MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

28 xoBTHA 2021 poKy Ne 2374

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

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

HAKA3Y1O:

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

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

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

MinicTp BikTop JISALIKO



NMEPENIK

Aopatok 1
[0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «Mpo aepxaBHy

peecTpauito (nepepeecTpalito)
NiKapCbKMX 3ac06iB (MegUUHNX

iMyHOGionoriuHMx npenapariB) Ta
BHECEHHSA 3MiH [0 peecTpayiiiHnx
MaTepianis»
Bif, 28 xoBTHA 2021 poky Ne 2374

DEP>XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX NPEMNAPATIB), AKI BHOCATbLCA A0

ch1akoHy B naui

Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
340poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLi
YKpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHM
300pOoB's YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMMM Y NepioMYHOCTI NoJaHHSA

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioYeHHs1
1. L-APTIHIHY L- nopoLuok abo TOB Ykpaina D/IAMMA C.n.A. ITanis peecTpauist Ha 5 pokis - He UA/19014/01/01
ACMAPTAT rpaHynu "APTEPIYM niosnsieae
(cybeTaHuis) y nTaor
noABIiHMX
nonieTMNeHoBUxX
nakeTtax gns
hapMaLeBTUYHOIO
3acTocyBaHHsA
2. AMIOCTEAI Tabnetkn no 200 mr Aypo6iHao IHAis AypobiHgo ®apma IHAiA peecTpadist Ha 5 pokis 3a He UA/19015/01/01
no 10 TabneTtok y dapma /ITg NimiTeq - FOHIT VII MepioAnYHICTb MOAAHHS PEryspHO peyenmom nionseae
6nictepi, no 3 OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaAHO A0
6nictepu B Mopsaky 34ilicHeHHs hapMakoHarnaay,
KapTOHHI KOpooLi 3aTBEpPAKEHOro Haka3oMm MiHicTepCcTBa OXOPOHMU
3[10p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTposaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
3. APTINAN® PO34MH OpasIbHUIA, TOB YkpaiHa MAT "Tannucapm” YkpaiHa peecTpauisi Ha 5 pokis 6e3 rionseae UA/19016/01/01
200 mr/mn no 200 "APTEPIYM MepioAnYHICTb NOAAHHS PerynspHO peyenma
MY ¢hnakoHi; no 1 nTa' OHOB/IOBAHOrO 3BITY 3 6e3nekn, BigNOBIAHO A0




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
perynsipHux 3BiTiB 3 6e3neku.
4, APTPOKON renb, 25 mr/rno 45 r yopPna TypeuunHa yopPna TypeyuunHa peecTpauist Ha 5 pokis 3a He UA/19017/01/01
y Ty6i, no 1 Ty6i B MEOVUWH MEANLUWH IN1AY MepioanyHICTb NOAAHHSA PErynsipHoO peyenmom nionsizae
KapTOHHIA KOopoo6Li ITAY CAH. CAH. BE TIOX. OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
BE TIOX. A.LL. Mopsaky 34iiCHEHHS hapMakoHarnaay,
A.LL. 3aTBEPAKEHOro Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHM
34,0p0oB'sa YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepiognYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
5. AUETWIUWCTEI | nopouok ans TOB YkpaiHa TOB YkpaiHa peecTpalis Ha 5 pokis 6e3 nidnsizae UA/19018/01/01
H OpasibHOro PO34nHY, "TepHodap "TepHodhapm” MepioAnYHICTb NOAAHHSA PErynsapHO peyenma
600 mMr,no 3r1 Mm" OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
MOPOLLIKY Yy calle, no Mopsaky 34iicHeHHs dhapMakoHarnagy,
20 cawe B nayu, 3 3aTBepKeHOro Haka3om MiHicTepcTBa OXOPOHU
KapToHY 3710poB’sA YKpaiHu Bifg 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bifg 26 BepecHss 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
6. AEKBANIHIKO NOpPOLLOK MpAT Ykpaina NabopaTopis IcnaHis peecTpauist Ha 5 pokis - He UA/19019/01/01
xnoeuna (cybceTaHuis) y "®apmavesT EcniHoc Y Bodhinn nionszae
nakeTax noABiHMX NyHa goipma C.A. (JIEBCA)
noslieTuIeHoBMX "AapHuus”
ans
chapmaLeBTU4YHOro
3acToCyBaHHsA
7. ETOPUKOKCUB NOPOLLIOK My6niuHe Ykpaina Anemo6ik IHais peecTpauist Ha 5 pokis - He UA/19021/01/01
(cybcTaHuis) y akuioHepHe dapmacbloTikanc nionsizae
nosieTuIeHoBMX TOBapuCTBO Nimitepn
nakeTtax gns "HaykoBo-
hapmaLeBTUYHOro BMPOGHNUNIA
3acTocyBaHHS LeHTp
"Bopuyariscb
KWW XiMiko-
hapmauesT
NYHWIA
3aBsog”
8. KEWAEKC IH'EKT | po3unH gns iH'ekuii, MpuBaTHe YkpaiHa MpuBaTHe Ykpaina peecTpauist Ha 5 pokis 3a He UA/19022/01/01
25 mr/ma, no 2 mn B akLioHepHe akuioHepHe [MepioANYHICTb NOAAHHS PErYIAPHO peyenmom nionsicae




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
amnyni, no 5 amnyn TOBapuCTBO TOBapuCTBO OHOB/IIOBAHOTO 3BITY 3 6e3Mneku, BigNOoBIAHO A0
y 6nictepi, no 1 "J1ekxim- "JlekxiMm-Xapkis" Mopsaky 34iiCHeHHS hapMakoHarnaay,
6nictepy B nayui Xapkis" 3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCTULi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHM
30,0p0B'sa YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMK,
3a3HayYeHUMK y NepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neKu.
9. KOHTPON®NEK PO3YNH A5 iH'EKLIN, TOB HB® YkpaiHa TOB HB® Ykpaina peecTpauist Ha 5 pokis 3a He UA/19023/01/01
C 2 mr/mn, no 2 mn B "MIKPOXIM" "MIKPOXIM" MepioanyHiCTb NOAAHHSA PErynsipHo peyenmom nionsizae
amnynax; no 5 OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
amnyn y énictepi; no Mopsaky 34iicHeHHs dhapMakoHarnagy,
1 a6o 2 6nictepn y 3aTBEPAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
nauui 3 KapToHy 3[10p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHictepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.
10. NAMOTPULXKUH | nopoLuok TOB Ykpaina IOKYBINAHT IHais peecTpauist Ha 5 pokis - He UA/19024/01/01
(cybeTaHuis) y "papma I>KEHEPIKC nionseae
noABiiHMX Crapt” NIMITEL,
nonieTMNeHoBUx
nakeTtax gns
hapMaLeBTUYHOIO
3acToCcyBaHHsA
11. NETPO30/N TabneTku, BKPUTI [xenecbapm Ipevyis xenedapm C.A. Ipeuis peecTpadisi Ha 5 pokis 3a He UA/19025/01/01
MKEHEDPAPM NNiBKOBOIO C.A. MepioAnYHICTb MOAAHHS PEryIsApPHO peyenmom nionsieae
o6onoHKoto, no 2,5 OHOB/IIOBAHOTO 3BITY 3 6e3Mneku, BigNOBIAHO A0
Mr, no 10 TabneTok Mopsaky 34ilicHeHHs hapMakoHarnaay,
y 6nicTepi, no 3 3aTBEpPAKEHOro HakasoMm MiHicTepCcTBa OXOPOHM
6nictepu y 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
KapTOHHilA KOpo6L 898, 3apeecTposaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepfakuii Hakazy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHss 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
3a3HayYeHUMK y NepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
12. MOKCOHIAVNH MOPOLLIOK TOB YkpaiHa dapmak a.c. Yecbka peecTpauisi Ha 5 pokis - He UA/19026/01/01
(cybcTaHuis) y "APTEPIYM Pecny6nika nionsizae
noABiHNX nTta"

nonieTMIeHOBMX




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
nakeTtax gns
chapmaLeBTU4YHOro
3acToCyBaHHs
13. MOKCOTEHC TabneTku, BKPUTI TOB YkpaiHa MAT Ykpaina peecTpauisi Ha 5 pokis 3a He UA/19027/01/01
NNiBKOBOIO "APTEPIYM "KuiBmegnpenapa MepioAnYHICTb NOAAHHSA PErynsapHO peuenmom nionsieae
060/10HKO, Mo 0,2 mr nTar ™ OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
no 10 TabneTok y Mopsaky 34iicHeHHs dhapMakoHarnaay,
6nictepi no 2 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHHU
6nictepu B nauuj 340pOoB’A Ykpainu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainum 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
340pOoB's YKpaiHu Big 26 BepecHss 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN Y NepiogMyHOCTI NoJaHHSA
perynisipHux 3BiTiB 3 6e3neKkn
14. MOKCOTEHC TabneTkn, BKpUTI TOB Ykpaina NAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/19027/01/02
NNiBKOBOIO "APTEPIYM "KniBmegnpenapa MepioAnYHICTb MOAAHHS PEryspHO peyenmom nionseae
060/10HKO, No 0,4 Mr nTa" T OHOBJIHOBAHOrO 3BITY 3 6e3Mneku, BignoBiaHO A0
no 10 TabneTtok y Mopsaky 34iiCHEHHs hapMakoHarnaay,
6nictepi no 2 3aTBEPMKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
6nictepu B nauuyj 3[0p0B’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
Ykpainun 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0oB's YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku
15. HATPIIO (S)- PO34KH (CybCcTaHLis) NAT Ykpaina Mypak Baiokim Bi HigepnaHgn peecTpauist Ha 5 pokis - He UA/19028/01/01
NAKTAT B 60Ykax 3 "Tanuudhap Bi niosnsieae
PO341H BNCOKOMOJIEKYIAPHO M"
ro nonieTuneHy
BMCOKOT LUiNIbHOCTI
ans
chapmaLeBTU4YHOro
3acToCyBaHHsA
16. OMATAAWH EKO | kpanni o4Hi, po3uvH, | Bapwasceku | Monblia BapLuaBcbkulii MonbLa peecTpauist Ha 5 pokis 3a He UA/19029/01/01
1 mr/mn, no 5 mn n thapmaLeBTUYHMI MepioanyHICTb NOAAHHSA PEryNsipHO peyenmom nionsizae
PO3YMHY Y hapmauesT 3aBog, Monbtha AT OHOBJIOBAHOrO 3BITY 3 6€3neku, BigNoBIAHO A0
nonieTuaeHoBomy N4HWI 3aBOA, Mopsaky 34iicHeHHs hapMakoHarnaay,
ch1akoHi- Monbcha AT 3aTBEPIXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
KpanesibHULj 3[10p0B’A YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
MICTKIiCTIO 5 Mn1 3 898, 3apeecTpoBaHOro B MiHicTepcTBi toCcTuLji
KPULLKOLO 3 YkpaiHu 29 ciuHs 2007 poky 3a Ne 73/13340 (y

rapaHTiiHUM
Kinbuem, no 1 a6o 3
donakoHn y

pepfakuii Hakazy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHss 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
KapTOHHI/ Kopoo6Li 3a3Ha4YeHVMN y NepiogMyYHOCTI MoJaHHS
perynsipHux 3BiTiB 3 6e3MneKu.
17. npononicy HacToiika no 25 mny AT YkpaiHa AT "Nly6Hnchapm” Ykpaina peecTpauist Ha 5 pokis 6e3 nionsizae UA/19030/01/01
HACTOWIKA chnakoHax "Nly6Hnhap MepioanyHiCTb NOAAHHSA PerynsipHo peyenma
M" OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNoBIAHO A0
Mopsaky 34iicHeHHs dhapMakoHarnagy,
3aTBEPMAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
3[10poB’sA YKpaiHu Bifg 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
340pOoB'a YKpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
18. CKAWMIM NOpoOLUOK ANA CeHc IHais CeHc Jlabopatopic IHais peecTpauist Ha 5 pokis 3a He UA/19031/01/01
pO34nHy ANs iH'ekuiid | JlabopaTopi Met. N14. MepioAnYHICTb NOAAHHS PErynsipHO peuenmom nionseae
no 1000 wmr, no 1 c MeT. N1T4. OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaAHO [0
donakoHy y Mopsaky 34iiCHeHHs dhapMakoHarnaay,
KapTOHHIA KopooLi 3aTBEpPKEHOro Haka3oMm MiHicTepcTBa OXOPOHHU
340pOoB’A YkpaiHuu Bif 27 rpygHa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTUL,i
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B'A YKpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HayYeHMMN Y NepiogMyYHOCTI NoJaHHSA
perynisipHux 3BiTiB 3 6e3neKku
19. TEHO®OBIPY TabneTku, BKPUTI Crpaiiac IHAis Crpaiigc ®apma IHAiA peecTpadist Ha 5 pokis 3a He UA/19032/01/01
AN30MNPOKCWUAY | nniBkoBOO dapma CalieHc JliviTepq, MepioAnYHICTb MOAAHHS PEryIsAPHO peyenmom nionsieae
DYMAPAT o60n0Hkoto, no 300 CaiieHc OHOBJIHOBAHOrO 3BITY 3 6€3Mneku, BignoBiAHO A0
Mr, no 30 TabneTok Nimiten Mopsaky 34ilicHeHHs hapMakoHarnagy,
y thnakoHi, mo 1 3aTBEpPAKEHOro HakasoMm MiHicTepCcTBa OXOPOHM
donakoHy y 3[10pOB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
KapTOHHilA KOpo6L 898, 3apeecTposaHoro B MiHicTepcTsi tocTuLii
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
370pOoB'a YKpaiHu Bif 26 BepecHss 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
3a3HayYeHUMK y NepioaNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
20. TIBAPIIH-H PO34uH NS iHQy3il, TOB YkpaiHa KOHTPO/Ib, BUMYCK YkpaiHa/ peecTpauisi Ha 5 pokis 3a He UA/19033/01/01
42 mr/mn, no 100 mn | "®APMACE cepii: TOB Ipeuis MepioAnYHICTb NOAAHHSA PerynspHO peuyenmom niosnsieae
y donakoHi, no 1 n "®APMACEJT", OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiaHO [0
chiakoHy B naui 3 YkpaiHa; Mopsaky 34iicHeHHs dhapMakoHarnagy,
KapToHy Hepo3dacoBaHa 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
npoaykKLis, 340poB’A YKpaiuu Bif 27 rpyaHa 2006 poky Ne

NnepBrHHa Ta

898, 3apeecTpoBaHOro B MiHicTepcTBi OCTULi




Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
BTOPUHHA Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
yrnakoBkKa, pepfakuii Hakazy MiHicTepcTBa OXOPOHU
KOHTPO/b: 370pOoB'a YKpaiHu Bif 26 BepecHss 2016 poky Ne
BIOCEP C.A. 996), CTaHOBUTB: 3riAHO 3i CTPOKaMM,
MAPEHTEPA/ 3a3HavyeHVMU y NepiognyYHOCTI NoJaHHs
COMroWwHC perynsapHux 3BiTiB 3 6e3neku.
IHOACTPI, peuis
21. DPEBYMAKC TabneTtkn, BKpUTI Maxkneopc IHais Makneopc IHais peecTpauist Ha 5 pokis 3a He UA/19034/01/01
NNiBKOBOIO PapmacbioT PapmacboTmKanc MepioAnYHICTb NOAAHHS PErysipHO peyernmom nionseae
060/10HKOI0 Mo 80 nKanc Nimiteq OHOB/IHOBAHOrO 3BITY 3 6e3neku, BignoBiAHO A0
Mmr, no 14 TabneTok Nimitepn Mopsaky 34iiCHeHHs hapMakoHarnaay,
y 6nicTepi; no 2 3aTBEPIKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
6nictepu B 340pOoB’A Ykpainu Bif 27 rpygHs 2006 poky Ne
KapTOHHIA ynakoBLi 898, 3apeecTpoBaHOro B MiHicTepcTBi toCTuLi
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHHM
304,0p0oB'sa YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), cTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMK y NepiogNYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
22. PEBYMAKC TabneTkn, BKpUTI Makneopc IHais Makneopc IHais peecTpauist Ha 5 pokis 3a He UA/19034/01/02
NNiBKOBOIO dapmacbioT dapmacbloTuKanic MepiognyHICTb NOAAHHS PerynsipHo peyernmom niosisi2ae
060/10HKOI0 Mo 120 nkanc Nimiteq OHOB/IOBAHOrO 3BITY 3 6e3neku, BigNOBIAHO A0
Mr, no 14 tabnetok Nimviteq Mopsaky 34iicHeHHs dhapMakoHarnagy,
y 6nicTepi; no 2 3aTBepKEHOro Haka3om MiHicTepcTBa OXOPOHU
6nictepu B 3710poB’sA YKpaiHu Bifg 27 rpyaHsa 2006 poky Ne
KapTOHHI ynakosL,i 898, 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB'a YKpaiHu Bif 26 BepecHss 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayveHUMKN y NepioaNYHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.
23. DNTY.HET rpaHynun ans CIA NatBiiicbk Na6opaTtopioc IcnaHis peecTpauist Ha 5 pokis 6e3 nionsieae UA/19036/01/01
OpanbHOro PO34nHy «IHPAPMA a Ankana ®apma, MepioAnYHICTb NOA4AHHS PErynspHO peyenma
no 10 cawe 3 TpengiHr» Pecny6nik C.J. OHOBJOBAHOrO 3BITY 3 6e3MNeKn, BigNOBIAHO 40
rpaHynamu y a Mopsaky 34iicCHeHHs hapmakoHarnagy,

KapTOHHI navui

3aTBEPKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3[,0p0B’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B MiHicTepcTBi loCTUL,i
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B'sa YkpaiHu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3Ha4YeHMN y NepiogMyYHOCTI MoJaHHSA
perynspHux 3BiTiB 3 6e3neku.




B.o. NeHepanbHOro gupekropa Aimpekropary
thapmaueBTUUHOrO 3abe3nevyeHHsA OnekcaHgp NPILEHKO



Aopatok 2

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

Bif, 28 xoBTHA 2021 poky Ne 2374

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIO/TOIN4YHX NPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

BiAnoBigaNbHWI 3a
KOHTPO/b AKOCTI

"Cnoci6 3acTocyBaHHA Ta go3un"
(kopuryBaHHsI TEKCTY) BifnoBigHO A0

Hepo3dacoBaHoi Marepianis peecTpauiiiHoro 10ocke Ta
npoayKuii: HaZlaHO pO3LUMpPEHY Ha3BY
Elicika thapmakoTepaneBTMYHOT Fpynu 3rigHoO 3
PapmacbloThKan3 MiXXHapoaHUM Knacugiikatopom BOO3 y

'm6X, HimeuunHa;
MepBuHHE Ta
BTOPUHHE NaKyBaHHSA:

Eiicika OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBILHO
dapmacbloTUKan3 [0 Mopagky 34iicHeHHsA chapMakoHarnsgy,
'mM6X, HimeuyunHa,; 3aTBepKeHoro Hakasom MiHictepcTea

Bupo6HuK OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
BiAnoBiganbHMI 3a 2006 poky Ne 898, 3apeecTpoBaHoro B
BMNYCK cepil: MiHicTepcTBi tocTuuiil YkpaiHu 29 ciuHs 2007
Eiicika poky 3a Ne 73/13340 (y pegakuii Hakasy

po3gini "dapmakoTepaneBTuyHa rpyna. Kog,

ATX" 6e3 3miHu kogy ATX.
MepioANYHICTb NOAAHHA PerynsipHo

Ne Hassa dopma sunycky 3asssHUK Kpaina Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoBskKa) nocBi04YeHHs1
1. FABAMNMEHTUH KpucTanivyHmi letepo IHAis eTepo Apars Nimiteq IHAis nepepeecTpawjist Ha He06MeXeHWi TepMiH - He UA/15730/01/01
MOPOLLIOK [Opar3 nionsizae
(cybcTaHuis) y Nimiten
noABiliHMX
nonieTuIeHoBmX
nakeTtax gns
chapmaL,eBTUYHOro
3acToCyBaHHs
2. KAPOUKET® TabneTku 3eHTiBa, K.C. Yecbka Bupo6HuK HimeuunHa nepepeecTpawis Ha He0O6MeXeHWi TepMiH 3a He UA/4491/01/01
PETAPL NPOMIOHroBaHoI Aji Pecny6nika Hepo3dacoBaHoi OHOB/IEHO iHGhopMaLito B IHCTPYKUIT ANns peyenmo nionsieae
no 20 wr, no 10 NpOAYKLUIT Ta KOHTPO/1b MEeAMYHOro 3aCTOCyBaHHS MikapCbKoro M
Tabnetok y 6nictepi; AKOCTI: 3acoby B posginax "OcobimBocTi
no 5 6nictepis B Elicika 3acTocyBaHHA", "34aTHICTb BN/MBATU Ha
KapTOHHI/ KopoobLi dapmacbloThKan3 LWBMAKICTb peakLii Npy KepyBaHHi
M6X, HimeuunHa; aBTOTpPaHCMOpPTOM ab0 iHWKMK
Bupo6HMK MexaHisMamu" (yToUHeHHs iHdopmadii),
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amnyni; no 10
amnyn 3 ggoma
NiHiAMK po3iomy y
niAA0HI 3 KApTOHY, B
KapTOHHIA Kopoo6Li

BNaCTUBOCTI"(peAaryBaHHs TEKCTy Ta
YTOUYHEHHS iHchopmadii), "MpoTunokasaHHA",
"Oco611MBOCTi 3aCTOCYBaHHSA", "34aTHICTb
BMAVMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM @60 iHLIMMK
MexaHizmamun” (pegaryBaHHsi TEKCTy Ta
YTOYHEHHS iHdhopmaLii) BignoBigHO f0
marepianiB peecTpauiiHoro JoChbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IKOBAHOrO 3BiTY 3 6e3neku, BigNoBiAHO

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
dapmacbloThKan3 MiHicTepcTBa 0XOpOHU 34,0POB'A YKpaiHu Bif,
'mM6X, HimeyunHa 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepiognYHOCTI MOAaHHS perynsipHuxX 3BiTiB 3
6esneku.
3. KAPAUKET® Tabnetku 3eHTiBa, K.C. Yecbka Bupo6HMK HimeuunHa nepepeecTpawisi Ha HEOOMEXEHUI TePMiH 3a He UA/4491/01/02
PETAPL NPOJIOHroBaHoI fji Pecny6nika Hepo3dacoBaHoi OHOB/EHO iHGhopMaLito B iHCTPYKUIT Ans peyenmo nionsizae
no 40 mr no 10 NpoAyKLUii Ta KOHTPO/1b MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro M
Tabnetok y 6nictepi; AKOCTI: 3acoby B po3sginax "Ocob6nmnsocTi
no 5 6nicTepis B Elicika 3acTocyBaHHs", "34aTHiCTb BNvMBaTK Ha
KapTOHHIA KOpooLi dapmacbloThkans LIBUAKICTb peakuii npu kepyBaHHi
'm6X, HimeuunHa; aBTOTPaHCNOPTOM ab0 iHWMMK
Bupo6HuK MexaHisMamu" (YTOYHEHHs iHchopmadii),
BiAnoBiaanbHMii 3a "Cnocib 3acTocyBaHHA Ta fo3un"
KOHTPO/b SKOCTI (kopuryBaHHs TeKCTy) BiANOBIAHO A0
Hepo3dacoBaHoi Marepianis peecTpauiiiHoro Jocbe Ta
npoayKuii: Ha/laHo po3LUVpPeHy Ha3By
Elicika thapmakoTepaneBTUYHOT rpynu 3rigHo 3
dapmacbloTmkans MiXHapoAHUM knacudikatopom BOO3 y
'mM6X, HimeuyunHa,; po3gini "®apmakoTepaneBTuyHa rpyna. Kog,
MepBuHHE Ta ATX" 6e3 3miHn kogy ATX.
BTOPWHHE NaKyBaHHS: MepiognyHICTb NOAAHHS PerynsipHo
Elicika OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBILHO
dapmacbloThKan3 o Mopsaky 3aiicHeHHs dhapMakoHarisay,
M6X, HimeuunHa; 3aTBEpXEHOro Hakasom MiHicTepcTBa
Bupo6HMK OXOPOHU 3[0POB’A YKpaiHu Bif, 27 rpyaHs
BiANOBIAa/IbHMI 3a 2006 poky Ne 898, 3apeecTpoBaHoro B
BUMYCK Cepii: MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
Elicika poky 3a Ne 73/13340 (y pefakuii Hakazy
dapmacbloThKan3 MiHicTepcTBa 0XOpOHU 34,0POB'A YKpaiHu Bif,
v6X, HimeyunHa 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMK Y
nepiognYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
4, MAIHE-B6® pO34unH Ans TOB YkpaiHa KOMEPACbLOH dpaHuis nepepeecTpawis Ha He0O6MEXEHW TePMIH 6e3 nionseae UA/5476/01/01
nepopasibHoOro "CaHoi- SAPMACBHIOTIK OHOB/IEHO iHGhopMmaLito B iHCTPYKUIT ANnst peyenma
3acTocyBaHHs; Ne ABeHTIC ®PAHCE3 MeAMYHOro 3acTOCyBaHHS NikapCbKoro
10: no 10 mn B YkpaiHa" 3acoby B po3ginax "dapmakonoriyHi
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NMOPOLLKOM B
KapTOHHIA Kopoo6Li

AKocTi: Xikma
dapmaceyTuka
(Noptyranis), C.A.,
MopTyranis;
BMPOGHWK, LLIO
3[jliCHIOE BTOPUHHE
nakyBaHHs1, KOHTPO/1b
AKOCTI | BUMYCK cepii:
OpioH KopriopeliLuH,
PiHNAHAIA

BractmsocTi”, "MokasaHHA" (YTOUHEHHS
iHbopmauii) , "MpoTunokasaHHs",
"B3aemopis 3 iHLIMMKN NiKapCbKUMu
3acobamu Ta iHLWi BUAY B3aEMOgIA",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyaar”, "3aatHicTb BnmBatu
Ha WBUAKICTb peakLii npn kepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWMMKN
MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
nosun”, "Oitn" (yToYHeHHs iHdopmauir),
"Mepeno3yBaHHA", "M06IYHI peakuii
BiANOBIAHO A0 iHopMaLii pechepeHTHOro
nikapcbkoro 3acoby (Cony-meapon®,
NMOPOLLIOK AJ151 PO34MHY AN iHEKUi no 250
Mmr a6o no 1000 wmr).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBILHO
o MNopsaaky 3aiicHeHHs hapMakoHarasay,

Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
o Mopsaky 3aiiicHeHHs hapMakoHarsay,
3aTBEpAXEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3ifHO 3i CTPOKaMK, 3a3HaYeHNMMN y
nepiognYHOCTI MOAaHHS perynsipHuxX 3BiTiB 3
6esneku.
5. METAKAPTUH PO34MH NS iH'EKLIR, YOPNA TypeyunHa Medpap lnau CaH. TypeyunHa nepepeecTpaisi Ha HEOBGMEXEHUI TePMiH 3a He UA/15530/01/01
1r/5mn,no5mns MEANLIH A.L., TypeuuuHa; MepiognyHicTb NoAaHHA perynsipHo peyenmo nionsizae
amnyni, no 5 amnyn ITAY CAH. Pomcapm Inay CaH. OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBILHO M
B KOHTYPHiIlA BE TIOXK. Be Timk. N1a. Wri., 0o MNopsaky 34ificHeHHA hapmakoHarnsagy,
YapyHKOBIl A.LL. TypeuunHa 3aTBEpXEHOro Hakasom MiHicTepcTBa
ynakosLi, no 1 a6o 2 OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
KOHTYPHIi YapyHKOBI 2006 poky Ne 898, 3apeecTpoBaHoro B
yMakoBKM B MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
KapTOHHIA KOpooLi poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 34,0PO0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMK Y
nepiognMyYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
6. METUNPEQ, NOpOoLUOK ANs OpioH PiHnAHAaia BUPOGHMK, IO Moptyranis/ nepepeecTpawis Ha He0O6MEXEHW TePMIH 3a He UA/15196/01/02
PO34UMHYy AN KopnopeiwH 3[jCHI0E PiHNAHAA OHOB/EHO iHdhopMaLito B IHCTPYKUIT Ans peyenmo nionsizae
iH ekuili no 1000 wr, BMPOGHMLITBO, MeAMYHOro 3acTOCyBaHHS NikapCbKoro M
1 chnakoH 3 nakyBaHHS | KOHTPO/b 3acoby y posginax "®apmakonoriyHi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

3aTBepAXEHOro Haka3om MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakLii Hakazy
MiHicTepcTBa OXOPOHM 300POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMK, 3a3HaYeHMmn y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

METUMNPEQL

NOpOLLOK ANs
pO34nHYy AnA

iH ekyii no 250 mr, 1
(h/1aKOH 3 NOPOLLKOM
B KQpPTOHHI kopooLi

OpioH
KopnopeiwH

PiHnaHaia

BUPOGHMK, L0
3AilicHI0E
BMPOGHMLTBO,
nakyBaHHS | KOHTPO b
AKOCTI: Xikma
dapmaceyTuka
(Moptyranis), C.A.,
MopTyranis;
BMPOGHWK, LLIO
3[jiCHIOE BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
AKOCTI | BUNYyCK cepii:
OpioH KopropeliLuH,
PiHNAHAIA

Moptyranis/
PiHNAHAiA

nepepeecTpawjist Ha He06MEeXeHW TepMiH
OHOBEHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro
3acoby y posginax "®apmakonoriyHi
BractmsocTi", "lMokasaHHA" (YTOUHEHHS
iHchopmawuii) , "MNMpoTrnokasaHHs",
"B3aemopis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAW B3aEMOLIIA",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHoOCTi abo
rofyBaHHs rpyaar”, "3aatHicTb Bnmeatu
Ha LWIBWAKICTb peakLii Npu KkepyBaHHi
aBTOTPaHCNopPTOM abo iHWMMKN
MexaHismamn”, "Cnocib 3acTocyBaHHA Ta
nosn", "AiTn" (yTouHeHHs iHdopmadii),
"Mepeno3yBaHHA", "M06IYHI peakuii
BiANOBIAHO A0 iHopMaLii pethepeHTHOro
nikapcbkoro 3acoby (Cony-meapon®,
NMOPOLLIOK AJ151 PO34MHY AN iHEKUi no 250
Mmr aéo no 1000 wmr).
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBepMAXEHOro Hakazom MiHicTepcTea
OXOPOHU 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 34,0POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMK Y
nepiognYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmo
M

He
nionseae

UA/15196/01/01

onogpornc

Kpansi O4Hi, po3unH
1mr/mano5mny
donakoHi-
KpanenbHuyj; no 1
donakoHy-

Mikpo Jlabc
Nimviteq

IHais

Mikpo Nla6c Nimiteq,

IHais

nepepeecTpaujis Ha He0OBMEXeHW TePMIH
OHOB/EHO iHGhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3acoby y po3gini "MobivHi peakuii”
BiANOBIAHO A0 iHopMaLii pechepeHTHOro

3a
peyenmo
M

He
nionseae

UA/15244/01/01
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Ne Hassa ®dopma surnycky 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs1
KpanenbHuLi B nikapcbkoro 3acoby ONATAHO/®.
KapTOHHIA KOpooLi MepioAnYHICTb NOAAHHSA PErynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku, BigNoBiAHO
o Mopsaky 3aiiicHeHHs hapMakoHarsay,
3aTBEpAXEHOro Haka3om MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3iHO 3i CTPOKaMK, 3a3HaYeHNMMN y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
9. nAMIAON PO34nH A5 iH'EKLR "FOHiK IHAjs "HOHiK IHAjs nepepeecTpawis Ha He0OObMeXeHWin TepMIH 3a He UA/15509/01/01
no 300 mr/mn, no 50 dapmacbioT dapmacboTVKas OHOB/EHO iHGhopMaLito B IHCTPYKUIT An1s peyenmo nionsizae
M1 abo no 100 mn vKan Na6opaTopiz" MeAMYHOro 3aCTOCyBaHHSA NikapCbKoro M
PO34KMHY Y (h/1aKoHi; NabopaTtopi3 (BigaineHHs dipmmn 3acoby y posginax "OcobnuBi 3axoam
no 1 donakoHy y " "Ox. B. Kemikans eHg 6e3nekn”, "Ocob6/MBOCTI 3aCTOCyBaHHSA",
KapTOHHIA KOpooLi (BipoineHHsn $apmacbloThkans "3acTocyBaHHSA y nepiof BariTHoOCTi abo
chipmm "x. nra."), IHaia rofyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
B. Kemikans Ta gosun”, "[iTn" BiANOBIAHO A0 OHOBNEHOT
eHf iHchopMmauii Wwoao 6esnekun gityoi
PapmacsioT PEYOBUHN.
vkans Jirg.") MepiognyHicTb NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBILHO
o Mopsaky 3aiiicHeHHs dhapMakoHarisay,
3aTBepAXEHOro Hakaszom MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMK Y
nepiognYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku
10. nAMIAON PO3YUH A1s1 iH'EKLLA "HOHiK IHais "HOHIK IHais nepepeecTpayjis Ha He0BMEXEHW TePMIH 3a He UA/15509/01/02
no 370 mr/mn; no 50 dapmacbioT dapmacbloTuKas OHOB/IEHO iHGhopMmaLito B IHCTPYKUIT Ans peyenmo nionseae
mn a6o no 100 mn nkan Nab6opartopiz" MeAMYHOro 3aCTOCYBaHHSA /TiKapCbKoro M
PO34MHY Y (pr1aKoHi; Nab6opaTtopi3 (BipfineHHs dipmun 3acoby y posginax "Ocobnusi 3axoam
no 1 cpnakoHy y " "Ox. B. Kemikan3s eHpg, 6e3nekn”, "Ocob6/IMBOCTI 3aCTOCYBaHHS",
KapTOHHIA Kopoo6Li (BipoineHHsn PapmacbloTnkan3 "3acTocyBaHHs y nepiog BaritTHocTi abo
ipmn "Ox. nra.) rofyBaHHs rpyaat”, "Cnocié 3actocyBaHHs
B. Kemikans Ta gosun", "[itn" BIiANOBIAHO A0 OHOBNEHOI
eHf, iHchopmawii Loao 6e3nekn ailoyoi pey
dapmacbioT MepiognyHICTb NOAAHHS PerynsipHo

nkans Jitg.")

OHOB/IKOBAHOrO 3BiTY 3 6e3neku, BigNoBiAHO
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

o Mopsaky 3aiiicHeHHs hapMakoHarsay,
3aTBEpAXEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpOHU 34,0POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMN Y
nepiognYHOCTI MOAaHHS perynsipHuxX 3BiTiB 3
6e3neku

11.

NMAHTACAH

MOPOLLOK
niocpinizoBaHuin ans
NpUroTyBaHHs
PO3UnHY A5 iH'EKLIA
no 40 wmr; 1 donakoH
3 NOPOLLKOM Y
KapTOHHI/ KopoobLi

CaH
dapmacboT
nkan
IHoacTpi3
Nimiteq

IHgis

CaH PapmMacbioTuKan
IHpacTpi3 /T4,

IHgis

nepepeecTpaisi Ha HEOBGMEXEHUI TePMiH
OHOBEHO iHdhopMaL,ito B IHCTpyKLUii ans
MeAMYHOro 3aCTOCyBaHHA NiKapCbKoro
3acoby y posginax "dapmakonorivHi
BN1AcTMBOCTI" (4ONOBHEHHS iHchopmalii),
"B3aemopis 3 iHWMMKN NiKapCbKUMu
3acob6amu Ta iHLWi BUAW B3aEMOLIIA",
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHA y nepBoj BariTHOCTIi abo
roflyBaHHs rpyaar”(yTouHeHHs iHdopmadii),
"3[aTHiCTb BNIMBATY HA LUBWAKICTb peakLiii
npy KepyBaHHi aBTOTPaHCNOPTOM abo
iHLWKXMK mexaHi3mamun”, "Cnocib
3aCToCyBaHHA Ta 031" (YTOUHEHHS
iHdhopmadii), "Mepeno3syBaHHsa", MobiYHi
peaxuii” BignoBigHO A0 OHOBEHOT
iHchopMmawii pedhepeHTHOro nikapcbKkoro
3ac06y KOHTPO/I0K, NOPOLLOK /151 PO34UHY
no 40 wr.

MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBILHO
o Mopsaaky 3aiicHeHHs dhapMakoHarisay,

3aTBepMAXEHOro Hakazom MiHicTepcTea
OXOPOHU 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 34,0POB'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:

3rifiHO 3i CTPOKamu, 3a3Ha4YeHMK Y
nepiognYHOCTI MoAaHHSA perynsipHux 3BiTiB 3

6e3neku.

3a
peyernmo
M

He
nionsieae

UA/3400/01/01

12.

CTUNEH

TabneTkn, BKpUTI
NnNiBKOBOK
060/10HKOH0, Mo 60
mr; no 30 TabneTok
y KOHTelHepi; no 1

KYMN®EP
BIOTEX,
YAB

JinToBcbka
Pecny6nika

JoHr-A CT Ko., 114.

Pecny6nika
Kopes

nepepeecTpaujis Ha He0OBMEXeHW TePMIH
BHeceHo oHOBNEHyY iHGhopMaLiio B
IHCTPYKLUil0 A8 MeAMYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby o posgainy "rNokasaHHa"
(YTOYHEHHS1), a TaKoX A0 po3ginis

6e3
peuyenma

nionsieae

UA/15426/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsio4YeHHs

KOHTEliHepy B maui

"MpoTunokasaHHs", "OcobmBoCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
[031" (yTOuHeHHS), "MobiuHi peakwii
BiANOBIAHO [0 OHOBMEHOT iIHGhopMaLi 3
6e3neku, Aka 3a3HayeHa B maTtepianax
peecTpavuiiHoro A0CLE JiKapCbKoro 3acoby.
MepiognyHICTL NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBILHO
[0 Mopsaky 3aiiicHeHHst hapMakoHarasay,
3aTBepAXEHOro Haka3om MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 300POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HavYeHMK Y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

13.

DJTYAEPM

Kpem, 0,5 mr/r, no 15
ry Ty6i; no 1 Ty6i B
KOpOO6Lii 3 KapTOHY

ToBapucTBO
3
06MeXeHO
Bignosigans
HiCTIO
"®apmauesT
nyHa
KOMMaHis
"3p0pos'a”

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHOH0
BiANoBiAa/IbHICTIO
"®apmaueBTnyHa
KoMmnaHis "3g0poB'a”,
YkpaiHa; Bci cTagji
BMPOGHULITBA, BUMYCK
cepii: ToBapucTBO 3
obmexeHolo
BiANOBIAA/bHICTIO
"®apmaueBTnyHa
KoMnaHis "3gopos'a”,
YKpaiHa; KOHTPO/1b
AKoCTi: ToBapuCTBO 3
obmexeHolo
BiANOBIAA/bHICTIO
"®APMEKC Irpy1",
YkpaiHa

YkpaiHa

nepepeecTpawis Ha HeobMeXeHWt TEPMiH.
OHOB/EHO iHdhopMaLito B IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHS /TiKapCbKoro
3acoby y posginax "OcobnmBocCTi
3actocyBaHHs", "lNo6ivHi peakuii" BiANOBIAHO
[0 iHhopmau,i pechepeHTHOro nikapcbKoro
3aco6y (KYTIBENT, kpem 0,05 %).
MepiognyHiCTb NOAAHHA PErynspHo
OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku, BigNoBiAHO
[0 Mopsaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii Ykpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 30,0PO0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PErynsapHUX 3BITIB 3
6e3neku.

3a
peyenmo
M

He
nionseae

UA/15997/01/01

B.o. NeHepanbHOro gupekropa Aimpekropary
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cthapmaueBTUUHOrO 3abe3nevyeHHsA OnekcaHgp NPILEHKO



NMEPENIK
NIKAPCBKUX 3ACOBIB (MEANYHUX IMYHOBIO/TOTYHUX MPEMAPATIB), LLLOAO AKUX BY/TN BHECEHI 3MIHU 10
PEECTPALINHNX MATEPIANIB, AKI BHOCATbLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

Aopatok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu «po aepxaBHy

peecTpauito (nepepeecTpauito)

NiKapcbKMX 3aco6iB (MeauyuHNX
iMyHOGionioriuHMX nNpenapariB) Ta
BHECEHHA 3MiH [0 peecTpauiiiHnX

Martepianis»

BiA 28 )xoBTHA 2021 poky Ne 2374

a6o no 120 go3y
hnakoHi 3 f,03y4nM
NPUCTPOEM Ta
po3nuoBavem i
KoBnaykom; no 1
(h/1aKOHY B KapPTOHHiiA
Kopobu,i

Bennkom C.A., IcnaHis

BMPOGHULTBA A/151 YACTVHM abo BCbOro BUPOGHNYOro
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHULSA, Ha SKii
NpoBOAATLCA Oyb-AKi BUPOOGHWYI cTagii, 38 BUHATKOM
BMNYCKY Cepili, KOHTPOSIIO SIKOCTi, MEPBMHHOIO Ta
BTOPWHHOTO MakKyBaHHS, A1 HECTEPUTbHUX NiIKapCbKUX
3ac06iB) - BBefeHHs foaaTkoBol AifbHULI, BiANOBIAaUTbHOT
3a BUPOOHMLITBO rOTOBOIO J1iKapCbKOro 3acoby - [nakco
Bennkom C.A., IcnaHis. BBeeHHs 3MiH NpoTArom 6
MicALIB MiCNSA 3aTBEPAYKEHHS; 3MiHW | TUMY - 3MiHK 3
SIKOCTi. [OTOBWIA NiKapcbkuii 3aci6. 3MiHM Y BUPOOHMLTBI.
3amiHa abo BBeeHHS 40AATKOBOI AiflbHUL BUPOGHMLITBA
ANSA YacThHK abo BCbOro BUPOOGHNYOro NpoLLecy roToBoro
niKapcbKoro 3acoby (AiNbHMLA 4151 NEPBUHHOIO
nakyBaHHs) - BBeleHHA [04aTKOBOI Ai/bHUL ANS
nepBUHHOro nakysaHHs J13 - nakco Bennkom C.A.,
IcnaHisi. BBefeHHS 3MiH NpoTsirom 6 MicsiyiB nicns
3aTBEPKEHHS; 3MiHM | Tuny - 3MiHK 3 sAKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUpOBHMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI Ai/IbHULi BUPOOHMLUTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHULA A1 BTOPUHHOIO
nakyBaHHs1) - BBeieHHA f0AaTKOBOI Ai/TbHUL AN
BTOPWHHOro nakyesaHHs J13 - Tnakco Bennkom C.A.,
Icnanis. BeefeHHsA 3MiH NpoTArom 6 micsuis nicns
3aTBEPAKEHHS; 3MiHU | TNy - 3MiHN 3 AAKOCTi. FoTOBWUIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHULTBI. 3MiHa
iMnopTepa/3aMiHn, LLIO CTOCYIOTLCA BUNYCKY cepil Ta
KOHTPO/I0 SIKOCTi TOTOBOrO JlikapCcbkoro 3acoby (3amiHa
abo gofaBaHHA BUPOOHYMKa, LLO BiANOBIAAE 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bkaoyaroum

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. ABAMIC™ cnpeli HasanbHUA, FnakcoCwmitKn Benvka nakco OnepeiwHc KOK Benvka BHECEHHS 3MiH A0 peecTpavyiiHux maTtepiasis: 3miHu | Tuny 3a UA/9306/01/01
CyCneHsisi, J030BaHWi, SH EkcnopT BpuTaHis NimiTen, Benvka BpuTanis/ - 3MiHu 3 siKoCTi. FOTOBMIA NiKapcbkuii 3aci6. 3MiHN y peyernmom
27,5 mkr/pgosy; no 30 Nimiten Bputanis; nakco Icnanis BMPOGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHUL
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mr; no 3 a6o 10
TabneTtok y 6nictepi;
no 1 6nictepy y naui
3 KAPTOHY

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLIT Ans
MeAVYHOro 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbkmx 3acobis
nicns BHeCeHHs Tiel caMoi 3MiHW Ha pedpepeHTHWi

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPO/b/BMNPOGYBaHHSA cepii - BBeAeHHsA 4oAaTKoBOI
OinbHULI BiANOBIAaNbLHOI 38 KOHTPO/1b SAKOCTI Ta BUMYCK
cepii - Fnakco Bennkom C.A., IcnaHisi. 3MiHW BHECEHO B
IHCTPYKL,iIO 419 MeANYHOro 3aCTOCyBaHHS LLOA0
HaliMeHyBaHHS Ta MiCLie3Hax04KeHHSA BUPOOHYKa 3
BIANOBIAHMMY 3MiHAMW Y TEKCTI MapKyBaHHS yMakoBKM
nikapcbKkoro 3acoby (gofaBaHHA BUPOOHMKA). BBeAeHHSA
3MiH NPOTAroMm 6 MicsLiB Nicnsa 3aTBepAKeHHs
2. ABEJIOKC® TabneTkun, BKpUTI Banep Al Himeuunna Baiiep Al', HimeuunHa HiMeuunH | BHeCeHHs 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny 3a UA/4071/01/01
o60onoHkoto, no 400 (Becb uykn a/ Itania - 3BY)XEHHS AONYCTUMUX MEX Y crieumdikayii AdI peyenmom
Mr; Mo 5 TabneTok y BUPOGHMLITBA MOKCUDIOKCALMHY FigpoX10puay 3a NoKasHMKOM
6nicTepi; no 1 (BMpPOGHMLTBO «CynbhaTHa 301a» 3 «Makc. 0,1 %» fo «makc. 0,10 %»,
6nicTepy B KapTOHHIl Hepo3dacoBaHoi 3MiHM | TUMY - 3BY)XXEHHS JOMYCTUMUX MeX y cneumdikauii
Kopobui NpoAyKLUii, NepBNUHHA A®| MOKCHNOKCaLMHY rigpoX/I0puay 3a NoKasHUKOM
ynakoBKa, BTOPUHHA «JJomiwka B» 3 «makc. 0,15 %» go «makc. 0,14 %>»; 3MiHK
ynakoBKa, KOHTPO/1b | TUNY - 3BY)XXEHHS JOMYCTUMUX MeX Yy cneuudikauii Ad|
AKOCTI, BUNYCK cepii)); MOKCUIOKCALMHY TiapoX/10puay 3a NoKasHUKOM
Baiep Xenckep «[lomiwka E» 3 «makc. 0,15 %» o «makc. 0,14 %»; 3mMiHn
MaHydpakTypiHr C.P.J1., | TNy - foAaBaHHA HOBOrO MapameTpy Ao cneuudikauii
ITanis (anbTepHaTUBHUI AD| MOKcHdoKcaLmHy rigpoxsiopuay 3 BiANOBIAHUM
BMPOGHWK (BUPOBHNLTBO MeToA0M BUMPOGYBaHHS - foMmillka F (cnonyka metuny) 3
Hepo3dacoBaHoi HOpPMYBaHHAM «Makc. 0,14 %>»; 3MiHu | TUNy - foAaBaHHSA
NpoAyKLUii, NepBNHHA HOBOro napameTpy Ao cneumdikauii AdD|
yrnakoBKa, BTOPUHHa MOKCUADIOKCaLMHY Figpoxiopuay 3 BifnoBigHUM METOA0M
ynakoBKa, KOHTPOJ1b BMNpo6yBaHHSA - iaeHTudikauia (BEPX) 3rigHo Bumor USP;
AKOCTI, BUNYyCK cepii)); 3MiHM | TUNY - BUNYYeHHs 3i cneuudikauii APl
LTteremaHH MOKCUHhIOKCaLMHY TiapoX/10puay 3aTBEPAKEHOIO
JNoHdhepnakyHr & BHYTPILLUHBLOro MeToAy igeHTudikayii AMAAI 1
NoricTiwep Cepsic e.K., (ineHTudpikauis 14) i3 3amiHoto Ha chapmakonelinumii 14
HimeuunHa MeTof; 3MiHKM | TMny - OHOBNEHW cepTudikaT Bif yxe
(anbTepHaTuBHMI 3aTBepmxeHoro BupobHuka (b.111.1. (a)-2,1A) — nogaHHs
BUPOGHUK (BTOPUHHA oHoBsieHoro CEP Ne R1-CEP 2008-067-Rev 02 ans A®I
ynakoBKay)) MOKCUGDIOKCALMHY TigPOXI0PUA Big, 3aTBEPAKEHOrO
BMpo6HuKa BAYER AG 3atBeppxeHo: R1-CEP 2008-067-
Rev 01; 3miHu | Tvny - npuBefeHHs cneuudikauii APl y
BIANOBIAHICTb A0 BMMOr MOHorpadii EP
3. AJANTON® Kancynu no 300 mr no AT Natsis AT "OnaiiHchapm" Nartsis BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny 6e3 UA/2785/02/01
10 kancyn y 6nicTepi; "OnaiiHcpapm” - OHOBJIEHHS BXE 3aTBEPKEHNX METOLIB KOHTPOSIO AKOCTI peuyenma
no 2 6nictepu B NiKapcbKoro 3acoby, a caMe BUKIafEeHHS TEKCTY
KapTOHHIA navui [ep>XXaBHO MOBOIO 3TifJHO Cy4aCHWUX BUMOT
4, A3SNMEL® TabneTkun, BKPUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | Tuny 3a UA/7234/02/01
NAiBKOBOIO "Kuismegnpen "Kuismegnpenapar" - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta peyenmom
o060n0Hkoto, no 500 apar” hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

npenapar (3mMiHa He NoTpebye HafaHHA XXOAHUX HOBUX
[04aTKOBUX laHuX). 3MiHV BHECeHO A0 IHCTpykuii ans
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby o
po3ginis: "Moka3zaHHA", "B3aemogia 3 iHWMMUN NiKapCbKMK
3aco6amMu abo iHWi BuAY B3aemogiin”, "OcobmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BarirTHocTi abo
rofyBaHHs rpyaar”, "34atHicTb BN/IMBATY Ha LUBUAKICTb
peaxuii npu kepyBaHHiI aBTOTPaAHCMOPTOM abo iHLWMMK
mMexaHismamu', "Cnocib 3actocyBaHHsA Ta gosun”, "Oitn",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMaL,i
pediepeHTHOro fikapcbkoro 3acoby (Cymamen®).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS.

A3NUNH®

Kancynu no 250 mr, no
6 kancyn y KOHTYpHIl
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHil
YapyHKOBIli ynakoBLji B
nauui

MpAT
"®apmaueBTn
yHa chipma
"fNapHuus"

YKpaiHa

MpAT "dapmMaLeBTnyHa
thipma "apHuua"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHU | TUny
- NofaHHsl OHOBEHOrO cepTudikaTy BignoBigHOCTI € Neo
R1-CEP 2013-153-Rev 00 (3atBepmxeHo RO-CEP 2013-

153-Rev 01) ana A®| AsutpomiumHy gurigpat, Wwoao

npuBEAEHHS afpecy BXe 3aTBEPKEHOr0 BUPOOHUKA
Zhejiang Guobang Pharmaceutical Co., Ltd., KuTaii, 6e3
3MiHM MicLA BUPOGHMLTBA, A0 OHoBNeHoro CEP gitoyoi
peyosuHW. MNponoHoBaHa pefakuis: Zhejiang Guobang

Pharmaceutical Co., Ltd. YxeL3sH Fo6aH ®apmachioTikas

Ko., NTa. Ne 6, Weiwu Road, Hangzhou Gulf Shangyu
Economic and Technological Development Zone,

Zhejiang, China Ne 6, BeiiBy Poyg, 3aToka XaHwykoy 30Ha

©KOHOMIYHOrO Ta TEXHO/IOMNYHOro po3BuTKy LLiaH'toi,

NpoBiHLiA YxeussaH, Kutaii. BeegeHHS 3MiH NpoTArom 6-u

MicsiLiB micnsi 3aTBEpPAKEHHS

3a
peyenmom

UA/0137/01/01

ANNBOBAK

NOPOLLOK A/15 PO3UNHY
ans iH'ekuii, mo1r, 1
dp/1akoH 3 NOPOLLKOM Y
naJi 3 KapToHy

MicTpan
Kenitan
MeHeKMeHT
Nimiten

AHrNifA

Nab6opatopio Peir
Xodpe, C.A.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny
- 3miHK Wwoao 6e3nekn/edpekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3miHW) - 3amiHa po3giny «F’PA®IYHE
OPOPMJIEHHA YNAKOBKW» Ha po3gin «MapkyBaHHs»
MKSA N3: 3atBepmkeHo: NTPAPIYHE OPOPM/IEHHA
YMNAKOBKW Mae Bignosigatu 3atsepaKeHomy
rpachiyHOMy 306paXKeHHI0 YNakoBKW. 3anpornoHOBaHO:
MAPKYBAHHSA 3rigHo 3aTBEPAKEHOro TEKCTY
MapkyBaHHSA. OHOB/IEHHSA TEKCTY MapKyBaHHA yNakoBKM
niKkapcbKoro 3acoby 3 BHECEHHAM iHthopmalii Lwoao
3a3Ha4YeHHs1 OAMHMLb BUMIPIOBaHHS Y cnuctemi Sl.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicas
3aTBEPKEHHS; 3MiHU | Tuny - AAMIHICTPaTVBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo agpecu 3asiBHMKa (B/laCHMKa
peecTpauiiiHOro NocBigYEHHS) - 3MiHa CTOCOBHO afpecu
3asBHMKA; 3MiHW | TUNY - 3MiHK WOA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLii AN MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiGpUAHNX/6ioNoAIGHNX NiKapCbKMX 3aco6iB

3a
peyenmom

UA/13141/01/01
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Y KapTOHHIli Kopobui

Takega ABcTpis T'mM6X,
ABCTpis (403BiN BUNYCK

a/IbTepHaTVBHOIO KOHTeHepy Anst A®l, y 3B's3Ky i3
36i/1bLLIEHHSIM pO3Mipy cepii A®I 6puraTuHidy Ta

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3mMiHa He NoTpebye HafaHHSA XOAHUX HOBUX
[0[AaTKOBUX AaHNX) - 3MIHWM BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHA iKkapCbKoro 3acoby y po3ginu:
"Ocob6nmBocCTi 3acTocyBaHHA", "Mo6iuHI peakuii” 3rigHo 3
iHchopmaLieto LWoA0 MeAUUYHOro 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Rocephin 1 g Powder
for solution for injection or infusion, He 3apeecTpoBaHuii B
YKpaiHi). BBeAeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta papMakoHarnsagy (iHwi 3miHu) -
BunyyeHHs 3 po3giny iHCTPYKLi Nikapcbkoro 3acoby
"Micue3HaxomkeHHs BUPOOHMKa Ta agpeca Micus
NPOBaPKEHHS AOro AiSNbHOCTI" iHhopMalLii Lwoao
KOHTaKTHUX AaHuX A/15 NOBiAOM/IEHb NPO BUHUKHEHHS
noGivyHNX peakuiii. BBegeHHs 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepaKeHHs
7. ANYHBPUI® TabneTkn, BKPUTI Takena [Oanis MeHH dapmachbioTikan CnonyyeH | BHECEHHS 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny 3a UA/18553/01/01
N1iBKOBOO dapma A/C Cepgicec Jlimites, e - 36iNbLUEHHSA po3Mipy cepii A®| 6puratuHiby Ta peyenmom
060/10HKO10, M0 30 Mr; Cnony4yeHe Koponiscteo | KoponiscT NpOMiXXHUX NpoaykTiB AP26113 HeounweHnii, AP26381,
no 14 tabnetok y (BMpPOGHMLTBO 3a BO/ AP26380 Ta AP26380 HeouunweHuii B AMPAC Fine
6nicTepi; no 2 NMOBHUM LMK/IOM); ABCTpIst Chemicals, LLC (AFC); 3miHu | Trny - goaaHHsA
6nicTepy y KapTOHHIl Takena ABcTpia T'M6X, anbTepHaTUBHOIO KOHTelHepy ans Adl, y 38’'A3ky i3
Kopoobui ABCTPpIf ([03BiN BUMYCK 36iNbLUEHHAM po3Mipy cepiil APl 6puratuHidy Ta
cepii) npomikHux npoaykTie B AMPAC Fine Chemicals, LLC
(AFC). Takox BU/TyYEHHS1 NakyBaHHA 3 NOAIETUIEHOBOIO
nakeTy TOBLUMHOK 100 MKM, OCKIiflbKM BiH HE
BMKOPUCTOBYETLCA Ha AFC
8. ANYHBPUI® | TabneTku, BKPUTI Takepa [OaHis MeHH PapmacbioTikan CnonyyeH | BHECEHHS 3MiH f0 peecTpayiiiHux MaTepianis: 3MiHu | Tuny 3a UA/18553/01/02
nNiBKOBOO dapma A/C Cepsicec flimites, e - 36i/IbLLEHHS po3Mipy cepii ADI 6puraTuHidy Ta peyenmom
o60noHkoto, no 90 wmr; Cnony4yeHe Koponiscteo | KoponiscT nNpoMikHUX npoaykTiB AP26113 HeounweHnii, AP26381,
no 7 Tabnetok y (BMPOGHMLTBO 3a BO/ AP26380 Ta AP26380 HeouuweHuii B AMPAC Fine
6nicTepi no 4 6nictepn NMOBHUM LMK/IOM); ABCTpis Chemicals, LLC (AFC); 3miHu | Tvny - gogaHHs
Y KapTOHHiIli kopobui Takepa ABCTpisi TM6X, anbTepHaTUBHOIO KOHTelHepy ans Adl, y 38’a3ky i3
ABCTpis (803BiN BUMYCK 36iNbLUEHHSIM po3Mipy cepii A®| 6puraTuHiby Ta
cepii) npomikHux npoayktie B AMPAC Fine Chemicals, LLC
(AFC). Takox BU/TyYEHHs NakyBaHHA 3 NOIETUIEHOBOIO
nakeTy TOBLUMHOK 100 MKM, OCKiNbKW BiH HE
BMKOPUCTOBYETLCA Ha AFC
9. ANYHBPUI® | TabneTku, BKPUTI Takepa [JaHis MeHH dapmacbioTikan Cnony4eH | BHECEHHS 3MiH A0 peecTpayiiiHuX maTepianis: 3MiHu | Tuny 3a UA/18553/01/03
nNiBKOBOIO dapma A/C Cepsicec flimites, e - 36iNbLUEHHS po3Mipy cepii ADI 6puraTuHiby Ta peyenmom
060/10HKOI0, M0 180 CnonyuyeHe KoponiectBo | KoponiscT NPOMiXHUX NpoAykTiB AP26113 HeounweHnii, AP26381,
Mr; no 7 TabneTok y (BUpOGHMLTBO 3a Bo/ AP26380 Ta AP26380 HeouuweHuii B AMPAC Fine
6nicTepi no 4 6nictepn MOBHWUM LMK/IOM); ABCTpist Chemicals, LLC (AFC); 3miHu | Tuny - gogaHHsA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cepii) npomikHux npoaykTie B AMPAC Fine Chemicals, LLC
(AFC). Takox BU/ly4EHHS NakyBaHHS 3 NONieTU/IeHOBOro
nakeTy TOBLUMHOK 100 MKM, OCKiNlbKW BiH HE
BMKOPUCTOBYETLCA Ha AFC
10. ANbAYPA3UN KOHUeHTpaT ans xeHzaiim  [HigepnaHam BetTtep ®apma- HiMeuunH | BHECEHHSI 3MiH 40 PeecTpaLiiiHuX MaTepianis: 3MiHu | Tuny 3a UA/8093/01/01
M® po3unHy Ans iHdysil, tOpon B.B. ®epTiryHr TM6X eHg a/ -kopekuis cneundikauii A®l 3 MeTo BUTYyYEHHSAM ABOX peyenmom
100 OA/mn; Ne 1: no 5 Ko.KI', HimeuunHa IpnaHgis/ napameTpiB, L0 611 MOMUIKOBO BK/TIOUEHI Y
M1y pnakoHi; no 1 (KiHUEeBe HaMoOBHEHHSA Benvka cneumaikaLilo AN BU3HAYEHHS NPogiNto onirocaxapuiis
h1aKoHy Y KapTOHHIl h1aKkoHiB (NepBuHHE Bputanis/ MeToAoM KaninsipHoro enektpodopesy (CE) logatkoso
Kopobui nakyBaHHs), CLIA 6yN BHECEHI HE3HAYHI PeakTOPChKi NpaBkW y po3ainax
npoBefeHHsA TeCcTy Ha 3.2.5.2.2,3.25.23T1a3.2.54.2.
CTEPUSIBHICTD);
[hxeHsaiim IpnaHg,
Nimiten, IpnaHgis
(BTOpPUHHE MaKyBaHHS,
KOHTpOsb AkocTi [N13 Ta
BUNycCK cepii);
[xeHzaiim fNimites,
Benuka BpuTaHis
(MapkyBaHHSA Ta
BTOPUHHE MaKyBaHHS,
KOHTpO/b sikocTi 13 (3a
BUK/IIOYEHHSAM TeCTy Ha
CTEPUSIBHICTb), BUMYCK
cepii); Dxyb6ineHt
XonnictepCriep JI/1C,
CLUA (kiHueBe
HanoBHEHHS (pNakoHiB
(nepBUHHE NakyBaHHS),
NPOBefEHHSA TECTY Ha
CTEepPU/IbHICTb)
11. ANNb®APEKI niodpinizat ana TOB Ykpaina TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/14777/01/01
H® PO34nHYy A5 iH'eKUI "BANAPTIH BMPOGHMYA KOMNAHiIsA - [0 NokasHuKa «laeHTudikauis» BBeAeHO A0AaTKOBI peyenmom
no 1 maH MO; 10 PAPMA" "IHTepcapmbioTek” MeToAN BUNPOGYBaHHS Ait40i pevyoBUHM iHTEPchepoH

oNakoHiB 3
nioghinizatom y
NAacTUKOBIN KaceTi; No
1 nnacTuKoBili KaceTi B
KapTOHHI Kopobu; 1
onakoH 3
niocpinizatom B
KoMnaekTi 3 1
ammny/sio po34YNHHMKA
(BoZa Ans iH'eKUiiA) no
2 My NAacTUKOBIN
kaceti; no 1
NNacTUKOBIN KaceTi B

anba-2b pekoMBIHAHTHUIA IANHN: METOS,

i30eNeKTpnYHOro hokycyBaHHs Ta METOZ, NenTUAHOro
KapTyBaHHS; 3MiHW | TUNY - 4OMNOBHEHHSA cneumaikalii Ha
[itovy peyoBuHY iHTepdepoH anbtha-2b pekoMBiHaHTHWIA

N0AVHN NOKa3HUKOM «3arasnibHa JHK» 3 BignosigHUm

MeTOoA0M BUNPOBYBaHHSA Ta AOMNYCTVMOI MEXELD He
6inbLie 10 Hr/Mr iHTepdEePOHY; 3MiHUN | TUNY - AONOBHEHHS
cneuudikaLii Ha filody peqyoBuHy iHTepdepoH anbda-2b
pPEeKOMOIHAHTHWI MOAVHN NOKA3HUKOM «3aJ/TMLLKOBI Ginkn
KNITUHU-Xa3siHa» 3 Bi4NOBIAHNM METOLOM BMNPOGYBaHHSA
Ta AONYCTUMOIO Mexeto He GinbLue 50 Hr/mr iHTepdhepoHy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

KapTOHHI kopobuj; 5
hnakoHiB 3
niocpinizatom B
KOMMekTi 3 5
amnynamm
po3unHHKKa (Boga Ans
iH'eKUiil) Mo 2 My
N1acTVKoBIlA KaceTi; No
1 nnacTuKoBilA KaceTi B
KapPTOHHI KOpooLii

12.

