeyHol Mepexi.
186. | YBICTE3VH PO34MH A1 iH'EKLIN; 3M JoriunaHg, HimeuunH | 3M [foiunaHg MmeX HimeuunHa | BHECeHHS 3MiH [0 peecTpauiintHux maTepiasis: 3MiHu | Tuny 3a UA/10196/01/02
POPTE nol1l,7vmny 6X a - BuZaneHHs snpo6Hrka Ad| Articaine hydrochloride BASF |  peyenmom
KapTpuaxi; no 50 PHARMA (EVIONNAZ) SA, Switzerland; 3miHu | Tuny -
KapTpuaxis y noAaHHa HOBOro cepTudpikaTta BiANOBIAHOCTI
mMeTanesili 6aHLUi €sponelicbkinn hapmakonei Ne R1-CEP 2002-198-Rev 03
4ns aiodoi peyosrHK Articaine hydrochloride Big HoBoro
BMpobHuka ( BnacHnk CEP- Siegfried Evionnaz SA,
LLiBefuapis; BupobHunya ginbHuus- Siegfried St.Vulbas
SAS, ®paHLif); 3MiHK | TUNY - NOAaHHSA OHOB/IEHOMO
cepTudiikaTa BignosigHOCTI EBponelickkin thapmakonei Ne
R1-CEP 2002-198-Rev 04 ans gjto4oi pevyoBuHY Articaine
hydrochloride Big Bupo6Huka SIEGFRIED EVIONNAZ SA,;
3MiHM | TUNY - NOAAaHHA OHOBNIEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2013-266-Rev 00 ans pgitoyoi pevosuHn Adrenaline Big,
BX€ 3aTBepAxeHoro BupobHuka Cambrex Profarmaco
Milano S.r.I; 3miHW | TUNY - NOgaHHA OHOBJ/IEHOTO
cepTudpikaTa BignoBigHOCTI EBponeiickbkiin hapmakonei Ne
R1-CEP 2010-262-Rev 00 gns gjtoyoi pevoBunHu Articaine
hydrochloride Big Bxe 3aTBepmxeHoro BupobHunka Moehs
Iberica S.L., Icnanis
187. | YNbTIBPO NMOopOoLIOK AaNns HoBapTic LLIBeliyapi HoBapTic ®apma LLiBeiyapis BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/14569/01/01
BPN3XAWNEP iHranauin, Teepai dapma Al A LWTeitn Al - BHECEHHSA 3MiH 40 MaTepianiB peecTpaLiiiHoro Aockbe A0 peuenmom
Kancynu no 110 po3giny "3.2.P.7 Cnctema KoHTeliHep/ 3aKynoptoBasibHUiA
MKr/50 MKr; no 6 3aci6": BUy4YeHHs nocTavyasibHUKIB MeANYHOTO BUPOOY
Kancyn y 6nictepi; (iHransTopa), a came: SAS Nypro France
no 1, no 2 abo no 5
6nicTepiB y nayui
pasom i3 0gHUM
iHransTopom y
Kopob6u,i; no 6
Kancyn y 6nictepi,
no 5 6nictepis y
naJui pasom i3
OZHVM iHraNsATOpPOM,
no 3 nauku y
Kopobu,i
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
188. | PANIBAKC PO34MH A5 iH'EKLIN, [-p Pegpi'c IHais [-p Pegpi'c IHais BHECEHHS 3MiH [0 peecTpaviliHix martepianis: 3MiHu | Tuny 3a UA/16437/01/01
250 mr/5 mn; no 5 Na6opaTtopic Na6opaTtopic - 36iNbLIEHHS po3Mmipy cepii 13 3 13 51 go 20 n BBegeHHs peuenmom
My nonepeaHLo nrp, Nimiten, BupobHuua 3MiH NPOTAroM 6-TW MicALiB Nicns 3aTBepKEHHS; 3MiHK |
HanoBHEHOMY AinbHWUS - 9 TMny - 3aTBepmkeHHs MKA /13 ykpaiHCbKO MOBOIO.
Lwnpu1uj; no 2 BBefeHHs 3MiH NpoTAroM 6-T1 MicAuis nicns
nonepeaHL0 3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW A0 cneundikauii AdI
HarnoBHEHWX 3a Noka3Hukom «Onuc»; 3anponoHosaHo: White powder;
Lwnpu1ua pasom 3 3MiHW | TUNY - 4ONOBHEHHS cneumdikayii Ta MeToAiB
ABoma 6e3neyHnvmn KOHTpO/t0 APl HOBUM NOKa3HUKOM «30BHILLHIV BUrNSA,
rofikamu B KOHTYPHIi PO34MHY aKTUBHOI CybCTaHLi» 3 HOPMyBaHHAM «He
YapyHKOBIl GinbLUe onanecLeHTHUIA, HX eTaNlOHHWIA PO3YMH I»
ynakosui; no 1 BiANOBIAHO A0 BUMOr EP 2.2.1; 3MiHW | TUMY - BUNYYEHHS 3i
KOHTYPHIi cneundikauii Ta MeTogiB KOHTposto A®| nokasHuka «Baxki
YapyHKOBIli ynakoBLyj MeTann»; 3MiHu | Tuny - npuBeAeHHs cneumdikayii A®I 3a
B KAPTOHHIlA KOpOGL nokasHukoMm «CynpoBigHi AOMILLKW» [0 BUMOT MOHOrpadii
USP; 3miHu | TMNy - KOPUryBaHHA HaNnUcaHHsA Ha3BuW
po3urHHKKa Y crneundikaii A®l 3 Heptanes Ha n-Heptane,
6e3 3MiHN KpUTEPITB NPUAHATHOCTI; 3MiHW | TUMNY - HE3HAYHI
3MiHW y 3aTBEpMKEHIli MeToauLi BUNpobyBaHHa ana Adl
3a nokasHvkom Diastereo isomer ratio by HPLC; 3MiHu |
TUNY - HE3HAYHI 3MiHW Y 3aTBepKeHili meToaumui ans Ad|
3a NOKa3HUKOM «3a/TMLLIKOBI PO3UYNHHUKMA METOAOM [X»
189. | PE3AM® Kancynu Teepai no TOB "TeBa YkpaiHa BankaHtapma- Bonrapis BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/3371/01/01
10 kancyn y YkpaiHa" AynHnus AT - NOJaHHA OHOB/IEHOrO cepTudiikaTa BigNOBIAHOCTI peyenmom
6nicTepi, no 2 abo 6 €sponelicbkinn hapmakonei Ne R1-CEP 2003-150-Rev 02
6nictepiB y ans pitovoi pevosurHn Cinnarizine Bif BXe 3aTBepKEHOro
KapTOHHI Kopoobui BMpo6HMKa FDC Limited, IHAisa; 3miHn | TNy - NpYBeAeHHS
cneundoikauii A®I BupobHuutea FDC Limited, IHgis y
BiANOBIAHICTb A0 BUMOr MoHorpadii Cinnarizine EP 3a
nokasHNKoM «Baxki meTanm» (BU1y4eHo noKasHuK)
190. | PEHIBYT Tabnetkv no 250 mr TOB "PIK- Ykpaina BMPOGHMLTBO ITania/ BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB: 3MiHa 6e3 UA/14615/01/01
no 10 TabneTtok y PAPM" Hepo3g)acoBaHOro Ykpaina 3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHst) (3rigHo peuyenma
6nicTepi; no 1, abo NpPoAyKTY, NEPBUHHE Haka3y MO3 Big 23.07.2015 Ne 460); 3MiHu | Tuny - 3MiHK
2,a60 3,a605 Ta BTOPUHHE woao 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy.
6nicTepiB y nayui 3 nakyBaHHs: BBeneHHs abo 3MiHM [0 y3arasibHeHVX AaHnX Npo
KapToHy ABC ®apmaueyTiyi cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
C.n.A., ITanis; [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
BTOPWHHE YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNbHOT 32 34iACHEHHS
