MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
22.02.2019 Ne 464
Kuis

[Tpo pepkaBHY peecTparijifo (TiepepeecTpariifo) JTiKapCbKMX 3aco0iB (MeJUYHHX
iMyHObiosiOTiUHMX TIperapaTiB) Ta BHeCEHHsS 3MiH [0 peecTpalliiHUX MartepiasiB Ta
BHeCeHHs 3MiHU 710 JojaTKa 3 [0 Haka3dy MiHicTepcTBa OXOPOHU 3[10pPOB’Sl YKpaiHU
Biz 30 ciuns 2019 poky Ne 231

BignosigHo g0 cratti 9 3akoHy YkpaiHum «IIpo sikapceki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsigky meprkaBHOI peecTparii (repepeecTpallii) JiKapCbKUX
3aco0iB, 3aTBep/KeHOro roctaHoBo Kabinety MiHicTpiB Ykpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky JepykaBHOI peecTpaLil
(repepeecTpaiiii) MiKapcbKMX 3aco0iB i po3MipiB 300py 3a iX Jep)kaBHY peecTpailito
(mepepeecTpaliito)», absaly TpuauaToro miAnyHKTy 10 nmyHKTy 4 IlonokeHHS Mpo
MiHicTepcTBO 0XOpPOHHM 370pOB’Sl YKpaiHU, 3aTBep/KeHOro rnocraHoBoro KabiHety
MinictpiB Ykpainu Big 25 Oepe3nsi 2015 poky Ne 267, Ha mificTaBi pe3y/nbTaTiB
eKCITepPTHU3U  PEeECTpalliiHMX  MaTepialiB  JIKAapCbKUX  3aco0iB  (MeAUUHMX
iMyHOGionOTiYHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, ITI0 TO/jaHi Ha JeprKaBHY
peectpaliito  (repepeecTpaijitfo), NOpoBeJeHUX  [lep)KaBHUM  MiATIPUEMCTBOM
«/lep>kaBHUM eKCIepTHUM 1leHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHCHOBKIB 1110710 e(heKTUBHOCTI, 0e3MeuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKOMeHjallii Woro A0 JepkaBHOI
peecTpallii (TlepepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpaLliiHUX MaTepiaiB

HAKA3YIO:

1. 3apeectpyBaTy Ta BHeCTH 0 [lep>KaBHOTO peeCTPy JiKapChKMX 3aco0iB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rigHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTi Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0OiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JOoAaToK 2).

3. BHectu 3MmiHM [0 peecTpauliHMX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchkKi 3acobw (MeguuHi imyHOoOGiomoriusi
riperiapaTH) 3TiJ{HO 3 MepesiikoM (JoAaTok 3).
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4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. YHectu 3MiHy 70 fozpaTtka 3 [0 Hakasly MiHicTepcTBa OXOPOHU 37,0pOB’S
Ykpaiuu Bix 30 ciug 2019 poky Ne 231 «IIpo [jepkaBHy peecTpariito
(mepepeecTpallito) MiKapcbKux 3aco6iB (MeAUUHUX iMyHOOi0/IOTiUHMX TpernapariB) Ta
BHECEHHS 3MIiH [0 peeCcTpaliiiHUX MaTepialiB», BUK/IHOUMBIIM MO3ULiI0 288
«HEVPOMYJIBTUBIT®, po3uuH A5 iH €KIjiif 0 2 M/ B aMmmyi; Mo 5 ammys B
KapToHHiN Kopobuii, Bupobnuku: I'.JI. ®apma I'M6X, ABctpis; I'.JI. ®apma I'M6X,
Asctpisg; T'.JI. dapma I'mM6X, ABCTpis, HOMep PpeeCTPALiIMHOTO TIOCBiAueHHSsS
UA/14577/01/01».

Y 3B’43Ky 3 [JUM MO3ULIiI ABICTi BiCiMZeCAT eB’SITY — UOTUPUCTA COPOK LIOCTY
BB&)KaTH BIJMNOBIAHO TIO3MLISIMM [JBICTI BiCiMZECST BOCBMOK — YOTHMPHCTA COPOK
I ATOHO.

6. KOHTpOJIb 3a BUKOHaHHSIM LIbOT'O HaKa3y MOK/IaCTU Ha 3acTyrnHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

22.02.2019 Ne 464

NMEPENIK

3APEECTPOBAHUX NNIKAPCBbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHNX NPEMAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asBHUK KpaiHna Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHs peecmpayiliHo2o
3acoby ynakosKa) NocBi0YeHHs1
1. | AGPEHANIHY KPUCTanNi4HWiA NOPOLLIOK ToBapucTso 3 YkpaiHa MEAIHEKC IHAjs peecTpadist Ha 5 pokis - He UA/17238/01/01
TAPTPAT (cybeTaHuis) y 0bMexeHot NABEOPATOPI3 nionsizae
noAgiiHnx BiANoBIAANIbHICTIO NBT. NTA.
nonieTuNeHoBMX NakeTax "®apmaueBTnyHa
Ans dhapmaleBTUYHOro KOMMaHis
3aCTOCyBaHHA "3p0pos'a”
2. | ASIAAP niodpinizaT A1a po3unHy M.BIOTEK Benwuka IMMAKYN IHAjs peecTpadis Ha 5 pokis 3a He UA/17267/01/01
Ans iHdysin no 500 mr y NIMITEL BpuTaHis NANOCANEHC peyenmom | nidnsieae
chnakoHi, no 10 M3 NPAMBIT MepioAnYHICTb NOAAHHS PerynspHo
dhnakoHiB y nauui NIMITEL OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
[0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
3aTBEPMXEHOr0 Haka3oMm MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
3. AMKECO/1® YHO | cupon 5 % no 100 mny NAT YkpaiHa MAT Ykpaina peecTpauist Ha 5 pokis 6e3 nidnsieae UA/17239/01/01
6aHUj cknsAHIn Ne 1 "Ximthapm3asop "Ximdpapmsasop peyenma
pas3om 3i cTakaHoM "UepBoHa 3ipka" "UepBoHa 3ipka" MepioAnyHICTb NOAAHHS PErynspHoO
[03yH4MM y nayi; no OHOB/OBAHOrO 3BiTY 3 6e3NeKkn BigNOBILHO
100 mn y 6aHL;j [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
noniMmepHiii Ne 1 pazom 3aTBepXeHoro Hakasom MiHicTepcTea
3i CTaKaHOM MipHUM Y OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
nauuj 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
4. | AHATPENIA, kancynwv TBepgi no 0,5 AnBoreH ManbTa ManbTa BMPOGHMLTBO "in Icnanis/ peecTpauis Ha 5 pokis 3a He UA/17240/01/01
ANBOTEH mr; no 100 kancyn y OnepeiieHc bulk", neprHHe | HimeuunHa/ peuenmom | nidnsieae
naawWwui; no 1 naswuyjy (POY) Ntg Ta BTOPUHHE Yecbka MepiognyHiCTb NOAAHHA perynspHo
KapTOHHI nayui nakyBaHHs, PEcny6nika OHOB/THOBAHOrO 3BITY 3 6e3Mekn BigNoBiAHO
XiMiKO-piznyHe [0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
TEeCTyBaHHH, 3aTBEpPKEHOro Haka3om MiHicTepcTea
BiAgnoBigae 3a OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
CIHTOH MiHicTepcTBi tocTuLi YKpainn 19 rpyaHa
XICMAHIA, C.11., 2016 poky 3a Ne 1649/29779 (y pepakuii
IcnaHis; Haka3y MiHicTepcTBa OXOPOHW 30,0P0B’s
BTOpPVHHE Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
nakyBaHHs: CTaHOBWTb: 3riHO 3i CTPOKamu,
PotTeHgopd 3a3HayveHUMKM y NepioANYHOCTI NOAaHHS
®apma 'm6X, perynspHux 3BiTiB 3 6e3neku
HimeuuunHa;
XiMiKO-pi3nyHe
TECTyBaHHS:
KBIHTA-
AHANITUKA
C.p.0., Yecbka
Pecny6nika
AHAIPENIA Kancynu Teepgi no 1 wr; AnsoreH ManbTta ManbTa BMPOGHMLTBO "in Icnanis/ peecTpauis Ha 5 pokis 3a He UA/17240/01/02
ANNIBOTEH no 100 kancyn y nasLiLi; OnepeiiweHc bulk", nepBuHHe | HimeuunHa/ peyenmom | nidnsieae
no 1 naswui y KapTOHHil (POY) N1a Ta BTOPUHHE Yecbka MepioAnYHICTb NOAAHHS PerynspHo
navui nakyBaHHs, PEcny6nika OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
XimiKko-pizuyHe [0 MNopsAaky 3aiicHeHHs hapMakoHarisgy,
TecTyBaHHs, 3aTBEPMXEHOro Haka3oMm MiHicTepcTBa
Bignosigae 3a OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
BUWMYCK Cepii: 2006 poky Ne 898, 3apeecTpoBaHuii B
CIHTOH MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
XICOAHIA, C.A., 2016 poky 3a Ne 1649/29779 (y pegakuii
Icnanis; Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
BTOpPVHHE Ykpainu Big 26 BepecHs 2016 poky Ne 996),
nakyBaHHs: CTaHOBWTb: 3ri4HO 3i CTpOKamu,
PotTeHgopd 3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
dapma M'vbX, perynsapHux 3BiTiB 3 6e3nekun
HimeuunHa;
Ximiko-pizuyHe
TeCcTyBaHHS:
KBIHTA-
AHANITUKA
C.p.o., Yecbka
Pecny6nika
6. APUCTA TabneTku, BKPUTI POTA®APM TypeyuunH yYOPN4 TypeuunHa peecTpauis Ha 5 poki 3a He UA/17241/01/01
N1iBKOBOO 060I0HKOH, ITAYNAPI NTA. a MEAOVUWH I1TAY peyenmom | nidnsieae
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
no 20 mr Ne2 (2x1); Ne 4 LTI CAH. BE TIDX. MepiognyHicTb NOAAHHA PErynsipHo
(2x2); Ne 4 (4x1); Ne8 A.LLL. OHOBJIHOBAHOrO 3BITY 3 6€3Mekun BiANOBiAHO
(4x2) y 6nicTepi [0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMUHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3nekn
7. ATPAKYPIYM nopoLuok (cybcraHuis) y TOBAPUCTBO 3 YkpaiHa JAHbIOHbraH Kutai peecTpadist Ha 5 pokis - He UA/17242/01/01
BECUNAT noAgifiHNX OBMEXXEHOIO Myike nionsizae
nonieTuNeHoBMX NakeTax BIAMOBIOANBHI dapmactoTikan
0Ns hapMaueBTUYHOIo CTHO Ko., 1114,
3acTocyBaHHsA "®APMIOHIOH
BECB
JOEBENOMNMEHT"
8. BAHBAKT® Cyno3uTopii BariHabHi KYCYM IHais KYCYM IHais peecTpauif Ha 5 pokis 3a He UA/17243/01/01
no 100 mr, no 3 XENTXKEP MNBT XENTXKEP MNBT peuenmom | nidnsieae
cynosuTopii y cTpuni, no nTa nTa MepiognyHiCTb NOAAHHSA PerynsipHo
1 cTpuny y KapTOHHIA OHOBJ/THOBAHOrO 3BITY 3 6€3Mekun BiANoBIAHO
ynakoBLi [0 MNopsaky 3aiicHeHHs hapMakoHarnsgy,
3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.
9. BAPIHO nopoLuok (cybcTaHuis) y ToBapucTBO 3 Ykpaina BeHatop HimeyunHa peecTpauisf Ha 5 pokis - He UA/17244/01/01
CYNb®AT nonieTuneHoBKX NaxkeTax 06MeXeHoto HimeuunHa Mv6X nionsizae
0N51 papMaueBTUYHOTO BiANOBIAA/IbHICTIO
3aCcToCyBaHHA "@apmaueBTnyHa
KOMMaHis
"3popos'a”
10. | BAPIIO nopoLuLok (cybcTaHuis) y TOB "W/cTok- YkpaiHa BMPOGHMLITBO, Kutaii/ peecTpadis Ha 5 pokis - He UA/17268/01/01
CYNb®AT AN No/eTUIEHOBNX MiLLKax Mnoc” nepBUHHE YkpaiHa nionsizae
PEHTFEHOCKON | gnsa dhapmaueBTUYHOIO naxkyBaHHs,
] 3aCTOCYBaHHS BTOpUHHE

nakyBaHHA,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/Tb AAKOCTI:
LinHpao Peg
BatTepchnaii
MpeciwwH
Martepianc Ko.,
N, Kutait;
BTOPVIHHE
nakyBaHHS
(mapkyBaHHs),
KOHTPO/Tb AKOCTI,
BiANOBIgaIbHUIA
3a BUNycK cepil:
TOB "WcTok-
Mnoc”,
YKpaiHa
11. | BO3YNi® TabneTkun, BKpUTI N®AN3EP ENY. CLWA nakyBaHHs, HimeuunHa peecTpauis Ha 5 pokis 3a He UA/17245/01/02
NNiBKOBOIO 060/I0HKOIO, CI. . KOHTPO/b AKOCTI MepioAnYHICTb NOAAHHS PErynspHo peuenmom | nidssieae
no 500 mr no 14 KOPMOPEWLLUH Ta BUNycK cepil: OHOB/IIOBAHOrO 3BITY 3 6e3Mekun BigNoBIAHO
TabneTtok y 6nictepi, 2 Mdpaiizep [0 MNopsAaky 3aiicHeHHs hapMakoHarnsgy,
6nicTepy y KapTOHHiIl MeHodekuypuHr 3aTBepxeHoro Hakasom MiHicTepcTea
Kopo6ui; no 30 TabneTok [onuneng MmoX, OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
y chnakoHi, 1 onakoH y HimeuunHa; 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHI KopooLyi BMPOBHULTBO, MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
KOHTPO/Ib SIKOCTI: 2016 poky 3a Ne 1649/29779 (y pegakuii
Ekcenna N'm6X & Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ko. KT, Ykpainu Big 26 BepecHs 2016 poky Ne 996),
HimeuyunHa CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAAHHSA
perynsipHmx 3BiTiB 3 6e3neku.
12. BO3YnNi® Tabnetkun, BKpUTI MPANIEP ENM. CLWA nakyBaHHs, HimeuunHa peecTpauis Ha 5 pokis 3a He UA/17245/01/01
NniBKOBOI 060/I0HKOH, CI. . KOHTPO/b AKOCTI MepioAnYHICTb NOAAHHS PerynsapHo peuyenmowm | nidssieae
no 100 mr no 14 KOPMOPEWLUH Ta BMNYCK cepil: OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
Tabnetok y 6nictepi; 2 Mdpaiizep o0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,
6nicTepy y KapTOHHIl MeHtodyek4ypuHr 3aTBepxeHoro Haka3om MiHictepcTea
Kopo6ui; no 120 [oituneng Mm6X, OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
Tabnetok y cpnakoni, 1 HimeuunHa; 2006 poky Ne 898, 3apeecTpoBaHuii B
h1aKoH Y KapTOHHIl BMPOGHMLITBO, MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
KopooLi KOHTPO/Ib SIKOCTI: 2016 poky 3a Ne 1649/29779 (y pepakuii
Ekcenna N'm6X & Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’S
Ko. KT, Ykpainu Big 26 BepecHa 2016 poky Ne 996),
HimeuunHa CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMyYHOCTI NodaHHS
perynsipHmx 3BiTiB 3 6e3neku.
13. FTAMAHOPM PO34MH ANs iH'ekujid, 165 OkTadapma ABCTpis BUPOGHUK, LWseuis/ peecTpadis Ha 5 pokis 3a He UA/17277/01/01
mr/mn no 10 mn, 20 Mny dapmaleBTUka BignoBiganbHMi HimeuuunHa/ peuenmom | nidnsieae
hnakoHi, no 1 dpnakoHy MpoaykTioHcrec 3a BUPOGHMLTBO ABCTpis MepioAnYHICTb NOAAHHS PerynsapHo
Y KapTOHHill kopobui M.6.X. in bulk, OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
NepBUHHY 0o MNopsiaky 34ifcCHeHHA hapmakoHarisay,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
yNaKkoBKy, 3aTBepAXEHOro Hakaszom MiHicTepcTea
BUNYCK cepil: OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
OkTadapma Ab, 2006 poky Ne 898, 3apeecTpoBaHuii B
LBeuis; MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
BUPOBHUK, 2016 poky 3a Ne 1649/29779 (y pepakuii
BiANOBIAAbHWIA Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
3a Bizya/lbHy Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
iHCneku;jto, CTaHOBWTb: 3riHO 3i CTpoKamu,
BTOPUHHY 3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHSA
yMakoBKy Ta perynsipHux 3BiTiB 3 6e3neku.
MapKyBaHHS:
OkTaghapma
[leccay Mmb6X,
HimeuunHa,;
BUPOBHUK,
BignoBiganbHMi
3a Bi3ya/lbHy
iHCnekujto:
OxkTadapma
dapmaueBTuKa
MpogykTioHcrec.
M.6.X, ABCTpis
14. FNIKNA3NA nopoLuok (cybcraHuis) y ToBapucTBO 3 YkpaiHa WAHBbAYH Kutai peecTpadist Ha 5 pokis - He UA/17248/01/01
[BOLLAPOBNX 06MexeHot KEFOAHb nionsizae
nonieTUNeHoBMX NakeTax | BiANOBIZALHICTIO SAPMACBHIOTIK
0Nns hapMaueBTUYHOIo "®apmaueBTuyHa AN KO., NTA.
3aCcToCyBaHHA KOMNaHis
"3p0pos'a”
15. | AEKCKETOMPO® | kpuctaniyHuii NoOpoLloK ToBapucTso 3 YkpaiHa Caypas IHAjs peecTpauis Ha 5 pokis - He UA/17249/01/01
EHY (cybcTaHuis) y 06MexeHot Yemikasc niossieae
TPOMETAMON noagiiHnx BiANOBIAANILHICTIO Nimiten (FOHIT-
nonieTuneHoBux naketax | "dapmaueBTUyHa 1)
ONnsA papmaueBTUYHOTO KOMNaHis
3aCTOCyBaHHA "3p0pos'a”
16. EK3IK kpem 1 % no 15 r y Ty6i; TOB "OKnM YkpaiHa TOB "AKM Ykpaina peecTpauist Ha 5 pokis 6e3 nionsieae UA/17250/01/01
no 1 Ty6i B nauui "@apmaueBTnyHa "®apmaueBTUYH peyenma
habpuka" a thabpuka" MepiognyHiCTb NOAAHHA perynsipHo

OHOB/OBAHOrO 3BITY 3 6e3MNeKn BigNOBILHO
[0 MNopsaky 3aiicHeHHs hapMakoHarnsay,
3aTBepXeHoro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTULi YKpainu 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepaku;i
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a3HayYeHUMM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekun
17. ETAMBYTONY nopoLuok (cybcTaHuis) y MoniH NMiviteq IHAain NMonin NMimiteq IHAjs peecTpauis Ha 5 pokis - He UA/17251/01/01
riagPOXNI0PUA, noaBiiHNX nionsieae
nonieTVNeHoOBMX NakeTax
0N5 hapMaueBTUYHOTO
3aCTOCYyBaHHSA
18. KNCEHb ras y 6anoHax no 40 TOB "Cymcbke YkpaiHa TOB "Cymcbke YkpaiHa peecTpaList Ha 5 pokis 3a He UA/17252/01/01
MEAVNYHWUA niTpis MaluMHoGyAiBHE MaluMHOGYyAiBHE peyenmom | nidnsieae
rA30MOAIBHUN HayKoBO- HayKOBO-
BUPOGHMYE BUpOBGHUYE
06'egHaHHA" 06'efHaHHs"
19. KNCEHb pignHa (cybcTaHuis) y TOB "Cymcbke Ykpaina TOB "Cymcbke YkpaiHa peecTpauisf Ha 5 pokis - He UA/17253/01/01
MEAVNYHWUIA KpiOreHHUX i30TepMiYHNX MalmMHobyaisHe MaluMHobyAiBHE nionsizae
PI,D,KMVI EMHOCTSX A1 HayKOBO- HayKOBO-
BMPOGHMLTBA BMPOGHMYEe BMPOGHUYE
rasonofibHux nikapcbkux 06'egHaHHSA" 06'egHaHHS"
dopm
20. | NEHAHIMo Kancynu Teepgi no 5 mr O-p Peppi'c IHais [O-p Peppi'c IHais peecTpauis Ha 5 pokis 3a He UA/17270/01/01
no 28 kancyny Na6opaTopic J/ITg, Na6opatopic peyenmom | nionsieae
KOHTeWHepi Ne 1 nTp MepiognyHiCTb NOAAHHA PErynsipHO
(B1po6HUUMiA OHOBJIHOBAHOrO 3BITYy 3 6€3Mekun BiANOBIAHO
Biaain - 7) [0 Mopsaaky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEPAXEHOro Haka3om MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
21. | NEHAHIMoO Kancynu TeepAi no 10 mr O-p Peppi'c IHais [O-p Peppi'c IHais peecTpaList Ha 5 pokis 3a He UA/17270/01/02
no 28 kancyny Na6oparopic /ITg, Na6opatopic peyenmom | nidnsieae
KOHTelHepi Ne 1 nTp MepiognyHiCTb NOAAHHA PerynsipHo
(B1po6GHUUMiA OHOB/IOBAHOIO 3BITY 3 6e3nekn BiANOBILHO
Biaain - 7) [0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBEpAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Howmep
peecmpayjiliHo2o
nocsioYeHHs1

22,

NEHAHIMoO

Kancynv Teepgi no 15 mr
no 21 kancyniy
KOHTelHepi Ne 1

[-p Pepgpj'c
Na6opaTopic /T4,

IHais

{-p Peapi'c
NabopaTopic
nrp
(Bnpo6bHuunii
Bigain - 7)

IHgis

peecTpauis Ha 5 pokis

MepiognyHiCTb NOAAHHA perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3Mekn BigNoBiAHO
[o Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpKEeHOro Haka3om MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHa
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 3[40POB’A

Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3HayveHUMKM y NepioANYHOCTI NOAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17270/01/03

23.

NEHAHIMo

Kancynv Teepgi no 25 mr
no 21 kancyniy
KOHTeWHepi Ne 1

[O-p Peppj'c
Nab6opaTopic /T4,

IHais

4-p Peapi'c
NabopaTopic
nrtg
(Bnpo6Huunii
Bigain - 7)

IHgis

peecTpauis Ha 5 pokis

MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BignoBiAHO
[0 Mopsagky 3aiicHeHHa dhapmakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayeHUMM y NepioaNYHOCTI NOAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17270/01/04

24.

NETPAM

Tab1eTky BKpUTI
NNiBKOBOIO 060IOHKOIO
no 250 wr, no 10
TabneTtok y 6nictepi, no
3 6nicTepun y kopobLi

leTepo /1a63
Nimiten

IHAjA

[eTepo N1a63
Nimiteq

IHAis

peecTpauisf Ha 5 pokis

MepiognyHiCTb NOAAHHSA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6€3Mekn BigNoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEpKEHOro Haka3om MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUWTbL: 3rifHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/17271/01/01

25.

NETPAM

Tab1eTky BKpUTI
NNiBKOBOIO 060/I0HKOI
no 500 mr no 10

leTepo /1a63
Nimiten

IHais

[eTepo N1a63
Nimiten

IHais

peecTpauisf Ha 5 pokis

MepioANYHICTb NOAAHHA PerynsipHo

3a
peyenmom

He
nionsieae

UA/17271/01/02
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Howmep
peecmpayjiliHo2o
nocsioYeHHs1

TabneTtok y 6nictepi, no
3 6nicTepn y Kopoobui

OHOB/THOBAHOrO 3BITY 3 6€3Mekn BigNoBiAHO
[o Mopsagky 3aiicHeHHA dhapmakoHarnsagy,
3aTBEpXEeHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayveHUMKM y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

26.

NETPAM

Tab1eTky BKPUTI
NNiBKOBOIO 060I0HKOI0
no 1000 wmr, no 10
TabneTtok y 6nictepi, no
3 6nicTepun y kopobLi

leTepo /1a63
NimiTen

IHais

[eTepo /1a63
NimiTeq

IHgis

peecTpauis Ha 5 pokis

MepiognyHiCTb NOAAHHA PerynspHo
OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BigNoBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A

YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/17271/01/03

27.

ME3AHEKCT

Kpanni o4Hi, po3unH, 25
mr/mn, no 5 mny
dhnakoHi-kpanenbHuL;
no 1 dpnakoHy-
KpanesibHWLi B nauyui

ToBapucTso 3
06MexeHot
BiANOBIAA/ILHICTIO
"HEKCT®APM"

YKpaiHa

BANTKAH®APMA
-PA3TPAL Af,

Bonrapis

peecTpauisf Ha 5 pokis

MepiognyHiCTb NOAAHHSA PerynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6€3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpainu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3rifHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/17255/01/01

28.

MIAPIMAKC

Kpansi O4Hi, po34nH no 5
My d1akoHi-
KpanesibHWLj abo
hNakoHi 3
KpanesnbHuueo Ne 1 B
KapPTOHHI Kopobui

CEHTICC ®APMA
MnBT. NTA.

IHais

CEHTICC
®APMA TMBT.
N1,

IHais

peecTpauist Ha 5 pokis

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,

3aTBEPAKEHOr0 Haka3oM MiHicTepcTea

3a
peyenmom

He
nionsieae

UA/17256/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKamu,
3a3HayYeHUMKM y NepioANYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3nekn
29. | MOAENNb EHAO | Ttabnetku no 2 mr no 28 TOB "TeBa YkpaiHa Brpo6HMLTBO 3a IcnaHis peecTpauis Ha 5 pokis 3a He UA/17257/01/01
Tabnetok y 6nictepi no 1 YkpaiHa" NMOBHWUM LMKOM: peuenmom | nidnsieae
a6o no 3 6nictepn y Naboparopioc MepioAnyHICTb NOA4AHHS PErYNSAPHO
KapTOHHI Kopo6Lyi NeoH dapma, OHOBJ/THOBAHOrO 3BITYy 3 6e3Mekn BignNoBiAHO
C.A., IcnaHisi; [0 MNopsaky 3aiicHeHHst hapMakoHarnsay,
KoHTponb cepii 3aTBEpPKEHOro Haka3om MiHicTepcTBa
(Tinbkn OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
BUNPOGYBaHHSA 2006 poky Ne 898, 3apeecTpoBaHuii B
MiKpobionoriyHol MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
yncToTH): 2016 poky 3a Ne 1649/29779 (y pepakuii
Nab6opaTtopio Haka3y MiHicTepcTBa OXOPOHW 30,0P0B’s
EueBapHe, C.A., Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
Icnanis; CTaHOBWTb: 3riAHO 3i CTpOKamu,
BTopuHHe 3a3HayYeHUMM y NepioaNYHOCTI NOAAHHS
nakyBaHHs: perynsipHux 3BiTiB 3 6e3neku
MaHaHTiasb
IHTerpa, C.J1.Y.,
Icnanis
30. HABENA 1.5 Tabnetku no 1,5 mr; no 1 Ekcentic Xencke IcnaHis Na6opatopioc IcnaHis peecTpauisf Ha 5 pokis 3a He UA/17092/01/02
Tabnetui y 6nictepi, no 1 C.J. INeoH dapwma, peuenmom | nidnsieae
6nicTepy y KapTOHHii C.A. MepiognyHiCTb NOAAHHSA PerynsipHo
ynakoBLj OHOBJ/THOBAHOrO 3BITY 3 6€3Mekun BigNoBiAHO
[0 Mopsagky 3ailicHeHHA dhapmakoHarnsgy,
3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS
31. HATPIKO AUETAT | kpucTtanu (cybcTaHuist) y MpAT YkpaiHa Op. Naynb HimeuunHa peecTpauist Ha 5 pokis - He UA/17272/01/01
TPUTIAPAT noagiiHnx "papmMaueBTUYHa NoxmaHH M'meX niosnsieae
nonieTuneHosux naketax | cipma "dapHuua” KI
AnA dhapmaLeBTUYHOro
3aCTOCYyBaHHSA
32. | HYPO®EH® ANA | kancynu XyBasibHi M sKi, PekkiTT BeHkizep Benwuka BUNYCK cepil Benwvka peecTpadis Ha 5 pokis 6e3 He UA/17273/01/01
AITEN no 100 mr Nel2 (12x1), Xenckep BpuTaHis roToBOro BpuTtanis/ peuyenma nionsi2ae
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Howmep
peecmpayjiliHo2o
nocsioYeHHs1

Ne 24 (12x2) y 6nicTepi

IHTEpHeLHN
NimiTen

nikapcbkoro
3acoby,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
PekkiTT BeHkizep
Xernckep
IHTEpHeLLHN
Nimiten, Benvka
BputaHis;
BMPOBGHULTBO Ta
nakyBaHHs in
bulk, KoHTposb
cepii Ta BUNycK
roToBOro
nikapcbkoro
3acoby
(XIMIYHWIA,
hiznyHMin Ta
MiKpo6iooriyHm
i):
MaTeoH
CodpTtaxenc
B.B.,
HigepnaHgu;
KOHTPO/b cepil
roToBOro
nikapcbkoro
3acoby
(XIMIYHWIA,
i3nYHMIA):
Mpokci
Nabopatopi3
B.B.,
Higepnanan

HigepnaHg,
n

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mekun BiANOBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMUHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

33.