ANNb®APEKI
H®

niocpinizat ana
PO34nNHYy A5 iH'EKUIA
no 3 maH MO; 10
oNakoHIB 3
nioghinizatom y
NNacTUKOBIN KaceTi; No
1 nnacTuKoBili KaceTi B
KapTOHHI Kopo6u; 1
chnakoH 3
niocpinizatom B
KomMnaekTi 3 1
amy/sio po3ynHHMKA
(BoZa Ans iH'ekUiiA) no
2 MN 'y NAacTUKOBIN
KaceTi; no 1
NNacTUKOBIN KaceTi B
KapTOHHI Kopobuj; 5
h1aKoHiIB 3
niocpinizatom B
KOMNAekTi 35
amnynamm
pO34nHHKKa (BOAa ANt
iH'eKUiin) Mo 2 My
NNacTUKOBIN KaceTi; No
1 nnacTuKoBili KaceTi B
KapTOHHI/ Kopobui

TOB
"BAJIAPTIH
DAPMA"

YKpaiHa

TOB "HaykoBo-
BMPOGHMYA KOMNAHIA
"InTepcapmbioTek”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasnis: 3MiHU | TUny
- [0 NokasHuKa «laeHTudikauis» BBeeHO A0AATKOBI
MeToAM BUNPOOYBaHHS Ait040i pe4yoBUHM iHTEPdhepoH

anba-2b pekoMBIHaHTHUIA THANHN: MeToS,

i30eNeKTPNYHOro (hokycyBaHHs Ta METOZ, NeNTUAHOro
KapTyBaHHS; 3MiHW | TUMy - ONOBHEHHA crneumndikalii Ha
[itovy peyoBuHyY iHTepdepoH anbha-2b pekoMBiHaHTHWIA

NOAVHN NOKa3HMKOM «3arasnibHa [HK» 3 BignosigHum

MeTOoA0M BUNPOBYBaHHA Ta AOMYCTUMOI MEXEI He
6inbLie 10 Hr/Mr iHTepdEePOoHY; 3MiHU | TUNY - AONOBHEHHSA
cneuudikavii Ha filody peqyoBuHy iHTepthepoH anbda-2b
PEKOMOIHAHTHWI MOAVHN NOKA3HUKOM «3aJ/TMLLKOBI Ginkn
KNiTUHU-Xa3siHa» 3 Bi4NOBIAHNM METOLOM BMNPO6YBaHHSA
Ta AONYCTUMOIO Mexeto He GinbLue 50 Hr/mr iHTepdhepoHy

3a
peyenmom

UA/14777/01/02

13.

AHI1 CENT
AP. TAUCC

NbOAAHUKN 3i CMaKoM
NMoHa no 12
NbOASAHUKIB Y 6icTepi;
no 1 a6o no 2
6nicTepy B KAPTOHHii
Kopobui

[Op. Taiicc
HarypsapeH
6X

HimeuunHa

Ap. mea. Aycaepmayp
Al , LBeiiuapis
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
npoAykLii, nepBrHHe Ta
BTOPUHHE NakyBaHHs);
[p. Taiicc HatypBapeH
'M6X, HimeuunHa
(mo3Bin Ha BuNyck cepii
rOTOBOrO J1iKapCbKOro
3acoby)

LLiBeiiuapi
al
HimeyunH
a

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny
- 3MiHK Wopao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHux npo cuctemy chapmakoHarnsgy, 3amMiHa
YNOBHOBaXEHOT 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iICHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarisay) - 3mMiHa

6e3
peyenma

UA/5899/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepgakuis: Pumap Makcum Biktoposuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
hapmakoHarnsg B YkpaiHi
14. AHr1 CENT NbOAAHUKA 3i CMaKOM [Op. Taiicc Himeuunna Op. mea. Aychaepmayp LLiBeiiuapi | BHeCEHHS 3MiH 40 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 6e3 UA/8534/01/01
OP. TACC mMeay no 12 HatypBapeH Al , LBeiiuapis a/ - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peuyenma
NbOASAHUKIB Y 6icTepi; 6X (BMpPOGHMLTBO HimeuunH BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
no 1 a6o no 2 Hepo3dracoBaHoI a cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
6nicTepy B KAPTOHHii npoaykuii, nepBrHHe Ta [aHuX Npo cuctemy hapmakoHarnsagy, 3amiHa
Kopoobui BTOPUHHE NakyBaHHS); YNOBHOBaXEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
[p. Taiicc HatypBapeH thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
'M6X, HimeuyunHa 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
(mo3Bin Ha Bunyck cepii AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
rOTOBOrO JliKapCbKoro BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
3acoby) (BK/TKOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHU Y PO3MILLEeHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3aBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pegakuis: Pumap Makcum BiktopoBuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6bm
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi
15. AHI CENT NbOASHWUKU 3i CMaKoM [Op. Taiicc HimeuuunHa Op. meq. Aycbaepmayp LLiBeiiuapi | BHeCEHHS 3MiH 40 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 6e3 UA/8531/01/01
OP. TAACC BULLHI No 12 HatypBapeH Al , LBeiiuapis a/ - 3MiHK Wopo 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay. peuyenma
NbOASAHUKIB Y 6icTepi; 6X (BMpPOGHMLTBO HimeuunH BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX Npo
no 1 a6o no 2 Hepo3dacoBaHoi a cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
6nicTepy B KAPTOHHii npoAykLii, nepBrHHe Ta [aHuX Npo cuctemy hapmakoHarnsagy, 3amiHa
Kopoobui BTOPUHHE NakyBaHHS); YNOBHOBaXEHOIT 0c06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
[p. Taiicc HatypBapeH thapmakoHarnsay; KOHTakTHOi 0cobu 3 dpapmakoHarnagy
m6X, HimeuyunHa 3asBHUKa 4151 34iICHEHHA dapMakoHarnsay B Ykpaii,
(mo3Bin Ha BuNyck cepii AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobu,
roToOBOrO NikapCcbKoro BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
3acoby) (BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aABHMKA,
BiANOBIAANbLHOI 32 hapmakoHarnsg B Ykpaii.
MponoHoBaHa pepgakuis: Pumap Makcum BikTopoBuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg B YkpaiHi
16. AHI CENT NbOASHUKW 3i CMaKOM [Op. Taiicc HimeuunHa Op. meq. Aychbaepmayp LLiBeiiuapi | BHeCEHHs 3MiH 40 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 6e3 UA/8532/01/01
OP. TAACC 06ninuxu no 12 HarypsapeH Al , LBeiiuapis a/ - 3MiHM Wopao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay. peyenma
NbOASHUKIB y 6RicTepi; m6X (BUPOGHMLTBO HimeuumnH BBeneHHs1 ab0 3MiHM A0 y3ara/ibHEHMX AaHKX NPO
no 1 a6o no 2 Hepo3dacoBaHoi a cuctemy hapmakoHarnagy (BBef4eHHs y3arasibHeHNX

6nicTepy B KAPTOHHIiA
Kopobui

NpoayKuii, NnepBuHHe Ta
BTOPWHHE NaKyBaHHS);

[aHyX Npo cuctemy chapmakoHarnsgy, aMiHa
YNOBHOB&XXEHOI 0CO6U, BigNOBifaNbHOI 3a 34iiCHEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[p. Taiicc HatypBapeH thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
'mM6X, HimeuyunHa 3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
(mo3Bin Ha Bunyck cepii AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
rOTOBOrO JliKapCbKoro BiANOBIAANbHOI 3a 34iiCHEHHA thapmakoHarnsgy
3acoby) (BKHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLeHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepgakuis: Pumap Makcum Biktoposuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BigMnoBifabHOI 3a
hapmakoHarnsg B YkpaiHi
17. AHr1 CENT NbOASAHUKA 3i CMaKOM [Op. Taiicc Himeuunna Op. mea. Aychaepmayp LLiBeiiuapi | BHeCEHHS 3MiH A0 peecTpauiiHuX MaTepianis: 3MiHV | Tuny 6e3 UA/8533/01/01
OP. TAACC wasnii no 12 HatypBapeH Al , LBeiiuapis a/ - 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. peuyenma
NbOASAHUKIB Y BicTepi; 6X (BMpPOGHMLTBO HimeuunH BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
no 1 a6o no 2 Hepo3dacoBaHoI a cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
6nicTepy B KApTOHHii npoaykuii, nepBrHHe Ta [aHuX Npo cuctemy hapmakoHarnsagy, 3amiHa
Kopoobui BTOPUHHE NakyBaHHs); YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
[p. Taiicc HatypBapeH thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnsgy
'm6X, HimeyunHa 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
(mo3Bin Ha Bunyck cepii AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobM,
rOTOBOrO JliKapCbKoro BiANOBIAANbHOI 3a 34iliCHEHHA (hapmakoHarnsgy
3acoby) (BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHU Y PO3MILLEeHHI
mMacTep-aiina cuctemy papmakoHarnisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
BiANOBIAA/LHOT 32 hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepgakuis: Pumap Makcum BikToposuy.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobm
YNOBHOBaXEHOT 0CO6M 3as1BHYKA, BifnoBiganbHOI 3a
hapmakoHarnsg B YkpaiHi
18. AHTIH- Tabnetkn, no 50 Bionoriwe HimeuuunHa Bionoriwe HiMeuyunH | BHeECEHHS 3MiH 40 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 6e3 UA/5900/01/01
XEE/Ib C Tabnetoky XalinbMmiTTens XalinbMiTTens Xeenb a - 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsay peuyenma
KOHTeliHepi Xeenb M6X M6X - BHECEHHS iH(hopMaLlil NPO HasBHICTb 3aXUCHUX
noninponizieHoBOMy; eNleMeHTIB, Lo Bi3yasli3yloTbCa nvwe nig YP-ceitiom, y n.
no 1 KoHTeliHepy B 17 IHLUE TekcTy MapKyBaHHA NepPBUHHOT YNakoBKM
KOpO6Lii 3 KapTOHY nikapcbkoro 3acoby
19. ACNIPUH TabneTku, BKpUTI Baiiep LLiBeiiuapis BMPOGHMLTBO "in bulk", HiMeuyunH | BHeECEHHS 3MiH 40 peecTpauiiHux MaTepianis: 3MiHW | Tuny 6e3 UA/7802/01/01
KAPAIO® KULLIKOBOPO3UYNHHOIO KoHcbtomep KOHTpONb siKOCTi: baliep a - 3MiHKM 3 IKOCTi. FOTOBWIA nikapcbKuid 3aci6. Cuctema peyenma
060/10HKO0, Mo 100 Kep Al Al', HimeuunHa; KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa po3Mipy

Mr; no 14 tabnetok y
6nictepi; no 2, no 4
ab6o no 7 6nictepis B
KapTOHHI navwi

BMPOGHMLTBO "in bulk",
KOHTPONb SIKOCTI,
nepBUHHE, BTOPUHHE
nakyBaHHS Ta BUNYyCK
cepii: Baiiep
BitTepcensg MoX,
HimeuyunHa

yMakoBKM rOTOBOrO NikKapCbKoro 3acoby (3MiHa KinibKoCTi
oAMHULL (Hanpuknag TabneTok, amnys TOLO) B YNakosLii:)
- 3MiHa No3a gjana3oHoM 3aTBepAKEHUX PO3MIpiB
ynakoBku. BBefeHHSA 40A4aTKOBOro po3mipy ynakosku /13
Ne 98 (14x7): 36inbLUEHHS KiNbKOCTI 6/1icTepiB B yNnakosLi
N3 po 7 6nictepis (6€3 3MiHN KiSIbKOCTI TAGNETOK Y
6nicTepi) 3 BIANOBIAHUMY 3MiHAMM B P. «YNakKoBKa». 3MiHK
BHECEHO B iHCTPYKLi0 A1 MeAVYHOro 3aCTOCYBaHHS Y p.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

"YnakoBka" 3 BiANOBIAHMMN 3MiHAMW Y TEKCTi MapKyBaHHS
ynakoBKM NikapCbKoro 3acoby. BeegeHHs 3MiH npoTsrom 3-
X MicAUIB Micnsa 3aTBEPAKEHHS

20.

ACTEP 1000

Tabnetku no 1000
mr/130 wr, no 10
TabneTtok y 6nictepi;
no 1, abo no 2
6nictepu B nauky

"KcaHTic
dPapma
Nimiten"

Kinp

CaHeka
PapmacbloTikans AT

Cnosaubk
a
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny
- 3MiHa y cneuudikauii gitoyoi pevoBuHu KodpeiHy 3a
NoKasHUKOM «Omnunc» 06YMOB/IEHO NPUBEAEHHSM Y
BiANOBIAHICTb A0 BUMOr MOHOrpadii Aitouoro BugaHHs €

6e3
peyenma

UA/16604/01/02

21.

ATMA®

Kpanni opasbHi, no 20
mn abo no 50 mn, abo
no 100 mn y dpakoHi-
KpanenbHuyj; no 1
oNnakoHy-KpanenbHuui
Y KapTOHHII ynakoBLi

Pixapg,
BiTTHep Al

ABCTpis

Pixapg BitTHep Al

ABCTpist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- BHECEHHS 3MiHM A0 po3giny 3.2.S.2.1. Bupo6Huk(n), a
came - 3MiHa agpecy BUPOOHMKa MaTPUYHOT HACTOWKM
Herbamed AG, Switzerland gnsa A®l (Dulcamara D6), 6e3
3MiHM Micus BUpobHuUTBa: 3anponoHoBaHo: Austrasse 10
+ 12 9055 Buhler Switzerland; 3MiHu | TUMy - BHECEHHSA
3MiHM o po3gainy 3.2.S.2.1. Bupo6Huk(n), a came - 3miHa
ajpecy BUpobHMKa MaTpuyHoi HacTolikn Herbamed AG,
Switzerland gna A®I (Natrium sulfuricum D6), 6e3 3miHK
MicLA BUPOGHMLITBA: 3anponoHoBaHo: Austrasse 10 + 12
9055 Buhler Switzerland; 3miHu | Tvny - BHECEHHS 3MiHN
o posginy 3.2.S.2.1. Bupo6Huk(n), a came - 3mMiHa agpecu
BMPOGHMKa MaTpUYHOT HacTolikn Herbamed AG,
Switzerland gna A®l (Sambucus nigra D1), 6e3 3miHu
MicLl BUPO6GHULITBA: 3anpornoHoBaHo: Austrasse 10 + 12
9055 Buhler Switzerland; 3miHu | TNy - BHECEHHA 3MiH 40
Cneuudikauii/MeTogiB BUNPO6yBaHHSA NikapCbKoro
3acoby, a came BU/TYYEHHS KOHTPOJIIO 33 MOKa3HUKOM
«CMak». Ak HacnifoK, BHECEHHS 3MiHU 3a MOKa3HUKOM
«Onune» MKA N13. BBeAeHHSA 3MiH NpoTArom 3-x Micauis
nicns 3aTBepXeHHs; 3MiHu | TUMNY - BUTyYEeHHSA
HeCyTTEBOro BUNPOOYBaHHA 3a NOoKasHWKOM «CMak» B
npoueci BupobHuuTtea 13 . BBeAeHHS 3MiH NpoTArom 3-x
MiCALiB NicNA 3aTBEPMKEHHS; 3MiHW | TUNY - NpUBEAEHHSA
cneuundikanii A®l Dulcamara D6 y BigNoBiAHICTb 4O BUMOT
Himeubkoi FomeonaTtunyHoi ®apmakonei (GHP), giloue
BUAAHHS; 3MiHW | TUMNY - BHECEHHS 3MiHWN [0 PO3Ainy
3.2.S.2.1. BUpo6HuK(1), a came - 3MiHa afipecu BUPO6HMKa
mMaTpuyHoi HacToikn Herbamed AG, Switzerland ana A®I
(Tartarus emeticus D12), 6e3 3MiHM Micus BUPOOHMLTBA:
3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler
Switzerland; 3miHu | TMNy - BHECEHHS 3MiHM A0 po34iny
3.2.5.2.1. Bupo6Huk(n), a came - 3MiHa agpecy BUPO6GHUKa
MaTpuyHoi HacTolikn Herbamed AG, Switzerland ana A®I
(Arsenicum album D12), 6e3 3MiHM MiCLA BUPOOHMLTBA:
3anponoHoBaHo: Austrasse 10 + 12 9055 Buhler
Switzerland

6e3
peuyenma

UA/8301/01/01

22,

ADGOUIA
4N AITEN

CycneHsisi opasibHa 3
a6pUKOCOBMM CMaKOM,

JenbTta
Megiken

LLiBeliyapis

AJTKANOI[ ALl Ckon'e

Pecny6nik

a lNiBHiYyHa

BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasis: 3miHu | Tuny
- NOJaHHsA OHOB/MIEHOrO cepTudpikaTa BiANOBIAHOCTI

6e3
peuenma

UA/17927/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
100 mr/5 mn; no 100 MpomoyLwH3 MakegoHis | €Eponeiicbkii hbapmakonei Ne R1-CEP 1996-061-Rev 14
MYy pnakoHi, no 1 Al onsa A®l ibynpodheHy Bif BXe 3aTBepIKEHOro BUpobHUKa
h1aKOHY B KOMM/IEKTI SOLARA ACTIVE PHARMA SCIENCES LIMITED, Ingis, y
3i LWNpNLOM- HacnifoK He3HaYHMX 3MiH Y BUPOGHMYOMY MPOLEC;
[03aTopoM y [ofaBaHHA anbTepHATVBHOIO NpuUNagy B METOAUKY
KapTOHHIlA KOpO6L BMNPOGYBaHHSA LLOAO 3aUTULLKOBUX PO3UNHHUKIB;
BK/TIOYEHHSA A0AATKOBOro nocravyasibHuKa BUXigHOro
martepiany
23. ALUETUNUNC | nopoluok (cybecTaHuis) Mboxc Icnanis Mboxc Karanawna, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny - UA/8805/01/01
TEIH y NosieTUNEHOBNX KartanaHa, - 3MmiHu 3 siKocTi. CepTudpikaT BignosigHocTiI/lE-
naketax gns C.J. cepTudikaT BignoBigHOCTI EBponeichkiii
hapMaLeBTUYHOTO thapmakonei/moHorpadii. NMogaHHs HoBoro abo
3acTocyBaHHS OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickbkili hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNoOBIAHOCTI
€Bponeiicbkin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXe 3aTBepKeHoro BMpo6Huka - NMogaHHA OHOB/IEHOrO
cepTuagpikaty BignosigHocTi €® Ne R1-CEP 1996-002-Rev
06 (3aTtBepmxeHo R1-CEP 1996-002-Rev 05) Big aitouoro
BMpOGHMKa A®I, Ta Sk HacnigoK npuBeAeHHs cneuudikawii
Ta METO/iB KOHTPO/O A0 Aitoyoi MoHorpadiii €¢ 10.3
(01/2021:0967), a TakoX BHECEHi 3MiHW 4,0 po34iny
«YnakoBka. Kpim Toro, npuBoguTbcs hopmy/TtoBaHHS
po3ainis «MNpusHaveHHs» | «TepMiH npuaaTHocTi» y Pl o
paHiwe 3arBepmxeHoi inpopmauii y MKA /13, a came:
«Ans hapmaueBTVYHOro 3acTOCyBaHHA» Ta «TepMiH
nepekoHTponto 5 pokie». BHeceHHs 3MiH o MKA 13 go
po3giny «Ynakoskax: [litoya pegakuis: Ynakoska cipmu
«Moehs Catalana, S.A.», IcnaHis — nonieTuneHoBi nakeTu,
nomileHi B kapToHHI 6apabaHu. MponoHoBaHa pefakLis:
MonieTnneHoBuiA NakeT, BKNaAEHU B a/TIOMIHIEBUIA NakeT,
L0 BK/1aAeHnin y doibpoBuii bapabaH
24. BA/Ib3AMIY NiHiMeHT; N0 401y My6niuHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/6273/01/01
HUI Ty6i; no 1 Ty6i B nayw,j akujioHepHe TOBapuCcTBO "HayKoBo- - BBE[leHHA a/IbTepHaTUBHOIO TEKCTY MapKyBaHHs peyenma
NIHIMEHT 3 KapToHY TOBapUCTBO BMPOGHUYUIA LLEHTP yNakoBKM NiKapCbKOro 3acoby i3 3a3Ha4yeHHsIM N10roTuny
(3A "HaykoBo- "BopLyariBcbkuii XiMiko- AncTpnb"ioTopa Ha A0AATOK A0 BXe 3aTBepKEHOro
BULWHEBCBK BVPOGHWYNIA hapmaueBTUYHWMi TEKCTY MapKyBaHHSA
M) LeHTp 3aBof"
"BopLuariBcbk
WA XiMiKO-
thapmaueBTny
HWi 3aBoa”
25. BAHBAKT® cyno3uTopil BariHabHi KYCYM IHgis KYCYM XENTXKEP IHZis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasis: 3miHu | Tuny 3a UA/17243/01/01
no 100 mr no 3 XENTXKEP MNBT NTA - 3MiHW BHECEHI [10 iHCTPYKLiT 4Nsi MeguyHoro peyenmom
cynosutopii y cTpuni; MBT NTA 3aCTOCyBaHHS NiKapCbKoro 3acoby y po3finu
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"Oco6nmBocCTi 3acTocyBaHHA", "IMo6iuHi peakuii”

no 1 crpunyy
KapTOHHIA ynakoBLi

BiANOBIAHO 40 OHOBNEHOI iHChopMaLii 3 6e3neku gjitoyol
peyoBuHW. BeleHHA 3MiH NpoTArom 3-x MicAuiB nicns
3aTBepMKeHHsA. CynyTHS 3MiHa - SMiHM Woa0
6e3nekn/eheKTUBHOCTI Ta hapmakoHarnsagy. BHeceHHs
abo 3miHa(M) [0 3060B'A3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBigYeHHs, BkIoyatoum MNnax
ynpaBiHHA py3vKamm (3aCTOCYBaHHSA TEKCTY, AKUi
NMOroXEHNI 3 KOMNETEHTHUM OpraHom) 3asBHUK KYCYM
XENTXKEP MBT NTA, IHAiA, HagaHo OHOBAEHWIA MnaH
ynpaBsniHHA pu3ukamu Bepcis 2.0.
3MiHM BHeceHO fo: YactuHu Il mogynb CVIII «Pestome
npo6nem 6e3nekn», yactuHu Il «MnaH 3
hapmakoHarnsagy», 4yactmHu V «3axoau 3 MiHiMisauii
pusmkiB»,a came, Ao YactuHu V.1, V.3, yactuHu VI
«Pe3lome nnaHy ynpasriHHA pusmkamu», a came, VI.1.1,
VI.1.4., VI.2.4. NYP, Ha nigcTasi pekomeHauii PRAC, wo
po3MilLEeHi Ha odoiliiiHoMy caiiTi EMA. Pestome nnaHy
ynpasniHHA pusnkamu Bepcisa 2.0 4ofaeTbes.
MpeacTasneHi 3miHn B iHchopMavuii 3 6e3neku LWoao
BHECEHHS 3MiH Ta AONOBHEHb Ha NiAcTaBi pekomeHAaaLi
PRAC, o po3wmiweHi Ha odoiiiHoMy caiiTi EMA 'y
po3gainu "OcobnmBocTi 3acTocyBaHHS" Ta " Mo6GiyHi
peakuii" NPoeKTy IHCTPYKLi ANS MeANYHOro 3acToCyBaHHS
MOXyTb OYTV peKOMeHA0BaHI A0 3aTBEPAKEHHSA Ta
BHECEHHS B IHCTPYKL,i0 4159 MEAVYHOrO 3aCTOCYBaHHS
nNiKkapcbKoro 3acoby. BeBeAeHHst 3MiH NPOTAroM 3-x MicsiLiB
nicns 3aTBepmKeHHs; 3MiHuM | TNy - 3MiHM BHECEHI J0
IHCTPYKLU|T 4719 MEAUYHOTO 3aCTOCYBaHHS NikapcbKoro
3acoby y po3ginu "®apmakosiorivyHi BAacTMBOCTi",
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK NiKapCbKUMu
3acobamu Ta iHwWi BUAY B3aemogiii”, "Ocob1mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BarirTHocTi abo
rofyBaHHs rpyaar”, "34atHicTb BN/IMBATY Ha LUBUAKICTb
peaxuii npu kepyBaHHiI aBTOTPaAHCMOPTOM abo iHLWMMK
mexaHismamu'", "Cnoci6 3acTocyBaHHs Ta 4o3n",
"[iTn"(peparyBaHHs), "Mepepo3yBaHHs", "MobiyuHi peakwyii”
3riHO 3 iH(hopmaLlieto LWoA0 MeaNYHOro 3acTOCyBaHHS
pedepeHTHOro Nikapcbkoro 3acoby (JanaunH, cynosutopii
BariHasibHi no 100 mr). BegeHHs 3MiH MpoTArom 3-x
MicaLiB nicns 3aTBepkKeHHs. CynyTHS 3MiHa - 3MiHU
Loao 6e3snekn/edpekTBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(n) 4o 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro noceif4yeHHs, BkIoyaroum MNnax
ynpaBiHHA py3nKamm (3aCTOCYBaHHS TEKCTY, AKUi
MOrofXeHni 3 KOMNEeTEHTHUM opraHom). 3asBHuk KYCYM
XENTXKEP MBT MTA, IHAiA, HagaHo oHoBieHwiA MnaH

ynpas/iHHA pusnkamu Bepcis 2.0. 3MiHM BHECEHO A0:
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

yacTuHu Il mogynb CVIII «Pe3tome npobnem 6e3neku»,
yacTuHu Il «MnaH 3 hapmakoHarnsgy», 4actuim V
«3axogy 3 MiHiMi3auii pu3nkie», a came, [0 YacTnHK V.1,
V.3, yactuHu VI «Pe3tome nnaHy ynpasniHHSA pUsukamm»,
a cawme, VI.1.1, VI.1.4., VI.2.4. NYP, Ha nigcTasi OHOBNEHOI
KOPOTKOI Xapakrepuctuui pecepeHTHoro /13 JanauuH,
cyno3uTopii BariHasibHi no 100 wr, MNdaiizep IHk., CLUA
(Dalacin 100 mg Vaginal Ovule). Pe3stome nnaHy
ynpasniHHA pu3nkamu Bepcis 2.0 AofaeTbes.
MpepcTasneHi 3miHK B iHchopmawii 3 6e3neku Lwoao
BHECEHHS 3MiH Ta AONOBHEHb Ha NigcTaBi OHOBNEHOT
KOPOTKOI Xapakrepuctuui pecepeHTHoro /13 JanauuH,
cyno3uTopii BariHasibHi no 100 mr, MNdaiizep IHk., CLUA
(Dalacin 100 mg Vaginal Ovule) y po3ginu
"®apmMakoorivyHi B1acTuBoCTi", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaato”, "OcobnmnBocCTi
3acTocyBaHHs" Ta " Mo6ivHI peakuii" NPoeKTy iHCTPYKLii
[ONA MeAnYHOro 3acTocyBaHHS MOXYTb 6yTK
pekoMeH/0BaHi A0 3aTBePAXEHHSA Ta BHECEHHS B
IHCTPYKLU,il0 NS MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3aco6y. BBegeHHs 3MiH npoTarom 3-x micsuis nicns
3aTBEPAKEHHS

26.

BILUKNION

Tabnetku no 25 mr; no
9 TabneTtok y 6nictepi;
no 2 6nictepu B nayui

BeixiHr
tOHioH
dapmacbloTika
n dekTopi

Kutait

BeixiHr FOHioH

dapmacbioTikan PekTopi

Kutait

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNy
- nepeknag TeKCTy MeTOZIB KOHTPOJIK0 AKOCTi NiKapCbKoro
3aco0y Ha fepxaBHy yKpaiHCbKy MOBY BiANOBIAHO A0
3akoHy YkpaiHu «[1po 3abe3neyeHHs OyHKLiOHyBaHHS
YKpaiHCbKOi MOBW 5K AiepxasHoi» Ne 2704-VIII; 3miHu |
UMy - CTaHAAPTM3aLis Ha3BM AOMILLIOK MK
Cneuudpikauieto Ta MeTogamy KOHTPOO, YTOYHEHHS Y
METOAi KOHTPOsIO «KiflbKiCHE BU3HAYEHHSI»
CniBBiAHOLIEHHS KOMIMOHEHTIB y pyXoMili ¢hasi

3a
peyenmom

UA/1736/01/01

27.

BJIOKMAKC
NS AITER

CyCneHsis opasibHa,
100 mr/5 mn; no 100
My dpnakoHi, no 1
oNakoHy 3 MipHUM
LUNPULLIOM Y KapPTOHHIi
Kopoobui

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiuHa
MakepoHis

ANKANOIQ AL Cxon'e

Pecny6nik
a MiBHiyHa
MakefoHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy
- NofaHHs OHOBMEHOrO cepTudikaTy BignoBigHOCTI € Ne
R1-CEP 1996-061-Rev 14 ansa A®l 16ynpodpeH Bif Bxe
3aTBepxeHoro BupobHvka Solara Active Pharma
Sciences Limited, IHAis1, Ta 5K HACMiAOK, HE3HAYHI 3MiHW Y
npoLeci BUPOGHULITBA, BHECEHHS OAATKOBOTO
nocrtavyasibH1MKka OCHOBHUX BUXIAHUX MaTepianis Ta
BHECEHHS [04aTKOBOro iHCTPYMEHTapito J0 NokasHuka
«3aINLLKOBI KiJIbKOCTi OpraHiyHuX PO3UYNHHKKIB

6e3
peuyenma

UA/17749/01/01

28.

BPOHXO
BA/IM

6anb3am, no 30ry
6aHui; no 1 6aHui B
KapTOHHIlA KopooLi

MeHTONaTym
Komnari
NimiTen

AHrNifA

MeHTonatym KomnaHi
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY
- 3MiHM WoAa0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarisgy.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX Npo
cucteMy chapmakoHarnaay (BBeAeHHs y3araibHeHnX

6e3
peyenma

UA/9758/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
[aHux npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHH ddapmakoHarnsgy B Ykpaii,
AIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKEHOT 0cobu,
BiZJNOBIAANbHOI 3a 34jICHEHHS hapmakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-chaiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CObM, BignoBiAanbHOT
3a hapmakoHarnsg B Ykpaiti. NponoHoBaHa pefakuis:
[aHinosa /lapuca BonognmupisHa. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT 0cobu,
BiANOBIAa/IbHOI 3a hapMakoHarag B YKpaiHi
29. BA3OCTAT- TabneTku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHU | TUny 3a UA/3579/01/01
340POB'A NiBKOBOO 06MexeHo 06MexeHot - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWit 3aci6. 3MiHN Y peyenmom
060n0Hkoto, no 10 mr BiANOBIA&/bHI BiANOBIAA/LHICTIO BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/ItoYatoumn gianasoH
no 10 TabneTtok y cTHo "papmMaueBTUYHa po3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
6nicTepi; no 3 "®apmaveBTu KommnaHis "3gopos'sa", [0 10 pasis NOPIBHSAHO i3 3aTBEPAYKEHM PO3MIPOM) -
6nicTepy B KOpPOOL YyHa KOMNaHist YkpaiHa (Bci cTtagii BBEJEHHS 404aTKOBUX PO3MipiB cepii 13 ans BUpobHuKa
"3popos'a” BMPOBOHULTBA, KOHTPO/Ib ToBapuCTBO 3 06MEXEHO0 BigNnoBigasbHICTIO "OAPMEKC
SIKOCTi, BUMYCK cepii); FPYN", YkpaiHa. NMponoHoBaHa pegakyis
ToBapucTBo 3 1,800 TuC. yn. (6,696 kr); 9,000 Tuc.yn. (33,480 «r)
06MexeHoto
BiANOBIAALHICTIO
"®APMEKC rPymn",
YkpaiHa (Bci cTagil
BMPOGHMLTBA, KOHTPO/b
SIKOCTI)
30. BA3OCTAT- TabneTkun, BKPUTI ToBapucTBo 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/3579/01/02
340POB'A NiBKOBOO 06MexeHo 06MexeHoto - 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkWit 3aci6. 3MiHK Y peyenmom
060n0HKot0, No 20 Mr BiANOBiAa/IbHI BiANOBIA&/IbHICTIO BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
no 10 TabneTtok y CTO "papmMaueBTNYHa po3Mipy cepii) roToBOro NikapcbKoro 3acoby (36iNbLUeHHs
6nicTepi; no 3 "®apmaveBTn KomnaHis "3gopos's", [0 10 pasiB NOPiBHSAHO i3 3aTBEPAXKEHM PO3MIPOM) -
6nicTepy B KOpPOOGL YyHa KOMMaHis YkpaiHa (Bci cTagil BBEJEHHS 404aTKOBKX PO3MipiB cepii /13 ans BUpo6HMKa
"3p0pos'a” BMPOBOHULTBA, KOHTPO/Ib ToBapuCTBO 3 06MEXEHOI0 BignosigasbHICTIO "OAPMEKC
SIKOCTi, BUMYCK cepii); FPYN", YkpaiHa. NMponoHoBaHa pegakyis
ToBapucTBo 3 1,200 tuc. yn. (8,928 kr); 6,000 Tnc. yn. (44,640 «r)
06MeXeHoto
BiANOBIAALHICTIO
"®APMEKC IPymn",
YkpaiHa (Bci cTagil
BMPOGHMLTBA, KOHTPO/b
SAKOCTI)
31. BA3OCTAT- TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUny 3a UA/3579/01/03
340POB'A NAiBKOBOIO 06MeXeHOo 06MEXEHO - 3MiHM 3 SIKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHn y peyenmom
060n0HKot0, No 40 Mr BiANOBiAa/bHI BiANOBIAA/IbHICTIO BMPOGHMLTBI. 3MiHa po3mipy cepii (BkIYatoumn gianasoH
no 10 TabneTtok y CTHO "PapmMaueBTNYHa po3Mipy cepii) roToBOro fikapcbKoro 3acoby (36iNbLIeHHs
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 3 "®apmavneBTu KommMaHis "3gopoB'sa", [0 10 pasiB NOPIBHSAHO i3 3aTBEPAXKEHVM PO3MIPOM) -
6nictepy B KOPO6L YHa KOMNaHis YkpaiHa (Bci cTagil BBeEHHS [04aTKOBUX po3Mmipis cepii M3 ana BupobHuKa
"3popos'a” BMPOBOHULTBA, KOHTPO/Ib ToBapuCcTBO 3 06MEXEHOH0 BignoBigasbHICTIO "OAPMEKC
AKOCTI, BUNYCK cepi); FPYM", YkpaiHa. NponoHoBaHa peaakuis
ToBapucTBO 3 0,600 Turc. yn. (8,928 kr); 3,500 Tuc. yn. (52,080 kr)
06MeXeHOI0
BiANOBIAA/IbHICTIO
"®APMEKC rPymn",
YkpaiHa (Bci ctagil
BMPOGHMLITBA, KOHTPO b
SKOCTI)
32. BANICKIH mMas3b 40 % no 50 ry MPAT Ykpaina MPAT "®ITODAPM" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny 6e3 UA/13205/01/01
Ty6i; mo 1 Ty6i B nauw,j "OITOGAPM" — BHECEHHS 3MiH o MKA /13, a came: BHECEHHS peyenma
3 KapTOHY pefakuiiHux npaBok Ao Nn. «laeHTudikadisx»; 3miHa
[ONyCTUMMX MEX B po3dini "Maca BMIiCTy ynakoBku" Ta B
MEeTOAML 3MEHLLEHHS KifIbKOCTi 3pa3kiB, Maca BMICTY KX
BM3HauYaeTbCs, A0 3 Ty6iB; N. «MBY» HagaHo NocunaHHs
Ha gitouy pegakuito AdPY, kputepii nponucaHo B MeToaui,
pepakuiiHi npasku; N. «KinbKicHe BU3HAYEHHS» pefaKLiiiHi
npaBky, B METOAULI BU3HAYEHHS LIHKY OKCUay
BiIKOPEroBaHO PO3paxyHKoBY hopMyny; BUNpaBIeHHsS
NOMUIIOK Nepeknagy 3 POCiicbKoi MOBM Ha YKPaiHCbKy
33. BANICKIH Masb 40 % no 50 ry MPAT YKkpaina MPAT "®ITODAPM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/13205/01/01
Ty6i; no 1 Ty6i B nauui "PITOPAPM" - MOJAHHSA HOBOTO cepTudikaTa BignoBigHOCTI peyenma
3 KapTOHY €Bponevicbkint hapmakonei Ne R1-CEP 2012-347-Rev 00
Bi, HOBOro BUPOGHYKa (gonoBHeHHS1) EVERZINC
NEDERLAND B.V., Higepnangun. 3anponoHosaHo: China
Jiangsu Medicines & Health Products Import & Export
(Group) Corporation, Kutaii; EVERZINC NEDERLAND
B.V., Hinepnanan
34. BAPINTIPUKC niodpinizar ana nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUny 3a UA/15966/01/01
™] PO34MHY ANS iH'eKUili AliH EkcnopT BpuTtaHis Bionogxikans C.A. - nepernsg MeTody aHanisy Ta KpUTepito NPUAHATHOCTI peyenmom
VARILRIX™ no 1 gosi; 1 chnakoH 3 Nimiteq pulling test gns koBnavka 13 mm vial flip-off cups gns
BAKUVHA niocpinizatom Ta 1 npuBeAeHHs y BiANoBIAHICTb A0 ISO 8362-6 “Injection
ansa amnyna 3 containers and accessories - Part 6: Caps made of
MPO®ITAKT PO34MHHMKOM (BOga aluminium-plastics combinations for injection vials”
KN Ans iH'ekuiii) B
BITPAHOI NNacTMKoBOMY
BICIMNU XXUBA | KOHTeiiHepi B
ATEHYMNOBA | kapToHHii kopobuyi; 1
HA onakoH 3
niochinisatom Ta 1
nonepegHLo

HanoBHEHWI Wnpu, 3
PO34YMHHMKOM (BOAA
Ans iH'ekuii) y
KOMNEKTi 3 ABOMa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
rosikamu B
nnacTyKkoBoMy
KOHTeliHepi B
KapTOHHI kopo6Lyj;
100 dpnakoHis 3
nioghinizatom Ta 100
amny’s1 3 PO3YNHHVIKOM
(Bofa Ans iH'ekuii) (B
YapyHKOBIli ynakoBLyj)
B OKPEMMX KapTOHHUX
KOpobkax
35. BAP®APUH Tabnetkun no 5 mr; no OpioH PiHNAHAIA OpioH KopropeiiLH, PiHNAHAIA | BHECEHHS 3MiH [0 peecTpayiiHuX maTepiasis: 3MiHu | Tuny 3a UA/5190/01/02
OPIOH 30 abo no 100 KopnopeiLuH ®iHnaHAisa; OpioH - 3MiHV BHECEHI B TEKCT MapKyBaHHS BTOPUHHOT YMakoBKM peyenmom
Tabnetok y donakoHi 3 KopnopeiiH, ®iHnsHais (n.11), a came 3a3Ha4YeHO HaliMEHYBaHHS Ta
BOZ0MOMIMHAKYHO0 (anbTepHaTMBHWI MiCLLe3Hax0MKEHHS BUPOBHMKA JikapCbKOro 3acoby
Kancysnoto; no 1 BMPOGHUK, L0 3AiICHI0E aHrnincoLko MoBoK. BBeAeHHS 3MiH NpOTArom 6-Tn
(h/1aKOHY B KapTOHHIiii nepBuHHE Ta BTOPUHHE MicsILiB nicns 3aTBepKEHHS
Kopoobui nakyBaHHs)
36. BEHO®EP® pO34uH Ans Bichop LLiseiiuapis BANIJA, Wseliuapis LLiBefiuapi | BHeCEHHs 3MiH A0 PeecTpaLiiHux maTepianis: 3MiHW | Tuny 3a UA/8015/01/01
BHYTPILLUHbOBEHHMX (IHTEpHeLWwHN) (BTOpUHHa ynakoBKa); al - 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy. peyenmom
iH'ekuii1, 20 mr/mn, no IHK. Bichop (IHTepHeLuHn) HimeuuunH BBeneHHs1 a60 3MiHM A0 y3arasilbHEHUX AaHWX NPo
5 mn B amnyni; no 5 IHK., LWBeiuapis a/ AscTpis cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHEHUX
amnys y KapTOHHii (BTOpPMHHA ynakoBkKa, JaHux npo cuctemy chapmakoHarnsgy, amiHa
Kopobui [03BiN Ha BUNYCK cepii); YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 3iiCHEHHS
IAT Bionorika MM6X, hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
HimeuyunHa 3asBHMKa AN 34iiCHEHHA dapMakoHarnsay B Ykpaii,
(BUPOBHMLTBO AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXEHOI 0cobu,
Hepo3chacoBaHol BiANOBIAAbHOI 3a 34iicCHEHH:A thapmakoHarnsgy
npoaykuii, nepBnHHa Ta (BKHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y pO3MiLLIeHHi
BTOPWMHHA YNakoBKa); MacTep-chaiina cuctemu hapMakoHarnisay) - 3mMiHa
Takepa ABCTpis TM6X, YMOBHOBaXEHOT 0CO6M 3asBHUKA, BiAMNoBiga/IbHOT 3a
ABCTpis (BUpPOGHULTBO hapmakoHarnsg.
Hepo3dgacoBaHOl MponoHoBaHa pepakuin: Gabriele Fox. 3MiHa KOHTaKTHUX
npoaykuii, nepBnHHa Ta [aHnX yNOBHOBaXXEHOT 0COOM 3asiBHUKA, BifNOBigabHOI
BTOPVHHA YNaKoBKa); 3a thapmakoHarnag.
Takega 'm6X, 3MiHa KOHTaKTHOI 0Cco6Y 3asiBHMKA, BiANOBIAA/ILHOT 3a
HimeuunHa thapmakoHarnag B YkpaiHi. NponoHoBaHa pefakuis:
(BMpPOGHMLTBO Mwuxaiiniok MapuHa CtaHicnaBiBHa. 3MiHa KOHTaKTHUX
Hepo3dhacoBaHO! LaHNX KOHTaKTHOI 0co6u 3asiBHMKA, BiANOBIAALHOT 38
npoayKuii, nepBnHHa Ta hapmakoHarnsg, B YkpaiHi. 3miHa micLie3HaxomKeHHs
BTOPWHHA ynakoBKa) macTep-aiina cuctemun dpapmakoHarnsgy
37. BEPOPAB® | | nopoLlok Ta CaHodpi PpaHLin FAYMT ®APMA PpaHuis/ BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY 3a UA/13038/01/01
VERORAB PO3YMHHMK ANs MacTep NIBPOH, ®paHuis YropwmHa | - peecTpauisi HOBOI po6o4oi nociBHoi cepii (Working Seed peyenmom
BAKUVHA NPUroTYBaHHSA (NoBHWIA LMKN Lots) batch FA129927 ansi BUPOGHMLITBA Ait0H0T PEYOBUHN
AHTUPABIYH | cycneHsii gns iH'ekuiid, BMPOGHULITBA, KOHTPO/Ib oumnLLEeHoi aHTUpabiyHOT BakLMHW. TEpMiH BBELEHHS 3MiH -
A He MeHLWwe 2,5 SIKOCTi PO3UMHHMKA B
IHAKTUBOBA | MO/go3a; no 1 amnynax); CAHO®I
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HA CYXA ch/1aKoHy 3 MOPOLLKOM BIHTPOI IHOACTPIA, rpygeHs 2021

(Lpo3a)Tal
nonepeAHL0
3arnoBHEHOMY LUMPULLY
(0,5 mn), Wo MicTUTb
po3unHHKK (0,4 %
PO34MH HaTpito
X/10pnAaY), B KAPTOHHIl
Kopo6ui 3
MapKyBaHHSAM
YKpaiHCLKOK MOBOIO;
no 1 donakony 3
nopowkom (1 gosa) Ta
1 nonepeHLO
3arnoBHEHOMY LUMPULLY
(0,5 M), Wo micTuThb
PO3YMHHVK, B
cTaHAapTHO-
€KCMOPTHI ynakoBLi,
fAKa MiICTUTbCA Y
KapTOHHIlA Kopo6Lii 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTocyBaHHs; no 5
(h/1aKOHIB 3 MOPOLLKOM
(1 po3a) y kKomnaekTi 3
po3unHHMKOM (0,4 %
PO34MH HaTpito
xnopugy) B amnynax
no0,5mMnNe5s8
KapTOHHI/ ynakoBL, 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
no 5 dpnakoHiB 3
nopotukom (1 gosa) y
KOMMNEKTi 3
po3unHHmKoMm (0,4 %
PO34MH HaTpito
Xnopvay) B amnynax
no 0,5mn Ne5B
CcTaHfapTHO-
€KCMOPTHIlA ynakoBsL,,
AKa MiCTUTbCS Y
KapTOHHIA Kopobui 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acTocyBaHHs; no 10
(h/1aKOHIB 3 MOPOLLKOM

®paHLia (NOBHWI LMK
BMPOGHMLITBA, KOHTPO/Ib
AKOCTi PO3YMHHMKA B
wnpuyax); CaHoi
MacTtep, ®paHuisa
(MOBHWIA LWKN
BMPOGHMLITBA, KOHTPO b
SKOCTi, BTOPUHHE
nakyBaHHS, BUNYCK
cepii); CaHogi-ABeHTIC
MpavisiT Ko. /T4,
Mnardhopma noricTmkm
Ta AUCTpubYLIi y M.
BypanewT, YropwmHa
(BTOpPVHHE NakyBaHHS,
BUNYCK cepil)
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Ta no 10 nonepeaHL0
3aMNOBHEHMX LWINPULLB
(0,5 mn), Wo mictaTb
po3unHHKK (0,4 %
PO34MH HaTpito
X/10pULY), B KAPTOHHIlA
ynakoBLi 3
MapKyBaHHAM
YKpaiHCbKOK MOBOIO;
no 10 chnakoHis 3
nopoLukom Ta no 10
nonepeaHLO
3arnoBHEHUX LINpuLiB
(0,5 mn), Wo MicTATb
po3unHHKK (0,4 %
PO34MH HaTpito
xnopugy), B
CTaHfapTHO-
€KCMOPTHI ynakoBLi,
fAKa MiICTUTbCA Y
KapTOHHIlA Kopo6Lii 3
iHCTpyKUi€eto Ans
MeAMYHOro
3acToCyBaHHs

38.

BIBUNAK

PO34MH A8 iH'EKLN,
270 wmr inogy/mn; no 50
M1 a6o no 100 mny
chnakoHi; no 10
(h/1aKOHIB Y KapPTOHHIl
Kopobui

Doxul Xenckea
AC

Hopgeris

[xul Xenckea IpnaHgis
Nimiteq

Ipnangis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecy 3asiBHMKa (BNnacHuKa peecTpauiinHoro
NoCBiAYEHHS) - 3MiHA afpecy 3asBHMKA

3a
peyenmom

UA/4254/01/01

39.

BIBUNAK

PO34UH A1 iH'EKLLN,
320 wmr itogy/mn; no 20
mn, aéo no 50 mn, abo
no 100 mn, a6o no 200
M1, abo no 500 mn y
donakoHi; no 10
h/1aKOHIB y KapTOHHIi
Kopobui

Doxul Xenckea
AC

Hopseris

[bxnl Xenckea IpnaHgis
Nimiteq

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy 3asiBHMKa (BNnacHuKa peectpauiinHoro
NOCBIJYEHHS) - 3MiHa afpecu 3asaBHNKa

3a
peyenmom

UA/4254/01/02

40.

BIPEAJ®

TabneTkn, BKPUTI
nNiBKOBOO
06010HKot0, No 300
mr, no 30 TabneTok y
thnakoHax; no 1
(h/1aKOHY B KapTOHHiiA
Kopo6u,i

lneag,
CalieHcus, IHK.

CLWA

lneag CaiteHcus
AiieneHg HOC, IpnaHgis
(nepBrHHa Ta BTOPUHHA
ynaKkoBKa, KOHTPO/1b
cepiid, BUMycK cepiif);
KataneHT [hxepmaHi
LWopHaopd MvbX,
HimeyuunHa (nepBrHHa
Ta BTOPMHHA YNakoBKa);
MinmayHT Xenckea

Ipnangis/
HimeyunH
a

BHECEHHS 3MiH A0 peecTpaliiHux maTtepiasiB: 3miHu | Tuny
- 3MiHM Woao 6e3neku/echeKkTUBHOCTI Ta chapmakoHarnaay.
BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHux nNpo cuctemy chapmakoHarnsgy, 3amMiHa
YNOBHOBaXXeHOi 0c0obM, BiANOBifa/IbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsay B Ykpaii,
AKLLIO BOHA BiMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiNOBIAA/IbHOI 32 34iCHEHH:A hapmakoHarasgy

3a
peyenmom

UA/8274/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Nra., lpnaxgis (BK/1HOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
(BTOpUHHA yNakoBKa); MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
Takepa M'm6X, YNOBHOBaXeHOT 0COOM 3aBHUKA, BiANOBifa/IbHOI 3a
HimeuunHa 3pjiicHeHHs hapmakoHarnisgy. [ponoHoBaHa pefakuis:
(BUPOBHMLTBO, Anne-Ruth van Troostenburg de Bruyn. 3MiHa KOHTaKTHUX
nepBuHHa Ta BTOPUHHA [aHVX YNOBHOB&XEHOI 0CO6W 3asBHVKa, BifNOBiAaNbHOT
ynakoBKa) 3a 3[jicHeHHs hapMakoHarisgy. 3MiHa KOHTaKkTHOI 0co6u
3a8BHWKa, BiANOBiAANLHOI 3a 34iiCHEHHS
hapmakoHarnagy B YkpaiHi. [MponoHoBaHa pegakuis:
Larisa Danilova. 3miHa KOHTaKTHUX AAaHWUX KOHTaKTHOI
0co6U 3asBHUKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy B YkpaiHi
41. FACTPUKYM Tabnetkn, no 50 Bionoriwe Himeuunna Bionoriwe HiMeuyunH | BHeECEHHS 3MiH A0 peecTpauiiHuxX MaTepianis: 3MiHu | Tuny 6e3 UA/1629/01/01
E/Nlb Tabnetok y XaiinbMmiTTens XalinbMiTTens Xeenb a - 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy peuyenma
KOHTeliHepi; no 1 Xeenb Mv6X vM6X - BHECEHHS iH(hopMaLil NPO HasBHICTb 3aXUCHUX
KOHTeliHepy B kopobLi eleMeHTIB, L0 BidyanidylTbCcs nwe nig YP-ceitaom, y n.
3 KapTOHY 17 IHLWE TekcTy MapKyBaHHA NepBUHHOT YNakoBKu
nikapcbkoro 3acoby
42, FEKCAKCUM cycneHsis gns CaHodi PpaHuis CaHodi MNactep, ®paHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3MiHu Il 3a UA/13080/01/01
® | HEXAXIM iH'ekuili, no 0,5 mn (1 MacTep ®paHuia (NOBHUIA LMKN YropLumHa Tuny - nepeHeceHHs TecTy Diphtheria Toxoid adsorption peyenmom
BAKUVHA [03a) B nonepegHb0 BMPOGHULITBA, BUMYCK test, L0 BMKOHYETbCA Npu KOHTposi skocTi Final Bulk
Aana 3arnoBHEHUX LWNpuLax cepii); CaHodi-ABeHTIC Product Ta Bunpo6yBaHHsx ctabinbHocTi Filled Product, 3
MPO®ITAKT 3 1-eto0 (abo 2-ma) Mpaiisit Ko. N14., BMpO6HUYOI AinbHULI Marcy I'Etoile site, France (MLE) Ha
KN OKpemnmu rosikamu, Mnardhopma norictmkm ainbHuuto Val de Reuil site, France (VDR). TepmiH
OUDTEPII, no 1 wnpuuy B Ta aucTpubyLii y m. BBE/IEHHS 3MiH - 6epe3eHb 2023
NPABLUA, KapTOHHIA ynakoBL,i; BypanewT, YropwumHa
KALUJTHOKY no 0,5 mn (1 posa) B (BTOPVHHE NakKyBaHHS,
(ALUENONAP | nonepefHbo BUNYCK cepil)
HUA 3anoBHEHNX LWnpuuax
KOMMOHEHT | 3 1-eto (abo 2-ma)
), TENATUTY OKPEMUMU rosiKamu,
B no 1 wnpuuy B
PEKOMBIHA cTaHgapTHO-
HTHA, €KCMOPTHI ynakoBLi,
noniomMien fKa MICTUTbCA Y
TY KapTOHHI Kopoo6Lii 3
IHAKTUBOBA | iHCTpYKUi€to ans
HATA MeauyHoro
3AXBOPHOB 3acTocyBaHHs; no 0,5
AHb, mn (1 gosa) B
CMPUYUHEH | nonepefHbO
nx 3anoBHEHUX LWnpuuax
HAEMOPHIL 3 1-et0 (abo 2-ma)
us Tuny B OKPEMUMW rosikamu,
KOH'IOrOBA no 10 wnpwuyis B
HA, KapPTOHHII ynakoBL;
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

A[ICOPBOBA
HA, PIOKA

no 0,5 mn (1 gosa) B
nonepegHL0
3arnoBHEHUX LINpuLax
3 1-et0 (abo 2-ma)
OKPEMMUMM rofikamu,
no 10 wnpwuyis B
CTaHfapTHO-
€KCMOPTHI ynakoBLi,
AKa MiCTUTbCS Yy
KapTOHHI Kopobui 3
iHCTpYKUieo ans
MeAMUHOro
3acTocyBaHHs; o 0,5
M (1 gosa) y
nakoHax, no 10
(h/1aKOHIB y KapTOHHIi
ynakosui; no 0,5 mn (1
[03a) y chnakoHax, no
10 dpnakoHis B
CcTaHfapTHO-
€KCMOPTHIlA ynakoBsL,,
AKa MiCTUTbCS Y
KapTOHHI Kopoo6Li

43.