nakyBaHHs1, hapMakoHarnagy; KOHTaKTHOI 0cobu 3 chapmakoHarnsgy
KOHTPO/b AKOCTI 3asBHUKa N5 34iICHEHHA hapmakoHarnsgy B YkpaiHi,
roToBOI NpoAyKLii Ta SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
BUMYCK Cepii: BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
TOB "MIK-®APM", (BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
YkpaiHa MacTep-aiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
thapmakoHarnsag. Aitova pegakuis: MNueHoK Mapis
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
CrenaHiBHa. MNponoHoBaHa pegakuis: MN'yHsa Onbra
OnekcaHgpiBHa. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT
ocobu, BignoBifanbHOI 3a hapmakoHarnag. 3MiHa Micua
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-chaiina cuctemu chapmakoHarnsgy
Ta lioro Homepa
191. | PEPUHXXEKT® | po3uuH ANs iH'ekuii Bichop LLiseiiuapi BINCO M'mbX, HimeuunHa/ | BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis: 3MiHu | TURYy 3a UA/13356/01/01
Ta iHdya3iit, 50 (IHTEepHeLwHN) A HimeuunHa LLiBeiiuapis - 3MiHU Woao 6e3nekn/eddekTUBHOCTI Ta thapmakoHarnagy. peuenmom
mr/mn, no 2 mn a6o IHK. (B1pOGHMLTBO BBefeHHss abo 3MiHn [0 y3arasibHeHUX AaHnx npo
no 10 mn y donakoHi; Hepo3dacosaHoi cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnx
no 1 a6o 5 cpnakoHis npoaykuii, nepBrHHa [aHux npo cuctemy hapmakoHarnsgy, 3miHa
Y KAPTOHHIl Kopobui Ta BTOpUHHa YNOBHOBaXXEHOI 0CO6M, BifNoBifaIbHOI 3a 34iiCHEHHS
ynakoBka); BANIJA, chapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
LLiBeiiuapis 3asiBHUKA 151 3AiACHEHHA hapMakoHarnsgy B YkpaiHi,
(BTOPUHHA AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
ynakoBka); Bichop BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay
(IHTepHewHn) IHK., (BK/KOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLLEHHI
LLIseliLapis mMacTep-haiina cucteMmn hapmakoHarisgy) - 3miHa
(BTOPMHHA YMOBHOBaXEHOI 0C06YM 3a8BHMKA, BigNoBigabHOT 3a
ynakoBka, A03Bin Ha thapmakoHarnsg,
BUnycK cepii ); IAT MponoHoBaHa pepgakuisi: Gabriele Fox. 3miHa KOHTaKTHMX
Bionorika MM6X , [aHnX ynoBHOBaXEHOI 0C06M 3asBHYVIKA, BignoBigasbHOT
HimeuunHa 3a thapmakoHarnag,.
(B1pOGHNLTBO 3MiHa KOHTaKTHOT 0CcOobM 3aABHMKA, BiAMNOBIAA/TbHOI 3a
Hepo3dacoBaHoi hapmakoHarnsg B YkpaiHi. NponoHoBaHa pefakuis:
npoaykuii, nepBrHHa Muxaiiniok MapuHa CTaHicnasiBHa. 3MiHa KOHTaKTHUX
Ta BTOPUHHA [JaHnX KOHTaKTHOI 0co6M 3asBHVKa, BigNoBigaIbHOT 3a
yrnakoBka ) thapmakoHarnag B YkpaiHi. 3MiHa MicLie3HaxoaKeHHs
mMacTep-haiina cuctemun chapmakoHarnsgy
192. | ®INAN TabneTku, BKpUTI CaH IHAaia CaH IHAis BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny 3a UA/14350/01/01
060/10HKO0, No 50 dapmMacbloThK dapmacbloTUKas - 3MiHM Woo 6e3nekn/edekTMBHOCTI Ta hapMakoHarniagy. | peyernmom
mr, no 1 TabneTtujy an lHpacTpi3 IHaacTpi3 Mimites BBeneHHs abo 3MiHM [0 y3arasibHeHWX AaHnX Npo
6nicTepi, no 1 Niviten cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
6nictepy B [JaHux nNpo cucTemy chapmakoHarnsgy, 3mMiHa
KapTOHHI kopobLj, YMNOBHOBaXXEHOT 0CO6M, BiANOBiAaNIbHOT 3a 34iACHEHHS
no 4 TabneTkn y hapMakoHarnagy; KOHTakTHOI 0cobu 3 chapmakoHarnsgy
6nicTepi, no 1 3asBHUKa N5 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
6nictepy B SKLLO BOHA BiAMiHHA Bif YyNOBHOBaXKeHOI 0cobu,
KapTOHHI KopoobLi BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHiI
macTep-aiina cuctemm hapMakoHarasay) - aMmiHa
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifNOBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHuX yNOoBHOBaXKeHOI 0cobu, BignosiganbHOT
3a thapmakoHarnsg. BeegeHHsa agpecu
MiCLie3HaxopkeHHs1 macTep-haiina cuctemu
hapmakoHarnsgy. BeefeHHs agpecu, ae 34iNCHI0ETLCS
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
OCHOBHa fisifIbHICTb 3 (hapmakoHarnsgy
193. | ®I1AN TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/14350/01/02
o60onoHkoto, no 100 PapmacboTUK PapmacboTukan - 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay. peyenmom
mr, no 1 Tabnetuyiy an Ingactpis IHpacTpi3 Nimiteq BBefeHHs1 abo 3MiHU 40 y3arasibHeHUX AaHnX Npo
6nictepi, no 1 NimiTen cuctemy thapmakoHarnsgy (BBefeHHs y3ararbHeHNxX
6nictepy B [aHvx Npo cuctemy apmakoHarnsgy, sMmiHa
KapTOHHIA KopoobLi yMOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
(BK/TIIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
mMacTep-haiina cuctemm hapmMmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NoOBigaNbHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXEHO! 0cobu, BiANOBiAaIbHOT
3a (hapmakoHarnsg. BeegeHHs agpecu
MicLe3HaxoMKeHHs1 MacTep-haiina cucremu
chapmakoHarnsgy. BeefeHHsa agpecu, Ae 34iCHIoETbCA
OCHOBHa fjisifIbHICTb 3 (hapmakoHarnsagy
194. | ®P/IOPA3I], NnopoLUoK ANs AHaHTa Benuvka Csicc NepeHTepasic IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/17125/01/01
pO34unHy Ans Megikeap /174. BpuTtaHis nta., Hais; - 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y peuenmom