NANABEPVHY
rAPOXNOPUA,

KpucTanivyHuin NopoLloK
abo kpuctanm
(cy6eTaHuin) y
noAaBiiHNX
nonieTVNeHoOBMX nakeTax
ONA dhapmaLeBTUYHOro
3aCTOCYyBaHHS

ToBapucTso 3
0bMexeHoto
BiANoBIAANILHICTIO
"PapmaueBTnyHa
KOMMaHis
"3popos'a”

YkpaiHa

CUHHAT
DAPMA

MNMPAVIBET
NIMITEL,

IHgis

peecTpauist Ha 5 pokis

He
nionsieae

UA/17274/01/01

34.

nPOTONN

TyCTWin eKCTpakT
(cy6CTaHLis) B EMHOCTSIX
i3 Hepxasitouoi cTani
AnA dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA

ToBapucTso 3
06MeXeHoto
BiANOBIAA/ILHICTIO
"HaykoBo-
BUPOGHMYA
KOMMaHis

YKpaiHa

ToBapucTBO 3
06MeXeHoto
BiANOBIga/IbHICT
10 "HaykoBo-
BMpO6HUYa
KOMnaHis

YkpaiHa

peecTpauisf Ha 5 pokis

He
nionsieae

UA/17258/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"Ekochapm” "Ekocpapm”
35. PAOVKYBIT PO34MH AN iH eKUil, No MpuBaTHe YkpaiHa MpuBatHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17259/01/01
2 mn B amnyni; no 5 akKujioHepHe akujioHepHe MepiognyHiCTb NoAaHHA PerynsipHo peyenmom | nidnsieae
amnyn y 6nictepi; no 1 TOBapUCTBO TOBapucTBo OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
6nictepy y nauui “Nekxim — Xapkis” “Nekxim — [0 MNopsaaky 3aiicHeHHs hapmakoHarnsgy,
Xapkis” 3aTBEpIXEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBWTbL: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekn
36. PEBAMINIA, KPUCTanNi4yHWiA NOPOLLIOK MAT YkpaiHa LisaHcu KnTaiicbka peecTpadist Ha 5 pokis - He UA/17275/01/01
(cybeTaHuin) y "Kuismeanpenapa CiHepoxi HapogHa nionseae
noagiiHnx T dapmac'tioTikan pecny6nika
nonieTuNeHoBMX nakeTax Ko., 114,
0N5 papMaueBTUYHOTO
3aCTOCYyBaHHSA
37. | CAH3AMM 1000 | NOpOLUOK A718 PO3UUHY CeHc labopatopic IHAain CeHc IHAis peecTpadist Ha 5 pokis 3a He UA/17260/01/01
o8 iH'ekuin no 1000 mr Met. 1T14. JTabopaTopic peuenmom | nidnsieae
y thnakoHi, no 1 Met. N14. MepioAnYHICTb NOAAHHS PerynsapHo
(h1aKoHY Yy KapTOHHilA OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
ynakoBLj 0o MNopsiaky 34ificHeHHs hapmakoHarisgy,
3aTBEPMXEHOro Hakasom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 30POB’A
Ykpaiuu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBWTL: 3ri4HO 3i CTpOKamu,
3a3HayvYeHUMM y NepioANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3nekn
38. | CAHMIM-1000 NOPOLLIOK A5 PO3UUHY CeHc abopatopic IHAaia CeHc IHAjs peecTpadis Ha 5 pokis 3a He UA/17278/01/01
ons iH ekuid, no 1000 mr Met. N14. Na6opatopic peyenmom | nidnsieae
no 1 dpnakony y Mert. N114. MepioAnYHICTb NOAAHHSA PerynspHo

KapTOHHIA ynakoBL,i

OHOB/IIOBAHOrO 3BITY 3 6e3Mnekun BigNoBiAHO
[0 MNopsgaky 3aiicHeHHs hapMakoHarsgy,
3aTBEPMXEHOro Haka3oMm MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A




14

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3HavYeHUMN y NepiognMUHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neKu.
39. CIMYNEKT® niodpinizat oNs posymHy HosaprTic ®apma LLiseiiuapi Bupo6HULTBO LLiBeiiuapisi/ peecTpadist Ha 5 pokis 3a He UA/17146/01/01
O3 iH'eKuii/iHdysii, no Al A nikapcbkoro AscTpis peyenmom | nidnsieae
20 mry chnakoHax Nel B 3acoby 3a MepiognyHiCTb NOAAHHSA PerynsipHo
KOMMEKTI 3 NOBHUM LMK/IOM OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
pO3unHHMKOM (Boga Ans Ta BTOPUHHE [0 MNopsaaky 3aiicHeHHs hapmakoHarnsgy,
iH'ekuin) no 5 mn B nakyBaHHs, 3aTBEpXEHOro Hakasom MiHicTepcTBa
amnynax Nel BUMYCK cepii OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
PO3UYNHHKKA: 2006 poky Ne 898, 3apeecTpoBaHuii B
HoBapTic ®apma MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
LLTeliH AT, 2016 poky 3a Ne 1649/29779 (y pepakuii
Llseiuapis; Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
KoHTponb skocTi Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
niKapcbkoro CTaHOBWTb: 3riAHO 3i CTpoKamu,
3acoby: 3a3Ha4YeHMN y NepiogMYHOCTI NoAaHHSA
HoBapTic ®apma perynsipHux 3BiTiB 3 6e3neku
Ar, LLiseliuapis;
BMPOGHMLTBO,
KOHTPO/Tb AKOCTI,
nepBuHHE
nakyBaHHs
PO3YMHHYIKA:
Takena ABCTpis
'M6X, ABCTpISi;
KOHTPO/b AKOCTI
PO3YMHHYIKA:
ATEC I'pas
IMEJ, ABCTpist
40. COH-HAWNT Tabnetky wmnydi no 15 ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpaList Ha 5 pokis Ne 10 — Ne 10 — UA/17261/01/01
Mr, no 2 Tabnetkn y 0bMexeHot 06MexeHot 6e3 nionsi2ae;
cTpuni, no 5 a6o 10 Bif4nNoBIAaNbHICTIO BignoBsiganbHicT MepioAnYHICTb NOAAHHS PerynsapHo peyenma; Ne 20 —
CTPMNIB y KOPOOBLL "papmMmaueBTUYHA 10 OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO Ne 20 — 3a He
KOMNaHis "@apmaueBTUYH 0o MNopsaky 34ificHeHHa hapmakoHarnsgy, peuenmom | nidnsieae
"3p0pos'a” a KoMnaHis 3aTBepxeHoro Haka3om MiHicTepcTea
"3popos'a” OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A
Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMyYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3nekn
41. CYMA®IKC Tabnetku 100 mr no 4 AypobiHgo ®apma IHAain Aypo6iHao IHAis peecTpadis Ha 5 pokis 3a He UA/17276/01/02
TabneTtkn y 6ictepi, no Jitg, dapma JlimiTeg — peuyenmom | nidnsieae
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n/n

Hassa
JNliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Howmep
peecmpayjiliHo2o
nocsioYeHHs1

5 6nicTepiB y KapTOHHii
KopooLi

HOHIT I

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Mekun BiANOBiAHO
[0 Mopsagky 3aiicHeHHA dhapmakoHarnsgy,

3aTBEpAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHUMN y NepiogMUHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3nekn

42.

CYMA®IKC

Tabnetkn 50 Mr no 4
Tabnetkn y 6nictepi, no
5 6nicTepiB y KapTOHHii
KopooLi

Aypob6iHgo dapma
nrp,

IHais

Aypob6iHa0
dapma Nimiteq —
HOHIT 1

IHais

peecTpadist Ha 5 pokis

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
[0 MNopsaaky 3aiicHeHHs hapmakoHarnsgy,

3aTBEpAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[10POB’A

Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognMYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3nekn

3a
peyenmom

He
nionseae

UA/17276/01/01

43.

TECANIH

TabneTku, BKPUTI
N/1iBKOBOKO 060/10HKOIO,
Ne 20 (10x2), Ne 60
(10x6) y 6nicTepax

Amakca dPapma
nTa

Benvka
BpuTaHis

BMPOBHULTBO 3a
MOBHVM LIMK/IOM:
Makc Liennep
3boHe AT,
LLisefiuapis

nepBuHHE
nakyBaHHs
(thbacyBaHHs),
BTOPVHHE
nakyBaHHs,
MapKyBaHHS:
lNHcana CA,
LLisefiuapis

KOHTPO/Tb SIKOCTI:
Nab6op
LlonniHrep Arl,
LBeiiapis

LLseiiuapis

peecTpaList Ha 5 pokis

MepiognyHiCTL NoAaHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn BiANOBILHO
o0 MNopsAaky 3aiicHeHHs hapmakoHarnsgy,

3aTBeppKeHoro Hakasom MiHictepcTsa
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLil Ykpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[10POB’S

Ykpainu Big 26 BepecHa 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiogMyYHOCTI NodaHHS
perynsipHux 3BiTiB 3 6e3neku

3a
peyenmom

He
nionsieae

UA/17262/01/01
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky BaHHS peecmpayjiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/Ib SIKOCTI:
IHTepnabop
Benn AT,
LLiBefiuapis
44, | TONOTEKAHY nopoLuok (cybcTaHuis) y TOB "HOpia-®apm"” YkpaiHa CkiHo®apm TaliBaHb peecTpauist Ha 5 pokis - He UA/17263/01/01
riagPOXNI0OPUL, noaBiiHNX TaliBaHb, /1T4. nionsieae
nonieTVNeHOBMX NakeTax
0N5 hapMaLeBTUYHOTO
3aCTOCYyBaHHSA
45. | YKNIM-1000 NOPOLLOK A/151 PO3YUHY CeHc JlabopaTtopic IHais CeHc IHais peecTpavuis Ha 5 poki 3a He UA/17279/01/01
ONs iH ekuiid, no 1000 wr, MeT. NiTA. JlabopaTopic MepiognyHICTb NOA4AHHS PErYNSAPHO peuenmom | nidnsieae
no 1 dpnakony y Met. N14. OHOBJ/THOBAHOrO 3BITY 3 6€3Mekun BigNoBiAHO
KapTOHHII ynakoBLi [0 MNopsaky 3aiicHeHHs hapMakoHarnsgy,
3aTBEpKEHOro Hakasom MiHicTepcTBa
OXOPOHW 3[0POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuji
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3ri4HO 3i CTPOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAAHHS
perynsipHmx 3BiTiB 3 6e3neKu.
46. DPAMOTUANH KpucTanivyHuii NopoLIoK ToBapucTBO 3 Ykpaina INKA IHais peecTpauist Ha 5 pokis - He UA/17264/01/01
ab6o kpuctanu 06MeXeHo NABOPATOPI3 nionsieae
(cybeTaHuin) y BiAMNOBIAA/IbHICTIO NIMITEL
nonieTuneHoBmx naketax | “"®apmaueBTUYHA
Ans chapmauesTUYHOro KOMMaHis
3acTocyBaHHsA "3popos'a”

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
pisnbHOCTI [lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. IacKkoBCbKUu




Jopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

Ne

MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHMX IMYHOBIO/TOTHYHNX MPEMAPATIB), AKI BHOCATBCA A0
AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa dopma surnycky 3asBHUK KpaiHna Bupo6HuUK KpaiHna PeecmpayitiHa npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky BaHHs peecmpayiliHo2o
3acoby YMakoBsKa) nocsi0YeHHs1
1. ALEHYPIK® TabneTku, BKPUTI MeHapiHi TNokcembyp Brpo6HMUTBO ®paHuia/ MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH 3a He UA/13527/01/01
120 MIr NNiBKOBOK 060/TI0HKOHO, IHTepHeLo r «in bulk» Ta HimeuyunHa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom | niosnsizae
no 120 wmr, no 14 Han KOHTPO/Ib Ccepili: thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
Tabnetok y 6nictepi, no Onepeiiwo MateoH NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
2, abo no 4, abo no 6 HC dpaHuis, IHCTPYKUIT A1 MeAUYHOro 3aCTOCYyBaHHS y 3B'A3KY i3
6nicTepiB y KAPTOHHIi NMokcembyp ®paHuis; HOBUMMW JaHVMU 3 IKOCTI, AOKMIHIYHUMU, KiHIYHUMU
Kopoo6Li rC.A. Brpo6HMUTBO AaHVMK Ta AaHuMK 3 dhapmakoHarnsagy - 3MiHu
«in bulk», BHECEHI y po34inu : "®apmakonoriyHi
nepBuHHE Ta BNacTuBOCTI"(pefaryBaHHs); “MNokasaHHa"
BTOPUHHE (yTouHeHHs iHchopmauii); "MpoTunokasaHHs: ;"
nakyBaHHs1, "B3aemMogis 3 iHWMMM NikapCbkuMn 3acobamm Ta
KOHTpO/b Ta iHWI BMAW B3aemogiit; ""OcobnmsocTi
BUMYyCK cepili: 3acTocyBaHHs;" "3acTocyBaHHA y nepiof BariTHoCTi
MeHapiHi-®oH abo rogyBaHHs rpyaato;” "Cnocib 3acTocyBaHHs Ta
XeligeH TM6X, fo3w;" "Aitw;" "Mo6iuHI peakyii”.
HimeuunHa
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
hapmakoHarnagy, 3aTBepyKeHOro Hakasom
MiHiCTEepCTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefakuii Hakasy MiHicTepcTBa
OXOPOHWY 34,0p0B’s1 YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rifjHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neKu.
2.

AJEHYPIK® 80 | Tabnetku, BKpUTI MeHapiHi Jliokcembyp Brpo6HMUTBO PpaHuis/ MepepeecTpallisi Ha HeOB6MEXEHWI TEPMiH 3a He UA/13527/01/02
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perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /iKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pesynbtart
OLIiHKM 3BITY 3 AOC/iI)KEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVM
opraHoM) 3MiHM BHECEHO [0 IHCTPYKUIT y po3ainu
"B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
iHWi BMAy B3aemogiin”, "OcobmBocTi
3acTocyBaHHS", "3acTOCyBaHHs y nepiog BarirTHOCTi
abo rogyBaHHsA rpyaao”, "Cnocib 3actocyBaHHsA Ta
no3un" (wopo 6esneku), "MepenosysaHHs", "MoGIYHI
peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMmaL;i 3
6e3neku Ailo4oi peHOBUHY.

MepiognyHiCTb NOAAHHA PEryssipHO OHOBJ1IOBAHOIO

Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
Mmr NAIBKOBOK 060I0HKOMO, IHTepHeLwo r «in bulk» Ta HimeuunHa 3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom | miossi2ae
no 80 mr no 14 Han KOHTPO/Ib Ccepili: thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
Tabnetok y 6nictepi, no Onepeiiwo MateoH niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
2, abo no 4, abo no 6 HC ®paHuis, IHCTPYKLii 415 MeAMYHOro 3acTOCyBaHHS y 3B'A3KY i3
6nicTepiB y KAPTOHHIi Nokcembyp dpaHuis; HOBUMMW AaHVMU 3 IKOCTI, AOKMIHIYHUMU, KITIHIYHUMU
Kopoo6ui rC.A. Brpo6HMUTBO AaHVMK1 Ta AaHuMK 3 dhapmakoHarnsagy - 3MiHu
«in bulk», BHECEeHI y po3ginu : "®apmakosnoriyHi
nepBuHHe Ta BNacTuBoCTi"(pefaryBaHHs); “MNokasaHHa"
BTOPWHHE (yTouHeHHs iHchopmawii); "MpoTunokasaHHs ;"
nakyBaHHs, "B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
KOHTpO/b Ta iHWI BMAW B3aemogiit; ""OcobnmsocTi
BUMYyCK cepili: 3acTOCyBaHHS;" "3acToCyBaHHA y nepiof BariTHoCTi
MeHapiHi-®oH abo rogyBaHHsA rpyaato;” "Cnocib 3acTocyBaHHA Ta
XeligeH TM6X, fo3u;" "Aitr;" "Mo6iuHI peakyii”.
HimeuunHa
MepioguyHICTb NOAAHHS PEryNsiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepaXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
3. A3UTPOMIUUNH | kancynnno 0,5rno 3 MAT YkpaiHa NAT YkpaiHa MepepeecTpauis Ha HEO6MeXeHNA TepMiH. 3MiHK | 3a He UA/9068/01/02
-KP Kancynm y 6nictepi; no1 | “"Ximdpapma "Ximcbapmsasog Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | mniosnsi2ae
6nicTepy y nayui 3 aBsof, "UepBoHa 3ipka" thapmakoHarnsgy. 3MiHa y KOpOTKili XxapakTepucTuLi
KapToHy "YepBoHa NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
3ipka" IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha niacTasi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.

A3VTPOMILH
-KP

kancynu no 0,25 r no 6
Kancyn y 6nictepi; no 1
6nictepy y nauui 3
KapToHy

NAT
"Ximchapms
aBof,
"UepBoHa
3ipka"

YKpaiHa

MAT
"Ximcbapm3sasog
"UepBoHa 3ipka"

YKpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH. 3MiHN |
TIny - 3MiHn Wwoao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS Ha niacTasi
perynspHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiHunii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOCNIMKEeHb, NPOBEeAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHN BHECEHO [0 iIHCTPYKLiT y po3ainun
"B3aemogis 3 iHWyMKU nikapcbkuMmn 3acobamu 1a
iHWi BUAM B3aemogiii”, "OcobnmnBocCTi
3acTocyBaHHSA", "3acToCyBaHHA Yy nepiog, BarirTHOCTi
abo rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta
no3n” (wopo 6e3nekn), "Mepeno3syBaHHS", "T06IYHI
peaxuii” BignoBigHO 4O OHOBNEHOT iHChopMaLli 3
6e3nekun Ailo4oi peHOBUHW.

MepiofnYHICTb NOAAHHS PErynNsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku BignosigHO A0 MNopsaaky 34iiCHEHH:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/9068/01/01

ASINEKT

Tabnetku no 1 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl

Kopoo6Li

TeBa
®PapmaueBT
ikan
IHoacTpi3
nra.

I3painL

Brpo6HWK, AKnii
Bignosigae 3a
BMPOGHMLTBO

npogykty in bulk,

nepBuHHe
nakyBaHHs,

I3painb/
HigepnaHg,
n

MepepeecTpaLlisi Ha HEOOMEXEHN TEPMIH.
MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTy 3 6e3neku BignosigHO A0 MNopsaaky 34iiCHEHHS:

dhapmakoHarnsgy, 3aTBepikeHoro Hakasom

MiHicTepcTBa OXOPOHU 340POB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B

3a
peyenmom

He
nionsieae

UA/13573/01/01
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no 200 wmr; no 12
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHiIl
KopobLi

MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTy 3 6e3neku BignosigHO A0 MNopsaaky 34iiCHEHHS:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B

Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
BTOPUHHE MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
nakyBaHHs, 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
KOHTpO/b cepii, O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
BMNYCK Cepil: poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
TeBa 3a3HayYeHUMY y NepioANYHOCTI NOAAHHS PerynsipHuX
dapmaLeBTikan 3BITIB 3 6e3neku.
IHpacTpi3 N14.,
13pains;
BWPOGHWK, SKMiA
BignoBigae 3a
KOHTPO/b Ccepil:
dapmaxewmi B.B.,
Higepnanan
6. ANEPCIC pO34uH opasbHuiA, 0,5 NMPO®APM ManbTa Nab6opaTtopioc IcnaHis MepepeecTpauisi Ha HEOOMEXEHWI TEPMIH 6e3 niosnsieae UA/13643/01/01
Mr/mn no 60 M po3unHy A HopmoH C.A. 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
y donakoHi; no 1 IHTEpHeLLH thapmakoHarnsgy. 3MiHU y KOPOTKilli XxapakTepucTuui
chnakoHy pa3om 3 n TpehguHr NiKapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
MipHUM CTaKaH4YMKOM Y Nimiteq IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
KapTOHHIM navui reHepuYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco6iB NicNs BHECEHHS TiET camoi 3MiHU Ha
pedoepeHTHUIA npenapaT (3mMiHa He noTpebye
Ha/JaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 IHCTPYKLUIT Yy po3ainu: "Moka3aHHa"
(peparyBaHHs TeKCTy), "®apMakonorivHi
BractmeocTi", "MpoTunokasaHHs", "OcobaMBOCTi
3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta 4o3un"
(peparyBaHHs TekcTy), "Aitn", "MobiuHi peakwyi"
3rigHO 3 iHhopMaLjieto WoA0 MeauyYHOro
3acTocyBaHHs pethepeHTHOro NikapCcbKoro 3acoby
(EPIYC, cupon).
MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 370pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
7. AlTb®A TabneTtkn, BKPUTI Anbchacirm ITanis Anbchacirma ITanis MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 3a He UA/9360/01/01
HOPMIKC NAiBKOBOK 060I0HKOMO, a C.n.A. C.n.A. peyenmom | niossizae
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMY y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
8. AMIHANOH (y- MOPOLLIOK KpUCTaUuTiYHWIA AT YkpaiHa KaiitoaHb Kutaii nepepeecTpauis Ha HeobMeXeHWin TEpPMiH. - He UA/1885/01/01
AMIHOMACHSA | a6o kpuctanm "KUIBCbKW XeHTait Kemikan nionszae
HA KUCNIOTA) | (cy6eTaHuis) y naketax i Ko., NiTa.
nosieTuNeHoBMxX ans BITAMIHH
BUPOGHMLITBA 717
HECTEPUTbHUX 3ABO4"
nNiKapcbknx hopm
9. AMIOOAPOHY NOpPOLLOK AT YkpaiHa YaHuxoy Kutaii MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH - He UA/4103/01/01
rAPOXNOPUL, | api6HOKpUCTaNiuHMiA "KNIBCbKIN Li3iHbueH MepciH nidnsizae
(cybcTaHuis) y naketax " Kewmikan Ko. NTA,
noAgiliHMx BITAMIHH
nonieTnNeHoBnx ans 717
BMPOGHULITBA 3ABOL"
HecTepubHNX
nikapcbkunx hopm
10. APTUDPUH- PO34UH ONS iH'EKLNA ToBapucTs Ykpaina BCi cTagii Ykpaina nepepeecTpawis Ha HeobMeXeHWn TEPMiH. 3a He UA/1349/01/01
340POB'A (1:100 000) no 1,7 mny 03 BMPOGHMLTBA, 3MiHM WoAo 6e3nekn/epekTnBHOCTI Ta peyenmom | niosisi2ae
POPTE kapnyni; no 10 kapnyny 06MexXeHo KOTPO/Ib SIKOCTI, hapMakoHarnsgy. 3mMiHN y KOpoTKiil XapakTepucTuui
6nictepi; no 1 abo no 5 10 BUNYCK cepil: nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
6nicTepiB y KAPTOHHIi signosigan ToBapucTso 3 IHCTPYKLi 415 MeANYHOro 3acToCyBaHHSA
Kopoobui bHICTIO 06MEXEHO reHepUYHNX/TiIBPUAHNX/6IONOAIGHNX MiKAPCbKMX
"papmaues BignoBigasibHICT 3ac006iB Nic/si BHECEHHS TiEl camoi 3MiHM Ha
TUYHa 10 pedhepeHTHW1 npenapaT (3MiHa He NnoTpebye
KomnaHis "dapmaueBTVNyH HafJaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
"3popos'a” a KoMnaHis BHECEHI [0 IHCTPYKUii y po3ginu: "®apmMakosiorivHi
"3p0pos'a"’, BnactusocTi", "MpoTunokasaHHs", "B3aemogis 3
YKpaiHa; iHLIMMK NiKapCcbknMy 3acobamu Ta iHLWi BUAn
BCi cTagii B3aemogiit”, "OcobnmBocTi 3acTocyBaHHA" (y T. 4.
BMPOGHMLTBA, "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs

KOHTPO/Ib SKOCTI:
ToBapucTso 3
obmexeHoro
BigNoBiga/IbHICT
10 "PAPMEKC
reyn-,
YkpaiHa

rpyaar”), "Cnocib 3actocyBaHHsA Ta gosmn" (y T. 4.
peparyBaHHs iHpopmadii posginy "Aitn"),
"MepeposysaHHa", "Mob6iyHI peakuil™ BiANOBIAHO A0
iHchopMmawii pedhepeHTHOro nikapcbkoro 3acoby
YNIbTPAKAIH® [-C ®OPTE, po3unH ANs iH'EKLiA.

MepioguyHiCTb NOAAHHSA PErysiipHO OHOBJIOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsagy, 3atsepaXeHoro Hakasom
MiHiCTEepCTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefakuii Hakazy MiHicTepcTBa
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
0XOPOHU 340p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.
11. BANEPIAHN rYCTUIA eKCTpaKT My6niyHe YkpaiHa My6niyHe YkpaiHa nepepeecTpawist Ha He0BMEeXeHW TEPMIH. - He UA/13618/01/01
KOMMNJEKC (cybeTaHuis) y naketax akujioHepHe akujioHepHe nionsi2ae
NINO®IbHUIA noABiHNX TOBapucTBO TOBapuCTBO
nonieTuneHoBux ans "HaykoBo- "HaykoBo-
hapmaLeBTUYHOro BMPOGHUYN BMPOGHNUNIA
3acToCyBaHHSA 7 ueHTp LeHTp
"BopLuarisc "BopLyariBcbKuii
bKUIA XiMiKO- XiMiKo-
hapmaneBT hapmaLeBTUYHN
WNYHWI 11 3aBoa”
3asofa”
12. BIHNOLETUH- KOHUeHTpaT ans MAT Ykpaina NAT "®apmak” Ykpaina MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3MiHN | 3a He UA/0507/01/01
DPAPMAK pO34nHy ans iHgysili 0,5 "papmak” MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom | nionsizae

% no 2 M1 B amnyni; no
10 amnyn B navui 3
KapTOHy; Mo 2 MN B
amnyni; no 5 amnyn'y
6nicTepi; no 2 6nictepn
B NauLi 3 KapToHy

thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTuui
NiKapCbKoro 3acoby, TeKCTi MapKyBaHHSA Ta
IHCTPYKLII 418 MeAUYHOro 3acTocyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKeHb, NPOBeAeHNX BiAMNOBIAHO
[0 nnaHy negiatpuyuHnx gocnigxeHs (PIP) (3MiHy
Y3roXXeHO 3 KOMMETEHTHUM YNOBHOBa&XEHNM
opraHoM) 3MiHU BHECEHO [0 iIHCTPYKLi ANs
MeAMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "MokasaHHsA" (pegaryBaHHs iHchopmadii),
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aeMoSiid",
"3paTtHICTb BIAMBATY Ha LWBWAKICTb peakLii npu
KepyBaHHI aBTOTPaHCNOPTOM a60 iHWMMK
MexaHismamu", "Cnocib 3acTocyBaHHA Ta f03uK"
(iHdhopmauis 3 6e3neku), "MNobGiyHI peakyii” ,
"HecyMiCHICTb" BifgNOBIAHO [0 OHOB/IEHOT
iHbopMmaLii 3 6e3nekn AitoHoi peHoBUHN.

MepiognyHiCTb NoAaHHA perysispHO OHOBJIIOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsaKy 34iNCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3a3HavYeHVMN Y NepiogMYHOCTI MOAaHHS PerynsipHmX
3BITIB 3 6€3MeKun.

13.

BO/IbTAPEH
DOPTE

emynbrenb ans
30BHILUHBOrO
3acTocyBaHHs 2,32 %
no 50 r a6o 100 r B Ty6i;
no 1 Ty6i y KapTOHHIi
KopoobLi

Hosaprtic
KoHcblomep
Xenc CA

LLisefuapis

HosaprTic
KoHcblomep
Xenc CA

LLisefuapis

MepepeecTpauis Ha HEOOMEXEHN TEPMIH.
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBUMMW AaHVMU 3 IKOCTI, AOKTIHIYHUMU, KTIHIYHUMU
AaHVMKM Ta JaHMK 3 dhapmakoHarnsagy - 3MiHu
BHECEHO A0 IHCTPYKLiT 4518 MeanyHOro
3aCTOCYyBaHHS fikapcbKoro 3acoby A0 po3zinis
"MpoTunokasaHHsa", "Cnoci6 3acTocyBaHHA Ta 403n",
"Oco6MBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS y
nepiog, sariTHoCTi abo rogyBaHHs rpyaar”, "MoobiyHi
peakuii, "Aitn" (6yno: 3 12 pokis, cTano: 3 14 pokis)
BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO 6e3neku, sika
3a3HayeHa B MaTepiasiax peecTpaLiiHoro Aocbe.

MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

6e3
peyenma

nidnsieae

UA/1811/01/02

14.

rEEPAIH

niodpinisat g4nsa po3unHy
Ons iH'ekuin no 20 mr, 1
donakoH 06’emom 10 mn
3 niocpinizatom B
ynakoBLii

Mini
Xerickepe
NimiTeq

Benuvka
BpuTaHis

Iychik
NaiichcaiHcuc
Mpisart MimiTeq

IHais

nepepeecTpavis Ha 5 pokis
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOoTkKili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLIi AN19 MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3neku
nNiKkapcbKoro 3acoby, abo focnigpkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHV BHECEeHi [0 IHCTPYKUIT y po3ainu:
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMoSiid",
"Oco6mBoCTi 3acTocyBaHHA" (y T.4. peAaryBaHHs
iHhopMmawuii "3acTocyBaHHsA y nepiog BariTHoCTi abo
rofyBaHHs rpyaar”, "3gatHicTb BNMBaTu Ha
LUBMAKICTb peakuii Npn kepyBaHHi aBTOTPaHCNOPTOM

3a
peyerimom

He
nionsieae

UA/6630/02/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

abo iHWKYMK MexaHi3mamu”, "Crocib 3acTocyBaHHs
Ta gos3un” (y T.4. pegaryBaHHs iHchopmauii y
nigposgini "Aitn"), "MepenosysaHHs”, "Mo6iyHi
peakuji" 3rigHO 3 AaHnMu Wwoao 6e3neku Aitoyoi
PeYOoBWHM.

MepiognyHICTb NOAAHHS PErynsiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B’S1 YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.

15.

FENA-MEPL,

rpanynst, 3r/5r,no5r
y nakeTi; no 30 abo 50
ab6o 100 nakeTiB y
KapTOHHI Kopoo6Li

Mepu,
dapmacboT
ikasic F'M6X

HimeyunHa

Mpoaykuis in
bulk:
Knoke ®apma-
Cepsic 'm6X,
HimeyunHa;
AunHo dapma
Al Weeliyapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Mepy, ®apma
v6X i Ko. KlraA,
HimeuuunHa;
Knoke ®apma-
Cepsic 'm6X,
HimeuuunHa;
Bupo6Huk
BiAnoBiganbHNI
3a BMNycK cepii
KiHLleBOoro
NPOAYKTY:
Mepu, ®apma
mM6X i Ko. KlaA,
HimeuunHa

HimeyunHa

MepepeecTpauis Ha HeEO6MeXeHNA TepMiH. 3MiHK |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /iKapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pesynbtart
OLIiHKV 3BITY 3 AOC/i)KEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) 3miHM BHeceHO A0 IHCTpyKuii gns
MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby [0
po3ginis "MpoTunokasaHHa", "Oco6/IMBOCTI
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3un"
(yTouHeHHs iHchopmauii), "MepenosyBaHHs",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchbopmaw,ii 3 6e3nekun Ajtoyoi Ta AONOMDKHOT
PEYOBUH JlikapcbKoro 3acoby. 3miHu | Tuny - 3miHn
wopo 6e3snekvn/edpekTMBHOCTI Ta hapmakoHarnsamy.
BeeaeHHsA ab0 3MiHM [0 y3arasibHEHVX AaHNX Npo
cuctemy hapmakoHarnsgy (BefeHHs
y3arasibHeHNX AaHvX Npo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ans
3[jiCHEeHHs1 hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOT
3a 3gjlicHeHHs chapmakoHarnsgy (Bkioyaryn
KOHTaKTHi faHi) Ta/abo 3MiHM Y PO3MILLLEHHI MacTep-

6e3
peyenma

nidnsieae

UA/0039/02/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1

thaiina cuctemmn chapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0co6MU, BiANOBiJabHOI 3a
thapmakoHarnag: giroya pegakuisa - Olaf Schickling /
Onad WwkniH,
nponoHoBaHa pefakuis - Julia Bernschein / Oxynis
BepHLueiiH. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
thapmMakoHarnsag. 3mMiHa KOHTakTHOT 0cobu 3
thapmakoHarnaay 3asiBHUKa A5 34iCHEHHS
hapmakoHarnsgy B YkpaiHi:
nitoya pegakuis - Monouyek Hatanis
BonoavmupiBHa, NponoHoBaHa peAakuis - BoTeHko
AHTOH [eopriiioBnY.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu 3
thapmakoHarnaay 3asiBHUKa 415 34iCHEHHS
chapmakoHarnsgy B Ykpaii.