FEKCANI3

Tabnetkn gns
PO3CMOKTYBaHHS No
10 TabneTok y
6nictepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

Na6opaTtopii
Bywapa
Pekopparti

PpaHuin

Na6opaTtopii Bylwapa
Pekopgaari

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepiasis: 3MiHu | Tuny
- 3MiHa IopuanYHoi agpecu BUpobHNka A®| EHOKCONOH
(INDENA S.p.A,, Italy), a came 3miHa iHAEKCa agpecu
BMPO6HUKa A®I, 6e3 3MiHN MicLA BUPOBHMLTBA.
MponoHoBaHa pepakuis APl Enoxolone 3.2.S.2.1
Manufacturer(s). INDENA S.p.A. Via Don Minzoni, 6,
20090 SETTALA (MI) ITALY; 3MiHn | TUny - foaasaHHA
noctavyasibHuKa BUXigHoOI cupoBuHm (B-acetyl-glycyrretic
acid), L0 BUKOPUCTOBYETLCA B Npoueci BUpobHULTBa A®I
EHokconoH. MponoHoBaHa pegakuisa 3.2.S.2.3 Control of
materials Supplier of plant materials Mafco or Kazakhfood,;
3MiHM | TUMY - HE3HAYHI 3MiHW Y 3aKpUTIli YaCcTUHI MacTep-
thaiina Ha APl EHOKconoH, a came: oHoBfeHHS kogy DMF
AP| EHOKCO/MOH; OHOBMIEHHS MaTepiasiB BignoBigHO A0
CYNYTHIX 3MiH (fOAaBaHHS aflbTEPHATUBHOIO
nocTavasibHvKa BUXIAHOI CMPOBUHW A1 BUPOOHMLTBA
A®I, 3BY)XXEHHSA NiMITIB BUSHAYEHHS anbpaToKCUHIB Ta
OXPaTOKCWHIB, OHOB/IEHHSA AaHUX 3 KOHTPOJIIO AKOCTi Cepii,
npu BUPOBHMLTBI SKMX 3aCTOCOBYBanaCb CUPOBMHA Bif,
anbTepHaTUBHOIO BMPOGHWKA) Ta 6inbLL AeTasni30BaHO
npouec BMpo6HuLTBa A®DI BigNOBIAHO [0 OHOB/EHOT
iHchopmawuii LWoAo BMXigHWMX MaTepianis; 3MiHN | Tuny -
3BY)KEHHS JOMYCTUMWX MEX MPW Ki/TbKICHOMY BU3HAYEHHI
aNb(aToOKCUHIB Ta OXPaTOKCWHIB Y cknaji BUXIAHOT
peyoBuHM Npy BUPOGHMLTBI APl EHOKCOMOH BignoBigHO [0

6e3
peyenma

UA/6005/01/01
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MoHorpadii EP. MponoHoBaHa pegakuis ASMF section
3.2.5.3.2.6 ALFATOXINS As sum of B1, B2, G1 and G2
NMT 4 ppb BINMT 2 ppb OCHRATOXINS A MT 20 ppb;
3MiHW | TUNY - BUNYYEHHSI HE3HAYHOTO NOKa3HMKa SKOCTI

«Baxki meTanu» 3 cneyudpikauii A®| BignosigHo Ao
HactaHosn ICHQ3D

FTEMUUTABIH
"EBEBE"

KOHLieHTpaT Ans
pO34uHy A5 iHgy3ild,
40 mr/mn, no 5 mn
(200 wr), abo no 25
M1 (1000 mr), abo no
50 mn (2000 mr) y
thnakoHi; no 1
(h/1aKOHY B KapPTOHHIii
Kopobui

EBEBE
dPapma
lec.m.6.X.
Hdpr. KI

ABCTpIs

NOBHWIA LMK
BMpobHULTBa: EBEBE
dapma Nec.m.6.X. Hdr.
KI, ABCTpisi;
TecTyBaHHs: Jlabop J1IC
CE & Ko. KT,
HimeuunHa; TecTyBaHHS:
M1 Mikpo6ionoriwec
Mptochnabop M6X,
ABCTpIst

AscTpisi/
HimeyunH
a

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MaTepiaslis: 3MiHK | Tuny
- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/HOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpoBefEHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAaE BMPOGHMK/IMNOPTEpP, HEe BK/THOYAKOUM BUMYCK
cepiid). 3MiHa Ha3BM Ta agpecu BUPOOHKKa (KOHTPAKTHOI
nab6oparopii), BiagnoBigasibHOro 3a
KOHTPO/b/BMNPO6YBaHHSA cepii (TecTyBaHHs), 6e3 3MiHn
MicLst BUPOGHULTBA. 3MiHM | TUNY - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaPKEHHN AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOHaUn AifbHULi BUNYCKY cepil
abo micue NnpoBefeHHsI KOHTPOSIO AKOCTI. (giANbHICTb, 3a
SIKy BiANOBiAae BMPOGHMK/iIMNOpTEp, He BK/IOYAUM BUMYCK
cepiid) - 3MiHa Ha3BW Ta aapecy BUPOGHMKA (KOHTPaKTHOT
nab6oparopii), BignoBigasbHOro 3a
KOHTPO/b/BMNPO6YBaHHSA cepii (TecTyBaHHs), 6e3 3MiHn
MicLifl BAPOGHMLTBA. 3a3HauYeHHSI BUPOOHNYNX CPYHKLLi
[ONA BXe 3aTBepAkeHoro smpobHuka N13 EBEBE ®apma
lec.m.6.X. Haor. KI', ABCTpist (NOBHUIA UMK BUPOGHMLTBA).
3MiHu | TUNY - 3MiHK 3 sikocTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPO6HMLTBI. 3amiHa abo BBEAEHHSA 404aTKOBOI
AiNbHULI BUPOBHMLTBA A/18 YacTHM abo BCbOro
BMPOBHUYOro NpoL,ecy roToBOro Jlikapcbkoro 3acoby (iHwi
3miHn) (B.11.6.1. (x) IA)

BUHECEHHS 3apeEcTPOBaHNX KOHTPaKTHUX nabopatopii,
BiANoBiAa/IbHMX 3a KOHTPO/b/BUNPOBYBaHHSA cepil
(TecTyBaHHs): Mikrobiologisches Pruflabor, Austria Ta
Labor L+S AG, Germany go Prl

3a
peyenmom

UA/10475/01/02

45,

FENAPWH-
IHAAP

PO34UH A151 iH'EKLLNA,
5000 MO/mn, no 5 mn
(25000 MO) y
chnakoHi; no 1 abo no
5, a6o no 100
hnakoHiB y navui

MpAT "Mo
BVMPOGHMLTBY
iHcyniHis"IHOA

pr

YkpaiHa

MpAT "MNo BUPOGHULTBY
iHcyniHis "IHOAP"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM 3 AKOCTI. [0TOBUIA NikapCbkuMii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBabHWii 3aci6. 3MiHa dhopmu abo
pO3Mipy KOHTEeNHepa 4un 3aKynoproBasibHOro 3acoby
(nepBUHHOI ynakoBku) (CTepubHI ikapcbki 3acobm);
CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBUIA Nikapcbkuii 3aci6.
CuncTema KoHTelHep/3akynoptoBasibHUiA 3aci6. 3miHa y
MeTodax BUNPOOYBaHHS NEepBNHHOT YNakoBKM FrOTOBOTO
NikapcbKoro 3acoby (He3HauHi 3MiHW y 3aTBEPAKEHNX
MeToAax BUNpobyBaHb) - BBEAEHHSA [10AaTKOBOI

3a
peyenmom

UA/8275/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
NepBUHHOT ynakoBku (hnakoHy 06’'emom 10 M) 6€3 3MiHN
06’eMy HanoBHeHHSA (5 mn). AkicHWIA Ta KiJTbKICHWIA cknag,
nakyBaslbHOro Matepiasny He 3MiHVBCS.
FAK HacnigoK, BHECEHHS BiAMOBIAHWX 3MiH y 3aTBEPIXEHI
MeToAM BUNpobyBaHb NepBUHHOT YNakoBKU rOTOBOTO
nikapcbkoro 3acoby
46. FNIOKODAX | Tabnetku Mepk CaHTte PpaHLis Mepk CaHte ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny 3a UA/3994/02/01
XR NPOJIOHIOBaHOT Aji No c.a.c. - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHs" MKA N13. peyenmom
500 wmr; no 15 3anponoHoBaHo: Bignosigae 3atBepaKeHOMy TEKCTY
Tabnetok y 6nictepi; MapKyBaHHs1.
no 2 aéo no 4 3MiHU | TUNY - 3MiHW B TEKCTI MapKyBaHHS yNakoBKu
6nicTepy B KAPTOHHIi nikapcbKoro 3acoby. BHeceHHs pefakuiiHnx npasok, a
Kopobui came: NpYBeAEHHS TEKCTY MapKyBaHHS Y BiANOBIAHICTb A0
BHYTPILLHIX BUMOTI KOMMNaHii LWoA0 0hOpM/IEHHS
naxkyBasIbHOro Matepiasty; 3MiHu | TUMY - OHOB/IEHHS BXeE
3aTBEPKEHNX METOAIB KOHTPOJIKO AKOCTI NiKapCbKOro
3acoby, a came: BUKIaeHHA TEKCTY AepXXaBHOK MOBOIO
3riHO Cy4aCHUX BUMOT
47. renounTP NopoLUOK AN ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny 6e3 UA/11499/01/01
OH KIiAC OpaibHOro Po3ynHy, 06MeXeHo 06MeXeHo - BHECEHHS 3MiH A0 MeToAy BMNPOOYBaHHSA 3a NOKa3HVKOM peyenma
OPAHX no 4 r NopoLLKy B BiANOBIAA/bHI BiANOBIAALHICTIO "KinbkicHe B13HaueHHs. MNapauetamorn, xnopdeHamiHy
naketi; no 5 a6o 10 CTIO "®apmavueBTnyHa Manear”, 3okpema: 3MiHa 061aHaHHA Ha GinbLU YyTnvMBe
nakeTiB y KOpobL,i 3 "®apmaueBTu KoMnaHis "3g0pos'a” Ta 3MiHa yMOB XpomartorpadyBaHHs AN NiABULLEHHS
KapToHy YHa KoMnaHisi YYT/IMBOCTI T& TOYHOCTi METOAMKM
"3p0pos'a”
48. FPUN-XEENb | Tabnetku, no 50 Bionoriwe HimeuunHa Bionoriwe HimeuunH | BHeCeHHs 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY 3a UA/4268/02/01
TabneToky Xaiinbmitrens XaiinbmiTTens Xeenb a - 3MiHM o0 6e3nekv/edeKTMBHOCTI Ta hapmakoHarnamy peyenmom
KOHTelHepi Xeenb MTM6X 6X - BHECEHHS iHchopmaLil NPO HasiBHICTb 3aXUCHMX
noninponiszieHoBOMy; eNeMeHTIB, Lo Bi3yasi3yloTbca nuwe nig YP-ceitiom, y n.
no 1 koHTeliHepy B 17 IHLWE TekcTy MapKyBaHHs NEPBUHHOI YNaKOBKM
KOpoOL,i 3 KAapTOHY NiKapcbKoro 3acoby
49. AEKCUN PO34MH ON8 iH EKLi, CKAH BIOTEK IHais CTEPW/-IKEH NTAV® IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHU | TUny 3a UA/17601/01/01
50 mr/2 mn; no 2 mn B nTa CAEHCU3 (M) NTA - 3MiHM Woao 6e3nekun/ehekTMBHOCTI Ta hapmakoHarnagy peyenmom
amnyni; no 5 amnyn'y - OHOB/IEHHSA TEKCTY MapKyBaHHA NePBUHHOI Ta BTOPUHHOI
KOHTYPHIli YapyHKOBIi ynakoBKM NiKapcbkoro 3acoby
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
yNaKoBLi y KAPTOHHIi
ynakosLi
50. AEMOTOH-Bb pO34MH A1 iH'eEKUI No LOEMO CA pevis OEMO CA Ipeuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny 3a UA/16956/01/01
HEO 2 Mn B amnynax; no 10 | ®apmacbioTuk PapmacbioTuKan - 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. peyenmom
amnyn B KApTOHHIW an Inpactpi IHpgacTpi BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX Npo

ynakoBLi

cucTemy chapmakoHarnsay (BBefieHHs y3arasibHEHUX
[aHuX Npo cucTeMy hapMakoHarnisay, 3mMiHa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3@ 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKA 419 34iICHEHHS hapMakoHarniagy B YkpaiHi,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW Yy PO3MiLLIEHHI
MacTep-aiina cuctemy papMmakoHarnisay) - 3mMiHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuisi: Icaesa EniHa €BreHiBHa. 3miHa
KOHTaKTHUX OAaHUX KOHTaKTHOT 0CO6M YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg, s
YkpaiHi
51. AE-CNAH® PO34UH O151 iH'EKLLNA, TOB HB® Ykpaina MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu Il 3a UA/16880/01/01
25 mr/mnno 2 mn B "MIKPOXIM" TOBapUCTBO "Jlekxim- TMNY - 3MiHK 3 AKOCTi. A®l. BUpobHMLTBO. 3MiHA peyenmom
amnyni; no 5 amnyn'y XapkiB", YkpaiHa BMPOGHMKA BUXIAHOro/MPOMIKHOTO MPOAYKTY/peareHTy, Lo
KaceTi y nauyui; no 2 (BignoBifanbHWiA 3a BMKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®l, abo
M B amnysi; no 5 BMPOGHMLITBO Ta 3MiHa BUPOGHMKa (BK/IHOYatoum, e HeobXigHo, micue
amnyn y kacerti; no 2 KOHTPO/b/BMNPOGYBaHH npoBefieHHs KOHTPOsIt0 sikocTi) AP (3a BigCyTHOCTI
KaceTu y nauuj s cepii, He BK/Yaun cepTudpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
BMNYCK cepil); 3aTBEPKEHOMY [OCbE)(BBEAEHHS HOBOro BUPOGHMKa ADI
ToBapucTBo 3 3 HagaHHAM MacTep-ghaiina Ha A®l) - BBeAEHHS
06MeXeHo [0[aTKOBOro BUpo6HMKa, 3anponoHoBaHo: 1) Clarochem
BiANOBIAALHICTIO Ireland Ltd, Ireland (Knapouem Ipenang 14, IpnaHgis) 2)
HaykoBo-BMpo6HMYa Emcure Pharmaceuticals Ltd., India (Emkype
hipma "MIKPOXIM", dapmacstoTikanc T4, HAis).
Ykpaina
(BignoBigansHUiA 3a
BUPOBHMLUTBO Ta
KOHTPONb/BUNPOGYBaHH
A cepil, BK/IHOYaKuM
BUNYyCK cepii)
52. ANDPITA3OH® | kancynu no 50 mr; no KPKA, 4.4., CnoBeHis KPKA, 4.4., HoBo mecto CnoBeHi | BHECEHHS 3MiH 40 peecTpaLiiHux matepianis: 3MiHu | Tuny 3a UA/2527/01/01
7 kancyn y 6nictepi; HoBso mecTo - OHOB/IEHHSA BXE 3aTBEPKEHVX METOAIB KOHTPOSIO AKOCTI | peyernmom

no 1 6nictepy B
KapTOHHI KopoobLi

NikapcbKoro 3acoby, a caMe BUKNaAEHHSA TEKCTY
[AepXaBHOK MOBOIO 3riIHO Cy4YacHWX BUMOr. BBegeHHs
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPIKEHHS; 3MiHU |
My - BHECEHHS 3MiH 80 Cneuudpikauii APl chnykoHaszony,
a came: BUyYeHHs T. Baxki MeTanu Ta KoperyBaHHs Mex
TecTy «CynyTHi foMilWKu» - aoMiwka C. MpuBegeHHs [o
Ph. Eur; 3miHu | TUny - nogaHHA oHoBieHoro CepTtudikaty
BignosigHOCTI EBponeiickbkilt thapmakonei R1-CEP 2007-
071-Rev 03 (nonepeaHs Bepcia R1-CEP 2007-071-Rev
02) Big BXe 3aTBEpKeHoro BupobHnka AUROBINDO
PHARMA LIMITED, IHgis gnsa A®| chnykoHasony.
KoperyBaHHs MOMUIIKM B aApeci BUPOOHMKA;
3anponoHoBaHo: AUROBINDO PHARMA LIMITED Unit-
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nocsio4eHHs

X1V, Plot No. 17, Jawaharlal Nehru Pharma City Parawada
Mandal, Visakhapatnam District India-531 019 E-Bonangi
Village, Andhra Pradesh

53.

IVN®PNA30H®

Kancynu no 100 wmr; no
7 kancyn y 6nictepi;
no 4 6nictepu B
KapTOHHIA KopoobLi

KPKA, 8.4,
HoBo mecTo

CnoBeHis

KPKA, 4.4a., HoBo mecto

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny
- OHOB/IEHHS BXE 3aTBEPMXXEHNX METOZAIB KOHTPOJIIO SKOCTI
NiKapcbKoro 3acoby, a caMe BUKIafEeHHS TEKCTY
[ep>XXaBHO MOBOIO 3riJHO Cy4acHVX BUMOr. BBefeHHs
3MiH NPOTArOM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TUNYy - BHECEHHSA 3MiH f0 Cneumdikayii AP| cdonykoHasony,
a came: BUIyYeHHA T. Baxki meTanu Ta KoperyBaHHs Mex
TecTy «CynyTHi OMiLKu» - AoMiwka C. MpusegeHHs [o
Ph. Eur; 3miHu | Tuny - nogaHHsa oHoBieHoro CepTtudikarty
BiAgnoBigHOCTI EBponeiickkilt hapmakonei R1-CEP 2007-
071-Rev 03 (nonepeaHs Bepcis R1-CEP 2007-071-Rev
02) Big BXe 3aTBEpAKEHOro BMpobHka AUROBINDO
PHARMA LIMITED, IHgis gns A®| donykoHaszony.
KoperyBaHHs MOMUIKM B aApeci BUPOOHMKA;
3anponoHoaHo: AUROBINDO PHARMA LIMITED Unit-
X1V, Plot No. 17, Jawaharlal Nehru Pharma City Parawada
Mandal, Visakhapatnam District India-531 019 E-Bonangi
Village, Andhra Pradesh

3a
peyenmom

UA/2527/01/02

54.

OVN®DNA30H®

Kancynu no 150 wmr; no
1, 2 a6o 4 kancynu y
6nictepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

KPKA, 8.4,
HoBo mecTo

CnoseHis

KPKA, a.4a., HoBo mecto

CnoseHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny
- OHOB/IEHHS BXE 3aTBEPKEHNX METOZAIB KOHTPOJIO SKOCTI
NiKapcbKoro 3acoby, a caMe BUKIafEeHHS TEKCTY
[ep>XXaBHOK MOBOIO 3riJHO Cy4yacHVX BUMOr. BBefeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TUNYy - BHECEHHSA 3MiH f0 Cneumdikayii AP| donykoHasony,
a came: BUIyYeHHA T. Baxki meTanu Ta KoperyBaHHs Mex
TecTy «CynyTHi fOoMiLKu» - aoMiwka C. MpusegeHHs fo
Ph. Eur; 3miHu | Tvny - nogaHHsa oHoBieHoro CepTudikarty
BiAnoBigHOCTI EBponeiickkili hapmakonei R1-CEP 2007-
071-Rev 03 (nonepeaHs Bepcis R1-CEP 2007-071-Rev
02) Big BXe 3aTBEpLKEHOro BupobHnka AUROBINDO
PHARMA LIMITED, IHgis gna A®l cdonykoHaszony.
KoperyBaHHsi TOMUNIKM B aApeci BUPOOHMKA;
3anponoHoBaHo: AUROBINDO PHARMA LIMITED Unit-
XIV, Plot No. 17, Jawaharlal Nehru Pharma City Parawada
Mandal, Visakhapatnam District India-531 019 E-Bonangi
Village, Andhra Pradesh

Ne 1 - 6e3
peyenma;
Ne 2, Ne 4 -
3a
peyenmom

UA/2527/01/03

55.

AIANTINOH®

pO34uH ANs iHgysili 3

% no 10 mn a6o no 20
MJ/1 B amnyni; no 5 abo
no 10 amnyn y navui 3
KapToHy; no 10 mn a6o
no 20 mn B amnyni; no
5 amnyn y 6nictepi; no
1 a6o no 2 6nictepu y
nadui 3 KapTOHY

AT "dapmak"

YKpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUny
- BBEleHHS [0AAaTKOBKNX PO3MIpiB cepii roTOBOro
nikapcbkoro 3acoby, 2000 1. 3anponoHoBaHo: Ha 420 n
po3unHy (40 000 amn.) 10mn 20 388 amn. (20 m)

Ha 870 n po3unHy 82 857 amn. (10 mn) 42 233 amn. (20
MA); Ha 1060 n1 po3umHy 100 952 amn. (10 mn) 51 456
amn. (20 mn1) Ha 2000 1 po3umHy 190 476 amn. (10 mn) 97
087 amn. (20 mn)

3a
peyenmom

UA/0794/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

56.

AIADOPMIH®

Tabnetkun no 500 mr
no 10 TabneTtok y
6nictepi; no 3 abo 6
6nicTepiB y navui

AT "dapmak”

YkpaiHa

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny
- 3 cneumdikayii Ha ajtovy pevyoBUHY MeT(OPMIHY
rigpoxnopuay BUIy4EHO NOKa3HUK «PO3UYMHHICTb»; 3MiHW |
MYy - 3MiHWM METOAMKM 3a NOKa3HMKOM «Jlomiuka F»
(npuroTyBaHHsi po3unHiB NopiBHAHHSA (a) Ta (b) 06’egHaHo,
6e3 3MiHM KiHLIeBOT KOHLIeHTpaLii; Npu NpuroTyBaHHi
pyxomoi ¢hasu A, Boga P 3amiHeHo Ha Boay ANns
xpomatorpadii P, 6e3 3MiHM KOHLLeHTpaUil Ta BuganeHo
TEepMiH NPUAATHOCTI pyxomoi chasm); 3milu | Tuny - goaaHo
YHihikoBaHy asibTepHaTUBHY MeTOAVKY (BUPOOHMKa AT
«®apmak») 4151 BUSHAYEHHSA NOKa3HMKa «3a/LLIKOBI
KINIbKOCTi OpraHiYH1X PO3UNHHKKIB» y CYBCTaHLisX Bif,
BMPO6HUKIB Harman Finochem Limited, IHgis Ta
Shouguang Fukang Pharmaceutical Co., Ltd, Kutaii; 3miHn
| TNy - NogaHo HoBWIA cepTudikat BignosigHocTi E® No.
R1-CEP 2000-059-Rev 11 ans gito4oi peyoBuHM
MeTOpMIiHY riApoXnopuay Bif 3aTBEPAXEHOro BUPOOGHMKA
Harman Finochem Limited, IHajs Ha 3aminy DMF

3a
peyenmom

UA/2508/01/01

57.

AIAD®OPMIH®

Tabnetkun no 850 Mr
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepiB y navui

AT "dapmak"

YkpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny
- 3 cneumdikayii Ha Ajtovy pevoBUHY MeT(OPMIHY
rigpoxnopuay BUIyYEHO NOKa3HUK «PO3UMHHICTb»; 3MiHM |
T™MNYy - 3MiHW METOAMKM 3a NOKa3HUKOM «Jomiika F»
(NpuroTyBaHHA pPoO34unHIB NOpPIBHAHHSA (a) Ta (b) 06’egHaHo,
6€3 3MiHM KiHLIeBOT KOHLIeHTpaLlii; Npy NpuroTyBaHHi
pyxomoi ¢hasu A, Boga P 3amiHeHo Ha Boay ANns
xpomatorpadii P, 6e3 3MiHM KOHLLeHTpaUil Ta BuganeHo
TEepMiH NPUAATHOCTI pyxomoi cpasu); 3miHu | Tuny - gogaHo
YHichikoBaHy a/lbTepHaTUBHY MeToAVKY (BUPOOHMKa AT
«®apmak») 4151 BUSHAYEHHSA NOKa3HMKa «3a/LLIKOBI
KINIbKOCTi OpraHiyH1X PO3UMHHUKIB» y CyBCTaHLisX Bif
BMPOG6HUKIB Harman Finochem Limited, IHgis Ta
Shouguang Fukang Pharmaceutical Co., Ltd, Kutaii; 3miHn
| Tuny - nogaHo Hoewit cepTudikat BignosigHocTi € No.
R1-CEP 2000-059-Rev 11 ans gito4oi peyoBuHM
MeTOpMIHY riApoxnopuay Bif 3aTBEPLAXEHOr0 BUPOBGHMKA
Harman Finochem Limited, IHais Ha 3aminy DMF

3a
peyenmom

UA/2508/01/02

58.

EK3O-TI®IH

Kpem, 10 mr/rno 15ry
Ty6i, no 1 1y6i y
Kopobui

ToBapucTBO 3
06MexeHo
BiANOBIAA/bHI
CTIO
"®apmaueBTun
YHa KoMnaHist
"3p0pos'a”

YKpaiHa

ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"PapmavueBTnyHa
KoMnaHis "3g0pos'a”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny
- 3MiHW BHECEHO A0 IHCTPYKLUiT ANs MeANYHOrO
3aCTOCyBaHHSA NikapcbKoro 3acoby Ao po3giny "Mo6iyHi
peakuji” Wwoao 6e3nekn 3acTOCyBaHHA Ailo4ol peyoBUHMY,
BiANOBIAHO A0 pekomeHAauin PRAC. BBefieHHs 3MiH
NpoTArom 6-Tn MiCALB NiCNs 3aTBEPMAKEHHS

6e3
peyenma

UA/18288/03/01

59.

ENbNTAH

TabneTku, BKpUTI
n/1iBKOBOO

MpAT
"®GapmauesTu

YKpaiHa

Pachapm CA

peuis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu ||
TUMY - HafaHHA oHoBeHoro DMF Ha fiitody peqyoBuHy

3a
peyenmom

UA/18414/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
06010HKo0, No 20 Mr; YyHa chipma (version[AP3/11-09-2020] September 2020)
no 3 Tabnetkn y "fNapHuus"
6nictepi; no 1
6aicTepy B nayui
60. ENbNTAH TabneTtku, BKPUTI MpAT Ykpaina Padapm CA Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHix maTtepianis: 3MiHu Il 3a UA/18414/01/02
nNiBKOBOIO "®apmaueBTn UMY - HagaHHA oHoBieHoro DMF Ha gjtouy peyoBuHy peyenmom
o060n0Hkoto, no 40 wr; yHa chipma (version[AP3/11-09-2020] September 2020)
no 3 Tabnetkn y "fNapHuus"
6nictepi; no 1
6nicTepy B nayui
61. ECMIA Tabnetku, no 5 mr; no BAT "lepeoH | YropLuHa BAT "lepeoH Pixtep" YropuivHa | BHECEHHS 3MiH [0 peecTpauiliHnx martepianis: 3miHu | Tuny 3a UA/12984/01/01
14 TabneTok y PixTep" - 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo no thapmakoHarnagy. 3miHa(u1) y KOpoTKili XxapakTepucTu,i
6 6nicTepiB (y NiKapcbKoro 3acoby, TeKCTi MapKyBaHHSA abo iHCTPYKLT
KOMMNEKTi 3 ANs MeAnYHOro 3acToCcyBaHHS A5 NiKapcbKoro 3acoby,
IHCTPYKUi€e0 ans niyeH3oBaHoro y €C 3a npoueypoto B3aEMHOI0 BU3HaHHSA
MeANYHOro (nikapcbkunii 3aci6 He BXoAUTb [0 cdpepw Aji npoueaypu
3acTocyBaHHs Ta B3AEMHOr0 BU3HaHHS, asie 3MiHa BHOCUTbCA K pe3ynbtar
KapToto nauieHTa, sKa npoueaypv i Big, BNacH1ka Toprosoi NiueHsii He
BKnageHa y 6inuii BUMaraeTbCsl HafjaHHs XOAHUX HOBUX AOAATKOBMX [aHUX)
KapTOHHWIT KOHBEPT - 3MiHN BHECEHO A0 IHCTPYKLUiT AnS MeanyHoro
6€e3 MapKyBaHHs) y 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
KapTOHHIA ynakoBL,i "MokasaHHsA"; 3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy. BHeceHHs
abo 3miHa(1) 4o 3060B'13aHb Ta YMOB BMAAvi
peecTpauiiiHoro nocBif4YeHHs, BKIoYaroum MNnax
ynpasiHHA pu3nKamu (3acTOCyBaHHS TEKCTY, SKWi
MOrofPKEHN 3 KOMMETEHTHUM OPraHoM) - 3asBHNKOM
Ha/JiaHO OHOBJIEHWIA NNaH yNpaB/iHHA pU3nkamun Bepcis
17.1. 3MiHV BHECEHO A0 YacTuH: | «3aranbHa
iHchopmauis», Il «Cneyndikauist 3 6e3nekn», Il «MnaH 3
hapmakoHarnagy», V «3axoam 3 MiHimisauii pusmkis», VI
«Pe3tome nnaHy ynpasniHHA pusnkamun», VIl «dogatku» .
OHoBneHo cTpykTypy MYP BignoBigHO A0 pekomeHaau,ii
Guideline on good pharmacovigilance practices (GVP)
Module V — Risk management systems (Rev 2)
62. ECMNA-KAPB® | Tabnetku no 10 mr no Ecnapma HimeuunHa ecnapma ®apma HiMeuyunH | BHeECEHHS 3MiH 40 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 3a UA/12191/01/02
25 TabneTtok y 6X Cepsices 'm6X, a - 3aMiHa NOCUNaHHA Ha 06rpyHTYBaHHA cneuudikaLii peyenmom
6nictepi, no 2 abo no HimeuunHa (BTOpUHHE 3aU1i3a oKcuay XXOBTOro (BHOCUTLCSI MOCU/IAHHSA Ha
4 6nictepn y nakyBaHHs); JliHgodapm Ovpektuy €C 231/2012/EC)
KapTOHHiA KOpOGL M6X, HimeuunHa
(BUpo6HMLTBO bulk,
NepBUHHE MakKyBaHHS,
BTOPUHHE NaKyBaHHS,
KOHTPO/1b SKOCTI, BUNYCK
cepii)
63. ECMNIPO TabneTkun, BKPUTI ®apmauestny | lMNonbLya dapmaLeBTUYHUIA 3aBOA, Monbwa BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHW | TUNY 3a UA/18267/01/01
NAiBKOBOIO HWIA 3aBOf, "Monbgapma” C.A. - MOAAHHS1 OHOB/IEHOIO cepTudlikaTa BignoBigHOCTI peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
060/10HKOI0, MO 25 Mr, "MONIbOAPM €Bponevicbkinn hapmakonei Ne R1-CEP 2015-268-Rev 00
no 10 TabneTtok y A" C.A. Ons aiodoi peyosrHK Eplerenone Bif BXe 3aTBEp)KEHOr0
6nicTepi, no 1, no 2, Bupo6HmMka AURISCO PHARMACEUTICAL CO., LTD.,
no 3, no 5 abo no 9 China; 3miHu | TUNY - 3MiHW Y 3aTBEPAKEHNX MeToAax
6nicTepiB B KAPTOHHIA BMNPOGYBaHHS 3a NokasHUKOM «Po3nogin po3mipy
Kopo6ui; no 14 4YacTUHOK» ansa A®| BupobHuutea AURISCO
Tabnetok y 6nictepi, PHARMACEUTICAL CO., LTD., China; 3minu | Tnny -
no 2 6nictepu B 3MiHU Y 3aTBEPAKEHUX MeToAax BUNPobyBaHHsA 3a
KapTOHHilA KOpO6L nokasHukoM «Po3nogin po3mipy 4acTuHOK» ans Ad|
Bpo6HMUTBa MSN LABORATORIES PRIVATE LIMITED
64. ECNIPO TabneTku, BKPUTI dapmauesTny | Monblia dapmaLeBTUYHNI 3aBOS, Monbwa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasnis: 3MiHU | TUny 3a UA/18267/01/02
nNiBKOBOIO HWIA 3aBOA "Monbgapma” C.A. - MOAAHHS1 OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI peyenmom
o60onoHkoto, no 50 wr, "MONIbGAPM €Bponevicbkin dhapmakonei Ne R1-CEP 2015-268-Rev 00
no 10 TabneTtok y A" C.A. Ons aiodoi pedosrHKU Eplerenone Bif BXe 3aTBEp)KEHOr0
6nicTepi, no 1, no 2, Bnpo6HmMka AURISCO PHARMACEUTICAL CO., LTD.,
no 3, no 5 abo no 9 China; 3miHu | TUNY - 3MiHW Y 3aTBEPAKEHUX METoax
6nicTepiB B KAPTOHHIA BMNPOBYBaHHA 3a NOKa3HUKOM «P0o3nogin po3mMipy
Kopobui; no 14 YacTUHOK» ansa A®| BupobHuutea AURISCO
Tabnetok y 6nictepi, PHARMACEUTICAL CO., LTD., China; 3minu | Tuny -
no 2 6nictepu B 3MiHUW Y 3aTBEPAXEHNX MeToAax BUNpPoOyBaHHS 3a
KapTOHHI Kopobui nokasHukom «Po3nogin po3mipy 4acTuHOK» ans Ad|
Brpo6HMUTBa MSN LABORATORIES PRIVATE LIMITED
65. ECLMHOBA NOpOoLLOK (CybCTaHList) NAT Ykpaina MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/9734/01/01
Cl/lb 2,6 - y baHkax gns "ranuucapm” — BHECEHHS 3MiH Y peecTpaLiiiiHe gocke (nigpo3ain
AIAMIHOTEK BMPOGHMLITBA 3.2.S.2.3. KoHTposib MatepiasiB) Nos'A3aHe 3
CAHOBOI CTEePW/IbHUX HEOOXiAHICTIO NpuBeAEeHHS cneuungikaLii Ta MeToaiB
KNcnotn nikapcbknx hopm KOHTposto ETaHon (96%) y BignoBigHICTb 40 BUMOT
EP/O®Y, pitove BUAAHHS; CYNyTHA 3MiHa
- 3MiHn 3 AkocTi. API. KoHTponb AP, 3miHa y meTofax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HMUTBa AP (iHLWi 3MiHM Y MeToAax BUNPoOyBaHHS
(BKtOvatoum 3amiHy abo fonoBHeHHs) Ad| abo
BUXiZHOro/MPOMIiXHOro NPoAYKTY)
66. 30KOP® TabneTkun, BKPUTI Mepk Wapn i | LLBeiiyapis Brpo6HMK Benuvka BHECEHHS 3MiH [0 peecTpayiiiH1ux maTepianis: 3miHun | TUny 3a UA/0645/01/02
NAiBKOBOIO [oywm IAEA Hepo3dacoBaHo| BpwuTanis/ - 3MiHM 3 AKOCTi. [OTOBWI NiKapcbkuii 3aci6. 3MiHN Y peyenmom
060n10HKot0, No 20 Mr M6X NPOAYKLUIT, KOHTPO/b HigepnaH BMPOOHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHThLCA
no 14 tabnetok y akocTi: Mepk LWapn i aw/ BUMYCKY Cepii Ta KOHTPO/IH0 SAKOCTi FOTOBOrO NiKapCbKoro
6nictepi; no 2 Loym Nimiteq, Benvka Benbris 3aco6by (3amiHa ab0 foAaBaHHS BUPOOHMKA, L0

6nicTepy B KAPTOHHii
KopooLi

BpuTaHis; MakyBaHHSA,
KOHTPO/Ib AKOCTi, BUMYCK
cepii: Mepk LWapn i
[oywm B.B., HigepnaHau;
Bunyck cepii: LepiHr-
Mnay Na6o H.B.,
Benebrist

BiANOBIAae 3a BBE3€HHSA Ta/abo Bunyck cepii) - He
BK/10YAI0UY KOHTPOL/BUNPOGYBaHHSA cepii. BHeCeHHs
AiNbHUUI BignoBiganbHoi 3a Bunyck cepii LWepninr-fnay
Na6o H.B., Benbrisi. 3MiHWM BHECEHO [0 iHCTPYKUiT Ans
Me[MYHOro 3aCTOCYBaHHS likapcbKoro 3acoby Ao po3ginis
"BnpobHuk" Ta "MicuesHaxomKeHHs1 BUPOOHUKa Ta Moro
afpeca Micusa NpoBaKEHHA AisANbHOCTI" AodaBaHHA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMPOGHMKA, LU0 BiANOBIAAE 3a BUMYCK Cepil, Ta BiANOBIAHI
3MiHW B TEKCTi MapKyBaHHs yNakoBku. BBegeHHS 3MiH
NPOTArom 6-T1 MiCALIB NiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny
- 3MiHu 3 SKoCTi. F0TOBMIA NiKapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHOTLCA
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, LLO
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepir) - He
BK/10YAI0UY KOHTPO/b/BUNPOGYBaHHSA cepii. BHeCeHHS
AinbHuui ®apma foricTik H.B., Benbria ans imnopty B €C.
3MiHu 1l TUny - 3MiHK Wwopno 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOTKili XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHUMU 3
AKOCTI, AOKNIHIYHUMU, KIIHIYHUMUN JaHUMW Ta JaHUMK 3
thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby Ao posginy
"B3aemogis 3 iHWYMK NikapcbkuMK 3acob6amu Ta iHLWi BUan
B3aemogii". BBegeHHs 3MiH NpoTArom 6-Tv MicAUiB micas
3aTBEPAKEHHS

67.

30KOP®
POPTE

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 40 Mr;
no 14 TabneTtok y
6nicTepi; no 2
6nicTepy B KAPTOHHii
Kopobui

Mepk Wapn i
Joym IAEA
meX

LLiseiuapis

Brpo6HMK
Hepo3dacoBaHoi
NPOAYKLUIT, KOHTPO/Ib
akocTi: Mepk LWapn i
[Loym Nimitea, Benuka
BpuTaHis; MakyBaHHS,
KOHTPO/1b SKOCTi, BUMYCK
cepii: Mepk Wapn i
[oywm B.B., HigepnaHau;
Bunyck cepii: LWepiHr-
Mnay Na6o H.B.,
Benbrisa

Benuka
BputaHis/
HigepnaH

an/

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHu 3 SKOCTi. FOTOBMIA NiKapcbkuii 3aci6. 3mMiHn y
BMPOOHULITBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHOThCA
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, LLIO
BignoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/IO4AI0UM KOHTPONb/BUNPOGYBaHHSA cepii - BHeceHHs
AinbHuuUi dapma forictike H.B., Benbris ans imnopty B
€C.; 3miHu | TNy - 3MiHK 3 AKOCTI. FTOTOBUIA NiKapCbKUii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHa iMnopTepa/3MiHu, Lo
CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOrO
nNiKkapcbKoro 3acoby (3amiHa abo fofaBaHHA BUPOGHYKA,
LLIO BigNoBiAaE 3a BBe3eHHS Ta/abo Bunyck cepii) - He
BK/THOHAI0UN KOHTPO/Ib/BUNPOOYBaHHSA cepii - BHeCeHH:
AinbHWUI BignoBiganbHoi 3a Bunyck cepii WepiHr-Mnay
Na6o H.B., Benbrisi. 3MiHWM BHECEHO A0 IHCTPYKLiT Ans
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"Bupo6HUK" Ta "MicLie3HaxomKeHHs BUPOOHMKa Ta oro
ajpeca MicLs NPoBaXEHHS Ais/IbHOCTI" A0AaBaHHSA
BMPOGHMKa, LU0 BiANOBIAAE 3a BUMYCK cepil, Ta BiANOBIAHI
3MiHW B TEKCTi MapKyBaHHS ynakoBkn. BBefeHHs 3MiH
NpPOTAroM 6-T1 MICALIB MiCNA 3aTBEPMKEHHS; 3MiHN || Tuny
- 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
dhapmakoHarnagy - 3MiHM BHECEHO [0 IHCTPYKLIT Ans

3a
peyermom

UA/0645/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MeAMYHOro 3acToCyBaHHA NiKkapCbKoro 3acoby Ao
po3ainy"B3aemogis 3 iHWUMUK NikapcbkuMn 3acobamm Ta
iHWi BUAW B3aemopiii". BBeAeHHS 3MiH NpoTAromM 6-u
MicsILiB Micnsi 3aTBEPAKEHHS
68. IBYNPO®EH- | Tabnetku no 200 wmr, MpAT Ykpaina MpAT "®apmareBTuyHa YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHU | TUNy 6e3 UA/2350/01/01
AAPHULUA no 10 TabneTok y "®apmaueBTu thipma "apHuus" - nogaHHs Hosoro CEP (NeR1-CEP 2004-023-Rev 05) ans peyenma
KOHTYPHIli YapyHKOBIi yHa chipma A®| ibynpocpeHy Bif HOBOrO BUPOGHUKA ([OMOBHEHHS)
ynakosLi; no 1, no 2 "OapHuus” Shandong Xinhua Pharmaceutical Co., Ltd., China. fk

ab0 No 5 KOHTYpHUX
YapyHKOBUX YNakoBOK
y nauuj

Hacnifok BHECEHHS 3MiH 0 PO3Ainis:
"YnakoBka'(gonoBHeHO iHhopMaLjieto Wwoao ynakoBkun Ad|
3anponoHOBaHoOI AiNbHuL) Ta "TepMiH NepekoHTpon"
(BHECEHO TepMiH NnepekoHTposto APl 3anponoHoBaHOT
AinbHUU); 3MiHK | TUNY - nogaHHa HoBoro CEP (NeR1-CEP
2008-316-Rev 03) ansa Adl ibynpodyeHy Big HOBOro
BMPOGHMKa (gonoBHeHHs) IOL Chemicals and
Pharmaceuticals Ltd., India. 9k HacnigoK BHECEHHS 3MiH
[0 po3ainy "YnakoBka"(4onoBHEHO iHhopmMaLieto Wwoao
ynakosku A®| 3anponoHOBaHOI AiNbHUL); 3MiHM | Tuny:
3MiHn 3 akocTi. A®Il. KoHTposb AdL. 3miHa y napameTpax
cneuudikaLii Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BUXigHNA/NPOMIKXHNIA
NPOAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BUpo6HMUTBa ADI; cynyTHA 3MiHa: 3MiHM 3 SKOCTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobysaHHsa APl abo
BVIXiLHOTrO Matepiany/NpoMiXXHOro NpoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa ADI (iHLLi
3MiHM y MeTogax B1npobyBaHHA (BK/OYaoum 3amiHy abo
[0MnoBHeHHs) AD| abo BMXiZHOrO/NPOMIKHOIO MPOAYKTY)
(6.1.6.2. (),IB), oo npoekty MKA 13 ansa BXigHOro
KOHTPO/IO Ha fiilovy peyvyoBuHY ibynpodeH BHOCATbLCSA
3MiHV Ta pefakuiiHi yTOUHEHHS p. "3a/MLLKOBI KiflbKOCTi
OpraHiYHnX PO34MHHUKIB". BBEAEHHSA 3MiH NPOTArom 6-Tu
MICALIB MiCNA 3aTBEPKEHHS; *3MiHW | Tuny: 3MiHN 3
akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax
BuUNpobyBaHHsA APl abo BMXiZHOro MaTepiany/npomMiKHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BVXifHOro/MPOMDKHOrO NPOAYKTY); CYMyTHA 3MiHa: 3MiHM 3
akocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLini Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BUXigHNA/NPOMIKXHNIA
NPOAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BUpo6HUUTBa API fo npoekTy MKA /13 gns BxigHOro
KOHTPO/IO Ha fiilovy peyvyoBuHY ibynpodeH BHOCATbLCSA
3MiHV Ta pefakuiiHi yTOYHEHHS [0 BignoBigHUX po3ainis:
"PO34MHHICTL" (PO3UMHHICTb B aueToHi P Tay
MeTuaeHxn0puai P BUHECEHO Y po3fin 3arasibHi
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

B/1ACTMBOCTI cy6cTaHLii), "laeHTudikauis” (posain "Apyra
ifeHTuikauia" BUIyyYeHo BignoBigHO Ao Bumor AdY, 1.4
"MoHorpadii"), "MNpo3opicTb po34nHy"(BHECEHO N1Le
pefakuiiiHi npaskun”), "CynpoBigHi AOMILLKK"(BHECEHO
TEpPMiHV NPUAATHOCTI PO34YMHIB Bi4NOBIAHO [0 3BITY 3
Banigauii), "MikpobionoriyHa umctoTa" (NpuBeLEeHHs y
BiAgnoBigHicTb Ao BUMor EP), "KinbkicHe
BU3HaYeHHA"(40NOBHEHO PO3pPaxyHKOBO hopMysio
BW3HAYEHHSA BMICTY PEYOBUHU Y NepepaxyHKy Ha Cyxy
peyoBUHy). BBEAEHHS 3MiH NPOTAroM 6-Tu MicAUiB nicns
3aTBEpPKEHHS; 3MiHU | Tuny: 3MiHW 3 AKoCTi. ADI.
CrabinbHicTb. 3miHa nepiody NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs
A®I (3a BiACYTHOCTI y 3aTBEpPXXEHOMY [0OChE cepTudiikara
BiZiNOBIAHOCTI €Bponelickkili hapmakonei, Lo BKIYae
nepiog, NOBTOPHOro BMNpobyBaHHSA) A0 npoekty MKA /13
AN BXiHOTO KOHTPOsto Ha A®| ibynpodheH BHOCSATLCSA
pefakLiiiHi yTOYHEHHS A0 PO34iny «YMOBM
36epiraHHa»(3aTBEpPAKEHO: «B NN0THO YKYyNopeHHoi Tape,
3alUMLLEHHOM OT cBeTa MecTe, Mpu Temnepartype He Bbille
25 ° C», 3anpornoHoBaHo: «B opuriHanbHili ynakoBLi npu
Temneparypi He Buwe 25 ° C»); 3MiHM | Tuny: 3miHu 3
AKocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOb roTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToax BUnpobyBaHHs
rOTOBOrO JliKapCbKOro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BKOYAOUM 3aMiHy ab0 [AONOBHEHHS);
CynyTHA 3MiHa: 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMiA 3aci6.
KoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby - He3HauHi 3MiHN Ta
pefakuiiiHi yTOYHEHHS A0 METOZIB KOHTPOO SKocTi 13
BiANOBIAHO [0 pekomeHaaliin Ta ctunictuku Y o
po3ginis: "Onuc"(BHeCEHO pefakLiiiHi npasku),
"OAHOPIgHICTb 1030BaHNX OAUHULBL" (BHECEHO peaakLiiiHi
npasku), "CynposigHi A4oMilKK" (ONTUMI30BaHO
NPUroTyBaHHA PO34nHy nopiBHAHHA(D)),
"P034nHEHHA"(BHECEHO YTOYHEHHS TEPMIHY NPUAATHOCTI
PO34MHY NOPIBHAHHSA BiANOBIAHO [0 3BITY Banigauii),
"Mikpob6ionoriyHa uncrota"(npMeeAeHo Yy BIANOBIAHICTL A0
Bumor EP); yci po3ainv nepekniageHo Ha yKpaiHCbKy MOBY,
y T.4. po3ginu "lgeHTundpikauis, "KinbkicHe BU3HauYeHHA"

69.

1I30con

pO3unH ANs iHQYy3ii
no 100 mn, a6o 200
M1, abo 250 mn, abo
400 mn, a6o 500 mny
KOHTEliHepi (KoXeH
KOHTelHep [,0aTKOBO

[ouipHe
nignpveMCTBO
"®apmatpeiig"

Ykpaina

[JouipHe nignpnemctao
"®apmaTtpeiig”

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK 3 sKocTi. CepTudikar BignosigHocTiI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignoBiaHOCTI EBponeiickkiii hapmakonei:

3a
peyermom

UA/6817/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
yMakoBYOTb Y M/IiBKY ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
noniMepHy); no 1 NPOAYKTY, WO BUKOPUCTOBYIOTHCS Yy BUPOOHULTBI ADI; ans
KOHTelHepy B [OMOMDKHOT peyoBrHY (cepTudikaT BifnoBigHOCTI
KapTOHHI/ KopoobLi €Bponelicbkinn hapmakonei) - HoBuid cepTudikar Big
HOBOro BMPO6GHUKa (3amiHa abo LONOBHEHHS) NOAAHO
HoBWI cepTudikaT BignosigHocTi €®, No. R1-CEP 2006-
263-Rev 01 gnsa Aitoyoi pevoBUHN KanblLito xopuay
avrigpaty Big HoBoro BUpo6Huka Macco Organiques,
S.R.0O., Yecbka Pecnybnika. BBegeHHs 3MiH NpoTsrom 6-
TV MicsiLiB nicns 3aTBepkeHHs. 3MiHu Il Tuny - 3miHun 3
AKocCTi. [OTOBWIA Nikapcbkunii 3aci6. Onuc Ta cknag, (iHLwi
3MiHM) CynyTHS 3MiHa - 3MiHM 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM y NpoLieci
BUPOGHMLITBA FOTOBOrO /1iKapCbKoro 3acoby, Bkoyatoun
NPOMIDKHWI NPOAYKT, LLIO 3aCTOCOBYETHLCS NPY BUPOGHULTBI
roTOBOrO Jlikapcbkoro 3acoby (iHLWi 3MiHW) 3MiHa cknagy
niKapcbKoro 3acoby, a came 3MiHIOETLCA hopmyna rigpaty
KasibLito xnopuay (To6To, 3MIHIETLCS KiSTbKiCTb
NPUERHAHNX MONEKY/T BOAMN [0 PEUOBVHMN KaulbLijto
Xnopufy; 3aTBEPMAKEHO: rekcarigpar; 3anponoHoOBaHo:
avrigpar), npu LbOMY KiflbKiCTb [i040i peYOBUHM KaslbLiito
X0puay y BOAHOMY po34nHi /13 3auimiLeHo 6e3 3MiH. | sk
Hacnigok o posainy 3.2.P.3.3.0n1c BMpo6HUYoro
npoLecy Ta KOHTPO/IH0 NPOLEeCY BHECEHO He3HauHi
KOpPUryBaHHA Ta YTOYHEHHS BiANOBIAHO A0 rigpaTHoi
hopMyn KasibLito Xx1opuay. 3MiHM BHECEHI Y po3in
"Cknag" B IHCTPYKLiIO 4719 MEAMYHOrO 3aCTOCYBaHHSA
NiKapCcbKOro 3acoby Ta K Hac/MigoK - BiANOBIAHI 3MiHW y
TEKCTi MapKyBaHHS yNakoBKW NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMAKEHHS
70. 130con PO34uH ONs iHy3il [ouipHe Ykpaina [odipHe nignprvemcTso YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUNy 3a UA/6817/01/01
no 100 mn, a6o 200 nignpMeEMCTBO "®apmaTtpeiig’ - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTposb peyenmom
mn, abo 250 mn, abo "®apmartpeiig” roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
400 mn, a6o 500 mny cneuudikaLin Ta/abo foNycTUMUX MEX FOTOBOIO
KOHTeliHepi; no 1 NiKapCbKOro 3acoby (3BYyXXEHHS [OMYCTUMUX MEX) -
KOHTelHepy B 3BY)KEHHS JOMYCTUMMX MeX 3a NoKasHUKOM «KinbkicHe
KapTOHHIlA KOpooLi BM3HAYEHHS», & CaMe BU3HAYEHHSI BMICTY KaUlili-ioHiB,
KasbLiiii-iOHIB, MarHiii-ioHiB, X/1I0pUa-ioHIB, aueTaT-ioHiB, y
cneyudikaLii Ha TepMiH NPUAATHOCTI
71. KANbLJIO NOpOoLLOK (CybCTaHList) AT Yecbka TOB "MAKKO Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy - UA/12853/01/01
xnoeunpg y MiLlkax "MKo®apma" |Pecny6nika OPTAHIKC" Pecny6nik - BUJaneHHs 3i cneundikauii Ta MeTOAIB KOHTPOSIO
ANTrIAPAT nosnieTuNeHoBux ans a nokasHuka "bapiii" 06yMOBNEHO NPUBELAEHHSM Y
hapMaLeBTUYHOIO Bi4NOBIAHICTL 40 BUMOr MOHOrpadii €
3acTocyBaHHs
72. KAHABIT PO34MH NS iH'EKUIN, BB ®apma a.c. Yecbka EuBiEm ®apma c.p.o. CnoBaubK | BHECEHHs 3MiH [0 peecTpauiiiHux matepianis: 3MiHu | Tuny 3a UA/12630/01/01
10 mr/mnno 1 mn B Pecny6nika a - OHOB/IEHHS cepTudiikaTy BiANOBIAHOCTI €BponeichbKil peyernmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
amny/i 3 KOpUYHEBOro Pecny6nik dhapmakonei Ne R1-CEP 2003-085-Rev 05 gns gito4oi
ckna; no 5 amnyn a peyoBUHM (hiTOMEHAAIOHY Bif, BXe 3aTBepKEHOro
BMILLYIOTb B YMakoBKy BMpo6Huka (DSM Nutritional Products Ltd., Switzerland), y
3 nniskn PVC; no 1 3B'A3KY 3 BUAAIEHHAIM nonepeaHboi MoHorpadii Ne 1036
NIacTUKOBIl ynakoBLi EP Ta iloro 3amiHn HoBOW MoHorpadieto Ne 3011 EP
B KAPTOHHIlA KOpOGL
73. KAMNEBICTA TabneTkun, BKpUTI Mictpan AHrnis Pemegika N1a Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepiasis: 3MiHu | Tuny 3a UA/17936/01/01
NNiBKOBOIO Kenitan - NoJaHHs HOBOrO cepTudikaTa BifgnoBigHOCTI peyenmom
060/10HKO10, M0 150 Mr MeHeKMeHT €Bponelicbkiit hapmakonei Ne R1-CEP 2013-309-Rev 01
no 10 TabneTok y Nimiten Ans gioyoi peyosmHy Capecitabine Big HOBOro BMPOGHMKa
6nictepi; no 6 ACEBRIGHT (INDIA) PHARMA PRIVATE LIMITED
6nicTepis B nayyj 3
KapToHy
74. KAMNEBICTA TabneTku, BKpUTI MicTpan AHINIA Pemegika Nitg, Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUNYy 3a UA/17936/01/02
nNiBKOBOIO Kenitan - NOfAHHSA HOBOTO cepTudikaTa BifnoBigHOCTI peyenmom
060n0HKot0, Mo 500 Mr MeHeKMeHT €sponevicbkin hapmakonei Ne R1-CEP 2013-309-Rev 01
no 10 Tabnetok y Nimiten Ana givoyoi peyoBrHK Capecitabine Big HOBOro BUpPOGHMKa
6nictepi; no 12 ACEBRIGHT (INDIA) PHARMA PRIVATE LIMITED
6nicTepiB B Nayuj 3
KapTOHY
75. KAPOUKET® TabneTtku 3eHTiBa, K.C. Yecbka Bupo6bHuK HiMeuYunH | BHECEHHSI 3MiH 40 PeecTpaLiiiHuxX MaTepianis: 3MiHW | Tuny 3a UA/4491/01/01
PETAP[, MPOJIOHTOBaHOI Aji No Pecny6nika Hepo3dacoBaHo| a - aAMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
20 mr, no 10 TabneTok NPOAYKLUIT Ta KOHTPO/1b agpecy Micusa NpoBaKeHHS AisiNIbHOCTI BUPOGHMKa
y 6nicTepi; no 5 AKOCTI: (Brntoyaroun, 3a HeObXiAHOCTI, MicLie NPoBeAEeHHs
6n1icTepiB B KAPTOHHIl Eiicika KOHTPOJTHO0 SIKOCTi), ab0 B/1acHMKa MacTtep-thaina Ha AdI,
KopoobLi dapmacbloTmkans M'méX, abo noctavanbHuka A®l/BuxigHoro
HimeuunHa,; matepiany/peareHTy/NpoMKHOIo NPOAYKTY, L0
BunpobHuk 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HaYeH0 Y
BiAnoBiganbHUIi 3a [0CbE Ha nikapcbkuii 3acib) 3a BigcyTHOCTI cepTudikata
KOHTPO/b AKOCTI BiZJNOBIAHOCTI €BpoONeNCchkii thapmakonei y
Hepo3dacoBaHo| 3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOI 4OMOMIXKHOT
NpOAYKLUIT: PEYOBUHM (AKLLO 3a3HAYEHO Y [JOCbE) - 3MiHa Ha3BW Ta
Elicika OHOBNEHHSA agpecu (byno: Shannon Industrial Estate,
dapmacbloTukans MmoéxX, Shannon, Co. Clare, ctano: Shannon Industrial Estate,
HimeuunHa,; Shannon, Co. Clare, V14 FX09) BignosigHo A0 JiueHsii Ha
lNepBrHHE Ta BTOPUHHE BMPOGHULITBO BUPOOHUKa A®I i3ocopbify anHiTpaTty, 6e3
nakyBaHHS: 3MiHM MiCLA BNPOBaYKEHHS AisiNIbHOCTI. BHECEHHS 3MiH A0
Elicika MKSA N3y po3gin «Cknag»: MNponoHoBaHa peakuis:
dapmacbloTkans MrméxX, Eirchem Pharma Services Limited, IpnaHgis
HimeyuunHa;
Brpo6HMK
BiANOBIgaNbHMIA 3a
BMNYyCK cepil:
Elicika
dapmacbioTukans Moéx,
HimeyunHa
76. KAPAVKET® TabneTku 3eHTiBa, K.C. Yecbka Bupo6Huk HiMeuunH | BHECEHHS 3MiH 40 peecTpauiiiHuX MaTepianis: 3MiHW | Tuny 3a UA/4491/01/02
PETAPA NPOJIOHroBaHoI Aji No Pecny6nika Hepo3cacosaHoi a - aAMiHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS Ta/abo peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
40 wr no 10 TabneTok NpOoAyKLii Ta KOHTPO/Tb agpecy Micua NPoBaKeHHS AisNIbHOCTI BUPOGHMKa
y 6nictepi; no 5 AKOCTI: (BKtOYaroUK, 3a HEOHOXIAHOCTI, MicLe NPoBeAEeHHS
6nicTepiB B KAPTOHHIl Elicika KOHTPO/II0 AKOCTi), abo BNacHuka mactep-haiina Ha Adl,
Kopobui dapmacbloTmkans M'méX, abo noctavanbHuka APl/BnxigHoro
HimeuunHa,; matepiany/peareHTy/NPoMbKHOIo NPOAYKTY, Lo
BupobHuk 3aCTOCOBYIOTbCS Y BUPOOHULTBI ADI (SKLLO 3a3HaYEHO Y
BiANOBiAaIbHUI 3a [0CbE Ha nikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
KOHTPO/b AKOCTI BiANOBIAHOCTI EBponeiickkili hapmakonei y
Hepo3chacoBaHol 3aTBEPLKEHOMY [OCbE, a60 BUPOGHMKA HOBOI [OMOMDKHOI
NPOAYKLi: PEYOBUHM (SIKLLO 3a3HAYEHO Y [AOChE) - 3MiHA Ha3BU Ta
Elicika OHOBNEHHSA agpecu (byno: Shannon Industrial Estate,
dapmacboTukans Moéx, Shannon, Co. Clare, ctano: Shannon Industrial Estate,
HimeuunHa; Shannon, Co. Clare, V14 FX09) BignosigHo fo JliueHsii Ha
MepBWHHE Ta BTOPUHHE BMPOGHULTBO BUpo6HUKa A®I i3ocopbisy AvHiTpaTty, 6e3
nakyBaHHs: 3MiHV MiCLit BNPOBAMKEHHS Ais/IbHOCTi. BHECEHHSA 3MiH [0
Elicika MKSA N3y po3gin «Cknag»: MponoHoBaHa pefakyis:
dapmacbloTmkans MrméX, Eirchem Pharma Services Limited, IpnaHgis
HimeuunHa,;
Brpo6HMK
BiAnoBiganbHUI 3a
BUMNYCK cepil:
Eficika
dapmacbloTrkans MrvéX,
HimeuunHa
77. KAPAITAB® TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny 6e3 UA/15572/01/01
IC ®ITO NNiBKOBOK 060/I0HKOI0 [,04aTKOBOKO [04aTKOBOKO - 3BY)KEHHS1 HOpPMYBaHHS TecTy "KifibkicHe BU3HaYeHHs" y peyenma
no 10 TabneTok y BiANOBIAA/bHI BiANOBIAALHICTIO cneumdikauii Ta metogax KoHTposnio A®l ETunosuii edip o
6nicTepi; no 1 CTIO "IHTEPXIM" -6pomizoBasiepiaHOBOI KUCAOTH; 3MiHU | TUMY - BUTyYEHHS
6nictepy B nauui "IHTEPXIM"

BMPOGHMKa BAT "Ycornbe - Crnbipcbkuii XiMiko-
hapmaLeBTUYHMI 3aBOA" aKTUBHOI PEYOBUHN ETUI0BUI
echip a-6pomizoBasiepiaHOBOT KMCOTH, L0 BXOAUTL 40
Cknafy rotToBoro Nikapcbkoro 3acoby. CynyTHs 3miHa -
3MiHu 3 sikocTi. A®Il. KoHTpons A®I - BignosigHo
NPOMOHYIOTLCA 3MiHM Y cneuumdikuaii Ta meTogax
KoHTponto API(BAH/): 3mMiHa HOpMyBaHHS TecTy
"CynpoBigHi AOMILLKM", 3MiHA METOAUKN NPOBEAEHHS TECTY
"MikpobionoriyHa uncToTa" Ta BUyYEHHS 3a3HaYEHHS
BUAY YNaKoBKW, MapKyBaHHA Ta TEPMiHy NpuaaTHocCTi Ans
LibOro BUPOOHWKa; 3MiHN | TUMY - BUTyYEHHS BUAIB
nepBuHHOI ynakoBkn A®| ETnnosuii edip o -
6pomizoBasiepiaHOBOT KUCIOTH, SKi BiNblue He
BMKOPWUCTOBYHOTLCS; 3MiHW | TUMY - YTOYHEHHS
hopmytoBaHHS HOpMyBaHHs TecTy "KinbkicHe
BMU3HAYeHHS" y cneuudikauii Ta MeToauL KOHTPOI0
AKOCTI NPOMDKHIO NpoAykTy "Komnnekc onii Mm*a1um 3 B-
LMKTOAEKCTPUHOM"; YTOYHEHHSI METOAMKM, NOB A3aHe 3
KiNbKicTi0 Npo6u, Wo BiAbMpaeTbCs: - B TecTi "KinbkicHe
BM3HAYEHHS" B METOAWML KOHTPOJIIO SKOCTi NPOMIDKHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

npoaykty «Komnnekc onii M aTu 3 B - LMKIOAEKCTPUHOM", -
B TecTax "KisibkicHe BU3Ha4yeHHsA" Ta "Of4HOopPIAHICTb
BMICTY" B METOAMLL KOHTPOJTIO AKOCTI NPOMDDKHOTO
npoaykTy "Komnnekc eTunosoro edipy o -
6pomizoBasiepiaHoBOT KACOTH 3 3 - LMKNOAEKCTPUHOM",
3MiHM | TUny - 3MiHK y cneuudikauii Ta MeToAax KOHTPOo
AKOCTI AONOMIKHUX PEYOBUH: - CTap/iak (3a NoKasHMKOM
"Mikpob6ionoriyHa unctora”, "PO34nHHICTL"), - HATpItO
Kpockapmersosa (3a nokasHukamu "Onuc", "laeHTudikauis”,
"PO34MHHICTB"), - KpEMHIIO AioKCuA KOMoigHNIA 6e3BoAHNI
(3a nokasHvkamu "PO34MHHICTL"),- MarHito cTeapar (3a
nokasHukamm "Po34mHHICTL", "KNCNOTHICTL ab0 NyxHicTb"),
- B - uMKnNoZekcTpuH (3a nokasHukamu "Onuc",
"lpeHTudpikauis”, "Po3unHHicTb", "CynpoBigHi AoMiWK®n",
"KinbkicHe BU3Ha4eHHs"), - kanbLito rigpodocgar
avrigpart (3a nokasHukamu “lgeHTndikauis”,
"PO34MHHICTB"), - KPOCMNOBIAOH (32 NOKa3HMKaMu
"laeHTudikayia”, "PO34nHHICTL") 3MiHM 06YMOBNEHI
HeoOXigHICTIO NpuBeLeHHs cneundikaliii Ta MeToais
KOHTPO/H0 SIKOCTi Y BiANOBIAHICTL A0 BUMOr €BponeiicbKol
thapmakonei Ta APY giroyoi pegakuii; 3minu | Tuny -
YTOUYHEHHSI (POPMY/IIOBAHHS HOPMYBaHHS TeCTy
«Mikpob6ionoriyHa yncToTa». 3anponoHoBaHi 3MiHN
06yMOB/IEeHI NpUBEAEHHAM Y BIANOBIAHICTL A0 BUMOT DY
Aito40oT pedakuii; 3MiHK | TUMY - YTOYHEHHST hOPMY/THOBaHHS
HOPMYBaHHS TecTy «PO34Y/HEeHHS». 3anponoHoBaHi 3MiHW
06yMOB/eHI NpUBEAEHHAM Y BIANOBIAHICTL A0 BUMOT DY
[io4oi pedakuii; 3MiHN | TURY - YTOYHEHHS
hopMy/IHOBaHHIO HOPMYBaHHSA TecTy "OfHOpIAHICTb
[030BaHVX oAnHMLBE" (i3 BIAMNOBIAHOI CYNYTHHOK 3MIHOK Y
cneuudikaLii Ta MeTogax KOHTPO/IH0 SIKOCTi MPOMIKHOTO
npoaykty "Hepo3sdacosaHi TabneTkn"); 3miHu | Tuny -
[OMNOBHEHHA cnevmdikalii Ta MeTOAiB KOHTPO/O
NepBMHHOTO NakyBasibHOro matepiasty /13 nniska
noniBiHiIx10pnaHa TecToMm "laeHTudikauis " 3
BiANOBIAHWM METOA0M BUNPOBYBaHHSA

78.