iHekyimnolr, 1
dhnakoH 3 NOPOLLKOM
y KOpoo6ui

AHaHTa Mepgikeap
Nimiteq, IHaisa

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHN, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fofaBaHHS BUPOOHMKa, L0
BiANoBifgae 3a BBE3€HHSA Ta/abo BMnyck cepii) -
Bktoyaroum KOHTPONb/BUNPOGYBaHHSA Cepil - BBEAEHHS
[04aTKOBOT BUPOBGHNYOI AifbHULi 4518 BCbOrO
BMPOBHMYOro NPOLEeCy roTOBOrO JliKapCbKOro 3acoby -
AHaHTa Megikeap NimiTes, IHAiA (BBeAeHHS 3MiH
NpoTArom 3-X MicALiB NicNsA 3aTBEPAXEHHS); 3MiHW | Tvny -
3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkunii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AaTKOBOI AiNbHUL
BMPOGHMLTBA 151 YACTMHW abo BCbOro BUPOGHUYOro
npoLiecy roToBOro Nikapcbkoro 3acoby (AiNbHMLA, Ha kiR
npoBoAATbLCA 6yAb-Ki BUPOOHMYI cTagil, 38 BUHATKOM
BUMYCKY Cepii, KOHTPOJIIO SIKOCTi Ta BTOPUHHOIO NakyBaHHS
[ANA CTepUbHUX NiKapCbKuX 3acobiB (BKIOYaoum
BMPOG/IEHi acenTUYHUM MEeTOA0M), KpPiM NiKapCbKUX
3aco06iB 6i0N10r4YHOro/iMyHONOMNYHOrO NMOXOKEHHS)
CynyTHS 3MiHa
- 3MiHu 3 sKoCTi. [OoTOBMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPO6GHULTBI. 3amiHa abo BBeeHHS A0AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHMYOTO
npoLecy roToBoro ikapcbkoro 3acoby (AinbHuuUS Ans
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BTOPVHHOIO NakKyBaHHSA) - BBEAEHHS A0AATKOBOT
BMPOBHMYOI AiNbHNL A8 BCbOro BUPOBHMYOro npouecy
roTOBOrO JliKapcbkoro 3acoby - AHaHTa Megikeap JlimiTea,
IHais.

BBegeHHA 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPLKEHHS; 3MiHM | TUNY - 3MiHM LWOAO
6e3nekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHECEHO L0 [0AATKOBOrO BUPOGHMKA Ta 1oro
MiCLie3HaxXOMKEHHS, K HacNifoK nosisa foAaTKOBOro
nakyBaHHs1. 3MiHU BHECEHI LLOA0 peAaryBaHHs iHCTPYKL,i
AN MeAMYHOro 3acToCyBaHHS NikapCbKoro 3acoby y
posginax "BupobHuk" Ta "MicLe3HaxomkeHHs BUPOGHMKa
Ta /ioro agpeca micus npoBaMKeHHs AisnbHOCT" Ans
MOX/MBOCTI APYKYBaTW IHCTPYKLIT 7151 KOXHOIO BUPOGHMKA
OoKpeMo. BBeieHHs 3MiH NpoTAarom 3-x micauis nicns
3aTBEPAKEHHSA

195.

®JIOPASI],

NOPOLLIOK A/1sA
pO3unHy Ansi
iHekyinno2r, 1
chnakoH 3 NOPOLUKOM
y KOpOoO6U;j

AHaHTa
Megikeap T4,

Benvka
BpuTanis

Csicc NepeHTepasnc
nra., HAais;
AHaHTa Megikeap
Nimites, IHAiA

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy
- 3MiHM 3 sKoCTi. FOoTOBMIA NiKapPCbKUii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo goAaBaHHSl BUPOOHMKa, L0
BiAMOBIfAa€e 3a BBE3€HHS Ta/abo Bunyck cepii) -
Bk/toyaroum KOHTPOb/BUNPOGYBaHHSA cepii - BBEAEHHS
[04aTKOBOI BUPOBGHWYOT AiNbHULI 4718 BCbOro
BMPOBHNYOro NpoLecy roToBoro NikapcbKoro 3acoby -
AHaHTa Megikeap Nimites, IHAiA (BBeAEHHS 3MiH
NpPOTArom 3-x MICALIB MIiC/A 3aTBEPLKEHHS); 3MiHN | TUny -
3MiHM 3 KOCTi. F0TOBWIA NiKapCbKuii 3aci6. 3MiHW y
BMPOBGHUUTBI. 3amiHa abo BBeeHHSA 40AATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
npoLiecy roToBOro Nikapcbkoro 3acoby (AinbHMLSA, Ha ki
npoBoAATLCA Byb-AKi BUPOOHMYI CTagji, 3a BUHATKOM
BWMYCKY Cepii, KOHTPO/II0 AKOCTI Ta BTOPMHHOIO NakKyBaHHS
AN CTepubHUX NiKapCbKrxX 3acobiB (BkIOYaum
BMPOO6IEHi acenTUYHUM METOLOM), KPIM NiKapCbKMX
3ac06iB 6i0/10r4YHOr0/iIMyHOONYHOrO MOXOAKEHHS)
CynyTHS 3MiHa
- 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHU y
BMPO6GHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI AiNbHUL
BMPOGHMLITBA A151 YaCTMHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA Ans
BTOPUHHOIO NakyBaHHS) - BBEAEHHS [,04aTKOBOI
BVMPOGHWYOI AiNTbHNLi 419 BCbOTO BUPOOGHMYOro npouecy
roToBOro nikapcbkoro 3acoby - AHaHTa Megikeap Jlimites,
IHAis.