MepiognyHiCTb NOAAHHA PerynspHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.

16. rPMnounTPoO NOpoLUOK AN ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpaduisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosnsieae UA/10174/01/01
H XOT TIMMOH OpasIbHOro PO34UHY MO 03 06MEXEHO0 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta peuyenma
4,0 r NOpoLLKy y NakeTi; 06MeXeHo BiAMOBIgaNbHICT thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
no 5 a6o no 10 nakeTiB y 10 10 niKkapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
KapTOHHI Kopoo6Li Bignosigan "®apmaueBTnUH IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS Ha niacTasi
bHICTIO a KomnaHis perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
"papmaves "3p0pos'a” nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
TWYHa 3acTOCyBaHHSA Nikapcbkoro 3acoby B
KOMnaHis nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
"3popos'a" OL|iHKM 3BITY 3 AOCNIMKEeHb, NPOBEeAEHNX BiAMNOBIAHO

00 nnaHy negiatpnyHux gocnigpkers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO [0 IHCTPYKLUIT Ansa

MeAUYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby y
po3ginu: "dapmakosioriyHi BnactTneocTi"
(peparyBaHHsA TekcTy), "TMpoTunokasaHHA",
"B3aemogis 3 iHWYMKU nikapcbkuMmn 3acobamu Ta
iHWi BUAM B3aemopiii”, "OcobnmnBocCTi
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTI
abo rogysaHHs rpyaa", "3aatHicTb BIAMBATY HA
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

LWBMAKICTb peakLii Npy KepyBaHHI aBTOTPaHCNOPTOM
abo iHW1MK MexaHismamn”, "Mepeno3yBaHHA",
"Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBMEHOT
iHchopmawii 3 6e3nekun Ajtoyoi peyoBUHU.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku BiANoBIAHO f0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHa 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

17.

rPANOUNTPO
H XOT OPAHX

MOPOLLIOK A/1A
OpasIbHOr0 PO34uHY Mo 4
ry naketi; no 10 nakeTiB
Y KapTOHHIi1 kopobu,; no
41y naketi; no 5
cnapeHux nakeTiB y
KapTOHHI KopooLi

Tosapucts
03
06MexeHo
10
Bignosigan
bHICTIO
"Papmaues
TUYHa
KOMnaHis
"3p0pos'a”

YkpaiHa

ToBapuncTso 3
obmexeHoto
BiANOBigasIbHICT
10
"®apmaueBTUYH
a KomnaHis
"3p0poB'a”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLII 418 MeQUYHOro 3aCcTocyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHunx gocnigxeHs (PIP) (3MiHy
Y3roKEHO 3 KOMMETEHTHUM YNOBHOBa&XKEHNM
opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT Ans
MeAMYHOr0 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "®apmakonoriyHi BnacTmBocCTi"
(peparyBaHHs TekcTy), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMU NiKkapcbkumn 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
ab6o rogyBaHHA rpyaat”, "3aaTHiCTb BNAMBATU Ha
LWBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWK1MK MexaHisamamun”, “MNepeo3yBaHHA",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekun Ajroyoi peyoBuHH.

MepiofnYHICTb NOAAHHS PErynNsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku BignosigHO A0 MNopsaaky 34iiCHEHH:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 370p0B'A YkpaiHu Bia 26 BepecHs 2016

6e3
peyenma

nidnsieae

UA/1470/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

18.

DNEKPU3

TabneTku, BKpUTI
NiBKOBOK 0B0JI0HKOIO,
no 25 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
nauu

NMPO®APM
A
IHTEepHeLUH
n TpeiignHr
Nimiteq

MasibTa

Mab'AHiLbKWiA
hapmaLeBTUYHN
11 3aBog Monbga

AT.

MonbLa

MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH.
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHS
reHepuyHnX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco6iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
HaJaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHN
BHECEHi [0 iHCTPYKLUIiT y po3ainu: "®apmakosioriyHi
BnactmsocTi", "Moka3aHHA" (pefaryBaHHs TEKCTY),
"Mo6iuHi peakuii" BiANOBIAHO A0 iHhopMmau,i Wwoao
MeAMYHOro 3acToCyBaHHA pethepeHTHOro
nikapcbKoro 3acoby (IHcnpa, TabneTku, BKPUTI
NAiBKOBOK 060/10HKOIO MO 25 mr, 50 mr).
MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

3a
peyenmom

He
nionsieae

UA/13553/01/01

19.

DNEKPU3

TabneTtkn, BKPUTI
N1iBKOBOK 06G0/IOHKOLO,
no 50 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KapPTOHHiIl
nauui

MPO®APM
A
IHTEepHeLH
n TpelignHr
Nimiteq

ManbTa

Mab'aHiubknii
thapmaueBTUYHN
1 3aBog Monbcha

AT.

MonbLla

MepepeecTpavis Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB nicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He NnoTpebye
Ha/JaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHN
BHECEeHIi [0 IHCTPYKUiT y po3ainu: "®apmakosnoriyHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHA TEKCTY),
"Mo6iyHi peakui™ BignoBigHO A0 iHhopMaLi LWwoao
MeMYHOro 3aCTOCYBaHHSA ped)epeHTHOro
nikapcbKoro 3acoby (IHcnpa, TabneTku, BKpUTI
nNiBKOBOK 060/10HKO0 MO 25 mr, 50 Mmr).
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBEpPAKEHOT0 HaKka3om
MiHicTepcTBa 0XOpOHY 340pOB’'s YKpaiHu Big 27

3a
peyerimom

He
nionsieae

UA/13553/01/02




28

n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa

0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.

20.

JNEKCAMETA3
OH-JAPHULA

Kpansi O4Hi, po3ynH, 1
Mmr/mn no 5 ma abo no
10 mn y donakoHi; no 1
donakoHy B nauuj

MpAT
"®papmaues
TMYHa
ipma
"fapHnus”

YKpaiHa

MpAT
"®apmaueBTuiH
a hipma
"OapHuus"

YKpaiHa

MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH. 3MiHN |
TMny - 3miHu Wwoao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
niKapcbKoro 3acoby, TEeKCTI MapKyBaHHSA Ta
IHCTPYKL|i 415 MeAMUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOCIMKEeHb, NPOBEeAEHNX BIAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHN BHECEHO [0 iIHCTPYKLiT y po3ainun
"B3aemogis 3 iHWVMKU NikapcbkuMmn 3acobamu Ta
iHWi BUAM B3aemopiii”, "OcobnmnBocCTi
3acTocyBaHHSA", "3acTOCyBaHHSA Yy nepiog BarirTHOCTI
ab6o rogyBaHHsa rpyaato”, "MobiyHi peakuyii”
BiANOBIAHO [0 OHOBNEHOT iHGhopMaLii 3 6e3neku
Lit040l peYOBUHN.

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/0992/01/01

21.

JNEHEBON

Tabnetku no 50 mr, no
10 TabneTok y 6nicTepi;
no 1 6nictepy B
KapTOHHI Kopoo6Li

Mini
Xerickepe
Nimiteq

Benuvka
BpuTaHis

Menpo
dapmacbloTUKan
¢ MNpisart NimiTep,

IHais

MepepeecTpauis Ha HeO6MeXeHNA TepMiH. 3MiHK |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLIi AN19 MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHO OHOBJIOBAHOTO 3BiTY 3 6e3neku
nNiKkapcbKoro 3acoby, abo focnigpkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pesynbtart

3a
peyerimom

He
nionsieae

UA/0128/03/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuuHunx gocnigxeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVM
opraHom) 3MmiHM BHeceHo A0 IHCTpyKuii gns
MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby [0
po3ainis "Oco6MBOCTI 3acTocyBaHHS", "TOGIYHI
peakujii" BiANOBIAHO 4O OHOBMEHOI iHGhopMaL;i 3
6e3nekun Ajtoyoi Ta ONOMDKHUX PeHOBUH
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTy 3 6e3neku BiANoBIAHO f0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 37,0p0B’A YKpaiHu Bif 26 BepecHa 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

22,

JNEHEBON

TabneTku no 25 mr, no
10 Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopoo6Li

Mini
Xerickepe
Nimiten

Benuka
BpuTaHis

Menpo
dapmacboTuKan
¢ MpisaT NimiTeq,

IHais

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
TMNy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
IHCTPYKLII 418 MeQUYHOro 3acTocyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinnii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHunx gocnigxeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHVUM YNOBHOBaXKEHUM
opraHom) 3MmiHM BHeceHO A0 IHCTpyKuii ans
MeAMYHOro 3acTOoCyBaHHA ikapCbKoro 3acoby [0
po3ainis "Oco6mMBOCTI 3acTocyBaHHs", "TOGIYHI
peakujii" BiANOBIAHO 4O OHOBMEHOI iHGhopMaL;i 3
6e3neku Ajtoyoi Ta ONOMDKHUX PEHOBUH
nikapcbKoro 3acoby.

MepiofnYHICTb NOAAHHS PErynNsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku BignosigHO A0 MNopsaaky 34iiCHEHH:
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 370p0B'A YkpaiHu Bia 26 BepecHs 2016

3a
peyenmom

He
nionsieae

UA/0128/03/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

23.

AENIO®EH

TabneTku, BKpUTI
NiBKOBOK 0B0JI0HKOIO,
no 25 mr no 10
Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
nauu

NMPO®APM
A
IHTEepHeLUH
n TpeiignHr
Nimiteq

MasibTa

Na6opaTtopioc
HopmoH C.A.

IcnaHis

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
TMNy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapaktepucTumui
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
IHCTPYKLII 418 MeQUYHOro 3acTocyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BIiTy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpauiinuii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuuHunx gocnigxeHs (PIP) (3MiHy
Y3roXXEHO 3 KOMMETEHTHUM YNOBHOBa&XEHVM
opraHoM) 3MiHM BHECEHO [0 IHCTPYKUIT y po3ainu
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin',
"Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHS y
nepiog sariTHoCTi abo rogyBaHHs rpyaat”, "MobiyHi
peakuii" BiANOBIAHO 4O OHOBMEHOI iHChopMmaL;i 3
6e3nekun Ailo4oi pevoBVHN
MepiofnYHICTb NOAAHHS PErynNsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku BignosigHO A0 MNopsaaKy 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/13589/01/01

24.

AIANINOH®

po34unH oNns iHdysii 3 %
no 10 mn a6o no 20 mn
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
abo no 2 6nictepn y
nauuj 3 KapToHy

NAT
"Papmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. 3MiHN |
MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTuui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKLII 418 MeAUYHOro 3acTocyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BIiTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NiKapcbKoro 3acoby B
nicnapeecTpauiinuii nepiog, abo sk pesynbtat
OL|iHKM 3BITY 3 AOC/iAKeHb, NPOBeAeHNX BiAMNOBIAHO
[0 nnaHy negiatpuuHnx gocnigxeHs (PIP) (3MiHy
Y3roXXE€HO 3 KOMMETEHTHUM YMOBHOB&XEHUM
opraHom) 3miHV BHECEHO [0 iHCTPYKUIT Ans
MeAMYHOrO 3aCTOCYBaHHS NikapcbKoro 3acoby y
po3ginu: "MNpoTunokasaHHs", "B3aemogis 3 iHWnMun

3a
peyenmom

He
nionsieae

UA/0794/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco61mBoCTi 3acTocyBaHHs", "MNepeno3yBaHHS"
(yTouHeHHs indpopmauii), "MobiuHi peakwii"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
Lito40i pevyoBuHN)
MepiognyHICTb NOAAHHS PErynsiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
25. EK30-0EPM PO34nH HaLuKipHuii, 10 TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH. - He UA/15493/01/01
mr/mn in bulk: no 10 n 03 06MEXEHOI0 nionsi2ae
ab6o no 50 n'y 604kax 06MexeHo BignoBiganbHiCT MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
meTasieBux KEI 10 10 3BiTY 3 6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHSA
signosigan "dapmaueBTVyH dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
bHICTIO a KoMnaHis MiHicTepcTBa OXOPOHU 310POB’A YKpaiHuu Big 27
"®papmaues "3p0pos'a” rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
TUYHa MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
KOMnaHis 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
"3p0pos'a” 0XOPOHU 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
26. EK30-0EPM PO34UH HaLLKipHUiA, 10 ToBapucTs Ykpaina ToBapucTBO 3 Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niossieae UA/13758/01/01
mr/mn no 8 mn a6o no 03 06MEXEHO 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta peuenma
20 Mn y donakoHi, 06MexeHo BiANoBigasIbHICT thapmakoHarnsgy. 3MiHU y KOPOTKiil xapakTepucTumui
3aKynopeHomy 10 o NiKapCbKoro 3acoby, TeKCTi MapKyBaHHs Ta
npo6koto- Bignosigan "®apmaueBTUUH IHCTPYKLT 418 MeAUYHOro 3aCTOCYBaHHSA
KpanesibHuLero Ta bHICTIO a KoMnaHis reHepuyYHNX/ribpuaHNx/6ionodibHNX nikapcbknx
3aKpUTOMY KpuLLKoto; no | "dapmaues "3p0pos'a” 3ac06iB Mic/1si BHECEHHS TiEl camoi 3MiHM Ha
1 chnakoHy B KOpobLi 3 TUYHa pedhepeHTHW1 npenapaT (3MiHa He noTpebye
KapToHy KoMnaHis HafaHHS XXOAHVX HOBMX A0AATKOBUX AaHWX) - 3MiHK
"3p0pos'a” BHECEHI [0 iHCTPYKUii y po3ginu: "®apmMakosiorivHi

BnactusocTi", "lMoka3aHHA" (BUNYyYEHO NOKa3aHHs:
"MiKO3 30BHILLHbOrO C/IyXOBOroO nNpoxoay"),
"MpoTunokasaHHA", "B3aemogia 3 iHWMK

nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMoSiid",

"Oco61MBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpygat”,

"3[4aTHICTb BNAMBATU Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MexaHismamu',"Cnocib 3acTocyBaHHs Ta Jo3mn",
"Mepepno3ysaHHsa", "Mo6IYHI peakuii™ BiANOBIAHO A0
iHcbopMmaLii o0 MeauyYHOro 3acTocyBaHHsA
pedhepeHTHOro sikapcbkoro 3acoby (EK304EPWU/,
PO34UH HaLLKipHWiA, 10 Mr/mn).
MepiognyHICTb NOAAHHS PErynsiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepAXeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
27. EKOHA30/1- necapii no 150 mr no 3 TOB YkpaiHa TOB "®APMEKC YkpaiHa nepepeecTpavisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13578/01/01
®APMEKC necapii B 6nictepi; no 1 "®APMEKC reyn" peyenmom | mnidsnsi2ae
6nictepy B nayui 3 reyn MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
KapToHy; no 5 necapiis y 3BiTY 3 6e3neku BignoBigHO A0 MNopsaaKy 34iCHEHHSA
6nictepi; no 1 a6o 2 thapmakoHarnsgy, 3aTBep)KeHOro Hakasom
6nictepu B nayuj 3 MiHicTepcTBa OXOPOHU 310POB’A YKpaiHuu Big 27
KapTOHY rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
28. ENIUEA TabneTku, BKpUTI KPKA, a.4., CnoseHis BignosigansHuii CnoseHis MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 3a He UA/13686/01/02
NNiBKOBOK 060/I0HKOHO, Hoso 3a BUPOBGHULITBO peyenmom | nionsizae
no 10 mr, no 7 TabneTok MecTo "in bulk", MepiognyHiCTb NOAAHHS PerynsipHo OHOB/IOBAHOTO
y 6nicTepi; no 4 a6o no NepBUHHY Ta 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
8, abo no 14 6nictepiB y BTOPUHHY hapmakoHarnagy, 3aTBepAXeHoro Hakasom
Kopo6ui; no 10 TabneTok yMakoBKy, MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
y 6nicTepi; no 3 a6o no KOHTpO/b Ta rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
6, abo no 9 6nicTepiB y BUNYCK cepil: MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
Kopoo6ui KPKA, a.4., 3a Ne 1649/29779 (y pegaku,ii Haka3ly MiHicTepcTBa
HoBo mecTo, OXOPOHM 3[10POB’A YKpaiHu Big 26 BepecHs 2016
CnoseHis; poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
BignosiganbHuii 3a3HayYeHVMN Y NepiofMUHOCTI MoAaHHSA perynsipHux

BMPOGHMLTBO "in
bulk", nepBuHHY
Ta BTOPUHHY
yNakoBKy:
KPKA, a.4.,
HoBo mecTo,

3BITIB 3 6e3nekKu.
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
CnoseHis
29. ENILEA TabneTkun, BKPUTI KPKA, a.4., CnoBeHis BignosiganbHuii CnoseHis MepepeecTpauis Ha HEOBMEXEHU TEPMIH 3a He UA/13686/01/03
NAiBKOBOK 060I0HKOLO, Hoso 3a BUPOGHNLTBO peyenmom | mnidnsizae
no 20 mr, no 7 TabneTok MecTo "in bulk", MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
y 6nicTepi; no 4 a6o no NnepBUMHHY Ta 3BiTY 3 6e3neku BignosigHO A0 MNopsaaKy 34iiCHEHHA
8, abo no 14 6nictepis y BTOPUHHY thapmakoHarnsgy, 3aTBep)KeHOro Haka3om
Kopobui; no 10 TabneTok ynaKoBKY, MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiuu Big 27
y 6nicTepi; no 3 abo no KOHTpONb Ta rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
6, abo no 9 6nicTepiB y BMNYCK Cepil: MiHicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
KopoobLi KPKA, a.4., 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
HoBo mecTo, OXOPOHU 340pPOB’A YKpaiHu Big 26 BepecHs 2016
CnoBeHis; poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
BignosiganbHuii 3a3HavyeHVMU Y NepiogNYHOCTI NOAaHHA perynsipHuX
BMPOGHMLTBO "in 3BITiB 3 6e3neku.
bulk", nepBuHHy
Ta BTOPVHHY
yMakoBKy:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis
30. ENILEA TabneTku, BKPUTI KPKA, a.4., CnoseHis BignosiganbHuii CnoseHis MepepeecTpallisi Ha HEOOMEXEHNI TEPMIH 3a He UA/13686/01/01
NAIBKOBOK 060I0HKOLO, Hoso 3a BUPOGHNLTBO peyenmom | miossi2ae
no 5 mr, no 7 tabneTok MecTo "in bulk", MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
y 6nicTepi; no 4 abo no NepBUHHY Ta 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsaKy 3L4iACHEHHS
8, abo no 14 6nictepiB y BTOPUHHY thapmakoHarnagy, 3aTBepAKeHoro Hakasom
Kopo6Li; no 10 TabneTok yrnaxkoBKy, MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
y 6nicTepi; no 3 abo no KOHTpONb Ta rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
6, abo no 9 6nicTepiB y BUNYCK cepil: MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
KopooLi KPKA, a.4., 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
HoBo mecTo, OXOPOHU 30POB’A YKpaiHu Big 26 BepecHs 2016
CnoBeHis; poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpoKamu,
BignosiganbHuii 3a3HavyeHVMU Y NepiogNYHOCTI NoAaHHA pPerynsapHux
3a NepBUHHY Ta 3BITIB 3 6e3neku.
BTOPWHHY
yNakoBKy:
KPKA, a.4.,
HoBo mecTo,
CroBeHis
31. EXIHACA/b cupon, no 125ry Bpounasch MonbLa Bpounascbke MonbLa MepepeecTpaList Ha HEOOMEXEHNI TEPMIH. 6e3 nionsizae UA/9100/01/01
donakoHi; no 1 donakoHy Ke nignprMeMcTBo peuyenma
B YNaKoBLj nignpuemct nNikapcbknx Tpas MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
BO "'epbanons" AT 3BiTy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
NiKapCbKux hapmakoHarnsay, 3aTBepMKEHOro Haka3om
Tpas MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
"lep6anonb rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
" AT MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs 2016 poky
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
32. 3ngoByanH NOPOLLIOK (Cyb6CcTaHuis) y leTepo IHAain leTepo /1a63 IHAain nepepeecTpauist Ha HeOOMEeXeHW TePMIH - He UA/13714/01/01
NoABINHMX Na63 NimiTen nidnsieae
nosieTuIeHoBMX Nimiteq
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
33. IHCNIPOH cupon, 2 mr/mn, no 150 MAT YkpaiHa NAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHN TEPMIH. 3a He UA/9922/01/01
My doriakoHi, no 1 "lanuudhap "Fanuudapm” peyenmom | niossizae
donakoHy y naui M" MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
3BiTY 3 6e3neku BignosigHoO A0 MNopsaaky 34iiCHEHH:
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHUMN Yy NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
34. IPBECAPTAH NMOpOLLIOK (Cy6CcTaHUis) y leTepo IHais leTepo /1a63 IHais MepepeecTpaLisi Ha HEOBMEXEHWIA TEPMIH - He UA/13940/01/01
noABiHMX Na63 Nimiten nionsizae
noslieTUIEeHoBMX Nimiteq
nakeTtax gns
hapmaLeBTUYHOro
3aCTOCyBaHHSA
35. KABIBEH emynbCis Ans iHdysiii dpeseHiyc HimeuyunHa ®peseHiyc Kabi Lseuis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/9045/01/01
NEPUPEPUYH no 1440 mn, abo no Kabi Ab 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom | nionsizae
717 1920 mn, abo no 2400 [Loliunang, thapmakoHarnsgy. BeegeHHs abo 3miHv o
M1 eMynbCil y v6X y3araslbHeHNX AaHux Npo cuctemy dapmakoHarnsgy

TprKamepHoMy
KOHTeliHepi "BiodpiH" (1
Kamepa — 885 mn, abo
1180 mn, abo 1475 mn
11 % po34MHY [NIOKO3U;
2 kamepa — 300 mn, abo
400 mn, a6o 500 mn
BawmiHy 18 HoBywm; 3
Kamepa — 255 mn, abo
340 mn, abo 425 mn
IHTpaninigy 20 %), Skvii
pa3oM 3 aHTVIOKUCHVKOM
BMIiLLLYtOTb B 30BHILLHil
N1aCTUKOBUI MILLIOK;

(BBEAEHHSA Y3araslbHEHNX AaHWX NPO cucTeMy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnagy;

KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHuKa An1s
3[jiCHEeHHs hapMakoHarisay B YkpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0co6u, BignosiganbHOT
3a 3fiiicHeHHs hapmakoHarnsgy (Bkiovaun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MiLLleHHI MacTep-
(paiina cuctemu hapmMakoHarssay) - 3miHa
KOHTaKTHOI 0co6U 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHEeHHs1 hapmakoHarsgy B YkpaiHi. fitoua
pepakuis: JiuceHko Ninia CtenaHiBHa. MNponoHoBaHa
pepakuisi: babaes Banepiii CTaHicnaBoBuy. 3miHa
KOHTaKTHUX Ai@HNX KOHTaKTHOT 0cobu Ans




35

n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTEHEepW B KAPTOHHIl
Kopoobui

3[jiCHEeHHS] hapMakoHarisay B YkpaiHi.
3MiHY Woao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
nNikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3
HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMW, KITIHIYHUMM
AaHUMK Ta faHrmu 3 hapmakoHarnsgy - 3MiHm
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA NikapCbkoro 3acoby A0 po3ainis
"Cknag, "(yTouHeHHs iHchopmawii),
"bapmakoTepaneBTMYHa rpyna'"(yToyHeHHs
iHchopmauii B TekcTi 6e3 3miHn kogy ATX ),
"®apmaKonorivyHi B1acTMBOCTI"(YTOUHEHHS
iHdhopmadii ), "MpoTunokasaHHaA", "OcobnnBOCTI
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
[03n"(yTouHeHHs iHdopmalii), “Mepepo3yBaHHA",
"Mo6iyHI peakuii " BignoBigHO A0 MaTepianis
peecTpavuiiHoro AochE.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku BiANOBIAHO f0 MopsAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuWii B
MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

36.

KABIBEH
LUEHTPANbHA
n

emynbCia ANs iHys3ii,
no 1026 mn, a6o no
1540 mn, a6o no 2053
M, abo no 2566 mn
eMynbCil y
TprKamepHoOMy
KOHTeliHepi "BiodpiH" (1
Kamepa — 526 mn, abo
790 mn, abo 1053 mn,
a6o 1316 mn 19 %
PO3YMHY T/IH0KO3W; 2
kamepa — 300 mn, abo
450 mn, abo 600 mn,
ab6o 750 mn BamiHy 18
Hosywm; 3 kamepa — 200
M, abo 300 mn, abo
400 mn, a6o 500 mn
IHTpaninigy 20 %), skui

dpeseHiyc
Kabi

[Jonunang
rM6X

HimeuunHa

®peseHiyc Kabi
Ab

LLiBeuis

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3ara/lbHeHUX JaHvx npo cuctemy chapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHNX AaHWX NPO cucTeMy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuka ans
3[jiCHEeHHs1 hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMiHHa BiJ YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOT
3a 3gjlicHeHHs chapmakoHarnsgy (Bknoyaryn
KOHTaKTHi AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemmn chapmakoHarnsagy) - 3miHa
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuka ans
3[jiCHeHHs1 hapmakoHariagy B YkpaiHi. fitoua
pegpakuist: Jiucexko flinis CtenaHiBHa. lNponoHoBaHa
pepakuisi: babaes Banepiii CTaHicnaBoBuy. 3miHa
KOHTaKTHUX aHWX KOHTaKTHOI ocobu ans

3a
peyenmom

He
nionsieae

UA/9044/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
pas3oM 3 aHTUOKVMCHKOM 3[jiCHEeHHs1 hapmakoHaraay B YkpaiHi
BMILLYtOTb B 30BHiLLHiiA 3MiHY Woao 6e3nekn/edeKTMBHOCTI Ta
NAacTUKOBUIA MILLIOK; chapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
KOHTEHEepW B KAPTOHHIl nNikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
KopooLi IHCTPYKUIT A1 MeQUYHOro 3aCTOCyBaHHSA y 3B'A3KY i3
HOBVMW JaHUMW 3 AKOCTI, AOKNIHIYHUMW, KITIHIYHUMM
AaHUMK Ta faHrmu 3 hapmakoHarnsgy - 3MiHm
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHSA NikapCbkoro 3acoby A0 po3ainis
"Cknag, "(yTouHeHHs iHchopmawii),
"bapmakoTepaneBTMYHa rpyna'"(yToyHeHHs
iHchopmauii B TekcTi 6e3 3miHn kogy ATX ),
"®apmaKonorivyHi B1acTMBOCTI"(YTOUHEHHS
iHdhopmadii ), "MpoTunokasaHHaA", "Cnoci6
3acTocyBaHHsA Ta [03u"( YTOYHEHHs iHdopmadii),
"Mepepo3yBaHHs", "Mob6iyHI peakuii " BiANOBIAHO A0
Marepianis peecTpauiiiHoro AOCbE.
MepiognyHICTb NOAAHHS PErynsiPHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepaXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
37. KAHOECAPTAH | nopoluok (cy6cTaHuis) y leTepo IHAain leTepo /1a63 IHAain MepepeecTpauis Ha HEOBMEXEHU TEPMIH - He UA/13941/01/01
Yy NoABINHMX Na63 NimiTen nionsieae
LUMNEKCETUN nosieTuIeHoBMX Nimiteq
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
38. KETOPO/AK- Tabnetkun no 10 mr no ToBapucTs YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/4961/02/01
340POB'A 10 TabneTok y 6nicTepi; 03 BMPOGHMLTBA, 3MiHK | TUny - 3MiHK Woao 6e3neku/edhekTUBHOCTI peyenmom | niossizae
no 1 a6o no 2 6nicrepu 06MexeHo KOHTPO/Ib SIKOCTI, Ta (papmakoHarnsgy. 3miHa y KopoTkili
B KapPTOHHI kopo6uj; no 10 BMNYCK Cepil: XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi
30 TabneTtok y Bignosigan ToBapucTBO 3 MapKyBaHHS Ta IHCTPYKLUIT 4515 MeANYHOro
KOHTeliHepi; no 1 bHICTIO 06MEXEHO 3aCTOCYyBaHHSA Ha niacTasi perynsipHo
KOHTeliHepy B KapTOHHIli | "®apmaues BiANoBigasIbHICT OHOB/IOBAHOIO 3BIiTY 3 6e3neku NikapcbKoro 3acoby,
Kopoo6Li TMYHa o abo focnigxeHb 3 6e3nekn 3acTocyBaHHA
KOMnNaHis "®apmaueBTUUH nikapcbKoro 3acoby B nicspeecTpaviiiHvii nepios,
"3p0pos'a” a KomnaHis ab0 Sk pe3ysibTar OLiHKM 3BiTY 3 AOCNIAKEHb,
"3popos'a’, npoBeeHnX BiAMnoBigHO 40 NnaHy negiatpuydHmnx
YkpaiHa pocnipkeHs (PIP) (3MiHy y3rofXeHo 3

KOMMETEHTHVMM YNOBHOB&XEHVM OPraHoM) - 3MiHU
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o

3acoby yrnakoska) nocsi0o4YeHHs1
BCi cTagii BHECEHO A0 IHCTPYKLii 4518 MeanyHOro
BMPOGHMLTBA, 3aCcTOCyBaHHSA fikapcbKoro 3acoby Ao po3zinis
KOHTPO/b AKOCTI: "apmakonoriyHi B1acTmBocTi" (YTOYHEHHS
iHdpopmawii), "MNMpoTrnokasaHHs", "B3aemogis 3
ToBapucTBo 3 IHLWMMK NiKkapcbknMy 3acobamu Ta iHLWi BUan
obmexeHoro B3aemMogiin", "OcobnnBoCTi 3acToCyBaHHA",
BiAMOBIgaNIbHICT "3acTocyBaHHs y nepiog, BariTHOCTi ab0 roflyBaHHs
10 "OAPMEKC rpyaar” (4onoBHEHO iHhopmalieto 3 6esnekn),
reymn:, "3paTtHICTb BNAMBATY Ha LWBWAKICTL peakLii npu
YkpaiHa KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
MexaHismamu" "Cnocib 3acTocyBaHHsA Ta f03mn"
(yTouHeHHs), "Mepeno3yBaHHs", "MobiuHi peakwi”
BiANOBIAHO [0 OHOBNEHOT iHGhopMaLii 3 6e3nekn
Ailo40i Ta fONOMDKHUX PEYOBUWH Nikapcbkoro 3acoby
MepioguyHICTb NOAAHHS PEryNsiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepaXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.