KAPTAH

pO34MH A1 iH'eEKUI No
1r/5mnno5wmnB
amnyni; no 5 amnyn'y
KapTOHHI ynakoBL,i;

OEMO CA
PapMacboThK
an Inpactpi

pevis

JEMO CA
PapmacbioTuKan
IHpgacTpi

Ipeuis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny
- 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHux npo cuctemy chapmakoHarnsgy, 3amMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI

3a
peyenmom

UA/15595/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MacTep-aiina cuctemy papMmakoHarnisay) - 3mMiHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuisi: Icaesa EniHa €BreHiBHa. 3miHa
KOHTaKTHUX OAaHUX KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg, B
YkpaiHi

79.

KAPTAH

pO34MH opasibHUiA 1
r/10 mn no 10 mn B
amnyni; no 10 amnyn y
KapTOHHI nauw;

LEMO CA
PapmMacboThK
an IHpactpi

Ipeuis

OEMO CA
dapmacbloTUKan
IHpacTpi

Ipeuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUny
- 3MiHM WoAo 6e3nekun/ethekTBHOCTI Ta thapmakoHarnagy.
BeeieHHs1 260 3MiHM A0 y3arasibHEHUX JaHnX Npo
cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHNX
AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOB&XEHOT 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
3asBHMKa 415 34iCHEHHA ddapmakoHarnsagy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANbLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHI
MacTep-aiina cuctemy papMakoHarnisay) - 3mMiHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnsfg B YkpaiHi.
MponoHoBaHa pepakuisi: Icaesa EniHa €BreHiBHa. 3miHa
KOHTaKTHUX OAaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT
ocobu 3as8BHUKA, BIANOBIAAILHOI 3a thapmakoHarnsag, B
YkpaiHi

6e3
peuyenma

UA/15595/02/01

80.

KACEH/TAKC

NOPOLLOK A”A
0opanibHOro PO34nHy Mo
10, 10 a6o 20 caLe
Y KapTOHHili kopobLyi

KaceH
Pekopgari,
C.J.

IcnaHis

KaceH Pekopaari, C.J/1.

IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy
- 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta chapmakoHarnagy.
BBefieHHs1 a60 3MiHM A0 y3arasibHEeHUX JaHnX npo
cucTemy thapmakoHarnsgy (BBefieHHs y3arasibHeHNX
AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
YMOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3a8BHMKa AN 34iCHEHHA ddapmakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
KOHTaKTHOI 0CcO6M 3asiBHYKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaini. NponoHoBaHa pefakuis:
BonowwunHa AHacTtaciss AHaToniiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0co6u 3asiBHUKA, BiANOBIAA/bHOT 38
hapmakoHarnsg, B Ykpaini

6e3
peuyenma

UA/14473/01/01

81.

KBETUKCO/

TabneTku, BKpUTI
n/1iBKOBOO

3AT
"®apmnira”

JinToBCcbka

Pecny6nika

AkTasic /1T4.

MasnbTa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUNYy
- 3MiHW BHECEHI 10 IHCTPYKLIT A8 MeANYHOro

3a
peyenmom

UA/13882/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
060/10HKOI0, MO 25 Mr, 3aCTOCYBaHHS NiKapCbKoro 3acoby y po3gaim
no 10 TabneTtok y "Oco6nmBoCTi 3acTocyBaHHA", "Mo6IuHI peakuii”
6nicTepi, no 3 BiNOBIAHO A0 OHOBMEHOI iHhopMaLii 3 6e3neku Ajiryol
6nicTepn y KapTOHHIl peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsALiB nicns
nauui 3aTBEPAKEHHS
82. KBETUKCON TabneTkn, BKPUTI 3AT JntoBcbka AkTasic J/1T4. ManbTa BHECEHHS 3MiH A0 peecTpaLiiHnx maTtepiasis: 3miHu | Tuny 3a UA/13882/01/02
N1iBKOBOIO "®apmnira”  |Pecnybnika - 3MiHV BHECEHI [0 iHCTPYKLiT 4718 Mean4Horo peyenmom
060/10HKO10, N0 100 3acTocyBaHHSA NikapcbKoro 3acoby y po3ginu
mr, no 10 TabneTok y "Ocob6nmBocTi 3acTocyBaHHA", "Mo6IYHI peakuii”
6nicTepi, no 3 BiAMOBIAHO 40 OHOBMEHOT iHChopMaL,i 3 6e3nekun gjtoyoi
6nicTepy y KapTOHHIl pevoBUHU. BBeEHHS 3MiH NPOTAroM 6-TW MicALB nicas
nauuj 3aTBepKEHHA
83. KBETUKCO/N TabneTku, BKpUTI 3AT JNnToBCcbKa AkTasic /114. ManbTta BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUNYy 3a UA/13882/01/03
nNiBKOBOIO "®papmnira"  |Pecny6nika - 3MiHW BHECEHI [10 iHCTPYKLiT 415 MeanyHoro peyenmom
0600HKot0, No 200 3acTOCyBaHHS Nikapcbkoro 3acoby y po3ginm
mr, no 10 Tabnetok y "Oco6nmBocCTi 3acTocyBaHHA", "TMo6iuHi peakuii”
6nictepi, no 3 BiANOBIAHO O OHOB/IEHOT iH(popMaLLii 3 6e3nekn Aitoyoi
6nicTepy y KapTOHHIl peyoBuHW. BBEAEHHSA 3MiH NpoTAroM 6-Tv MicsAuiB nicns
naui 3aTBEPAKEHHS
84. KBETUPOH TabneTkn, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt” YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/8372/01/02
100 NAiBKOBOK 060/TI0HKOI0 YKPAIHA" - 3MiHW BHECEHI [0 iHCTPYKL,iT 4151 MegnyHoro peyenmom
no 100 wmr; no 10 3acTOCyBaHHS Nikapcbkoro 3acoby y po3ainun“OcobimeocTi
Tabnetok y 6nictepi; 3actocyBaHHs", "Mob6iyHI peakuii" BiANoBIgHO A0
nol, 3a6o 6 OHOB/EHOT iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
6nicTepiB B KAPTOHHIA BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicns
nauui 3aTBEPAKEHHSA
85. KBETUPOH TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma CtapT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny 3a UA/8372/01/03
200 NNiBKOBOK 060/I0HKOI0 YKPAIHA" - 3MiHW BHECEHI [10 iHCTPYKUiT 4N MeauyHoro peyenmom
no 200 wmr; no 10 3acToCcyBaHHSA NikapcbKoro 3acoby y po3ginun“OcobamnBocTi
Tabnetok y 6nictepi; 3acTocyBaHHs", "lNob6iyHI peakuii” BigNoBigHO A0
no 1, 3a6o 6 OHOBNEHOI iHthopMaLii 3 6e3neku Ail4ol peyoBUHN.
6nicTepiB B KAPTOHHIl BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
naui 3aTBEPAKEHHS
86. KBETUPOH TabneTtku, BKPUTI TOB "ACIHO Ykpaina TOB "®dapma Ctapt" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHU | TUny 3a UA/8372/01/01
25 NAiBKOBOK 0H60/TI0HKOI0 YKPAIHA" - 3MiHW BHECEHI [0 iHCTPYKLiT 415 MeguyHoro peyenmom

no 25 wr; no 30
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI navu,i

3aCTOCyBaHHS Nikapcbkoro 3acoby y po3ginn“OcobmeocTi
3acTocyBaHHA", "Mo6ivHi peakuii" BigNoBigHO 00
OHOB/EHOI iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS




53

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
87. KNONIAOrPE | tabnetku, BKpUTI TOB "CaHodpi- | YkpaiHa CAHO®I BIHTPOI ®paHuisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/11825/01/01
Nb-CAHO®I nNiBKOBOIO ABeHTIC IHOACTPIA - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
060/10HKOI0, MO 75 MT; YkpaiHa" afipecy MicLus NPOBa)KEHHS AiNIbHOCTI
Ne 14 (14x1): no 14 BMPOGHMKa/iMnopTepa roToBoro JlikapcbKoro 3acoby,
Tabnetok y 6nictepi; BK/IOYAK0UM AiNbHUL BUMYCKY cepii abo micue
no 1 6nictepy B NpoBefEeHHS KOHTPOJIIO AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHI Kopobui; Ne BiANOBIAAaE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
30 (30x1), Ne 90 - 3MiHa HalilMeHyBaHHsA Ta agpecu BUpobHuka N3 , 6e3
(30x3): no 30 3MiHV MicL BUPOGHMLTBA. 3MiHW BHECEHO B IHCTPYKLiitO
Tabnetok y 6nictepi; ON151 Me4MYHOro 3acTOCyBaHHS LLIOA0 HaliMeHyBaHHSA Ta
no 1 aéo no 3 MiCLLe3HaxoKeHHS BUPO6HVKa 3 BIAMNOBIAHUMU 3MiHAMU Y
6nicTepy B KApTOHHIiA TEKCTi MapKyBaHHS ynakoBKMW NiKapCbKoro 3acoby.
Kopobui BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
88. KO- Tabnetkn, 10 mr/12,5 BAT "TegeoH | YropwuHa KOHTPO/b SKOCTi Ta Monba/ BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 3a UA/8634/01/01
ANPOTOH® mr; no 10 Tabnetok y Pixtep" BWMYCK Cepil; YropuHa - 3MiHu 3 SKoCTi. F0TOBMIA NiKapcbkuii 3aci6. 3mMiHN y peyenmom
6nictepi; no 1 a6o no BMPOGHULITBO BUPOGHMUTBI. 3MiHU Y MpoLeci BUPO6HULTBA FOTOBOr0O
3 6nictepu y Hepo3dgacoBaHO| nikapcbKoro 3acoby, BKIOUAUM NPOMDKHUIM NPOAYKT, L0
KapTOHHIA ynakoBL,i NpoAyKLii, NnepBuHHa 3aCTOCOBYETLCS MNPV BUPOOHULITBI FOTOBOrO NiKapCbKOro
yrnakoBka, BTOPUHHa 3aco0y (iHLWi 3MiHK) - BHECEHHSA 3MiH 0 po3giny 3.2.P.3.3.
ynakoska: TOB "TegeoH Onuc BMPOGHMYOro NpoLLecy Ta KOHTPO/IK0 Npouecy,
PixTep MonbLya”, 30kpema: - Ha Ctagii 1. MpocitoBaHHA Ta 3BaXKyBaHHS:
MonbLa; Bunyck cepii: 3a3HauvyeHHs po3mipy cuta "He meHwe 0,4 MM" 3aMiCTb "He
BAT "l'egeoH Pixtep", 6inblwe 0,4 Mm"; - Ha Ctagii 2. MepemilyBaHHSA Ta
YropumHa npociloBaHHSA: 3a3HaveHHs po3mipy cuta " 0,1 MM" 3amicTb
"0,10 mm"; - Ha CTagii 5. CyLika 3 NceBA0pPOo3PIAKEHNM
LIapoM: 3a3HavYeHHs TemnepaTypu BXogy nosipTs "He
6inble 55° C" 3amicTb "55° C"; rapMoHi3auis KpuTepiiB
NPUAHSATHOCTI LLOA0 3a/IMLLKOBOT BOJIOrocTi; - Ha CTagii 7.
[lofaBaHHA AOMOMDKHUX PEYOBMUH 30BHALIHBLOI hasn:
BUTyYEHHS iH(hopMaLii WoJ0 NPOCitoBaHHS; 3MiHK | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag.
3MiHa y cknagi ([oNOMiIXHMX peyoBUHax) roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS 3MiH A0
po3ainy 3.2.P.1. Onuc i cknag nikapcbkoro 3acoby,
30Kpema: - KoperyBaHHs KiflbKOCTi Ni3uHonpuay aurigparty
310,89 wmr Ha 10,88 Mr (BUNpaBieHHs TEXHIYHHOT
NMOMUJIKW); - KOPeryBaHHs KiflbKOCTi KasibLito rigpodocdaty
purigpat 3 136,80 Mr Ha 135,92 mr (BugasieHo Kinbkictb
6€e3B0OAHOr0 KasnbLjio rigpodpocdary); - 3a3HaueHHs
BIJCOTKOBOI KifIbKOCTI IHFpeieHTIB 40 TPbOX 3HaKiB nicns
KOoMW. BBEAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMXEHHS. 3MiHM BHeceHi y po3gain "Cknag” B
IHCTPYKLU,i0 ANS1 MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3ac06y Ta sK HacnifokK - BigNOBIAHI 3MiHN Y TEKCTI
MapKyBaHHS yNakoBK/ NikapCbkoro 3acoby
89. KO- Tabnetkn, 20 mr/12,5 BAT "lepeoH | YropLiuHa KOHTPO/b AKOCTi Ta Monbuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 3a UA/8634/01/02
ANPOTOH® Mr; no 10 TabneTok y Pixtep" BWMNYCK Cepil; YropLumHa - 3MiHu 3 sKoCTi. [oTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenmom




54

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepi; no 1 abo no BMPOBHMLITBO BVMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOTO
3 6nictepu y Hepo3dhacoBaHOT nikapcbKoro 3acoby, BKIYaUy NPOMiIXHUIA NMPOAYKT, L0
KapTOHHIiA ynakoBL,i nNpoAyKLuii, NnepBuHHa 3aCTOCOBYETLCA MPU BUPOOHULITBI FOTOBOrO NiKapCbKOro
ynakoBKa, BTOPUHHA 3aco6y (iHWi 3MiHK) - BHECEHHS 3MiH A0 po3giny 3.2.P.3.3.
ynakoska: TOB "TegeoH Onuvc BMPO6GHMYOro NpoLiecy Ta KOHTPOsIo NpoLiecy,
Pixtep MonbLya”, 30kpema: - Ha Ctagii 1. MpocitoBaHHA Ta 3BaXKYBaHHS:
MonbLya; BANYCK cepii: 3a3HayeHHs po3mipy cvTa "He mMeHwe 0,4 MM" 3amicTb "He
BAT "l'efeoH Pixtep", 6inbLwe 0,4 Mm"; - Ha Ctagii 2. MNepemiwyBaHHA Ta
YropLumHa npocitoBaHHA: 3a3HaveHHs po3mipy cuta " 0,1 MM" 3amicTb
" 0,10 mm" ; - Ha Cragiji 5. CyLuka 3 NnceBA0pOo3pigKEHNM
LLIapoM: 3a3HayeHHsa TemnepaTtypu Bxody nosipTsa "He
6inbLe 55° C" 3amicTb "55° C"; rapMoHisauis kpuTepiis
NPUAHSATHOCTI LWOA0 3a/IMLLKOBOT BOMIOrocTi; - Ha Cragii 7.
[JlofaBaHHA AONOMDKHUX PEHOBUH 30BHALLHLOT hasu:
BUYYEHHS iH(hopMaLlii WoA0 NPOCiOBaHHS; 3MiHK | Tuny -
3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag.
3miHa y cknagi (4oNoMKHUX pevoBUHaXxX) roToBoro
NikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHSA 3MiH A0
po3giny 3.2.P.1. Onuc i cknag, nikapcbkoro 3acoby,
30Kpema: - KoperyBaHHs KiflbKOCTi Nli3uHonpuny aurigpaty
320,77 Mr Ha 20,76 Mr (BUNpaBAEHHS TEXHIYHHOT
NMOMWJIKW); - KOPEeryBaHHS KifIbKOCTi KasbLjto rigpodpoccparty
purigpat 3 136,70 Mr Ha 134,94 mMr (BuasieHo KinbkicTb
6e3B0/IHOr0 KasibLijto rigpodpocdarty); - 3a3HaUYEHHs
BiICOTKOBOI Ki/IbKOCTi iHFpeieHTIB 4O TPbOX 3HaKIB Micns
KOMMU; - KOperyBaHHs BifCOTKOBOT KifIbKOCTi OKCcuAy 3asisa
xosToro (E 172) 3 0.028 % Ha 0,038 % (BunpasneHHs
TEXHIYHHOI MOMW/IKM); - B OMUCI KPOXMaUTo
npexenaTyHi30BaHOro KOHKPETU30BaHO - KYKYPYA3SHWIA
Kpoxmasb. BBegeHHs 3MiH npoTsarom 6-Tv MicauiB nicns
3aTBEepKEHHS. 3MiHM BHeceHi y po3gin "Cknag” B
IHCTPYKLU,il0 AN MeAMYHOro 3aCTOCYBaHHA NiKapCbKoro
3acoby Ta K HacnifoK - BiANOBIAHI 3MiHW Yy TEKCTi
MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby
90. KOH®YHAYC | T1abnetku, BKpUTI OpioH PiHNAHAiA OpioH KopropeiiLuH, PiHnsaHgia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/17293/01/01
® TPIO 06010HKOt0, N0 150 Kopnope/iLH PiHNAHAiA: Yecbka BUMNPaBAEHHS TEXHIYHUX MOMUOK 3rigHo n.2.4. po3giny VI
mr/37,5 mr/200 mr in AnbTepHaTUBHUIA Pecny6nik | Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
bulk: no 100 Ta6neTtok BMPOGHUK, LU0 3AiICHI0E a Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),
y donakoHi, no 60 nepBrHHE Ta BTOPVHHE [ONyLEeHVX NPy NPOBEAEHHI NpoLeAypy BHECEHHS 3MiH
h/1aKOHIB B KApPTOHHIl nakyBaHHs: OpioH (Haka3z MO3 Ykpainu Big 28.04.2021 p Ne832) B
TpaHCMopTHil KopnopefiH, crneundikaii Ta MeTogax KoHTpono B MKA. Momusiku
ynakoBLi PiHNAHAIR; noB'sA3aHi 3 HEKOPEKTHVUM MepPeKNagom peecTpaLiiHnX
AnbTepHaTUBHWIA [OKYMEHTIB Bifj BUPOGHUKA Ta 3 HEKOPEKTHUM Nepeknagom
BMPOGHUK, LU0 3AiICHI0E 3 pOCilicbKOT Ha YKpaiHCbKy MOBY, OCKiflbkM paHiwe MKHA
KOHTPONb AKoCTi: KBiHTa 6ynu 3aTBEPAKEHI POCINCHKOI0 MOBOK. 3a3HayeHi
- AHaniTika c.p.o., BMMpaB/IeHHS BiAMoBifal0Te MaTepiasiam peecTpaviiiHoro
Yecbka Pecny6nika [0CbE, SIKi 3HAX0AATLCA B apXiBi
91. KOH®YHAYC | TabneTku, BKpUTI OpioH PiHnaAHAIA OpioH KopnopeiiliH, PiHnaHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepiais: 3a UA/1919/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
® TPIO o060n0Hkoto, no 150 KopnopeWLH PiHnAHAiA: Yecbka BUMNpPaB/IEHHS TEXHIYHUX MOMUWOK 3rigHo n.2.4. po3giny VI peyenmom
mr/37,5 mr/200 mr no AnbTepHaTUBHUIA Pecny6nik | Hakaszy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
30 a6o no 100 BUPOGHWK, LU0 3AjiicHi0E | a/ YkpaiHa Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),
TabneTok y hnakoHi; nepBUHHE Ta BTOPUHHE JonyLweHnX Npu NpoBeAeHHI NpoLeAypy BHECEHHS 3MiH
no 1 cpnakoHy B nakyBaHHs: OpioH (Haka3 MO3 Ykpainu Big, 28.04.2021 p Ne832) B
KapTOHHIlA KOpO6L KopnopeiLuH, cneuudikaLii Ta MeTogax KoHTposito B MKA. Momusku
PiHNAHAIS; NnoB'si3aHi 3 HEKOPEKTHVM MEePEKNafoM peecTpaLiiHnX
AnbTepHaTUBHWIA [OKYMEHTIB Bif, BUPOGHUKA Ta 3 HEKOPEKTHUM Nepeknagom
BUPOGHWK, LLO 3AiiiCHI0E 3 pOCilicbKOi Ha YKpaiHCbKy MOBY, OCKiIbkM paHie MKHA
KOHTpOb AKoCTi: KBiHTa 6ynu 3aTBEPAKEHI POCICHKOI0 MOBOK. 3a3HaueHi
- AHaniTika c.p.o., BMMpaB/IEHHS BiAMoBifal0Tb MaTepiaiam peecTpaviiiHoro
Yecbka Pecnybnika; [0CbE, AKi 3HaX0AATbCA B apXiBi
AnbTepHaTUBHUIA
BMPOGHUK, LU0 3AiiCHI0E
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib AKOCTI i
BUMNYCK Cepiii:
ToBapucTso 3
06MeXeHOoI0
BiANOBIAA/ILHICTIO
"KYCYM ®APM",
YKpaiHa
92. KOH®YHAYC | T1abnetku, BKpUTI OpioH PiHNAHAiA OpioH KopropeiiLuH, PiHnsaHgia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: - UA/17291/01/01
® TPIO 06010HKOt0, N0 100 Kopnope#iLuH PiHNAHAIA, Yecbka BUMNPaBNEHHSA TEXHIYHUX MOMUAOK 3rigHo n.2.4. po3giny VI
Mr/25 Mr/200 mr in AnbTepHaTUBHUIA Pecny6nik | Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
bulk: no 100 Ta6neTtok BMPOGHUK, LU0 3AiICHI0E a Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),
y donakoHi, no 60 nepBrHHE Ta BTOPVHHE [ONyLEHVX NMPX NPU NPOBEAEHHI NpoLeAypy BHECEHHS
h/1aKOHIB B KApPTOHHIl nakyBaHHs: OpioH 3MmiH (Haka3z MO3 YkpaiHu Big 28.04.2021 p Ne832) B
TpaHCMopTHil KopnopefiH, crneundikauii Ta MeTogax KoHTpono B MKA. MNMomusiku
ynakoBLi PiHNAHgiA, KeiHTa - NnoB'si3aHi 3 HEKOPEKTHVUM MepPekNagom peecTpaLiniHnX
AHaniTika c.p.o.,Yecbka [OKYMEHTIB Bif, BUPOGHMKa Ta 3 HEKOPEKTHUM nepekiagom
Pecny6nika 3 pOCiiicbKOT Ha YKpaiHCbKy MOBY, OCKiflbkM paHie MKHA
AnbTepHaTUBHUIA 6ynn 3aTBEPAKEHI POCINCHKOI0 MOBOK. 3a3HayeHi
BMPOGHWK, L0 34iICHI0E BMMpaB/IeHHS BiAMoBifal0Te MaTepiasiam peecTpaviiiHoro
KOHTPO/1b AKOCTI [0CbE, SKi 3HAX0AATLCA B apXiBi
93. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLuH, PiHnaHgia/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/1919/01/02
® TPIO o060n0Hkoto, no 100 KopnopeiLuH PiHNAHgA: Yecbka BUNPABIEHHS TEXHIYHUX NOMW/IOK 3rigHO N.2.4. po3giny VI peyenmom
Mmr/25 mr/200 mr no 30 AnbTepHaTUBHUIA Pecny6nik | Hakasy MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pegakuii
abo no 100 TabneTok BMPOGHUK, L0 34jiicHioe | a/ YkpaiHa Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),

y thnakoHi; no 1
(h/1aKOHY B KapTOHHiiA
Kopobui

nepBUHHE Ta BTOPUHHE

nakyBaHHs: OpioH
KopnopefiH,
diHnaHgis;

AnbTepHaTUBHUIA

BMPOGHUK, LLO 3AiCHI0E

KOHTPO/b AKOCTI: KBiHTa
- AHaniTika c.p.o.,

[OMyLEHVX NMPW NPU NPOBEeAEHHI NpoLeAypy BHECEHHS
3MiH (Haka3z MO3 Ykpainu Big 28.04.2021 p Ne832) B
crneungikauii Ta MmeTogax KoHTpon B MKA. Momuskn
NoB'A3aHi 3 HEKOPEKTHNM MepekafoM peecTpaLiiHux

[OKYMEHTIB Bif, BUPOGHUKA Ta 3 HEKOPEKTHUM Nepeknanom
3 pOCiiCbKOT Ha YKpaiHCbKy MOBY, OCKiNbkn paHiwe MKHA
6ynn 3aTBEPAKEHI POCIICbKO0 MOBOH. 3a3HaueHi
BMMNpaB/IEHHs BiAMNoBigaTb MaTepiasiamMm peecTpauiiHoro




56

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Yecbka Pecny6bnika; [OCbE, K 3HaX0AATbCA B apXiBi
AnbTepHaTUBHUIA
BUPOGHWK, LLO 3AiiiCHI0E
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib AKOCTI i
BUMYyCK cepili:
ToBapucTso 3
06MeXeHot
BiANOBIAA/ILHICTIO
"KYCYM ®APM",
YKpaiHa
94, KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLH, PiHnaHgia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: - UA/17290/01/01
® TPIO o60onoHkoto, no 200 KopnopeiLuH DiHNAHgiA, PiHAAHAIA Yecbka BUMNpPaB/IEHHSA TEXHIYHUX MOMUWOK 3rigHo n.2.4. po3giny VI
Mr/50 mr/200 wmr; in AnbTepHaTUBHUIA Pecny6nik | Hakasy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
bulk: no 100 TabneTok BMPOOBHUK, LLIO 34iCHI0E a Hakaszy MO3 Ykpainu Big 23.07.2015 p Ne 460),
y dhnakoHi, no 60 nepBUHHE Ta BTOPUHHE JonyLweHnX Npu NpoBeAeHHI NpoLeAypy BHECEHHS 3MiH
(h/1aKOHIB B KApPTOHHiIl nakyBaHHs: OpioH (Haka3 MO3 Ykpainu Big, 28.04.2021 p Ne832) B
TPaHCMOpPTHIl KopnopefiH, cneuudikauii Ta meTogax KoHTposito B MKA. MomMuskn
ynakoBLi DiHNAHgiA, PiHNAHAIA NnoB'si3aHi 3 HEKOPEKTHUM MEePEKNafoM peecTpaLiiHnX
AnbTepHaTUBHWIA [OKYMEHTIB Bif, BUPOGHUKA Ta 3 HEKOPEKTHUM Nepeknagom
BMPOGHUK, LLO 3AiACHI0E 3 POCIiCbKOT Ha YKpaiHCbKy MOBY, OCKiNibkn paHiwe MKHA
KOHTpOb AKoCTi: KBiHTa 6ynu 3aTBEPAKEHI POCIICbKOI0 MOBOK. 3a3HaueHi
- AHaniTika c.p.o., BMNpaB/IEHHS BiAMoBifal0Tb MaTepianiam peecTpaviiiHoro
Yecbka Pecny6bnika, [OCbE, AKi 3HaX0AATbCS B apXiBi
Yecbka Pecnybnika
95. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHLIA OpioH KopropeiiLuH, PiHnangia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/1919/01/04
® TPIO 060/10HKO10, N0 200 KopnopeiLuH PiHNAHAiA, PiHAAHAIA Yecbka BUNPAB/IEHHS TEXHIYHUX NOMWOK 3rigHO N.2.4. po3giny VI peyenmom
mr/50 mr/200 mr; no 30 AnbTepHaTUBHUIA Pecny6nik | Hakaly MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
abo no 100 TabneTok BMPOGHUK, L0 34jiicHi0e | a/ YkpaiHa Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),

y thnakoHi; no 1
poNakoHy B KAPTOHHIl
Kopoobui

nepBUHHE Ta BTOPUHHE
nakyBaHHs:
OpioH KopropeiiLuH,
PiHNAHAiA, PiHAAHAIA
AnbTepHaTUBHUIA
BMPOGHUK, L0 34iAICHI0E
KOHTPOb AKOCTI: KBiHTa
- AHaniTika c.p.o.,
Yecbka Pecny6bnika,
AnbTepHaTUBHUIA
BMPOGHUK, LLO 3AiCHI0E
BTOPVHHE MakKyBaHHS,
KOHTPO/b SKOCTI i
BWMNYCK Cepii:
ToBapucTso 3
06MeXeHoto
BiANOBIAALHICTIO
"KYCYM ®APM",
YKpaiHa

[onyLeHnx Npy NPoBeAeHHI NpoLeaypy BHECEHHS 3MiH
(Haka3z MO3 Ykpainu Big 28.04.2021 p Ne832) B
crneundikauii Ta MeTogax KoHTpono B MKA. MNMomusiku
NoB'A3aHi 3 HEKOPEKTHNM Mepek1afoM peecTpaLiiHmx
[OKYMEHTIB Bifj BUPOGHMKa Ta 3 HEKOPEKTHUM nepeknagom
3 pOCiiicbKOi Ha YKpaiHCbKy MOBY, OCKiNlbkn paHiwe MK$A
6ynn 3aTBEPAKEHI POCIiCHKO0 MOBOH. 3a3HaueHi
BMNPaB/IEHHS BiANOBIAATL MaTepiasiaM peecTpauiiHoro
[OCbE, SKi 3HAaX0OATbCA B apXiBi
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
96. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHnAHAA OpioH KopropeiiLH, diHnaHgisa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepiais: - UA/17292/01/01
® TPIO 060/10HKO10, M0 50 KopnopeiLuH PiHNAHgIA: Yecbka BUNPABNEHHS TEXHIYHUX NOMWOK 3rigHO N.2.4. po3giny VI
mr/12,5 mr/200 mr; in AnbTepHaTUBHWIA Pecny6nik | Hakady MO3 YkpaiHu Bif 26.08.2005p. Ne 426 (y pegakuii
bulk: no 100 Ta6neTok BMPOGHUK, LLO 34iICHI0E a Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),
y dhnakoHi, no 60 nepBUHHe Ta BTOPUHHE [OMyLEHVX MPY NPU NPOBEeAEHHI NpoLeAypy BHECEHHS
dh/1aKoHIB B KAPTOHHIl nakyBaHHs: OpioH 3MiH (Hakaz MO3 Ykpainu Big 28.04.2021 p Ne832) B
TPaHCMOpPTHIl KopnopefiwH, cneuudikayii Ta meTogax KoHTposito B MKA. MomMusku
ynakoBLiji PiHNAHZIA; NnoB'si3aHi 3 HEKOPEKTHUM MEPEKNAL0M peecTpaLiiHnX
AnbTepHaTUBHWIA [OKYMEHTIB Bifl BUPOOHYVKa Ta 3 HEKOPEKTHUM nepeknagom
BMPOGHUK, LLO 34iICHI0E 3 pOCiicbKOT Ha YKpaiHCbKy MOBY, OCKiNibkn paHiwe MKA
KOHTpO/b AKOCTi: KBiHTa 6ynn 3aTBEPAKEHI POCIICbKO0 MOBOH. 3a3HaueHi
- AHaniTika c.p.o., BMNpaB/IEHHS BiAMNoBigal0Th MaTepiaiam peecTpawiiiHoro
Yecbka Pecnybnika [OCbE, K 3HaX0AATbCA B apXiBi
97. KOH®YHAYC | T1abnetku, BKpUTI OpioH PiHNAHAiA OpioH KopropeiiLuH, ®iHnsaHgia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHix maTepianis: 3a UA/1919/01/01
® TPIO 060n0Hkoto, No 50 Kopnope/iLH PiHNAHAiA: Yecbka BUMNPaBAEHHS TEXHIYHUX MOMMWOK 3rigHo n.2.4. po3giny VI peyenmom
mr/12,5 mr/200 mr; no AnbTepHaTUBHUIA Pecny6nik | Hakaly MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
30 a6o no 100 BMPOGHWUK, L0 3ajiicHioe | a/ YkpaiHa Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460),
TabneTok y priakoHi; nepBrHHE Ta BTOPVYHHE AONyLLEeHVX NPy NpW NPOBEAEHHI NPoLeaypy BHECEHHS
no 1 dpnakoHy B nakyBaHHs: OpioH 3MmiH (Haka3z MO3 YkpaiHu Big 28.04.2021 p Ne832) B
KapTOHHI Kopo6Lyj; KopnopefiH, crneundikauii Ta MeTogax KoHTpono B MKA. MNMomusiku
PiHNAHAIR; NnoB'si3aHi 3 HEKOPEKTHVUM MepPekNagom peecTpaLiniHnX
AnbTepHaTUBHWIA [OKYMEHTIB Bifj BUPOGHUKA Ta 3 HEKOPEKTHUM Nepeknagom
BMPOGHUK, LU0 3AiICHI0E 3 pOCiiicbKOT Ha YKpaiHCbKy MOBY, OCKiflbkM paHie MKHA
KOHTPONb AKOCTi: KBiHTa 6ynu 3aTBEPAXKEHI POCINCHKOI0 MOBOK. 3a3HayeHi
- AHaniTika c.p.o., BMMpaB/IeHHS BiAMoBifalTe MaTepiasiam peecTpaviiiHoro
Yecbka Pecny6nika; [0CbE, SKi 3HAX0AATLCA B apXiBi
AnbTepHaTUBHUIA
BMPOGHUK, L0 3AiICHI0E
BTOPVHHE NakKyBaHHS,
KOHTPO/Ib SIKOCTI i
BWMNYCK Cepiii:
ToBapucTso 3
06MEXeHOI0
BiANOBIAA/IbHICTIO
"KYCYM ®APM",
YkpaiHa
98. KO- Tabnetku no 20 Mepk Wapn i |LUBeiiuapis BUPOGHMK Benuvka BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/4279/01/01
PEHITEK® mr/12,5 wr; no 14 Ooywm IAEA Hepo3dhacoBaHO! BpuTanis/ - 3MiHK 3 siKOCTi. FOoTOBUIA NiKapcbkuii 3aci6. 3MiHW y peyenmom
Tabnetok y 6nictepi; M6X NPOAYKLi, TECTYBaHHS: Higepnax BMPOOHULTBI. 3MiHA iMNopTepa/3MiHK, L0 CTOCYIOTbCA
no 2 6nictepu B Mepk Wapn i Joym anl BUNYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapCbKoro
KapTOHHIlA KopooLi NimiTen, Benvka Benbris 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, L0

BpuTanis; MepBuHHa Ta
BTOPMHHA ynaKkoBka,
KOHTPO/b AKOCTI, A03BiN
Ha BuUMnyck cepii: Mepk
Wapn i foym B.B.,
HigepnaHvaw; Bunyck

BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepii) - He
BK/THOHAK0UN KOHTPOb/BUNPOGYBaHHSA cepiil. BBeaeHHS
[04aTKOBOT AiNbHULL, BignoBiganbHOI 3a Bunyck cepii M3
LepinHr-Mnay /1a6o H.B., Benbria / Schering-Plough Labo
NV, Belgium 3a agpecoto: IHaycTpienapk 30, XelicT-on-
neH-bepr, 2220, Benebrisa / Industriepark 30, Heist-op-den-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

cepii:
LWepiHr-Mnay Nla6o H.B.,
Benbrisa

Berg, 2220, Belgium. BBefeHHs1 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepaXXeHHs. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA NiKapCbkuWii 3aci6. 3MiHM Y BUPOBHULTBI. 3MiHa
iMnopTepa/aMiHK, L0 CTOCYIOTLCS BUNYCKY cepii Ta
KOHTPOJO SIKOCTi rOTOBOrO Jlikapcbkoro 3acoby (3amiHa
abo fofaBaHHS BUPO6HMKA, LLIO BiANOBIAAE 3@ BBE3EHHS
Ta/abo BMnNyck cepii) - He Bkoyaroun
KOHTPO/L/BUNPOBYBaHHSA cepii. BHeceHHs 3MiHn A0
maTepianiB peecTtpaduiiiHoro gocbe ( posginy 3.2.P.3.1
Brpo6Huk(n)), a came - BBeAEHHSA BUPOOHMKa Papma
NoricTike H.B., Benbria / Pharma Logistics NV, Belgium
(LinbHuusa ans imnopty B €C) 3a agpecoto:
NeyBeHcucTuHBer 242, BypTtmip6ek, 3190, benbris /
Leuvensesteenweg 242, Boortmeerbeek, 3190, Belgium.
3minu [l TMny - 3MiHK Woao 6esnekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMU AaHUMU 3
SIKOCTi, AOK/iIHIYHUMMU, KNIHIYHUMWU AaHUMK Ta AaHUMK 3
thapmMakoHarnagy. 3MiH1M BHECEHO B iHCTPYKLUitO An1A
Me[MYHOro 3aCTOCYBaHHS likapcbKoro 3acoby Ao po3ginis
"B3aemogis 3 iHWVMK fikapcbkMMK 3acob6amu Ta iHLWi BUan
B3aemogiit”, "OcobMBOCTi 3acTocyBaHHA". BBeAEHHS 3MiH
npoTsArom 6 micsyis nicns 3aTBepikKeHHs

99,

KO®AH
BOCHANEK®

TabneTku no 10
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHIA Kopoo6Li

BocHanek g.4.

BocHis i
lepueroBuH
a

BocHanek g.4.

BocHis i
lepuerosu
Ha

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny
- BUNYYEHHSI OHOTO 3 3aTBEPAKEHNX BUPOBHUKIB Ajitoyol
peyoBuHM NponicheHas3oHy, a came Vani Pharma Labs Ltd,
IHais.
3anponoHosaHo: SHANDONG XINHUA
PHARMACEUTICAL CO, LTD, Kutaw

6e3
peyenma

UA/3998/01/01

100.

KCEOMIH

MOPOLLOK A/15 PO3UNHY
Ans iH ekujin, no 100
LD50 oguHuLp; 1
dh/1aKoH 3 NOPOLLKOM Y
KapTOHHIlA KopooLi

Mepy
$apmacbloTika
n3 rméex

HimeuunHa

IAT Bionorika MM6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY,
BMNpobyBaHHsA
KOHTPOJIH0 SKOCTi B
npoLeci BUpo6HNLITBA,
BMNpobyBaHHsA
KOHTPO/II0 AKOCTi Npu
BUMYyCKy Ta
CTabiNbHOCTI, NepBUHHE
Ta BTOPVHHE
nakyBaHHs); 10T
Na6opaTopis
$apmakornorii Ta
Tokcukonorii F'M6X Ta

HimeyunH
a/
Ipnangis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUNYy
- 3MiHK Wopo 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst ab0o 3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy hapmakoHarnsagy (BBefleHHs y3arasibHeHUX
[AaHvX Npo cuctemy hapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iICHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
YMOBHOBaXXeEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: Julia Pfaff. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKA, BiANoBiAanbHOT

3a
peyenmom

UA/15447/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

Ko.Kl, HimevunHa
(BunpobyBaHHs LD50
(kinbKicHe BU3HaYeHHSA

6i010rIYHOT aKTUBHOCTI));
Mepu, ®apma M'm6X i Ko.
KraA, HimeuunHa
(BMpPOGHMLTBO
Hepo3ghacoBaHo
NpPOAYyKTY,
BMNPOOYBaHHS

KOHTPOJIH0 SIKOCTi B
npoueci BUpobHNLTBA,
KiNlbKiCHE BU3HAYEHHS

Ha OCHOBI K/ITWH,
KifIbKiCHE BU3HAYEHHS

BoTyniHiuHoro
HEeNpPOTOKCUHY
Clostridium Botulinum
Tuny A (ELISA),
NepBUHHE NaKyBaHHS);
Mepu, ®apma M'v6X i Ko.

KraA, HiveuunHa
(BTOpPVHHE NakyBaHHS,
BUNYCK cepii ); Yapnb3

PiBep Jlabopatopi3

AlineHp NMivites,

IpnaHgis (BMNpobyBaHHs
LD50 (kinbkicHe
BU3HaYeHHs 6ionoriyHol
aKTUBHOCTI))

3a hapmakoHarnsg

101.

KCEOMIH

MOPOLLOK A/15 PO3UUHY
[Ans iH ekuiin, no 50
LD50 oguHuup; 1
dp1akoH 3 NOPOLLKOM Y
KapTOHHIlA KOpooLi

Mepy
$apmacbloTika
n3 rméx

HimeuunHa

IAT Bionorika MM6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY,
BMNpobyBaHHA
KOHTPOJIH0 SKOCTi B
npoweci BUpo6HULTBA,
BMNpobyBaHHA
KOHTPO/IIO AKOCTi Npu
BUMYyCKy Ta
CTabiNbHOCTI, NepBUHHE
Ta BTOPVHHE
nakyBaHHs); 10T
Na6opaTopis
dapmaxkonorii Ta
Tokcukonorii F'M6X Ta
Ko.KI", Himeuunna

HimeuumnH
a/
Ipnangis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny
- 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay.
BeefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHux npo cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI faHi) Ta/abo 3MiHU Y PO3MILLEeHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOBaXeHOT 0C06M 3a8BHUKA, BiAMnoBigaIbHOT 3a
hapMakoHarnsg.

MponoHoBaHa pegakuis: Julia Pfaff. 3miHa KOHTaKTHMX
[aHVX YNOBHOB&XEHOI 0CO6U 3asBHMKA, BignoBiganbHOT
3a hapmakoHarnag

3a
peyenmom

UA/15447/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BunpobysaHHs LD50
(KinbKiCHe BU3HaYeHHs
6i010rYHOT aKTUBHOCTI));
Mepy, ®apma M'v6X i Ko.
KraA, HiveuunHa
(BMPOGHMLTBO
Hepo3dacoBaHo
NPOAYKTY,
BMNpobyBaHHA
KOHTPOJTHO SKOCTi B
npoueci BUpoGHULTBA,
KifIbKiCHE BU3HAYEHHS
Ha OCHOBI KNITUH,
KifIbKiCHE BU3HAYEHHS
BoTyniHiuHoro
HEeNpOTOKCUHY
Clostridium Botulinum
Tuny A (ELISA),
NepBUHHE NaKyBaHHS);
Mepy, ®apma M'v6X i Ko.
KraA, HimeuunHa
(BTOpPVHHE NakyBaHHS,
BUNycK cepii ); Yapnb3
Pisep NlabopaTopis
Alineng Nivitep,
IpnaHgis (BMNpobyBaHHsA
LD50 (kinbkicHe
BU3HAYEHHA 6ios0riYHOT
aKTMBHOCTI))
102. | KCUBYNAH nopoLLoK Aans posunHy | AHTUBIOTUK | PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18686/01/01
Ans iH'exuiii abo M CA TMny - 3MiHK 3 AKOCTi. [0TOBWIA Nikapcbknii 3aci6. Cuctema |  peyernmom
iHcpysiii no 1,2 r (1000 KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
mr/200 wr), no 1 no yMakoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa KinbKoCTi
10, a6o no 25 oanHUUbL (Hanpviknag TabneTok, amnyn TOL0) B YNakoBLii:)
(h/1aKOHIB Y KapTOHHIl - 3MiHa no3a fAjana3oHoOM 3aTBepAKEeHNX po3Mmipis
nauuj ynaKkoBKW - BBefieHHA [04aTKOBOI YNakoBKu: no 25
h1akoHIB y kapToHHIl nayui (Ne25) 3 BignoBigHMMK
3MiHamMu y p. "YnakoBka". 3MiH/ BHECEHI B iHCTPYKLit0 AN
MEeAMYHOro 3aCTOCyBaHHSA MikapCcbKoro 3acoby y po3gin
"YnakoBka", SIK Hac/1iA0K NosiBa A0AATKOBOr0 NakyBaHHS.
103. | KCUBY/NAH MOPOLLOK A1 PO3UNHY AHTNGIOTUKN PymyHis AHTUBIOTUKN CA PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/18686/01/01
08 iH'exuii abo CA - 3MiHM BHECEHI 040 BUTYYEHHS iHhopmauil Wwo peyenmom
iHcpysii no 1,2 r (1000 [y6ni0eTbCA B TEKCTi MapKyBaHHS, Y 3B'A3KY 3 MaJIUM
Mmr/200 wr), no 1 no PO3MIpOM NEPBUHHOT YNakoBKW
10, a6o no 25
h/1aKOHIB y KapTOHHIi
nauui
104. | NA30/IBAH® | po3uvH ans iHransauin TOB "Onenna YkpaiHa IcTiTyTO AEe Anxeni ITanis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3mMiHa 6e3 UA/3430/06/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Ta nepopasibHoro Xenckea C.p.n. 3asBHUKa (BNacHMKa peecTpauiiHoro nocBig4yeHHs) (3rigHo peyenma
3acTocyBaHHs, 15 mr/2 YkpaiHa" Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHK BHECEHO B
m/; no 100 mny IHCTPYKLiIO 4151 MeAMUYHOro 3acToCyBaHHS LWo40
chakoHi 3 HaliMeHyBaHHS 3asiBHMKa 3 BiANOBIAHUMY 3MiHAMW Y TEKCTi
KpanenbHuLeto; no 1 MapKyBaHHs YNakoBKyW fikapcbkoro 3acoby. BeegeHHs
h/1aKoHY Y KOMMNEKTI 3MiH NPOTArom 6-TU MIiCALB NiCNA 3aTBEPMXKEHHSA
3 MipHUM KOBMa4ykoM B
KapTOHHI Kopoo6Li
105. | NA30OJ/IBAH® | cupon, 30 mr/5 m; no TOB "Onenna Ykpaina [enbthapm Peimc, dpaHuisn/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3mMiHa 6e3 UA/13771/01/01
3 100 a6o no 200 mny Xenckea ®paHLis; BepiHrep Icnanis 3asBHUKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) (3rigHo peyenma
MONYHUYHO | chnakoHi; no 1 YkpaiHa" IHrenbxaiim EcnaHa, CA, Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHK BHECEHO B
- h/1aKOHY B KOMM/IEKTI Icnanis IHCTPYKLO 4719 MeANYHOro 3aCTOCYBaHHS 040
BEPLLUKOBU 3 N/1aCTUKOBUM HalilMeHyBaHHS 3asiBHMKa 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi
M CMAKOM MipH/M KOBMAaYkoM Yy MapKyBaHHS yNakoBKM NiKapcbkoro 3acoby. BeeneHHs
KapTOHHI/ Kopobui 3MiH NpOTArom 6-T1 MiCcALiB Nicns 3aTBEPAKEHHS
106. | NTAMI®PEH® Tabnetkun no 250 mMr MPAT Ykpaina MPAT "®ITOPAPM" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny 3a UA/6136/01/01
no 7 Tabnetok y "®ITODAPM" - BHECEHHS 3MiH A0 Cneuudikauii/MeToaiB KOHTPOIO peyenmom
6nicTepi, no 1 abo 2, skocTi [N13 NlamicheH®, TabneTkn, a came: BUyYEHHS
abo 4 6nictepn y nokasHuka «Aepocusi»; 3mMiHn | TUMY - BHECEHHS 3MiH A0
nadi 3 KapToHy Cneuundikavii/MeTogiB KOHTpoOsto sikocTi 13 NlamidheH®,
TabneTku, a came: BUlyYeHHs NokasHuka «BTparta B maci
Nnpw BUCYLLYBaHHI»
107. | NAHICTOP Tabnetku no 25 mr in KYCYM IHAis KYCYM XENTXKEP IHAain BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY - UA/17443/01/01
bulk: no 240 6nicTepis XENTXKEP MnBT NTA - 3MiHM WoAao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarisgy.
Y KapTOHHili kopobui NBT NTA 3MiHU Y KOPOTKili XapakTepucTuL,i Nnikapcbkoro 3acoby,

TEKCTi MapKyBaHHs Ta IHCTPYKLii Ana MeAnyHOro
3aCTOCyBaHHS reHepUYHNX/TibpuaHMX/6ioNnoAiIGHNX
nNikapcbKnx 3aco6iB Nicns BHECEHHS TiEl camoi 3MiHM Ha
pethepeHTHMI Npenapart (3miHa He NoTpebye HafaHHA
XOLHWX HOBVX [0AATKOBUX aHKX); CynyTHA 3MiHa
- 3MiHU Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHs a6o 3miHa(M) [0 3060B'A3aHb
Ta yMOB BMAaYi peecTpaLiitHOro NoCBiAYEHHS, BK/IOYa0Un
MnaH ynpasniHHA pru3nkamu (3acToCyBaHHA TEKCTY, AKWIA
NOroXEHNI 3 KOMNETEHTHUM OPraHoM) - 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "B3aemogist 3 iHLWMMK NlikapCbKUMu
3acob6amu Ta iHWi BuAy B3aemogiii”, "OcobnmnBocTi
3acTocyBaHHA", "3acTocyBaHHS y Nepiog, BariTHOCTi abo
rogyBaHHs rpyaar”, "itn" (yTouHeHHs iHdopmauir),
"MepeposysaHHa", "Mob6iyHI peakuii” 3rigHoO 3 iH(hopMaLlieto
LLOAI0 MENYHOro 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (JIAMIKTAJ, TabneTku). 3asBHUKOM
KYCYM XENTXKEP MBT AT/, IHAif, HaaaHo OHOBNEHWIA
MnaH ynpaeniHHA pusmkaMmm Bepcist 2.2. 3MiHN BHECEHO
[0: YyacTuHu V «3axoam 3 MiHiMi3auii pu3ukis», a came, 10
yactuhm V.1, V.3, yactuHm VI «Pestlome nnaHy ynpasniHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

pusmkammn», a came, VI.1.1, VI1.1.4., VI.2.4. NYP, Ha
nigcTaBi OHOBEHOI KOPOTKOT XapakTepUCTUKU
pedoepeHTHOro /likapcbkoro 3acoby Jlamiktan™, TabneTku
no 25 wr, no 50 mr, no 100 mr. BBefeHHS 3MiH NpOTArom
6-Tn MicsALIB NicNs 3aTBEPIKEHHS

108.

NAHICTOP

Tabnetku no 50 mr in
bulk: no 240 6nicTepis
Y KapTOHHIli kopobLi

KYCYM
XENTXKEP
nBT NT4,

IHais

KYCYM XENTXKEP
nBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepiasis: 3MiHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeAnyHOro
3aCTOCYBaHHS TeHepUYHNX/TIBPUMAHNX/6I0N0AIGHNX
nNiKapcbKknx 3acobiB Nic/isi BHECEHHA TiET caMol 3MiHU Ha
pechepeHTHUIA Npenapar (3miHa He NoTpebye HagaHHA
XOLHVX HOBMX [0AATKOBUX AAHKX); CynyTHA 3MiHa
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHs a6o 3miHa(1) 40 3060B'A3aHb
Ta YMOB BuAavi peecTpaLiiiHoro NocBig4eHHs, BK/IYaum
MnaH ynpaBniHHA pru3nkamu (3acTOCyBaHHA TEKCTY, AKWIA
NOrofKeHni 3 KOMNETEHTHUM OpraHoM) - 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "B3aemopis 3 iHLMMU NiKapCbKnuMmu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
3acTocyBaHHS", "3acTocyBaHHs y nepiog BaritTHocTi abo
rofyBaHHs rpyaar”, "Litn" (yTouHeHHs iHdopmauii),
"Mepepno3yBaHHa", "Mo6iyHI peakuii” 3rigHO 3 iH(hopMaLiero
00 MEANYHOrO 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (JTAMIKTAJ, Tabnetku). 3assBHUKOM
KYCYM XENTXKEP MBT NTA, IHAiA, HagaHo OHOBAEHWi
MnaH ynpaBniHHA pyu3vkamu Bepcis 2.2. 3MiHW BHECEHO
[0: yacTuHu V «3axoam 3 MiHiMisauii pusukis», a came, 40
yactuhm V.1, V.3, yactuhm VI «Pestome nnaHy ynpasniHHsS
pusmkammn», a came, VI.1.1, VI1.1.4., VI.2.4. NYP, Ha
nigcTaBi OHOBEHOI KOPOTKOT XapaKTepUCTUKU
pedyepeHTHOro /likapcbkoro 3acoby Jlamiktan™, TabneTku
no 25 wr, no 50 mr, no 100 mr. BBefeHHS 3MiH NpOTArom
6-Tn MicsALIB NicNs 3aTBEPIKEHHS

UA/17443/01/02

109.

NAHICTOP

Tabnetkn no 100 mrin
bulk: no 200 6nicTepis
Y KapTOHHili kopobLyi

KYCYM
XENTXKEP
nBT NT4,

IHais

KYCYM XENTXKEP
nBT NTA

IHais

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUny
- 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKIili XapakTepucTuL,i nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeguyHOro
3aCTOCYBaHHS TeHepUYHUX/TIGPUAHMX/6i0N0AIGHNX
nNiKapcbkunx 3acobiB Nic/is BHECEHHA TiET caMol 3MiHW Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye HagaHHsA
XXOLHVX HOBMX [0AATKOBUX AAHKX); CynyTHA 3MiHa
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(1) A0 3060B'A3aHb
Ta YMOB BUAadi peecTpauiiiHoro NocBig4yeHHs, BKI0Yaum

UA/17443/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

MnaH ynpasniHHA pu3nkamu (3acTOCyBaHHA TEKCTY, AKWIA
NOroKEHN 3 KOMNETEHTHUM OPraHoM) - 3MiHW BHECEHO
[0 IHCTPYKLT 418 MeAUYHOro 3aCTOCyBaHHA NiKapcbKoro
3acoby y po3ginu: "B3aemogis 3 iHWMMK NlikapCbKUMu
3acobamu Ta iHwWi BUAY B3aemogiii”, "Ocob1mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BarirTHocTi abo
rogyBaHHs rpyaar”, "Oitn" (yTouHeHHs iHdbopmadii),
"Mepeno3yBaHHA", "Mo6i4HI peakuii” 3rigHO 3 iH(hopMaLlieto
LLIOA0 MEANYHOrO 3aCTOCYyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (/IAMIKTA/, TabneTku). 3asBHUKOM
KYCYM XENTXKEP MBT NT/A, IHAiA, HafaHO OHOBMEHWiA
MnaH ynpaeniHHA pu3vkamun Bepcisa 2.2. 3MiHW BHECEHO
00: yacTuHu V «3axoam 3 MiHimMi3auji pu3mkiB», a came, A0
yactuhu V.1, V.3, yactuHu VI «Pestome nnaHy ynpasniHHA
pusnkamm», a came, VI.1.1, VI.1.4., VI.2.4. MYP, Ha
nigcTaBi OHOB/IEHOI KOPOTKOI XapakTepUCTUKN
pethepeHTHOro slikapcbkoro 3acoby Jlamiktan™, TabneTkm
no 25 mr, no 50 mr, no 100 mr. BBeAeHHS 3MiH NPOTSArom
6-TV MicALIB NiCNSA 3aTBEPKEHHS

110.

NAHICTOP

Tabnetku no 25 mr; no
10 TabneTok y
6nicTepi; no 3 abo no
6 6nicTepiB y
KapTOHHI/ ynakosL,i

KYCYM
XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
MNBT NTA

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasnis: 3MiHU | TUNYy
- 3MiHM WoAo 6e3nekun/ethekTBHOCTI Ta thapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro 3acoby,
TeKCTi MapKyBaHHS Ta IHCTPYKUIT 4151 MEAUYHOIO
3aCTOCYBaHHS reHepPUYHNX/TIBPMAHNX/6I0N0AIGHNX
NiKapCbKnxX 3aco6iB Micns BHECEHHS Tiei camoi 3MiHM Ha
pechepeHTHUIA Npenapar (3MiHa He NoTpebye HafaHHs
XXOAHUX HOBUX J0AATKOBUX AaHUX); CynyTHS 3MiHa
- 3MiHu Wopo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3MiHa(1) [0 3060B'A3aHb
Ta YMOB BuAayi peecTpaLiiniHoro NocBig4YeHHs, BKIYaum
MnaH ynpasniHHA pr3nkamu (3acTOCyBaHHSA TEKCTY, AKWIA
NOroXEHW 3 KOMNETEHTHUM OPraHoM) - 3MiHW BHECEHO
[0 IHCTPYKLIT A48 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ginu: "B3aemogis 3 iHWMMK NliKkapCbKUMu
3acobamu Ta iHLWi BUAKY B3aemogiii”, "Oco61mMBoCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiof BarirTHocTi abo
roflyBaHHs rpyaar”, "Oitn" (yTouHeHHs iHchopmadii),
"MepenosyBaHHA", "T06IYHI peakuii” 3rigHO 3 iHhopMavieto
LLIOAO0 MEAMNYHOrOo 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (JIAMIKTA/, TabneTku). 3asBHUKOM
KYCYM XENTXKEP MBT NTA, IHAiA, HafaHO OHOBMEHWiA
MnaH ynpaeniHHs pu3vkamu Bepcis 2.2. 3MiHW BHECEHO
00: YyacTuHu V «3axoam 3 MiHimMi3awji pu3nkiB», a came, [0
yactuhm V.1, V.3, yactuHu VI «Pe3stome nnaHy ynpasniHHA
pusnkamm», a came, VI.1.1, VI.1.4., VI.2.4. MYP, Ha
nigcTaBi OHOB/IEHOT KOPOTKOI XapakTepUCTUKN
pediepeHTHOr o JliKkapcbKoro 3acoby Jlamiktan™, TabneTku

3a
peyenmom

UA/17444/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

no 25 wr, no 50 mr, no 100 mr. BBefeHHS 3MiH NpOTArom
6-Tn MicsALIB NicNs 3aTBEPIKEHHS

111.

NAHICTOP

Tabnetkun no 50 mr; no
10 TabneTtok y
6nictepi; no 3 a6o no
6 6nicTepiB y
KapTOHHIA ynakoBsL,i

KYCYM
XENTXKEP
nBT NT4,

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHM Woao 6e3neku/edheKkTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 418 MeanyHOro
3aCTOCYBaHHS TeHepUYHNX/TiIGPUMAHNX/6I0N0AIGHNX
nNiKapcbKkunx 3acobiB Nic/is BHECEHHA TiET caMol 3MiHU Ha
pechepeHTHWIA Npenapar (3miHa He NoTpebye HagaHHA
XOLHVX HOBWX [0AATKOBUX AAHKX); CynyTHA 3MiHa
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarniagy. BHeceHHs a6o 3miHa(1) A0 3060B'A3aHb
Ta YMOB BuAaui peecTpaviiiHoro NocBig4eHHs, BK/IYaum
MnaH ynpaBniHHA pru3nkamu (3acTOCyBaHHA TEKCTY, AKWIA
NOrofKeHni 3 KOMNETEHTHUM OpraHoM) - 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEAUYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "B3aemopis 3 iHLIMMU NiKapCbKnuMmu
3acobamu Ta iHWi BUAY B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaar”, "Litn" (yTouHeHHs iHdopmauii),
"MepepnosyBaHHs", "Mo6iyHI peakuii” 3rigHO 3 iH(hopMaLliero
00 MEANYHOro 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (JTAMIKTAJ, Tabnetku). 3assBHUKOM
KYCYM XENTXKEP MBT NTA, IHAiA, HagaHo OHOBAEHWi
MnaH ynpaeniHHA pu3vkamu Bepcis 2.2. 3MiHW BHECEHO
[0: yacTuHu V «3axoam 3 MiHiMisauii pusukis», a came, 40
yactuhm V.1, V.3, yactunm VI «Pestome nnaHy ynpasniHHsS
pusmkammn», a came, VI.1.1, VI1.1.4., VI.2.4. NYP, Ha
nigcTaBi OHOBMEHOI KOPOTKOT XapaKTepUCTUKU
pedoepeHTHOro /likapcbkoro 3acoby Jlamiktan™, TabneTku
no 25 wr, no 50 mr, no 100 mr. BBefeHHS 3MiH NpOTArom
6-Tn MicsALIB NicNs 3aTBEPIKEHHS

3a
peyermom

UA/17444/01/02

112.

NAHICTOP

Tabnetkn no 100 wr;
no 10 Tabnetok y
6nictepi; no 3 abo no
6 6nictepiB y
KapTOHHIA ynakoBL,i

KYCYM
XENTXKEP
nBT NT4,

IHais

KYCYM XENTXKEP
nBT NTA

IHais

BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy.
3MiHU Y KOPOTKIili XapakTepucTuL,i Nnikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKLii 418 MeuyHOro
3aCTOCYBaHHS TeHepUYHUX/TIGPUAHNX/6I0N0AIGHNX
nNiKapcbkunx 3acobiB Nic/is BHECEHHA TiET caMol 3MiHU Ha
pechepeHTHUIA Npenapar (3mMiHa He NoTpebye HagaHHA
XXOLHVX HOBMX [0AATKOBUX JAHKX); CynyTHA 3MiHa
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(1) A0 3060B'A3aHb
Ta YMOB BuAadi peecTpauiiiHoro nocBigYeHHs, BKII0Haoum
MnaH ynpaBniHHA pru3nkamu (3acToCyBaHHSA TEKCTY, AKWIA
NOrofpkKeHnii 3 KOMNETEHTHVUM OpraHoM) - 3MiHW BHECEHO
[0 IHCTPYKUIT 415 MEAVYHOro 3aCTOCYBaHHS NiKapCbKOro

3a
peyernmom

UA/17444/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

3acoby y po3ginu: "B3aemogis 3 iHWMMK NlikapCbKUMu
3acobamu Ta iHLWi BUAY B3aemogiii”, "Ocob1mMBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BarirTHocTi abo
rogyBaHHs rpyaar”, "Oitn" (yTouHeHHs iHcbopmadii),
"Mepeno3yBaHHA", "Mo6i4HI peakuii” 3rigHO 3 iH(hopMaLlieto
LLIOA0 MEANYHOrO 3aCTOCYyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (/IAMIKTA/, TabneTku). 3asBHUKOM
KYCYM XENTXKEP MBT NT/A, IHAiA, HafaHO OHOBMEHWiA
MnaH ynpaeniHHA pu3vkamun Bepcisa 2.2. 3MiHW BHECEHO
00: yacTuHu V «3axoam 3 MiHimMi3awji pu3mkiB», a came, A0
yactuhu V.1, V.3, yactuHu VI «Pestome nnaHy ynpasniHHA
pusnkamm», a came, VI.1.1, VI.1.4., VI.2.4. MYP, Ha
nigcTaBi OHOB/IEHOI KOPOTKOI XapakTepucTUKn
pedhepeHTHOro slikapcbkoro 3acoby Jlamiktan™, TabneTkm
no 25 mr, no 50 mr, no 100 mr. BBeAeHHS 3MiH NPOTSArom
6-TV MicALIB NiCNSA 3aTBEPKEHHS

113.