BBefeHHs 3MiH NpoTarom 3-x MicAuiB micns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW WoAo
6e3nekn/edpeKkTnBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn) -

3a
peyenmom

UA/17125/01/02
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
3MiHM BHECEHO 00 [0AATKOBOrO BUPOGHMKA Ta 1oro
MicLle3HaxopKeHHs, AK Hacnifok nosisa A0AaTKOBOro
nakyBaHHs. 3MiHN BHECEHI LWOA0 peAaryBaHHs iHCTPYKL,ii
AN MeAUYHOro 3acTOoCyBaHHS NiKapCbKoro 3acoby y
po3ginax "BupobHuk" Ta "MicLe3HaxomKeHHs! BUPOGHMKa
Ta iioro agpeca Micua NpoBapKeHHs AisnbHOCTI" ansi
MOX/IMBOCTi APYKYyBaTW iHCTPYKLT A/715 KOXXHOTO BUPOGHMKA
oKpemo. BBefieHHs 3MiH NpPOTArom 3-X MicauiB nicns
3aTBEPAKEHHSA
196. | ®AyYIMYUUN PO34MH A5 iH'EKLN, "3AMBOH ITanisa 3amb6oH C.M.A. ITanisa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | Tuny 3a UA/8504/01/01
100 mr/mn, no 3 mn C.INnA" - BU3HAYEHHSA NokasHuka «laeHTudikais» A0NOBHEHO peyenmom
B amnyni; no 5 HOBVM HEPYTUHHVMM METOLOM BUNPOOYBaHHA — METOAOM
amnyny TOHKOLLIAPOBOI Xpomatorpadii
nnacTyKoBoMy
NiAfOHI B KAPTOHHIN
nayui
197. | ®IHO3AK Tabnetku no 50 mr, €BPO IHais $4C Nimiteq, IHais BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/5495/01/01
no 4 TabneTtkn y NAVIOKEP - 3MiHW BHeCeHi [0 IHCTPYKUiT 4n8 Mean4yHoro peyenmom
6nicTepi; no 1 MPAVBIT 3acToCyBaHHS NiKapCbKoro 3acoby y po3aim
6nictepy B Kopobui NIMITEL "Oco6numBocTi 3acTocyBaHHA", "Mo6IuHI peakwii”
Bi4MOBIAHO 40 OHOBMEHOT iH(hopMaL,ii LWoao 6e3neku
Liro40i pevyoBUHW. BBeAeHHA 3MiH NPOTATroM 6-Tu MicALiB
nicnsa 3aTBepKeHHs
198. | ®/TIHO3AK Tabnetku no 150 mr €BPO IHais ®C NimiTepq, IHgis BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/5495/01/02
no 1 Tabnetuiy NANGKEP - 3MiHW BHECEHI [0 IHCTPYKUIT 415 MeAUYHOro peuenmom
6nicTepi; no 1 a6o MPANBIT 3acToCyBaHHA NikapcbKoro 3acoby y po3aim
no 3 6nictepu B NIMITEL "Oco6mBocCTi 3acTocyBaHHS", "Mo6iYHI peakwii”
KapTOHHIlA KopooLi BiANOBIAHO 10 OHOB/IEHOT iHGhOpMaLi Woao 6e3nekn
Aito40T peyoBrHN. BBeAeHHS 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKeHHs
199. | P/IIO3AK Tabnetku no 200 mr €BPO IHais ®AC Nimiteq, IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 3a UA/5495/01/03
no 2 TabneTkn y NIAVIOKEP - 3MiHW BHeCeHi [0 IHCTPYKUiT 418 Mean4Horo peyenmom
6nicTepi; no 1 abo MPANBIT 3acToCyBaHHS Nikapcbkoro 3acoby y po3aim
no 2 6nictepu B NIMITEL "Oco6numBocTi 3acTocyBaHHA", "Mo6IYHI peakwii”
KapTOHHIlA KopooLi Bi4MNOBIAHO 40 OHOBMEHOT iHChopMaL,ii LWoao 6e3neku
Ailo40i peyoBVHN. BBeAEHHS 3MiH NpoTArom 6-Tu MicauiB
nicnsa 3aTBepKeHHs
200. | D/IOKONA® Tabnetkn no 4 Habpoc IHais Habpoc dapma lMBT. IHais BHECEHHS 3MiH [0 peecTpauiiHux martepianis: 3miHu | Tuny 3a UA/7204/01/01
TabneTkv y cTpuni; dapma lMBT. nra. - 3MiHM Woao0 6e3neku/ehekTVBHOCTI Ta dhapmakoHarnagy. | peyenmom
no 1 ctpuny B nra. BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX npo
naneposomy cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHNX
KoHBepTi; no 4 [aHux nNpo cuctemy chapmakoHarnsgy, 3mMiHa
TabneTtkn y cTpuni; YMNOBHOBaXXEHOT 0c0o6M, BiANOBIAaNLHOT 3a 34iACHEHHS
no 3 cTpunu y dhapMakoHarnisay; KOHTaKTHOI 0cobu 3 chapmakoHarasgy
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
KapTOHHI kopo6Lyj; 3asBHUKa 415 34iICHEHHA hbapMakoHarnsay B YkpaiHi,
no 4 Tabnetkn y AKLLO BOHa BiAMiHHA Bif YNOBHOBaXKeHOI ocobu,
cTpuni; no 1 ctpuny BiNOBifa/IbHOT 3a 34iICHEHHS hapMmakoHarnsgy
B NanepoBomy (BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLeHHi
KoHBepTi; no 50 macTep-gaiina cuctemm hapMakoHarnsay) - aMmiHa
KOHBEpTIB y YNOBHOBaXXEHOT 0CO6U 3asBHMKA, Bi4NOBigabHOI 3a
KapTOHHI KopoobLi hapmakoHarnsg,.
MponoHoBaHa pepakuis: Mr. Manthan Shah / MaHTxaH
LLlax. 3MiHa KOHTaKTHUX AaHNX YNOBHOBA&XEHOI 0CO6M,
BiANOBIAa/IbHOI 3a thapmakoHarisg. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobu 3asBHUKa, BiANOBIAa/IbHOT 3a
thapmakoHarnag B YkpaiHi. 3viHa Homepa macTep-haiina
cuctemmn chapmakoHarnsgy
201. | DIIOKONA®-N | Tabnetku no 4 Ha6poc IHais Hab6poc dapma lMBT. IHais BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny | Ne 4; Ne 12 UA/6266/01/01
TabneTkv y cTpuni; ®apma lMBT. nra,. - 3MiHM Woa0 6e3nekun/ethekTMBHOCTI Ta hapmakoHarisay. — 6e3
no 1 ctpuny B nTg. BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo peyenma,
nanepoBomy cuctemy dhapmakoHarnagy (BBeAeHHs y3arasibHeHnx Ne 200 - 3a
KOHBepTI; Nno 4 [AaHvx Npo cuctemy capmakoHarnsgy, smiHa peyenmom
TabneTkv y cTpuni; yMOBHOBaXeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
no 3 ctpunu y chapmakoHarnsgy; KOHTaKkTHoi ocobu 3 hapmakoHarnsagy
KapTOHHI Kopo6Lyj; 3asBHVIKa AN 34iiCHEHHS thapmakoHarnsgy B Ykpaii,
no 4 TabneTkn y SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT ocobw,
cTpwvni; no 1 ctpuny BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
B naneposomMy (BK/TIIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
KOHBepTi; no 50 mMacTep-ghaiina cuctemm hapmMakoHarnsay) - 3MiHa
KOHBEpTIB y YNOBHOB&XXEHOT 0CO6U 3aABHMKA, Bi4NOBigaNbHOI 3a
KapTOHHI Kopoobui hapmakoHarnsg,.
MponoHoBaHa pepakuis: Mr. Manthan Shah / MaHTxaH
Lllax. 3MiHa KOHTaKTHWX AaHUX YNOBHOBaXEHOI 0cobu,
BiANOBIAabHOI 3a thapmakoHarnfg. 3miHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT 3a
thapmakoHarnag B YkpaiHi. 3viHa Homepa macTep-chaiina
cuctemn hapmakoHariagy
202. | DTIIOKOPUK Kancynu no 150 wr, CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 6e3 UA/6786/01/03