39. KOKAPBOKCW/ | nopoLuok (cy6cTaHuis) y [lepxasHe YkpaiHa [NlepxasHe YkpaiHa MepepeecTpauis Ha HEOBMEXEHU TEPMIH - He UA/2087/01/01
A3N KOHTeliHepax nignpuemcT niaNpMEMCTBO nionsizae
FIAPOXNOPUA, | nonieTuneHoBUX Ans BO "3aBof "3aBog, XiMiYHMX

hapmaLeBTUYHOIO XiMIYHMX peakTusis "
3aCcToCyBaHHA peakTuBiB " HaykoBo-
HaykoBo- TEXHONOriYHOro
TEeXHO/OriY Komnnaekcy
Horo "[HCTUTYT
KOMMJIEKCY MOHOKpUcTanis"
"IHCTUTYT HauioHanbHoi
MOHOKPUCT akagemii Hayk
anig" YkpaiHun"
HaujioHasbH
oi akagemii
Hayk
YKpainu"
40. KPEOH® 10000 | kancysu TBepdi 3 ABGOTT HimeuyunHa ABGOTT HimeuunHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsizae UA/9842/01/01
racTpope3nCcTeHTHUMMN Nab6opaTtopi Nab6opaTtopi3 peuenma
rpaHynamu no 150 wr; 3 'm6X 6X MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOMO

no 20 a6o 50, a6o 100
Kancyn y pnakoHi; no 1
NakoHy B KAPTOHHIl

3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpOHY 340pOB’'s YKpaiHu Big 27
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
Kopobui; no 10 kancyny rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
6nictepi; no 1 a6o 2, MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
abo 3 6nictepu B 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
KapTOHHI KOpoo6Li 0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.
41. KPEOH® 25000 Kancynu Teepai 3 AGGOTT HimeuyunHa AG60TT HimeuyunHa MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/9842/01/02
racTpope3nCTEHTHUMMN Nab6opaTtopi NabopaTopi3 peuyenma
rpaHynamu no 300 Mr no 3 mM6X v6X MepioguyHicTb NOAAHHSA PeryssipHO OHOBJIOBAHOTO
20 ab6o 50, a6o 100 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
Kancyn y cpiakoHi; no 1 hapmakoHarnagy, 3aTBepAKeHoro Hakasom
h/1aKoHY B KapTOHHii MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27
Kopo6ui; no 10 kancyny rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
6nicTepi; no 2 6nictepn MinicTepcTsi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
B KQpPTOHHI Kopo6Lj 3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMN y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
42, KPEOH® 40000 Kancynu TBepai 3 AGGOTT HimeuyunHa A660TT HimeuyunHa MepepeecTpauis Ha HEOOMEXEHW TEPMIH. 6e3 nidnsieae UA/9842/01/03
racTpope3nNCcTeHTHUMU Nab6oparopi Nab6opaTtopi3 peyenma
rpaHynamu no 400 mr; 3 'M6X 6X MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOTO
no 20 a6o 50, a6o 100 3BiTy 3 6e3neku BignosigHoO A0 MNopsaaky 34iiCHeHH:
Kancyn y conakoHi; no 1 dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
(h/1aKOHY B KapTOHHii MiHicTepcTBa OXOPOHU 340POB’A YKpaiHuu Big 27
Kopo6ui; no 10 kancyny rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
6nictepi; no 2 6nictepn MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHa 2016 poky
B KapTOHHI Kopo6Lyi 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HaYeHUMN Yy NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
43. KPEOH®UUK racTpope3vnCTEHTHI ABGGOTT HimeuunHa ABGOTT HimeuunHa MepepeecTpauisi Ha 5 pokiB 6e3 nionsizae UA/15046/01/01
rpaHynu, no 60,12 Nab6opaTtopi Nab6opaTopi3 peuenma
Mr/100 mr; no 20 1 3 'M6X m6X MepiognyHiCTb NOAAHHS PerynsipHo OHOBJIOBAHOTO
rpaHys y CK/IsHIi 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS
nasawyi; no 1 naswui 3 hapmakoHarnagy, 3aTBepAXeHoro Hakasom
MipPHO JTOXKOH Y MiHiCTepCTBa OXOPOHU 340POB’A YKpaiHuu Big 27
KapTOHHIA KopooLi rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefakuii Hakasy MiHicTepcTBa
OXOPOHW 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITIB 3 6e3nekmn
44, NEBO®/IOKCA | nopowok (cybcTaHuis) y leTepo IHAaia leTepo dpar3 IHAaia nepepeecTpavjis Ha He0bMeXeHNl TepMiH - He UA/13662/01/01
UNHY NoABINHMX [Opars NimiTeq nidnsieae
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
FEMITIAPAT noslieTUIEHOBMX Nimiteq
nakeTtax gns
hapmaueBTUYHOro
3aCcTOCyBaHHSA
45, NEKPONIH® Kpanni ouHi, 40 mr/mn, CaHTeH AT DiHNAHAiIA Bupo6bHuuTeo 3a | PiHnaHgia/ MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/2383/01/02
no 5 mn y chnakoHi- NOBHUM LMK/IOM: Kutai 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nidnsieae
KpanesnbHuui, no 1 CaHTeH AT, thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuui
(h/1aKOHY B KapTOHHii PiHNAHAIA; niKapcbKoro 3acoby, TEeKCTI MapKyBaHHSA Ta
Kopoo6ui Brpo6HuK, IHCTPYKLii 415 MeAMYHOro 3acTOCyBaHHS Y 3B'A3KY i3
BiANOBiAA/IbHNI HOBUMMW AaHUMU 3 SIKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
3a BUPOOHMLTBO OaHuMK Ta faHumu 3 hapmakoHarnsgy - 3MiHm
in bulk, BHECEHO A0 IHCTPYKLiT 418 MeanyHOro
nepBuHHE Ta 3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainis
BTOPWHHE "MokasaHHsA" ( 6yNn0:"IoCTpPi Ta XPOHiYHI anepriyHi
nakyBaHHs: KOH'IOHKTVBITM @60 KepPaTOKOH'IOHKTUBITW." , CTaso
CaHTeH "'oCTpi Ta XPOHiYHi anepriyHi KOH'IOHKTMBITU."),
dapmacbloTikas "B3aemogis 3 iHWMMU NiKkapcbkumn 3acobamu Ta
Yaiina Ko. NTa, iHWi BUAW B3aemogiit", " Cnocob 3acTocyBaHHs Ta
KuTaiz; [o3n", " MNo6iyHi peakuii” BiANOBIAHO A0 MaTepianis
BUpPO6HUK, peecTpauiiHoro oChE.
BiANOBiAabHNI
3a KOHTPO/b MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
SIKOCTi Ta BUMYCK 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
cepii: hapmakoHarnagy, 3aTBepAKeHoro Hakasom
CaHTeH AT, MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
PiHNAHAIA rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 370pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
46. NINOAEMIH TabneTtkn, BKPUTI NMPO®APM ManbTa AkTaBic /ITq, ManbTa MepepeecTpauis Ha HeO6MeXeHNA TepMiH. 3MiHK | 3a He UA/13501/01/01
NAiBKOBOK 060I0HKOMO, A TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossizae
no 10 mr; no 10 IHTEepHeLH thapmakoHarnsgy. 3MiHU y KOPOTKili xapakTepucTuLi
Tabnetok y 6nictepi; no n TpelignHr NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
3 6nicTepu B KapPTOHHiIl Nimiteq IHCTPYKLi 419 MeAUYHOro 3aCTOCYBaHHSA

nauui

reHepUYHMX/TiBPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW1 NpenapaT (3MiHa He noTpebye
Ha/JaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHN
BHECEHO [0 iHCTPYKLi 415 MeanyHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby Ao po3giny
"MMokasaHHA", a TakoX [0 po3ainis "®apmakonoriyHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMKM nikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

rpyAAt0"”, "34atHiCTb BI/IMBATU Ha LIBMAKICTb peakwil
npv KepyBaHHi aBTOTPAHCNOPTOM @60 iHLIMMK
mMexaHismamun”, "Cnocib 3acTocyBaHHs Ta 4o3un",
"[iTn" (yTouHeHHs iHdopMmadii), "MNMepeso3lyBaHHs",
"Mo6iyHI peakui™ BigNOBIgHO A0 iHhopmaLi
pedoepeHTHOro fikapcbkoro 3acoby (JIMPUMAP®,
TabneTkv, BKpUTI NAIBKOBOK 060/10HKO, Mo 10 Mr
a6o 20 wr).

MepiognyHICTb NOAAHHS PErysiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepaXeHoro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’'S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHuX
3BITiB 3 6e3neKu.

47.

NINOCAEMIH

TabneTtkn, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
no 20 mr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
nauui

MPO®APM
A
IHTEepHeLH
n TpelignHr
Nimiteq

ManbTa

AxTasic /lTg,

ManbTa

MepepeecTpauis Ha HeO6MeXeHNA TepMiH. 3MiHK |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiIBPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHM Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO 10 IHCTPYKLi 415 MegnyHOro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX [0 po3ainis "®apmMakonoriyHi
BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3
iHLIMMKM nikapcbkMKM 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyAAat0"”, "34artHiCTb BIIMBATU Ha LIBMAKICTL peakuil
npu KepyBaHHi aBTOTPaHCNoOpPTOM abo iHWMMU
mexaHismamu”, "Cnocib 3acTocyBaHHs Ta 4o3un",
"[iTn" (yTouHeHHs iHdopMaii), "MNMepeso3yBaHHs",
"Mo6iyHI peakui™ BigNOBIgHO A0 iHhopmaLi
pedoepeHTHOro sikapcbkoro 3acoby (JIMPUMAP®,
TabseTkv, BKpUTI NAIBKOBOK 060/10HKO0, Mo 10 Mr
ab6o 20 mr).

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnisay, 3aTBepMKEHOI0 HaKa3om

3a
peyernmom

He
nidnsieae

UA/13501/01/02
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITIB 3 6e3neKu.
48. NOPA3ENAM MOPOLLOK KpUCTasTivHWi TOB YkpaiHa ®.1.C.- dabbpika ITanis nepepeecTpavisi Ha HeOOMEXEHUI TePMiH - He UA/13838/01/01
(cybcTaHuis) y "XapkiBCcbke ITaniaHa nionsizae
noAgiliHMX hapmaueBT CinTerTiui C.n.A.
nonieTuIeHoBmxX N4yHe
naketax gns nignpuemct
chapmaLeBTUYHOro BO
3acTocyBaHHA "340poB'a
Hapoay”
49, MIPAMICTUH®- | ma3sb, 5 mr/r; no 15 r aéo MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWI TEPMIH 6e3 nionsieae UA/1804/01/01
AAPHMNLUA 30 ry Ty6i; no 1 Ty6i y "dpapmaLes "®apmaueBTuUH peyenma
nadui; no 1000 ry TUYHA a hipma MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
6aHKax dipma "NapHuus"” 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
"fapHnus” hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB’A YKpaiHu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITIB 3 6e3neKu.
50. HEWPUCMIH- TabneTkn, BKPUTI ToBapucTs YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOOMEXEHNA TEPMIH. 3a He UA/1178/01/04
340POB'A NNiBKOBOK 060JI0HKOMO, 03 BMPOGHMLTBA, 3MmiHu Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | niossizae
no 4 mr, no 10 TabneTok 06MexeHo KOHTPO/b AKOCTI, chapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTui
y 6nicTepi; no 2 abo no 10 BUMYCK cepil: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
6 6nicTepiB y KapTOHHIi Bignosigan ToBapucTBO 3 IHCTPYKUIT AN19 MeQUYHOro 3aCToCyBaHHA Ha nigcTasi
Kopo6Li bHICTIO 06MEXEHO perynsipHo OHOB/IOBAHOIO 3BIiTY 3 6e3neku
"dhapmaues BigNoBigasIbHICT niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
TMYHa 0 3aCTOCYBaHHS ikapcbKoro 3acoby B
KOMnNaHis "GapmaueBTUYH nicnsipeecTpaviiHuii nepiog, abo sk pesynbtart
"3p0poB's” a KoMnaHis OL}iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHMX BiAMNOBIAHO
"3popos'a’, [0 nnaHy negiatpuyHnx gocnigxeHs (PIP) (3MiHy
YKpaiHa; Y3ropKEHO 3 KOMNETEHTHUM YNOBHOBaXKEHUM
BCi cTagii opraHom) - 3MiHVM BHECEHO A0 iHCTPYKUIT Ans
BUPOBHMLITBA, MeAMYHOro 3acTOCyBaHHA ikapCbKoro 3acoby [0

KOHTPO/Ib SAKOCTI:
ToBapucTtso 3

po3sginis: "®apmakonoriyHi BnactusocTi”,
"MokasaHHs" (pegaryBaHHs), "MpoTrnokasaHHs",

06MexeHo "B3aemogis 3 iHWKMKM NikapcbkuMmn 3acobamu 1a
BiANoBigasIbHICT iHWi BUAW B3aemogiii", "OcobnusocTi
10 "®PAPMEKC 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
reyn-, "MepeposyBaHHs", "MNo6iyHI peakuii” BIANOBIAHO A0
YkpaiHa OHOBJEHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHN.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’'s YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB’A YKpaiHu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
51. HEWPUCHIH- TabneTkn, BKPUTI TosapucTs YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/1178/01/03
340POB'A NNiBKOBOK 060/TI0HKOIO, 03 BMPOGHMLTBA, 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom | mniosnsi2ae
no 2 mr, no 10 TabneTok 06MexeHo KOHTPO/b SIKOCTI, thapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
y 6aicTepi; no 2 abo no 10 BUNYCK cepil: niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
6 6nicTepiB y KapTOHHii Bignosigan ToBapucTBo 3 IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha niacTasi
KopoobLi bHICTIO 06MEXEHO perynsapHo OHOB/IHOBAHOIO 3BIiTY 3 6e3neku
"®apmaues BiANOBigasIbHICT nikapcbKkoro 3acoby, abo gocnimxkeHb 3 6e3neku
TMYHa 0 3aCTOCYBaHHS /iKapcbKoro 3acoby B
KOMnaHis "®apmaueBTUUH nicnsipeecTpaviiHuii nepiog, abo sk pesynbtart
"3p0pos'a” a KomnaHis OLIiHKM 3BITY 3 AOC/iI)KEHb, MPOBEAEHNX BiAMNOBIAHO
"3popos's”, 00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
YkpaiHa; Y3rO[XEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVM
BCi cTagii OopraHom) - 3MiHVM BHECEHO A0 iIHCTPYKLi A1s
BUPOBHMLITBA, MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby [0
KOHTPO/b AKOCTI: po3zinis: "®apmakonoriyHi BNacTmeocTi",
TosapucTso 3 "MokasaHHa" (pegarysaHHs), "MpoTrnokasaHH:",
o6MexeHo "B3aemogis 3 iHWKMKM NikapcbkuMu 3acobamu 1a
BignoBiganbHiCT iHWi BMAy B3aemogiin”, "OcobmBocTi
10 "OAPMEKC 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta 4o3un",
reyn-, "Mepepno3yBaHHsa", "Mo6iyHI peakuii” BiANOBIAHO A0
YkpaiHa OHOB/EHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHN.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
52. HEWPUCHIH- TabneTkun, BKpUTI ToBapucTs YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/1178/01/02
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
340POB'A NNIBKOBOK 060/TI0HKOIO, 03 BVMPOGHMLTBA, 3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom | miossi2ae
no 1 mr, no 10 TabneTok 06MEXEHO KOHTPO/b SIKOCTI, thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
y 6nicTepi; no 2 abo no 10 BUNYCK cepil: niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
6 6nicTepiB y KapTOHHIi Bignosigan ToBapucTBo 3 IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha niacTasi
Kopooui bHICTIO 06MeXeHo perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3neKku
"®apmaues BiANoBigaIbHICT nikapcbKoro 3acoby, abo gocnimkeHs 3 6e3neku
TMYHa 0 3aCTOCYBaHHS /iKapCbKoro 3acoby B
KOMnaHis "®apmaueBTUUH nicnsipeecTpadiiHuii nepiog, abo sk pesynbTart
"3p0pos'a” a KomnaHis OLIiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
"3popos's”, 00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
YkpaiHa; Y3rOA)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
BCi cTagii opraHom) - 3MiHV BHECEHO A0 IHCTPYKLi A1
BUPOBHMLITBA, MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby [0
KOHTPO/b SAKOCTI: po3zinis: "®apmakonoriyHi BNacTmeocTi",
ToBapucTso 3 "MokasaHHa" (pegarysaHHs), "MpoTunokasaHH:A",
obmexeHo "B3aemogis 3 iHWKMKU NikapcbkuMu 3acobamu 1a
BignoBigasbHiCT iHWi BMAay B3aemogiin”, "OcobmBocTi
10 "OAPMEKC 3acTocyBaHHsA", "Cnocib 3acTocyBaHHA Ta 4o3un",
reyn-, "MepeposyBaHHs", "MNo6iyHI peakuii” BIANOBIAHO A0
YkpaiHa OHOBJEHOT iHGhopMaLii 3 6e3nekn 440l peyoBUHN.
MepiognyHICTb NOAAHHS PErynsipPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepXeHoro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
53. HEOrEMO/AE3 PO34MH N8 iHdysii no ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/9724/01/01
200 mn abo 250 mn, abo 03 o6MexeHo peyenmom | mnidssi2ae
400 mn, abo 500 mny 06MexeHo BignoBiganbHiCT 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
NAsLWKax 10 10 hipma Ta hapmakoHarnagy. 3miHa y KopoTkii
Bignosigan "HoBodhapm- XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
bHICTIO BiocuHTes" MapKyBaHHS Ta IHCTPYKLUIT 418 MeANYHOro
hipma 3acTOCyBaHHS Ha MigcTasi perynsipHo
"HoBodhapm OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku Nikapcbkoro 3acoby,
-BiocnHTes" ab0o focnifxeHb 3 6e3Mnekn 3acToCyBaHHs

nikapcbKoro 3acoby B MicigpeecTpavyiiiHvin nepiog,
ab0 Sk pe3ysibTaT OLiHKM 3BiTY 3 AOCNIOKEHb,
npoBeAeHnX BiANoBIAHO A0 NaHy negiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rokeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm) - 3MiHW
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3acToCyBaHHA NikapCcbKoro 3acoby Ao posginy
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

"Mo6iuHi peakuji"BigNoBIAHO A0 OHOBEHOT
iHhopmaLii 3 6e3neku 3acToCcyBaHHA Ail0UnNX
peyoBWH

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku BiANoBIAHO f0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHa 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3nekn

54,

HEOLEEPOH

PO3YUH ANS iH'EKLN,
1000 mr/4 mn no 4 mn B
amnyni; no 3 amnynv B
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 1 ynakoBuj
B KApPTOHHIli Kopobu,i

€BPO-
OAPMA
CPN

ITanis

ECCETI
PAPMAYEYTIMI
CP/.

ITanis

MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH
3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKii xapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT ANA MeAMYHOro 3aCTOCyBaHHSA
reHepuyHnX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco6iB Nic/1A BHECEHHSA TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3mMiHa He noTpebye
HaJaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHN
BHECEHI A0 iHCTPYKUii y po3gin "Cnoci6
3acToCyBaHHA Ta 031" BignoBigHO A0 iHhopmal,i
LLIOA0 MEANYHOrO 3aCTOCYBaHHA petiepeHTHOro
nikapcbkoro 3acoby (LLEPAKCOH®, Po3uuH gns
iH’exuiid, 500 mr, 1000 mr).
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHv oo
y3araslbHeHUX faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHUX NPO cucTeMy
chapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHs hapMakoHarisay B YkpaiHi, SKLLo BoHa
BiAMiHHa BiJ, yNOBHOBaXEHOI 0c0o6W, BignoBiganbHOT
3a 3fjiicHeHHs thapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
paiina cuctemu hapmakoHarnsay) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKA, BignoBigasibHOI 3a
3[jiicHeHHs dhapmakoHarniagy: [itova pegakuis: 4p.
®paHyecko benni. MponoHoBaHa pejakuis — Ap.
EmaHyenna Accist 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXeHOT 0cobM.

MepiognyHiCTb NOAAHHA PEryssipHO OHOBJ1IOBAHOIO

3a
peyenmom

He
nionsieae

UA/13539/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.

55.

HEOLIEBEPOH

pO34uH ANs iH'ekuiid, 500
Mr/4 mnno 4 mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 ynakosui
B KQpPTOHHI Kopo6Lj

€BPO-
OAPMA
CPN

ITanis

ECCETI
OAPMAYEYTIUI
CP/.

ITanis

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKilli XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
reHepuYHUX/ribpuaHNx/6ionodibHNX Nikapcbknux
3aco6iB Nicns BHECEHHS TiET camoi 3MiHU Ha
pedoepeHTHUIA npenapaT (3mMiHa He noTpebye
Ha/JaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHEeCeHIi [0 IHCTpyKLii y po3ain "Cnocib
3acTocyBaHHs Ta [03u" BignoBigHo Ao iHchopmauii
LLOA0 MEUYHOrO 3aCTOCyBaHHS pethepeHTHOro
nikapcbkoro 3acoby (LEPAKCOH®, Po3uunH ans
iH’ekuiin, 500 mr, 1000 wr).
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHNX NPo cucTemy
thapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, sKLL0 BoHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIfa/IbHOI 3a
3[jicHeHHs1 hapmakoHarnagy: [iroya pegakuis: 4p.
®paHyecko Benni. NponoHosaHa pegakuis — Ap.
EmaHyenna Accist 3MiHa KOHTaKTHUX JaHnX
YNOBHOBaXEHOT 0Co6U.

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs 2016 poky

3a
peyenmom

He
nidnsieae

UA/13539/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
56. HIMOAMMIH NOPOLLIOK (Cyb6CcTaHuis) y My6niuHe YkpaiHa My6niuHe YkpaiHa nepepeecTpauis Ha He0OBMeXeHWn TEPMIH. - He UA/13632/01/01
NoABINHMX akujioHepHe akujioHepHe nidnsieae
CBITN03aXNCHUX TOBapMCTBO TOBapWCTBO
nonieTnneHoBmxX "HaykoBo- "HaykoBo-
naketax gns BMPOGHUYN BMPOGHUYUIA
chapmaLeBTUYHOro 7 ueHTp LeHTp
3acToCyBaHHSA "BopLuarisc "BopLuariBcbknii
bKWIA XiMiKO- XiMiKo-
hapmavueBT hapmaLeBTUYHN
NYHWIA 1 3asoa”
3asof”
57. HOBOKAIH PO34UH A5t iH'EKLA 5 MpusatHe YkpaiHa MpuBaTHe YkpaiHa nepepeecTpaLisi Ha He0OBMEXeHW TePMiH 3a He UA/13523/01/01
Mr/mMn no 5 mn B amnyni, | akuioHepHe akujioHepHe peyenmom | miossi2ae
no 10 amnyn B nayui 3 TOBapucTBo TOBapuCTBO 3MiHK | TUny - 3MiHK Woao 6e3neku/edhekTUBHOCTI
KapToOHy 3 "Jlekxim- "Jlekxim-Xapkis" Ta (papmakoHarnsgy. 3miHa y KopoTkili
neperopogkamu, rno 5 Xapkis" XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
mMA B amnyni; no 5 MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
amnyn B 6nictepi, no 2 3aCTOCYyBaHHSA Ha niacTasi perynsipHo
6nictepun y nauui 3 OHOB/IOBAHOIO 3BiTY 3 6e3neky NikapcbKoro 3acoby,
KapToHy, Mo 5 mn B abo focnigxeHb 3 6e3nekn 3acTocyBaHHA
amnyni; no 100 amnyn B nikapcbKoro 3acoby B nicspeecTpaviiiHvii nepios,
KOpOO6Lii 3 KApTOHY 3 ab0 fK pe3ysibTar OLiHKM 3BITY 3 AOCNIAKEHb,
neperopogxamm npoBefeHnX BiANOBIAHO A0 NNaHy negiatpuiHmNX
pocnipkeHs (PIP) (3MiHy y3rofXeHo 3
KOMMETEHTHVUM YMOBHOB&XEHNM OPraHoM) - 3MiHU
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCcTOCyBaHHS fikapcbKkoro 3acoby Ao po3zinis
"Oco6nuBocTi 3acTocyBaHHs", "Mepefo3yBaHHa"
BiANOBIAHO O OHOBNEHOT iHGhopMaLlii 3 6e3neku
3acToCyBaHHSA Ait040i pevoBUHU
MepiofnyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
hapmakoHarnsgy, 3aTBepaXeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 30POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku
58. HYPO®EH® Kancysm m'ski no 200 mr, PekkiTT Benvka PekkiTT BeHkizep Benvka [MepepeecTpauis Ha HEOOMEXEHWU TEPMIH. 6e3 nidnsieae UA/13599/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
EKCNPEC no 4 a6o 10 kancyn y BeHkizep BpuTaHis Xenckep Bputanis/ 3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenma
YNbTPAKAN 6nictepi; no 1 6nictepy Xenckep IHTEepHeLHN HinepnaHg | dhapmakoHarnisgy. 3miHa y KOPOTKiil XxapaKTepucTuli
B KapTOHHIiA KOpoOL IHTEepHeLUH Nimitea, Benuka n NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
n Niviteq BpuTaHis; IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha niacTasi
BiZJNOBIAANbHWIA perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
3a BMPOGHULTBO nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
in bulk: 3acTocyBaHHS NiKapcbKoro 3acoby B
MaTeoH nicnsipeecTpadiiHuii nepiog, abo sk pesynbTart
Codpmxenc b.B., OLIiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
HigepnaHngm 00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy

Y3rOA)KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) - 3MiHV BHeCeHi [0 IHCTPYKUIT y po3ainu:
"®apmakonoriyHi BractmsocTi”, "lMpoTunokasaHHs",

"B3aemogia 3 iHWKMK NiKkapcbkumn 3acobamu Ta
iHWi BUAW B3aemogiii", "OcobnnsocTi
3actocyBaHHs", "MNepeno3yBaHHsA", "M06iYHI peakuil”
3rigHO 3 iHpopmaLieto Wwoao 6e3nekn aitoyoi
pPeyoBUHN.
3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3ara/lbHEHNX AiaHNX NPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobw,
BiZiNOBIAANbHOI 3a 3AjiCHEHHS hapmakoHarnsay;

KOHTaKTHOI 0cobM 3 hapMakoHarnifgy 3asBHuKa 4N
3[iiCHEeHHS1 hapMakoHarsay B YKpaiHi, SKLL0 BoHa
BifiMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI

3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn

KOHTaKTHI faHi) Ta/abo 3MiHW Y PO3MiLLLeHHI macTep-
thaiina cuctemun chapmakoHarnsgy) - NMpornoHosaHa

pefakLisi: ynoBHOBaxkeHa 0coba 3asBHUKa,
BiANoOBigasibHa 3a thapmakoHarnsag, - Tpeiici Kpykc
(Tracy Crooks). KoHTakTHa ocoba, BignosiganbHa 3a
thapmakoHarnag;: giroya pegakuis: OneHa BoeBoga,
nponoHoBaHa pefakuis: TetaHa [lybay. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0co6u,
BiANOBIAabHOI 3a thapmakoHarnsg,

MepiognyHiCTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHMMM Y NepiogMYHOCTI NoAaHHSA perynsipHmx
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
3BITIB 3 6e3neku.
59. O®PTA/b Kpanni o4Hi, po3unH 0,5 ToBapucTs YkpaiHa BCi cTagii YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH 6e3 niosnsieae UA/13675/01/01
Mmr/mn no 5 mn abo no 03 BMPOGHMLTBA, 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta peuyenma
10 mn y donakoHi; no 1 06MeXeHo KOHTPO/Ib AKOCTI, thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuui
doNakoHy y KOMMEeKTi 3 10 BUNYCK cepil: niKkapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
KPWLLIKOIO- Bignosigan TosapucTso 3 IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
KpanesbHULEelo B navli 3 bHICTIO o6MexeHo reHepuYHUX/ribpuaHNx/6ionodibHNX fikapcbknx
KapToHy "LocnigHwnii BignoBiganbHiCT 3aco6iB nicna BHECEHHSA TiET caMol 3MiHU Ha
3aBofj 10 "[ocnigHuia pedoepeHTHUIA npenapaT (3MiHa He NoTpebye
"rHUnC" 3asog "rHUIC", HaZaHHS XXOAHMX HOBUX JAOAATKOBUX AaHWX) -
YkpaiHa,; 3MiHV BHECEHO A0 IHCTPYKUIT ANs MEAUYHOIO
BCi cTagii 3acTOCyBaHHSA fikapcbKoro 3acoby Ao poszinis
BMPOGHMLTBA, "MokaszaHHsa" (byno: CumnToMaTM4He TMMYacoBe
KOHTPO/b SKOCTI, NoNerLeHHst BTOPUHHOT rinepemii oueli yHacnifgok
BMNYCK Cepil: NOMIpPHOrO NOAPAa3HIOBa/IbHOIO BM/NBY; CTaU10:
ToBapucTBO 3 CumnToMaTyHe TMYacoBe NOJErLLUEeHHS BTOPUHHOI
06MEXEHO rinepemii o4ei yHacnifok nomipHoro
BigNoBigasIbHICT noApasHioBasIbHOro BNAMBY Ta afiepriyHoro
10 "®APMEKC KOH'IOHKTUBITY), "®apmMakosoriyHi BnacTuBocTi",
reyn:, "B3aemogis 3 iHWMMU NiKkapcbkumn 3acobamu Ta
YkpaiHa iHLWIi BMAW B3aemogiin", "OcobmsocTi
3acTocyBaHHs", "34aTHICTb BNMBATY Ha LUBUAKICTb
peaxuii Npy kepyBaHHi aBTOTpaHCNOpPTOM abo
IHLMMK MexaHiamamun”, "Cnocib 3acTocyBaHHS Ta
posn", "[AiTn" (yTouHeHHs iHdhopmadii),
"Mepepo3ysaHHsa", "Mo6iYHI peakuii™ Big4NOBIAHO A0
iHcbopMmaii pedhepeHTHOro nikapcbkoro 3acoby
(BI3BVNH® KNACWUHWI, kpanni ouHi, po3unH 0,05
%).
MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 3A4,0p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMN Y NepiofMYHOCTI MOAaHHSA PerynsipHux
3BITIB 3 6e3neku.
60. NMAHKPEATUH NOpPOLLOK MpAT YkpaiHa Biozum HimeuunHa nepepeecTpaLisi Ha He0OBMEXeHW TePMiH - He UA/14048/01/01
CTaHAapTU30BaHui "TexHonor" lesenbwadt nionsizae
(cybeTaHuis) y throp
noABIiHMX MiLLKax EH3uMTEXHONOrI
nonieTMneHoBnx ans M6X
chapmaLeBTUYHOro
3acTocyBaHHs
61. NMAHKPEATUH nopoLokK (cybcTaHuis) y MpAT YKpaiHa YyHUiH Kutai nepepeecTpawisi Ha HEOOMEXEHUIA TEPMiH - He UA/14064/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
NoABINHMX NakeTax 3 "TexHonor" KBaHKCIHKCiaHrLL nidnsieae
NAiBKM NO/ieTUNEHOBOI eHr bio-
015 hapmaueBTUYHOro dapmacbloTikau
3aCcTOCyBaHHA Ko., Jita.
62. MAHTOMPA30 nopoLUokK (cybeTaHuis) y leTepo IHais leTepo Apar3 IHais nepepeecTpaLisi Ha He06MeXeHW TepMiH - He UA/13791/01/01
N HATPIO noABINHNX [Opar3 Niviteq nionsi2ae
CECKBIIAPAT | nonieTmneHoBux Nimiteq
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
63. NEPUTON® Tabnetkv no 4 mr no 10 3AT YropLumHa 3AT YropLumHa nepepeecTpalis Ha HeObMeXeHuli TEPMIH. 3a He UA/9035/01/01
TabneTtok y 6nictepi; no dapmaueBT dapmaleBTUYHN 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom | niosnsizae
2 6nicTepu B KAPTOHHiIl WYHWI i 3aBog ETIC thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
ynakoBLi 3aBop ElIC niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i 415 MeANYHOro 3acTOCyBaHHSA
reHepuYHUX/ribpuaHNx/6ionodibHNX Nikapcbknx
3ac06iB NicNs BHECEHHS TiET camoi 3MiHN Ha
pedoepeHTHUIA npenapaT (3MiHa He NoTpebye
HaJiaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) -
3MiHV BHECEHO A0 IHCTPYKUIT ANS MEAUYHOIO
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aeMoSiid",
"Oco61BOCTI 3acTocyBaHHSA", "Cnoci6
3acTocyBaHHA Ta 031" (YTOUHeHHSs iHchbopmadi),
"Mo6iyHI peakyii" BiANOBIAHO 4O OHOBMEHOI
iHchopMmawii pedhepeHTHOro nikapcbKoro 3acoby
Periactin 4 mg tablet.
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
thapmakoHarnsgy, 3aTBEpPAKEHOT0 HaKka3om
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Haka3ly MiHicTepcTBa
OXOPOHM 3[10POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMN Y NepiogMUHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
64. MNIKONAKC® Kpanni opasibHi 0,75 % NAT YkpaiHa MAT "dapmaxk” YkpaiHa nepepeecTpalis Ha HeO6MeXeHuli TEPMIH. 6e3 nionsizae UA/1522/01/01
no 15 mn a6o 30 mny "papmak” 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peuyenma

dhnakoHi; no 1 dpnakoHy
y nayui 3 KapToHy

thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL,i A1 MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IHOBAHOTO 3BiTYy 3 6e3neKku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS NiKapcbKoro 3acoby B
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

nicnsipeecTpauiiHnii nepiog, abo sk pesynbtar
OLliHKM 3BITY 3 AOCNiAKeHb, NpOBeeHNX BiAMNOBIAHO
00 nnaHy negiatpuyHnx gocnimpkers (PIP) (3mMiHy
Y3rOXKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3MiHVM BHECEHO A0 IHCTPYKLUIT Ansa
MeAUYHOro 3aCToCyBaHHA NiKapcbKoro 3acoby y
po3ginu: "MpotunokasaHHs", "Oco6AnBOCTI
3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTi
abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
[o3n" (iHopmauis 3 6e3neku), "MobiuHi peakwii”
BiAMNOBIAHO 40 OHOBNEHOI iHGhopMaLii 3 6e3nekn
Lit0Y0l peYOBUHN.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOrO
3BiTy 3 6e3neku BiANOBIAHO f0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMY y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

65.

MIPALETAM

pO34uH A4 iH'ekuiid, 200
mr/Mn, no 5 mn B
amnyni; no 5 amnyn'y
KOHTYPHIli YapyHKOBIi
YyNakoBLii; MO 2 KOHTYPHI
YapyHKOBi YNakoBKu Y
nauui

NAT
"Fanuudchap
e

YKpaiHa

NAT
"Fanuudapm"

YKpaiHa

MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH.

MepiognyHiCTb NOAAHHA PErysipHO OHOBJ/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepPAXEHOr0 Haka3om
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMMN Y NepiofMYHOCTI MOAaHHSA PerynsipHux
3BITIB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/0901/01/01

66.

NMPOCKAP®

TabneTtku, BKPUTI
NAIBKOBOK 060I0HKOLO,
no 5 mr; no 14 TabneTok
y 6nicTepi; no 2
6nicTepn B KAPTOHHI
ynakoBLii

Mepk LWapn

i foym lgea
IHK

LLiBeiiuapis

Bupo6HMK
Hepo3dhacoBaHH
Ol NpoAyKu;i:
AIAC
IHTepHeLwHN
$apwma, TOB,
CLUA,
MepBuHHE
nakyBaHHs:
Mepk LWapn i
[Joym NimiTes,

CLUA/
Benuvka
BpuTania/
HigepnaHg,
n

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM WoAo 6e3nekn/ehekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuui
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKUIT 418 MeAUYHOro 3aCTOCyBaHHSA y 3B'A3KY i3
HOBVMW AaHUMU 3 AKOCTI, AOKNIHIYHUMMW, KIIHIYHUMMK
[aHuMu Ta faHumu 3 hapmakoHarnagy - 3mMiHu
BHECEHO [0 IHCTPYKLUiT y po3ain "MobiyHi peakui™
BiANOBIAHO A0 MaTepiasiB peecTpauiliHoro fochbe.

MepiognyHiCTb NOAAHHA peryssipHO OHOBJ/IOBAHOTO

3a
peyenmom

He
nidnsieae

UA/0485/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
Benvka 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
BpuTaHis; thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
BTopuHHe MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
nakyBaHHs, rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
BUNYCK cepil: MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
Mepk LWapn i 3a Ne 1649/29779 (y pefakuii Haka3ly MiHicTepcTBa
foym B.B., 0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
HigepnaHaun poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.
67. PAMAI Tabnetku no 5 mr no 10 NMPO®APM ManbTa NOBHUIA LMKN Manbta/ MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH 3a He UA/13550/01/02
TabneTtok y 6nictepi; no A BMPOGHMLTBA: Bonrapis 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nidnsieae
3 6nicTepu B KAPTOHHiIl IHTEpHeLLH AxTasic /114, thapmakoHarnsgy. 3MiHU y KOPOTKilli XxapakTepucTuLi
nauui n TpelignHr ManbTa; niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
Nimiteq MOBHWIA LKA IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHSA
BMPOGHMLTBA: reHepuYHUX/ribpuaHNx/6ionodibHNX Nikapcbknux
BankaHdapma - 3aco6iB nicnsa BHECEHHA TiET caMol 3MiHU Ha
AynHnua AL, pedbepeHTHWn npenapaT (3mMiHa He noTpebye
Bonrapis Ha/JaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 IHCTPYKLUIT Yy po3ainu: "®apmakonoriyHi
BnactmsocTi", "MokasaHHA" (pegaryBaHHs TEKCTY),
"MNMpoTunokasaHHs", "B3aeMogis 3 iHLLIUMK
nikapcbk1UMK 3acobamu Ta iHLWi BUAM B3aEMoSiid",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpygar”,
"3[aTHICTb BNAMBATMN Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHismamu", "Cnocib 3acTocyBaHHs Ta go3n",
"Oitn" (peparyBaHHA TekcTy), "MepefosyBaHHA",
"Mo6iuHi peakwyji" 3rigHO 3 iHchopmaLi€eto Woa0
MeAMYHOro 3acTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (Delix® , B YkpaiHi
3apeecTpoBaHuii, sk TPUTALIE®, TabneTku.)
MepiofnyHICTb NOAAHHS PEryNsiPHO OHOB/THOBAHOMO
3BiTY 3 6e3neku BignoBigHO A0 MNopsaaky 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTpOKamu,
3a3HaYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
68. PAMAI Tabnetku no 10 mr no NMPO®APM ManbTta NOBHWIA LWKN Manbta/ MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 3a He UA/13550/01/01
10 Tabnetok y 6nictepi; A BUPOGHMLTBA: Bonrapis 3MiHV Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom | niosnsizae
no 3 6nictepu B IHTEepHeLUH AxTtasic /114, hapmakoHarnsgy. 3MiHU y KOPOTKiil xapakTepucTumui




52

n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHIM navui

n TpeiignHr
NimiTeq

MabTa,;
NOBHUIA LMKN
BMPOGHMLTBA:

BankaHdapwma -
Oynunua AL,
Bonrapis

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLT ANA MeAMYHOro 3acTOCyBaHHS
reHepuyYHuX/ribpuaHNxX/6ionodibHNX Nikapcbknx
3aco6iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He noTpebye
Ha/JaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHN
BHECEHO [0 iHCTPYKLi y po3ainu: "dapmakoorivHi
BnactmsocTi", "MokasaHHA" (pefaryBaHHs TeKCTY),
"MpoTunokasaHHs", "B3aeMogis 3 iHLLUMK
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6/11MBOCTi 3aCTOCYBaHHA", "3acToCyBaHHS y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNMBATY Ha LWUBWAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNopPTOM abo iHWMKU
mMexaHismamu”, "Cnocib 3acTocyBaHHs Ta 4o3un",
"[iTn" (pegaryBaHHs TekcTy), "MNepeno3yBaHHA",
"Mo6iyHI peakui™ 3rigHo 3 iHhopmaLieto Wwoao
MeAMYHOro 3acTOCYBaHHS pecthepeHTHOro
nikapcbkoro 3acoby (Delix® , B YkpaiHi
3apeecTpoBaHuii, sk TPUTALIE®, TabneTku.)

MepiognyHICTb NOAAHHS PErynsipPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepXeHoro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.

69.

PAMAT H

Tabnetkn no 2,5 mr/12,5
Mr no 10 TabneTok y
6nictepi; no 3 6nictepu
B KQpPTOHHII nayui

MPO®APM
A
IHTEepHeLH
n TpelignHr
Nimiteq

ManbTa

AkTasic JITa

ManbTa

MepepeecTpauis Ha HeEO6MeEXeHNA TepPMIH. 3MiHK |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiIGPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB Nicns BHECEHHS TiEl camoi 3MiHM Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [10 IHCTPYKLi y po3ainu: "dapmakoorivHi
BrnactmeocTi", "MpoTunokasaHHs", "B3aemogis 3
IHLWIMMK NiKapcbknMy 3acobamu Ta iHLWi BUAn
B3aemogiin", "OcobnmBocTi 3actocyBaHHs", " Oitn"
(peparyBaHHsa TekcTy), "INo6ivHi peakuii” 3rigHo 3
iHhopmaLieto LWoA0 MeanyHOro 3acTocyBaHHS
pedoepeHTHoro fikapcbkoro 3acody (TPUTALLE

3a
peyermom

He
nidnsieae

UA/13524/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1

MNKOC, TabneTkn).
3MmiHu | TUNY - 3MiHK Woao 6e3nekn/echeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4N MeAnYHOro
3acToCyBaHHA Ha NigcTasi perynspHo
OHOBJ/IOBAHOTIO 3BIiTY 3 6e3neky NikapcbKoro 3acoby,
abo focnigpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKkoro 3acoby B nicnapeecTpaviiiHnii nepiog,
ab0 Sk pe3ysibTaT OLiHKM 3BiTY 3 AOCNIOKEHb,
npoBeAeHnX BigNoBigHO A0 NnaHy negiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOB&XEHVM OpraHom) - 3mMiHu
BHECEHO A0 IHCTPYKLUIT Yy po3ainu: "®apmMakonoriyHi
BnactueocTi", "Oco6aMBOCTi 3aCTOCyBaHHSA",
"Mo6iyHi peakwyi" BigNOBIAHO A0 OHOBEHOT
iHchopMmawii 3 6e3nekn 3acToCyBaHHS Aito4oi
peyvyoBuHM rigpoxnopTiasng,.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku BiANOBIAHO f0 MopsAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuWii B
MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMM y NepiogNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

70. PAMAT H Tabnetku no 5 mr/25 mr MPO®APM ManbTa AxTasic /lITq ManbTa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN | 3a He UA/13524/01/02
no 10 TabneTtok y A TMNy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta peuyenmom | niosnsizae
6nicTepi; no 3 6nictepn IHTEepHeLuH thapmakoHarnsgy. 3MiHU y KOPOTKiil xapakTepucTuui
B KapPTOHHII navui n TpeiignHr nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
Nimiteq IHCTPYKLT 418 MeAUYHOro 3aCTOCYBaHHSA

reHepuyYHnX/ribpuaHNx/6ionodibHNX Nikapcbknx
3aco6iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3mMiHa He noTpebye
HaJaHH$ XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHN
BHECEHO [0 iHCTPYKLi y po3ainu: "®apmakoorivHi
BnactusocTi", "MpoTunokasaHHs", "B3aemopis 3
IHLIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUAan
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", " Oitn"
(peparyBaHHs TekcTy), "To6iUHI peakui™ 3rigHo 3
iHhopmavieto WoA0 MegnyHoro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (TPUTALIE
MNKOC, Tabnetkn).
3minu | TMny - 3MiHK Wwopao 6esnekm/edhekTUBHOCTI
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Ta dpapmakoHarnagy. 3miHa y KopoTkii
XapakTepucTuLi nikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3acToCyBaHHSA Ha NigcTasi perynsapHo
OHOBJ1IOBAHOrO 3BiTY 3 6€3neKkun NiKapcbkoro 3acoby,
ab0 focnigxeHb 3 6e3Mnekn 3aCTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHvii nepiof,
ab0 Sk pe3ysibTat OLiHKM 3BiTY 3 AOCNIOXKEHb,
npoBefeHnxX Bi4NOBIAHO A0 NNaHy negiaTpuyHmX
pocnipxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHVM OpraHom) - 3MiHu
BHECEHO [10 IHCTPYKLi y po3ainu: "®apmakonorivHi
BnactmsocTi", "Oco6/MBOCTi 3aCTOCYBaHHSA",
"Mo6iyHi peakwii" BigNOBIAHO A0 OHOBEHOT
iHchopmauii 3 6e3neku 3acTocyBaHHA Aito4oi
PeYOBUHM rigpoxopTiasng,.

MepiognyHiCTb NOAAHHA PerynspHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.

71.

PEOHANBLIOH
®

Tabnetku, in bulk: Ne
4000 (no 10 TabneTtok y
6nictepi; no 400
6nicTepis y KopobL,i 3
KapToHY)

NAT
"Ximcpapms
aBof,
"UepBoHa
3ipka"

YKpaiHa

MAT
"Ximcbapm3sasog
"UepBoHa 3ipka"

YKpaiHa

MepepeecTpaduisi Ha HEOOMEXEHWNIA TEPMIH.

MepioguyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 370pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

He
nidnsieae

UA/13992/01/01

72.

PEOHA/bIOH
®

Tabnetku, no 10
Tabnetok y 6nictepax;
no 10 Tabnetok y
6nicTepi; no 1 abo no 2
6nictepu B nauuj 3
KapToHy

NAT
"Ximchapm3
aBof,
"UepBoHa
3ipka”

Ykpaina

NAT
"Ximthapm3asop
"UepBoHa 3ipka"

Ykpaina

MepepeecTpauis Ha HeO6MeXeHNA TepMiH. 3MiHK |
TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLIi AN19 MeAUYHOro 3aCcToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IOBAHOTO 3BiTYy 3 6e3neKu
NiKapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku

6e3
peyenma

nidnsieae

UA/6840/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCYBaHHS /iKapCbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk pesynbtart
OLIiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rOAXKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoM) 3MmiHM BHeceHo A0 IHCTpyKuii gns
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby [0
po3ginis "MpoTunokasaHHs", "B3aemMogis 3 iHWumu
nNikapcbk1MMU 3aco6amMu Ta iHLi BUAW B3aeMogiii",
"Oco6nMBOCTI 3acTocyBaHHSA", "34aTHICTb BNIMBATH
Ha LWBUAKICTb peakLil npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMN MexaHi3mamu',
"Cnoci6 3acTocyBaHHS Ta 4031" (YTOYHEHHS
iHdbopmawii), "MepenosyBaHHsa", "Mo6IYHI peakuii”
BiZANOBIAHO [0 OHOBMEHOT iHGhopMmaLii 3 6e3neku
Ail0UMX PeyoBUH NiKapCbKOro 3acoby.

MepiognyHiCTb NOAAHHA PerynspHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepAKEHOr0 Haka3om
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyZaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.

73.

PETPOBIP™

pO3uuH aNns iHgysiid, 10
mr/mn; no 20 mny
chnakoHi; no 5 donakoHiB
Y KapTOHHIli kopobLi

BiiB
Xenckep
tOK NimiTepq,

Benvka
BpuTanis

nakco
OnepeiiwHe OK
NimiTen

Benvka
BpuTanis

MepepeecTpadisi Ha HEOOMEXEHWI TePMiH. 3MiHu I
TIny - 3MiHu Wwoao 6e3nekn/ethekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuui
niKkapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKUIT 418 MeAUYHOro 3aCTOCyBaHHSA y 3B'A3KY i3
HOBUMMW JaHUMU 3 SIKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
OaHUMK Ta faHumy 3 hapmakoHarnsgy - 3MiHm
BHECEHO [0 IHCTPYKLi 415 MeanyHOro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMU NiKkapcbkumn 3acobamu Ta
iHLWI BMAW B3aemogiin", "OcobmsocTi
3acTocyBaHHs", "3acTocyBaHHS y nepiof BariTHOCTI
Ta rogyBaHHs rpyano”(yTouHeHHs iHhopmadii),
"Cnoci6 3acTocyBaHHA Ta f031"(YTOUYHEHHS
iHchbopmawii), "Mo6iyHi peakuii ", "HecymicHicTb"
BiANOBIAHO [0 MaTepiasniB peecTpauiliHoro fochbe.

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnisay, 3aTBepMKEHOI0 HaKa3om

3a
peyenmom

He
nidnsieae

UA/0232/01/0
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITIB 3 6e3neKu.
74. POBIKC TabneTtkn, BKPUTI AnoTtekc KaHapa AnoTekc [HK. KaHapa MepepeecTpauis,Ha HEOOMEXEHUIA TEPMIH 3a He UA/13316/01/01
NNiBKOBOK 060/TI0HKOIO, IHK. 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom | mniosnsi2ae

no 5 mr, no 10 TabneTok
y 6nicTepi; no 3 a6o no

6 6nicTepiB y KapTOHHii
KopoobLi

thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TEeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 IHCTPYKLi 415 MeanyHOro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX [0 po3ainis "®apmMakonoriyHi
BnactmsocTi", "MpoTunokasaxHHs", "B3aemogis 3
IHLIMMKM nikapcbkMKU 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaao”, "Cnocib 3actocyBaHHs Ta gosu”, "Oitn"
(yTouHeHHs iHdopMadii), "MobivHi peakuii”
BiANOBIAHO A0 iH(opMaLii pechepeHTHOro
nikapcbKoro 3acoby (Kpectop, TabneTkun, BKpUTI
nniBkoBot 060/10HKOK No 5 mr, 10 mr, 20 mr a6o 40
Mr).
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AiaHNX NPo cucTemy
hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, KLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy) - NMponoHosaHa
pepakuis: KoHTakTHa ocoba 3 chapmakoHarnsgy -
LLiTaHreeBa HOnist BanepiiBHa, KOHTaKTHI AaHi
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy B Ykpaii
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
dhapmakoHarnsgy, 3aTBepAKeHOro Hakasom
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITIB 3 6E3MNEKN
75. POBIKC TabneTtkn, BKPUTI AnoTtekc KaHapa AnoTekc [HK. KaHapa MepepeecTpauis,Ha HEOOMEXEHUIA TEPMIH 3a He UA/13316/01/02
NNiBKOBOK 060/TI0HKOIO, IHK. 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom | mniosnsi2ae

no 10 mr; no 10
Tabnetok y 6nictepi; no
3 abo no 6 6nicTepiB y
KapTOHHIA KopooLi

thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TEeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 IHCTPYKLi 415 MeanyHOro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX [0 po3ainis "®apmMakonoriyHi
BnactmsocTi", "MpoTunokasaxHHs", "B3aemogis 3
IHLIMMKM nikapcbkMKU 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaao”, "Cnocib 3actocyBaHHs Ta gosu”, "Oitn"
(yTouHeHHs iHdopMadii), "MobivHi peakuii”
BiANOBIAHO A0 iH(opMaLii pechepeHTHOro
nikapcbKoro 3acoby (Kpectop, TabneTkun, BKpUTI
nniBkoBot 060/10HKOK No 5 mr, 10 mr, 20 mr a6o 40
Mr).
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AiaHNX NPo cucTemy
hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, KLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy) - NMponoHosaHa
pepakuis: KoHTakTHa ocoba 3 chapmakoHarnsgy -
LLiTaHreeBa HOnist BanepiiBHa, KOHTaKTHI AaHi
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy B Ykpaii
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
dhapmakoHarnsgy, 3aTBepAKeHOro Hakasom
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITIB 3 6E3MNEKN
76. POBIKC TabneTtkn, BKPUTI AnoTtekc KaHapa AnoTekc [HK. KaHapa MepepeecTpauis,Ha HEOOMEXEHUIA TEPMIH 3a He UA/13316/01/03
NNiBKOBOK 060/TI0HKOIO, IHK. 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom | mniosnsi2ae

no 20 mr; no 10
Tabnetok y 6nictepi; no
3 bnicTepu y KapTOHHii
KopoobLi

thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TEeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 IHCTPYKLi 415 MeanyHOro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX [0 po3ainis "®apmMakonoriyHi
BnactmsocTi", "MpoTunokasaxHHs", "B3aemogis 3
IHLIMMKM nikapcbkMKU 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaao”, "Cnocib 3actocyBaHHs Ta gosu”, "Oitn"
(yTouHeHHs iHdopMadii), "MobivHi peakuii”
BiANOBIAHO A0 iH(opMaLii pechepeHTHOro
nikapcbKoro 3acoby (Kpectop, TabneTkun, BKpUTI
nniBkoBot 060/10HKOK No 5 mr, 10 mr, 20 mr a6o 40
Mr).
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AiaHNX NPo cucTemy
hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, KLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy) - NMponoHosaHa
pepakuis: KoHTakTHa ocoba 3 chapmakoHarnsgy -
LLiTaHreeBa HOnist BanepiiBHa, KOHTaKTHI AaHi
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy B Ykpaii
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
dhapmakoHarnsgy, 3aTBepAKeHOro Hakasom
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITIB 3 6E3MNEKN
77. POBIKC TabneTtkn, BKPUTI AnoTtekc KaHapa AnoTekc [HK. KaHapa MepepeecTpauis,Ha HEOOMEXEHUIA TEPMIH 3a He UA/13316/01/04
NNiBKOBOK 060/TI0HKOIO, IHK. 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom | mniosnsi2ae

no 40 mr; no 10
Tabnetok y 6nictepi; no
3 bnicTepu y KapTOHHii
KopoobLi

thapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
niKapcbKoro 3acoby, TEeKCTI MapKyBaHHS Ta
IHCTPYKLT 4719 MeANYHOro 3aCTOCYBaHHS
reHepUYHNX/TiBpPUAHNX/6I0NOAIGHNX NiKapChKMX
3ac06iB MNicns BHECEHHS TiEl camoi 3MiHU Ha
pedhepeHTHW NpenapaT (3MiHa He noTpebye
Ha/jaHHS XXOAHUX HOBUX AOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 IHCTPYKLi 415 MeanyHOro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"MMokasaHHA", a TakoX [0 po3ainis "®apmMakonoriyHi
BnactmsocTi", "MpoTunokasaxHHs", "B3aemogis 3
IHLIMMKM nikapcbkMKU 3acobamMu Ta iHLWi BUan
B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaao”, "Cnocib 3actocyBaHHs Ta gosu”, "Oitn"
(yTouHeHHs iHdopMadii), "MobivHi peakuii”
BiANOBIAHO A0 iH(opMaLii pechepeHTHOro
nikapcbKoro 3acoby (Kpectop, TabneTkun, BKpUTI
nniBkoBot 060/10HKOK No 5 mr, 10 mr, 20 mr a6o 40
Mr).
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu o
y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AiaHNX NPo cucTemy
hapmMakoHarnagy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapMmakoHarnsagy;
KOHTaKTHOI 0cobM 3 chapMakoHarnagy 3assHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, KLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs chapmakoHarnsagy (Bkioyaryn
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLLeHHI macTep-
thaiina cuctemmn thapmakoHarnsgy) - NMponoHosaHa
pepakuis: KoHTakTHa ocoba 3 chapmakoHarnsgy -
LLiTaHreeBa HOnist BanepiiBHa, KOHTaKTHI AaHi
KOHTaKTHOI 0co6M 3 thapmakoHarnsgy B Ykpaii
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
dhapmakoHarnsgy, 3aTBepAKeHOro Hakasom
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHM 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITIB 3 6e3nekm

78.

CAKOP[,

TabneTtkn, BKPUTI
NNiBKOBOK 060/TI0HKOIO,
no 160 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
KopoobLi

MPO®APM
A
IHTEepHeLH
n TpelignHr
Nimiteq

ManbTa

BankaHdapwma -
OynHnugs Al

Bonrapis

MepepeecTpavis nepepeecTpauii Ha HeOBMEXEHW
TEpMiH.

MepiofnyHICTb NOAAHHS PEryNsiPHO OHOB/THOBAHOMO
3BiTY 3 6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
0XOPOHU 340p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

3a
peyermom

He
nidnsieae

UA/13497/01/02

79.

CAKOP/,

TabneTku, BKpUTI
NAIBKOBOK 0BOJI0HKOIO,
no 80 wmr, no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopoo6ui

NMPO®APM
A
IHTEepHeLUH
n TpelignHr
NimiTeq

MasibTa

BankaHdapma -

AynHnua Al

Bonrapis

MepepeecTpauis nepepeecTpaLii Ha HeobMeXeHwi
TEPMiH.

MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOMO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
hapmakoHarnsgy, 3atsepikeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
rpyZaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
OXOPOHM 3[10POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMN Y NepiofMUHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/13497/01/01

80.

CKIHOPEH®

rens 15 %, no 5 r abo
no 30 ry Ty6i; no 1 Ty6i
B KapTOHHII nauui

Baviep Al

HimeyunHa

Baviep Xenckep
MaHydhakTypiHr
C.P.N.

ITanis

MepepeecTpauisi Ha HEOOMEXEHWIA TEPMIH.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3A4iACHEHHS

hapmakoHarnsagy, 3atsepakeHoro Hakasom

MiHiCTepCTBa OXOPOHU 340POB’A YKpaiHuu Big 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefakuii Hakasy MiHicTepcTBa
OXOPOHW 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3MeKu.

6e3
peyenma

nionsieae

UA/1074/01/01

81.

CMIPOHOMAKT
OH-AAPHULSA

Tabnetku no 25 mr, no
10 TabNeTOK Y KOHTYPHIl

MpAT
"PapmaueB

YkpaiHa

MpAT
"®apmaueBTU4H

YkpaiHa

MepepeecTpauisi Ha HEOGMEXEHMNIA TEPMIH. 3MiHY |
My - 3MiHK WoA0 6e3nekn/eddeKTNBHOCTI Ta

3a
peyenmom

He
nidnsieae

UA/0808/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

YapyHKOBIli ynakoBLj; Mo
3 KOHTYpPHI YapyHKOBI
yNakoBKM y nayui

TMYHa
ipma
"fapHnus”

a chipma
"OapHuus"

thapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTumui
niKkapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAMUYHOro 3acToCyBaHHS Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbtar
OL|iHKM 3BITY 3 AOCAiIAKeHb, NpOBeeHNX BiAMNOBIAHO
00 nnaHy negiatpuyHux gocnimpkeHs (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHNM YNOBHOBaXKEHUM
opraHoM) 3MiHU BHECEHO [0 iIHCTPYKLT Ans
MeAMYHOro 3aCTOCyBaHHS NikapCcbKoro 3acoby Ao
po3gainis "B3aemogis 3 iHLIMMY NiKapCbKUMun
3aco6amu Ta iHLWi BUAY B3aemogiit”, "OcobnmBocCTi
3acTocyBaHHs", BifNoBigHO A0 OHOBMEHOI
iHbopmauii 3 6e3nekn 3acTocyBaHHS Ailo4oi
PEYOoBUHM.

MepiognyHICTb NOAAHHS PErynsiPHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iACHEHHS
hapmakoHarnsgy, 3atBepaXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMKN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.

82.