NIEBOKOM
PETAP/[,
ACIHO

Tabnetku
MPOJIOHroBaHoI Aji No
100 mr/25 wr, no 10
Tabnetok y 6nictepi,
no 3 a6o 10 6nictepis
Y KapTOHHI nayui

AciHo ®apma
Al

LLiBeiiuapis

MOBHWIA LUKN
BMPOOHULTBA: ACIHO
dapma Arl, LWseiiyapis;
nepBUHHA Ta BTOPUHHA
ynakoBka:

AciHo ®apma AT,
LseiiLapis

LLiseiiuapi
o

BHECEHHS 3MiH [J0 peeCTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHM Wwopo 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOr0 3aCTOCYBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNX fikapcbknx 3acobis
nicns BHECEHHSA Tiel camol 3MiHU Ha ped)epeHTHWIA
npenapar (3miHa He NoTpebye HafaHHA XOLHUX HOBUX
[0[AaTKOBUX AaHuX) - 3MiHU BHECEHI [0 iHCTPYKLi ANns
MeAMYHOr0o 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu
"®apmakonoriyni BnactmsocTi”, "lMokazaHHA" (YTOUHEHHS
iHchopmawii), "MNMpoTrnokasaHHsa", "B3aemogis 3 iHWMMK
nikapcbkuMK 3acobamu Ta iHLWi BUAW B3aEMOSIii",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "34aTHicTb BAnBaTH
Ha LWBWAKICTb peakLil Npy kepyBaHHi aBTOTPaHCNOPTOM
ab0 iHWK1MK MexaHismamun”, "Croci6 3acTocyBaHHs Ta
[o3n" (yTouHeHHs iHdopmaldii), "Mepeno3yBaHHS",
"Mo6ivHi peakui™ 3rigHO 3 iHhopMaLi€elo LWOoA0 MEANYHOTO
3acTocyBaHHSA pedhepeHTHOro nikapcbkoro 3acoby (Nacom
100 mg 200 wr retard tablets, B YkpaiHi He
3apeecTpoBaHuii) BBeeHHS 3MiH NPOTAroM 6-TW MicsiLiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/16260/01/01

114.

NIEBOKOM
PETAP/],
ACIHO

TabneTkn
NPOIOHIOBaHOT Aji No
200 wmr/50 wmr, no 10
Tabnetok y 6nictepi,
no 3 abo 10 6nictepis
Y KapTOHHIi nauui

AciHo ®apma
Al

LLiBeiiuapis

MMoBHUIA LMKN
BMPOGHULTBA: ACIHO
dapma Arl, Lseiiyapis;
nepByHHa Ta BTOPUHHA
ynakoBka: AciHo ®apma
Ar, LLiseiiuapis

LLiBeiiuapi
A

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny
- 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHA
reHepUYHNX/TiIBPUAHNX/6IONOAIGHNX NiKapCbKMX 3ac0o6iB
nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3mMiHa He NoTpebye HaflaHHS XOAHUX HOBUX

3a
peyenmom

UA/16261/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

[0[AaTKOBUX AaHuX) - 3MiHU BHECEHI [0 iHCTPYKLii ANns
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby y po3ginu
"®apmakonoriyni BnactmsocTi”, "lMokasaHHA" (YTOUHEHHS

iHchopmauii), "MNMpoTrnokasaHHs", "B3aemogis 3 iHWMMK

nikapcbkuMK 3acobamu Ta iHLWi BUAW B3aEMOSiid",

"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "34aTHicTb BAnBaTH
Ha LWBWAKICTb peakLil Npy kepyBaHHi aBTOTPaHCNOPTOM

ab0 iHWKYMK MexaHismamm”, "Croci6 3acTocyBaHHsA Ta

[o3n" (yTouHeHHs iHdopmadii), "lMepeno3yBaHHs",
"Mo6ivHi peakui™ 3rigHO 3 iHhopMaLielo LWoA0 MeANYHOTO
3acTocyBaHHA pedhepeHTHOro nikapcbkoro 3acoby (Nacom
100 mg 200 wr retard tablets, B YkpaiHi He
3apeecTpoBaHuii) BBeeHHS 3MiH NPOTAromM 6-Tu MicsLiB
nicns 3aTBepAkeHHs

115.

NEBOCTAA®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, M0 250
Mr, no 5 TabneTok y
6nictepi; no 1
6icTepy B KapTOHHIl
Kopobui

CTAIA
ApuHaiimiTTen
b Al

HimeuunHa

BMnyck cepiii: CTALA
ApuHaiimitTTens Arl,
HimeuunHa;
BMPOOHMLITBO
Hepo3gacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE NakKyBaHHS,
KOHTPO/b Cepili:
JTabopatopi3
MegikameHTOC
IHTepHartioHec, C.A.,
Icnanis; BUpO6HMLTBO
Hepo3dacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTpO/b cepili:
Na6opaTopioc JlikoHca,
C.A., IcnaHis

HimeuumnH
a/ IcnaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny
- 3MiHM Wopao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHux npo cuctemy chapmakoHarnsgy, 3amMiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKEHOT 0cobw,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-aiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
hapmakoHarnsg.

MponoHoBaHa pepgakuis: [joktop AHgpeac IsaHosuy / Dr.
Andreas Iwanowitsch. 3mMiHa KOHTaKTHUX gaHWX
YNOBHOB&XEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag,

3a
peyenmom

UA/11890/01/01

116.

NEBOCTA[®

TabneTku, BKpUTI
nNiBKOBOIO
060/10HKO0, M0 500
Mr, no 5 TabneTok y
6nictepi; no 1
61icTepy B KapTOHHIl
Kopoobui

CTAIA
ApuHaiimiTTen
b Al

HimeuunHa

Bunyck cepiii: CTALA
ApuHaiimitTens Arl,
HimeyunHa;
BMPOGHMLITBO
Hepo3gacoBaHOro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE MakKyBaHHS,
KOHTPO/b Ccepili:
JTabopatopi3
MegikameHTOC
IHTepHartioHec, C.A.,
Icnanis; BUpO6HMLTBO
Hepo3dacoBaHOro
NPOAYKTY, NEPBMHHE Ta

HimeyunH
a/ IcnaHis

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUny
- 3MiHK Wopo 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay.
BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy hapmakoHarnsagy (BBefieHHs y3arasibHeHUX
[aHvX Npo cuctemy hapmakoHarnsgy, aMiHa
YNOBHOBaXEHOT 0c06W, BiANOBIAAIbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHI faHi) Ta/abo 3MiHN Y PO3MILLEHHI
MacTep-caiina cuctemy papmakoHarniagy) - 3mMiHa
YMNOBHOBaXXEHOT 0c06M 3as1BHUKA, BigMoBigabHOI 3a
hapmakoHarnsg.

3a
peyenmom

UA/11890/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BTOPUHHE MakyBaHHS, MponoHoBaHa pepgakuis: oktop AHgpeac IBaHosuY / Dr.
KOHTPO/b Ccepili: Andreas Iwanowitsch. 3MiHa KOHTakTHUX gaHuX
Na6opaTopioc JlikoHca, YNOBHOBaXXEHOT 0CO6U 3asIBHMKA, BifnoBigasibHOI 3a
C.A., IcnaHis hapmakoHarnsg,
117. | NEBO®JIOKC | Tabnetku, BKpUTI €Bpo IHais ®4C Nimiteq, IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/8777/01/02
ALIVH €BPO nNiBKOBOIO Naiidokep TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BM NiKapCbKoro peyenmom
o6onoHkoto, no 500 MpaiBiT 3acoby
Mmr, no 5 TabneTok y Nimiten 3arsepaxeHo: 30JIEB-500, ZOLEV-500, 3anponoHoBaHo:
6nicTepi; no 1 abo no NEBO®J/IOKCALINH €BPO LEVOFLOXACIN EURO
2 6nictepn y TepmiH BBEAEHHS 3MiH - MPOTAroM 6-Tv MicALiB micns
KapTOHHI/ KOopooLi 3aTBEPKEHHS.
118. | NIEBO®JIOKC | TabneTku, BKpUTI €Bpo IHAis ®/AC Nimiteq, IHAia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/8777/01/03
AUVH €BPO NNiBKOBOO Naiidokep My - AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NikapCbKoro peyenmom
060/10HKOI0, MO 750 MpaiisiT 3acoby
mr, no 5 TabneTok y Nimiteq 3arBepgxeHo: 30J1EB-750, ZOLEV-750 3anponoHoBaHo:
6nicTepi; no 1 abo no NNEBO®/IOKCALINH €EBPO LEVOFLOXACIN EURO
2 6nictepu y TepMiH BBEEHHS 3MiH - MPOTAroM 6-Tu MicALIB nicns
KapPTOHHI KOpoobLii 3aTBEPYKEHHS.
119. | NIEBO®JIOKC | TabneTku, BKpUTI €Bpo IHais ®4C NimiTeq, IHais BHECEHHS 3MiH [10 peecTpaviiiHux maTepianiB: 3miHu | - UA/18065/01/01
ALIVIH €BPO nNiBKOBOIO Naiidokep TMNYy - AAMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BU NikapcbKoro
060/10HKO10, Mo 500 MpaiiBiT 3acoby
mr, in bulk: no 1000 NimiTen 3aTtBepmkeHo: 30JIEB-500, ZOLEV-500, 3anponoHoBaHo:
TabneTok B NakeTi 3 NEBO®J/IOKCALINH €BPO LEVOFLOXACIN EURO
noslieTuNEeHy HN3bKOT TepMiH BBEAEHHS 3MiH - MPOTArOM 6-TU MicsUIB nicns
LWiNIbHOCTI B 3aTBEpPKEHHS.
KOHTEliHepi 3
noslieTuneHy BUCOKOI
LLiSIbHOCTI
120. | IEBO®JIOKC | Tabnetku, BKpUTI €Bpo IHAi ®AC Nimiteq, IHAaiA BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHu | - UA/18065/01/02
AUVH €BPO N/1iBKOBOO Naidokep TMny - AGMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro
06010HKO0, N0 750 Mr MpaiiBiT 3acoby
in bulk: no 1000 Nimiteq 3arsepaxeHo: 30J1EB-750, ZOLEV-750 3anponoHoBaHo:
TabneTokK B NakeTi 3 NEBO®/IOKCALIMH €BPO LEVOFLOXACIN EURO
nosnieTunery HNU3bKOI TepMiH BBEEHHSA 3MiH - MPOTAroM 6-Tu MicAuiB nicns
LLiNbHOCTI B 3aTBepKEHHS.
KOHTEliHepi 3
nosieTuneHy BUCOKOT
LWifbHOCTI
121. | NIEBO®JIOKC | TabneTku, BKpUTI TOB «TeBa YkpaiHa Axtasic NT[, ManbTa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/11952/01/01
AUVH-TEBA nNiBKOBOIO YkpaiHa» - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarisgy peyenmom

060/10HKO0, M0 250
Mr; o 5 TabneTok y
6nictepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

(iHLWi 3MiHW) - 3a3HaYeHHSA JOMOMDKHUX PEYOBUH, LU0
BXOASATb A0 Ckriagy 060/10HKM TabneTku (1akTosm
MOHoOrigpar, rinpomenosa, Tutady giokeug, (E171),

TpraueTvH, 3asi3a okecug, yepsoHuin (E172), 3anisa okeung
X0BTui (E172). BunyyeHHs Ha3Bu 060/10HKM «Opadry |l
poxeBuii 31K34554» 3 iHCTPYKLi Ta peecTpauiiiHoro
nocsigyeHHs. BHeceHHs pefakuiiHnx npasok Ao p. Cknag
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
MK$ N3. XopgHoi 3miHn B cknagi /13 He BiabyBaeTbCS.

nikapcbKoro 3acoby y po3ain "Cknag" (4onoMixHi
peyoBMHW: NNiBKOBa 060/10HKA). BBEAEHHSA 3MiH MPOTAroM
6-TW MicALiB Nicna 3aTBEPAKEHHS; 3MiHU | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo
agpecy Micua NpoBaKeHHS AisNIbHOCTI BUPOGHMKa
(BKtOYatoUK, 3a HeOHOXIAHOCTI, MicLe NPoBeAEeHHS
KOHTPO/II0 AKOCTi), abo BNacHuka mactep-haiina Ha Adl,
ab60 noctavasibHMKa Ad®I/BuxigHoro
matepiany/peareHTy/NPoMKHOIo NPOAYKTY, Lo
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha fikapcbkuii 3acib) 3a BiAgCyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, 260 BUPOOHMKA HOBOI AONOMIKHOT
PEYOBUHM (SKLLO 3a3HAYEHO y A0CkE) - 3MiHa agpecu
B/lacHuKa mactep-caiiny Ha A®| SleBodpiokcauyH
remirigpat Mylan Laboratories Limited (India), y 38’A3Ky 3i
3MiHOI MOLUTOBOrO iHAEKCY Yepes nepeknacudikadio
MOLUTOBMX iHAEKCIB paiioHy B nepeaMmicTi [xy6ini-Xinns,
Xaligapabag, IHaisi, 6e3 3MiHW MicLst BUPOBHULTBA; 3MiHW |
TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa
(BKNtOYaroun, 3a HeObXiAHOCTI, MicLie NPoBeAEeHHS
KOHTPOJII0 AIKOCTI), a60 BnacHuka macTtep-ghaiina Ha Adl,
a6o noctavasibHuKa Ad®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHULTBI API (AKLO 3a3HAYEHO Y
[0CbE Ha fikapcbkuii 3acib) 3a BigCcyTHOCTI cepTudikata
BiZJNOBIAHOCTI E€BpoONENChKii thapmakonei y
3aTBEPKEHOMY [10CbE, 60 BMPOOHMKA HOBOI JOMOMDKHOI
pPevYOoBUHM (AKLLO 3a3HAYEHO Y A0CkE) - 3MiHa afapecu
BMpo6HuKa AP| NlesodunokcauuHy remirigpaty Mylan
Laboratories Limited (Unit-9) (India), y 38’A3Ky 3i 3MiHOIO
MOLUTOBOrO IHAEKCY Yepes nepeknacudikayito NoWToBUX
iHekciB paiioHy B nepeamicTi MapaBaga MaHgana, B
wrati AHaxpa-MNpagew, IHais, 6e3 3MiHn MicuA
BUPOGHMLTBA. TaKOX YTOUHEHHA Ha3BU BUPOOHMKA B
p.Cknag MKA N13, a came — 3a3HayeHHsa Unit-9, y 38’A3ky 3
npusBegeHHsaM Ao p.3.2.S.2.1; 3minm | Tvny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
afpecy Micusi NPOBa)KEHHS Aisi/IbHOCTI BUPOGHMKaA
(BKntOYaroUM, 3a HeOBXiAHOCTI, MicLie MPOBEeAEHHS
KOHTPOJI SIKOCTI), a60 BnacHuka macTep-ghaiina Ha Adl,
abo noctavasnibHuka APl/BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

3aCTOCOBYIOTLCA Y BUPOGHULTBI A®I (SKLLO 3a3HaY€eHO Y

3MiHV BHECeHI B IHCTPYKLi0 4151 MEANYHOIO 3aCTOCYBaHHSA

[0CbE Ha JlikapcbKuii 3acib) 3a BifACcyTHOCTI cepTudikata
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BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [10CbE, 260 BUPOGHMKA HOBOI OMOMKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) - 3MiHa Ha3BM
BMpo6HuKa AP NleBochokcaumHy remirigpaty 3 Mylan
Laboratories Limited (Unit-3) (India) Ha Aurore
Pharmaceuticals Private Limited (Unit-1) (India), y 38’a3ky
3 Mepejadyelo npasa BNAacHOCTI, 6e3 3MiHW Micus
BMPOGHMLTBA. BHECEHHA peaakuiiiHux npasok y p. Cknag

MKSA N13; 3miHu | Tuny - 3miHn 3 sikocTi. A®l. BUpoGHULTBO.

3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOIO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®I, abo 3miHa BUPOGHUKa
(BkNtOYaKOUN, fe HeobxiaHO, MicLe NPOBEAEHHS KOHTPO/O
AKocTi) AP (3a BiACYTHOCTI cepTuddikarta BiANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepXeHOMy [0Cbe)(iHLLi
3MiHM) - BHeceHHs1 Ha3BU Ta agpecy BUPOGHMKa
npomixHoro npoaykty (Edip nesodpniokcaumHy) Zhejiang
Starrey Pharmaceutical Co Ltd. (No. 1 Starry Road, Xianju
Modern Centralization Zone, Xianju City, Zhejiang
Province, P R China); 3miHu | Tuny - 3miHu 3 sikocTi. A®I.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuuTea A®|
(He3HayHa 3MiHa y 3aKpuTIll YacTuHI MacTep-chaiina Ha
A®I) - BHECEHHS Y 3aKpUTY YacTrHy MacTep-thaiisy Ha
A®| HE3HAYHWX 3MIH Y BUPOOGHNYOMY NPOLLECi, KOHTPONI
Marepianis, KOHTPOI KPUTUYHMX CTaAii Ta NPOMIKHOI
npoaykuii. LLnsx cuHtesy JleBodhiokcauumHy remirigpaty
6yn0 NepeBM3HAYEHO i3 BHECEHHAM CTagii cuHTesy edipy
neBohoKcauuHy, OCKINIbKN 3aTBEPMAKEHWNIA BUXIAHNI
mMatepian eduip nesodnokcaunHy 6yno nepeBnsHaveHo K
NpoMiXHUIA NpoaykT. Byno oHoBneHo p.3.2.S.6 Cuctema
KOHTeliHep/3akKyrnopoBasibHWi 3aci6b i3 BHECEHHSM
OHOBJ/IEHUX cnevudikaLiil i MeToaiB KOHTPOO Ginux
AHTUCTaTUYHMX NONIETUNEHOBUX MILLKIB, YHOPHUX
aHTUCTaTMYHKX NONIETUIEHOBMX MILLKIB Ta 6apabaHis
MEBLL, Ta TMNoBoro ceptudpikaty aHanisy ta I4-cnektpy
mMarepiany NepBMHHOIO NakyBaHHs. 3MiHN B
cneumdikauisix Ta MeTogax KOHTPOSIK BiACYTHI; 3MiHM |
THny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
hapmakonei/MoHorpadii. 3MiHW, NOB'A3aHi 3 HeO0bXiAHICTO
npuBeAeHHSA Yy BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOT HaLioHasIbHOI
thapmakonei gepxasu €C (3miHa y cneuudikauii
HechapmakoneiiHoro A®| Ans npuBeAeHHS y BiANOBIAHICTb
0o Bumor [dY a6o €sponeiicbkoi hapmakonei, abo iHLWoi
HaujioHanbHOI chapmakonei aepxasu €C) - AdI -
MpuBegeHHs BUMor cneuudikauii Ha Ad|
JleBochnokcaumHy remirigpaty y BiAnoBigHICTb 40 BUMOT
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EP; 3miHu | TUny - AgMiHICTpaTuBHI 3MiHW. BunyueHHs
BMPOGHMYOI AinbHUL (BKIHOYAOUM AinbHuUL ana Adl,
NPOMDKHOro NPOAYKTYy abo roToBOro slikapcbKkoro 3acoby,
AiNbHULI A8 NPOBeAEHHS NakyBaHHS, BUPOOHMKA,
BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NpOBeAEHHS
KOHTPO/IIO cepii) abo noctavasibH1Ka BUXigHOro
marepiany, peareHTy abo AOMOMDKHOT PEYOBVHY (SIKLLO
3a3HayeHo Yy 10Cbe) - BHeceHHs 3MiH fo p.3.2.S.2.1
Bupo6HuKK, a came- BUNYyYEHHS BUPO6HUKa API
NeBodhnokcauyHy remirigparty, komnanii Teva
Pharmaceutical Industries Ltd, 13painb (Assia Chemical
Industries Ltd, I3painb). BunyyeHHs He 06ymoBieHo
HenepegbayeHMMN ob6cTaBuHamMy y BUPOOGHUYOMY MPOLLECI.
Bupo6HMK, L0 3aNuLLINBCSA, BUKOHYE Ti X cami qyHYKLT,
LU0 | BUTyYeHUIA

122,

NEBO®/IOKC
AUNH-TEBA

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKO0, N0 500
Mr; Mo 5 TabneTok y
6nictepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

TOB «TeBa
YKpaiHa»

YkpaiHa

AkTaBic 1T[,

MasibTa

BHECEHHS 3MiH 0 peecTpavLjiiiHuX MmaTepiaslis: 3MiHK | Tuny
- 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnisgy
(iHLWi 3MiHW) - 3a3HAaYeHHSA JOMOMDKHUX PEYOBUH, LU0
BXOASATb A0 ckiagy 060/10HKM TabneTku (1akTosm
MOHoOrigpar, rinpomenosa, Tutady giokeug, (E171),
TpraueTvH, 3asisa okcug, yepsoHuin (E172), 3anisa okeung
X0BTWi (E172). BunyyeHHs Ha3Bu 060/10HKM «Opadry |l
poxeBuii 31K34554» 3 iHCTpYKLi Ta peecTpauiiiHoro
noceigyeHHs. BHeceHHs pefakuiiHnx npasok Ao p. Cknag,
MK$ N3. XXopgHoi 3MiHn B cknagi /13 He BiabyBaeTbCS.
3MiHV BHECeHI B IHCTPYKLi0 4151 MEANYHOIO 3aCTOCYBaHHSA
niKkapcbKoro 3acoby y po3ain "Cknag" (4onoMixHi
peyoBUHW: NNiBKOBa 060/10HKA). BBEAEHHSA 3MiH MPOTAroM
6-TW MicALiB Nicna 3aTBEPKEHHS; 3MiHU | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HallMeHyBaHHA Ta/abo
agpecy Micua NpoBafKeHHS AisNIbHOCTI BUPOGHMKa
(BKItOYaKoUK, 3a HEOOXIAHOCTI, MicLe NPoBeAEeHHS
KOHTPO/IIO SIKOCTI), a60 BnacHuka macTtep-gainna Ha Adl,
ab60 noctavasibHMKa A®I/BuxigHoro
marepiany/peareHTy/NPoMKHOIo NPOAYKTY, L0
3aCTOCOBYHOTbCA Y BUPOOHULTBI ADI (AKLLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, 260 BUPOOHMKA HOBOI 4ONOMIKHOT
PEYOBUHM (SKLLO 3a3HA4YeHO y A0CkE) - 3MiHa agpecu
B/lacHuKa macTep-caiiny Ha A®| JleBodpiokcauyH
remirigpat Mylan Laboratories Limited (India), y 38’a3ky 3i
3MiHOI MOLUTOBOrO iHAEKCY Yepes nepeknacudikadio
MOLUTOBMX iHAEKCIB paiioHy B nepeaMicTi [xy6ini-Xinns,
Xanpgapabag, IHais, 6e3 3MiHM Micusi BAPOOHULTBA; 3MiHN |
UMy - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecu MicLa NpoBaMKeHHs AisNbHOCTI BUPOGHMKA

(BKNHOYAKOUN, 38 HEOBXIAHOCTI, MicLie NpoBeAEeHHS

3a
peyenmom

UA/11952/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
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KOHTPOJIHO AIKOCTI), a60 BnacHuka macTtep-gaiina Ha Adl,
a6o noctavasibHuKa Ad®l/BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOOHULTBI API (AKLO 3a3HAYEHO Y
[0CbE Ha flikapcbkuii 3acib) 3a BiAgcyTHOCTI cepTudikata
BiZJNOBIAHOCTI E€BpoONeNchkii thapmakonei y
3aTBEPKEHOMY [10CbE, 60 BMPOOHMKA HOBOI JOMOMDKHOI
pPEeYOoBUHM (AKLLO 3a3HAYEHO Y A0CkE) - 3MiHa agapecu
BMpo6HuKa APl NlesodunokcauuHy remirigpaty Mylan
Laboratories Limited (Unit-9) (India), y 38’A3Ky 3i 3MiHOIO
MOLUTOBOrO IHAEKCY Yepes nepeknacudikayito NoWToBUX
iHfekciB paiioHy B nepeamicTi MapaBasa MaHgana, B
wrati AHaxpa-MNpagew, IHais, 6e3 3MiHn MicuA
BUPOGHMLTBA. TAKOX YTOUHEHHA Ha3BU BUPOOHMKA B
p.Cknag MKA N13, a came — 3a3HayeHHa Unit-9, y 38’A3ky 3
npusBegeHHsaM Ao p.3.2.S.2.1; 3minm | Tvny -
AfMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
azpecy Micusi NPOBaf)KEHHS Aisi/IbHOCTI BUPOGHMKaA
(BKntOYaKoUM, 3a HEOBXiAHOCTI, MicLie MPOBEeAEHHS
KOHTPOJI SIKOCTI), a60 BnacHuka macTep-ghaiina Ha Adl,
abo noctavasnbHuka APl/BuxigHoro
matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
3aCTOCOBYIOTLCA Y BUPOGHULITBI AP (AKLLO 3a3HAYEHO Y
[0CbE Ha flikapcbKuii 3acib) 3a BifcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPMAKEHOMY [10CbE, 260 BUPOGHMKA HOBOI OMOMKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y [0CbE) - 3MiHA Ha3BM
BMpo6HuKa AP NleBochnokcaumHy remirigpaty 3 Mylan
Laboratories Limited (Unit-3) (India) Ha Aurore
Pharmaceuticals Private Limited (Unit-1) (India), y 38’a3ky
3 Mepejadyelo npasa BNAacHOCTI, 6e3 3MiHW Micus
BMPOGHMLTBA. BHECEHHA peaakuiiiHux npasok y p. Cknag
MKSA N13; 3miHu | Tuny - 3miHn 3 sikocTi. A®l. BUpoGHULTBO.
3MiHa BUPOGHYMKa BUXiAHOTO/MPOMIXHOIO
NpoAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoLieci A®l, abo 3miHa BUPOGHUKaA
(BkNtOYAKOUN, Ae HEOOXIAHO, MiCLe NPOBEAEHHS KOHTPO/IO
AKocTi) AP (3a BiACYTHOCTI cepTudikarta BiANOBIAHOCTI
€Bponelicbkili hapmakonei y 3aTBepXeHOMy [0Cbe)(iHLLi
3MiHM) - BHeceHHs1 Ha3BU Ta agpecy BUPOGHMKa
npomixHoro npoaykty (Edip nesodpniokcaumHy) Zhejiang
Starrey Pharmaceutical Co Ltd. (No. 1 Starry Road, Xianju
Modern Centralization Zone, Xianju City, Zhejiang
Province, P R China); 3miHu | Tuny - 3miHu 3 sikocTi. A®I.
Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea A®I
(He3HayHa 3MiHa y 3aKpuTIll YacTuHI MacTep-chaiina Ha
A®I) - BHECEHHS Y 3aKpUTY YacTrHy MacTep-thaiisy Ha
A®| HE3HAYHWX 3MIH Y BUPOBGHMYOMY NPOLIECi, KOHTPONI
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Marepianis, KOHTPOi KPUTUYHMX CTaAi Ta NPOMIKHOI
npoaykuii. LLnsx cuHTesy SleBodhiokcaumHy remirigpaty
6yn0 nepeBM3HaAYEHO i3 BHECEHHAIM CTagji cuHTesy edipy
neBodoKcauuHy, OCKINIbKN 3aTBEPMKEHWNIA BUXIAHNI
mMartepian edpip nesodnokcaunHy 6yno nepeBnsHaveHo K
NpoMiXHUIA NpoaykT. Byno oHoBneHo p.3.2.S.6 Cuctema
KOHTeliHep/3akKyrnopoBasibHWi 3aci6 i3 BHECEHHSM
OHOBJ/IEHUX cnevudikaLiil i MeToaiB KOHTPOO Ginunx
AHTUCTaTUYHMX NONIETUNEHOBUX MILLKIB, YHOPHUX
aHTUCTaTMYHKX NONIETUIEHOBMX MILLKIB Ta 6apabaHis
MEBLL, Ta TMNoBoro ceptudpikaty aHanisy ta I4-cnektpy
mMarepiany NepBMHHOIO NakyBaHHs. 3MiHN B
cneumdikauisix Ta MeTogax KOHTPOSIK BiACYTHI; 3MiHM |
TMny - 3MiHKM 3 aAkocTi. CepTudikaT BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3 HEObXiAHICTO
npuBeAeHHSA Yy BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOT HaLioHasIbHOI
thapmakonei gepxasu €C (3miHa y cneuudikauii
HechapmakoneiiHoro A®| Ans npuBeAeHHS y BiANOBIAHICTb
0o Bumor [ldY a6o €sponeiickkoi hapmakonei, abo iHLwoi
HaujioHanbHOI chapmakonei aepxasu €C) - Ad| -
MpuBegeHHs BUMor cneuudikauii Ha Ad|
NesocbnokcauuHy remirigparty y BiANoOBigHICTb 40 BUMOT
EP; 3miHu | TUny - AgMiHICTpaTuBHI 3MiHW. BunyueHHs
BMPOGHMYOT AinbHUL (BKIHOYAOUM AinbHuUL ana Adl,
NPOMDKHOro NPoAYKTYy abo roToBOro slikapcbkoro 3acoby,
AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAa/IbHOrO 3a BUMYCK CEpili, MicLie NPOBeAEHHS
KOHTPO/IIO cepii) abo noctavasibHNKa BUXigHOro
marepiany, peareHTy abo AOMOMDKHOT PEYOBVHM (AKLLO
3a3HayeHo Yy 10CbE) - BHeceHHs 3miH fo p.3.2.S.2.1
Bupo6HuKK, a came- BUNYyYEHHS BUPO6HUKa API
NeBodhnokcaunHy remirigparty, komnanii Teva
Pharmaceutical Industries Ltd, 13painb (Assia Chemical
Industries Ltd, I3painb). BunyyeHHs He 06ymoBneHO
HenepegbayeHMMN ob6cTaBuHamMy y BUPOOGHUYOMY MPOLLECI.
Bupo6HMK, L0 3aNuLLINBCSA, BUKOHYE Ti X cami qyHYKLT,
LU0 | BUTyYeHUIA

123.

NIJA3A-
BIO®APMA

MOPOLLOK A/15 PO3UUHY
ans iH'ekuii no 64 Of;
5 dhnakoHis 3
nopoLLKom y 6ricTepi;
no 2 6nictepu y navui
3 KApPTOHY

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3 "BIOPAPMA"

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny
- 3MiHa BHOCUTbLCS Y 3B'A3KY 3 NPYBEAEHHAM cnevmdikadii
BXIZIHOrO KOHTPO/IH0 Ha AO0MNOMDKHI PeYOBWUHM A0 BUMOT
BiANOBIAHMX MOHOrpadiii Aitoyoi €Bponencbkol
thapmakonei - npuBefeHHs cnewumdikalii 4ONOMDKHUX
peyoBuH: "Hatpito xnopuay" Ta "AuHatpito hocdaty
Jopekarigpaty” y BifnoBiAHICTb A0 BUMOT MOHorpadiii
"HaTtpito xnopug" Eur.Ph 04/2021:0193 1a "AunHatpito
docdraty gogekarigpaty” Eur.Ph 01/2021:0118

3a
peyenmom

UA/5773/01/01
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€Bponelicbkoi hapmakonei (Mo 4OMOMKHI peYOBUHI
"HaTtpito xnopuay" - 3a nokasHuKoMm "laeHTudikauis”
YTOUHEHO "peakujito a" no igeHTudikawii HaTpito; No
[OMNoMmiKHIl pevoBuHi "[vHaTpito dhocdhaty goaekarigpaty”
- BBEZIEHO KpUTEpii NPUIAHATHOCTI A1 NoKasHKKa "Hatpito
avrigpocbocdpat”, BiANOBIAHO A0 BUMOr MOHOrpadii
"[NnHaTpito chochaty gogekarigpaTy” €Bponeiichkii
thapmakonei (Eur.Ph 01/2021:0118 ). Takox BU/TyYEHHS M.
«ApceH» 3i cneuyudikauii BXiAHOrO KOHTPOSIIO AOMNOMIKHOT
peyoBuUHM AnHaTpIlo dhocdaty goaekarigpaTy
124. | NIAOKCAH cnpeii a4ns poToBoi TOB "CaHpo3 Ykpaina Nab6opaTtopia Ksanidap Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasnis: 3MiHU | TUny 6e3 UA/16227/01/01
NNMOH NOPOXHUHK, 2 Mr/0,5 YkpaiHa" HB (Ksanichap HB), CnoseHis — 3aMiHa A0MOMIXKHOI PEYOBUHMN — NIMMOHHOTO peyenma
CNPEN Mmr Ha 1 mn; no 30 mn Benbria (BUpo6HNLTBO apomatmsatopa 502336T Ha NMMOHHWI apomMaTusaTop
y thnakoHi, no 1 3a MOBHUM LMKIOM); Jlek CRA1585L. BHacnioK 4oro 3MeHLUEeHO A0AaHHS
h1akoHy B KOPOOGL PapmavesTnyHa [0MOMDKHOT PEYOBMHU — KUCIOTW IMMOHHOI MOHOTIApaTy,
KoMnaHisi 4.4., CnoBeHis Ta SIK HacnigoK, 3MiHIOETbCA pH po3unHy. BBegeHHs 3MiH
(Bunyck cepiit) NpOTArom 6 MicsLiB Micns 3aTBEPMKEHHS; 3MiHM | Tvny - —
36iNbLUEHHS TepMiHY npugaTHOCTI /13 3 24 Ha 36 micsALiB.
BBefeHHs1 3MiH NpoTArom 6 MicsLiB nicns 3aTBEPOXKEHHS;
3MiHuM | TUNY — 3miHa BUMoOr cneuudikauii M3 3a
NOKa3HUKOM «pH>» Ha BMMYCK Ta TEPMIH NPUAATHOCTI:
3anponoHoBaHo: 4,6-6,6. BBeeHHS 3MiH NpoTArom 6
MicsILiB nicns 3aTBepKEHHS
125. | MATHE-B6® pO34nH Ans TOB "CaHodpi- | YkpaiHa KOMEPACbLOH ®paHuisa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3miHu Il 6e3 UA/5476/01/01
nepopasnbHoro ABeHTIC PAPMACBLIOTIK MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenma
3actocyBaHHsA; Ne 10: YkpaiHa" PPAHCE3 hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLj
no 10 mn B amnyni; no NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
10 amnyn 3 geoma MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHMU 3
NiHissMK po3nomy y AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW AaHUMY Ta AaHUMK 3
nigAoHI 3 KApTOHY, B thapmakoHarnsgy - 3MiH1M BHECEHO A0 IHCTPYKLiT Ans
KapTOHHIlA KopoobLi MeJMYHOr0 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"Mepepno3yBaHHA" Ta "Mo6GIYHI peakuii”. BBeAeHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEeHHS
126. | MATHE-B6® po34uH Ans TOB "CaHothi- | YkpaiHa KOMEPACbLOH PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny 6e3 UA/5476/01/01
nepopasibHoro ABeHTiC PAPMACBLIOTIK - AAMIHICTPaTUBHI 3MiHW. BUnyYeHHs BUPOOHUYOT AiNbHUL peyenma
3acTocyBaHHs; Ne 10: YkpaiHa" OPAHCE3 (Bxtovaroum ginbHuui ans A®I, npomMixXHOro NpoaykTy abo

no 10 mn B amnyni; no
10 amnyn 3 AgBoma
NiHiMK po3niomy y
nigaoHi 3 KapTOHyY, B
KapTOHHI KOpO6L

roTOBOrO JliKapcbKoro 3acoby, AinbHUL 415 TPOBEeAEHHS

nakyBaHHs1, BAPOOHWKa, BifNOBifa/IbHOTO 3a BUMYCK Cepild,

MicLie NpoBeAEeHHS KOHTPO/IO cepil) abo nocTavyasibHUKa

BUXiQHOro Marepiany, peareHTy abo A0NOMiXKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCLE) - BUnyyeHHs

BMpo6HUKa A®I (MarHito naktarty gurigpaty) MOEHS

CATALANA S.A., IcnaHin. 3aTBepaXeHnii BUPo6HNK AdI,
wo 3anuwmecs - MOEHS CANTABRA S.L., IcnaHis,

BVKOHYE Ti cami dhyHKLT, L0 BUIyYeHUl
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
127. | MET®OPMIH- | TabneTkun, BKpUTI TOB "TeBa YkpaiHa AT dapmaueBTUUHNI YropuwHa | BHECEHHS 3MiH A0 peecTpauiiHnx martepianis: 3miHu | Tuny 3a UA/12382/01/01
TEBA nNiBKOBOIO YkpaiHa" 3aBog, TEBA, YroplwmHa / 13pains/ - NO4AaHHS OHOB/IEHOr0 cepTudikaTa BignosigHOCTI peyenmom
060/10HKOI0, No 1000 (NepBuHHa Ta BTOPUHHA Yecbka €sponeiicbkiii hapmakonei Ne R1-CEP 2008-043-Rev 05
mr; no 10 TabneTok y ynakoBKa, KOHTPOJ1b Pecny6nik ana A®l meTchopMmiHy rigpoxnopuay Bif Bxe
6nictepi; no 3 AKOCTI Ta [03BiN Ha a 3aTBepmkeHoro BupobHnka SHOUGUANG FUKANG
6nictepu y Kopobui BUNYCK cepiii); TeBa PHARMACEUTICAL CO., LTD., y Hacnigok BHECEHHSI
dapmaueBTikan iHchopmawii Npo Te, WO XoAHa eneMeHTapHa AoMillKa,
IHgacTpi3 NT4., 13painb knacudikosaHa B ICH Q3D, HaBMWCHO He BBOAUTLCA Mif
(BMpPOGHMLTBO 3a yac BupobHuuTea APl
NOBHUM LWK/IOM); TeBa
Yex IHgacTpi3 c.p.o.,
Yecbka Pecny6nika
(BMpPOGHMLTBO
Hepo3dhacoBaHOT
NPOAYKLi, KOHTPO/b
SIKOCTI)
128. | MET®OPMIH | nopoLuok (cy6cTaHuis) AT "dapmax” Ykpaina XapmeH daiiHouem IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | - UA/14033/01/01
Yy y NoABIAHNX Nimiten TUny: AOMIHICTpaTMBHI 3MiHU. 3MiHa HallMeHyBaHHs Ta/abo
FIAPOXNOPU | nonieTuneHoBmx afpecy 3asBHKKa (BNacHvKa peecTpauiiHoro
Jil MiLkax ans nocBeifyeHHs). 3MiHa HaliMeHyBaHHS Ta afpecy 3asiBHMKa
BMPOGHMLITBA (BNacHvKa peecTpauiiHoro nNocBigYeHHs).
HeCTepWIbHUX 3miHu | Tvny: 3miHn 3 akocTi. CepTuddikat

nikapcbknx oopm

BianosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI EBponeiickbkilt hapmakoner:
ana A®l; ans BuxigHoro martepiany/peareHTy/npomMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTHLCA Yy BUPOOHNLTBI ADI; ans
[0MNOMDKHOT peyoBuHU (cepTudikaT BigNOBIAHOCTI
€Bponeiicbkiin hapmakonei) - OHoBeHWA cepTuddikaT Big
yXXe 3aTBepKeHoro BUpobHuKa. MofaHHs OHOBEHOTO
CeprtucpikaTy BignoBifHOCTI €EBponeiickkiii hapmakonel
R1-CEP 2000-059-Rev 11 ansa cybcTaHuii MeTchopmMiHy
riApoxnopuA Bif, BXe 3aTBepKeHoro B1upobHuka Harman
Finochem Limited, IHAjs. 3MiHM BHOCATLCA B pO34in
«lgeHTudikalis»: BunyyaeTbeca Tect «Temnepartypa
NNaBfeHHs», B METOAUKN BUMPODOYBaHHA «3a/INLLKOBI
KINIbKOCTi OpraHiyHnX pO34YUMHHUKIB» Ta 3MEHLLEHO
HOPMYBaHHS BMICTYy 2-NponaHosy B CybCcTaHLii 3 «He
6inble 5000 ppm» Ha «He 6inbwe 500 ppm>; 3MiHN B
po3gin «Jomiwka F» (aumeTnnamiy) (Metog, pignHHOT
xpomatorpacii EP, 2.2.29). TecT «Baxki meTanu» 1a
«Po3unHHICTb» BunyyaroTbes i3 Crneuudikauii Ta MeTogis
KOHTPO/0. BHOCATBLCS YTOUHEHHS B PO3LiN «YNakoBka»,
po34in AONOBHEHO OMUCOM BTOPUHHOT ynakoBku. (byno: Y
NoABINHMX NOIETUNEHOBUX MilLKax, 3a6e3neyeHmnx
eTuKeTkaMu; cTano: Y noAifHNX NoieTMIeHOBKX Millkax,
BKNaAeHux y ¢hibposi 6apabaHn abo rodpoBaHi KOpPobKK).
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

3miHu | TUny: 3miHn 3 akocTi. CepTuddikat
BignosigHocTI/IE-cepTudikar BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; ans
[0NOMDKHOT peyoBMHU (cepTudikaT BigNoOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHNl cepTudikaT Bif
yXXe 3aTBepKeHOro BUpobHuKa. MofaHHs OHOBIEHOTO
CeprtudpikaTy BignoBifHOCTI €EBponelickkiii hapmakonel
R1-CEP 2000-059-Rev 08 (nonepegaHs Bepcis: R1-CEP
2000-059-Rev 07) gns cybeTaHuii MmeTdopMmiHy
rigpoxnopua Bif, BXe 3aTBepKeHoro BupobHuka Harman
Finochem Limited, IHAis. Ak Hacnigok, 3MiHy B agpeci
BMpo6HUKa A®I. 3miHn | Tuny: 3miHm 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUMYyYEHHS
cepTudpikaTa BignosiaHOCTI E€Bponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHNl cepTudikaT Bif
yXXe 3aTBepKeHOro BUpobHuKa. MofaHHs OHOBIEHOTO
CeprtucpikaTy BignoBifHOCTI €EBponeiickkiii hapmakonel
R1-CEP 2000-059-Rev 09 ansa cybcTaHuii MeTchopmiHy
riApoXnopuA Bifl BXe 3aTBepIKeHOro B1upobHnka Harman
Finochem Limited, IHgis. 3miHn | Tny: 3MiHW 3 AKOCTI.
CeprtucpikaT BignosigHocTi/l'E-cepTudikart BiANoBiAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA HOBOro
abo oHOBNEHOTO cepTudikaTa BiANOBIAHOCTI 260
BUJTy4YEHHA cepTudikaTa BiAnoBiAHOCTI EBpONechkiii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/NPoOMbKHOIo NPOAYKTY, Lo
BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUIA cepTudpikart Bif yxe
3aTBEPKEHOro BUPOOHYMKa. MofaHHA OHOB/IEHOrO
CepTuchikaTy BignoBigHOCTI €EBponeiickkii hapmakonel
R1-CEP 2000-059-Rev 10 ans cy6ctaHLii MeThopMiHy
rigpoxnopug Bif BXe 3aTBEPAXEHOro BUpobHuka Harman
Finochem Limited, IHgjs.

129.

MIAA3O0/T1AM-
BICTA

PO34UH A5 iH'EKUINA, 5
mr/mn no 15 wr; no 3
M B amnysii; no 5
amnysn y KapTOHHii
Kopobui

MicTpan
Kenitan
MeHeKMeHT
Nimiten

AHrNifA

BEM Inau CaH. Be Tik.
A.C.

TypeyuuH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasnis: 3MiHU | TUNYy
- 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. KoHTpob
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLini Ta/abo foNycTUMUX MEX FOTOBOIO
NiKapCcbKoro 3acoby (40NOBHEHHA abo 3aMiHa NoKasHuKa

3a
peyenmom

UA/18463/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

cneumdikauii 3a pesynibTataMmm AOCNigKeHb 3 6e3nekn
ab0 SAKOCTi (3a BUHSITKOM JlikapCbknx 3acobiB
6i0/10T4HOr0/IMYHO/ONYHOMO MOXOKEHHS)); CYNyTHS
3MiHa - 3MiHM 3 AKOCTi. [0TOBMIA Nikapcbknii 3acib.
KOHTpob roToBOro NMikapcbkoro 3acoby. 3miHa y metogax
BUNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpoGyBaHb (BK/IOYakoum 3amiHy abo
[ONOBHEHHS)) - BHECEHHSA 3MiHM A0 crieuundikaLii 3
BiAMNOBIAHMM METOA0M KOHTPO/IO AKOCTi Ha /13 -
JofasaHHA nokasHuka BigHocHa rycTuHa. MponoHoBaHa
pepaxuis. CNELN®DIKALIA
BigHocHa ryctvHa Big 1.0020 r/mn go 1.0055 r/mn
METOAW KOHTPOJIO .BigHocHa ryctuHa.
BunpobyBaHHA NpoBOAATL BiANOBIAHO A0 BUMOr USP 841.
BigHocHa ryctuHa po3unHy nosmHHa 6yTu Big 1.0020 r/mn
[0 1.0055 r/mn

130.

MIAA3O0/T1AM-
BICTA

PO34UH A5 iH'EKUIN, 5
mr/mn no 50 mr; no 10
M B amnysii; no 5
amnysn y KapTOHHii
Kopobui

MicTpan
Kenitan
MeHeKMeHT
Nimiten

AHrNifA

BEM Inau CaH. Be Tik.
A.C.

TypeyuuH
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHU | TUny
- 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkumit 3aci6. KoHTpob
roTOBOrO JlikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikaLini Ta/abo foNycTUMUX MEX FOTOBOIO
NiKapcbKoro 3acoby (40NOBHEHHA abo 3aMiHa NoKasHuKa
cneumdikauii 3a pesynibTataMmu AOCNigKeHb 3 6e3neKun
ab0 AKOCTI (3a BUHATKOM JliKapCbKUX 3ac06iB
6i0/10r4HOr0/IMYHO/ONYHOMO MOXOKEHHST)); CYNyTHS
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib.
KOHTpOsb roTOBOro NMikapCcbkoro 3acoby. 3miHa y metogax
BMNPOBYBaHHA rOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHW Y
MeToAax BMNpobyBaHb (BK/IOYaloum 3amiHy abo
[ONOBHEHHS)) - BHECEHHSA 3MiHM A0 crieundikaLii 3
BiAMNOBIAHMM METOA0M KOHTPO/IO AKoCTi Ha /13 -
JofaBaHHA nokasHuka BigHocHa rycTuHa. MponoHoBaHa
pepaxuis. CNELN®DIKALLIA
BigHocHa ryctuHa Big 1.0020 r/mn go 1.0055 r/mn
METOAWM KOHTPOJO .BigHocHa ryctuHa.
BunpobyBaHHA NpoBOAATL BiANOBIAHO A0 BUMOr USP 841.
BigHocHa ryctuHa po3unHy nosmHHa 6yTu Big 1.0020 r/mn
0o 1.0055 r/mn

3a
peyenmom

UA/18463/01/02

131.

MIKAMIH

NOPOLLIOK A”A
NPUroTyBaHHs
pO34nHy ANns iHdys3il
no 50 mr; 1 donakoH 3
NOPOLLKOM Y
KapTOHHI KopoobLi

AcTtennac
dapma HOpon
B.B.

Higepnanan

BupoGHUK rotoBoi
nikapcbkKoi hopmum (BCi
cTagii BApPOGHULTBA,
chacyBaHHA y
nepBUHHY YNaKoBKY):
Actennac ®apma Tex
Ko., NTa, 3aBop,
Takaoka, AnoHis;
MakyBaibHUK (BTOPUHHA

AnoHis/
Ipnangis

BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: yTOUHEHHSA
Ha3BU OQHOro 3 BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne
2128 Big 01.10.2021 B npoueci BHECEHHS 3MiH
(BUNpaBfeHHA TEXHIYHOI NOMW/IKK, 3rigHO Nn.4 n.2.4.
po3giny VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne 426
(y pegaxkuii Hakazy MO3 Ykpainu Big 23.07.2015p. Ne 460)
— nomunkn y MK4, nos'asaHi 3 nepeknagom abo
nepeHeceHHsM iHchopmawuii, ki 6ynu gonyLieHi npu
npoueaypi BHeCEHHsA 3MiH Ha /13 (Haka3 Ne1957 Big

3a
peyenmom

UA/12073/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
yMakoBKa), BUMyCKalounii 25.08.2020 p.), a came: BUNpaB/IEHHS TEXHIYHOT MOMUIIKU
KOHTpoOnNb: AcTennac Ha TUTYNbHI CTOPIHLi NpoekTiB 3MiH Ao MKA 13 ans
Ipnang Ko. /i1, [03yBaHHA No 50 Mr, OCKifIbkn BCTaHOB/IEHA
Ipnangis HeBIAMOBIAHICTb HOMEPY PeECTPAaL,iiHOro NOCBIAYEHHS.
3anponoHoBaHo: PeecTpadiiiHe noceigueHHs Ne
UA/12073/01/01). Pepakuis B Hakasi: Actennac ®apma
Tex Ko., [ita. Tosima TexHonomxi LieHTp, AnoHis.
3anponoHoBaHa pegakuis: Actennac ®apma Tex Ko.,
Ntpa, 3aBop, Takaoka, ANoHis.
132. | MIO3M MOPOLLIOK ANt xeHzainm  [HigepnaHam [xeH3aim lpnaHg IpnaHgis/ BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/11618/01/01
NPUroTyBaHHSA tOpon B.B. Nimiten, IpnaHgis Benbris TUNY - 4OAAHHSA anbTepHATUMBHOI AinbHULI Eurofins peyenmom
KOHLeHTpaTy ans (HanoBHEHHS hrakoHiB Lancaster Laboratories Inc., United States ans
pO34nHy ANns iHdysil Ta BUPOOHNLTBO npoBefeHHs BUNpobyBaHHsA Ha BesuBipyc
no 50 mr; 1 donakoH 3 KiHLLEBOr0 MPOAyKTY, VV2117aKT1BHOI cybcTaHLii
MOPOLLKOM Y MapKyBaHHS Ta
KapTOHHI navu,i nakyBaHHs1, KOHTPO/Tb
AkocTi MN3, BUnycK
cepii); [xeH3anm
dnaHgepc 686a,
Benbrist (BUPOGHNLITBO
AC, npuroTyBaHHs
po3suuny /13 gns
niodpinizawii)
133. | MOMETA3O0OH | cnpeii HazasbHWiA, TOB "TeBa YkpaiHa MenbbypH CaiHTudik Benuka BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 3a UA/15611/01/01
-TEBA cycneHsis, 50 YkpaiHa" NimiTen, Benvka BpuTania/ - He3HaYHi 3MiHV B 3aTBEpPXXEHOMY MeToAax peyenmom
MKr/go3y; no 10 r (60 BpuTaHis (KOHTpOsb Yecbka BMNpo6yBaHHSA /13 3a NokasHUKOM «KpannemeTpuyHuii
[03) y dhnakoHi 3 cepii 3a NOKa3HUKOM Pecny6nik cKnag MeToAoM fasepHoi andipakuii». BBefeHHs 3miH
[03y04nMm cnpeii- "Bu3HayeHHsA a NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPIKEHHS; 3MiHW Il TUny
Hacocom Ta MOMeTa30oHy dpypoarty y - PO3LLUMPEHHS BEPXHLOT MeXi A5 napameTpa «B'askicTb»
posnuaBayeM, Masmx 3 20-50 clM3 go 20-60 cl3 B cneuudikauii npu BUNycky Ta

3aKPUTUM KOBMAYKOM;
no 1 chnakoHy B
KapTOHHI KopoobLi

Kpannax/yacTkax"); Tesa
Yex IHgacTpi3 c.p.o.,
Yecbka Pecny6nika

(BUpPOGHMLTBO 3a
NOBHUM LUK/IOM)

NPOTArOM TEPMiHY NPUAATHOCTI Ha rOTOBWIA NiKapPCbKWiA
3aci6. Mig yac oHoBNeHHs po3giny 3.2.P.5.1 3 meTo0
BHECEHHS 3anponoHOBaHOI MeXi A1a napameTpa
«B’s3KiCTb», BYNN TaKOX BHECEHI HACTYMHI peAakLiliHi
3MiHW: - NapameTp «30BHILUHIi BUrNsAZ | onucs»
(«Appearance & Description») nepeimeHoBaHO Ha
«Onuc» («Description»); - napameTp «KinbkicHe
BU3HAYEHHA» («Assay») nepeliMeHoBaHO Ha «KinbkicHe
BM3HAYEHHSI MOMETa30Hy qoypoaty» («Assay of
Mometasone Furoate»); - napameTp «Mikpob6ionoriyHuii
KOHTPO/b HECTEPWU/LHIX NPOAYKTiB» («Microbiological
Examination of Non-Sterile Products») nepeiimeHoBaHO Ha
«MikpobionoriyHa unctota» («Microbiological quality»),
Mexy «BigcyTHicTb B 1 Mn» («Absence in 1 ml») 6yno
OHOBJ/IEHO Ha «BiacyTHicTb/Mn» («absence/ml»); - 3
po3ainy 3.2.P.5.1 6ynu Buy4YeHi BUNpobyBaHHSA nig, vac
BMPOBHMLITBA, 3apPeeCcTPOBaHi A/151 KOHTPOJIHO
Hepo3d)acoBaHOro NpPoaykTy (onuc, pH, KinbkicHe
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