no 1 kancyniy dapmacboTUK dapmacboTukan - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta thapmakoHarnagy. peuyenma
6nicTepi, no 1 an Ilngactpis IHpacTpi3 Nimiteq BBefeHHss abo 3MiHun [0 y3arasibHeHUX AaHnx npo
6nictepy y NimiTen cuctemy thapmakoHarnsgy (BBefeHHs y3arasibHeHNxX
KapTOHHIlA KopooLi [aHux npo cuctemy hapmakoHarnsgy, 3amiHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnagy
3asiBHUKA 4151 3AiICHEHHSA hapmakoHarnsgy B YKpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay
(BK/KOUAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
mMacTep-gaiina cucteMmn hapmakoHarisgy) - 3miHa
YNOBHOBaXXEHOT 0CO6U 3asIBHMKA, BifgnoBiganbHOI 3a
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
thapmakoHarnag.
MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX JaHnX yNoBHOBaXKEHOI 0cobu, BignosiganbHOT
3a thapmakoHarnsg. BeegeHHsa agpecu
MicLie3HaxoKeHHs1 macTep-thaiina cuctemu
hapmakoHarnsgy. BeegeHHs agpecu, e 34iliCHI0ETLCA
OCHOBHa fisifIbHICTb 3 (hapmakoHarnsgy
203. | ®Y/IBECTPAH NopoLLOK Yemo 16epika, IcnaHis IHaycTpiane Kimika, ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 - UA/14133/01/01
T (cybeTaHuin) y C.A. c.p.. TMMY - 3MiHM 3 SKOCTi. A®l. BUPOBGHULITBO - OHOB/IEHHS
noABiNHNX Bepcii DMF ntotuin 2019p., Ha noTuii 2021 p.
nonieTnIeHoBuUxX
naketax gns
BMPO6HULITBA
CTepuibHUX Ta
HeCcTepUIbHNX
nNiKapcbknx doopm
204. | ®YPATIH Tabnetku no 50 mr; AT Natsis AT "OnaiiHcpapm" NaTtsis BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 3a UA/4300/01/01
no 10 Tabnetok y "OnaiHdapm" - OHOBJ/IEHHS BXE 3aTBEPKEHUX METO/IB KOHTPO/IIO AKOCTI |  peyenmom
6nicTepi; no 3 nikapcbKoro 3acoby, a caMe BUK/1afEeHHS TEKCTY
6nictepu B nauui LePXXaBHOK MOBOI 3riJHO Cy4aCHUX BUMOT
KapTOHHI
205. | DYPAAOHIH Tabnetkn no 100 wmr, AT Natsis AT "OnaitHpapm” NaTtsis BHECEHHS 3MiH [0 peecTpauiiHux martepiasis: 3miHu | Tuny 3a UA/3787/01/01
no 10 Tabnetok y "OnaiiHdhapm" - OHOBJIEHHS BXe 3aTBEPKEHUX METOLIB KOHTPOSIIO AKOCTI peyenmom
6nictepi; no 2 niKapcbKoro 3acoby, a caMe BUKIafeHHS TeKCTy
6nictepn B [ep>XaBHO MOBOIO 3riHO CYy4aCHUX BUMOT
KapTOHHI navwi
206. | XABPUKC™ cycneHsis gns nakcoCmitKn Benuvka nakcoCMmIiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/16497/01/02
1440 BAKUUHA | iH'ekuiit 1440 O[, AH ExkcnopT BpuTaHis Bionogxikans C.A. TMny - 3aMiHa cepii po6o4oro nocisHoro matepiany (WS) peuyenmom
ansa ELISAno 1 mn (1 Niviten A5 BUpOOHMLTBA aKTUBHOI Cy6CTaHLUil Bipycy renatnty A
MPO®INAKTUK | nos3a ans gopocnux) (HAV) 3 HAV Working Seed lot AHAVBWAO002 Ha HAV
N TENATUTY A | y chnakoHi; no 1 Working Seed lot AHAVBWAOQO3 Ta OHOB/IEHHSA
chnakoHy B KBaUTidoikaLiiHOro NpoTokoy A5 pobo4voro NociBHOro
KapTOHHI KopobLyj; 6aHKy KIITUH
no 1 mn (1 gosa ans
[opocnux)) B
nonepegHLo
HarnoBHEHOMY
LINpULL Y KOMMEKTI
3 T0fIKoto; no 1
LUMPULY B KAPTOHHIiA
kopo6ui; no 1 mn (1
[03a ANns AOPOC/INX)
y thnakoHi; no 1
chnakoHy B
KapTOHHI KopobLyj;
no 1 mn (1 gosa ans
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
[opocnnx) B
nonepegHLo
HarnoBHEHOMY
LINpULL Y KOMMEKTI
3 T0fIKoto; no 1
LUMPULY B KAPTOHHIlA
Kopo6ui
207. | XABPUKC™ cycneHsis gns nakcoCmitKn Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/16497/01/01
720 BAKUMHA iH'ekuin 720 O ANH EkcnopT BpuTaHis Bionogxikans C.A. TMny - 3aMiHa cepii po6o4oro nocisHoro matepiany (WS) peyenmom
ansa ELISA, no 0,5 mn (1 Niviten A5 BUPOOHMLTBA aKTUBHOI cybCTaHLil Bipycy renatnty A
MPO®INTAKTUK | posa gns pitein) y (HAV) 3 HAV Working Seed lot AHAVBWAO002 Ha HAV
W TENATUTY A | chnakoHax Nel a6o Working Seed lot AHAVBWAOQO3 Ta OHOB/IEHHSA
nonepeaHbLO KBaUTidoikaLiiHOro NpoTokoy 415 pobo4voro NociBHOro
HanoBHEHUX 6aHKy KIITUH
wnpuuax Nely
KOMMN/IEKTI 3 r0/IKOK0
208. | XENIAEPM Kpem no 20 r, no 40 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpauiliHix maTtepianis: 3MiHu | TUNy 6e3 UA/13321/01/01
nnoc rabono 100 ry obmexeHoro obmexeHoro - NofaHHs OHOBJ/IEHOrO cepTudpikaTy BigNoBIgHOCTI peyenma
Ty6i; no 1 Ty6i y BiANOBiAA/bHI BiANOBIAA/LHICTIO €sponelicbkinn hapmakonei Ne R1-CEP 2006-233-Rev 03
Kopo6Li 3 KapTOHY CTIO "®GapmaueBTnyHa onsa A®l [lekcnaHTeHON Bif, BXe 3aTBepAXeHOro
"®apmauesTu KomnaHis "3g0pos'a" BMpo6HMKa BASF SE, Germany. Hk Hacnifgok npuBeaeHHs
YyHa KoMMaHis BXiZHOr0 KOHTPOJIIO AKOCTi 3@ NOKa3HUKamy “PO3YNHHICTL”,
"3p0pos'a" “loeHTudpikauis”, “3-amiHonponaHon”, “omiwka A Ta iHLWi
amiHocnonykn” Ta “KinbkicHe BU3Ha4YeHHs" 40 BUMOr
MOHorpagii €
209. | UEPEBPOJI3N | po3unH Ans iH'eKLii, EBEP Heiipo ABCTpis EBEP Helipo ABCTpIs BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3miHu |1 3a UA/9989/01/01
H® 215,2 mr/mn, no 1 dapma M'm6X dapma M'm6X MRy - 3aMiHa NPO6KN NepBUHHOI ynakoBkn Ad| — peyenmom
MmN (215,2 mr) B KOHLeHTpaTy LiepebponizanH® 3 Xx110pbyTunIoBoro kay4yky
amnyni; no 10 cepii 6321 Ha aHanoriyHy nNpo6Ky 3 X/I0POYTUNOBOrO
amnys B KAPTOHHIl KayuyKy 3 NONIMNWEHNMN XxapakTepucTrkamm cepii 6422, y
KOpo6Li; No 2 Mn 3B'A3KY 3 MPUNUHEHHAM BMPOGHMLTBA NPOGOK 3
(430,4 mr) B amnyni; XN10p6YTUI0BOrO Kay4yky cepii 6321
no 10 amnyn B
KapTOHHI KopobLyj;
no 5 mn (1076 wmr)
a6o 10 mn (2152
Mr), abo no 20 mn
(4304 w~r) B amnyni;
no 5 amnyn B
KapTOHHI KopobLyj;
no 30 mn (6456 mr)
a6o 50 mn (10760
Mr) y doniakoHi; no 1
hnakoHy B
KapPTOHHI KOpooOLii
210. | LUEPIHTA Tabnetku, no 21 CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNy 3a UA/17746/01/01
Tabnetyiy 6nictepi; | ®apmacbloTuK PapmacboTrKas - 3MiHM Woao 6e3nekun/ehekTMBHOCTI Ta dapmakoHarnagy. | peyenmom
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n/n