TEHOYEK®

Tabnetku, 14 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIA
ynakoBLi

Inka
NabopaTtopi
3 Jlimiteq

IHais

Inka
NabopaTtopis
Nimiten

IHais

MepepeecTpauis Ha HeO6MeXeHNA TepMiH. 3MiHK |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS /iKapCbKoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sk pesynbTart
OLIiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rO[XEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVM
opraHom) - 3MiHVM BHECEHO A0 IHCTPpyKUil ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby [0
po3ginis "MpoTunokasaHHs", "B3aemogis 3 WMy
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin',
"Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
(monoBHeHO iHthopmauieto 3 hepTUabHOCTI),

3a
peyermom

He
nionsieae

UA/8615/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
"MepeposyBaHHs", "MNo6iyHI peakuii” BIANOBIAHO A0
OHOB/IEHOT iHhopMaLii 3 6e3neky AiloUnx pevoBUH
nikapcbKoro 3acoby.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku BiANoBIAHO f0 MopAaKY 34iACHEHHS
thapmakoHarnsgy, 3aTBepMKEHOro Haka3om
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHa 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
83. TEOBOH- mMasb 5 % no 15 ry Ty6i; IHCTUTYT YkpaiHa [epxaBHe YkpaiHa MepepeecTpauis Ha 5 pokiB. 6e3 nionsizae UA/4171/02/01
ANTIOMIKOLUWU no 1 1y6i y navui 6ioopraHiyuH nignpPUeEMCTBO peuenma
A oi ximii Ta "EKkcnepumeHTan MepiognyHiCTb NOAAHHA PEryipHO OHOBJ/IIOBAHOIO
HadpToximil bHUIA 3aBOA, 3BiTy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
im. B.IM. MeanYHNX thapmakoHarnsgy, 3aTBepPAXEHOr0 Haka3om
Kyxaps npenaparis MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big 27
HAH IHCTUTYTY rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
Ykpainu 6ioopraHivHoil MiHicTepcTBi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
Ximii Ta 3a Ne 1649/29779 (y pefakuii Haka3ly MiHicTepcTBa
HadpToximii HAH 0XOPOHU 340p0B’A YkpaiHu Bif 26 BepecHs 2016
YkpaiHn" poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMN Y NepiofMYHOCTI MOAaHHSA PerynsipHux
3BITIB 3 6e3neku.
84. TEPBIHA®IHY nopoLUokK (cybeTaHuis) y leTepo IHais leTepo N1a63 IHais nepepeecTpaLisi Ha He0OBMEeXeHW TePMiH - He UA/13668/01/01
FIAPOXNOPUA, | noAgiliHWX Na63 Nimiteq nionsizae
nonieTnneHoBnx Nimiteq
nakeTtax gns
hapMaLeBTUYHOTO
3aCTOCyBaHHSA
85. TETPU3ONIHY nopoLUokK (cybeTaHuis) y ToBapucTs YkpaiHa CouieTa ITania nepepeecTpaLisi Ha He0O6MEXeHW TePMIH - He UA/13961/01/01
FAPOXNOPUL, | noagiliHnx 03 ITanibsiHa nidnsieae
nosieTuIeHoBMX 06MEeXeHO MegiuvHani
naketax gns 10 CkaHgiui
hapMaLeBTUYHOTO Bignosigan
3acToCcyBaHHS bHIiCTIO
"LocnigHunii
3aBof,
"rHunct
86. TUSEPLUVH® TabneTtku, BKPUTI 3AT YropwmHa 3AT YropwmHa nepepeecTpawis Ha HeOBMEXeHW TEPMIH. 3a He UA/0175/01/01
NNIBKOBOK 060/TI0HKOHO, dapmauesT dapmaleBTUYHN 3MmiHu Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom | miossizae
no 25 mr no 50 WNYHWI i 3aBog ElIC thapmakoHarnsgy. 3MiHa y KOpOoTKili XxapakTepucTuLi
Tabnetok y pyiakoHi; no 3aB0[ NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
1 chnakoHy B KQpTOHHiIl ErC iHCTPYKUIi A/151 MegN4YHOro 3aCTocyBaHHA Ha nigcTasi
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

ynakoBLi

perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo AocnimkeHb 3 6e3neku
3acTocyBaHHA Nikapcbkoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOCNiAKeHb, NpOBeeHNX BiAMNOBIAHO
[0 nnaHy negiatpuyHnx gocnigxersb (PIP) (iHLwi
3MiHN) - 3ayBaXeHb HeMae. 3MiHV BHECEHO A0
IHCTPYKLT ANA MeAMYHOro 3acTOCyBaHHS
nNiKkapcbKoro 3acoby A0 po3ainis "MpoTunokasaHHa",
"3acTocyBaHHs y nepiog, BariTHOCTi ab0 roflyBaHHs
rpy4Ato”, BignoBigHO A0 MaTepianis peecTpauiiiHoro
[10CbE.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOrO
3BiTy 3 6e3neku BiANOBIAHO f0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMY y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.

87.

TOPACEMIA
CAHAO3®

TabneTku no 10 Mr no
10 Tabnetok y 6nictepi;
no 2 a6o 10 6nictepis y
KapTOHHI KopooLi

CaHpo3s
dapmacbioT
ikans g.4.

CnoBeHis

BMPOGHMLTBO 3a
NOBHUM LMK/IOM:
Cantotac dapma
M6X,
HimeuuunHa;
BMPOGHMLTBO 3a
MOBHUM LMK/IOM:
Nek C.A.,
MonbLya;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BMNYCK Cepil:
Nek C.A.,
Monbwa

HimeyuunHa/
MonbLa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN |
TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKiil xapaktepucTumui
nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
IHCTPYKLII 418 MeQUYHOro 3aCcTocyBaHHA Ha niacTasi
perynspHo OHOB/IHOBAHOIO 3BIiTy 3 6e3neku
nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHSA NikapcbKoro 3acoby B
nicnapeecTpaviinuii nepiog, abo sk pesynbtat
OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
[0 nnaHy negiatpuyHunx gocnigxeHs (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHVM YNOBHOBaXKEHUM
opraHoM) 3MiHM BHECEHO [0 IHCTPYKUIT y po3ainu
"MpoTunokasaHHaA", "Oco6a1BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
rpyaar”, "Mo6ivHi peakuii” BignoBigHO [0 OHOBEHOT
iHchopmalii 3 6e3neku AitoHoi pevHoBUHM

MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTBepXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs 2016 poky

3a
peyenmom

He
nionsieae

UA/9619/01/03
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neKu.
88. TOPACEMI[, Tabnetku no 20 mMr no CaHpo3 CnoseHis BMPO6HMUTBO 3a | HimeuunHa/ MepepeecTpauis Ha HEOOMeXeHNA TepMiH. 3MiHK | 3a He UA/9619/01/04
CAHAO03® 10 Tabnetok y 6nictepi; dapmacbioT MOBHUM LMK/IOM: Monbuwa Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | mnidssi2ae
no 2 a6o 10 6nictepiB y ikans a.4. CanTac Papma thapmakoHarnsgy. 3MiHa y KOpOTKili xapakTepucTuLi
KapTOHHI KOpOOL v6X, niKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta
HimeuumnHa; IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
BUPOGHNLTBO 3a perynsipHoO OHOBJIOBAHOTO 3BiTY 3 6e3neku
NOBHVM LK/IOM: niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
Nek C.A., 3aCTOCYBaHHS /iKapcbKoro 3acoby B
MonbLa; nicnsipeecTpaviiHuii nepiog, abo sk pesynbTart
nepBrHHE Ta OLIiHKV 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMNOBIAHO
BTOPUHHE 00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
nakyBaHHsl, Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVM
BMNYCK Cepil: opraHoM) 3MiHM BHECEHO [0 IHCTPYKUIT Yy po3ainu
Nek C.A., "MpoTunnokasaHHa", "OcobMBOCTi 3acTOCyBaHHS",
Monbla "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHsA
rpyaar”, "Mo6ivni peakuii" BignoBigHO [0 OHOBEHOT
iHcbopmaw,ii 3 6e3neku Ajtoyoi pevoBNHN
MepiognyHiCTb NOAAHHA PEryssipHO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0OXOPOHY 340POB’S YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiil Ykpainum 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 3A4,0p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMMN Y NepiogMYHOCTI MOAaHHSA PerynsipHux
3BITIB 3 6e3neku.
89. TOPACEMI[, Tabnetku no 50 mr no CaHpo3 CnoseHis BUPO6HMUTBO 3a | HimeuunHa/ MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH. 3MiHN | 3a He UA/9619/01/05
CAHAO3® 10 Tabnetok y 6nictepi; dapmacbioT NMOBHVM LMK/TOM: Monbwa MRy - 3MiHK WoA0 6e3nekn/epeKTNBHOCTI Ta peyenmom | nionsizae
no 2 a6o 10 6nictepi y ikans g.4. Canotac Papma thapmakoHarnsgy. 3MiHa y KOpOTKili XxapakTepucTuui

KapTOHHI KopooLi

v6X,
HimeuuunHa;
BMPOGHMLTBO 3a
MOBHUM LMK/TOM:
Nek C.A.,
MonbLa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
Nek C.A.,

niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeAMUYHOro 3acToCyBaHHS Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pesynbtart
OLliHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BiAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
Y3rof)KeHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHN BHECEHO [0 iIHCTPYKLiT y po3ainun
"MpoTunnokasaxHsa", "OcobaMBOCTI 3acTOCyBaHHS",
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
Monbwa "3acTocyBaHHs y nepiog, BariTHOCTi ab0 roflyBaHHs
rpyaato”, "Mo6ivHi peakwii" BiANOBIAHO 4O OHOBNEHOT
iHchopmalii 3 6e3neku AitoHoi pevoBUHM
MepiognyHICTb NOAAHHS PErynsipHO OHOB/THOBAHOrO
3BiTy 3 6e3neku BiANoBIAHO f0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHa 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHUMM y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
90. TOPACEMIA, Tabnetku no 100 mr no CaHpos CnoBeHis BMPOGHMLUTBO 32 | HimeuunHa/ MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN | 3a He UA/9619/01/06
CAHAO3® 10 Tabnetok y 6nictepi; dapmacbioT NOBHVM LK/IOM: Monbwa TMNy - 3MiHK WoA0 6e3nekn/eddekTUBHOCTI Ta peuyenmom | niosnsizae
no 2 a6o 10 6nictepis y ikans a.4. Cantotac ®apma thapmakoHarnsgy. 3MiHa y KOpoTKiil xapakTepucTumui
KapTOHHI KopooLi rv6X, nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
HimeuuunHa; IHCTPYKLII 418 MeQUYHOro 3aCcTocyBaHHA Ha niacTasi
BMPOBHMUTBO 3a perynspHo OHOB/IHOBAHOIO 3BITy 3 6e3neku
NMOBHVM LMK/TOM: nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
Nek C.A., 3acTocyBaHHA NikapcbKoro 3acoby B
MonbLa; nicnapeecTpaviinnii nepiog, abo sk pesynbtat
nepBuHHE Ta OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
BTOPWHHE [0 nnaHy negiatpuyHunx gocnigxeHs (PIP) (3MiHy
nakyBaHHSl, Y3rO[)KEHO 3 KOMMETEHTHVM YMNOBHOBaXKEHUM
BMNYCK Cepil: opraHoM) 3MiHM BHECEHO [0 IHCTPYKUIT y po3ainu
Nek C.A., "MpoTunokasaHHaA", "Oco6a1BOCTI 3aCTOCYBaHHA",
MonbLa "3acTocyBaHHs y nepiog BariTHOCTi abo roflyBaHHs
rpyaar”, "Mo6ivHi peakuii” BignoBigHO [0 OHOBEHOT
iHchopmalii 3 6e3neku AitoHoi pevHoBUHM
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 3L4iNCHEHHS
hapmakoHarnsgy, 3aTtBepXeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
91. TOPACEMI[, Tabnetku no 200 mr no CaHpo3 CnoseHis BMPO6HMUTBO 32 | HimeuunHa/ MepepeecTpauis Ha HeO6MeXeHNA TepMiH. 3MiHK | 3a He UA/9619/01/07
CAHAO3® 10 TabneTok y 6nicTepi; dapmacbioT NOBHVM LK/IOM: Monbwa TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom | niossizae
no 2 a6o 10 6nictepiB y ikan3 a.4. Canotac Papma thapmakoHarnsgy. 3MiHa y KOpOoTkili xapakTepucTuLi

KapTOHHI KopoobLli

mM6X,

NiKapCbKoro 3acoby, TEKCTI MapKyBaHHs Ta
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
HimeuumnHa; IHCTPYKLi 415 MeAMYHOro 3acTOCyBaHHS Ha niacTasi
BUPOBGHNLTBO 3a perynsipHo OHOBJIOBAHOTO 3BiTY 3 6e3neku
NOBHVM LK/IOM: nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
Nek C.A., 3aCTOCYBaHHS /iKapCbKoro 3acoby B
MonbLa; nicnsipeecTpadiiHuii nepiog, abo sk pesynbtart
nepBrHHe Ta OLIiHKM 3BITY 3 AOC/iKEHb, MPOBEAEHNX BiAMNOBIAHO
BTOPUHHE 00 nnaHy negiatpnyHux gocnigpkeHs (PIP) (3miHy
nakyBaHHsl, Y3rOA)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
BUNYCK cepil: opraHoM) 3MiHM BHECEHO [0 IHCTPYKUIT y po3ainu
Nexk C.A., "MpoTtunnokasaxHa", "OcobMBOCTI 3acTOCyBaHHS",
Monbwa "3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
rpyaaro”, "Mo6ivHi peakuii" BignNoBiAHO [0 OHOBEHOT
iHchbopmaw,ii 3 6e3neku AjtoHoi pevoBUNHN
MepiognyHiCTb NOAAHHSA PerynsipHO OHOB/IOBAHOTO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaku,ii Hakasy MiHicTepcTBa
0XOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.
92. TOPACEMI[, Tabnetku no 5 mr no 10 CaHpo3 CnoseHis BUPO6HMUTBO 3a | HimeuunHa/ MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH. 3MiHN | 3a He UA/9619/01/02
CAHAO3® TabneTtok y 6nictepi; no dapmacbioT NMOBHVM LK/IOM: Monbwa MRy - 3MiHKN WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenmom | nionsizae
2 a6o 10 6nicTepiB y ikan3 a.4. Cantotac ®apma thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui

KapTOHHIA KopooLi

v6X,
HimeuuunHa;
BMPOGHMLTBO 3a
MOBHWUM LMK/IOM:
Nek C.A.,
MonbLa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
Nek C.A.,
MonbLa

niKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
3acTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiunii nepiog, abo sk pesynbtart
OL|iHKM 3BITY 3 AOCNIMKEeHb, NPOBEeAEHNX BIAMNOBIAHO
00 nnaHy negiatpnyHux gocnigpkers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHoM) 3MiHN BHECEHO [0 iIHCTPYKLiT y po3ainun
"MpoTunokasaxHa", "OcobaMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog, BariTHOCTi ab0 roflyBaHHs
rpyaato”, "Mo6iyHi peakwyii" BiANOBIAHO 4O OHOBNEHOT
iHhopmawii 3 6e3nekn AitoHoi pevoBUHM

MepiofnyHICTb NOAAHHS PEryNsiPHO OHOB/THOBAHOrO
3BiTY 3 6e3neku BignoBigHO A0 MNopsaaky 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
MiHicTepcTi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMY y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
93. DAMATEN- TabneTku, BKpUTI ToBapucTs YkpaiHa BCi cTagii YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3a He UA/1120/01/02
340POB'A 060/10HKO10, M0 40 Mr, 03 BUPOGHMLTBA, 3MiHuM Wwopao 6e3nekn/epekTMBHOCTI Ta peuyenmom | niosnsizae
POPTE no 10 TabneTtok y 06MEeXeHo KOHTPO/b SIKOCTI, hapmakoHarnsgy. 3miHa y KopoTkKiii XxapakTepucTuui
6nictepax; no 10 10 BMNYCK Cepil: nikapcbKoro 3acoby, TEKCTIi MapKyBaHHA Ta
Tabnetok y 6nictepi; no Bignosigan ToBapucTBO 3 IHCTPYKLII 418 MeQUYHOro 3aCToCcyBaHHA Ha niacTasi
1 ab6o no 2 6nictepu B bHICTIO obmexeHor perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3nekn
KapTOHHI KopooLi "®apmaues BigNoBiga/bHICT nikapcbKkoro 3acoby, abo gocnimkeHb 3 6e3neku
TMYHa 0 3aCTOCYBaHHSA NikapcbKoro 3acoby B
KOMNaHis "GapmaueBTUYH nicnapeecTpaviinuii nepiog, abo sk pesynbtat
"3popos'a” a KoMnaHis OLiHKM 3BITY 3 AOC/iIKEHb, MPOBEAEHNX BiAMOBIAHO
"3popos'a"’, [0 nnaHy negiatpuuHnx gocnigxeHs (PIP) (3MiHy
YKpaiHa; Y3rofpKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
BCi cTagii OpraHom) - MiHVW BHECEHO [0 iHCTPYKLUIiT y po3ainu
BUPOGHMLTBA, "MpoTunokasaHHA", "B3aemogia 3 iHWMU
KOHTPO/b AKOCTI: nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogin',
ToBapuncTso 3 "Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHS y
06MEXEHO nepiog BaritTHOCTi abo rofyBaHHs rpyanr”,
BiANoOBigaIbHICT "3paTHICTb BIAMBATY Ha LWBWAKICTb peakuii npu
10 "®APMEKC KepyBaHHi aBTOTPaHCMoOpTOM abo iHWWMK
reyn-, MexaHismamu”, "lMo6iyHi peakuii” BignoBigHO A0
YkpaiHa OHOB/IEHOT iHhopMaLiii 3 6e3nekn Ailoyoi peYoBUHM.
MepiogUyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
hapmakoHarnagy, 3aTBepa)KeHOro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’S YKpaiHu Big, 27
rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.
94. PPAKCUNAPU PO34UH ONS iH'EKLN, AcneH IpnaHgis AcneH Hotep PpaHuin MepepeecTpauisi Ha HeOBMEXeHW TepMiH. 3MiHu I 3a He UA/8185/01/01
H® 9500 MO aHTu-Xa/mn; dapma [am pe MRy - 3MiHK WoA0 6e3nekn/eddekTBHOCTI Ta peyenmom | nionsizae
no 0,6 mn (5700 MO Tpenginr BoHaesinb thapmakoHarnsgy. 3MiHU y KOPOTKiil xapakTepucTumui
aHTK-Xa) y nonepeaHbo Nimiteq nikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta

3anoBHEHOMY LUNPUL;
no 2 wnpuua B 6icTepi;
no 5 6nictepiB y
KapTOHHI Kopo6uj; no
0,8 mn (7600 MO aHTu-

IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMMW JaHVMU 3 IKOCTi, AOKTIHIYHUMM, KiHIYHUMK
OaHumy Ta AaHumu 3 hapmakoHarnsgy 3miHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
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n/n

Hassa
JliKapcbKO20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamy
BaHHS

Homep
peecmpayiliHo2o
nocsioYeHHs

Xa) y nonepefHb0
3anoBHEHOMY LLNPULL;
no 2 wnpuua B 61icTepi;
no 5 6nictepiB y
KapTOHHiA Kopoo6Li

"apmakonoriyHi B1acTMBocCTi" (YTOYHEHHS
iHchopmauii), "MpoTunokasaHHs", "B3aemogis 3
IHLLIMMKM NikapcbKMKU 3acob6amu Ta iHLWi BUAN
B3aemogiin”, "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
rpyaar’, "3aaTHiCTb BNAMBATY Ha LIBUAKICTb peakuil
npu KepyBaHHi aBTOTPaHCNOPTOM abo po6oTi 3
IHLWMMK MexaHiamamu”, "Cnocib 3acTocyBaHHSA Ta
[03n" (YToUHeHHs iHdhopmadii), "Mepeao3yBaHHs",
"Mo6iuHi peakuii” BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro Aocbe Ta BUCHOBKIB
KOHCY/IbTaTUBHO-eKCNepTHUX rpyn "Kapgionoris.
Pesmatonoris. Nlikapcbki 3acobu” Ta "Xipypris,
aHecTesionoris/peaHimaronoris, reMaTosoris,
TpaHcduysionoris, yposorisi. Jlikapcbki 3acobmn”.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOrO
3BiTy 3 6€3neku BiANOBIAHO A0 MopAaKY 34iACHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHUMN y NepioaNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

95.

XYMIPA®

PO34UH A5 iH'eKLA, 20
mr/0,2 mn; no 0,2 mn
PO34MHY Yy nonepeaHbLO
HanoBHEHOMY
0/1HOA030BOMY LUNPUL,
no 1 wnpuuy pasom 3 1
cepBeTKolo,
npocskHyToto 70 %
i3onponinoBuMm cnUpTOM
(B namiHoBaHoMy
nonieTuneHomM nanepi),
BMILLYIOTb Y KOHTYPHY
YapyHKOBY yNnaKkoBKy; Mo

EG66BI
Biodhapmac
bHOTiKa13
m6X

LLiBeiiuapis

BUPOBHULTBO
nikapcbkoro
3acoby,
nepBuHHe
nakyBaHHs:
BeTTep ®apma-
PepTiryHr MM6X i
Ko. KT,
HimeyunHa;
BTOPUHHE
nakyBaHHs:
BeTTep ®apma-
PepTiryHr MM6X i

HimeyunHa

MepepeecTpalin Ha 5 pokis
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuui
niKkapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
IHCTPYKUIT 418 MeAUYHOro 3aCTOCyBaHHSA y 3B'A3KY i3
HOBUMMW JaHUMU 3 SIKOCTi, AOKMIHIYHUMM, KTiHIYHUMM
OaHUMK Ta faHumy 3 hapmakoHarnsgy - 3MiHm
BHECEHO A0 IHCTPYKLiT 418 MeanyHoro
3acToCyBaHHS NikapCbKoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS y
nepiog, BaritTHocTi abo rogysaHHs rpyaar”, "MobiyHi
peakuii" BiANOBIAHO 4O MaTepianiB peecTpauiiHoro
[0CbE.

2 wnpuuy (y KOHTYpPHIi Ko. KT,
YapyHKOBIli ynakoBLi 3 1 HimeuuunHa; MepioguyHicTb NOAaHHA PeryssipHO OHOBJIOBAHOTO
CEepBETKOI KOXEH) Y TeCTyBaHHS: 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 3L4iNCHEHHS
KapTOHHI KOpOOLi E668BI [oiuneHy, thapmakoHarnsgy, 3aTtBepLKeHOro Hakasom
v6X i Ko. KT, MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big, 27
HimeuuunHa; rpyZHs 2006 poky Ne 898, 3apeecTpoBaHuii B
BUNYCK cepil: MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs 2016 poky

3a
peyenmom

He
nidnsieae

UA/16818/01/01
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
E6GBI 3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
BioTekHonoaxi OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHst 2016
v6X, poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpOKamu,
HimeuunHa 3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3neku.
96. XYMIPA® PO34uH A8 iH'eKUi, 40 E66Bi LLiBefiuapis BMPOGHMLTBO HimeuunHa MepepeecTpauis Ha 5 pokiB 3a He UA/16818/01/02
mr/0,4 mn; no 0,4 mn Biochapmac nikapcbKoro 3MiHuM Wwopao 6e3nekn/epekTMBHOCTI Ta peuyenmom | niosnsizae
PO34MHy y nonepesHLo blOTiKaN3 3acoby, thapmakoHarnsgy. 3MiHU y KOPOTKii xapakTepucTuLi
HanoBHEHOMY rM6X nepBuHHe NiKapCbKoro 3acoby, TEKCTI MapKyBaHHsA Ta
OHOA030BOMY LLMPWLL; nakyBaHHS: IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
no 1 wnpuuy pasom 3 1 Betrtep ®apma- HOBVMW JaHUMW 3 AKOCTI, AOKAIHIYHUMW, KTIHIYHUMM
CEepBETKOI0, PepTiryHr FM6X i OaHVMK1 Ta JaHMK 3 ddapMakoHarnsagy - 3miHu
npocsikHyTor 70 % Ko. KT, BHECEHO A0 IHCTpyKLii Ana MeguyHoro
i3onponinosum cnpToM HimeuuunHa; 3aCTOCyBaHHSA NikapCbkoro 3acoby A0 po3ainis
(B8 namiHoBaHOMY BTOPUHHE "Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHS y
nonieTuneHom nanepi), nakyBaHHs: nepiog, saritTHoCTi abo rogyBaHHs rpyaat”, "MoobiyHi
BMILLYIOTb Y KOHTYPHY BetTtep ®apma- peakuii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
YapyHKOBY YNakoBKy; Nno PepTiryHr FM6X i [OCbE.
2 wnpuum (y KOHTYpPHIi Ko. KT,
YyapyHKOBIli ynakosLi 3 1 HimeuuunHa; MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOIO
CEepBETKO0 KOXEH) Y TeCTyBaHHS: 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAAKy 34iACHEHHS
KapTOHHIA KopooLi E668i [oiiuneHs, thapmakoHarnsgy, 3aTBepkeHoro Hakasom
v6X i Ko. KT, MiHicTepcTBa OXOPOHY 340POB’S YKpaiHu Big 27
HimeuuunHa; rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
BUNYCK cepil: MiHicTepcTBi tocTuuiil Ykpainm 19 rpyaHs 2016 poky
E66BI 3a Ne 1649/29779 (y pefakuii Haka3ly MiHicTepcTBa
BioTekHonomxi 0XOPOHU 3A4,0p0B’A YKpaiHu Bif 26 BepecHs 2016
v6X, poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
HimeuunHa 3a3HayYeHVMN Y NepiogMYHOCTI MOAaHHSA PerynsipHux
3BITIB 3 6e3neku.
97. XYMIPA® PO34nH ANs iH'ekuin, 40 E66Bi LLisefuapis nikapcbka HimeuunHa MepepeecTpauis Ha 5 pokis 3a He UA/13612/01/01
mr/0,8 mn; no 0,8 mn Biochapmac hopma, 3MiHu Woao 6e3nekn/edekTMBHOCTI Ta peyenmom | niossizae
pO34MHY Yy nonepeaHbLo blOTiKanN3 nepBuHHe chapmakoHarnsgy. 3MiHW y KOPOTKili xapakTepucTui
HanoBHEHOMY 6X nakyBaHHs: NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta

0/1HOA,030BOMY LLIMPULL;
no 1 wnpuuy pasom 3 1
CepBeTKOIO,
npocskHyTo 70%
i3oMponifioByM CNNPTOM,
BMIiLLIEHI Y KOHTYPHY
YapyHKOBY YMakoBKy; Mo
1 a6o 2 wnpuum (y
KOHTYPHIli YapyHKOBIi
ynakosLi 3 1 cepseTKoto
KOXEH) Y KapTOHHil
Kopob6ui;

BeTTep ®apma-
PepTiryHr MM6X i
Ko. KT,
HimeuunHa
abo
Bettep ®apma-
®epTiryHr FTM6X i
Ko. KT,
HimeuuunHa;
BTOPUHHE
nakyBaHHs:
Bettep ®apma-

IHCTPYKLT 4719 MeAUYHOro 3aCTOCYBaHHSA Y 3B’A3KY i3
HOBUMMW AaHVMU 3 IKOCTi, AOKTIHIYHUMM, KTiHIYHUMU
AaHVMKM Ta JaHuMK 3 dhapmakoHarnsagy - 3MiHu
BHECEeHO A0 IHCTpyKLii ANna MeguyHoro
3aCcTOCyBaHHS fikapcbKkoro 3acoby Ao po3zinis
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHoCTi abo rogayBaHHs rpyaat”, "Mob6iyHi
peakLii" BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro
[0CbE.

MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTY 3 6€3neku BignosigHO A0 MNopsaaky 34iiCHEHHS
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
PO34uH A5 iH'eKUii, 40 PepTiryHr FM6X i thapmakoHarnsgy, 3aTBep)KeHOro Haka3om
mr/0,8 mn; no 0,8 mny Ko. KT, MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHuu Big 27
donakoHi ans HimeuumnHa; rpyZHst 2006 poky Ne 898, 3apeecTpoBaHuii B
0Z1HOPa3oBOoro TeCTYBaHHA: MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
BUKOPUCTaHHS; no 1 E66Bi [oiiuneHs, 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
hnakoHy, 1 v6X i Ko. KT, O0XOPOHU 370p0B’A YKpaiHu Bif 26 BepecHs 2016
CTepuibHOMY Lnpuuy, 1 HimeyunHa; poky Ne 996), cTaHOBWTb: 3rigHO 3i CTPOKaMu,
CcTepubHil ronuj, 1 BUMYCK cepii: 3a3HaYeHUMN y NepioaNYHOCTI NOAAHHS PerynsipHuX
CcTepunibHOMY aganTtepy E66BI 3BITIB 3 6e3neku.
Ans dnakoHa, 2 BioTekHonoaXi
cepBeTkamu m6X,
(npocsikHyTMKM 70 % HimeuunHa
i3onponinosum abo
cnupTom) y Habopi y E66BI
BHYTPILLHIV KapTOHHIlA BioTekHonogxi
Kopo6Li; no 2 Habopu y v6X,
30BHILLHI KAPTOHHIl HimeuunHa
Kopoo6ui
98. LE®ANEKCUH rpaHynun ans opanbHol «Xemodhap Cepbisn Bupo6HMK YopHoropis MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH 3a He UA/7888/01/01
cycneHsii, 100 mn (250 m» ALl roToBOro 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta peyenmom | nionsizae
mMr/5wmn)no40ry nikapcbKoro Cepbis hapmakoHarnsgy. 3MiHa y KOpoTKill XxapakTepucTuui
donakoHi; no 1 dpnakoHy 3acoby, niKkapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
pasoM 3 MipHOIO JTOXKOKO nepBrHHE Ta IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS Ha niacTasi
Y KapPTOHHII ynakoBLi BTOPUHHE perynsipHoO OHOB/IOBAHOTO 3BiTYy 3 6e3neku
nakyBaHHs, nikapcbKoro 3acoby, abo gocnimpkeHsb 3 6e3neku
KOHTPO/b cepii: 3aCTOCyBaHHS NikapcbKoro 3acoby B
XeMOoMOHT nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
4.0.0., OL|iHKM 3BITY 3 AOCNIMKEeHb, NPOBEeAEHNX BiAMNOBIAHO
YopHoropis; 00 nnaHy negiatpnyHux gocnigpkers (PIP) (3miHy
Bnpo6HuK Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
KOHTpO/b Ta opraHom) - 3MiHVM BHECEHO [0 IHCTPYKLUIT Ansa
BUNYCK cepil: MeAUYHOro 3aCToCyBaHHSA NiKapcbKoro 3acoby y
«Xemothapm» po3ginu: “MpotunokasaHHs", "B3aemogis 3 iHWrMM
AL, Cepbis nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMoSiid",

"Oco6nMBOCTI 3acTocyBaHHA", "34aTHiCTb BNANBATH
Ha LWBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMU MexaHi3mamun'
(yTouHeHHs iHchopmauii), "MepenosysBaHHs",
"Mo6iuHi peakwyi" BigNOBIAHO A0 OHOBEHOT
iHbopmaLii 3 6e3neku AitoHoi pevoBUHN.
MepiognyHiCTb NOAAHHA PEryipHO OHOB/IOBAHOIO
3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiil Ykpainum 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
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Ne Hassa dopma BunycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknamy Homep
n/n JliKapcbKo20 (nikapcbka ghopma, 3asBHUKa BUPOGHUKa Bionycky BaHHS peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
OXOPOHW 300pOB’ YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HavYeHMN Y NepiogMUHOCTI NoAaHHSA PerynsipHmx
3BITIB 3 6e3neku.
99. YEMEPUYHA po3unH ansa NAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/9250/01/01
BOAOA 30BHILUHLOTO "Ximcpapms "Ximcbapmsasog peyenmom | mnidssi2ae
3aCcToCyBaHHs, BOAHO- aBof, "UepBoHa 3ipka" MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOTO
cnupToBmMii no 100 mn y "YepBoHa 3BiTY 3 6e3neku BignosigHO A0 MNopsaaKy 34iiCHEHHSA
dhnakoHi cknsiHomy abo 3ipka" thapmakoHarnsgy, 3aTBep)KeHOro Haka3om

nonimepHomy; no 1
hnakoHy B nauu; no
100 mn y 6aHui; no 1
6aHLi B navuj

MiHicTepcTBa OXOPOHU 310POB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuuii Ykpainm 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big, 26 sepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HayYeHUMN y NepioANYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

HavanbHuK Bigainy 3 nutaHb dpapmaneBTUYHOI
BIANbHOCTI lenapTamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIacKOBCbKUM




MEPENIK

Hoparox 3

Jo Haka3y MiHicTepcTBa 0X0poHHU

300pOB’A YKpaiHu
22.02.2019 Ne 464

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX NPEMNAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU A0 PEECTPALINHNX MATEPIANIB, AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHA

abo cknia. KoxeH dnakoH
Y KapTOHHIli ynakoBLj 3
MipHOIO JTOXKOI

(cmaxkoBi fo6aBkn abo 6apBHUKM) - [logaBaHHs, BUyYeHHs abo
3amiHa.