BM3HAYEHHS MOMETa30Hy dhypoaty Ta KiflbkicHe
BU3HAYEHHS1 6EH3A/IKOHII0 X10puay) Ta KOHTPOSIbHI
BMNPOGYBaHHSA nif Yac po3nmey Npoaykty («Fill weight» Ta
«Torque test (tightness of closure)»), ockinbkn BOHN
Oy6n010Th 3apeecTpoBaHy iHghopmaLito B po3aini
3.2.P.3.4. BUpO6GHVK NiaATBEPOXKYE, L0 3apeecTpoBaHa
iHchopmauis B po3gini 3.2.P.3.4 He 3MiHIOETbCS, | BCi
nepenivyeHi BuLLEe BUNPOBYBaHHA SK i paHille
KOHTPOOOTLCS BifNOBIAHO 4,0 3apeeCcTpoBaHOro po3giny
3.2.P.3.4; - 3 po3giny 3.2.P.5.1 6y/10 BUTy4E€HO NOCUAHHSA
Ha HoMep A0KYMeHTa Ha cneumdikalito NpoTaroM TepMmiHy
npuaaTHocTi. Kpim TOro, KOpUCTyHUNCb MOX/IUBICTIO
3a8BHWK XOTiB 61 CNPOCTUTW MOBHWIA po3gin 3.2.P.5.1 3
METOI NPeACTaBUTV B HbOMY TiflbKV OUH [OKYMEHT i3
3arasibHOI0 creuudikaLieto Ha BUNYCK Ta TepMiH
npuAATHOCTI. TakuM YMHOM, [0fAaTKOBa 3apeecTpoBaHa
cneuudikaLis Ha BUNYCK 715 KOMEpPLiHUX cepiii
(QDP0042210 v.3.0) Ta crneuudikaLis ans nepBuHHOIO
NoAaHHA Cepii, L0 BUKOPUCTOBYBasaCh Mif, Yac po3po6ku
npoaykty (QDP0033794), BUAANSATLCA 3 JOCLE AK
iHchopmauis, Wwo fy6n0eTbCsA. Pa3oM i3 OHOBMEHHAM
po3ginis 3.2.P.8.1 Ta 3.2.P.8.3 3asBHUK XOTiB 61 TaKoX
BHECTW HACTYMHI peAakLiiiHi 3mMiHu fo po3giny 3.2.P.8.2: -
3 posginy 3.2.P.8.2 6yna BunyyeHa cneyudikauis Ha
TepMiH NPUAATHOCTI, OCKi/IbKM BOHA NpefcTasieHa B
po3aini 3.2.P.5.1; - Ha3By BUNPO6YBaHHA Ha
Mikpo6ionoriuHy 4icToTy 3MiHeHo 3 «Microbial limits» Ha
«Microbiological quality». Kpim Toro, B mexax
3anporoHoBaHOl 3MiHW HaAETLCSA OHOBEHWI PO3Ain
3.2.P.5.2 pna meTogy «B’'A3KiCTb», NPOTE BHECEHI 3MiHN
AB/IATb COO0K0 NViLle peakLiiiHi 3MiHW. 3asBHUK
NigTBEPAXYE, WO METOA, «B'A3KiCTb» 3a/IMLIAETLCS
He3MiHHUM. 3MiHEHO HOMep [0KyMeHTa Ta BUTy4YeHO
nepeknaj Ha Yecbky MOBY. BianoBigHo, HoBuiA Homep
MeToay «B’si3KiCTb» Bigo6GpaXKeHWii B OHOB/IEHNX po3Ainax
3.2.P.5.1, 3.2.P.5.2 Ta BcTynHili YacTuHi 3.2.P.5.3. Kpim
TOro, y 3B’'A3Ky 3 TUM, L0 B METOAAX KOHTPOJO AKOCTI
3apeecTpoBaHa came fodaTkoBa cneuundikalis Ha BUMYyCK
NS KoMepLiiHnx cepili (QDP0042210 v.3.0), sika Hapasi
BUyYaeTbesa 3 po3giny 3.2.P.5.1, 3aABHWK XOTIiB 61
npmeecTun cneuudikauito B MKHA fo 3anponoHoBaHoi
3aranbHoi cneyudikayii (QDP0040284 v.7.0). 3aranbHa
cneuudikauis Bktoyae BunpobyBaHHA Ha aHTUMIKPOGHY
e(eKTUBHICTb, Ike He NPOBOAMTLCA Hi Nig, Yac BUNYCKY, Hi
NPOTAroM TEPMiHY NPUAATHOCTI, a Npu3HaveHe nuwe ans
peecTpavuiiHux cepiii. ToMy, B 3apeecTpoBaHiii
crneundikauii 3.2.P.5.1 (QDP0042210 v.3.0) ue
BMNPOGYBaHHSA BiICYTHE Ta He BYyN0 BK/IOYEHO B
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
cneuudikauito MKA. Hapasi 3 MeToo NoBHOI BignoBigHOCTI
3anpornoHoBaHiii 3arasbHili cneumdikalii BUpo6HuKa
3asBHUK XOTiB 61 BHECTU BUNpo6yBaHHS Ha aHTUMIKPOOHY
ecbekTVBHICTb B cneumdikauito MKS 3 BianoBigHo0
NPUMITKOIO «He KOHTPOIETLCA». BignosigHa meToavka
He BXOAWTb A0 nepesiky aHaniTuyHnx metoauk 3.2.P.5.2,
TOMY XO/[IHOTO HOBOIO METOAY BUNPOOYBaHHS [0 MeTOAIB
KOHTPO/IH0 SIKOCTi 0AAHO He 6yn0. XXOAHMX iHLINX 3MiH
LLIOZI0 NOKA3HMKIB Ta MEX, OKPIM 3asiB/IEHMX B AaHil 3MiHi,
B cneuudikauilo BHeCceHo He 6ys10. BBeAeHHS 3MiH
NPOTSArom 6-Tv MicsILiB MicNs 3aTBEPKEHHS
134. | MOHTEN TabneTku XyBasibHi N0 My6niyne Ykpaina My6niuHe akuioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16297/02/02
4 Mr no 7 TabneTtok y akuioHepHe ToBapucTBO "HaykoBo- TMny - 3MiHK 3 AKOCTi. [0TOBWIA NikapcbKnii 3acib. peyenmom
6nictepi; no 4 TOBapuCTBO BMPOGHUYUIA LEHTP CtabinbHicTb. 3MiHa y TepMiHax NpuaaTHOCTI abo ymoBax
6nictepn y nauyui 3 "HaykoBo- "BopLuariBcbkuii XiMiko- 36epiraHHs rOTOBOrO JliKapCbKOro 3acoby (36ibLIEeHHS
KapToHY BVPOGHWYNIA thapmaueBTUYHWIA TepMiHy NpUAaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - Ans
LeHTp 3asog”, TOProBOi YNakoBKW (MiATBEPMAKYETLCA AAaHUMU PeaibHOro
"BopLiariscbk Ykpaina (hacysaHHs i3 yacy) 36i/bLIEeHHA TePMiHY NPUAATHOCTI FOTOBOrO
Ui XimiKo- cdopmu "“in bulk" nNikapcbKoro 3aco6y Ha OCHOBI MO3UTUBHMX pe3y/bTaTiB
hapmaveBTny BUpo6HMKIB CaHiko H.B., [0BrOCTPOKOBUX AOCAIMKEHb CTAbINbHOCTI y peasibHOMY
HWi 3aBoa” Benbris; CiHTOH yaci: 3arBepxeHo: TepMiH NpuaaTHOCTI 2 pokn
Xicnanis C.J1., IcnaHis) 3anponoHoBaHo: TepMiH NpUAAaTHOCTI 3 poku 3MiHK
BHECEHI B iHCTPYKLIit0 419 MEAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ain "TepMiH npugaTHOCTI".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS.
135. | HABIPEN KOHUeHTpaT Ans Megak Himeuunna Mepak Mesenbwadt HiMeuunH | BHeCeHHs 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny 3a UA/4711/01/01
NPUroTYBaHHSA lesenbliadr hrop KNiHiwwe a/ Yecbka - BUNyYeHHs BUpo6Hmka A®| Zhejiang Hisun peyenmom
PO34UHYy ANs iHgy3il, dorop KniHiwe Lneuianbnpenapare Pecny6nik Pharmaceutical Co., Ltd, Kutaii y 38'13ky 3 BUPOGHMNYOO
10 mr/mn no 1 mn (10 Lneuiansnpe M6X, HimeuunHa a HeobXiAHICTIO.
mr) a6o 5 mn (50 mr) y napate m6X (nakyBaHHs, 3anponoHosaHo: Minakem High Potent SA, benbrisi;
donakoHi, no 1 MapKyBaHHS Ta BUMYCK Synbias Pharma Limited, YkpaiHa
h/1aKOHY B KapTOHHii cepil); oHKome[,
Kopoobui MeHblodeKYepiHr a.c.,
Yecbka Pecny6nika
(BMpOGHMLTBO "in bulk",
KOHTPO/b Cepiit)
136. | HA30 Kpanni Ha3asbHi, ToBapucTBO 3 YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNy 6e3 UA/15808/01/01
KPAMI po3uuH, 0,1 mr/mn, no 06MeXeHOo 06MEXEHO - MOAAHHS OHOB/IEHOTO cepTudlikaTy BigNoBigHOCTI €D Ne peuyenma
MAJTHOK 8 MmNy thnakoHi, BiANOBiAa/bHI BiANOBIAA/IbHICTIO R1-CEP 2008-064-Rev 02 ana A®l Big Bxe
yKynopeHomy cTI0 "®GapmMaLeBTnYHa 3aTBep/axeHoro BupobHuka Siegfried PharmaChemikalien
KPULLIKOHO- "bapmaueBTn KomMnaHis “3gopos'a” Minden GmbH, HimeuuunHa, y 3B’A3Ky 3 NpYBEAEHHAM
KpanesibHULEeo 3i YyHa KOMNaHis MeTOZiB BXIAHOINO KOHTPOJIHO AKOCTI Ait0HOI PEHOBUHM 3a
CK/IIHOIO NiNeTKO0; No "3p0pos'a” nokasHnkoM «CynpoBsigHi fOMiLLKK» [0 BUMor EP
1 chnakoHy y kopobui 3
KapTOHY
137. | HA30N® cnpeit HasanbHuii 0,05 | TOB "BANEP" YKpaiHa IcTiTyTO AEe Anxeni ITanis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU | TUny 6e3 UA/9483/01/01
%, no 10 mny C.p.n. - MOAAHHS1 OHOB/IEHOIO cepTudlikaTa BignoBigHOCTI peuyenma
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
chakoHi 3 €Bponevicbkinn hapmakonei Ne R1-CEP 2008-064-Rev 02
posnpuckysayem; no 1 ons A®| okecrmeTasoniHy rigpoxnopuay Bif Bxe
dhakoHy B KapTOHHiiA 3arBepxeHoro BupobHuvika Siegfried PharmaChemikalien
Kopobui Minden GmbH, HimeuuunHa, y Hacnifok 36inbLIeHHs
nepioZly NoBTOpHOro Bunpo6yBaHHsA A0 5 pokiB (6yno: 3
pOoKM)
138. | HA30M® cnpeii HasaslbHUIA TOB "BAVEP" | YkpaiHa IcTiTyTO e AHxeni ITanisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny 6e3 UA/9480/01/01
AABAHC 0,05%; no 10 mny C.p.n. - NO4AaHHS OHOB/IEHOr0O cepTudikaTa BignoBigHOCTI peuyenma
hakoHi 3 €sponevicbkin hapmakonei Ne R1-CEP 2008-064-Rev 02
po3snpuckysayem; no 1 ons A®| okcumeTasoniHy rigpoxnopuay Bif Bxe
(h/1aKOHY B KapTOHHIii 3aTBepmxeHoro Bupo6Huka Siegfried PharmaChemikalien
KopoobLi Minden GmbH, HimeuuunHa, y Hacnifok 36inbeHHs
nepiofly NOBTOpHOro BunpobyBaHHsa Ao 5 pokis (6yno: 3
poKw)
139. | HEMPOAOPO | Tabnetku no 40 Benepa Al HimeuunHa BupobHMuTBO HiMeyunH | BHeCEeHHs 3MiH J0 peecTpauiiHux matepianis: 3MiHK | Tuny 6e3 UA/18464/01/01
H® Tabnetok y 6nictepi; Hepo3hacoBaHOro a/ - 3MiHK 3 AKOCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
no 2 aéo no 5 NpoAYyKTY, NepBUHHE Benbris KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
6nicTepiB y KAPTOHHIN nakyBaHHs, yMakoBKM rOTOBOrO NikapCbKoro 3acoby (3MiHa KinbKocTi
Kopo6ui; no 80 abo no eTVKeTyBaHHA Ta oavHUUbL (Hanpviknag TabneTok, amnyn TOLO) B YNakoBLi:)
200 TabneTtok y BTOPWHHE NakKyBaHHSA - 3MiHa y Aiana3oHi 3aTBepAKeHNX PO3MIpIB YNaKkOBKW.
pNakoHi 3 TEMHOTO (cknsaHi donakoHwn), 3MiHa KinbKoCTi TabneTok y 6icTepi Ta KifbKOCTi 6nicTepis
ckna; no 1 doakoHy y KOHTPO/b SKOCTI, BUNYCK B YMaKoBL,j Nikapcbkoro 3acoby: no 40 TabneTok y
KapTOHHIlA KopooLi cepili: Benepa AT, 6nicTepi, No 2 abo 5 6/icTepiB Yy KAPTOHHII KOpo6Li 3
HimeuunHa; MNepBuHHe BiANOBIAHMMY 3MiHaMK 40 po3Ainy “YnakoBka”. 3MiHK
Ta BTOPVHHE NakyBaHHS BHEeCeHi B po34i/n "YnakoBka" (3MiHa KiflbkoCTi O4NHULb B
(6nicTepn): yNakoBLii) B IHCTPYKLiO 4719 MeLMNYHOro 3aCTOCYBaHHS
Nab6opaTopia Bondc NiKapcbKoro 3acoby, K HacC/MifoK - 3aTBEPAKEHHSI TEKCTY
HB, Benbris; MNMepBuHHE MapKyBaHHS HOBUX YNakoBOK
Ta BTOPVHHE NakyBaHHS
(6nictepn): Csicc Kanc
'mM6X, HimeuunHa
140. | HEMPOMIAN Tabnetku no 20 mr, no AT Natsis AT "OnaitHchapm" Nartsis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | TUNy 3a UA/2083/02/01
H® 10 TabneTok y "OnaiiHcpapm" - 3MiHM Woao 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsay peyenmom
6nictepi, no 5 - 3aMiHa po3gainy «padgiyHe 0hopM/IeHHS yNakoBKM» Ha
6nicTepiB B Nayuj 3 po3gain «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
KapToHY Mapkuposka. CornacHo yTBepXaeHHOMY TEKCTY
MapK1poBKW. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBK
nikapcbKoro 3aco6y 3i 3MiHOK CTW/I0 WPUAQITY Ta Ansaiivy
ynakoBku. BBeieHHS 3MiH NpOTArom 6-Tu MicAuis nicns
3aTBEPAKEHHS
141. | HITPECAH® Tabnetkun no 10 mr no MPO.MEA.LIC Yecbka BVMPOGHMLTBO 3@ MOBHUM Yecbka BHECEHHS 3MiH 10 peecTpaliiiHux maTepianis: 3miHu | Tuny 3a UA/13146/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
10 TabneTok y Mpara a.c. Pecny6nika uvknom: NPO.MEA.LIC Pecny6nik - 3MiHK 3 AKoCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
6nicTepi, no 2 a6o 3, Mpara a.c., Yecbka a/ KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
abo 6 6nictepiB y Pecny6nika; nepeuHHe CnoBaubk cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
KapTOHHI/ KopoobLi Ta BTOPVHHE NaKyBaHHS: a yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN) -
CaHeka Pecny6nik OHOBJIEHO po3ain 3.2.P.7. Cuctema KoHTeliHep/
dapmacboTUkans a.c., a 3aKynoproBasibHWiA 3aci6 (NpuBeseHHs fo Bumor CTD

CnoBaubka Pecnyb6ika

chopmaTy): BHECEHHS 3MiH A0 creumdikayii ynakoBkm 13
(AntomiHieBa dhonbra), a came 3MiHa OOpMy/IlOBaHHS B
KpUTEPIAX NPUAHATHOCTI Ans n. «Apyk» (kputepil
3a/IMLIAKTLCSA HE3MIHHUMM); 3MiHK | TURY - 3MiHK 3 SKOCTI.
[0TOBWIA NikapcbkMii 3aci6. 3MiHKM Yy BUPOOHULTBI. 3amiHa
abo BBefeHHA A0AATKOBOI AifIbHULI BUPOGHMLTBA ANS
4acTUHK abo BCbOro BUPOOHNYOrO NpoLEecy rotToBoro
niKapcbKoro 3acoby (AiNbHULA 4155 BTOPUHHOTO
nakyBaHHs) - ofaBaHHs BUPO6HMKa, LLLO BiANOBIAaE 3a
BTOPVHHE nakyBaHHA CaHeka ®apmacbloTukans a.c.,
HiTpsHcbka 100, 920 27 oroseLb, Cnosaubka
Pecny6nika/Saneca Pharmaceuticals a.s. Nitrianska 100,
920 27 Hlohovec, Slovak Republic; 3miHu | Tuny - 3miHK 3
AKocTi. FO0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULITBI.
3amiHa abo BBefeHHSA [,04aTKOBOI AiNlbHULi BUPOOHMLTBA
[N51 YaCTVHM abo BCbOro BUPOBGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOIO
nakyBaHHs) - ofaBaHHs BUPOOHMKA, LLLO BiANOBIAaE 3a
nepBuHHe nakyBaHHs CaHeka dapmacbloTvkans a.c.,
HiTpsHcbka 100, 920 27 oroseLb, Cnosaubka
Pecny6nika/ Saneca Pharmaceuticals a.s. Nitrianska 100,
920 27 Hlohovec, Slovak Republic. 3azHaueHHs dyHKL,i
3aTBepxeHoro Bupo6Huka NPO.MEA.LIC MNpara a.c.,
Yecbka Pecny6bnika (BUpOGHMLTBO 3@ NOBHUM LMK/IOM);
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NTikapCbkuii 3aci6.
CuncTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3MiHa y
NepBUWHHIiA yNakoBLji rOTOBOrO NiKapcbKoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHA HOBOTO KOHTeHepa) -
TBepai, M’k Ta HecTepusbHi piaki nikapcbki hopmu -
OHOB/EHO po3gin 3.2.P.7. Cuctema KoHTelHep/
3aKynopoBasTbHWI 3acib, a came JofaBaHHSA HOBOrO
KOHTeliHepa Ans TpaHcnopTyBaHHsA doopmu in bulk M3y
3B'A3KY 3 peecTpalieto 4oAaTKOBOI AiNbHULi ANs
NMepBMHHOTO Ta BTOPUHHOIO NakyBaHHS; 3MiHu | Tuny -
3MiHK 3 sIKOCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BU/TyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokasHuka)) - oHoBneHo po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBasibHWiA 3aci6 (NpUBEAEHHS 0
sumor CTD dhopmarty), a came BUIyYeHO NoKasHUK
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

«Widht» 3i cneyudpikauii ynakosku 113 (MBX nniska);
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NNikapCbKuMii 3aci6.
CucTema KoHTelHep/3aKkynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo JONYyCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(BUNYYEHHA HE3HAYHOro NokasHuka (Hanpuknag
3acTapisioro NokasHrka)) - OHoOBMEHO po3gain 3.2.P.7.
CurcTeMa KoHTelHep/ 3aKynopioBasibHWiA 3acio
(npuBeaeHHsa po sumor CTD chopmarty), a came BUIyYEHO
nokasHuk «Thickness of foil in cross-section» 3i
crneundikavii ynakosku N3 (MBX nniBka); 3MiHn | Tuny -
3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa napameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO JliKapCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro NokasHuka (Hanpuknag, 3actapinoro
NnoKasHuKa)) - oHoB/ieHo po3ain 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasibHUIA 3aci6 (NprBeAeHH: A0
Bumor CTD chopmarty), a came BUTy4eHo nokasHuk «Coil
inner diameter» 3i cneumdikayii ynakosku M3 (MBX
nniBka); 3MiHW | TMNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMIA
3acib. Cuctema KoHTeliHep/3aKkyrnopoBanbHUii 3aci6.
3MiHa napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHW) - OHOBJIEHO po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6 (NpUBEAEHHS 0
sBumor CTD dhopmarty) a came BHECEHO 3MiHU A0
nokasHuka "Onuc" y cneumdikauii ynakoskm 13 (NMBX
nnieka); 3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUA 3aci6.
3miHa napameTpiB cneuudikaLin Ta/abo fonycTMMNX Mex
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(BUNYyYEHHA HE3HAYHOro NokasHuka (Hanpuknag
3acTapisioro NokasHrka)) - OHoBMeHO po3gain 3.2.P.7.
CurcTeMa KoHTelHep/ 3aKynopioBasibHWiA 3acio
(npuBeaeHHsa go sumor CTD chopmarty), a came BUIyYEHO
nokasHuk «Widht» 3i cneumndikavii ynakosku 13
(AntomiHieBa honbra); 3MiHu | Tuny - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa napameTpiB
cneuudikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO JliKapCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
NnokKasHuka)) - oHoB/ieHo po3ain 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasibHUIA 3aci6 (NpYBeAeHH: A0
sumor CTD chbopmarty), a came BUlyHEHO NOKa3HMK
«Weight of 100 cm of foil, width 86 mm; Weight of 100 cm
of foil, width 170 mm» 3i cneuundikauii ynakosku '3
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(AntomiHieBa ¢ponbra); 3miHu | TMny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO MiKapCbKOro 3acoby (BU/TyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapisioro
nokasHuka)) - oHoBneHo po3gin 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUWiA 3aci6 (MprYBeAeHHs A0
sumor CTD chopmarty), a came BUIyYeHO nokasHuk «Coil
inner diameters 3i cneundikauii ynakoskm 13
(AntomiHieBa honbra); 3MiHM | Tuny - 3MiHKU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa napameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yNaKoBKM FOTOBOrO JliKapCbKOro 3acoby (BUyYeHHS
He3Ha4yHOro NokasHuka (Hanpuknag, 3actapinoro
NnoKasHuKa)) - oHoB/ieHo po3ain 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoptoBasibHUIA 3aci6 (NprBeAeHH: A0
Bumor CTD dhopmarty), a came BUTyHeHO He3HaYHWIA
nokasHuk «lgeHTudpikauis» (Identity according to the
approved patterns) 3i cnevymdikadii ynakosku N3
(AntomiHieBa ponbra); 3miHu | TMny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNakoBKW rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHuM) -
OHOBJ/IEHO po3ain 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6 (NpuBeaeHHs 0
BuMor CTD chopMaTy): BHECEHHS 3MiH A0 crieuudikaLi
ynakoBkun '3 (AnoMiHieBa ¢osbra), a came OHOBEHHS
3aTBEPKEHOr0 MokasHvka "Onuc"; 3miHu | Tuny - 3miHn 3
sKocTi. FoToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHW) -
OHOB/IEHO po3ain 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6 (NpUBEAEHHS 0
sumor CTD dhopmarty), a came BUIyYeHo cneuudikadiio Ha
BTOPWHHE NakyBaHHS (KapTOHHY KOPOOKY); 3MiHu | Tuny -
3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHW) -
OHOB/IEHO po3ain 3.2.P.7. Cuctema
KOHTelHep/3aKynoploBasibHWiA 3aci6, a came NpuBeAEHHS
iHchopmaLii LLLoA0 NePBUHHOT YNakoBKMN -asTlOMIHIEBOT
donbrn go sumor CTD dhopmaTy (BuayyeHo iHhopMaLito
LLL0A0 YMOB 36epiraHHsi NepBMHHOT yNakoBku,
noctavasibHUKa NepBUHHOT YNakoBKU Ta AesKy iHLWY
He3HauHy iHhopMaLiito; OHOB/IEHO crieuudikaLito); 3miHu |
TMny - 3MiHK 3 SiKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHK) -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

OHOBJIEHO po3ain 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6, a came NpuBeAEHHS
iHchopmawii LWoao NnepBrHHOT ynakosku - MBX nniBku fo
Bumor CTD dhopmarty (BuiyyeHo iHchopmalito LWoa0 yMoB
36epiraHHA NepBMHHOT YNakoBkKW, NocTavasibHuKa
NEePBUMHHOT YNaKoBKN Ta AesKY IHLLY HE3HaUHY
iHchbopmawLito; oHOBMEHO cneumdikadito); 3miHu | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag
(iHWi 3MiHW) - BHECEHHSA YyTOYHEeHb o p. 3.2.P.1. Onuc i
cKknag, nikapcbKoro 3acoby, a came BHECEHHS iHdhopmaLii
npo TexHiuHi piavHn (Ethanolum benzino denaturatum Ta
aqua purificata), Ski 3aCTOCOBYIOTbCS B NPOLIECI
BMpobHuuTBa (Ethanolum benzino denaturatum
BUKOPVCTOBYETLCA AK rPaHyNALiAHNIA PO3UMHHUK Y CyMiLLli
3 OUMLLIEHOIO BOAOH0 Y cniBBigHOLWeEHHI 50:50 ans
MONINWeHHS PO34YMHHOCTI BXKKOPO3UYMHHOI aKTUBHOI
peuoBuHYM). OCKiNbKV AaHi PeYOBUHN BUKOPUCTOBYOTLCA
npy BUPOBGHMLTBI BOHM NOBWHHI BYTV BBEAEHI [0 CKNagy
npenapary 3i BUHOCKOHO, L0 BiACYTHi B rOTOBIl NikapCbkiii
hopMi (PO3UMHHMKM BUNAPOBYIOTLCA Mif Yac npowecy
rpaHynsauii piguHn).

Y 3B’A3Ky 3 BBE,EHHAM [0 Ck/afy npenaparty TeXHIYHOT
pigyHW, OHOBETLCA P. 3.2.P.4. KOHTPOb AOMNOMIKHUX
peyoBuH (byno AonoBHEHI cneuudikauis AKoCTi Ha
Ethanolum benzino denaturatum Ta cepTudikaTv SKOCTi Ha
HOBI BBEAEHI pianHM); AKTyaslizoBaHa YacTuHa 3.2.A.
Adventitious-agents-report (geknapavis Ha BifCyTHICTb
TSE/BSE)

142.

HITPECAH®

Tabnetkun no 20 mr no
10 TabneTok y
6nicTepi, no 2 a6o 3,
ab6o 6 6nictepiB y
KapTOHHI Kopobui

MPO.MEA.LIC
Mpara a.c.

Yecbka
Pecny6nika

BVMPOGHMLTBO 3a NMOBHUM
uuknom: NMPO.MEA.LIC
Mpara a.c., Yecbka
Pecny6nika; nepervHHe
Ta BTOPVHHE NaKyBaHHS:
CaHeka
dapmacbloTrKans a.c.,
CnoBaubka Pecnyb6nika

Yecbka
Pecny6nik
a/
Cnosaubk
a
Pecny6nik
a

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauii Ta/abo AONYCTUMUX MEX NEPBUHHOT
yMakoBKM FOTOBOTO NikapCbKOro 3acoby (iHLi 3MiHN) -
OHOB/IEHO po3ain 3.2.P.7. Cuctema KoHTeliHep/
3aKynoproBasibHWiA 3aci6 (NprBeagHHs Ao Bumor CTD
chopmaTy): BHECEHHS 3MiH A0 creumndikayii ynakoskm 13
(AntomiHieBa chonbra), a came 3miHa OOpMy IlOBaHHS B
KpUTEpPIAX NPUIAHATHOCTI ANst n. «Apyk» (KpuTepii
3a/IMLIAKTLCSA HE3MIHHMMM); 3MiHW | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3amiHa
ab0 BBeleHHA 40A4AaTKOBOI AiNbHUL BUPOBHMLTBA A1
YyacTvHu abo BCbOro BUPOGHNYOro NpoLLecy roToBoro
nikapcbKoro 3acoby (AinbHULA 418 BTOPUHHOTO
nakyBaHHs) - AoflaBaHHA BMPOOHUKA, LLO BiANOBIJaE 3a
BTOPUHHE nakyBaHHa CaHeka PapmacbioTvkan3s a.c.,
HiTpsiHcbka 100, 920 27 noroseub, CnoBaubka
Pecny6nika/Saneca Pharmaceuticals a.s. Nitrianska 100,
920 27 Hlohovec, Slovak Republic; 3miHuM | Tuny - 3miHuK 3

3a
peyenmom

UA/13146/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI.
3amiHa abo BBeeHHS [,0AaTKOBOI AiNlbHULi BUPO6GHULTBA
[ANs YacTHK abo BCbOro BUPOOGHNYOrO NPOLLECY rOTOBOIO
nikapcbKoro 3acoby (AiNbHULUS 415 NEPBUHHOMO
nakyBaHHs) - foflaBaHHS BUPOOHMKa, L0 BiANOBiAaE 3a
nepsrHHe nakyBaHHa CaHeka PapmacbioTuka3 a.c.,
HiTpsiHcbka 100, 920 27 noroseub, CroBaubka
Pecny6nika/ Saneca Pharmaceuticals a.s. Nitrianska 100,
920 27 Hlohovec, Slovak Republic. 3a3HaueHHs dyHKL,i
3aTBepmxeHoro BupobHuka MNPO.MEA.LIC MNpara a.c.,
Yecbka Pecny6nika (BUPOOHULTBO 3a MOBHUM LIMK/IOM);
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkunii 3aci6.
CuncTema KoHTelHep/3aKynopioBasibHUiA 3aci6. 3miHa y
NepBUHHIN yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHA HOBOTO KOHTeliHepa) -
TBepAi, M'siki Ta HecTepunbHI piaki Tikapcebki dopmu -
OHOBJEHO po3ain 3.2.P.7. Cuctema KoHTeliHep/
3aKynopoBasIbHUI 3aci6, a came fofaBaHHSA HOBOrO
KOHTeliHepa Ans TpaHcnopTyBaHHsa doopmu in bulk M3y
3B'A3KY 3 peecTpauielo 40AaTKOBOI AiNbHULi ANs
NepBMHHOTO Ta BTOPUHHOIO NakyBaHHS; 3MiHu | Tuny -
3MmiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo LONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO /iKAPCbLKOro 3acoby (BU/TyYEHHS
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) - oHoBneHo po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6 (NpuBeaeHHs 0
sumor CTD chopmaTy), a came BUTyHEHO MOKa3HUK
«Widht» 3i cneyudikauii ynakosku 113 (MBX nniska);
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NTikapCbkuii 3aci6.
CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(BMNYyYEHHS1 HE3HAYHOrO NoKasHKKa (Hanpuknag,
3acTapisioro NokasHuka)) - oOHOBAeHO po3ain 3.2.P.7.
CurcTema KoHTelHep/ 3aKynoploBa/ibHWiA 3acio
(npuBeaeHHs no sumor CTD dhopmarty), a came BUy4eHo
nokasHuk «Thickness of foil in cross-section» 3i
cneuudikayii ynakosku 13 (MBX nniBka); 3miHu | Tumy -
3MiHK 3 sIKOCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BU/TyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokasHuka)) - oHoBneHo po3gin 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6 (MpvBeAeHHs A0
BvMor CTD dhopmarty), a came BUIyYeHo nokasHuk «Coil
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

inner diameter» 3i cneuundikauii ynakosku N3 (MBX
nnieka); 3MiHu | Tuny - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHUA 3aci6.
3miHa napameTpiB cneuudikauiin Ta/abo fonycTMMNX Mex
NepBMHHOT YNakoBKM rOTOBOrO J1ikapCbkoro 3acoby (iHLwi
3MiHW) - OHOB/IEHO po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6 (NpuBeaeHHs 40
sumor CTD chopmaTy) a came BHECEHO 3MiHW [0
nokasHuka "Onuc" y cneumdikauii ynakoskm 13 (NMBX
nniBka); 3MiHu | Tuny - 3MiHM 3 SKOCTi. [OTOBWIA NikapcbKuii
3aci6. Cuctema KoHTeliHep/3aKkynopoBasibHUii 3aci6.
3MmiHa napameTpiB cnevuudikaii Ta/abo JonyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(BMNYYEHHS1 HE3HAYHOrO NoKasHKKa (Hanpuknag,
3acTapisioro NokasHUka)) - oOHOBAEHO po3ain 3.2.P.7.
CurcTema KoHTelHep/ 3aKynoploBa/ibHWiA 3acio
(npuBeaeHHs no sumor CTD dhopmarty), a came BUIy4yeHo
nokasHuk «Widht» 3i cneumndikauii ynakosku 13
(AntomiHieBa ¢ponbra); 3miHu | TMny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO MiKapCbKOro 3acoby (BU/TyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapisioro
nokasHuka)) - oHoBneHo po3gin 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHUWiA 3aci6 (MprYBeAeHHs A0
sumor CTD dhopmarty), a came BUTyYEHO NMOKa3HUK
«Weight of 100 cm of foil, width 86 mm; Weight of 100 cm
of foil, width 170 mm» 3i cneyucpikauii ynakosku 13
(AntomiHieBa ponbra); 3miHu | Tuny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo LONYCTUMUX MEX NEPBUHHOI
yNaKoBKM rOTOBOTO /iKAPCbLKOro 3acoby (BU/TyYEHHS
He3Ha4yHOro nokasHuka (Hanpvknag, 3actapinoro
nokasHuka)) - oHoBneHo po3ain 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6 (MprBeAeHHs A0
sumor CTD chopmarty), a came BUy4eHO nokasHuk «Coil
inner diameter» 3i cneundikauii ynakoskm N3
(AntomiHieBa dponbra); 3miHu | TMNy - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneuudikauin Ta/abo AONYCTUMKX MEX NEPBUHHOT
yNaKkoBKM rOTOBOTO NiKapCbKOro 3acoby (BU/TyYEHHS
HEe3Ha4YHOro nokasHuka (Hanpukiag 3actapifioro
nokasHuka)) - oHoBneHo po3gin 3.2.P.7. Cuctema
KOHTeliHep/ 3aKkynoproBasibHWiA 3aci6 (MpvBeAeHHs A0
BuMor CTD dhopmarty), a caMe BUTyYEHO HE3HAYHMIA
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

nokasHuk «lgeHTudikauis» (Identity according to the
approved patterns) 3i cnevuudikauii ynakosku N3
(AntomiHieBa ponbra); 3miHu | Tuny - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NapameTpiB
cneumdikauii Ta/abo LONYCTUMUX MEX NEPBUHHOI
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN) -
OHOB/IEHO po3gin 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6 (MpUBELEHHS [0
Bumor CTD dhopmMarty): BHECEHHS 3MiH A0 crevuudikauii
ynakoBku '3 (AnoMiHieBa ¢osbra), a came OHOBMEHHS
3aTBEPKEHOr0 NokasHuka "oOnuc"; 3miHu | Tuny - 3miHn 3
AKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6 (iHLi 3MiHW) -
OHOBJ/IEHO po3ain 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasibHWA 3aci6 (NpuBeaeHHs 40
sumor CTD chopmaTy), a came BUIyHeHO cneumdikaio Ha
BTOPUHHE NaKyBaHHA (KapTOHHY KOPOOKY); 3MiHu | Tuny -
3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6 (iHLi 3MiHW) -
OHOBJ/IEHO po3ain 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3acib, a came npuBeAeHHs
iHbopmaLii WoA0 NEPBUHHOT YNAKOBKX -asTtOMiHIEBOT
onern go sumor CTD dhopmaTy (BUy4YeHO iHhopmalLito
00 YMOB 36epiraHHsi NepBMHHOT yNakoBKu,
noctavasibH1Ka NepBMHHOT YNakoBKU Ta AesKy iHLWY
He3HauHy iHdhopMaLiito; OHOB/IEHO crneuudikaLlito); 3miHu |
Tnny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6 (iHLi 3MiHW) -
OHOBJ/IEHO po3ain 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBa/ibHWiA 3acib, a came npuBeAeHHS
iHbopMmauii Wwoa0 nepBMHHOT ynakoBku - MNBX nnisku fo
sBumor CTD dhopmarty (BuydeHo iHchopmalito LWoa0 yMoB
36epiraHHA NepBMHHOT yNakoBkK, NnocTavaibHuKa
NepBUHHOT YNakoBKM Ta AesKy iHLY He3HauHy
iHchopmaLito; oHoBNEHO cneundikalito); 3miHu | Tuny -
3MiHu 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag
(iHLWi 3MiHW) - BHECEHHS YTOYHEHb A0 p. 3.2.P.1. Onuc i
cKnag, nikapcbKoro 3acoby, a caMe BHeCEHHS iHdhopmaLlii
npo TexHiuHi pignHn (Ethanolum benzino denaturatum Ta
aqua purificata), siki 3aCTOCOBYIOTbLCSA B NPOLLECI
BMpobHuuTBa (Ethanolum benzino denaturatum
BMKOPWCTOBYETbLCS AK rPaHy/IALIHNIA PO3UMHHUK Y CyMiLli
3 OUMLLIEHOI BOAO Y cniBBigHOLWeHHI 50:50 ans
NONINWeHHSA PO34YMHHOCTI BXKKOPO3UNHHOI aKTUBHOI
peuoBuHM). OCKiNbKV AaHi PEYOBVHN BUKOPUCTOBYOTLCA
npu BUPOBHULITBI BOHW NOBWHHI 6YTV BBEAEHI [0 cKNaay
npenapary 3i BAHOCKOO, L0 BifiCYTHi B rOTOBIli NikapCbkiii
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

hopmi (PO3UMHHMKM BUMAPOBYHOTLCA Mif, Yac npoLecy
rpaHynaAuii piavHn).

Y 3B’A3Ky 3 BBEAEHHSAM [0 CKagy npenaparty TeXHIYHOI
pigvHu, oHoBMOETLCA P. 3.2.P.4. KOHTPO/b AONOMIXKHMX
peyoBUH (6yno AonoBHEHI cneuudikalis AKoCTi Ha
Ethanolum benzino denaturatum Ta cepTudikaT SKOCTi Ha
HOBI BBeAEeHI pignHu); AkTyanizoBaHa yactuHa 3.2.A.
Adventitious-agents-report (aeknapavis Ha BigCyTHICTb

TSE/BSE)
143. | HOBOMIKC® | cycneHsia ans A/T HoBo [Janis A/T Hoso Hopagick, [Nanis/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny 3a UA/4862/01/01
30 iH'ekuiin, 100 O4/mn; Hopgaick [JaHisa (BUpoBOHUK ans KuTalicbka | - 3MiHM Woao 6e3nekun/edhekTUBHOCTI Ta chapmakoHarnsagy peyenmom
®JIEKCAEH® | no 3 mny kapTpuaxi, 36MpaHHsA, MapKyBaHHS HapogHa - 3MiHW BHECEHO [0 IHCTPYKLii 4519 MeanyHoro
BK/1af,EHOMY B Ta ynakoBKu Pecny6nik 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainis
6araTrono30Biii ®nekcleH®, a/ "Oco611BOCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
0/HOPAa30BIli LWNpuL- BTOPUHHOIO NakyBaHHS); PpaHuis/ [o3n" Ta "MobiuHi peakuii" BigNOBIAHO A0 pekoMeHaaui
pyuui; no 1 abo 5 A/T Hoso Hopagick, Bpasunis PRAC. BBefeHHs 3MiH NpPOTAroM 6-Tu MicsiB nicns
LINPUL-PYYOK Y [aHis (BUpoBOHUK 3aTBEPIKEHHA

KapTOHHI Kopobui Hepo3dacosaHoro
NPOAYKTY, HANOBHEHHSA B
MeHin®, nepBuHHA
ynakoBka, KOHTPO/1b
AKOCTI Ta
BiAnoBiganbHUIi 3a
BWMYCK Cepiii KIHLEBOrO
npoaykty); A/T Hoso
Hopgaick, JaHis
(mapkyBaHHs Ta
ynaxkoBku ®nekclleH®,
BTOPVHHOTO MaKyBaHHS);
Hoso Hopgaick (Kutait)
dapmacbtoTtikans Ko.,
NTa., Kntalicbka
HapogHa Pecny6nika
(BMPOGHYK
Hepo3gacoBaHOro
NpPOAyKTY, HANMOBHEHHS B
NepBUHHY YNakoBKy);
Hoso Hopgick Mpoaykao
dapmaceyTika fo
Bpasinb NTaa.,
Bpasunis (BUpO6HMK
Hepo3dgacoBaHO|
NPOAYKLUii, HAaNOBHEHHS
B NeHdin®, nepBuHHA
yrnakoBka Ta 36upaHHs,
MapKyBaHHS Ta
ynakoBka ®nekcleH®,
BTOPUHHE NakyBaHHs);
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Hoso Hopgick
MpogatokcboH CAC,
®paHLin (BUPOOHUK
NpOAYKLii 38 NOBHUM
LIMK/IOM)
144. | HOPMOJAKT | cupon, 667 mr/mn, no My6niuHe Ykpaina My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB: yTOUHEHHSA 6e3 UA/18985/01/01
DPYT 100 mny 6aHLi akuioHepHe TOBapUCTBO "HaykoBo- cTaTycy peknamyBaHHA B Hakasi MO3 YkpaiHu Ne 2174 peyenma
nonimepHiii, no 1 TOBapuCTBO BMPOGHUYUIA LEHTP Big 07.10.2021 B npoueci peecTpadii. Pefakuis B Hakasi:
6aHuji pasom i3 "HaykoBo- "BopLuariBCbkuii XiMiko- He nignsrae. 3anponoHoBaHa pepakLis: nignarae.
[03yBasIbHOI0 JIOXKOH0 BVPOGHWYNIA thapmaueBTUYHWIA
B nauui; no 100 mny LeHTp 3asopg"
chnakoHi "BopLiariscbk
nonimepHomy, no 1 Ui XimiKo-
hnakoHy pasom i3 hapmaveBTny
[,03YBa/IbHOO JI0XKOKO HuiA 3aBog”
B nauyj; no 200 mny
donakoHi
nonimepHomy, no 1
thnakoHy pasom i3
[103yBasIbHOIO /TOXKO
B nauuj; no 240 mny
chnakoHi
nosnimepHomy, no 1
onakoHy pasom i3
[103yBaJIbHOIO /TOXKKOIO
B nauLii
145. | OKO®EPOH® | kpansi o4Hi, MOpOLLIOK TOB "$3 YkpaiHa TOB "®3" BIOPAPMA" YkpaiHa BHECEHHS 3MiH A0 peecTpaLiiHux maTtepiasis: 3miHu | Tuny 6e3 UA/6206/01/01
no 1 000 000 MO; 1 "BIO®APMA" - 3MiHa BHOCUTbLCA Y 3B'A3KY 3 NPYBEAEHHAM cnevmdikadii peyenma

dh/1akoH 3 NOPOLLKOM Y
KommnnekTi 3 1
amnysiol Po34MHHMKA
(MeTnnnaparigpokcné
eH3oart (HinariH) (E
218) - 5,0 mr) no 5 mn
y 6nictepi; no 1
6nictepy pasom 3
KPVILLIKOO-
KpanenbHULE B
nauui 3 KapToHy; 1
dp/1aKkoH 3 NOPOLLKOM Y
KOMMekTi 3 1
ammnysio po3UNHHMKA
(MeTtunnaparigpokcm6
eH3oart (HinariH) (E
218) - 5,0 mr) no 5 mn
B MayLi 3 KAPTOHHO
neperopojxoto abo
roopoBaHoto

BXiJHOrO KOHTPOJIIO Ha AONOMKHI PEYOBUHY A0 BUMOT
BiANOBIAHMX MOHOrpaciit Aitoyoi €Bponencbkol
thapmakonei - npyBefeHHs cneumdikayii 4ONOMKHUX
peyoBuH: "Hartpito xnopuay", «Hatpito gurigpodoccar
purigpat» Ta "JuHaTpito pochaty gogekarigpaty” y
BiANOBIAHICTb A0 BMMOr MOHOrpadiii "Hatpito xnopug"
Eur.Ph 04/2021:0193, «Hartpito gurigpococdat gurigpar»
Eur.Ph 01/2017:0194 Ta "[unHatpito chocdhaTy
popekarigpaty” Eur.Ph 01/2021:0118 €Bponeiicbkoi
thapmakonei (No AonomixHili pedyoBuHi "Hatpito xnopuay" -
3a NokasHMKoM "lgeHTudikalis" yTouHeHo "peakuito a"' no
iieHT1dikauii HaTpilo; MO AONOMKHIV pevoBuHI “[AnHaTpito
hocchaty fopekarigpaty” - y nokasHuky "laeHtudikayin”
3aMiHeHO nokasHuk "Boga" Ha "BTpara B maci npu
BWCYLLYBaHHI", BBEHO KpUTepii NPUAHATHOCTI Ans
nokasHvika "HaTtpito gurigpodoccpat”, 3amiHa nokasHuka
"Bopga" Ha nokasHuk "BTpaTa B Maci mpu BUCYLLYBaHHI",
BU/TYYEHHS OAHOTO i3 KpUTEPITB NPUAHATHOCTI B MOKa3HUKY
"KinbkicHe BU3Ha4YeHHS" BigNOBIAHO 4O BUMOr MOHOrpadii
"[inHaTpito chocdhaty AogekarigpaTy” €sponeiichkii
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
BKMazkoto; no 1 thapmakonei (Eur.Ph 01/2021:0118 ). Takox BWTyYEHHS M.
KOMMNEeKTY npenapaTy «ApceH» 3i cneundikaLii BXifHOro KOHTPO/IO LONOMIXHOT
Ta Po34MHHUKa pa3oMm peyoBuHM guHaTpito dhocdaty gogekarigpaty. Mo
3 KPUILLIKOIO- [LOMOMIXHIl pevoBuHi «Hatpito gurigpodhocdhat aurigpar»
KpanenbHULE B - BUTYYEHHS N. «ApCeH»
nauuj 3 KapToHy
146. | OKTAHIH @ MOPOLLOK A/19 PO3UNHY OkTachapma ABcTpis OkTachapma fleccay HimeuunH BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/14330/01/03
1000 MO Ans iH'ekujn no 1000 dapmaveBTrK v6X , HimeyunHa a/ TUMY - 3MiHa KPUTEPIt0 NPURHATHOCTI A8 NOKa3HuKa peyenmom
MO; kapToHHa a (Brpo6Huk ABcTpisi/ «OCMONAMBLHICTb» Y cneumaikaLii roToBOro JlikapcbKoro
Kopobka Ne 1: MicTUTb MpopykTioHcre (anbTepHaTuBHWiY), ®paHuisa 3acoby. 3anponoHosaHo: 700 - 1100 MocMmorb Kr. TepMiH
1 donakoH emHicTio 30 c. M.6.X. BiANOBiAA/IbHWIA 3a BBEJEHHS 3MiH - NPOTArom 6 MicsLiB nicns 3aTBEPLKEHHS;
MJ1 3 MOPOLLKOM ANs BTOPVHHE NakKyBaHHA Ta 3MiHM Il TNy - 3amiHa y cneumdikavii Ha rotToBui
PO3UNHY A5 iH EKLiA. BisyaslbHUi1 ornag nikapcbkuii 3aci6 nokasHvika "riporeHn" Ha NokasHWK
KapToHHa Kopobka Ne nikapcbkoro 3acooy, "EHO0TOKCUHN" 3 KpUTEpieEM NPUIHATHOCTI < 0,03 MO/MO
2: MicTUTb 1 pnakoH 3 BMPOBIEHOro Ha iHLINX dakTop IX. TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB
PO34YMHHMKOM (BOAA BMPOOHNUMNX [iMbHULSAX); nicns 3aTBepmAkeHHs
Ans iv'ekuin, 10 mn) Ta OkTadapma
KOMNNEeKT ans dapmaLeBTuKa
PO3YMHEHHSA Ta MpogykTioHcrec m.6.X.,
BHYTPILLUHbOBEHHOTO ABcTpis (BUpOO6HWK,
BBEJEHHS Y nakeTi BiAnoBiganbHUIA 3a
ab6o 6nictepi (1 wnpwy, BUPOGHMLTBO 32 NMOBHUM
ofiHopasoswuii, 1 LIMK/TOM, BK/IIOYa0Un
KOMNNEeKT ans BTOPWHHY YNakoBKy Ta
nepeHocy (1 BisyaslbHWi1 ornag
[OBYyXKiHLieBa ronka, 1 nikapcbkoro 3acooy,
pinbTpyBaUibHA BUPOGIEHOr0 Ha
ronka), 1 komnnaekt AinbHuui OkTadapma,
ans iHdysin (ronka- ®paHuis); Oktachapma,
MeTesnuk), 2 ®paHuisa (BUpobHUK,
NPOCOYEHNX CNNPTOM BiANOBigabHNI 3a
TaMmroHiB). kopobka BVMPOGHMLTBO 3@ MOBHUM
Nel Ta Ne2 LMKIOM 38
006'€AHYOTLCS MK BUK/TIOYEHHAM
€060 NNacTMKOBOO BTOPVHHOT yNakoBKu)
N/1iBKOO
147. | OKTAHIH @ MOPOLLOK A/19 PO3UUNHY OkTachapma ABCTpIs OkTachapma [eccay HimeuunH BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHu || 3a UA/14330/01/02
500 MO Ans iH’ekujn no 500 dapmaLeBTUK 'v6X , HimeyunHa a/ TUMY - 3MiHA KPUTEPIt0 NPURHATHOCTI A5 NOKa3HWKa peyenmom
MO; kapToHHa a (Brpo6Huk ABcTpisi/ «OCMONAMBLHICTL» Y cneumaikaLii roToBOro likapcbKoro
Kopobka Ne 1: MicTUTb MpopykTioHcre (anbTepHaTuBHWi), ®paHuisa 3acoby. 3anponoHosaHo: 700 - 1100 MocMornb Kr. TepMiH
1 chnakoH emHicTio 30 c. M.6.X. BiANOBiAa/IbHWIA 3a BBEJEHHS 3MiH - NPOTArOM 6 MiCALIB Nic/s 3aTBEPKEHHS;
M/1 3 NOPOLUKOM 4715 BTOPWHHE NakKyBaHHA Ta 3MiHK |l TNy - 3amiHa y cneumdikadii Ha roToBuiA
PO34nNHY A5 iH EKLiA. BisyaslbHWi1 ornag nikapcbkuii 3aci6 nokasHvika "MiporeHn" Ha NoKasHWK
KapToHHa Kopobka Ne nikapcbkoro 3aco6y, "EHO0TOKCUHU" 3 KpUTEpieEM NPUIAHATHOCTI < 0,03 MO/MO
2: MicTUTb 1 donakoH 3 BMPOBIEHOr0 Ha iHLLINX dakTop |X. TepmiH BBEAEHHS 3MiH - NPOTAroM 6 MicsuiB
PO34YMHHMKOM (BOAA BMPOBHUUMNX [iNMbHULSAX); nicns 3aTBepmAkeHHs
Ans iH'ekuin, 5 mn) Ta OkTadhapma
KOMNNEKT ans PapmMaLeBTUKa
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
PO34YMHEHHSA Ta MpopykTioHcrec M.6.X.,
BHYTPILLUHbOBEHHOIO ABCTpIfl (BUpOBHUK,
BBE/IEHHS Y NakeTi BiANOBIgaNbHMIA 3a
abo 6nictepi (1 wnpuy BVMPOGHMLTBO 3@ MOBHUM
ofiHopasoswuid, 1 LIMK/IOM, BK/KOYaoUn
KOMNNEeKT ans BTOPWHHY YNakoBKy Ta
nepeHocy (1 Bi3yasibHWiA ornsag
[OBYXKiHUeBa roska, 1 nikapcbkoro 3acoby,
hinbTpyBasibHa BMPOGNEHOrO Ha
ronka), 1 Komnaekt AinbHuui OkTadapma,
Ans iHdy3ii (ronka- ®paHuin); OkTacapma,
MeTenuk), 2 ®paHuia (BUpobHUK,
MPOCOYEHNX CIMPTOM BiANOBigaIbHUI 3a
TaMroHiB). Kopobka BVMPOGHMLTBO 3@ MOBHUM
Neol Ta Ne2 LMK/IOM 3a
06’eQHYIOTbCA MiXK BVIK/TIOYEHHAM
c060t0 NNacTMKOBOID BTOPWHHOT yNakoBKM)
NiBKOO
148. | onogpornc Kpanni o4Hi, po3unH, 1 Mikpo Jlabc IHAis Mikpo fla6c NimiTeq, IHAaisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHK | Tuny 3a UA/15244/01/01
Mr/mn no 5 mny Nimiten - AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
chnakoHi-kpanenbHuL,; ajpecy 3asBHVKa (BnacHvKa peecTtpauiiHoro
no 1 dpnakoHy- nocBiAYEeHHS) - 3MiHa HaliMeHyBaHHS afpecy 3asBHUKa
KpanesbHULi B
KapTOHHI/ Kopobui
149. | OMHINAK pO34UH A8 iH'EKLiA, Ibknl Xenckea | Hopseris [bknl Xenckea IpnaHgis IpnaHgis BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny 3a UA/2688/01/03
300 wmr itogy/mn: no 50 AC Nimiteq - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
M1 a6o no 100 mny agpecu 3asiBHMKa (BNnacHuKa peecTpauiinHoro
donakoHi; no 10 NOCBIJYEHHS) - 3MiHa afpecu 3asaBHNKaA
(h/1aKOHIB Y KapTOHHIl
Kopobui
150. | OMHINAK PO34UH AN1s iH'EKLi, Ibxnl Xenckea | Hopseris [bknl Xenckea IpnaHgis IpnaHgis BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx MmaTepiasis: 3MiHu | Tuny 3a UA/2688/01/04
350 mr itogy/mn: no 50 AC Nimiten - AOMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo peyenmom
M1 a6o 100 mn, abo agpecy 3asiBHMKa (BNnacHuKa peecTpauiinHoro
200 mn, a6o 500 mn y NOCBIJYEHHS) - 3MiHa aApecu 3asBHNKa
thnakoHi; no 10
(pNaKOHIB Y KapPTOHHINA
Kopo6ui
151. | OPAAPO TabneTkun, BKPUTI YOPNA Mpysia yopna MEANLINH TypeuunH | BHECEHHS 3MiH [0 peecTpaujiiiHux maTtepianis: 3MiHW | TUNY 3a UA/17328/01/01
NNiBKOBOIO MEANLUNH INAY CAH. BE TIK. a - 3MiHV BHECEHO A0 iIHCTPYKLi 415 MeAUYHOro peyenmom
060/10HKO10, M0 250 Mr nTa A.LL. 3acTocyBaHHA NikapcbKoro 3acoby y po3ainu:
no 7 TabneTtok y "MpoTunoka3saHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu
6nicTepi; no 2 3acob6amu Ta iHWi Buan B3aemogii”, "Ocob6amBocTi
6nicTepy B KApPTOHHii 3acTocyBaHHA", "3acTocyBaHHs Y nepiog, BaritHoCTi abo
Kopo6ui; no 14 roflyBaHHs rpyagr” BiAnosigHO [0 OHOBMEHOT iHchopmalil
Tabnetok y 6nictepi; 3 6e3neku fi4yoi peyoBmHU. BBeaeHHs 3MiH mpoTsrom 6-
no 1 6nictepy B TV MiCALIB NicNsa 3aTBepIKEHHS
KapTOHHilA KOpO6L
152. | OPAAPO TabneTkn, BKpUTI YOPNA Mpysis yopna MEANLINH TypeyunH | BHECEHHs 3MiH [0 peecTpaLiiHux MaTepianis: 3MiHu | Tuny 3a UA/17328/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
nNiBKOBOIO MEANLUNH INAY CAH. BE TIK. a - 3MiHV BHECEHO A0 iIHCTPYKLi 415 MeAUYHOro peyenmom
060/10HKO10, M0 500 Mr nTa A.LL. 3acTocyBaHHA NikapcbKoro 3acoby y po3ainu:
no 7 TabneTtok y "MpoTunoka3saHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu
6nicTepi; no 2 3acob6amu Ta iHWi Buan B3aemogiin”, "Ocob6amBocTi
6nicTepy B KAPTOHHii 3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BarirHoCTi abo
KopoobLi roflyBaHHs rpyaar” BiAnosiAHO [0 OHOBMEHOT iHchopmalil
3 6e3nekn Ajloyoi peyoBnHN. BBeeHHA 3MiH NPOTArom 6-
TW MiCALIB NicNsa 3aTBepIKEHHS
153. | OCNEKCUH® | rpaHynu ans opanbHol CaHnpo3 CnoBeHis CaHpo3 'm6X-TexOnc ABcCTpis BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepiasis: 3MiHu | Tuny 3a UA/6930/01/02
cycneHsii (250 mr/5 dapmacbloTika - nogaHHs oHoBneHoro CepTtudpikaty R1-CEP 1997-128 peyenmom
MJ1); no 33 T rpaHyn n3 a.a. Rev 03 ana A®| LiechanekcuHy Bif, BXe 3aTBepAXeHOro
ans 60 M opasibHOT BMpo6HMka ACS DOBFAR SPA, Italy sk Hacnigok 3amiHa
cycnexsii y hnakoHi; agpecy BUpOGHMYOT AiNbHULI Ta 3MiHa afpecu BracHUKa
no 1 cpnakony y CEP; 3miHn | TNy - nogaHHs oHoBneHoro CeptudikaTy
KOMMEKTI 3 MipHOIO R1-CEP 1997-007 Rev 07 ana A®| LiedhanekcuHy Big, Bxe
JIOXKOI B KAPTOHHIl 3aTBepxeHoro BupobHnka DSM SINOCHEM
KOpo6Li PHARMACEUTICALS NETHERLANDS B.V., The
Netherlands sikuin 3MiHVMB HaliMeHyBaHHS Ta
HaliMeHyBaHHS BUPOOHNYOT AiNbHUL
154. | OPNIOKCAL | TabneTtkun, BKpUTI €BPO IHAis ®AC Niviten IHAia BHECEHHS 3MiH [0 peecTpaljiiiHuX MmaTepianiB: yTOYHEHHA 3a UA/7685/01/02
H €BPO NNiBKOBOIO NANGKEP HanucaHHs ynakoBku B Hakasi MO3 YkpaiHu Ne 1970 peyenmom
060/10HKO10, 10 400 Mr MPAVBIT BiA 15.09.2021 B npoueci BHECEHHA 3MiH (3MiHu | Tuny -
no 5 tabnetok y NIMITEL 3MiHV 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KoHTposb

6nictepi; no 1
6nictepy B
KapTOHHI KopooLi

roTOBOrO /likapCbKoro 3acoby. 3miHa y MeTogax
BMNPO6YBaHHS rOTOBOrO MiKapCbKOro 3acoby (iHLi 3MiHK y
MeToAax BMnNpobyBaHb (BK/IOUatoum 3amiHy abo
[0NoBHEHHS)). CynyTHS 3MiHa - 3MiHM 3 AKOCTI. [0TOBWIA
nikapcbkunii 3aci6. KOHTPOIb rOTOBOTO iKapCbKoro 3acoby.
3miHa napameTpis cneuudikaLin Ta/abo onycTMMNX Mex
roTOBOrO /iKapCcbKoro 3acoby (4ONoBHeHHA abo 3amiHa
nokasHvika crneuudikauii 3a pesynbtatamm LOCMIAXKEHb 3
6e3nekn abo AKOCTI (3a BUHATKOM NikapCbKunx 3acobis
6i0/10rYHOr0/iMyHOMOrYHOrO MOXOAKEHHS)) - NPUBEAEHHS
y BiANOBIAHICTb TEKCTY cneuudikaLii Ta MeToAiB KOHTPO/IO
AKOCTI JTiKapCbKOro 3aco0y, L0 3aTBEpPAKEHI B YKpaiHi 4o
TEKCTY, 3aTBEPKEHOTO B KpaiHi BUpO6HUKa. BBeaeHHs
3MiH NPOTAroM 3-X MicAUIB NicNsA 3aTBEPLKEHHS. 3MiHN |
TUMY - 3MiHN 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
roTOBOrO NiKapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHa
LonycTUMmnX Mex cneumdpikauii /13 Ha Bunyck 3a n.
«KinbkicHe BU3HaYeHHs» - 3aTBepmkeHo: «OT 196,0 mr o
205,0 mr odhniokcauymHa B 1 Tabnetke(98,0%-102,5 % ot
3as1B/IeHHOro konunyectea)», «OT 392,0 mr go 410,0 mr
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
ochnokcauuHa B 1 Tabnetke(98,0%-102,5 % ot
3asB/IEHHOr0 KOMM4YecTBa)», 3anponoHosaHo: «OT 190,0
Mmr go 210,0 mr odpniokcaumHa B 1 Tabnetke.(95,0%-105,0
% OT 3as1BNIeHHOro komyecTea.)», «OT1 380,0 mr go 420,0
Mr ogonokcaumHa B 1 tabnetke.(95,0%-105,0 % ot
3a8B/IEHHOrO KONMyecTsa.)».). Pegakuis B Hakasi: no 10
Tabnetok y 6nictepi; no 1 6nicTepy B KApTOHHIli KOPOOL,.
3anponoHoBaHa pegaxuis: no 400 Mr no 5 TabneTok y
6nicTepi; no 1 6nicTepy B KApPTOHHI KOpo6Li.
155. | MAHKPEATU MOPOLLIOK (Cy6CTaHLis) Hopamapk Himeuunna Hopgamapk HimeuunH BHECEHHS 3MiH O peecTpaLiiiHuX maTepiasiB: 3MiHa - UA/14317/01/01
H y NakeTi 3 NiBkK1 dapma 'M6X ApuHalimiTTens NM6X Ta a 3asiBHUKA (BNaCHMKa peecTpaLiiHoro nocBig4yeHHs) (3rigHo
nosieTnneHoBoil Ans Ko. KI Haka3y MO3 Big 23.07.2015 Ne 460)
dhapmaL,eBTU4YHOro
3aCTOCYBaHHSA
156. | NEHTANIH Kancynu, no 10 kancyn TOB "ACIHO Ykpaina TOB "®apma Crapt” Ykpaina BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUny 3a UA/10881/01/01
®C EKCTPA y 6nicTepi; no 1 a6o 2 YKPAIHA" — nofaHHa Hosoro CEP R1-CEP 2005-143-Rev 02 s peyenmom
KANCYNn 6nicTepy B KAPTOHHii A®| meTamizony HaTpito MOHorigpaTy Bif, HOBOrO
nauuj BMPOGHMKa Xebein LigixeH ®apmacbtoTikan Ko., IT4.,
KvTaii fo BXe 3aTBepAKeHoro BUpobHMKa; 3miHu | Tuny —
3aTBEPXEHHS METOAIB KOHTPOIO A1 NiKapCbKoro
3acoby NEHTANIH ®C EKCTPA KAMCY/N, kancynn
YKPaiHCbKOI0 MOBOI); 3MiHM | TUNY — BBEAEHHA METOANKN
KOHTPO/I0 NOKa3HMKa «3aINLIKOBI PO3UNHHUKN» Ans AD]
MeTami30ny HaTpito MoHorigpaty TOB «®apma CtapT»;
3MiHK | TUNY — fONOBHEHHSA crieundikaLii A®I meTamizony
HaTpilo MOHorigpaTty, BUpoGHMLTBa Xebeli LigixeH
®apmacstoTikan Ko., /1T4., Kutait npumitkoto:
«lgeHTundikauis» — 1 gonyckaeTbCca NPOBOANUTY TecT
MeToaoM PamaHiscbkoi cnekTpomeTpii (EP 2.2.48).
Mpoueaypa npoBefeHHs TecTy Ta Big6ip Npob onucawi y
BignosigHux COrl
157. | NEHTACA TabneTkun Peppinr LBeliuapis ®eppiHr MM6X, HimeuunH | BHeCEeHHS 3MiH [0 peecTpauiiiHuX maTepianis: 3MiHW | TUNY 3a UA/4990/02/01
MPOIOHTOBaHOI Aji No IHTepHeLHN HimeuunHa a/ - 3MiHK Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy peyenmom
500 wmr; no 10 CeHtep CA (BignoBifanbHwii 3a LLiseiiuapi - OHOB/IEHHA TEKCTY MapKyBaHHsS NEPBUHHOI YNaKoBKN
TabneTtok y 6nictepi; BUNycK cepii); PeppiHr A nNiKapcbkoro 3acoby
no 5 a6o 10 6nictepiB IHTepHeLwwHn CeHTep
Y KapTOHHili kopobui CA, Weeiiyapis
(BpO6HULTBO)
158. | MPAKCBAWH | po3uuH gns BepiHrep Himeuunna BepiHrep IHrenbxainm HiMeuunH | BHeECEeHHS 3MiH 40 peecTpauiiHuxX MaTepianis: 3MiHu | Tuny 3a UA/15467/01/01
A® iH ekuili/indysiid, 2,5 IHrenbxainm dapma 'm6X i Ko. K, a/ benbria - NpUBEAEHHS cneumdikavii, 4ONOMDKHOT peYOBUHU peyenmom
/50 mn, no 50 mny IHTepHeLLHN HimeuunHa copo6iTy, y BiANOBIAHICTb A0 YMHHOT MOHOrpadii Ph. Eur.
chnakoHi; no 2 6X (BMpOGHMLTBO, (07/2019: 0435), a came BW/Iy4eHHsI BUNpoGyBaHb Ha

(h/1aKOHW Y KapPTOHHIl
KopoobLi

nepBUHHe Ta BTOPUHHE
nakyBaHHs!, KOHTPO/Tb
SKOCTi Ta BUNycK cepii);
Ksoniti AccictaHc CA,
Benbris

BMICT CBMHLIO Ta HiKesno
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(anbTepHaTMBHA
na6oparopis ans
KOHTPOJI0 SKOCTI
npoTArom
BMNPO6YBaHHS
CTabiNbHOCTI)
159. | NPIOPUKC™ niodpinizat gns nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbrisa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny 3a UA/13694/01/01
| PRIORIX™ PO3YMHY A5 iH'EKLNA, AlH ExcnopT BpuTtaHis Bionomxikans C.A. - Nnepernsg MeToay aHanidy Ta KpUTepito NpUiAHATHOCTI peyenmom
KOMBIHOBA 1 MOHOA030BMI Nimiteq pulling test gns koBnavka 13 mm vial flip-off cups gns
HA chnakoH (1 gosa) 3 npuBefeHHs y BiAnoBigHicTb go 1ISO 8362-6 “Injection
BAKUVHA niocpinizatom y containers and accessories - Part 6: Caps made of
Ana KOMMNEKTi 3 aluminium-plastics combinations for injection vials”
MPO®INTAKT PO34YMHHMKOM (BOAA
KN KOPY, Ans iH'ekuii) y
EMNIAEMIYHO | nonepegHb0
ro HarnoBHEHOMY LNpuLi
NMAPOTUTY Ta ABoMa rosikamv B
TA KapTOHHI Kopo6Lyj;
KPACHYXU 100 moHopgo30BuMX (1
[03a) h1akoHiB 3
nioghinizatom y
KOMMNIEeKTi 3
pO34MHHMKOM (BOAA
Ons iH'eKuii) B
amnynax Ne 100 B
oKpeMili ynakosui; 1
My/1bTUA,030BUM
chnakoH (2 gosn) 3
niocpinizatom y
KOMMNEKTi 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) B amnyni;
no 100 wTykK chrakoHis
Ta amnysn B OKpemux
Kopobkax
160. | NPOreCTEP MOPOLLIOK (Cy6CTaHLis) AT "dapmak” Ykpaina Xe6eli l'egsaHb Kutaii BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepianiB: yTOYHEeHHA - UA/12994/01/01
OH B MiLLKax NoABiiHNX XblOMeHBesNN peecTtpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne
nonieTuneHoBux ans dapmacbtoTikan Ko., 1994 Big 21.09.2021 B npoueci BHECEHHA 3MiH (3MiHK |
BMPOGHMLITBA nrtg, TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs
CTePUIbHUX Ta/abo agpecu 3asBHUKa (B/1aCHVKa peecTpauiiHoro

nikapcbknx oopm

NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asiBHUKa,;
3MiHM | Tuny - 3MiHK 3 skocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BiANOBIAHOCTI @60 BUNYYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkiil hapmakonei:
ons A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOrO
NPOAYKTY, L0 BUKOPUCTOBYHKOTLCS Y BUPOOHMLTBI ADI; ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOB/IEHWIA cepTudikaT Big,
y)Xe 3aTBepKeHOro BUpoGHUKA - NoaHHA OHOBIEHOTO
cepTtudikaTa BigNoBiAHOCTI EBponelickbkiin dhapmakonei Ne
R1-CEP 2013-328-Rev 00, y Hacnifok BCTaHOB/EHHS
nepiogy petectyBaHHs A®| 60 micsuis; foAaHo 3BIiT 3
OLLiHKV PV3VKIB 4151 €/TEMEHTHUX AOMILIOK Y BiAMNOBIAHOCTI
0o ICH Q3D; 3MiHu | Tuny - 3MiHu 3 sikocTi. CepTudpikat
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€Bponecbkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUMYUYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiicbkiii hapmakonei:
ona A®l; ansa BuxigHoro martepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHLCS Yy BUPOOHNULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifnoBigHOCTI
€Bponeiicbkii hapmakonei) - OHoBIeHWA cepTudikaT Big,
y)Xe 3aTBep)KeHoro BUpo6HUKa - NofaHHA OHOBIEHOTO
cepTudcpikaTa BignosiaHOCTI EBponelickbkiii hapmakonei Ne
RO-CEP 2013-328-Rev 02, y Hacnigok He3Ha4HUX 3MiH B
npoLeci BUPOGHULITBA; HE3HAYHMX 3MiH B mapameTpax
cneumdikauii 418 BUXiAHOI Pe4YOBUHW; PO3LLUNPEHHSA
3aTBEPMKEHNX MeX creumdikalii 415 HaniBnpoayKTy
(HTT-00); 36inbLlUeHHS nepiogy peTecTyBaHHA AdI 1o 48
MicAUIB; 3MiHM | Tuny - 3MiHK 3 akocTi. CepTuddikat
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudhikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNIEHWIA cepTudikaT Big,
y)Xe 3aTBepKeHOro BUpoGHUKA - NoaHHA OHOBIEHOTO
cepTtudikaTa BigNoBiAHOCTI EBponelickbkiin dhapmakonei Ne
RO-CEP 2013-328-Rev 01 (3atBepgxeHo: RO-CEP 2013-
328-Rev 00), y HacNifoK YTOYHEHHS LLOAO HanNMcaHHsA
afpecy BnacHuka ta BUpobHunYoi ainbHuui (ctano: No.25
Juxian Road Gedian Economic Development District
China-436 070 E-Zhou, Hubei Province)). Pegakuis B
Hakasi: UA/12994/01/0. 3anponoHoBaHa pepakLiisi:
UA/12994/01/01.