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

no 1 6nictepy B
KapTOHHilA KopooLi

an Ingactpis
NimiTen

IHpacTpi3 /T4,

BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHnX npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3arasibHeHux
[aHvx Npo cuctemy capmakoHarnsgy, sMmiHa
YMOBHOB&XeHOT 0cobu, BiANOBiAaNbHOT 3a 34iACHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3asBHUKaA 419 34iliCHeHHs hapmakoHarnagy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay
(BK/THOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLeHHI
mMacTep-haiina cuctemm hapmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6U 3aABHMKA, BifgNoBigaNbHOI 3a
thapmakoHarnag.

MponoHoBaHa pepakuis: Dr. Vivek Ahuja. 3miHa
KOHTaKTHUX laHWX YMOBHOBaXEHOI 0co6u, BifnoBiAanbHOT
3a (hapmakoHarnsg. BeegeHHs agpecu
MicLe3HaxoMKeHHs1 MacTep-haiina cucremm
chapmakoHarnsgy. BeefeHHsa agpecu, Ae 34iCHI0ETbCA
OCHOBHa f1ififIbHICTb 3 dhapmakoHarnsgy

211.

LEETPAKCAN
nnoc

Kpanni ByLLHi,
po34uH rno 10 mn y
donakoHi; no 1
chnakoHy B KOpooOLi

Na6opatopis
Canbsart, C.A.

IcnaHis

Na6opatopis
Canbsart, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | Tuny
- BHECEHHS 3MiH A0 po3giny «MapkyBaHHs» MKA N3 :
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEpPAKEHOr0
TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS

yNaKoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmali
LL{OA0 3a3HAYEHHS O4MHULb BUMIPIOBAHHS y cucTemi Sl.
BBefeHHs1 3MiH NpoTArom 6-Tv MicsAUiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/9804/01/01

212.