CynyTHA 3MiHa. - 3MiHK 3 AKOCTi. [0TOBWIA NiKapCbKMiA 3aci6.
KOHTPO/1b FOTOBOrO MiKapCcbKoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3ac06y (BUYyYEHHA HE3HAYHOrO MOKa3HWKa (Hanpukiag
3aCTapifioro nokasHWka, Takoro sk 3anax Ta cMak, abo
ineHTuchikaLis 6apBHUKIB UM CMakoBUX J06aBOK)) - 3MiHM 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpOnbL roToBOro
NiKapcbKoro 3acoby. 3miHa y MeTogax BUNpo6yBaHHS rTOTOBOIO
nikapcbKoro 3acoby (iHLwi 3MiHK) 3i cknagy /13 Buny4eHo 6apBHUK
XiHOMiIHOBUIA XOBTWIA (E 104). | ik HAacNifoK 3MiHW y cnevumndikadi
Ta Metogax KoHTposito /13 3a nokasHukamu «Onue» Ta
«lgeHTudikauisi». BBegeHHs 3MiH NpoTaromM 6-Tn micauis nicns
3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. Cuctema KoHTeinHep/3aKynopoBasibHUi 3aci6.
3MiHa y NepBUHHIA yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHA HOBOrO KOHTeliHepa) - TBepai, M'siki
Ta HeCTepW/IbHI pifki Nikapcbki dhopmu, BBEAEHO A0AATKOBUI BU,
ynakoBKU (p1aKoHU CK/IsHI). BBEAEHHS 3MiH NpOTAroM 6-Tn
MicsaLiB MicnsA 3aTBepKeHHsA. 3MiHU | TUMNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbknii 3aci6. 3MiHWM y BUPOOHULTBI. 3MiHA po3Mipy
cepii (BK1HOYaouM dianaszoH po3mipy cepii) roTOBOro Nikapcbkoro
3aco6y (3mMeHLweHHA fo 10 pasis) 3MiHa po3mipy cepii
3aTtBepaxeHo 1000 niTpiB 3anponoHoBaHo 500 niTpie 1000
niTpiB. 3MiHK | TUNy - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) — ans AoAaTkoBUX hNakoHis
CKMIAAHMX BHOCATLCA 3MiHN Y po34in «MapKyBaHHS».

B BeeHHs 3MiH NPOTAroM 6-T1 MicALIB NiCNSA 3aTBEPLXKEHHS.
3Minn [l TUny - 3MiHK 3 aKocTi. A®l. Bupo6HMLUTBO. 3MiHa
BMPOBHMKA BMXIAHOTO/MPOMIXKHOrO NpoAyKTy/peareHTy, LWo
BUKOPWCTOBYIOTbCS y BUPOOHUYOMY npoueci A®l, abo 3miHa
BMPOGHUKa (BK/IKOYatouK, e HeobXigHo, MicLie NpoBefeHHs
KOHTPOsIH0 siKocTi) ADI (3a BiACyTHOCTI cepTuddikata
BiNOBIAHOCTI €BpoNelichbKili hapmakonei y 3aTBepaKeHoOMy

Ne Hassa ®opma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby ynakoska) 0 NocBi0O4YeHHs
1. L-UET® cupon, 2,5 mr/5 mn no 60 TOB YkpaiHa TOB "KYCYM YKpaina BHECEHHS 3MiH 40 peecTpaLiiHNX MaTepiastiB: 3MiHM | Tuny - 6e3 UA/8612/02/01
M1 a6o no 100 mny "KYCYM DPAPM" 3MmiHu 3 sKocTi. FoToBMIA Nnikapcbkuid 3aci6. Onuc Ta cknag. 3MiHa peyenma
dhnakoHax i3 nonieTnneHy PAPM" y cknagi (4onoMXHUX peyoBUHaX) rOTOBOrO NiKapCbKoro 3acoby
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NoAasTbLIOr0 06r'pyHTYBaHHSA HOBMMU [0AATKOBUM AAHUMM, L0
MaTb HaaBaTUCsA KOMNETEHTHUM OpPraHOM, OCKINIbKM
BMMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm) -
BUKOHaHHs1 3060B'sI3aHb BigMoBIAHO 40 MiANYHKTY 1.13 NyHKTY 1,
nignyHKTy 2.3 NyHKTY 2 gogatky 15 no Mopsaky nposefeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki 3acoobu, Lo
noJarTbCs Ha AepXaBHY peecTpauiio (nepepeecTpadii), a

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
[0Cbe)(BBEAEHHS HOBOTO BUPOGHMKa AD| 3 HafaHHAM MacTep-
thaiina Ha A®l) BBeAEHHSA 10AATKOBOr0 BUPOGHYMKA AjtoUOoi
peyoBuHN NesoLeTUpU3nHY aurigpoxnopugy PRAVEEN
LABORATORIES PVT. LTD,, IHgis.
2. L-UNCTEIH KpucTanivyHmin NopoLIoK ToBapucTs YkpaiHa Acikara AnoHis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/13140/01/01
abo kpuctanu 03 nnaHT, Hinnox AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
(cybcTaHuis) y naketax 3 06MeXeHo Pika Ko., /1A, 3asBHMKa (BNacHyKa peecTpaLiiiHoro NocBig4YeHHs) - 3MiHa
nonietTunexy ans 10 afpecu 3asaBHUKA; 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
hapmaLeBTUYHOrO Bignosigan HalilMeHyBaHHs Ta/abo agpecyt MiCLA NPOBaKEHHS Ais/IbHOCTI
3acTOCyBaHHS bHICTIO BMPOGHMKa (BK/TOYakouM, 3a HEOOXIAHOCTI, MicLie NPOBeAEeHHS
"papmaLes KOHTPOJI SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
TUYHa noctavasnibHuka A®l/BuxigHoro matepiany/peareHTy/npoMiXXHOro
KOMnaHis NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHMLTBI ADI (SKLLLO
"3popos'a" 3a3Ha4YeHo y A0ChE Ha NiKkapcbKuii 3acib) 3a BifACYTHOCTI
cepTucbikaTa BiANOBIAHOCTI €BpONeiichbkili hapmakonei y
3aTBEpPKEHOMY [10CbE, 260 BMPOOHMKA HOBOI JOMOMDKHOI
PeYOoBMHM (SKLLLO 3a3HAYEHO Y [OCLE) - 3MiHA Ha3BM Ta agpecu
BMpo6HMKa API L-umncteiny
3. ABEPTUA PO3YMH A1 OP&/ILHOTO TOB Ykpaina CninbHe Ykpaina/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10912/01/01
3acTocyBaHHs, 8 Mr/mMn "Epcenb YKpaiHCbKO- IcnaHis noAaHHs OHOB/IEHOTO cepTudpikaTa BignoBifAHOCTI EBponelickkii | peyenmom
Ans BUpobHuka CninbHe Papma icnaHcbke dhapmakonei Ne R1-CEP 2006-316-Rev 03 ans gito4oi peyoBuHn
YKpaiHCbKO-iCnaHCbKe YkpaiHa" nigNpPUEMCTBO Betahistine dihydrochloride Big BXe 3aTBepKeHOro BUpobHuka i3
nignpuemcTso "Cnepko "Cnepko 3MiHOO Ha3BU
YkpaiHa: no 60 mny YkpaiHa",
KOHTeliHepi YKpaiHa,;
nonietuneHTepedTanarH PECI®APM
oMmy; no 1 koHTelHepy MAPETC CH,
pasoMm 3 [03y0UnM IcnaHis
LUMPWLLOM Y KapTOHHIiA
nauvyj; 415 BUPOOHUKa
PECI®APM MNAPETC C/I:
no 60 mMn y cknssHoMy
KOHTeliHepi; no 1
KOHTeliHepy pa3om 3
[03YH0UMM LUNPULLEM Y
KapTOHHIM nayui
4. A-OICTOH Kpanni 4ns nepopasibHoro TOB Ykpaina MpAT "Bionik" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 6e3 UA/5666/01/01
3acTocyBaHHA no 30 M "YKpaiHCcbKa 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsgy. peyenma
a60o no 50 mn y chriakoHi; thapmaueBT BHeceHHs1 abo 3miHa(M) 40 3060B'A3aHb Ta YMOB Buaadi
no 1 cpnakoHy B naui 3 NyHa peecTpaLiiHOro NoCBigYEeHHs, BKIoYakoun MNnaH ynpaeniHHA
KapToHYy KoMnaHis" pv3nkamMm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
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dapmacboT

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
TaKoX eKCnepTn3n MaTepiasliB NPO BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasiiB NPOTAroM Aji peecTpaviiiHoro
NnocBifYEHHS, 3aTBEpAKeHOro Hakazom MO3 Big 26.08.2005 Ne
426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
5. AEBIT® Kancynu m'ski; no 10 AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/7362/01/01
Karncyn y 6nicrepax; no "KUIBCbKW "KNIBCbKN 3MiHu 3 siKoCTi. ToTOBUIA NiKAPCLKWiA 3aci6. CTabinbHICTb. 3MiHaY | peyenma
10 kancyn y 6nictepi, no i BITAMIHHWIA TepMiHax npugaTHocTi abo ymoBax 36epiraHHsi roTOBOro
1, a6o no 3, abo no 5 BITAMIHH 3ABO4" niKapcbKoro 3acoby (36iNbLUEHHs TepMiHY NPUAATHOCTI FOTOBOr0O
6nictepis y nauui; no 20 nn nikapcbKoro 3acoby) - /115 Toprosoi ynakosku (NigTBEPMAXYETbCA
Kancyn y 6nictepi, no 1, 3ABOL" OaHVIMU peasibHOro vacy) - 36ibLUEHHS TEPMiHY MPUAATHOCTI
abo no 2, abo no 3 (3aTBEpPAXKEHO: TEPMIH NPUAATHOCTI - 2 POKM; 3anNpONoHOBaHO:
6nictepun y nauyuji; no 50 TEPMiH NPMAATHOCTI - 3 pokM) BBEAEHHSA 3MiH NPOTAroM 6-Tu
Kancyn y 6nictepi, no 1 MiCALIB MiC/1A 3aTBEPAKEHHS
6nictepy y navui
6. A3NTPOMILUVH TabneTkun, BKPUTI "FOHiK IHAain FOHiK IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHiX MmaTepiasiB: TEXHIYHa noMukKa 3a UA/7280/01/01
€BPO 060/10HKOI0, N0 125 mr; no | ®apmacbioT PapmacbTUK B IHCTPYKUIT 4519 MeAMYHOro 3aCTOCyBaHHSA B po3fini "Hasga" 1a | peyernmom
6 TabneTtok y 6nictepi; no nkan an "aitn"
1 6nictepy y kopobui Na6opaTopi NabopaTopis
3" (BiogineHHs
(BigAineHHs ipmn "Ox. B.
ipmun "x. Kemikans eHg,
B. Kemikans PapmMacboTUK
eHg, an3 itg.")
PapmacboT
nKan3
Nt
A3NTPOMIUVH TabneTkn, BKpUTI "HOHik IHais FOHik IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiiB: TEXHIYHA NOMU/IKa 3a UA/7280/01/02
€BPO 060/10HKOI0, N0 250 mMr; no | ®apmacbioT PapMacbTUK B IHCTPYKLUIT 4719 MeAMYHOro 3acToCyBaHHSA B po3fini "Hasga" 1a peyenmom
6 TabneTtok y 6nictepi; no nkan an "aitn"
1 6nicTepy y Kopobui NabopaTtopi NabopaTopi3
3" (BipaineHHs
(BigAineHHn hipmm "Ox. B.
dipmun . Kemikan3 eHpg,
B. Kemikans PapmMacbTUK
eHf ans3 /itg.")
dapmacboT
nkan3
Nn.")
A3NTPOMIUVH TabneTkun, BKPUTI "HOHik IHais FOHik IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHiX MaTepiasiB: TEXHIYHA MoMUIKa 3a UA/7280/01/03
€BPO 060/10HKO0, N0 500 mMr; no | ®apmacbioT PapmMacboTUK B IHCTPYKLUIT 419 MeAMYHOro 3acTOCyBaHHSA B po3ini "Hasga" Ta peyenmom
3 TabneTkn y 6aictepi; no nkan an "aitn"
1 6nicTepy y kopobui NabopaTtopi NabopaTtopis
3" (BipaineHHs
(BigAineHHn chipmm "Ox. B.
chipmu "x. Kemikans eHg
B. Kemikans PapMacboTUK
eHa ans3 /ltg.")
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hN1aKOHY 3 JIOXKKO

BMPOBHMUTBI TOTOBOTO /1iKApPCbKOro 3acoby (He3HayHa 3MmiHa y

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nKan3
Nt
9. AKCETUH MOPOLLOK AJ/19 PO3UYNHY Megpokemi Kinp BUPOBGHUYMBO Kinp/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/8714/01/01
Ons iH'exuin no 0,750 r nTa 3a MoBHUM B’eTHam 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHWLUTBI. | peyernmom
Ne10, Ne 100 (10x10): no YUKIIOM: 3amiHa abo BBeEHHS 4,04aTKOBOI AifIbHUL BUPOOHULTBA ANs
10 a60 no 100 chriakoHiB 3 Megokemi 4YacTUHM ab0 BCbOro BMPOBHMYOrO NPOLLECY FOTOBOTO JliKapCbKOro
MOPOLLKOM Y KapTOHHIl NTA (3aBog 3aco0y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) - BBEAEHHS
Kopoobui C), Kinp; [04aTKOBOT AinbHUL BUpobHULTBa Mepokemi (da lcT) NTA.,
BUPOBGHUYMBO (AcenTik LiechanocnopuH daciniTi), B'eTHam (BTOpuHHE
20moBoeo nakyBaHHs1). BBeeHHs 3MiH MpoTsAroM 3-x micsuis nicns
J1iKapCcbKo20 3aTBEPMAXKEHHS. 3MiHM | TUNy - 3MiHW 3 AKOCTi. FOTOBMIA
3acoby, nikapcbkuii 3aci6. 3mMiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
rnepsuHHe ma [0AATKOBOT AiNbHULL BUPOBHMLTBA [/151 HACTVUHM ab0 BCbOro
BMOPUHHE BMPOBHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby (4ibHUUSA,
nakyBaHHs: Ha SKii NpoBOAATLCA ByaAb-AKi BUPOOHWYI CTagil, 3a BUHATKOM
Mepgokewmi (Pa BUMYCKY Cepii, KOHTPOO SKOCTi Ta BTOPUHHOTO NaKyBaHHA A/
lct) NTA., CTepW/IbHUX JiKapCbKUX 3ac06iB (BKIOYatoUM BUPOOIEHI
(AcenTik acenTUYHUM METOAOM), KPiM NiKapcbKkux 3acobis
Llechanocnop 6i010ri4YHOro/iMyHOOriYHOrO MOXOAKEHHS) - BBEAEHHS
MH dPaciniti), [04aTKOBOT AinbHUL BUpobHULTBa Mepokemi (da lct) NTA.,
B'eTHam (AcenTik LlechanocnopuH daciniti), B'’eTHam (BMpo6HMLTBO
roToBOrO fikapcbkoro 3acoby, NepeBrHHE NakyBaHHS). BBegeHHA
3MiH NpOTAroM 3-x MicsUiB NicNs 3aTBEPKEHHS.
10. AKCETUH MOPOLLOK A/19 PO3UYNHY Megokemi Kinp BUPOGHUYMBO Kinp/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/8714/01/02
Ons iH'ekuin no 1,5r; nTa 3a nosHuUM B’eTHam 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
Ne10, Ne 100 (10x10): no YUK/IOM: 3amiHa abo BBeAEHHS 4,04AaTKOBOI AifbHUL BUPOOHULTBA ANs
10 a60 no 100 chriakoHiB 3 Megokemi YacTUHM abo BCbOro BUPOBHMYOrO NPOLLECY FOTOBOTO JiKapCbKOro
NMOPOLLKOM Y KapTOHHIl NTA (3aBog, 3aco0y (AinbHULA AN BTOPUHHOTO NakKyBaHHS) - BBEAEHHS
KopoobLi C), Kinp; [04aTKOBOT AinbHUL BUpobHULTBa Megokemi (da lcT) NTA.,
BUPOGHUYMBO (AcenTik LiechanocnopuH daciniTi), B’eTHam (BTOpuHHE
20moBo20 nakyBaHHs1). BBefieHHA 3MiH NpoTArom 3-x micAuis nicns
JliKapcbKo20 3aTBEPMAKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA
3acoby, nikapcbkuii 3aci6. 3mMiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
rnepsuHHe ma [0AATKOBOIT AiNbHULL BUPOBHMLTBA /151 HACTUHW ab0 BCbOro
BMOPUHHE BMPOBHMYOro NpoLecy roToBOro Jlikapcbkoro 3acoby (AinbHUUS,
nakyBaHHsI: Ha SKili NpoBoAATbLCA byAb-AKi BUPOOHWYI CTagil, 38 BUHATKOM
Megokewmi (Pa BUMYCKY Cepii, KOHTPOO SKOCTi Ta BTOPUHHOTO NaKyBaHHSA A/1s
lct) NTA., CTepW/IbHUX NiKapCbKMX 3ac06iB (BKIOYatouy BUPOOIEHi
(AcenTik acenTUYHUM METOAOM), KPiM MikapcbKkux 3acobis
Lledhanocnop 6i0/10riYHOro/iIMyHO/OFYHOrO MOXOPKEHHS) - BBEAEHHS
MH dPaciniTi), [04aTKOBOT AinbHUL BUpo6bHULTBa Mepokemi (da lcT) NTA.,
B'eTHam (AcenTik LlechanocnopuH daciniti), B'’eTHam (BMpo6HULTBO
roTOBOro Nikapcbkoro 3acoby, NepeBrHHE NakyBaHHS). BBefeHHA
3MiH NpOTAroM 3-x MicsLIB NicNs 3aTBEPKEHHS.
11. ANTEVKA cupon no 100 mn y 6aHu,i MAT YkpaiHa NAT YKpaina BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHM | Tuny - 6e3 UA/12480/01/01
FTANIMHOAPM CKNSHIN abo y donakoHi "lanuudhap "Tanuuchapm” 3MiHM Y npoueci BUPO6HULITBA FOTOBOrO NiKapCcbKoro 3acoby, peyenma
cknsiHoMmy; no 1 6aHui abo m" BK/THOHAK0UM NPOMIXKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
MipHOI0 B navu; no 100 npoueci BUpo6HULITBA)
MY pakoHi
nonimepHomy; rno 1
h/1aKOHY 3 JIOXKKOIO
MipHOI B nauui; no 200
M/1Y h/1aKOHi CKAsTHOMY
abo nonimepHomy; o 1
h/1aKoHY 3 /T0XKKOI0
MipHOIO B navui
12. ANTEWNKA cvpon in bulk: no 100 mn NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - - UA/12481/01/01
FTANIMYOAPM y 6aHLi cknsaHil, abo y "Fanuudchap "Tanuuchapm” 3MiHM Yy NpoLeci BUPOGHULITBA FOTOBOrO JIiKapCbKOro 3acoby,
hnakoHi cknsiHomy, abo m" BK/TOYAI0UM MPOMIXKHWI MPOAYKT, L0 3aCTOCOBYETLCS NpU
dhnakoHi noniMepHoMmy; no BMPOGHMWLTBI FOTOBOTO NiKApCbKOro 3acoby (He3HayHa 3MiHa Yy
48 6aHOK CKNsHWX, abo npoueci BUpoOHULITBA)
hNakoHIB CKASIHUX, abo
hN1aKoHiB MoAIMEPHUX Y
KOpo6i KapTOHHOMY; in
bulk: no 200 mny
dhnakoHi cknssHoMy abo
dhnakoHi noniMepHomy; no
30 chrakoHiB cknssHUX abo
hN1aKoHiB MoAIMEPHUX Y
KOpo6i KapTOHHOMY
13. ANbAA30N TabneTkn, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiliHnX MaTepiasiiB: 3MiHu | Tuny - 3a UA/9351/01/01
NAiBKOBOK 000I0HKOH, "KUIBCbKW "KNIBCbKWN 3MiHV BUNpo6yBaHb abo AOMYCTVMUX MeX, BCTAHOB/IEHNX Y peyenmom
no 400 mr, no 3 Tabnetku " BITAMIHHUIA crneungikalisx, nig yac BUPOGHULTBA FOTOBOTO J1iKapCLKOr0
y 6nictepi, no 1 6nictepy BITAMIHH 3ABO" 3aco6y; 3MiHV | TUny - 3MiHK y NpoLeci BUPOGHMLTBA rOTOBOrO
y naui nn NiKapCbKOro 3acoby, BK/IHOHa0UM NPOMIXKHUIA NPOAYKT, L0
3ABO4" 3aCTOCOBYETLCA NPY BUPOOHMLTBI TOTOBOrO NiKapCbKoro 3acoby -
3MiHa TepPMiHY NpuAaTHOCTI NPOMKHOI Ta Hepo3dacoBaHol
npoaykuii
14. ANNb®OPT PO34MH ANs iH ekuii, 50 [enbta Lseliuapis K.O. PymyHis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/15741/01/01
AEKCA MI/2 M7 No 2 M B amnyfi; Megiken Pomdapm 3MiHM WoAao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy. peyenmom
no 5 a6o no 10 amnyny MpomMoyLUH3 Komnai BBefeHHs1 abo 3MiHU [0 y3araslbHEHUX AaHWX NPo cucTemy
KapTOHHiiA KOpo6Li Al C.P.. thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
hapMakoHarnsay, 3MiHa yrnoBHOBaXXeHOT 0co6u, BiANOBiga/IbHOT
3a 34iiCHEHHA thapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hbapmakoHarnagy B
YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif, YNOBHOBaXXEHOI 0co6u,
BiANOBIAA/ILHOI 3a 34ilicHeHHS hapmakoHarnagy (Bka4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-gaiina
cucTemn chapMakoHarssay) - 3miHa ynoBHOBaXKeHOI 0cobum
3a8BHMKa, BiANOBIAaNbLHOI 3a 34iICHEHHS chapMakoHarisay:
MponoHoBaHa pepfakuis: PormHcbka OneHa MaBniBHa. 3miHa
KOHTaKTHUX aHVX YMOBHOBaXEHOI 0COtM
15. AMBPOKCON Tabnetkun no 30 mr, no 10 TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | TUny - 6e3 UA/1587/02/01
Tabnetok y 6nictepi; no 2 "TepHochap "TepHochapm” 3MiHa y MeToAax BUNpobyBaHHS roTOBOro NikapCbKoro 3acoby peuyenma
6icTepy B nayui 3 M" (He3HayHa 3MiHa y 3aTBEepMKEHNX METOoAAX BUNPOOYBaHHS)
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
KapTOHY
16. AMBPOKCO/1- cupon, 15 mr/5 mn no 100 ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/5897/01/01
340POB'A My dh1akoHi, no 1 03 BMPOGHULTBA, 3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
h1akoHy pasoM 3 MipHOH 06MeXeHo KOHTpPO/b KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y MepPBUHHIl yNakoBLi
JIOXKOI B KApTOHHIlA 10 AKOCTI, BUNYCK roTOBOrO JlikapCbKOro 3acoby (Tun koHTeliHepa abo AoAaBaHHS
Kopob6ui; no 2,5 mn, abo Bignosigan cepii: HOBOrO KOHTeliHepa) - TBepAj, M'AKi Ta HECTePUbHI Pifki
no 5 mn, abo no 10 mny bHICTIO ToBapucTBo 3 nikapcbki hopmMm
calle 3 KOM6iHOBaHOro "papmaLes 06MeXeHo CynyTHi 3MiHK
marepiany; 20 cawe y TUYHa BiANOBIAA/bHI - 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3acié. Cuctema
KapTOHHI kopobLi KOMnaHis CTIO KOHTeliHep/3aKynoproBasibHWiA 3aci6. 3MiHa nocTavanbHMKa
"3popos'a” "®apmaueBTn nakyBasibHUX MaTepianis abo KOMMIEKTYUMX (AKLWO 3a3Ha4YeHo
YyHa KOMMaHis B [OCbE) (3amiHa abo A0AaBaHHA NOCTaYasIbHUKA);
"3nopos'a” - 3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
Ykpaina nikapcbkoro 3acoby. 3MiHa napameTpiB cneyudikadii Ta/abo
O0NYCTUMUX MEX FOTOBOTO J1iKapCbKOro 3acoby (40MOBHEHHS
BCi cTagii cneumdikauii HOBUM NOKA3HNKOM 3 BifMOBIAHM METOLOM
BUPOGHMLITBA, BUNPOOYBaHHA) - BBeAeHHS 40AATKOBOro BUAY NakKyBaHHS
KOHTPONb (cawwe) 3i 3MiHOIO PO3Mipy YNakoBku, 06'eMy BMICTY yNakoBKu Ta
AKOCTI: marepiany nepBMHHOI ynakosku J13. [logaBaHHS noctavanbHyKa
ToBapucTBO 3 nakyBasibHUX Matepianis. 3MiHM y cneuudikauii metoais
06MexeHo KoHTponto 13 - BBefEHHS Ao cneundikauii Ta MeToais
BigNoBiAa/bHI KOHTpOos1to /13 HOBOro nokasHuka «OAHOPIAHICTL A030BaHMX
cTo oouHWUp (ANns cawe) BeegeHHs 3MiH NpoTaroM 3-x MicsliB nicns
"XapkiBcbke 3aTBEPKEHHS; 3MiHM | TUny - 3MiHK 3 AKOCTi. FoTOBWMIA
thapmavneBTuy nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6.
He 3MiHa po3Mipy ynakoBKv roTOBOro /ikapCbKoro 3acoby (3miHa
nigNpPUEMCTBO Macu/06'eMy BMICTy KOHTeHepa 6aratof030BOro /ikapCbkoro
"3p0poB'sa 3aco0by 4719 HenapeHTepasibHOro 3acTocyBaHHA (abo
Hapogay" 0/IHOA,030BOr0, YaCTKOBOIrO BUKOPUCTAHHS)) - BBEAEHHS
Ykpaina [04AaTKOBOTO BUAY NakyBaHHA (calle) 3i 3MiHOK po3Mmipy

yMakoBku, Macn/o6'eMy BMICTy ynakoBK/ Ta matepiany
nepBUHHOI ynakoBku f13; 3MiHu | Tuny - 3MiHK 3 siKOCTi. FoTOBMIA

nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil

(BK/THOHAKOUM fiana3oH po3mipy cepii) roTOBOro NikapCbKoro

3aco6by (3MeHLweHHsA a0 10 pasiB) - BBEAEHHS A0AATKOBUX
po3mipiB cepiin npenapaTy Ans gitovoro uexy ®XL, (ginbHuus

MPJ/1®CiA) BMpoGHMKa TOBApUCTBO 3 0OMEXEHOI0
BignoBiganbHICTIO "®apmaleBTMYHa KoMNaHisa "340poB'a",
YkpaiHa.
3arBepaKeHo
Bnpo6HuK:

TOB «®apmaueBTryHa KOMMNaHis «340poB’sa»
YkpaiHa, 61013, m. XapkiBcbka 06/1., MiCTO XapkiB, BynuLs
LLleByeHka, 6yauHOK 22
Liex ® XL, (ginbHuus MPN®CIA)

Po3wmip cepii cknapae:

0151 nakyBaHHA no 100 mn y chiakoHi y Kopoo6Li:

4,557 tuc.yn. (500,00 n)*
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3anponoHoBaHo
Bnpo6HuK:
TOB «®apmaueBTryHa KOMNaHis «340poB’sa»
Ykpaina, 61013, m. XapkiBcbka 06/1., MiCTO XapkiB, BynuLs
LLleByeHka, 6yauHOK 22
Liex ® XL, (ginbHuus MPN®CIA)
Po3wmip cepii cknapae:
Ansa nakyBaHHsi No 100 Mn y donakoHi y KopoobLii:
4,807 Tnc.yn. (500,00 n)
015 nakyBaHHA no 5 mn y cawwe, Ne20 (1x20):
5,000 Trc.yn. (5000,00 n)
LopatkoBi po3mipu cepiit:
[nsa nakyBaHHa no 2,5 mn y cawe, Ne20(1x20):
1,300 Tuc.yn. (65,00 n)
[ina nakysaHHs no 5 mn y cawwe, Ne20(1x20):
0,650 Tnc.yn. (65,00 )
1,300 Tunc.yn. (130,00 n)
[na nakyBaHHs no 10 mn y cawe, Ne20(1x20):
0,325 tnc.yn. (65,00 )
0,65 Tuc.yn. (130,00 n)
*-1110 BIANOBIAAE OHOBNEHOMY PO3PaxyHKy TEOPETUYHOrO
3HayeHHs 4,807 Tuc.yn. (500,00 1)