161.

nPONO®O/N
KABI

emynbCis ANs iH'eKuin
abo iHdysii, 10 mr/mn;
no 20 mn B amnyni; No
5 amnyn y nauuj 3
KapToHy; Mo 50 mny
donakoHi; no 50 mny
hnakoHi, 1 donakoH y

dpeseHiyc
Kabi
Hoiunang
m6X

HimeyunHa

®peseHiyc Kabi ABcTpist
X

ABcCTpis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 SKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN)
BHeceHHs 3MiH A0 p. «YnakoBka» MKA /13 y 38’a3ky 3
peecTpaLlieto 40AATKOBOro NakyBaHHs - oiakoH no 50 mn
6€e3 KOPO6KUN. 3MiHM BHECEHO B IHCTPYKLiIO 4715 MEANYHOIO

3a
peyermom

UA/13233/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nauuj i3 kKapToHy abo
no 10 conakoHiB y
KapTOHHIlA KOpO6L

3acTocyBaHHA y p. "YnakoBka" 3 BignoBigHAMN 3MiHAMU Y
TEKCTi MapKyBaHHS yNakoBKW ikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBep/AKeHHs. 3MiHK | Tuny - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHun)
3aTBepKeHHS JOAATKOBOrO TEKCTY MapKyBaHHS yNakoBKW
N13. BBeAEHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI a60 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickbkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[LOMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNIEHWIA cepTudikaT Big,
yXe 3aTBepAKeHOro BUPO6HUKa
MogaHHs oHOBEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2001-267-Rev 03
(3atBepmxeHo: R1-CEP 2001-267-Rev 02) gns gitoyoi
peuoBuHM Propofol Big BXxe 3aTBepAKEHOro BUPOGHYKa,
AKWIA 3MiHMB Ha3By Ha AMRI ITALY S.r.l. (3aTBepaxeHo:
Euticals S.P.A-Prime European Therapeuticals S.P.A).
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikaT
BignosigHocTi/IE-cepTudikat BignosigHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYyYEHHS
cepTudpikaTa BignosiaHOCTI E€Bponeiickkilt hapmakonei:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYHOTLCS Yy BUPOOHNULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BigNOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHNl cepTudikaT Bif
yXe 3aTBepKeHoro Bupo6Huka - NMogaHHA OHOB/IEHOrO
cepTtudikaTa BignosigHOCTI EBponelickkiii hapmakonei Ne
R1-CEP 2005-003-Rev 03 (3atBepmkeHo: R1-CEP 2005-
003-Rev 02) ans gitouoi pevosuHmn Propofol Big Bxe
3aTBepxeHoro Bupo6Hnka BACHEM S.A., LUseiiuapis

162.

nPONO®O/N
KABI

emynbCis ANs iH'eKuin
abo iHdysiiA, 20 mr/mn;
no 50 Mn y donakoHi;
no 50 mn y dpnakori, 1
chakoH y nauui i3
KapToHy a6o no 10
(h/1aKOHIB y KapTOHHIi
Kopobui

dpeseHiyc
Kabi
Hoiunang
m6X

HimeyunHa

®peseHiyc Kabi ABcTpis
X

ABcCTpis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
Tmny - 3MiHK 3 SKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLi 3MiHN)
BHeceHHs 3MiH A0 p. «YnakoBka» MKA /13 y 38’a3ky 3
peecTpaLlielo 40AATKOBOro NakyBaHHs - oiakoH no 50 mn
6e3 KOpPO6KN. 3MiHN BHECEHO B IHCTPYKLiIO 4715 MEANYHOTO
3acTocyBaHHS y p. "YnakoBka" 3 BignoBiAHNMMN 3MiHAMU Y
TEKCTi MapKyBaHHS ynakoBKW NikapCbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB micas

3a
peyermom

UA/13233/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

3aTBep/AKeHHs. 3MiHK | Tuny - 3MiHKW WoAo
6e3nekn/edeKTUBHOCTI Ta papMmakoHarnsagy (iHwi 3miHun)
3aTBepKeHHs 10AATKOBOrO TEKCTY MapKyBaHHSA yNakoBKM
N3. BBeeHHS 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS.
3MiHn | TUNY - 3MiHn 3 aKocTi. CepTudikaT
BignosigHocTi/l E-cepTudikat BignosigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI ab0 BUNYYEHHS
cepTudpikaTa BignoBigHOCTI EBponeiickkiin hapmakonei:
onsa A®l; ana BuxigHoro matepiany/peareHTy/npoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOB/IEHWIA cepTudikaT Big,
yXe 3aTBepAKeHOro BUPO6HUKa
MogaHHs oHOBIEHOrO cepTuddikaTa BiANOBIAHOCTI
€Bponelicbkit hapmakonei Ne R1-CEP 2001-267-Rev 03
(3atBepmxeHo: R1-CEP 2001-267-Rev 02) gns gitoyoi
peuoBuHM Propofol Big BXe 3aTBepAKeHOro BUpOGHYKa,
AKWIA 3MiHMB Ha3By Ha AMRI ITALY S.r.l. (3aTBepaxeHo:
Euticals S.P.A-Prime European Therapeuticals S.P.A).
3MiHn | TUny - 3MiHn 3 skocTi. CepTudikat
BignosigHocTi/IE-cepTudikar BignosigHOCTI €Bponeiichkii
thapmakonei/mMmoHorpadii. NMogaHHs HOBOro abo
OHOB/IEHOrO cepTudpikaTa BiANOBIAHOCTI 260 BUYYEHHS
cepTudpikaTa BignosigHOCTI EBponeiickkilt hapmakoner:
ana A®l; ans BuxigHoro marepiany/peareHTy/npoMikHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTLCS Yy BUPOOHNULTBI ADI; ans
[0NOMDKHOT peyoBMHU (cepTudikaT BigNoOBILHOCTI
€Bponeiicbkiii hapmakonei) - OHoBNeHUlt cepTudikaT Bif
yXe 3aTBepKeHoro BMpobHuka - NMogaHHA OHOB/IEHOrO
cepTtudikaTa BignoBiaHOCTI EBponelickkii hapmakonei Ne
R1-CEP 2005-003-Rev 03 (3aTBepmkeHo: R1-CEP 2005-
003-Rev 02) ans gitouoi pevosuHmn Propofol Big Bxe
3aTBepxeHoro Bupo6Hnka BACHEM S.A., LUseiiuapis

163.

MPOCTAMOIN
® YHO

Kancynm m'siki no 320
Mmr no 15 kancyny
6nictepi; no 2 a6o 4,
abo 6 6nicTepiB y
KapTOHHIA Kopoo6Li

BEPNIH-XEMI
Al

HimeyunHa

BMPOGHULITBO Karncyn
m'akux "in bulk",
KOHTPO/b Cepili:

KaraneHTt HimeuunHa
E6epbax Mm6X,

HimeuuuHa; kiHLeBe

nakyBaHHs, KOHTPO/b Ta
BMNyckK cepiii: BEP/IH-
XEMI Al', HimeuuunHa,;
KIHL,EBE NaKyBaHHs:
MeHapiHi-®oH XeligeH
'mM6X, HimeuunHa

HimeyunH
a

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHK 3 AKoCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOrO NiKapCbKoro 3acoby (3MiHa KinbKoCTi
oavHUUbL (Hanpviknag TabneTok, amnyn TOL0) B YNakoBLi:)
- 3MiHa no3a fAjana3oHoM 3aTBepAKeHNX po3Mmipis
ynakoBku - BBegeHHs gogatkosoi ynakoku Ne90 (15x6),
6e3 3MiHM NePBMHHOIO NakyBasIbHOro MaTepiasly Ta 3
BiAANOBIAHUMY 3MiHAMU [0 PO3AiNy «YnakoBka». 3MiHM
BHECEHI B po3Ain "YnakoBka" B IHCTPYKL,iO 418 Me4MYHOro
3aCTOCYBaHHS NiKapcbkoro 3acoby y 3B"A3Ky 3 BBEAEHHAM
popatkoBol ynakosku Ne90 (15x6), ik Hacnifok -
3aTBEPKEHHS TEKCTY MapKyBaHHS [0AaTKOBOI yNakoBKW

6e3
peyenma

UA/10417/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

nikapcbKoro 3acoby. BBeAeHHs 3MiH NPOTArom 6-Tu
MicsILiB MicNs 3aTBepPKEHHS

164.

PAHOCTON®

ma3b 10 % no 20 r abo
no40r, abono 100 ry
Ty6i; no 1 Ty6i B nauLi
3 KapTOHY

MPAT
"OITOPAPM"

Ykpaina

MPAT "®ITO®APM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- 3MiHM 3 KOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Yy
BUPOBHUUTBI. 3MiHa po3mipy cepii (BkIYaoum giana3oH
pO3Mipy cepii) roToBOro NikapCcbKoro 3acoby (36iNbLUeHHs
[0 10 pasiB NOpPIiBHSAHO i3 3aTBEPAXKEHM PO3MIPOM) -
BBEJEHHS [OAATKOBUX pPo3MmipiB cepii MN3.
3anponoHoBaHo: 200 kr (10200 1y6 no 20 r; 5100 Ty6 no
40 r; 2040 Ty6 o 100 r); 300 kr (15300 Ty6 o 20 r; 7650
Ty6 no 40 r; 3060 Ty6 no 100 r); 400 kr (20400 Ty6 no 20 ;
10200 1y6 no 40 r; 4080 Ty6 no 100 r)

6e3
peyenma

UA/8650/01/01

165.

PEAOUTYKC

KOHLieHTpaT Ans
pO34uHy ANs iHgy3il,
10 mr/mn; no 10 mn
(100 wmr) abo no 50 mn
(500 mr) y chnakoHi; no
1 donakoHy B
KapTOHHI Kopo6Li; Mo
1 KapTOHHIi kopobu,i y
N1acTMKOBOMY MiLLIKY

[-p Peppi'c
Nab6opaTtopic
nrtp,

IHAjA

f-p Peppi'c
Nab6opaTopic NTg,

IHAjA

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHun |1
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3aCTOCyBaHHSA
reHepUYHNX/TiBPUAHNX/6IONOAIGHNX NiKapCbKMX 3aco6iB
nicns BHECEHHA Tiel camoi 3MiHU Ha ped)epeHTHWI
npenapar (3MiHa, KKy HeobXigHO B NogasIbLLOMY
06I'pyHTYBATN HOBMMU AOAATKOBUMY AAHUMU (Hanpuknag,
MOPIBHAHHICTb 6i0/I0rYHMX NiKapCbKMX Npenaparis)) -
3MiHW BHECEHI A0 IHCTPYKUIT 415 MEAUYHOIO 3aCTOCYBaHHS
niKapcbKkoro 3acoby y po3gisin "dapmakonoriyHi
BnactusocTi", "Moka3aHHs" (YTOYHEHHS iHdopmauii Ta
[0AaHHA nokasaHb "XpoHiuHuiA nimcponeikos”,
"NpaHyniemMaTo3 3 NoAiaHriiToOM i MiKpOCKOMNIYHNIA
noniaxriit"), "MpotunokasaHHsA", "B3aemogisa 3 iHWMMU
nikapcbk1uMK 3acobamu Ta iHWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTocyBaHHA", "3acTocyBaHHs y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHS
Ta nosun", "MepenosysaHHs", "Mo6iuHI peakuii 3rigHo 3
iHchopMmaLieto LWoA0 MeANYHOTO 3aCTOCYBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (MABTEPA®,
KOHLEHTpAT A1 PO34uHy st iHdpysiid, 100 mMr/10 m).
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/12905/01/01

166.

PENBAP™
ENNINTA

NOPOLLIOK A”A
iHranAwin, go30BaHWi
no 184 mkr/22
MKr/no3y; no 14 a6o
30 go3y
NMOPOLLKOBOMY
iHransaTopi; no 1
iHranaTopy y
KapTOHHIlA KopooLi

FnakcoCwmiTKn
ANH ExcnopT
NimiTen

Benuka
BpwvTaHis

nakco OnepeliwHe FOK
Nimiteq

Benuka
BpuTaHis

BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY
- 3MiHM WoAa0 6e3nekn/edheKTMBHOCTI Ta hapmakoHarisgy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHEeHUX JaHuX Npo
cucTemy thapmakoHarnsgy (BBefieHHs y3arasibHeHNX
[aHux npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsfy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHVKa 4115 34iiCHEeHHA hapmakoHariagy B YkpaiHi,
AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BifiNOBIAANbHOI 3@ 3iiCHEHHS hapmakoHarnsay

3a
peuyenmom

UA/14564/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(BK/1HOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0CO6U 3asIBHMKA, BifnoBigasibHOI 3a
dhapmakoHarnsg;
MponoHoBaHa peaakuis — Ap. MeHc-Ynbpix LUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XEHOI 0co6u, BiANOBiAa/IbHOT 3a
thapmMakoHarnag. 3miHa Homepy Ta MiCLLe3HaxX0MKeHHS
mMacTep-goaiina cuctemn papmakoHarnsgy
167. | PENBAP™ MOPOLLIOK ANt nakcoCmiTKn Benuka nakco OnepeiiwHe FOK Benuka BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiaslis: 3MiHu | TUny 3a UA/14565/01/01
ENNINTA iHransyii, nosoBaHuii SH EkcnopT BpuTaHis Nimiteq BpuTaHis - 3MiHM Wopao 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsay. peyenmom
no 92 MKr/22 mKr/gosy; Nimiteq BBeneHHs1 abo 3MiHM A0 y3arasibHEHMX AaHKX NPO
no 14 a6o 30 o3y cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
NOPOLLKOBOMY JaHux nNpo cuctemy chapmakoHarnsgy, 3amiHa
iHransTopi; no 1 YNOBHOB&XEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
iHranaTopy y dhapmakoHarnsgy; KOHTakTHoi 0cobum 3 chapmakoHarnagy
KapTOHHIlA KOpooLi 3asBHUKa 4151 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBa)XKEHOT 0cobM,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/TKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3miHa
YMOBHOBaXEHOT 0C06M 3a8BHUKA, BiAMnoBigabHOT 3a
chapmakoHarnsg;
MponoHoBaHa peaakuis — Ap. MeHc-Ynbpix LUTermanH /
Dr. Jens-Ulrich Stegmann, MD. 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0c06M, BignoBigansHoI 3a
hapmakoHarnsg. 3mMiHa HoMepy Ta MiCLEe3HaXOAKEHHS
macTep-aiina cuctemm hapmakoHarnsgy
168. | PECTACIC® emy/bCis o4Ha, 0,5 AnnepraH, IHK. CLWA AnnepraH Ceiinc N1/1C CWA BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/10983/01/01
mr/mn; no 0,4 mny - 3MiHM y MeToAax BUNPOBOyBaHHS, a caMe OHOBJIEHHS peyenmom
donakoHi; no 30 po3ainy laeHTudikayis umknocnopuHy metogom TLUX
hNakoHIiB B ynakoBLyji (anbTepHaTMBHUIA MeTOA), 3aMiHa NnacTuH ansa TLWX
yepes NPUNUHEHHS BUPOGHMLTBA NAACTWH 3a3HaYeHnX B
niro4omy metogi
169. | PUHOTAMNCC | cnpeii HasanbHWii, [Op. Taiicc Himeuunna [p. Taiicc HatypBapeH HimeuunH | BHeCEeHHs 3MiH [0 peecTpauiiiHuX maTepianis: 3MiHW | TUNY 6e3 UA/17340/01/01
CMPEN po3uurH 0,1 % no 10 HatypBapeH MM6x a - 3MiHM WoAa0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarisgy. peuyenma
HA3AJIBHUA | mny dhnakoHi 3 6X BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX Npo

posnunoBayem, no 1
pNakoHy Y KapTOHHiM
KopoobLi

cucTemy thapmakoHarnsgy (BBefieHHs y3arasibHeHNX
[aHux npo cuctemy hapmakoHarnsgy, amiHa
YNOBHOBaXEHOIT 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnafy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3as1BHMKa 4115 34iICHEeHHA hapmakoHariagy B YkpaiHi,
AIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobu,
BiZJNOBIAANbHOI 3a 34jICHEHHS hapmakoHarnsaay
(BK/THOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
MacTep-chaiina cuctemm dpapmakoHarnsay) - amiHa




100

Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0C0OM 3aBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepgakuis: Pumap Makcum Biktoposuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0cobm
YMNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMnoBifabHOI 3a
hapmakoHarnag B Ykpaini
170. | PIBONIEB TabneTku, BKpUTI PiBochapm CA | LUBeiiyapis PiBochapm CA LLiBeiiuapi | BHeCEHHS 3MiH A0 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 3a UA/14758/01/01
nNiBKOBOIO A - 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peyenmom

060/10HKOI0, M0 250
mr, no 10 Tabnetok y
6nictepi; no 3 abo no
6 6nicTepiB y
KapTOHHIA Kopoo6Li

BBefeHHst abo 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHnX
JaHux nNpo cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAAIbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKkTHoi 0cobm 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHA dapMakoHarnsgy B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAANbHOI 3a 34iiCHEHHA (hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHU Y PO3MILLEHHI
mMacTep-caiina cuctemy papmakoHarnisgy) - 3mMiHa
YNOBHOBaXeHOT 0C06M 3aABHUKA, BifMnoBigabHOT 3a
34iicHeHHs hapMakoHarnsagy: NponoHoBaHa peAakLis:
Mrs. Dovile Marcinke M. Sc.(Pharm). 3MiHa KOHTaKTHUX
[AaHVX yNoBHOB&XeHOI 0co6y, BiANOBIAa/IbHOI 3a
3[jiCHeHHs1 hapMakoHarisay. 3MiHa agpecu 34iliCHEHHS
OCHOBHOI AjsiNbHOCTI 3 hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
thapmakoHarnsgy. PekomeH[0BaHO A0 3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

171.

PIBOJIEB

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKOI0, N0 500
mr, no 10 Tabnetok y
6nicTepi; no 3 abo no
6 6nictepiB y
KapTOHHI Kopoo6Li

Pisochapm CA

LLiBeiiuapis

PiBochapm CA

LLiseiiuapi
o

BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny
- 3MiHM Wopo 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
JaHux npo cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 chapmakoHarnagy
3asBHMKa 415 34iiCHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKNHOHAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLeHHi
macTep-chaiina cuctemu chapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3aBHUKA, BiAMoBigasIbHOT 3a
3AiicHeHHs hapMakoHarnsagy: NponoHoBaHa peAakLis:
Mrs. Dovile Marcinke M. Sc.(Pharm). 3MiHa KOHTaKTHUX
[AaHVX yNoBHOB&XeHOI 0co6y, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHariaay. 3MiHa agpecu 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
thapmakoHarnsgy. PekomeHg0BaHO [0 3aTBEPMKEHHS

3a
peyenmom

UA/14758/01/02

172.

PIBOJIEB

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, No 1000
mr; no 10 TabneTok y
6nicTepi; no 3 abo no
6 6nicTepiB y
KapTOHHI Kopobui

Pisochapm CA

LLiseiuapis

Pisochapm CA

LLiseiiuapi
a

BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepiasis: 3MiHu | Tuny
- 3MiHM Woao 6e3neku/eheKTBHOCTI Ta chapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
cucTemy thapmakoHarnsagy (BBefeHHS y3arasibHEHNX
[aHux npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 3iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3a8BHMKa 415 34iiCHEHHA ddapmakoHarnsay B Ykpaii,
AKLLO BOHA BiAMIHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAAbHOI 3a 34iiCHEHHA thapmakoHarnsagy
(BK/HOYAKOUN KOHTAKTHI JaHi) Ta/abo 3MiHW y pO3MiLLeHHi
MacTep-haiina cuctemy hapMakoHarnisay) - 3mMiHa
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
3piicHeHHs hapmMakoHarnisgy: MponoHoBaHa pefakuis:
Mrs. Dovile Marcinke M. Sc.(Pharm). 3miHa KOHTaKTHUX
[aHvX ynoBHOB&XeHOI 0co6y, BiANOBIAA/IbHOI 3a
3AjiCHeHHs hapMakoHarisgy. 3MiHa agpecy 34iiCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLe3HaxoMKeHHs macTep-daiina cuctemm
dhapmakoHarnsgy. PekomeHgoBaHO [0 3aTBEPAKEHHS

3a
peyermom

UA/14758/01/03

173.

CEPETUA™
ANCKYC™

MOPOLLIOK AN
iHranALin, Lo30BaHWi,
50 mKr/100 mkr/gosy;
no 60 f03 y Auckyci;
no 1 anckycy B
KapPTOHHIi ynakoBUi

nakcoCmiTKn
ANH ExcnopT
Nimiteq

Benvka
BpuTtaHis

"nakco Bennkom

MpoAakLuH

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny
- AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(BkntoUarouM AinbHUL s AdDl, NpoMiXXHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs1, BUPOOHYKa, BifnoBiAaNbHOro 3a BUMYyCK Cepiid,
MicLie NPOBeAEHHS KOHTPO/IO cepii) abo nocTayasibHuKa

3a
peyenmom

UA/8524/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BMXiQHOrO Marepiany, peareHTy abo AONOMiKHOT
PEYOBYMHM (SIKLLO 3a3HAYEHO Y AOCLE) - BunyyeHHs
3aTBEPAKEHOro BUpO6HMKa /13 BignoBigabHOro 3a
MOBHUIA LMK BUPOOHNLTBA, BK/OYAKOUN KOHTPO b SIKOCTI
Ta BuUnyck cepiii Makco OnepeiiwHc HOK flimiTea, Benuka
BpuTtaHis. 3MiHU BHECEHO B IHCTPYKLiIO 415 MeANYHOro
3aCTOCyBaHHSA LLOAO0 HaliMeHyBaHHA Ta
MiCLLe3HaxopKeHHS BUPO6HMKa 3 BIAMNOBIAHUMU 3MiHAMU Y
TEKCTi MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby
(BUYYEHHS BUPOGHWYOI AibHUL). BBEAEHHS 3MiH
NPOTSArom 6-Tv MicsILiB MicNs 3aTBEPKEHHS

174.

CEPETUL™
JNCKYC™

MOPOLLIOK A5
iHranAujiin, fo3oBaHwWi,
50 mkr/250 mKr/gosy;
no 60 [03 y AnCKyci;
no 1 auckycy B
KapTOHHIA ynakoBL,i

nakcoCmiTKn
AH EkcnopT
Nimiteq

Benvka
BpuTtaHis

"nakco Bennkom
MpoaakLuH

®paHuisa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu | Tuny
- AgMIHICTpaTUBHI 3MiHW. BunyyeHHst BUPOOHUYOI AinbHUL
(Bovatoum ainbHui ans A®Il, npoMixHOro NpoaykTy abo
roTOBOrO NiKapCbKOro 3acoby, AinbHUL 415 NPOBEAEHHS
nakyBaHHs1, BUpOOHWKa, BifNOBiAaNbHOrO 3a BUMYCK Cepiid,
MicLLe NpOBeAEHHS KOHTPOIO cepii) abo noctavyanbHUKa
BUXiAHOrO Marepiany, peareHTy abo AONOMiKHOT
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCLE) - BunyueHHs
3aTBepAKeHoro Bupo6Huka M3 BianoBigasibHOIo 3a
MOBHWI LMK/ BUPOGHMLITBA, BK/TOYAKOUN KOHTPOSIb SKOCTI
Ta BuUnyck cepiii Makco OnepeiiwHc HOK flimitea, Benuka
BpuTaHis. 3MiH1 BHECEHO B IHCTPYKLiO 4715 MEANYHOr0
3aCTOCYBaHHS LOA0 HaliMeHyBaHHA Ta
MiCLie3HaxX0MKeHHS BUPOGHMKa 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby
(BUNYYEHHS BUPOGHWYOT AinbHUL). BBEAEHHSA 3MiH
NPOTSArom 6-Ty MicsILiB MicNsi 3aTBEPAKEHHS

3a
peyermom

UA/8524/01/02

175.

CEPETUA™
ANCKYC™

MOPOLLIOK AN
iHranALin, Lo30BaHWi,
50 mkr/500 mKr/gosy;
no 60 f03 y Auckyci;
no 1 anckycy B
KapTOHHIA ynakoBL,i

nakcoCmiTKn
ANH ExcnopT
Nimiteq

Benvka
BpuTtaHis

"nakco Bennkom
MpoAakLuH

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHu | Tuny
- AgMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHUYOI AinbHUL
(BkntoUarouM AinbHUL ans AdDl, NpoMiXXHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs!, BUPOOHYKa, BifnNoBiAaNIbHOrO 3a BUMYCK Cepiid,
MicLie NPOBeAEHHS KOHTPOIIO cepii) abo nocTayasibH1Ka
BMXIZAHOrO MaTepiany, peareHTy abo A0MNOMiDKHOI
PEYOBUHM (SIKLLIO 3a3HAYEHO Y A0CHE) - BunyueHHs
3aTBepAXeHoro BupobHuka /13 BignosigaibHoro 3a
NOBHUIA LIMKN BUPOBHWLTBA, BK/IOYAKOUM KOHTPO b SIKOCTI
Ta Bunyck cepiin Makco OnepeiwHc FOK flimitea, Benuka
BpuTaHis. 3MiH1 BHECEHO B iHCTPYKLitO 45151 MEANYHOTO
3aCTOCYBaHHSA LLOA0 HAlIMEeHyBaHHA Ta
MiCLie3HaxoAKeHHS BUPOOHMKa 3 BiANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby
(BUNYyYEHHA BUPOBHNYOI AiNbHUL). BBEAEHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBepAKEeHHS

3a
peyenmom

UA/8524/01/03

176.

CUBA30OH®
IC

Tabnetkn no 0,005 r
no 10 TabneTtok y
6nicTepi; no 2

ToBapucTBo 3
[04aTKOBOKO
BignoBiAa/bHI

YKpaiHa

ToBapucTso 3
[04aTKOBOO
BiAMNOBIAA/TbHICTIO

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHu | TUNYy
- 3MiHM A0 p. MapkKyBaHHs; 3anponoHoBaHo: 3rigHo
3aTBEPLKEHOr0 TEKCTY MapKyBaHHS; 3MiHW | TUMYy - 3MiHK 3

3a
peyenmom

UA/4828/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
6nicTepy B navi 3 CTIO "IHTEPXIM" AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOrO
KapToHy "IHTEPXIM"

NPOMiXXHOTO NPOAYKTY a6o roTOBOro Nikapcbkoro 3acoty,

martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO

nNikapcbKoro 3acoby; CynyTHs 3MiHa - 3MiHU 3 SKOCTI.
[oToBWI NiKapCbkuii 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHU
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y

cneuudikauisix, nig yac BUPo6HULTBA FOTOBOrO
NiKapcbKoro 3acoby - yTOUYHEHHSI (DOPMY/THOBaHHS

npuBeAeHHs Ha3B peakTuBiB y TecTi "OfHopIgHICTb
[,030BaHVX 0AMHMLE" Y BIANOBIAHICTL Ao APY y MKA M3
Ta y cneumdikauii Ta MeToAuLi KOHTPOJHO SKOCTI
NpoMiXHOro npoaykTy "Hepo3sdacoBaHi Tabnetkn" (K
CynyTHs1 3MiHa); 3MiHM | Tuny - 3miHa y po3gini "Cknag"
3aCTOCYBaHHS EAMHOrO NOHATTA "HOMiHa/IbHUIA BMICT"
(6yno "cknag"). BBeAeHHs 4719 HOMiHaUTbHOTO BMICTY
6yKBEHOro No3HayYeHHs "a" (3amicTb paHilue
BMKOPVCTOBYBAHOIO YMC/IOBOTO MO3HAYEHHS) Y TEKCTi Ta
po3paxyHkoBux dpopmynax MKA N3; 3miHu | Tuny -
YTOUHEHHS (hOPMY/IHOBaHHSA HOPMYBaHHS
TecTy"Po3unHeHHs" y MKA J13; 3acTocyBaHHsS €4MHOTO
NOHATTSA "HOMiHa/IbHWIA BMICT" 3 NO3HAYEHHSM "a" Ans
HbOrO Yy TEKCTI TN po3paxyHKoBux dropmynax MKA N3;
npuBELEHHS Ha3B PeakTVBIB Y BiANOBIAHICTb A0 ADY y
MKA MN3;
3MiHW | TUNy - aAMiHICTPATUBHI 3MiHU. BunyyeHHs
BVMPOGHMYOI AinbHUL (BKTHOYatoumn AinbHuui ansa Adl,

AiNbHULI ANA NPOBeAEHHSA NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUMYCK CEPIi, MicLie NPOBeAEeHHS
KOHTPO/10 cepii) abo nocTavasibHKa BUXIgHOTO

3a3HayeHo y JOCBE); CyMyTHSA 3MiHa - BUNYYEHHS
BUPOGHMKa Aitoyoi pedyoBuHU (HaHraxoy Cisio
dapmacbtoTikans Ko., J1T4,., Kntaii y 38'a3ky i3

HOpMyBaHHs TecTy "OAHOPIAHICTb J030BaHWX OAMHULBL" Ta

KOHTPO/I0 NPOMDKHUX NPOAYKTIB “paHynaT HeonyapeHni"

NPVNUHEHHAM BUPOOHMLITBA [il0H0T PEYOBUHM fia3enam
[JaHUM BUPOBGHMKOM Ta HasiBHICTIO 3aTBEPAXKEHOro
BUpobHMKa Pabbpika ITaniaHa CiHTeTivi C.n.A., ITanis,
CynyTHS 3MiHa [0 p.. YnakoBka, MapkyBaHHs, TepMiH
npuaaTHOCTI; 3MiHKM | TUNy - 3MiHK 3 AKOCTi. [OTOBWIA
NiKapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby;

CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [0TOBUIA Nikapcbkuii 3aci6.

3MiHU Yy BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo

O0NyCTUMUX MEX, BCTAHOBMEHNX Y cneundikalisx, nig vac

BMPOGHMLITBA FOTOBOTO NiKAPCLKOro 3aco6y - y TEeKCTi
"KinbkicHe BU3HaYeHHA" NpMBELEHHSA Ha3B peakTuBiB Y
BiagnosigHicTb fo APY y MKA M3 Ta y meToamkax

n

Ta "Hepo3sdhacoBaHi TabeTkn"(sk cynyTHs 3MiHa)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
177. | CUBA30OH® Tabnetkn no 0,01 r,no | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX MmaTepiastis: 3MiHu | TUny 3a UA/4828/01/02
IC 10 TabneTok y [,04aTKOBOKO [04aTKOBOK - 3MiHK 00 p. MapkKyBaHHsI; 3anponoHoBaHo: 3rigHo peyenmom

6nicTepi; no 2 BiANOBIA&/bHI BiANOBIAA/ILHICTIO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS; 3MiHW | TURY - 3MiHW 3
6nicTepy B nav, 3 CTIO "IHTEPXIM" AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roTOBOTO
KapToHy "IHTEPXIM"

nNikapcbKoro 3acoby; cynyTHs 3MiHa - 3MiHU 3 SKOCTI.
[oToBWI NiKapCbkuii 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHU
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPo6HULTBA rOTOBOrO
NiKapcbKoro 3acoby - yTOYHEHHSI (DOPMY/THOBaHHS
HOpMyBaHHs TecTy "OAHOPIAHICTb 4030BaHWX OAMHULBL" Ta
npuBeAeHHs Ha3B peakTuBIiB y TecTi "OfHopIgHICTb
[,030BaHVX 0AMHMLE" Y BIANOBIAHICTL Ao APY y MKA M3
Ta y cneumdikauii Ta MeToAuL KOHTPOJIHO SKOCTI
NpoMiXHOro NpoaykTy "Hepo3sdacoBaHi Tabnetkn" (K
CynyTHs1 3MiHa); 3MiHW | Tuny - 3miHa y po3gini "Cknag"
3aCTOCYBaHHS EAMHOrO NOHATTA "HOMiHa/IbHUIA BMICT"
(6yno "cknag"). BBeAeHHs 4719 HOMiHaU/TbHOTO BMICTY
6yKBEHOro No3HayYeHHs "a" (3amicTb paHilue
BMKOPVCTOBYBAHOIO YMC/IOBOTO MO3HAYEHHS) Y TEKCTi Ta
po3paxyHkoBux dropmynax MKA N3; 3miHu | Tuny -
YTOUHEHHS (hOPMY/IHOBaHHSA HOPMYBaHHS
TecTy"Po3unHeHHs" y MKA J13; 3acTocyBaHHS €4MHOTO
NOHATTSA "HOMiHa/IbHWIA BMICT" 3 NO3HAYEHHSM "a" ans
HbOrO Y TEKCTI TN po3paxyHKoBux dropmynax MKA N3;
npuBELEHHS Ha3B PeakTVBIB Y BiAMNOBIAHICTb A0 ADY y
MKA MN3;
3MiHW | TUMy - aAMiHICTPaTUBHI 3MiHU. BunyyeHHs
BVMPOGHMYOI AinbHUL (BKTHOYatoUM AinbHuui ansa Adl,
NPOMIXXHOro NPoAyKTy abo rotoBoro Nikapcbkoro 3acoby,
AiNbHULI ANA NPOBeAEHHSA NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUMYCK CEPIi, MicLie NPOBeAEeHHS
KOHTPO/II0 cepii) abo nocTavasibHKa BUXIgHOTO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y AOCBE); CyMyTHSA 3MiHa - BUNYYEHHS
BUPOGHMKa Aitodoi pedyoBuHU (HaHraxoy Cisio
dapmacbtoTikans Ko., J1T4,., Kntaii y 38'a3ky i3
NPVNUHEHHAM BUPOOHMLITBA [il04H0T PEYOBUHM fia3enam
[JaHUM BUPOBGHMKOM Ta HasiBHICTIO 3aTBEPAXEHOro
BUpobHMKa Pabbpika ITaniaHa CiHTeTivi C.n.A., ITanis,
CynyTHSI 3MiHa [0 p. . YnakoBka, MapkyBaHHs, TepMiH
npuaaTHOCTI; 3MiHKM | TUNYy - 3MiHK 3 AKOCTi. [OTOBWMIA
NiKapcbkunii 3aci6. KOHTPO/b rOTOBOTO NiKapCbKOro 3acoby;
CynyTHS 3MiHa - 3MiHW 3 AKOCTIi. [0TOBUIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM BUNpobyBaHb abo
O0ONyCTUMUX MEX, BCTAHOBMEHNX Y cneundikalisx, nig vyac
BMPOGHMLITBA FOTOBOTO NiKAPCLKOro 3aco6y - y TEeKCTi
"KinbkicHe BU3HaYeHHA" NpMBELEHHSA Ha3B peakTuBiB Y

BiAnoBiAgHICTb Ao A®Y y MKA 13 Ta y meToamkax
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KOHTPOJTH0 MPOMDKHUX MPOAYKTIB "paHynsaT HeonyapeHnii"
Ta "Hepo3sdhacoBaHi TabeTkn (K cynyTHs 3MiHa)
178. | CUHA®/NIAH kpem, 1 mr/rno 15ry MpAT Ykpaina MpAT "®apmaveBTnyHa Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/6215/01/01
®OPTE- Ty6i, Mo 1 Ty6i B nayu,j "®apmaveBTu thipma "AapHuusa” TMny - AAMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenmom
AAPHULSA yHa chipma 3acoby - 3MiHa Ha3BW J1iKapCbKoro 3acoby 3
"AapHnus” MapKeTUHroBUX MipKyBaHb. 3atBepgxeHo: FLUCAR -
DARNITSA ®/IYUAP® - JAPH/LIA ®NTYLIAP® -
OAPHWUA 3anponoHosaHo: SYNAFLAN FORTE -
DARNITSA CHA®JIAH ®OPTE - AAPHULIA BeegeHHs
3MiH NPOTSArom 6-Ty MicsLiB Micns 3aTBepPAKEHHSI
179. | CMO®KABIB | emynbcisi gnsi iHy3ild; PdpeseHiyc HimeuuunHa ®peseHiyc Kabi Ab LLseuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 3a UA/14345/01/01
EH no 1206 mn, no 1448 Kabi - MpvBeAeHHs y BIANOBIAHICTL A0 MOHOrpadii € peyenmom
MNEPUPEPNY | mn, no 1904 mn B [oliunang, BHYTPILLHLOI cneuudikalii, BApPOO6HUKA [OMOMKHOI
HUIA TpUKamepHomy m6X peyoBuHM hocconinifiB AEUHNX OUMLLLEHNX
n1acTMKoBOMY
KOHTelHepi «BiodiH»,
SIKWIA pa3om 3
aHTUNOKNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 1206 mn, no 1448
M, no 1904 mn B
Tp1KamMepHoMy
n1acTMKoBOMY
KOHTeliHepi "BiodiH",
SIKWIA pa3om 3
aHTUNOKNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 4 MiLLK/ B KOPO6Ui
180. | CMO®KABIB | emynbcist gns iHQy3ild; PpeseHiyc HimeuunHa ®dpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepiasis: 3MiHu | TUny 3a UA/14346/01/01
EH no 986 mn, no 1477 Kabi - NpUBEAEHHS Y BiANOBIAHICTL 40 MOHOrpadii €EP peyenmom
LWEHTPAJIbH | mn, no 1970 mn, no [oliunang, BHYTPILUHLOT cneundikauii, BApoOOHMKa [OMOMIKHOI
nin 2463 Mmn B 6X peyoBUHM hoconinifiB AEHUHNX OUNLLLEHNX
TprYKaMepHoMy
nNacTVKoBoMy

KOHTeliHepi «BiodiH»,
AKUIA pasom 3
aHTWNOKVNCHUKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 986 mn, no 1477
M, no 1970 mn B
TprYKaMepHoMy
nnacTyKoBoMy
KOHTeliHepi «BiodiH»,
AKUlA pasom 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
aHTWOKVMCHNKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 4 MiLK/ B KOPO6L;
no 2463 mn B
TprYKaMepHoMy
nnacTyKoBoMy
KOHTeliHepi «BiodiH»,
AKUIA pasom 3
aHTVNOKVMCHNKOM
BMILLYIOTb Y 30BHILLHIl
NNacTUKOBUIA MILLIOK;
no 3 MiLLKV B KOPOOLIi
181. | COHAMNAKC® | Tabnetku, BKpUTI TOB "bayw Ykpaina $apmzasog Enbha A.T. Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu Il 3a UA/4499/01/01
10 MI 060n0HKot0, No 10 wmr; Xenc" UMY - NOAAHHA OHOBMIEHOro MacTep-aiiny (Version peyenmom
no 30 Tabnetok y 2020-07) Ha pgjtoyy peyoBuHy TiopugasuwHy rigpoxnopug
6nictepi; no 2 Bif, 3aTBEpAXEHOro BMpo6Huka Trifarma S.p.A
6nicTepy B KAPTOHHIi
Kopobui
182. | COHAMAKC® | Tabnetku, BKpUTI TOB "Bayw Ykpaina $apmzasog Enbha A.T. Monbwa BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |1 3a UA/4499/01/03
25MIr 060/10HKOH0, MO 25 Mr; Xenc" TMMY - NOAAHHSA OHOBIEHOTO MacTep-chainy (Version peyenmom
no 20 TabneTok y 2020-07) Ha gitody peqoBuHy TiopuaasuHy rigpoxnopug,
6nictepi; no 3 Bif, 3aTBEpAXeHoro Bupo6Huka Trifarma S.p.A
6nicTepy B KAPTOHHIi
Kopobui
183. | CTPENTOLMN Masb 10 % no 25ry MpAT Ykpaina MpAT ®apmaueBTUyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Ges UA/0385/01/02
AOBA MA3b Ty6i a/ltoMiHieBii; no 1 dapmaneBTUY (habpuka "Biona" MYy - 3MiHK 3 SKocTi. A®l. BUpo6HUUTBO. 3MiHa peuyenma
10% Ty6i B NayLi 3 KApTOHY; Ha habpuka BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO NPOAYKTY/peareHTy, Lo
no 25 ry ty6ax "Biona" BMKOPUCTOBYIOTLCA Y BUPOOHMYOMY npoLieci APl abo
QTIOMIHIEBNX; MO 25Ty 3MiHa BMPOOHMKa (BK/IHOYatoun, ge HeobxigHo, Micue
KOHTeliHepax npoBeeHHs KOHTPO0 AkocTi) APl (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeiichkii hapmakonei y
3aTBEPKEHOMY [OCLE)(BBEAEHHS HOBOTO BUPO6HMKa ADI
3 HagaHHAM MacTep-ghaiina Ha A®l) - BBeAEHHS
[04aTKoBOro BUpo6bHuka A®I (cynbgaHinamiay) 3
HaJaHHAM MacTep-oaiina Ha Adl, a came: «ByraH
dapmacstoTikanc (Cywkoy) Ko., NITa., Kutaii»
184. | CTPENTOUWN | ma3sb 5% no 25 ry Ty6i MpAT YkpaiHa MpAT dapmaneBTMUHA Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il 6e3 UA/0385/01/01
AOBA MA3b anoMiHieBii; no 1 Ty6i | PapmaueBTny thabpuka "Biona" TMMY - 3MiHKU 3 AKoCTi. A®l. Bupo6bHMLTBO. 3MiHA peyenma
5% B nauui 3 KapTOHY; No Ha habpuka BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO NPOAYKTY/peareHTy, Lo
25 ry Ty6ax "Biona" BMKOPUCTOBYIOTbCA Y BUPOOHMUYOMY npoLieci APl abo
aloMiHiEBMX; MO 25 Ty 3MiHa BMpPOGHMKa (BK/THOYatoum, e HeobXxigHo, micue
KOHTeliHepax npoBeAeHHs KOHTPOo AkocTi) APl (3a BigcyTHOCTI

cepTudikaTa BignoBiAHOCTI E€Bponeichkii hapmakonei y
3aTBEPKEHOMY [OCHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HafaHHAM MacTep-thaiina Ha A®l) - BBeAEHHS
[0[aTKOBOro BUpo6bHuka APl (cynbgaHinamiay) 3
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
HajaHHAM macTep-aiina Ha A®l, a came: «ByraH
dapmacstoTikanc (Cywkoy) Ko., NT4., Kutaii»
185. | TA®IHNAP® Kancynv Teepgi no 50 HosaprTic LLiseiuapis Brpo6HMK Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu || 3a UA/14420/01/01
mr no 120 kancyny dapma Al Hepo3dacoBaHoi BputaHis/ Tuny - 3MiHK Woao 6e3nekn/edpeKkTBHOCTI Ta peyenmom
dhnakoHax npoaykuii: nakco IcnaHis/ hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
OnepeiiwHc HOK CnoseHis NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
Nimitea, Benvka MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
BpuTaHis; BupobHuk AKOCTI, AOK/TIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
0115 NaKyBaHHA Ta thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUii Ans
BUMYyCKy cepii: Mnakco MeAMYHOro 3acTOCyBaHHA /likapCbKoro 3acoby Ao po3giny
Bennkom C.A., IcnaHis; "3acTocyBaHHS y nepiof, BariTHOCTi Ta rogyBaHHsA rpyaa”
AnbTepHaTnBHa LLIOA0 OHOBJ/IEHHS iHGhopMaLii 3 6e3nekn 3acTocyBaHHSA
AiNbHWUS BignosiganbHa NiKapcbKoro 3acoby A5 XiHOK PENPOAYKTUBHOTO BiKY.
3a NepBuHHE Ta BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
BTOPUHHE NMakyBaHHA: 3arBepmxeHHs. 3minu Il Tuny - 3miHu Wwoao
Nek ®apmacbloTukanic 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
A.4., CnoseHis; TepaneBTUYHUX NOoKa3aHHAX (4oAaBaHHSA HOBOrO
AnbTepHaTnBHa TepaneBTMYHOro NoKasaHHA abo 3MiHa y 3aTBEPKEHOMY
OinbHUUS BiANOBiAa/IbHA nokasaHHi). 3MiHM BHECEHO A0 IHCTPYKLUiT A8 Mean4HOro
3a BUPOGHULITBO 3aCTOCyBaHHSA NMikapcbkoro 3acoby [0 po3ainy
Hepo3chacoBaHol "lMoka3aHHA", a caMe [ofaBaHHs HOBOrO MoKasaHHs:
NpoAyKLii Ta KOHTPO/Tb "AQ’loBaHTHa Tepanis menaHomu. JJabpadieHi6 B
AKOCTi: HoBapTic KOMGiHaLlii 3 TpaMeTVHI6OM Npu3HaYeHuii ans
dapmacsiotuka C.A., a/’toBaHTHOI Tepanii 4OpoCAnX NaLiEHTIB 3 Me/TaHOMO
Icnanis wikipw Il ctagii 3 myTauieto BRAF V600 nicns noBHOT
pesekuii" Ta K Hacnif4oK AoNOBHeHa iHhopMaLis B
posginax "®apmakonoriyHi BnactnsocTi’, "Oco6a1BOCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta 4o3u", "Mo6iuHi
peakuii”. BBeieHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3arBepmxeHHs. 3minu Il Tuny - 3miHu Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3mMiHu y
TepaneBTUYHUX NOoKa3aHHAX (4oAaBaHHSA HOBOrO
TepaneBTMYHOro NoKasaHHA abo 3MiHa y 3aTBEPIAKEHOMY
nokasaHHi). 3MiHM BHECEHO A0 IHCTPYKUiT A8 MeanYHOro
3aCTOCYyBaHHSA NMikapcbkoro 3acoby [0 po3ainy
"Toka3aHHA", a came fo4aBaHHs HOBOrO NnokasaHHs:
"Heapi6HOKNiTUHHKIA pak nereHb (HAKPJT) NabpadeHi6 B
KOMGiHaUiT 3 TpaMeTVHIGoM NpusHavatoTb A1 NiKyBaHHSA
[0POCANX MALEHTIB i3 PO3NOBCIOAKEHNM
HeApiOHOKNITUHHUM pakoMm fiereHb 3 MyTauieto BRAF
V600" Ta sk Hacnigok AOMOBHEHA iHhopmaLis B po3aini
"Oco6nMBOCTI 3aCcTOCYBaHHA". BBeAEHHS 3MiH NpoTArom 6-
TV MicsILiB Mic/si 3aTBEPAKEHHS.
186. | TA®IH/IAP® Kancynu TBepai no 75 Hosapric LLIBeiiuapis Bupo6Huk Benvka BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3MiHu |1 3a UA/14420/01/02
Mr no 120 kancyn y dapma Al Hepo3dacoBaHOl BpuTanis/ TMny - 3MiHKM WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
donakoHax npoaykuii: nakco IcnaHis/ hapmakoHarnsgy. 3MiHM y KOpOTKili XapakTepucTui
OnepeiiwHc KOK CnoBeHis nNiKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKUIT Ans
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

NimiTeq, Benvka
BpuTaHis; BupobHuk
015 NakyBaHHA Ta
BMMYCKy cepii: [nakco
Bennkom C.A., IcnaHis;
AnbTepHaTnBHa
OinbHUUS BiANOBIAa/IbHA
3a NepBuHHe Ta
BTOPUHHE NaKyBaHHS:
Nek dapmacboTukasic
4.4., CnoseHis;
AnbTepHaTuBHa
OinbHUUS BiANOBIAa/IbHA
3a BUPOGHULITBO
Hepo3dacoBaHO!
NpOoAyKLii Ta KOHTPO/Tb
AKoCTi: HoBapTic
®apmacbiotuka C.A.,
Icnanis

MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVIMU 3
AKOCTI, AOKTIHIYHUMU, KNIHIYHUMW JaHUMY Ta AaHUMK 3
thapmakoHarnsgy. 3MiHM BHECEHO [0 IHCTPYKUT Ans
MeAMYHOro 3acTOCYBaHHS /liKkapCbKoro 3acoby Ao po3giny
"3acTocyBaHHSA y nepiof, BariTHOCTi Ta rogyBaHHsA rpyaa”
LLOZ10 OHOB/EHHS iH(hopMmaLii 3 6e3nekn 3acTocyBaHHS
NiKapCcbKoro 3acoby A5 XiHOK PENPOAYKTUBHOTO BiKY.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3arBepmxeHHs. 3minu Il Tuny - 3miHu Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
TepaneBTUYHMX NOoKasaHHAX (4oAaBaHHSA HOBOrO
TepaneBTUYHOro NoKasaHHA abo 3MiHa y 3aTBEPAKEHOMY
nokasaHHi). 3MiHM BHECEHO A0 IHCTPYKUiT A8 MeaNYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"INoka3aHHA", a came [o4aBaHHS HOBOrO NnokasaHHs:
"Af’loBaHTHa Tepanis menaHomu. JJabpadheHio B
KOMGiHaLii 3 TpaMeTHI6OM Npu3HaYeHuii 4ns
af’'toBaHTHOI Tepanii 4OpoCNX NaUieHTIB 3 METaHOMOK
wikipw Ill ctagii 3 myTauieto BRAF V600 nicns noBHOT
pesekuii" Ta Ak Hacnif4oK AoNOBHeHa iHhopMaLis B
posginax "®apmakonoriyHi BnactnsocTi’, "OcobnBoCTi
3acTocyBaHHs", "Cnocib 3acTtocyBaHHs Ta 4o3u", "MobiyHi
peakuii”. BBeieHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3arBepmxeHHs. 3minu Il Tuny - 3miHu Wwogo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
TepaneBTUYHMX NOoKasaHHAX (4oAaBaHHSA HOBOrO
TepaneBTUYHOro NoKasaHHA abo 3MiHa y 3aTBEPAKEHOMY
nokasaHHi). 3MiHM BHECEHO A0 IHCTPYKUiT A8 MeanYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainy
"INoka3aHHA", a came fo4aBaHHs HOBOrO NnokasaHHs:
"Heapi6HoKNiTUHHWIA pak nereHb (HAKP/T) NabpadeHi6 B
KOMGiHaLil 3 TpaMeTMHIBOM Npr3HaYalTb A5 NiKyBaHHS
[0pOCNNX NALEHTIB i3 PO3NOBCIOAKEHNM
HeApiGHOKNITUHHUM pakom fniereHb 3 MyTauieto BRAF
V600" Ta K HacnifoK AoNoBHEHa iHhopmaLlis B po3aini
"Oco6nMBOCTI 3aCTOCYBaHHA". BBEEHHS 3MiH NpoTArom 6-
TV MicSILiB Mic/si 3aTBEPAKEHHS.

187.

TA®DIH/NAP®

Kancynu Teepai no 50
Mr no 120 kancyny
chnakoHax

Hosapric
Papma Al

LLiBeiiuapis

nakco Bennkom C.A.,
Icnanis (BUpOGHUK ANs
nakyBaHHS Ta BUNYCKY
cepii); nakco
OnepeiiwHe OK
NimiTen, Benvka
BpuTaHis (BUpoOHUK
Hepo3dgacoBaHO|
npoaykuii); ek
dapmMacbloTuKasc 4.4.,
CnoBeHis

Icnanis/
Benuka
BputaHis/
CnoseHisi/
IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiHMx MmaTepiasnis:3miHu | Tuny
- nodaBaHHsi BUpobHuka Novartis Ringaskiddy Ltd B sikocTi
AiNbHULI BigNoBiganbHOT 3a KOHTPOI0 SKocTi A®I; 3miHu |
TUny - gofaBaHHs BUpobHuka Novartis International
Pharmaceutical Ltd B skoCTi AinbHULI BiANOBIfaIbHOT 3a
KOHTpO/0 sikocTi A®I; 3miHu | TUNY - BBEAEHHS BUPOGHMKa
Novartis Ringaskiddy Ltd B sikocTi AinbHWLi BignosigansHOl
3a BMPO6GHNLTBO A®I; 3MiHK | TUNY - 36ibLUEHHS
AianasoHy po3Mipy cepii MPOMIXHOro NPoayKTy
GSK2127769A 3 12-78 «kr fo 12-154 kr 3 BigNoBigHUM
36ibLLIEHHAM Ha BCiX eTanax BMpo6HMLUTBa ANs

3a
peyenmom

UA/14420/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
(anbTepHaTMBHA 3anponoHoBaHoro BupobHuka A®l Novartis Ringaskiddy
OinbHUUS BiANOBIAa/IbHA Ltd; 3miHn | TMNY - fOAABaHHA a/lbTepPHATUBHOIO
3a nepBuHHE Ta BTOPUHHOTO NakyBaHHA An1a 36epiraHHa A®l, a came
BTOPVHHE NaKyBaHHS); MeTasIeBUX KOHTENHEPIB [0 BXe 3aTBEePAKEHNX
Hosapric N1aCTUKOBUX KOHTENHEepIB; 3MiHM | TuMy - 36inbLUeHHSA
dapmacsiotuka C.A., nepiogy NOBTOPHOro BMNpobyBaHHA A®I; 3anponoHOBaHO:
IcnaHis (anbTepHaTuBHa 48 wmicauis
OinbHUUS BiANOBIAa/IbHA
3a BUPOGHMLUTBO
Hepo3dacoBaHoi
NPOAYKLUiT Ta KOHTPO/1b
AKOCTI)
188. | TADIH/NAP® Kancynv TBepgi no 75 HoBaprTic LLiBeiiuapis nakco Bennkom C.A., Icnanis/ BHECEHHS 3MiH 40 peecTpaviiHMx MmaTepiasis:3MmiHu | Tuny 3a UA/14420/01/02
Mmr no 120 kancyny dapmva Al IcnaHis (BUPOBGHUK Anis Benvka - nofaBaHHs BUpobHuka Novartis Ringaskiddy Ltd B sikocTi peyenmom
thnakoHax nakyBaHHA Ta BUMYCKY Bputanis/ AiNbHULI BigNOBifabHOT 38 KOHTPOIO SKOCTi API; 3miHu |
cepii); Fnakco CnoseHisa/ TUny - fofaBaHHs BMpobHuka Novartis International
OnepeiiwHe HOK IcnaHin Pharmaceutical Ltd B fikocTi ginbHULI BigNoBigabHOI 3a
NimiTen, Benvka KOHTPO0 sKOCTI A®I; 3MiHu | TUny - BBEAEHHSA BUPOGHMKA
BpuTaHis (BUpO6HUK Novartis Ringaskiddy Ltd B skocTi AinbHULI BignoBigansHOT
Hepo3dhacoBaHOl 3a BUPO6GHNLTBO A®I; 3MiHU | TUNY - 36iNbLUEHHSA
npoaykuii); Nek Aiana3oHy po3Mipy cepii MPOMiXHOIO NPOAYKTY
PapmacbloTukanc g.4., GSK2127769A 3 12-78 kr go 12-154 kr 3 BignoBigHUM
CnoseHis 36i/IbLLIEHHAIM Ha BCix eTanax BUpo6HuLTBa 415
(anbTepHaTMBHA 3anponoHosaHoro BupobHuka APl Novartis Ringaskiddy
OinbHUUS BiANOBiAa/IbHA Ltd; 3miHu | TUNY - fOAaBaHHS a/TbTEPHATVBHOTO
3a NepBuHHe Ta BTOPWHHOrO NakyBaHHs Ans 36epiraHHs A®I, a came
BTOPUHHE NakyBaHHS); MeTas1IeBUX KOHTENHEPIB [0 BXe 3aTBEPAKEHNX
HoBaprTic N1aCTMKOBUX KOHTENHEepIB; 3MiHM | Tumy - 36inbLIeHHSs
®apmacbiotuka C.A., nepiogy NOBTOPHOro BUNpobyeaHHsA APl; 3anponoHOBaHO:
IcnaHia (anbTepHaTMBHa 48 micauis
OinbHUUS BiANOBiAa/IbHA
3a BUPOGHULITBO
Hepo3dgacoBaHO|
NpoAyKLii Ta KOHTPO/Tb
SAKOCTI)
189. | TOMNPA3 TabneTku Aypo6iHao IHAis Aypob6iHgo ®apma IHAia BHECEHHS 3MiH 40 peecTpaLjiiiHuX maTepiauis: 3MiHu | Tuny 3a UA/16735/01/02
racTpopesncTeHTHi, 20 Papma /114 Nimiteq, - FOHIT VII, IHgjs; - 3MiHu 3 SKoCTi. FOoTOBMIA NiKapcbkuii 3aci6. 3MiHN y peyenmom

Mmr, no 10 TabneTok y
6nictepi, no 3
6nicTepy B KAPTOHHii
Kopobui

Aypob6iHgo dapma /14,
dopmyneinwH HHIT XV,
IHAjA

BMPOOGHULITBI. 3MiHa iMNoOpTepa/3MiHN, L0 CTOCYHOThCA
BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AoaaBaHHsA BUPOOHNMKA, LLIO
BignoBigae 3a BBe3eHHA Ta/abo BMnyck cepir) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii - BBEAEHHS
[04,aTKOBOT BUPOGHMYOT AinbHuui AypobiHao ®apma /T4,
dopmyneiwH KOHIT XV, Lo po3TalloBaHa 3a afpecoro
Mnot Nel7 A, E.BoHari (Binagx), Napasaga (MaHgan),
BicakxanatHam AHgxpa MNpagew, 531021, IHgia / Plot
No.17A, E.Bonangi (Village), Parawada (Mandal),
Visakhapatnam, Andhra Pradesh, 531021, India, sika




110

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BiANOBIAAE L0 BiANOBIAAE 3@ NOBHWI LMK/ BUPO6HMLITBA
BK/THOYAI0UM KOHTPOSIb / BUNPOGYBaHHSA cepii Ta BUMyCK
cepii TN3 (BBeAeHHsA 3MiH NPOTArom 6-T1 MicsLiB nicns
3aTBEPMKEHHS); 3MiHU | TNy - 3MiHKM 3 SKOCTi. FoTOBUIA

nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHA A0AAaTKOBOI AiNIbHULI BUPOBGHMLTBA ANS
4acTUHK abo BCbOro BUPOOHNYOrO NPoLEeCy roToBoro
nikapcbKoro 3aco6y ([inbHULSA, Ha SiKili NpoBOAATHLCSA
6y b-AKi BUPOGHWYI CTagii, 38 BUHATKOM BUMYCKY Cepil,
KOHTPOJTHO SIKOCTi, NEPBUHHOTO Ta BTOPUHHOIO NakyBaHHS,
AN HECTEPUIbHMX NiKApCbKUX 3ac06iB)
CynyTHs 3miHa
- 3MiHu 3 SKoCTi. FOoTOBWMIA NiKapCbkuii 3aci6. 3mMiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI Ai/TbHUL
BMPOOHMLITBA A4/15 YACTUHM abo BCbOTO BUPOGHNYOTO
npoLiecy roToBOro NikapCcbKoro 3acoby (AibHNLA Ans
BTOPVHHOTO MaKyBaHHS);

- 3MiHM 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLITBA A1 YaCTUHM abo BCbOro BUPOGHUYOro
npouecy roToBOro /likapcbkoro 3acoby (4inbHUUs ons
NepPBUHHOTO NaKyBaHHS) - BBEAEHHS A0AaTKOBOT
BMPOGHUYOI AinbHUL AypobiHao dapma T4,
dopmyneiwH KOHIT XV, Lo po3TalloBaHa 3a afpecoto
Mnot Nel7 A, E.BoHaHri (Binagx), Napasaga (MaHgan),
BicakxanatHam AHgxpa Mpagew, 531021, IHaia / Plot
No.17A, E.Bonangi (Village), Parawada (Mandal),
Visakhapatnam, Andhra Pradesh, 531021, India, sika
BiANOBIAAE L0 BiANOBIAAE 32 NOBHWI LMK/ BUPOOHULITB
'N3 (BBeAeHHs 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS)

190.