LETPUMAK

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOI0, M0 5 Mr,
no 30 TabneTok y
donakoHi, no 1
donakoHy y
KapTOHHI/ ynakoBsLyi;
no 10 Tabnetok y
6nictepi: no 1 a6o 3
6nictepn y
KapTOHHIA ynakoBL,i

Makneopc
PapmMacboTUK
anc Nimiteq

IHais

Makneopc
dPapmacbloTrKanc
Nimiteq

IHais

BHECEHHS 3MiH [0 peecTpaviiiHix martepianis: 3MiHu | Tuny
- 3MiHM Woa0 6e3neku/ehekTUBHOCTI Ta dhapMakoHarisay.
BeefieHHs1 a60 3MiHK [0 y3araslbHeHUX AaHnx npo
cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHnX
[aHvX npo cuctemy hapmakoHarnsagy, amiHa
YMNOBHOBaXXEHOT 0CO6U, BifNOBiAaNbHOT 32 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy
3asBHUKA ANA 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
SKLLO BOHA BiAMiHHA Bif YNOBHOBaXKeHOI 0cobu,
BiANOBIA&/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/THOHYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-gaiina cuctemm hapMakoHarasay) - aMmiHa
YNOBHOB&XXEHOT 0COOU 3asBHMKA, BifgNOBigaIbHOI 3a
3fiicHeHHs hapmakoHarnagy: NponoHoBaHa peaakuis:
Dr. Ashish Mungantiwar. 3miHa KOHTaKTHUX AaHuX
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy. 3MiHa KOHTaKTHOT 0cobum
YNOBHOB&XXEHOT 0CO6U 3aBHMKA, Bi4NOBigaNbHOI 3a
3pificHeHHs hapmakoHarnsgy B YkpaiHi: [ponoHosaHa
pepakuisi: Kyumba TeTsaHa BasBcuniBHa. 3MiHa KOHTaKTHUX
[@aHUX KOHTaKTHOI 0co6y YNOBHOBaXXEHOI 0C06M 3asBHUKA,

6e3
peyenma

UA/16082/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BiANOBIAA/bHOI 3a 34iliCHEHHA hapmakoHarnagy B
YkpaiHi. 3MiHa HOMepa macTep-thaiina cuctemm
hapmakoHarnsagy
213. | UE®PTASUNONM | nopowlok Ans AHTUBIOTUK PymyHis BTOPUHHE PymyHis/ BHECEHHS 3MiH 0 peecTpaviitHux maTepiasis: 3MiHu | 3a UA/18721/01/01
pO34nHY AN iH'eKUl N CA nakyBaHHs, KuTali TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHK Yy peuenmom
abo iHdysivino 1 ; TEeCTyBaHHsA Ta BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AaTKOBOI AiNTbHUL
no 1 a6o no 10 BUMYCK Cepii: BMPOGHMLTBA A1 YACTUHM abo BCbOrO BUPOGHMYOTO
hNakoHiB y AHTUBIOTUKWN CA, npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUUA ANns
KapTOHHI Kopoobui PymyHis; BTOPUHHOIO NakyBaHHS) BBEAEHHS [04ATKOBOT AifIbHULL
BMPOOHWLTBO, AN BTOPMHHOIO NakyBaHHA /15 paHille 3aTBepKeHoro
nepBuHHE Ta BUpo6HuKa 13 CiHodhapM YXutoH (LLeHbuxeH)
BTOPUHHE dapmacbtoTukan Ko., 1T4., Kutain (BMpobHMLTBO,
nakyBaHHs: nepBrHHE NakyBaHHS), 3a agpecoto: Ne 16, flaHbugiH lny
CiHocpapm XKutoH 30Ha “Xaii-Tek", l'yaHnaH, HoBwuii paiioH JloHrya,
(LWeHbwkeH) LeHbuxeH, MNyaHayH, 518110, Kutaii.
dapmacbloTuKan
Ko., iTa., Kutaii
214. | UE®TA3NANM | nopoluok ans AHTNGIOTUKM PymyHis AHTUBIOTUKWN CA, PymyHisa/ BHECEHHS 3MiH [0 peecTpaviliHix maTtepianis: 3MiHu | TUny 3a UA/18721/01/01
PO34nHY AN iH'eKUl CA PymyHis (BTOprHHE KuTaii - 3MiHM B Cneuundikauii Ta meTogax KoHTponto M3 3a peuenmom
abo iHdysiino 1 ; nakyBaHHs, nokasHukom «BmicT HaTpito kapboHaTy», a came
no 1 a6o no 10 TecTyBaHHA Ta BU/TYYEHHS KPUTEPIt0 NPUAHATHOCTI B OAMHULIAX
honakoHiB y BUNyCK cepii); BUMIPIOBaHHSA «Mr/r>»
KapTOHHIW nayu,i CiHodhapm XKutoH
(WeHbwkeH)
PapmacbioTuKan
Ko., N14., Kutaii
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs)
215. | UATO3AP® niogpinizat gns MOANIEP CWA BMPOGHMLTBO, ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux martepianis: 3mMiHW | TUny 3a UA/4840/01/02
PO34MHy A5 iH'EKUN IHK. nepBuHHE - 3MiHW BHECEHO B TEKCT MapKyBaHHS NMepBUHHOI (amnyn) peyenmom
no 100 mr; 1 dpnakoH nakyBaHHs, yNakoBKM NikapcbKoro 3acoby. BBeAeHHS 3MiH NPOTArom
3 niogpinizatom Ta 1 BTOPUHHE 6-TV MiCALLIB MiCNA 3aTBEPLKEHHSA
avnyna 3 nakyBaHHs,
PO3YMHHMKOM (CnnpT KOHTPO/b AKOCTI,
6eH31noBuiA, BoAa BUNycCK cepif,
081 iH'ekujin) no 5 BMNPOOYBaHHSA Ha
MJ1 Y KapTOHHIN CTabiNbHICTb:
Kopobui KopaeH dapma
NariHa C.n.A.,
ITanis;
BMPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/IbHE
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
BMMNPOGYBaHHSA
PO3YMHHYKA:
Anbacirma C.n.A.,
ITanisa
216. | UUTPAMOH Tabnetku, no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis: 3MiHu | TUNYy 6e3 UA/17370/01/01
MAKCI® TabneTtok y "®apmaueBTun "®apmaueBTnyHa - BUNYYEHHS NOKa3HMKa AKOCTI 3i cneyudpikauii AdI peyenma
KOHTYPHIi yHa dhipma ipma "OapHuus” AueTusicaniunnoBa K1UcnoTa, a came T. «Baxki meTasin»
YapyHKOBIl "OapHnus" 3riHO aKTyaslbHUX MaTepianis BUpobHMKa Shandong