TOMPA3

Tabnetku
racTpopesncTeHTHi, 20
mr; no 10 TabneTok y
6nictepi; no 3
6nicTepy y KapTOHHIN
Kopobui

Aypob6iHa0
Papma /114,

IHais

AypobiHgo Papma

Nimiteg - FOHIT VII, IHgjs;

Aypob6ingo ®apma /174,
dopmynenwH OHIT XV,
IHais

IHais

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasis: 3MiHu | Tuny
- 3MiHK 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepmiHax npuaaTHoOcTi abo ymoBax 36epiraHHs
roTOBOro Nikapcbkoro 3acoby (36ibLUEeHHs TEPMiHY
NPUAATHOCTI TOTOBOIO /liKapCbKOro 3acoby) - 15 Toprosoi
ynakoBkun (MiATBEPLKYETLCA AaHUMM peaslbHOro vacy) -
36i/IbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapPCLKOr0
3ac06y Ha OCHOBI NO3UTUBHWX Pe3y/bTaTiB
[0BroCcTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMY
yaci: 3arBepKeHo: TepMiH NPUAATHOCTI 2 POKU.
3anponoHoBaHo: TepMiH NpUAATHOCTI 3 poku. Takox
3MiHV BHECEHI B iHCTPYKLitO0 A1 MEAMYHOTO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby y po3ain "TepMiH npugaTHOCTI".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/16735/01/02

191.

TOMPAS3

Tabnetkn
racTpopesncTeHTHi, 40

AypobiHao
Papma JITa

IHais

AypobiHgo dPapma

Jlimiteq - FOHIT VII, IHgjs;

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3MiHu | Tuny
- 3MiHK 3 sKoCTi. [oToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.

3a
peyenmom

UA/16735/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

mr; no 10 TabneTok y
6nictepi; no 3
6nicTepn y KapTOHHIl
Kopobui

Aypobingo ®apma /174,
dopmynenwH tOHIT XV,
IHais

3MiHa y TepmiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
NpUAATHOCTI TOTOBOIO /iKapCbKOro 3acoby) - 115 Toprosoi
ynakoBkun (MiATBEPLKYETLCA AaHUMW peasibHOro vacy) -
36i/IbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCLKOro
3ac06y Ha OCHOBI NO3UTUBHUX Pe3y/bTarTiB
[OBroCTPOKOBMX AOC/iKEHb CTabiNbHOCTI y peasibHOMY
yaci: 3arBepaKeHo: TepMiH NPUAATHOCTI 2 POKU.
3anponoHoBaHo: TepMiH NpUAATHOCTI 3 poku. Takox
3MiHV BHECEHI B iHCTPYKLitO 411 MEAMYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ain "TepmiH npugaTHocTi".
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPMAKEHHS

192.

TPUTALE®

Tabnetku no 5 mr; Ne
28 (14x2): no 14
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopobui

TOB "CaHodi-
ABeHTiC
Ykpaina"

YKpaiHa

CAHO®I C.P.JI.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MaTepiasiB: 3MiHu | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue
npoBefeHHS KOHTPOJTI0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/iIMNOPTEpP, BK/IOYAOUM BUMYCK Cepild)
- 3MiHa Ha3Bu Ta agpecy BUpobHuka M3 6e3 3miHn micua
BMPOGHMLTBA. 3MiHM BHECEHO B IHCTPYKLil0 A1
MeAMYHOro 3aCTOCYBaHHS LWOA0 HaliMeHyBaHHS Ta
MiCLie3HaxX0MKEeHHS BUPO6HMKA 3 BIANOBIAHUMY 3MiHAMY Y
TEKCTi MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPAKEHHS

3a
peyenmom

UA/9141/01/02

193.

TPUTALE®

Tabnetkn no 10 wmr; Ne
28 (14x2): no 14
TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIlA KopooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YKpaiHa

CAHO®I C.P.J.

ITania

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasis: 3MiHK | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IHOYA0UN AiNbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAa€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
- 3MiHa Ha3Bu Ta agpecu BMpobHuka M3 6e3 3miHn micus
BMPO6HMLUTBA. 3MiHVM BHECEHO B IHCTPYKLiO 415
MeAMYHOro 3aCTOCYBaHHS LWOA0 HaliMeHyBaHHSA Ta
MiCLLe3Hax0KeHHS BUPO6HYMKa 3 BIANOBIAHUMN 3MiHAMU Y
TeKCTi MapKyBaHHS1 YNakoBKW JTIKapCbKOro 3acoby.
BBefeHHA 3MiH NpoTAroM 6-Tu micAuis nicas
3aTBEPAKEHHS

3a
peyenmom

UA/9141/01/03

194.

TPIOMBPACT
®

PO34MH NS iH'eKuiin 76
% no 20 mn B amny/i;
no 5 amnyn B nau;
no 20 mn B amnyni; no
5 amnyn y 6nictepi; no
1 6nicTepy B naui

AT "®apmak"

YkpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiasliB: yTOUHEHHS
nikapcbKoi hopMu Ta f03yBaHHA B Hakasi MO3 YkpaiHu Ne
1994 Bif 21.09.2021 B NpoLeci BHECEHHS 3MiH: 3MiHY |
TMNy - BHECEHHS 3MiH 40 MeToAiB BunpobyBaHHA AdI|
MerntomiH 3a napameTpoM “"MikpobionoriyHa unctoTa”,
30Kpema: BUyYEHHS MOBHOIO OMUCY NPOBEAEHHS
METOAWMKM; 3MiHW | TUNY - BHECEHHS 3MiH A0

3a
peyenmom

UA/3439/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Cneuudpikauii/MeTtogis Bunpo6ysaHHs A®| MertomiH,
BUpo6HMLUTBa Merck KGaA, HimeuunHa, 30kpema:
YTOYHEHHS KPUTEPITB NPUAHATHOCTI 3@ NOKA3HNKOM
"BakTepianbHi eHA0TOKCMHW" 3 "He Ginblue 1,5 MO/ Ha
"MeHwe 1,5 MO/r"; 3mMiHu | TUNY - BHECEHHSA 3MiH [0
Cneuudpikauii/MeTogais BunpobysaHHss A®| Merntomi,
30KpeMa: BUJTyYEHHS! KOHTPOSIO 38 NOKa3HNKOM
"PO34MHHICTL". (He € 0GOB'A3KOBNM NOKA3HUKOM, Mae
iH(hopMaTnBHUIA XxapakTep); 3MiHW | TUNY - BHECEHHS 3MiH
Ao Cneuundpikauii/MeTogis BunpobyBaHHs A®| MernioMmiH,
BUpo6HMLTBa Merck KGaA, HimeuunHa, 30kpema:
BWJTYYEHHSI KOHTPOSIO 3@ NOKa3HMKOM "Baxkki MeTasin"
(6yn0 - po3unH ans iH'ekuii 60 % )
195. | TYBEPKY/NIH PO34UH A5 iH'EKLLN 2 TOB "/llom'ep Ykpaina TOB "IOM'EP YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHU | TUny 3a UA/16762/01/01
nna RrT 23 TO/0,1 mn; no 1,5 mn Papma” PAPMA", YkpaiHa - flofaBaHHsA camMmo610KyUMX LWNPULIB A5 iMYHi3aLil peyenmom
Ssi po3unny (15 po3) y (BUpPOOHMLTBO 3 thikcoBaHow go3oto, 0,1 ml (mn), 3 ronkoto 27Gx3/8"
donakoHi; no 1 nakysaHHs in bulk (0,4x10 mm (Mm)), BUpoBHULTBA YCI FOMLLOY MEJIKAN
h/1aKOHY Y KOMMNEKTI hipmu-BmupobHuka Eit AMMMIAHCEC KO., NTA., Kutai
3 15 camob610KytoUMMun [bxein BakumHec EI/Ec,
wnpuuamm y [JaHis)
KOHTYPHIli YapyHKOBIi
ynakoBLi abo 6e3
KOHTYPHOT YapyHKOBOT
YMaKoBKMN Y KaPTOHHIi
Kopobui
196. | T-XO/IH® PO34UH A151 iH'EKLLNA, TOB "ByTikoBa | YkpaiHa CniflbHe TOBapUCTBO 3 Pecny6nik BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHa 3a UA/18163/01/01
1000 mr/4 mn no 4 mn hapmavueBTny 06MEXEHOo a 3as1BHMKa (BNacHWKa peecTpawiiniHoro noceigvyeHHs) (3rigHo peyenmom
B amnyni; no 5 amnyn Ha KoMnaHis BiANOBIA&/IbHICTIO Binopycb Haka3y MO3 Big 23.07.2015 Ne 460): 3miHu | Tuny -
B YapYHKOBIl "Cantotapic" "Nekcapm " (CTOB AAMIHICTpaTVBHI 3MiHW. 3MiHA Ha3BW NikapCbKOro 3acoby -

ynakosui; no 1 a6o 2
YapyHKOBi YNakoBK/ B
Kopobui

"Nekdhapm™)

3MiHa Hasswu [N13:
3aTtBepmkeHo: T-XOJ1IH 3anponoHoBaHo: T-XO/IH® / T-
CHOLINE® 3miHu | Tuny - 3MiHn Wwoao
6e3nekn/edeKTNBHOCTI Ta thapmakoHarnsgy. BeegeHHs
a60 3MiHW [0 y3ara/lbHEHVX AaHNX Npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHnX Npo
cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnagy 3asBHuKa ans
3AjificHeHHs chapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHA BiJ, YNOBHOBaX€eHOI 0CO6M, BiANOBIAA/ILHOI 32
3[jicCHeHHs1 hapMakoHaraay (BK/IYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHN y po3MilLEeHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXEHOI 0COOU 3asBHIKA,
BiANOBIAa/IbHOI 3a 34ilicHeHH:A papmakoHarnsgy. fitoya
pepakuis: Ywakosa IpuHa AHatoniisHa. MNMponoHosaHa
pepakuisf: CadyoHoBa IpuHa OnekcaHapiBHa. 3MiHa
KOHTaKTHUX AaHVX YNOBHOBaXeHOI 0COOM 3asBHUKA,
BiANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarasgy. 3MmiHa
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

MicLs 34iICHEHHS OCHOBHOI Ais/TbHOCTI 3
thapmakoHarnsgy.
3MiHa agpecu mactep-ghaiina cuctemu hapmakoHarnagy.

197.

DOAPMALNTP
OH

NOPOLLIOK A/1A
OpasIbHOr0 PO34MHY MO
23 I NOpoLUKy y
naketax; no 23 r
NOPOLLKY Y nakeTi; no
10 nakeTiB y
KapTOHHIA Kopoo6Li

dapmacaiiHc
IHK.

KaHaga

BMPOOHMLITBO
Hepo3gacoBaHOro
NpPoAyKTy, NEPBUHHE Ta
BTOPVHHE NakKyBaHHS,
KOHTPO/b SKOCTI, BUNYCK
cepii:
dapmacaiiHc IHK.,
KaHaga; BUMPOGHMLITBO
Hepo3dacosaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE NaKyBaHHS:
KoHthab Jlabopatopic
IHK., KaHaga

KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiastis: 3MiHK | Tuny
- 3MiHK 3 siKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3mMiHM y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
BUPOGHMLITBA A1 YaCTUHM ab0 BCbOrO BUPOGHNYOTO
npouecy roToBoro Jlikapcbkoro 3acoby (AinbHUUS ons
NepBUHHOIO NakyBaHHS) - BBEAEHHS A0AATKOBOT AiNIbHUL
BMPOGHMLITBA, Ha AKill NPOBOANTLCS NEPBUHHE NaKyBaHHA
N3: KoHdpab NlabopaTtopic IHk./ 4355 BynbBap Cep
Binbcpig Nopi, CeHT-XybepT Ksebek J3Y 3X3, Kanaga.
3MiHn | TURYy - 3MiHK 3 SKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHM Y BUPOOHULITBI. 3amiHa abo BBeAEeHHS f0AAaTKOBOI
AiNbHULI BUPOBHMLTBA A/19 YacTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBOro NikapcbKoro 3acoby
(minbHULA, Ha SKI NPOBOAATLCS OYAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOSIIO AKOCTI,
NepPBMHHOTO Ta BTOPVMHHOIO NakyBaHHSA, A1
HeCcTepubHUX NiKapCcbknX 3ac06iB) - BBEEHHS
[04aTKOBOT AiNbHUL BUPOGHMLITBA HEpO3diacoBaHOT
npoaykuii: Kondpab Nabopatopic IHk./ 4355 BynbBap Cep
Binbdopig Nlopi, CeHT-XybepT KBebek J3Y 3X3, KaHaaa, sk
HacnifoK 3a3HayveHHs BUPOOHNUMX PyHKLi
3aTBepAKeHOro BUpobHuka ®apmacaiiHc IHk., KaHaga y
npoekTi 3MiH A0 MKSA. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHKM Y BUPO6HULTBI. 3amiHa
ab0 BBeAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA A5
4yacTuHM abo BCbOro BUPOBHMYOro NpoLecy roToBoro
nikapcbKoro 3acoby (AinbHUUA 418 BTOPUHHOIO
nakyBaHHS) - BBE4,EHHSA A0AATKOBOI AiNbHUL
BMPOGHMLITBA, Ha AKili NPOBOANTLCS BTOPUHHE NaKyBaHHS
N3: KoHdpab NlabopaTopic IHk./ 4355 BynbBap Cep
Binbgopia Jlopi, CeHT-Xy6epT KBebek J3Y 3X3, KaHaaa

6e3
peyenma

UA/6249/01/02

198.

®-rE/NIb®

renb, 25 mr/r; no 30 ry
Ty6i; no 1 Ty6i B nayw,j

MpAT
"GapmaueBTn
yHa thipma
"fNapHuus"

YkpaiHa

MpAT "dapmMaLeBTnyHa
thipma "apHuus"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianis: 3MiHu |1
TMny: 3MiHK 3 AkocTi. A®I. BupobHuuteo. 3miHa
BMPOGHMWKA BUXiAHOro/NPOMIXKHOTO MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTLCS Y BUPO6HMYOMY npoueci Adl, abo
3MiHa BMPOOHUKa (BK/HOYatoun, ge HeobxigHo, Micue
npoBeAeHHsA KOHTPO0 AKocTi) APl (3a BigCyTHOCTI
cepTudcpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEpPAXEHOMY A0ChLE)(BBEAEHHS HOBOrO BUPO6HMKa AdI
3 HagaHHAM MacTep-thaiina Ha A®I); 3miHW | Tuny:
CynyTHSA 3MiHa: 3MiHM 3 SKOCTi. A®l. CTabifbHICTb. 3MiHa
nepiofy NOBTOPHMX BUNpoGyBaHb/nepiody 36epiraHHs abo
ymoB 36epiraHHss A®| (3a BigCyTHOCTI y 3aTBEpPAXEHOMY
[ocke cepTudpikaTa BignoBigHOCTI EBponeiickkiii
chapmMakonei, Lo BKIoYae nNepio NOBTOPHOro

3a
peyenmom

UA/8589/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

BMNpo6yBaHHS) (iHwi 3miHn)(B.L.r.1. (x), IA), — BBegeHHs
HoBOro BMpo6Huka Zhejiang Raybow Pharmaceutical Co.,
Ltd., China gns gitoyoi pe4yoBuHU keTonpodeHy 3
HaflaHHaM macTep-aiina Ha A®| [0 Bxe 3aTBepPAKEHOro
BUpo6HuKa Hubei Xunda Pharmaceutical Co., Ltd., China 3
BBEAEHHAM TepMiHy nepekoHTponto APl — 5 pokis ans
3aMpornoHOBaHOro BUPOGHWKA; 3MiHM | Tuny: 3MiHuM 3
AKocTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3miHa napameTpiB cnevumdikadii
Ta/abo fonyCTMMUX MEX rOTOBOrO JliKapCbKoro 3acoby;
CynyTHS 3MiHa: 3MiHU 3 IKOCTi. F0TOBWMIA Nnikapcbkuii 3aci6.
KOHTpO/ib rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
BMMPOGYBaHHS rOTOBOrO Jlikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBepMKeHNx metogax sunpobysaHHs)(b.11.r.2.
(a), 1A), — npuBeaeHHA cneumndikavii Ta MeTogiB KOHTPOsIO
N3 3a nokasHrkoMm «MikpoGionoriyHa uicToTa» y
BiANOBIAHICTb A0 BUMOT EP; 3MiHM | TMNYy: 3MiHK 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTogax BunpobysaHHs AdI
ab0o BMXigHOro MaTtepiany/npomMKHOr0 NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
(He3HayHi 3MiHN Y 3aTBEPKEHNX MEeTOAAX
BMNPOOYBaHHS); CynyTHA 3MiHa: 3MiHM 3 SKocTi. API.
KoHTponb A®I. 3miHa y napameTpax creumdikauiii Ta/abo
[ONyCTUMUX MEX, BU3HaueHuX y cneuudikadisx Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpOAYyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi
3MiHn)(B.1.6.1. (X), IA), — BHECEHHS 3MiH Ta pefaKLiliHnXx
BMMpaBfieHb A0 crneumndikalii Ta MeTogiB koHTposo AdI
3a NokasHUKkaMu: «PO34YMHHICTb» - 3anpOMNOHOBaHO
NPOBOAMTW BUNPOGYBaHHSA PO3YMHHOCTI CybCTaHLi B Takmx
po3unHHKKax: Boga P Ta etaHon (96 %) P signosigHo Ao
BuMor AdY, 1.4. «<MoHorpadii»; «CynpoBsigHi JOMILLKM» Ta
«3a/IMLLKOBI KifIbKOCTI OPraHiyHMX PO3UYMHHUKIB» - BHECEHI
pefakuiiiHi npaBku, MeToAvKa Ta KpUtepii NpUAHATHOCTI
3a/MLLIEeHi 6e3 3MiH; 3MiHK | TUNY: 3MiHK 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikaLii Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cnewudikauisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpoAYKT/peareHT, LWo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea A®I
(BVMNYyYEHHS1 HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpukiag,
BW/TYYEHHS 3aCTapisioro NokasHMka)) — BHECEHHS 3MiH 0
cneuudikauii APl ketonpocbeHy Ao posginy
«laeHTudikauis», a came: BUTy4YeHHs TeCTiB
"lpeHTudpikauis A (temneparypa
nnasneHHs)" ,"laeHTudikadia B (YP-cnektpockonis)" Ta
"laeHTudikauis D TLWX)", 3anvwenuii TecT "laeHTudikayisa
C (I4-cnektpockonis)"

199.

PIBPO-BEVH

PO34MH NS iH'EKLLINA

CTL,

Benvka

Brpo6HMLUTBO

HimeyunH

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu |

3a

UA/12096/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
02%mno5mny dapmacbloTike | BputaHis Hepo3dacoBaHoi a/ TUny - AAMIHICTPaTWBHI 3MiHW. BUnyyYeHHs1 BUpOGHMYOT peyenmom
dhnakoHi; no 10 n Npopaktc NPOAYKLUIT, KOHTPO/b Benvka OinbHUUI (BKNOYaUY AinbHUL Ana APl TPOMKHOIo
th1akoHiB y KopobLyi nrtp, AKOCTI Ta NEPBUHHE BputaHis npoAyKTy abo rotToBOro Nikapcbkoro 3acoby, AiNbHULI 4115

nakyBaHHs: 3irdopig,
XameneH Mm6X,
HimeuuunHa; BTopyHHe
nakyBaHHs: Yectep
Megikan ContoLHc,
Benuka bpuTaHis;
Bunyck cepii:
CT[ ®apmacbloTiken
MpopakTc /114, Benvka
BputaHis

NpoBefieHHA NakyBaHHs, BUPOOHWKA, BiANOBILa/ILHOTO 3a
BWMYCK Cepiid, MicLle NPOBEAEHHS KOHTPOJIH cepii) abo
nocTtavasibH1Ka BUXiAHOro MaTepiasy, peareHTy abo
[O0MOMDKHOT PEYOBVHY (SIKLLIO 3a3HAYEHO Y AOChE) —
BU/yYEHHS aNlbTepHaTUBHOTO BUPOGHMKA BiAMNOBIAaIbHOMO
3a BTOpUHHe nakyBaHHA J13: ®apmallak FOK Jita, Benvka
BpuTaHis (3atBepmxeHo Yectep Megikan ContoLHc,
Benvka bputaHis).
3Minn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLsa NpoBafKeHHS
OiSNbHOCTI BUPO6HMKa (BK/THOYaoum, 3a HEO6XIAHOCTI,
MicLie NpoBeAEeHHS KOHTPO/IIO AKOCTI), abo BnacHuka
MacTtep-caiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHoro Matepiany/peareHTy/NpoMDKHOTO NPOAyKTY,
LLIO 3aCTOCOBYIOTLCA Y BUPO6HMLTBI AP (KO 3a3HaYEHO
y [IOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOI AONOMIKHOT
PEYOBUHM (SIKLLLO 3a3HAYEHO Y A0CLE) 3MiHa
HaliMeHyBaHHS nabopaTopii, Wo 3anyyeHa 415 KOHTPOo
A®I; 3MiHn | TUNY - 3MiHK 3 akocTi. APl Cuctema
KOHTelHep/3aKynopoBanbHWii 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®I (piakux AdI
(HecTepunbHWX)) 3MiHW y nNigpo3gini 3.2.S.6. Cuctema
ynakoBka/ykynopka A®l, 3okpema gogasaHHa 5 1
KOHTeliHepa 10 NoTo4YHoro 20 N1 KoHTelHepa. 3MiHu | Tuny
- 3MiHM 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapCbKoro 3acoby. 3miHa y MmeTogax
BUNPO6YBaHHA rOTOBOTO MikapCbKOro 3acoby (HesHayHa
3MiHa y 3aTBEppKEeHNX MeTofax BUNPOOYBaHHSA) HE3HAYHI
3MiHU [0 3aTBeppKeHoro metogy MX, wo
BMKOPWCTOBYETHLCA NP aHasi3i NoKkasHUka
«TeTpagekaHo». 3MiHu | Tuny - 3MiHK 3 SKocTi. AdI.
Brpo6HMLUTBO. 3MiHM BUNPOGYyBaHb abo AOMYyCTUMUX MEX
y npoueci Bupo6HuLTBa A®I, L0 BCTAHOBNEHI Y
cneuudikauisx (iHLWi 3miHW) 3miHW y nigpo3gini 3.2.5.2.2.
Onuc BUpPO6HMYOro NpoLecy Ta oro KOHTPO/I, a came:
3MiHa iHCTpYKLili Bigoopy npo6 ansa IPC G. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. BupobHULTBO. 3MiHV BUNpo6yBaHb
abo gonyctumumx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y creundikaLisx (BU1yYeHHsI HECYTTEBOrO
BMNPOBYBaHHSA)
3MiHM y migpo3gini 3.2.S.2.2. On1c BUpo6bHMYOro npouecy
Ta 0ro KOHTPOSHO, @ came: BUNyYeHHs BunpobyBsaHHsa IPC
F (STS content, potentiometric titration , for information
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
only). 3miHu | TMny - 3miHK 3 AkocTi. A®l. Bupo6HMLTBO.
3MiHV B npoueci BupobHuuTtBa APl (He3HayHa 3MiHa y
npoueci BupobHuuTea API) He3HauHi 3MiHW Yy npoueci
BMPOGHMLTBA AD|, OHOBNEeHHS nigpo3giny 3.2.S.2.2. Onuc
BMPOBHMYOro npoLecy Ta oro KOHTPOso
200. | PIBPO-BEVH | po3uuH ans iH'ekuii CTA Benvka Brpo6HMUTBO HimeuunH BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12096/01/02
05%mno2mny dapmacbloTike | BputaHis Hepo3dacoBaHoi a/ Tuny - AAMIHICTPaTVBHI 3MiHW. BUnyyYeHHs BUpOGHMYOT peyenmom
amnyni; no 5 amnyn y n MNpopgaktc NPOAYKLUIT, KOHTPO/Ib Benvka OinbHUUI (BKNOYatoun AinbHUL Ana AL, TpoMKHOIo
Kopoobui ntp, AKOCTI Ta NEPBUHHE BputaHis npoaykTy abo roToBOro Nikapcbkoro 3acoby, AiNbHULI AnS

nakyBaHHs: 3irdopig,
XamenbH Mm6X,
HimeuunHa; BTopyHHe
nakyBaHHs: Yectep
Megikan ContoLHc,
Benuka BpuTaHis;
Bunyck cepii:
CT[ ®apmacbloTiken
MpopakTc /114, Benvka
BputaHis

npoBefieHHA NakyBaHHs, BUPOOHWKA, BiANOBIfa/IbHOTO 3a
BUWMYCK Cepiii, MicLle NPOBELEHHS KOHTPOJIH cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasy, peareHTy abo
[O0MOMIKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE) —
BW/yYEHHS @NlbTepHaTMBHOTO BUPOGHMKA BiANOBIAaIbHOMO
3a BTOpUHHE nakyBaHHA J13: ®apmallak FOK Jita, Benvka
BpuTaHis (3atBepmxeHo Yectep Megikan ContoLiHc,
Benvka BputaHis).
3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLsa NpoBafKeHHS
LisiNbHOCTI BUPOOHMKa (BK/THOYaK0UK, 3a HeOOXiAHOCTI,
MiCLie NpoBeAEHHS KOHTPO/IIO AKOCTI), abo BnacHuka
MacTep-caiina Ha A®l, abo nocTavanbHVKa
Adl/BnxigHOro Matepiany/peareHTy/NpoMiKHOTO NPOAYKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOGHMLTBI AP (KO 3a3HaYeHO
y [IOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, ab0 BUPOOHMKA HOBOI 4ONOMIKHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) 3MiHa
HaliMeHyBaHHS nabopaTopii, Wo 3anyyeHa 4151 KOHTPOSo
A®I; 3miHn | TUNy - 3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (piakux AdI
(HecTepunbHWX)) 3MiHW y Nigpo3gini 3.2.S.6. Cuctema
ynakoBka/ykynopka A®l, 3okpema gogasaHHsa 5 n
KOHTeliHepa 10 NoTo4YHoro 20 N1 KoHTelHepa. 3MiHu | Tuny
- 3MiHK 3 SKoCTi. FoToBUIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCcbKoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHSA rOTOBOIO JliKAPCLKOro 3acoby (He3HauHa
3MiHa y 3aTBEpKEHMX MeTofax BUNPOOYBaHHSA) HE3HAYHI
3MiHU [0 3aTBEepKeHoro metogy MX, wo
BMKOPWCTOBYETHCA NPU aHasi3i NokasHuka
«TeTpagekaHo». 3miHn | Tuny - 3MiHK 3 SKoCTi. AdI.
Brpo6HMLTBO. 3MiHM BUNPOGYyBaHb abo AOMYCTUMUX MEX
y npoueci Bupo6HuLTBa A®I, 1110 BCTAHOBMEH Y
cneuudikayisx (iHwi 3miHW) 3miHW y nigpo3gini 3.2.5.2.2.
Onuc BUPO6GHMYOro NpoLecy Ta oro KOHTPOIIo, a came:
3MiHa iHCTpYKLili Big6opy npo6 ansa IPC G. 3MiHu | Tuny -
3MmiHu 3 sKocTi. A®l. BupobHMUTBO. 3MiHV BUNpo6yBaHb
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs

abo gonyctumumx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y creundikaLisx (BU1yYeHHss HECYTTEBOrO
BMNPOBYBaHHSA)
3MiHM y migpo3gini 3.2.S.2.2. Onvc BUpo6bHMYOro npouecy
Ta 0ro KOHTPOSHO, @ came: BUNyYeHHs BunpobyBaHHsa IPC
F (STS content, potentiometric titration , for information
only). 3miHu | TMny - 3miHK 3 AkocTi. A®l. Bupo6HMLTBO.
3MiHV B npoueci BupobHuuTtea APl (He3HayHa 3MiHa y
npoueci BupobHuuTea API) He3HauHi 3MiHW y npoueci
BMPOGHMLUTBA AD|, OHOBNEeHHS nigpo3gainy 3.2.S.2.2. Onuc
BMPOBHMYOro NpoLecy Ta oro KOHTPOso

201.

®IBPO-BEVH

PO34NH NS iH'eKUiA 1
% no 2 MmN B amnyii;
no 5 amnyn y kopobui

CcTA
dapmacbloTike
n MNMpopaktc
ntp,

Benvka
BpuTtaHis

Brpo6HMUTBO
Hepo3dacoBaHoi
NPOAYKLIT, KOHTPOb
SIKOCTi Ta NEPBUHHE
nakyBaHHs: 3irdopig,
XamenbH MmoX,
HimeuunHa; BTopyHHe
nakyBaHHs: Yectep
Megikan ContoLHc,
Benuka BpuTaHis;
Bunyck cepii:
CT[ d®apmacbloTiken
MpopakTc /114, Benvka
BputaHis

HimeyunH
a/
Benvka
BputaHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
OinbHUUI (BKNOYatoun AinbHUL Ana AL, TPOMKHOIO
NpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AinbHuL Ans
npoBefieHHA NakyBaHHs, BUPOOHWKA, BiANOBIfa/IbHOTO 3a
BUWMYCK Cepiii, MicLle NPOBELEHHS KOHTPOJIH cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasy, peareHTy abo
[O0MOMIKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE) —
BW/yYEHHS @NlbTepHATUBHOTO BUPOGHMKA BiAMNOBIAaIbHOMO
3a BTOpUHHE nakyBaHHA J13: ®apmallak FOK Jita, Benvka
BpuTaHis (3atBepmxeHo Yectep Megikan ContoLHc,
Benvka BputaHis).
3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu MicLs NpoBafkeHHS
LisiNbHOCTI BUPOOHMKa (BK/THOYaK0UK, 3a HeOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPO/II0 AKOCTI), abo BnacHuka
MacTep-haiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHOro MaTepiany/peareHTy/NpoMiKHOTO NPOAyKTY,
LLIO 3aCTOCOBYIOTLCS Y BUPOOGHMLTBI AP (KO 3a3HaYeHO
y [IOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, ab0 BUPOOHMKA HOBOI 4ONOMIKHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) 3MiHa
HaliMeHyBaHHS nabopaTopii, Wo 3anyyeHa 4151 KOHTPOSo
A®I; 3miHn | TUNY - 3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (piakux AdI
(HecTepunbHWX)) 3MiHW y Nigpo3gini 3.2.S.6. Cuctema
ynakoBka/ykynopka A®l, 3okpema gogasaHHsa 5 n
KOHTeliHepa 10 NoTo4YHoro 20 N1 KoHTelHepa. 3MiHu | Tuny
- 3MiHK 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO /likapCcbKoro 3acoby. 3miHa y MmeTogax
BMNPOBYBaHHSA rOTOBOTO JliKAPCLKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpKEHNX MeTofax BUNPOOYBaHHSA) HE3HAYHI
3MiHU [0 3aTBepKeHoro metogy MX, wo
BMKOPWUCTOBYETHCA NPU aHasi3i NokasHuka
«TeTpagekaHo». 3miHu | Tuny - 3MiHK 3 SKocTi. AdI.

3a
peyermom

UA/12096/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Brpo6HMLUTBO. 3MiHM BMNPOGYBaHb abo AOMYyCTUMUX MEX
y npoueci Bupo6HuLTBa A®I, L0 BCTAHOBNEH Y
cneuudikayisx (iHLWi 3miHK) 3miHW y nigpo3sgini 3.2.5.2.2.
Onuc BUpPo6HMYOro NpoLecy Ta oro KOHTPOII, a came:
3MiHa iHCTpYKLili Big6opy npo6 ansa IPC G. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Pl. BupobHULTBO. 3MiHV BUNpobyBaHb
abo gonyctumumx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y creundikaLisx (BU1yYeHHss HECYTTEBOrO
BMNPOOYBaHHSA)
3MiHM y migpo3gini 3.2.S.2.2. On1c BUpo6bHMYOro npouecy
Ta 0ro KOHTPOSIO, @ came: BUNyYeHHs BunpobyBaHHsa IPC
F (STS content, potentiometric titration , for information
only). 3miHu | Tvny - 3miHK 3 AkocTi. A®l. BuUpo6HMLTBO.
3MiHV B npoueci BupobHuuTBa APl (He3HayHa 3MiHa y
npoueci BupobHuuTea API) He3HauHi 3MiHM y npoueci
BMPOGHMLTBA AD|, OHOBNEeHHS nigpo3giny 3.2.S.2.2. Onuc
BMPOBHMYOro NpoLecy Ta oro KOHTPOso

202.

®IBPO-BEVH

PO34MH A5 iH'EKUIA 3
% no 5 MmNy dhn1akoHi;
no 10 conakoHiB y
Kopob6ui; no 2 mn B
amnyni; no 5 amnyny
Kopobui

CcTA
dapmacbloTike
n Mpopakrtc
ntp,

Benvka
BpuTtaHis

Brpo6HMUTBO
Hepo3dacoBaHoi
NPOAYKLUIT, KOHTPO/Ib
SIKOCTi Ta NEPBUHHE
nakyBaHHs: 3irdopig,
XamenbH Mm6X,
HimeuuunHa; BToprHHe
nakyBaHHs: Yectep
Megikan ContoLHc,
Benuka BpuTaHis;
Bunyck cepii:
CT[ d®apmacbloTiken
MpopakTc /114, Benvka
BputaHis

HimeyunH
a/
Benvka
BputaHis

BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu |
TUny - AAMIHICTPaTMBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
OinbHUUI (BKNOYatouY AinbHUL Ana AL, TpOMKHOIo
NpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHuL Ans
npoBefieHHA NakyBaHHs, BUPOOHWKa, BiANOBIfa/IbHOTO 3a
BUWMYCK Cepiii, MicLie NPOBELEHHS KOHTPOJIH cepii) abo
noctayasibH1Ka BUXiAHOro MaTepiasty, peareHTy abo
[O0MOMIKHOT PEYOBMHY (SIKLLIO 3a3HAYEHO Y AOCHE) —
BW/yYEHHS @NlbTepHaTMBHOTO BUPOGHMKA BiANOBIAaIbHOMO
3a BTOpUHHE nakyBaHHA J13: ®apmallak FOK J/ita, Benvka
BpuTaHis (3atBepmxeHo Yectep Megikan ContoLiHc,
Benvka BputaHis).
3Minu | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu MicLsa NpoBafKeHHS
LisiNbHOCTI BUPOOHMKa (BK/THOYaKoUK, 3a He0OXigHOCTI,
MiCLie NpoBeAEeHHS KOHTPO/II0 SKOCTI), abo BnacHuka
MacTep-aiina Ha A®l, abo nocTavanbHVKa
Adl/BnxigHOro MaTepiany/peareHTy/NpoMiKHOTO MPOAYKTY,
LLIO 3aCTOCOBYIOTbCS Y BUPOOGHMLTBI AP (KO 3a3HaYeHO
y [IOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudiikata
BiANOBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, 260 BUPOOHMKA HOBOI 4ONOMIKHOT
PEUYOBUHM (SIKLLLO 3a3HAYEHO Y AOCLE) 3MiHa
HaliMeHyBaHHS nabopaTopii, Wo 3anyyeHa 4151 KOHTPOo
A®I; 3miHn | TUNY - 3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3aKynopoBanbHuii 3aci6. 3MiHa y
6e3nocepeHiit ynakosui A®I (piakux AdI
(HecTepunbHWX)) 3MiHW y Nigpo3gini 3.2.S.6. Cuctema
ynakoBka/ykynopka A®l, 3okpema gogasaHHsa 5 1
KOHTeliHepa 10 NoTo4YHoro 20 N1 KoHTelHepa. 3MiHu | Tuny
- 3MiHK 3 sKoCTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb

3a
peyermom

UA/12096/01/04
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
roTOBOrO /liKapCbKOro 3acoby. 3miHa y MmeTogax
BUNPO6YBaHHA rOTOBOTO MiKapCbKOro 3acoby (HesHayHa
3MiHa y 3aTBEpKEHNX MeTofax BUNPOOYBaHHSA) HE3HAYHI
3MiHW [0 3aTBeppKeHoro metogy MX, wo
BMKOPWCTOBYETHCA NP aHasi3i NokasHuka
«TeTpagekaHo». 3MiHu | Tuny - 3MiHK 3 SKocTi. AdI.
Brpo6HMLUTBO. 3MiHM BMNPOGYBaHb abo AOMYyCTUMUX MEX
y npoueci Bupo6HuLTBa A®I, L0 BCTAHOBNEH Y
cneuudikayisx (iHLWi 3mMiHK) 3mMiHK y nigpo3gini 3.2.5.2.2.
Onuc BUPO6HMYOro NpoLecy Ta oro KOHTPOII, a came:
3MiHa iHCTpYKLili Big6opy npo6 ansa IPC G. 3MiHu | Tuny -
3MiHu 3 sKocTi. A®Pl. BupobHULTBO. 3MiHV BUNpo6yBaHb
abo gonyctumumx Mex y npoueci BupobHuytea Adl, wo
BCTaHOB/EHI Y crieundikaLisx (BU1yYeHHss HECYTTEBOrO
BMNPOBYBaHHSA)
3MiHM y migpo3gini 3.2.S.2.2. Onuc BUpo6bHMYOro npouecy
Ta 0ro KOHTPOSHO, @ came: BUNyYeHHs BunpobyBsaHHsa IPC
F (STS content, potentiometric titration , for information
only). 3miHu | TMny - 3miHK 3 AkocTi. A®l. Bupo6HMLTBO.
3MiHV B npoueci BupobHuuTtBa APl (He3HayHa 3MiHa y
npoueci BupobHuuTea API) He3HauHi 3MiHW Yy npoueci
BMPOGHMLUTBA AD|, OHOBNEeHHS nigpo3gainy 3.2.S.2.2. Onuc
BMPOBHMYOro npoLecy Ta oro KOHTPOso
203. | DNYTICAN® Kancynv Teepgi no 20 KYCYM IHAis KYCYM XENTXKEP IHAia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/18392/01/01
mr; no 10 kancyn y XENTXKEP MNBT NTA, TMny - AAMIHICTPaTVBHI 3MiHM. 3MiHa Ha3BW NiKapCbKOro peyenmom
6nictepi, no 3 abo 6 NBT NTA 3acoby -
6nicTepiB y KAPTOHHIN 3MiHa Ha3Bu J13: 3aTBepmakeHo: PJIYOKCETUH /
ynakoBLi FLUOXETINE 3anponoHoBaHo: ®/IYTICAN® /
FLUTISAL®
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS.
204. | ®OPTE3A cnpeii a4ns poToBoi [enbTa LLIBeiiuapis ABAI IBPAXIM Inay TypeyunHa 3MiHu |l Tuny - oHoBNEHHSA AM® ans fito4oi pevyoBuHU 6e3 UA/13797/02/01
nopoXxHUHM 0,15 % no Megiken Canai Be TigxapeT A.LL. 6eH3agamiHy BupobHuuTea Uquifa Mexico S.A. de C.V., peyenma
15 mn a6o 30 mn MpomoyLH3 Mexico (gitoua pegakuis: EDMF-O- 1051/06.04 ud - 08.07
pO34urHy Y (hriakoHi 3 Al dated August 2007, 3anponoHoBaHa pegakuis: CTD-O-BP
posnuaosayem; no 1 1051/04.14 dated April 2014)
h/1aKOHY B KapTOHHii
Kopobui
205. | XE/MMEKC® NMOpOLLIOK ANs TOB "MoBi Ykpaina Annekc ®apma CA LLiBeiyapis | BHeCeHHs 3MiH [0 peecTpauiiHux matepianis: 3MiHu | Tuny 6e3 UA/17630/01/01
AHTUKONA, OopasibHOro Po3ynHy no Xenc" - MOJAHHS OHOB/IEHOTO cepTudikaTy BignosigHoCTi €® No. peyenma
HEO IMBUP 4 1 NOPOLLKY B callle, R1-CEP 2002-020-Rev 08 ana A®I napauetamony Bif

no 10 cawey
KapTOHHI navwi

3aTBEpAKEHOro BUpo6HMKa Farmson Pharmaceutical
Guijarat Private Limited, India Ha 3amiHy cepTudikaty
BignosigHocTi E® No. R1-CEP 2002-020-Rev 07; 3i
3MiHOIO Ha3BW Ta BUPOGHNUNX MOTY)XHOCTEN BUPOBHUKA Y
BiANOBIAHICTb 4O OHOB/IEHOTO cepTudikarty Bi4NOBILHOCTI
€Bponelicbkili hapmakonei; 3MiHu | TUny - BUNyYeHHs
a/lbTepHaTMBHOIO BUpobHuka AP (napauetamon) - Sri
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
Krishna Pharmaceuticals Limited, India, BpaxoBytoun
HasABHICTb 3aTBEPKEHVX BUPOOHWKIB Ail040T peYOBUHU
napaueramors
206. | XE/NMNEKC® MOPOLLIOK A8t TOB "MoBi YkpaiHa Annekc ®apma CA LLiBeiiuapis BHECEHHS 3MiH 10 peecTpavjiiiHuX maTepianis: 3MiHu || 6e3 UA/17631/01/01
AHTUKONA, opasibHOro Po3ynHy no Xenc" TUNY - BBEAEHHA AOAATKOBOro BUPOGHMKA AitoHoi peyenma
HEO IMBUP 2,5 r NopoLuKy B cawle, PEYOBUHM NEBOLLETUPU3NHY aurigpoxnopuay Symed Labs
BE3 LYKPY no 10 cawe y Limited (Unit —I1), IHgia, 3 HagaHHAM MacTep-dalina Ha
KapTOHHI navui A®| (version Levocetirizine.2HCL/AP/2SHL-002-03/2017-
09-19)
207. | XE/MNEKC® NopoLLIOK AN TOB "MosBi Ykpaina Annekc ®apma CA LLiBeiiuapis BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasis:3miHu | Tuny 6e3 UA/17631/01/01
AHTUKONA, OopasibHOro Po3ynHy no Xenc" - NO4AHHS OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI peyenma
HEO IMBUNP 2,5 r NnopoLLKy B cate, €Bponelicbkiii hapmakonei R1-CEP 2002-020-Rev
BE3 LYKPY no 10 cawey 08(nonepepHs Bepcia R1-CEP 2002-020-Rev 07)Ha A®I
KapTOHHI nayw,i napaueTtamosn BUpo6HuLTBa ®apmcoH dapmacbioTikan
l'ymxapart MpaiiseT JlimiTea, IHais / Farmson
Pharmaceutical Gujarat Private Limited, India.
MpuBeAEHHA Ha3BK Ta BUPOGHNUMX NOTYXHOCTEN
BMPOGHMWKA Y BifNOBIAHICTb O OHOB/IEHOTO cepTudikarty
BiANOBIAHOCTI EBponeiickkili hapmakonei.
3anponoHoBaHo: Farmson Pharmaceutical Gujarat Private
Limited, India; 3miHn | TMNy - BUyYeHHA anbTepHaTUBHOIO
BMpo6HuKa AP (napauetamon) — LLUpi KpiwHa
$apmacstoTikanc flimiteg, IHais / Sri Krishna
Pharmaceuticals Limited, India. Bupo6HukK, Lo 3amwmnscs
BVIKOHYE Ti X caMi cpyHKL;T, LL1O i BUNyYeHni
208. | XE/MMEKC® NMopoLLUoK AN TOB "Mosi Ykpaina Annekc ®apma CA LlBeliLuapia | BHeCEHHS 3MiH [0 peeCTpaLiiH1X MmaTepianis: 3MmiHu | Tuny 6e3 UA/16014/01/01
AHTUKONA, OpasIbHOro PO3YNHY 3 Xenc" - 3MiHEHO rpeig, LyKpo3mn (OCHOBHOIO HamoBHIOBava peyenma
HEO MAKC JIMMOHHMM CMaKoM No nikapcbKoro 3aco6y) 3 MEeTO AOCATHEHHSI OHOPIAHOCTI
4 1 NOPOLLKY B callle,; po3nofifieHHA KOMMNOHEHTIB 3a PO3MipoM YacTok 3 90 %
no 10 cawey macy go 0,15 mm Ha < 40 % mac/mac = 0,18 MM; 3MiHK |
KapTOHHI navwi TUMYy - ONTUMIi3aLisi TEXHOSOTIT BUPOOHULTBA NliKapCbKOro
3acoby. Hagnuwok gitouoi peyosuHu heHinedpury
rigpoxnopuay 3meHLueHo 3 5 % go 2 %, BiaNoBiAHO
nepernsHyTO KiNbKiCTb KOMNEHCALiiHOrO KOMMOHEHTY —
LlyKpo3u; 3miHu | Tuny - 3MiHa cneyudikaulii npomikHoro
KOHTPOJI0 HaMiBNPOAYKTY Nif, Yac BUPOOHNLTBA rOTOBOIO
nikapcbKoro 3acoby - He3Ha4yHa 3MiHa hapMako-
TEXHOSOTMYHNX NOKAa3HWKIB (MINMHHICTb Ta HaCUMHa
rycTvHa) NPOMIKHOro MPOAYKTY Ha CTafil 3MillyBaHHS 3a
paxyHOK BBELEHHSA HOBOrO rpeiigy Liykpo3u [0 cknagy
nikapcbkoro 3acoby
209. | XENMNEKC® MOPOLLIOK AN TOB "Mosi YkpaiHa Annekc ®apma CA LLiBefiuapis | BHECEHHS 3MiH 40 PeecTpauiiHux MaTepianis: 3MiHV | Tuny 6e3 UA/16015/01/01
AHTUKONA, OpasibHOro Po3ynHy 3 Xenc" - 3MiHEHO rpeiif, LyKpo3u (OCHOBHOIO HanoBHIOBa4a peyenma
HEO MAKC MaUTMHOBMM CMaKoM

NiKapcbKoro 3acoby) 3 METOK AOCATHEHHS OAHOPIAHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
no 4 r NOPOLLKY B pO3MOoAiNIeHHs: KOMNOHEHTIB 38 PO3MiIPOM YacTok 3 90 %
cauwle; no 10 cawe y Macu go 0,15 mm Ha < 40 % mac/mac = 0,18 MM; 3MiHK |
KapTOHHI nauw,i TUMy - ONTUMI3aLis TEXHONOTIT BUPOBHULTBA NiKapCbKOro
3acoby. Hagnmwok gitouoi pevyoBuHn doeHinedpuHy
rigpoxnopuay 3meHLueHo 3 5 % go 2 %, BianosigHO
NepernsiHyTO KiNbKiCTb KOMNEHCALiHOrO KOMMOHEHTY —
LyKpo3u; 3MiHu | Trny - 3MiHa cneywudikauii NpomikHOro
KOHTPO/I0 HaMiBNPOAYKTY Nif, Yac BUPOOHNLTBA rOTOBOrO
NiKapcbKoro 3acoby - He3HayHa 3MiHa hapmako-
TEXHOMOTMYHNX NOKa3HWKIB (MIMHHICTb Ta HacunHa
rycTvHa) NPOMDKHOro NPoAyKTy Ha cTagil 3MillyBaHHA 3a
paxyHOK BBELEHHS HOBOrO rpeiigy Lykpo3u [0 cknagy
NiKapcbKoro 3acoby
210. | XENIAEPM niHa HawkipHa no 58,5 | ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasis: 3MiHU | TUny Ges UA/11691/01/02
DPOPTE ra6ono 117,0ry 06MexeHo 06MexeHot - NofaHHsi OHOBNEHOrO cepTuddikaTy BifMNoBiAHOCTI peyenma
AEPO30/1b 6asnoHi; no 1 6anoHy B | BignosiganbHi BiANOBIAA/LHICTIO €Bponevicbkin hapmakonei Ne R1-CEP 2006-233-Rev 03
KapTOHHIlA KOpooLi CTIO "®apmaueBTnyHa ons A®l lekcnaHTeHON Bif BXe 3aTBEPKEHOro
"®apmaueBTu KomnaHis "3gopos'a” BMpOo6HMKa BASF SE, Germany. fk Hacnifok npuseaeHHs
YyHa KOMNaHist BXiZIHOr0 KOHTPO/TIO SKOCTi 3a MOKa3HMKaMy “PO3UMHHICTL”,
"3popos'a” “laeHTudpikauis”, “3-amiHonponaHon”, “Aomilika A Ta iHLWi
amiHocnonykun” Ta “KinbkicHe BU3Ha4eHHs" [0 BUMOT
MoHorpadii E®
211. | XENIAEPM- Kpem A/151 30BHiLLUHbOro | ToBapuCcTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | TUNYy 6e3 UA/11691/02/01
340POB'A 3acTocyBaHHA 5 % no 06MexeHo 06MexeHot - NoJaHHsi OHOBEHOro cepTuddikaTy BifMnoBigHOCTI peyenma
15r, no 30 r abo no BignoBsiganbHi BifNoOBIAA/IbHICTIO €Bponevicbkint hapmakonei Ne R1-CEP 2006-233-Rev 03
100 r y Ty6i, no 1 Ty6i CTO "papmMaueBTNYHa ans A®l lekcnaHTeHON Bif BXe 3aTBEPXEHOro
Y KOpOGL,j 3 KApTOHY "GapmaueBTn KoMnaHis "3gopos'a” BUpo6bHMKa BASF SE, Germany. Ak Hac/ifokK NpuBeAeHHs
YyHa KOMMaHis BXiZ{HOr0 KOHTPO/IK0 AKOCTI 38 NoKasHvkamu “PO3UMHHICTB”,
"3p0pos'a” “laeHTudpikanis”, “3-amiHonponaHon”, “Aomilika A Ta iHLWi
amiHocnonykun” Ta “KinbkicHe BU3Ha4eHHs” [0 BUMOT
MOHorpagii E®
212. | XENIAEPM- niHa HawkipHa, 50 ToBapucTBO 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTepianis: 3MiHW | TUNY 6e3 UA/11691/01/01
340POB'A mr/r, no 58,5 r abo no 06MeXeHo 06MEXEHO - MOAAHHS OHOB/IEHOTO cepTudikaTy BigNOBIAHOCTI peuyenma
AEPO30/1b 117,0 r y 6as10Hi; no 1 BiANOBiAa/bHI BiANOBIAA/IbHICTIO €Bponelicbkit hapmakonei Ne R1-CEP 2006-233-Rev 03
6as10Hy B KapTOHHIi CTIO "®GapmMaLeBTNYHa ana A®|l lekcnaHTeHoN Bif BXe 3aTBEPAXEHOr0
Kopobu,i "®bapmaueBTn KomMnaHis “3gopos'a” BMpo6bHMKa BASF SE, Germany. Ak Hac/igok NpuBeAeHHs
YyHa KOMNaHis BXiZJHOr0 KOHTPOJIK0 AKOCTI 38 NoKasHvkamy “PO34MHHICTB”,
"3p0pos'a” “loeHTndikauis”, “3-amiHonponaHon”, “flomilka A Ta iHLi
amiHocnonykn” Ta “KifibkicHe BU3Ha4YeHHs” 40 BUMOT
MoOHorpadii €
213. | LEPBAPUKC cycneHsist gnst iH'ekw;jiin FnakcoCwmiTKn Benuka FnakcoCmiTKnaiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHU | TUNYy 3a UA/16310/01/01
™ BAKUWHA | no 0,5 mn (1 gosa) AH EkcnopT BpuTtaHis Bionogxikans C.A. - nepernsg MeToy aHanidy Ta KpUTepito NpUAHATHOCTI peyenmom
ana cycneHsii ns iH'exuii NimiTen pulling test ansa koBnavka 13 mm vial flip-off cups ans
NMPO®DINTAKT y nonepeaHs0 npuBeAeHHs y BiagNoBigHICTb A0 ISO 8362-6 “Injection
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KN HarnoBHEHOMY LUNPUL containers and accessories - Part 6: Caps made of
3AXBOPHOB 3 NOPLUHEM i aluminium-plastics combinations for injection vials”
AHb, WO KOBMNa4kom y
BUKMUKAKOT | komnnekTi 3 ronkoto (y
bCs 6nictepi) abo y
BIPYCOM donakoHi 3 NPo6KOIO;
NANIIOMU no 1 nonepeaHL0
NOAVNHN HarnoBHEHOMY LLNPULY
TUNIB 16 TA 3 ronkoto abo no 1
18 h/1aKOHY B KapPTOHHii
kopo6ui; no 0,5 mn (1
[03a) cycneHsii gns
iH'EKLi y monepeaHbo
HarnoBHEHOMY LINpuL
3 MOPLUHEM i
KOBMaykoM y
KOMNEKTi 3 rofikoto (y
6nictepi) abo y
ch1akoHi 3 MPO6GKOIo;
no 1 nonepegHbLo
HanoBHEHOMY LINPULY
3 ronkoto abo no 1
h/1aKOHY B KapTOHHii
KopoobLi
214. | UEPE3NM® MOPOLLIOK ANt [bkeH3ailim Hinepnax [hxeHsaiim IpnaHg, IpnaHgis/ | BHeCEHHS 3MiH A0 peecTpauiiHuX MaTepianis: 3MiHu | Tuny 3a UA/8659/01/02
400 O4 npuroTyBaHHsA Opon B.B. aomn Nimiten, IpnaHgis CLWA - BHECEHHS 3MiHU [0 p. 3.2.P.7. «Cnctema KoHTeiiHep / peyenmom
KOHLEeHTpaTy Ans (BMPOGHMLTBO KiHL,EBOrO 3aKynoproBasibHUIA 3acib», a came: BUTyYeHHs iHchopmaii
pO34nHy ANns iHdysil npoaykty (fill/finish), 040 aApecu nocTavyasibHUKa NakyBasbHUX MaTepiasis
no 400 04,1 a6o 5 KOHTPO/b cepil, (rymoBux npo6ok Ta yuinbHioBadiB) West Pharmaceutical
(h/1aKOHIB 3 MOPOLLKOM nakyBaHHs, Services. BHeCeHHA He3HauYHMX pedakLiliHiX NpaBokK Ao p.
Y KapTOHHIli kopobLi MapKyBaHHs1, 3.2.P.7. «Cuctema KoHTeliHep / 3aKyrnoproBasibHUiA 3aci6»
MiCLLe3HaXOKEHHS
YNOBHOBaXXEHOI 0Cc0o6U,
BMNyCK cepil);
[xeHzalim
KopnopeiiwH, CLUA
(dbopmyntoBaHHSA
npenapary); /loHua
Bionoaxikc, IHk., CLUA
(dbopmyntoBaHHSA
npenapary)
215. | UETPUMAK TabneTkun, BKpUTI Makneoac IHAaia Makneoac IHAia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/16082/01/01
NNiBKOBOIO PapmacboTUK dapmacbloTukanc TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS peyenma
060/10HKOI0, M0 5 Mr aunc Nimiteq, Nimiteq Ta/abo agpecun micLa NPOBaMKEHHS AisNbHOCTI

no 30 TabneTok y
donakoHi, no 1
(h/1aKOHY Y KapTOHHilA
ynakosLi; no 10

BMpPO6GHMKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IO4AK0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHS KOHTPOSII0 AKOCTI. (AiANbHICTb, 3a AKY
BiANOBiAa€e BMPOGHMK/IMNOPTEpP, BKAKOYAOUM BUMYCK Cepii)
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

Tabnetok y 6nictepi: 3MiHa agpecu BupobHuka 13 Makneogac

no 1 a6o 3 6nictepu y dapmacbtoTukanc flimites, IHAia, 6e3 3mMiHu Micus

KapTOHHIiA ynakoBL,i BMPOGHMLTBA: 3MiHWN BHECEHI B TEKCT MapKyBaHHA Ha

BTOPWHHY YNakoBKy /ikapCbKOro 3acoby LoAo
MiCLLe3HaXOKEHHSI BUPOOHUKA (aHTIACbKOK MOBOID).
BBE/IEHHS 3MiH NPOTAroM 6-Tv MicAUiB nicns
3aTBEPMAKEHHS
216. | UUTPAMOH Tabnetkun no 6 a6o 10 NAT YkpaiHa MAT "MoHchapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis: 3MiHU | TUny 6e3 UA/7359/01/01
B TabneTok y crpunax; "MoHdapm" - BUTYY€eHHs nokasHukis “CepefHsa maca”, “OfHopigHicTb peyenma

no 6 a6o 10 Tabnetok
y 6nictepax; no 6
TabneTok y cTpumi; no
2 a6o 10 cTpuniB y
naJui 3 kKapToHy; no 10
TabneTok y cTpumi; no
2 a6o 10 cTpuniB y
nauti 3 kKapToHy; no 6
TabneTtok y 6nictepi;
no 2 a6o 10 6nictepis
y naulli 3 kKapToHy; No
10 TabneTok y
6nicTepi; no 2 a6o 10
6nicTepiB y nauui 3
KapToHyY

macu” Ta “Tanbk” 3i Cneyudikauii roTOBOro Nikapcbkoro
3acoby NoB’A3aHi 3 NpMBEAEHHAM A0 Ail04oro BuAaHHA
[oY (B cneumdikalii HassBHUIA NokasHUK «O4HOPIAHICTb
[1030BaHVX OAMHUL», | IK HACNIAOK BUNyYeHHs «CepeaHs
Maca» Ta «O4HOPIAHICTb Macu» i3 MeToAIB KOHTPOSIHO; M.
TanbK BiACYTHIN B 3aranbHili ctatti Tabnetkn, 4dY 2.0);
3MiHM | TUMY - He3HAYHI 3MiHM Y MeTogax BUNpobyBaHHs
'N3 3a nokasHukamu: - «Caniyunosa kucnota» (BHeCEHO
dhopmysny po3paxyHKy BMICTY CaniLluioBoi KUCIO0TY;
3MiHEHO Ha3BY ONWCY NPUrOTYBaHHA PO34KHY NOPIBHAHHSA
caniynnoBoi KNCNOTH; BHECEHO YTOYHEHHS LWOA0
Ha3BMNanepoBoro inbTpy), - «PO3UNHEHHA» (HE3HAYHI
3MiHM B ONKCi OCHOBHOIO CyMapHOro CTaHAapTHOro
PO34MHy; HaliMeHyBaHHA peakTVBiB 0DOPMIEHO
BIANOBIAHO A0 pekomeHAaLin JPY; BHECEHO YTOUHEHHS
KBaUtidoikauii cTaHAapTHUX 3paskiB), - «OAHOPIAHICTb
[,030BaHNX OAUHULb>» (3MIHU B MPUTOTYBaHHI
CTaHAAPTHOrO 3pasky, KOPEKTHO HamMcaHHsA
po3paxyHKoBOi chopmynu BMICTy kodpeiHy 3a . KinbkicHe
BU3HAYEHHA», «OfHOPIAHICTb A030BAHNX OAUHULLY);
3MiHW | TUny - NnpuBefeHHs Cneuudikadii 3a po3ginom
«MikpobionoriyHa ynctoTa» A0 BUMOT AjH04H0ro BUAAHHS
L®Y; cynyTHsa 3MiHa - 3MiHU 3 siKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. KOHTposib roTOBOro MikapcbKoro 3acoby. 3MiHa y
MeToAax BUNPobYyBaHHSA rOTOBOrO /iKapCbKoro 3acoby
(ana npuBefeHHs y BignoBigHicTb 3 AdPY abo
€Bponelicbkol thapmakoneeo Ta BUNYyYEHHS NOCUNaHHSA
Ha 3acTapinuii BHyTPILLHI/ MeToA BUNpoOyBaHHS i lioro
Homep) (B.11.r.2. (g) IB) Buny4yeHHs NOBHOrO BUKNaay
METOAMNKM; 3MiHW | TUMY - BBEAEHHS NepPiOANYHOCTI
KOHTPO/0 3a NokasHUkoM «MikpobiosioriyHa uncrora»
KOHTPOb AN NepLUoi Ta KOXHOI HACTYMNHOI AecATol cepii,
ane He piglwe Hix 1 cepist Ha pik;
3MiHK | TUny - NnpuBefeHHs Cneuudikadii 3a posginamm
“OAHOPIAHICTb [O30BaHNX OAUHULL", "PO3UNHEHHS» Y
BiANOBIAHICTb 40 BUMOr Ajt040ro BugaHHa AdY; 3minm |
TUMY - NPUBEAEHHS NOCUNAHHSA 3a NOKa3HUKOM «CynyTHi
OOMILLKM» Y BiANOBIAHICTb A0 Ajt040ro BuaaHHA AdY;
3MiHU | TUNY - BBEAEHHSI A0AATKOBOTO TEKCTY MapKyBaHHS
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Ne Hassa ®dopma surnycKy 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0O4YeHHs1

NepBUHHOT YMakoBKM MikapCbKoro 3acoby Ha J40oAaToK [0
BXE 3aTBEP/KEHOr0 TEKCTY MapKyBaHHs ans 6nictepa Ne6
i3 3a3HayYeHHsaM iHdhopMmaLii Wwoao AncTpub oTopa

B.o. l'eHepanbHOro gupekropa Ainpekropary
cthapmaueBTUUHOrO 3a6e3nevyeHHA

OnekcaHgp NPILLEHKO
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