ynakoBLi; no 1, no 2
ab0 no 5 KOHTYpHUX
YapyHKOBUX
ynakoBOK y nayu,i

Xinhua Pharmaceutical Co., Ltd., China Ta ouiHka pu3ukis
Bif, BUPOGHYKa, BignosiaHo fo BuMor ICH Guideline «Q3D
Elemental impurities»; 3miHu | TUNY - NpuBeAEHHA po3ainy
«TepMiH npugaTtHocTi» gna APl Auetuncaniunnosa
KMCnoTa y BiANOBIAHICTb A0 aKTyaslbHUX MaTepianis
BMpobHuKa Shandong Xinhua Pharmaceutical Co., Ltd.,
China. [flitoua pepakuis Cpok nepekoHTpons 3 roga. Cpok
rogHocTu 4 roga. NponoHoBaHa peaakuis TepMmiH
NepekoHTPO0 3 POoKY;
3MiHW | TUMY - BUNYYEHHS HE3HAYHOTO MOKa3HMKa AKOCTI 3i
cneumdikauii A®I kodpein BupobHuka Shandong Xinhua
Pharmaceutical Co., Ltd., China , a came T. x<AHOMa/IbHa
TOKCMYHICTb»; 3MiHM | TUNY - 3MiHa po3giny TepMiH
npugaTHocTi - 4 pokn Ha TepMiH NepekoHTPOsI0 — 4 PoKK
0151 BXIHOro KOHTPOJI0 Ha flitody pevoBuHy KodeiH
BMpo6Huka Shandong Xinhua Pharmaceutical Co., Ltd.,
China BignosigHo A0 maTepianiB BUPOOHMKa; 3MiHW | Tuny -
BHECEHHS 3MiHM O/1 BXiHOro KOHTPOSII0 Ha Aitovy
pevoBuHy MNapauetamon BUpo6HMKa Angiu Lu‘an
Pharmaceutical Co., Ltd., China go po3giny «YmMoBsu
36epiraHHsa». MNponoHoBaHa pefakuis. Y WibHO
3aKynopeHili Tapi B 3aXuLL,eHOMy Bif CBIT/1a MiCLi Npu
Temneparypi He Buwe 30 °C; 3miHu Il Tuny - HagaHHa DMF
(EDMF019-1.0A, August 2016) Ha gjto4y peqoBUHY
AueTuncaniyunosa kucnora BupobHuka Shandong Xinhua
Pharmaceutical Co., Ltd., China Ha 3amiHy CEP (R1-CEP
2001-210-Rev 05). Ak HacnifoK BHOCATLCA 3MiHW,
pefakLiiiHi NpaBkM Ta YTOYHEHHS /19 BXIAHOrO KOHTPO/IO
Ha cybCTaHLjilo A0 po3ainiB: «laeHTudikayis»,
«CynpoBigHi AOMiLLKu», «Mikpo6ionoriyHa YncToTa;
3miHm Il Tvny - HagaHHa DMF (EDMF010-3.0A, May 2020)
Ha fitouy peyoBrHy Kodein BupobHunka Shandong Xinhua
Pharmaceutical Co., Ltd., China Ha 3amiHy CEP (R1-CEP
2003-027-Rev 03). Ak HacnNigoK BHOCATLCS 3MiHW,
pefakuiiiHi NpaBKK Ta yTOYHEHHS /18 BXiAHOr0 KOHTPOSI0
Ha cy6CTaHLilo 40 po3ainiB: «PO3UMHHICTLY,
«lgeHTudikauis», «KMCNoTHICTb», «CynpoBigHi [OMILLKMN»,
«BTpaTa B Maci npv BUCYLLYBaHHiI», «3a/INLIKOBI Ki/TbKOCTi
opraHiYHNX PO34YMHHUKIB», «MikpobionoriyHa ymcTota» Ta
«KisibkicHe BM3HaYeHHs»; 3MiHu |l Tuny - HagaHHs DMF
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky peecmpayjiliHo2o
3acoby ynakoska) nocsioYeHHs1
(APAP BP/EP-AP-03, August 2019) Ha fjtouy pevoBuHY
MapavueTtamon BupobHUKa Angiu Lu'an Pharmaceutical
Co., Ltd., China Ha 3amiHy CEP (R1-CEP 2000-124-Rev
07). Sk HacnigoK BHOCATLCA 3MiHW, pefakLiiiHi npasBky Ta
YTOYHEHHS 419 BXIIHOTO KOHTPOJ0 Ha Cy6CTaHLilo A0
po3ainiB: «PO34nHHICTb», «laeHTugikaLisn», «CynpoBigHi
OOMiLKn», «MikpobionoriyHa uncrtora»
217. | KOHIEH3M® 3 | TabneTtku, BKpUTI lOHikeMm IHais tOHikem IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepiasnis: 3MiHu | 6e3 UA/5663/01/01
Mmnc 060/10HKOI0, Ne2: no NabopaTtopi3 NabopaTtopis TMny - AGMIHICTPaTUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI peyenma
2 Tabnetkn y NimiTen Nimiteq Ta/abo agpecu MicLs NPOBaKEHHS Ai/IbHOCTI

cTpvni; no 1 ctpuny
Y KapTOHHIi kopobuy;
Ne20: no 10
TabneTtok y cTpuni;
no 2 cTpunu 'y
KapTOHHI kopo6Lyj;
Ne100: no 10
TabneTok y cTpuni;
no 2 cTpunu y
KapTOHHI Kopo6Lyj;
no 5 Kopo6ok B
ynakoBLi

BUPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOYAIOUY AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAa€e BUPOGHMK/IMNOPTEp, BK/IOUAKOUM BUMYCK CEPiid)
- 3MiHa agpecu BUPOGHMYOI AinbHuyi M3 FOHikem
Na6opaTtopis NimiTea, IHAia, 6e3 3mMiHM Micus
BUPOGHMUTBA. BBEEHHA 3MiH NPOTArom 6-Tv MicsiLiB
nicns saTBepmkeHHs. 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edhekTNBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3amiHa po3gainy «padiyHe 306paxeHHs ynakoBKU» Ha
po3gin «MapkyBaHHs» MKA 13: 3atBepmkeHo: paciyHe
306pakeHHs ynakoBKuW. 3rigHO rpadpiyHOro 306paXeHHs,
o aofaeTbesl. Ha 6nictep 40AaTKOBO HAHOCUTLCS:
HOMep cepii, AaTa BUPOOGHMLITBA Ta KiHLEBWIl TEPMIH
npuaaTHoCTI.
3anponoHoBaHo: MapkyBaHHs. 3riHO 3aTBepKEHOro
TEKCTY MapKyBaHHs. 3MiHW BHECEHi B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHapOAHWUX NO3HAYeHb OAUHWL BYMIPIOBAHHSI.
BBefeHHs1 3MiH NpoTArom 6-T MicsAuiB nicns
3aTBEPAKEHHS.

B.o. I'enepanbHoOro gupexkropa Jlupekropary

(hapmManeBTHYHOr 0 3a0e3meyeHHs

Isan 3AZIBOPHUX
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