17. AMBPOKCO/1- cuporn, 30 mr/5 mn no 100 ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/5897/01/02
340POB'A MY dh1akoHi; no 1 03 BMPOGHULTBA, 3MiHM 3 IKOCTi. [0TOBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
®POPTE hn1akoHy pasoM 3 MipHOH 06MeXeHo KOHTpO/b KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa Y MepBUHHIl yNakoBLi

JIOXKOI B KApTOHHIlA 10 AKOCTI, BUNYCK roTOBOrO JlikapCbKOro 3acoby (Tun koHTeliHepa abo AoAaBaHHS
Kopob6ui; no 5 mn y cauue; Bignosigan cepii: HOBOrO KOHTelHepa) - TBepAj, M'AKi Ta HECTePUbHI Pigki
no 20 cawe y kopobuj 3 bHICTIO ToBapucTBo 3 nikapcbki hopmu - CynyTHS 3MiHa - 3MiHW 3 SiKOCTi. [0ToBWIA
KapToHYy "papmaLes 06MeXeHo nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUiA 3aci6.
TUYHa BiANOBIAA/bHI 3MiHa nocTavyasnibHrKa nakyBasibHUX Matepianis abo
KOMnaHis CTIO KOMMJ/IEKTYIOUMX (SIKLLO 3a3Ha4YeHOo B A0OCbE) (3aMiHa abo
"3popos'a” "®apmaueBTn [lofaBaHHsA nocTadasibHyKa) - 3MiHM 3 IKoCTi. FoToBUIA
YyHa KOMMaHis nikapcbknii 3aci6. KOHTpoib roTOBOro MikapcbKoro 3acoby. 3miHa
"3popos's", napameTpiB cneuudikauii Ta/abo AONyCTUMKX MEX FOTOBOro
YkpaiHa; nikapcbKoro 3acoby (L0NoBHeHHs cneuudikauii HoBUM
BCi cTagii MOKa3HWKOM 3 BifMoBigHM METOLOM BUNPO6YBaHHS) - BBeAeHHA
BMPO6GHMLITBA, [0[AaTKOBOTO BUAY NakyBaHHA (calle) 3i 3MiHOK po3Mipy
KOHTpO/b ynakoBku, 06'eMy BMICTY yNakoBKu Ta MmaTepiany nepBuUHHOI
AKOCTI: ynakosku J13. [logasaHHA nocTavasibHMKa NakyBaslbHUX
ToBapucTBo 3 marepianis. 3miHM y crneumdikaii meTogis koHTponto M3, a
06MeXeHo came BBefJEeHHs A0 crneundikaLii Ta MeToAiB KOHTpono M3
BiANOBiAa/bHI HOBOr0 Noka3Huka «O4HOPIAHICTb 4030BaHMX OAVHULL» (015
CTIO cawe) (BeefeHHs 3MiH NpoTArom 3-x MicsAuiB nicas
"XapkiBcbke 3aTBEPMKEHHST); 3MiHU | TNy - 3MiHKM 3 iKOCTi. FoTOBUIA
hapmavueBTny nikapcbkuii 3aci6. Cuctema KoHTenHep/3aKynopoBasibHU 3aci6.
He 3MiHa po3mipy ynakoBKu roTOBOrO JliKkapcbKoro 3acoby (3MiHa

nigNPUEMCTBO
"340poB's

mMacu/o6'eMy BMICTy KOHTellHepa 6araTof030B0ro MikapcbKoro
3acoby A/151 HenapeHTepasIbHOro 3acTocyBaHHs (abo
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n/n

Hassa

JliKapcbKo20

3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

HapoAy",
YKpaiHa

0fIHOA030BOr0, YaCTKOBOIrO BUKOPUCTAHHS)) - BBEAEHHS
[04aTKOBOro BUAy nakyBaHHs (calle) 3i 3MiHOH po3Mmipy
ynakoBku, Macu/o6'eMy BMICTY ynakoBK/ Ta matepiasny
nepBUHHOI ynakoBku f13; 3miHu | Tvny - 3MiHK 3 SKocTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa po3mipy cepil
(BKNKOYAOUM giana3oH po3Mipy cepil) roToBOro NikapCbKoro
3ac06y (3mMeHweHHs 1o 10 pasiB) - BBEAEHHSA AOAATKOBUX
po3mipiB cepiii npenapaTy Ans gitovoro uexy ®XL, (ainbHuus
MP/1®CiA) BMpo6HMKa TOBapUCTBO 3 0OMEXEHOI0
BiANOBIAa/bHICTIO "PapmaLeBTnyHa koMnaHis "3g0pos's”,
YKpaiHa, a TakoX 3MiHeHO niagxis 40 po3paxyHKy TeopeTUYHoI
cepil
3arBeppkeHo: BupobHuk: TOB «®apmaueBTMyHa KoMnaHis
«3p0poB’sa», Liex ®XL (ginbHuus MPN®CIA), Po3mip cepil
cKnagae:

4,557 tuc.yn.* (500,00 n) no 100 mn y donakoHi Ne 1; ToBapucTeo
3 0OMEXEHOI0 BiANOBIAA/ILHICTIO «XapKiBCbke hapmaLeBTUYHe
nigNprMeEMCTBO «340p0B’st Hapoady», 4,807 Tuc. yn. (500 1) no 100
mn 'y conakoHi Ne 1. 3anponoHoBaHo: Bupo6bHuk: TOB
«PapmMaLeBTUYHa KOMNaHia «340poB’'s», Liex XL, (ainbHuua
MPN®CiA), Po3mip cepii cknagae: 4,807 tuc.yn. (500,00 1) no
100 mn y conakoHi Ne 1; 5,000 Tuc.yn.** (5000,00 1) y cawe no 5
mn Ne 20 (1*20), JopaTtkoBuii po3mip cepiii cknagae: 3,000 Tum.
yn. (300,0 n) y cawe no 5 mna Ne 20 (1x20); ToBapucteo 3
06MeXeHOH0 BignoBiganbHICTIO «XapkiBcbke hapmayeBTuyHe
nianprMeMCTBO «340poB’s Hapoay», 4,807 Tuc. yn. (500 n) no 100
MmNy donakoHi Ne 1
* - 1110 BiANOBiA€ OHOB/IEHOMY PO3PaxyHKY TEOPETUYHOrO
3Ha4eHHs 4,807 Tuc.yn. (500,00 n).

** - nepepaxyHoK y TEOPETUYHOMY BUPAKEHHI i3 3a3HAYEHHAM Y
TUC. yN. AN NakyBaHHA y cawe Ne 20 (1*20) 6e3 3MmiHv po3mipy
cepii

18.

AMIKCVH®

nopoLLOK (cybcTaHuis) y
naketax noAgiHuX i3
nAiBk1 NoNieTUNEeHOBOT
AN5 BUpobHULTBA
HECTEPW/TbHUX NMIKaPCbKMX

thopm

TosapucTs
03
[04aTKOBO
10
Bignosigan
bHICTIO
"IHTEPXIM

YkpaiHa

ToBapucTBO 3
[04aTKOBO
BiANOBiAa/bHI
CTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | Tuny -
3MiHM Yy MeTogax BUnpobyBaHHsa AD| T. 3a/IMLLKOBI KifIbKOCTI
OopraHiYHUX PO34MHHUKIB, Y 3B A3KY 3 ONTUMI3aLli€r0 METOANKN

UA/1088/01/01

19.

AMIHOBEH
IH®AHT 10 %

pO34uH s iHgysili no
100 mn a6o no 250 mny
dhnakoHax

dpeseHiyc
Kabi

[Loliunang,
6X

Himeyunna

®peseHiyc
Kabi ABcTpis
v6X

ABCTpist

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHM Wwopao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB BuAadi
peecTpauiiiHoro NocBigYeHHs, BKYaoUm MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), ki(a) BUMaratoTb(€)
noAasibLLIOro 06I'pyHTYBaHHSA HOBUMU J04ATKOBUM AaHUMMK, LLO
MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoOM, OCKiNbKM
BMMAaraeTbCs CyTTeBA OLiHKA KOMNETEHTH/M OpraHom).

3a
peyenmom

UA/4585/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BrkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
popatky 15 fo MNopagky NpoBeAeHHs eKcnepTuan peectpaviiHnx
mMarepianis Ha nikapcbki 3aco6u, L0 NOAATLCA Ha AEPXKaBHY
peecTpadito (MepepeecTpawiio), a TakoX ekcnepTu3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianis NpoTArom fji
peecTpaLiiiHoro NocBigYeHHs1, 3aTBepAKEHOro Hakaszom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460).
20. AMo04AMNIH Tabnetkn no 5 mr no 10 MpAT YKpaiHa MpAT Ykpaina BHECEHHS 3MiH 40 peeCcTpaLiiHnX MaTepiasiiB: 3MiHu | Tuny - 3a UA/1427/01/01
TabneTok y 6nictepi, no 3 "TexHonor" "TexHonor" 3MiHV A0 IHCTPYKLi 415 MeAUYHOT0 3aCTOCYBaHHS Y po3ainm peyenmom
abo no 6, abo no 9 "apmMakosorivyHi BnactusocTi", "B3aemogia 3 iHWMmn
6nicTepis y nauyui; no 10 nikapcbkMmn 3acobamu Ta iHWi B1amn B3aemogiii”, "OcobnmBeocTi
TabneTok y 6nictepi, no 3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
100 6nicTepiB y KopobL,i 3 rogyBaHHs rpyaato”, "MobivHi peakuii” 3rigHo 3 iHhopmMavieto
KapToHYy LLIOA0 MELNYHOrO 3aCTOCYBaHHA peddepeHTHOro NikapCbKoro
3acoby. BBegeHHs 3MiH npoTArom 3-x micsauis nicns
3aTBepAXKEHHSA
21. AMAoauvnNIH Tabnetku no 10 mr, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLjiliHnX MaTepiasiiB: 3MiHu | Tuny - 3a UA/1427/01/02
Tabnetok y 6nictepi, no 3 "TexHonor" "TexHonor" 3MiHW [0 IHCTPYKLiT 4719 MeANYHOro 3aCTOCYBaHHSA Y po3Aiiv peyenmom
abo no 6, abo no 9 "apmakonorivyHi BnactusocTi", "B3aemogia 3 iHWMmn
6nicTepis y nauyui; no 10 nikapcbkrMmn 3acobamu Ta iHWi B1amn Baemogiii”, "OcobnmBeocTi
TabneTok y 6nictepi, no 3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
90 6nicTepis y kOpobL;i 3 rogyBaHHs rpyaato”, "MobivHi peakuii” 3rigHo 3 iHhopmMavieto
KapToHYy LLI0A0 MEMYHOr0 3aCTOCYBaHHA peddepeHTHOro NikapCbKoro
3acoby. BBegeHHs 3MiH npoTArom 3-x micsauis nicns
3aTBepAXKEHHSA
22, AMNIoAuMNIH- Tabnetku no 10 mr, no 10 ToBapucTs YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/1538/01/01
340POB'A Tabnetok y 6nictepi, no 3 03 06MexeHo noAaHHA HOBOTO cepTudikaTy BifnoBiAHOCTI EBpoNeicbKoi peyenmom
6nicTEPV Y KapPTOHHIl 06MexeHo BiANOBIA&/bHI hapmakonei Ne R1-CEP 2006-003-Rev 04 Big, 3aTBEpAXEHOT0
Kopoo6ui 10 cTHo BUpO6HMKa A®I amnoguniHy 6ecinarty. Ak HaciAoK, 3MiHM A0
Bignosigan "®GapmaueBTu cneumadikauii Ta MeToaiB KOHTPosIt0 AP| 38 NOKA3HNKOM
bHICTIO YHa KoMnaHis «3a/IMLLKOBI KiSIbKOCTi OpraHiyHnX PO3UMHHUKIBY»; CYNYTHSA 3MiHa:
"dhapmaues "3p0poB'sa” 3MiHa y napameTpax crneuuqikauii Ta/abo 4onycTUMMX Mex,
TUYHA BM3HAYeHNX Yy cneuudikauisx Ha A®l, abo BUXigHWIA/NPOMIKHUIA
KomnaHis NPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NpoLeci
"3popos'a”

BMPOGHULUTBa A®I - 3MiHa Yy MeTogax BUNpobyBaHHA AD| a6o
BUXiQHOIo MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHMLUTBA ADL; 3MiHK | TURy -
3MiHK, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTL 40
MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
HaljioHasIbHOT thapmakonel aepxasun E€C; cynyTHA 3MiHa: 3MiHa Y
MeTogax BunpobyBaHHA A®| abo BUXigHOrO
mMarepiany/npomiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLTea API - 3MiHK Y
crneungikalisx Ta MeTogax KOHTposto sKocTi A®l; 3MiHa y
MeToAax BUNpPo6yBaHHSA [OMOMDKHOI PEHYOBUHMW (HE3HAYHI 3MiHN Y
3aTBEPMKEHNX MeToAax BUNPOOYBaHb); 3MiHKM | TUny - 3MiHa
noctaya/ibH1Ka nakyBasibHVX MaTepiaiis a60 KOMMIEKTYHOUNX -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

BBEJEHHSA [0AaTKOBUX NOCTAYa/1bHUKIB NEPBUHHOTO NaKyBaHHS
(dbonbru antomiHieBoi), y 38’3Ky 3 BUPOOHNYOK HEOOXIAHICTIO;
3MiHK | TUNY - 3MiHa NapameTpiB cneumdikaliin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby; CynyTHA 3MiHa:
3MiHa y MeToAax BUNpo6yBaHHA roTOBOrO /iKapCbKoro 3acoby;
3MiHK | TUNY - 3MiHa NapameTpiB cneumdikaliin Ta/abo
A0NyCTUMUX MEX NEPBUHHOI YNaKoBK/ rOTOBOTO NiKapCbkoro
3aco0y; cynyTHA 3MiHa: 3MiHa y MeTogax BUnpobyBaHHs
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa y napameTpax crneumdikauiii Ta/abo JonyCcTMUX Mex,
BM3HAYEHUX Yy cneuudikauisx Ha A®l, abo BUXigHWA/NPOMKHUIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BMpo6HULTBa API; CynyTHS 3MiHa: 3MiHa y MeToaax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NPOLIEC
BMPOGHMLUTBA ADI; 3MiHM | TUMY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaMKeHHS AisNbHOCTI BUPOGHMKA (BKIOYaOUN,
3a HeobXiAHOCTI, MiCLe NPOBEAEHHS KOHTPOJIIO SIKOCTI), abo
B/lacHuKa mactep-cthaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPoAyKTY, L0
3aCTOCOBYHTbCS Y BUPOGHULTBI AD| - 3MiHa HaliMeHYBaHHS Ta
afpecy MicLe3HaxoxeHHs1 BUpobHuka APl amnoguniny
6ecunar BiANOBIAHO A0 AOKYMeHTaL,ii BAPOOHUKA; YTOYHEHHS
HaliMeHyBaHHS Ta afpecu MicLe3HaxoMKeHHs BUPOOHMKa AdI
amnoaunivy 6ecunart; 3miHu |l Tuny - 3MiHa BUPOGHUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Yy BUPOBHUYOMY npoueci AP, abo 3miHa
BMPO6HUKa (BK/IKOYaUm, fe HeobXigHo, MicLie MPOBeAEHHS
KOHTPOIO SKOCTI) API; cynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikauii Ta/abo AOMNYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
BMpO6HULTBA APl - 3MiHA Y MeTofax BUNpobysBaHHA APl abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLieci BUPOGHULITBA AP - BBEAEHHS
HOBOro BMpo6HUka A®I Amnoauniny 6ecunaty. AK Hacnifgok,
3MiHM A0 cneuudikauii Ta MeToaiB KOHTpoo AD| 3a NOKa3HNKOM
«3a/INLLKOBI KifIbKOCTi OpraHiyH1X PO34YMHHUKIB

23.

AMNOAUNIH-
300POB'S

Tabnetku no 5 mr, no 10
TabneTok y 6nictepi, no 3
6nicTepun y KapTOHHiIl
Kopoo6Li

TosapucTs
03
obmMexeHo
10
Bignosigan
bHICTIO
"dpapmaues
TUYHa
KOMNaHis
"3p0pos's"

Ykpaina

ToBapucTBO 3
0bMexeHot
BiANoBiAa/bHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny -
noAaHHs HOBOTO cepTudikaTy BifnoBiAHOCTI EBpONECbKOI
thapmakonei Ne R1-CEP 2006-003-Rev 04 Bif 3aTBEp)XEHOIO
BMpOGHMKa AP| amnoguniny 6ecinaty. Ak HacnigokK, 3MiHV A0
cneundikauii Ta MeToAiB KoHTposio A®| 3a NoKa3HUKOM
«3aINLLKOBI KiIbKOCTi OpraHiYHUX PO3YMHHUKIBY; CYNYTHA 3MiHa:
3MiHa y napameTpax crneumdikauiii Ta/abo fonycTMUX Mex,
BM3HAYEHNX Y cneundikauisx Ha A®l, abo BUXIgHWA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMpobHUUTBa API - 3MiHA Y MeTogax BUNpobysaHHa APl abo

3a
peuyerimom

UA/1538/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

BVIXiLHOrO Matepiany/NpoMiXHOro NpoayKTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa A®I; 3miHK | TNy -
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
HauioHas1bHOT hapmakonel gepxasun €C; CynyTHA 3MiHa: 3MiHa Y
mMeTofax BunpobysaHHs AP abo BUXigHOro
marepiany/npomMiKHOro NpoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUPOGHMLTBA ADI - 3MiHM Y
cneuudikaLisx Ta MeTogax KOHTPO0 AKoCTi ADI; 3MiHa Y
MeToAax BUNpPoGyBaHHSA JOMOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHN Y
3aTBEpPAKEHNX MeToax BUNPOoByBaHb); 3MiHKM | Tuny - 3MiHa
nocTavasnbHviKa nakyBasibHVUX Matepianis abo KOMNAEKTYHUNX -
BBEJEHHSA [0AaTKOBUX NOCTAYa/1bHUKIB NEPBUHHOIO NaKyBaHHS
(dhbonbru antomiHieBoi), y 38’3Ky 3 BUPOOHNYOK HEOOXIAHICTIO;
3MiHK | TUNY - 3MiHa NapameTpiB cneumdikaliin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby; CynyTHA 3MiHa:
3MiHa y MeToAax BUNpo6yBaHHA roTOBOrO /iKapCbKoro 3acoby;
3MiHK | TUNY - 3MiHa NapameTpiB cneuudikaliin Ta/abo
[0NYyCTUMUX MEX NEPBUHHOI YNaKoBKW rOTOBOTO NiKapCbKOro
3aco0y; cynyTHsA 3MiHa: 3MiHa y MeTogax BUnpobyBaHHs
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa y napameTpax crneumdikauiii Ta/abo onyCcTMUX Mex,
BM3HAYEHUX Yy cneuudikauisx Ha A®l, abo BUXigHWA/NPOMKHUIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BMpO6HULTBa API; CynyTHS 3MiHa: 3MiHa y MeToaax
BuNpo6yBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI; 3MiHM | TUMY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaMKeHHS AisNbHOCTI BUPOGHMKA (BKIOYakOUN,
3a HeOobXiAHOCTI, MiCLe NPOBEAEHHS KOHTPOJIIO SIKOCTI), abo
B/1acHUKa mactep-cthaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPoAyKTY, L0
3aCTOCOBYHTbCS Y BUPOGHULTBI AD| - 3MiHa HaliMeHYBaHHS Ta
afpecy MicLe3HaxomxeHHs1 BUpobHuka APl amnoguniny
6ecunar BiANOBIAHO A0 AOKYMeHTaL,ii BAPOOHUKA; YTOYHEHHS
HaliMeHyBaHHS Ta afpecu MicLe3HaxoMKeHHs BUPOOHMKa AdI
amnoauniy 6ecunart; 3miHu |l Tuny - 3MiHa BUPOGHUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Yy BUPOBHUYOMY npoueci AP, abo 3miHa
BMPO6HUKa (BK/IKOYaUM, fe HeobXigHo, MicLie MPOBeAEHHS
KOHTPOIO SIKOCTi) API; cynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
BMpO6HULTBA API - 3MiHA Y MeTofax BUNpobysBaHHA AP| abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpOGHULTBA AP - BBEAEHHS
HOBOro BMpo6HUka A®I Amnoaunidy 6ecunaty. Ak Hacnifgok,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3MiHM A0 cneuudikauii Ta MeToaiB KOHTpoo AD| 3a NOKa3HNKOM
«3a/INLLKOBI KifIbKOCTi OpraHiyH1X PO34YMHHUKIB
24, AMNoAuMNIH- Tabnetkn no 10 mr in TosapucTs Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - - UA/11197/01/01
340POB'A bulk: no 1000 TabneTok y 03 BMPOGHMLITBA, NnoAaHHA HOBOTO cepTudikaTy BifnoBiAHOCTI EBpONECbKOI
nakeTi NoNieTUIeHOBOMY 06MexeHo KOHTPONb thapmakonei Ne R1-CEP 2006-003-Rev 04 Bif 3aTBEp)XEHOIO
Y KOHTelHepi 10 AKOCTI, BUNYCK BMpOGHMKa AP| amnoguniny 6ecinaty. Ak HacnigoK, 3MiHV A0
naacTMacoBomMy Bignosigan cepii: cneundikauii Ta MeToAiB KoHTposio A®| 3a NoKa3HUKOM
bHICTIO ToBapucTBO 3 «3aINLLKOBI KiIbKOCTi OpraHiYHUX PO3YMHHUKIBY; CYNYTHA 3MiHa:
"®apmaues 06MexeHo 3MiHa y napameTpax crneumdikauiii Ta/abo fonycTMUX Mex,
TUYHa BignoBiAa/bHI BM3HAYEHNX Y cneundikauisx Ha A®l, abo BUXIgHWA/NPOMDKHUIA
KomnaHis CTIo NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLLeci
"3p0pos'a” "®apmavesTu BMpO6HULTBa API - 3MiHA Y MeTogax BUNpobysaHHsa APl abo
YyHa KOMMaHis BVIXiLHOrO Matepiany/NpoMiXXHOro NpoAykTy/peareHTy, Wwo
"3p0pos'a”, BVKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI; 3MmiHK | TNy -
YkpaiHa; BCi 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BIANOBIAHICTL A0
cTagii MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
BMPOOHULTBA, HauioHasIbHOT hapmakonel gepxasun €C; CynyTHS 3MiHa: 3MiHa Y
KOHTPO/1b MeTogax BunpobyBaHHA A®| abo BUXigHOro
AKOCTI: marepiany/npomMiKHOro NpoayKTy/peareHTy, Lo
ToBapucTBO 3 BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI - 3MiHU Y
06MexeHo cneuudikaLisx Ta MeTogax KOHTPO AKocTi ADI; 3miHa Y
BiANOBIA&/bHI MeToAax BUNPoGYyBaHHSA JOMOMDKHOI PEUYOBUHMW (HE3HAYHI 3MiHN Y
cTo 3aTBEPAKEHNX MeToAax BUNPoByBaHb); 3MiHM | Tuny - 3MiHa
"®APMEKC nocTavanbHviKa nakyBasibHUX Matepianis abo KOMNAEKTYHUNX -
reyn-, BBE/EHHSA AOAATKOBMX MOCTAYa/IbHUKIB NEPBUHHOIO NakyBaHHS
Ykpaina (dbonbru antomiHieBoi), y 38’3Ky 3 BUPOOHNYOK HEOOXIAHICTIO;

3MiHM | TUNY - 3MiHa napameTpis cneuudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby; CynyTHA 3MiHa:
3MiHa y MeToAax BUnpobyBaHHA rOTOBOrO NiKapcbKoro 3acoby;
3MiHM | TUNY - 3MiHa napameTpis cneuudikauiin Ta/abo
A0NYyCTUMUX MEX NEPBUHHOI YNakoBK/ rOTOBOTO NiKapCbKOro
3acoby; CynyTHs 3MiHa: 3MiHa y MeToax BUNpobyBaHHs
NepBUHHOT YNakoBKW FOTOBOTO NiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa y napameTpax crneuundikaiii Ta/abo fonyCcTVMUX Mex,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMIKHUIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y MpoLeCi
BMpo6HULTBa A®I; CynyTHS 3MiHa: 3MiHa y MeToAax
BuUNpobyBaHHsA APl abo BMXiZHOrO MaTepiany/npomiKHOro
nNpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLUTBA ADI; 3MiHM | TUMY - 3MiHa HaliMeHyBaHHA Ta/abo
afpecu Micus NpoBaMKEHHS AisNbHOCTI BUPOGHMKA (BKIOYAOUN,
3a HeObXiAHOCTI, MiCLe NPOBEAEHHS KOHTPOJIIO SIKOCTI), abo
B/lacHUKa mactep-chaiina Ha A®l, abo noctavasibHUKaA
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPoAYyKTY, L0
3aCTOCOBYOTbLCS Y BUPOGHULTBI AD| - 3MiHA HaliMeHyBaHHSA Ta
aapecy MicLe3HaxokeHHs1 BUpobHuka APl amnoguniHy
6ecunar BiANOBIAHO A0 AOKYMeHTaL,ii BAPOOHUKA; YTOYHEHHS
HallMeHyBaHHS Ta apecu MicLie3HaxomKeHHs BUpobHuka Ad|
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
amnoauniy 6ecunart; 3miHu |l Tuny - 3MiHa BUPOGHUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci AP, abo 3miHa
BMPO6HUKa (BK/IKOYaum, fe HeobXigHo, MicLie MPOBeAEHHS
KOHTPOIO SIKOCTi) API; cynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLeCi
BMpO6HULTBA APl - 3MiHA Y MeTofax BUNpobysBaHHA APl abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUPOGHULITBA AP - BBEAEHHS
HOBOro BMpo6HUka A®I Amnoguniny 6ecunaty. AK Hacnifgok,
3MiHM A0 cneuudikauii Ta MeToaiB KOHTpoo AD| 3a NOKa3HNKOM
«3a/INLLKOBI KifIbKOCTi OpraHiYH1X PO34YMHHUKIB
25. AMNoAuMNIH- Tabnetkn no 5 mr in bulk: TosapucTs Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | Tuny - - UA/11197/01/02
340POB'A no 4000 TabneTok y 03 BMPOGHMLITBA, noAaHHs HOBOTO cepTudikaTy BifnoBiAHOCTI EBpONeCbKoi
nakeTi NoNieTUIeHOBOMY 06MexeHo KOHTPONb thapmakonei Ne R1-CEP 2006-003-Rev 04 Bif 3aTBEpXEHOIO
y KOHTelHepi 10 AKOCTI, BUNYCK BMpOGHMKa AP| amnoguniny 6ecinaty. Ak HacnigoK, 3MiHV A0
naacTMacoBomMy Bignosigan cepii: cneundikauii Ta MeToAiB KoHTposio A®| 3a NoKa3HUKOM
bHICTIO ToBapucTBO 3 «3aINLLKOBI KiIbKOCTi OpraHiYHUX PO3YMHHUKIBY; CYNYTHSA 3MiHa:
"®apmaues 06MexeHo 3MiHa y napameTpax crneumdikauiii Ta/abo fonycTMUX Mex,
TUYHa BigNoBiAa/bHI BM3HAYEHNX Y cneundikauisx Ha A®l, abo BUXIgHWA/NPOMKHUIA
KomnaHis CTIo NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLLeci
"3p0pos'a” "®apmavesTu BMpo6HULTBa API - 3MiHA Y MeTogax BUNpobysaHHa APl abo
YyHa KOMMaHis BVIXiLHOrO Matepiany/NpoMiXXHOro NpoAykTy/peareHTy, Wwo
"3p0pos'a”, BVKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI; 3MmiHK | TNy -
YkpaiHa; BCi 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPMBEAEHHS Y BIANOBIAHICTL A0
cTagii MoHorpadii 4®Y abo Esponeiicbkoi chapmakonei, abo iHwoT
BMPOOHULTBA, HauioHasIbHOT hapmakonel gepxasun €C; CynyTHA 3MiHa: 3MiHa Y
KOHTPO/1b MeTogax BunpobyBaHHA A®| abo BUXigHOroO
AKOCTI: marepiany/npomMiKHOro NpoayKTy/peareHTy, Lo
ToBapucTBO 3 BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa A®I - 3MiHK Y
06MexeHo cneuudikauisx Ta MeTogax KOHTPO AKocTi ADI; 3miHa Y
BiANOBIAA/bHI MeToAax BUNpPoGyBaHHSA AOMOMDKHOI PEUYOBUHMW (HE3HAYHI 3MiHN Y
cTHo 3aTBEPAKEHNX MeToAax BUNPoByBaHb); 3MiHKM | Tuny - 3MiHa
"®APMEKC nocTavasnbHviKa nakyBaslbHVUX Matepianis abo KOMNAEKTYHUNX -
reyn-, BBE/EHHSA NOAATKOBMX MOCTAYa/IbHUKIB NEPBUHHOIO NakKyBaHHS
Ykpaina (dbonbru antomiHieBoi), y 38’3Ky 3 BUPOOHNYOK HEOOXIAHICTIO;

3MiHM | TUNY - 3MiHa napameTpis cneuudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby; CynyTHA 3MiHa:
3MiHa y MeTogax BUnpobyBaHHA rOTOBOrO NiKapcbKoro 3acoby;
3MiHM | TUNY - 3MiHa napameTpis cneuudikauiin Ta/abo
[0NyCTUMUX MEX NEPBUHHOI YNakKoBK/ rOTOBOTO NiKapCbKOro
3acoby; CynyTHs 3MiHa: 3MiHa y MeTofax BUnpobyBaHHS
NepBUHHOT YNakoBKW rOTOBOTO NiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa y napameTpax crneuundikaiii Ta/abo onyCcTVMUX Mex,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMIKHUIA
NpoAyKT/peareHT, Wo BUKOPUCTOBYOTLCA Y NpoLeci




85

n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

BMpO6HULTBA API; CynyTHS 3MiHa: 3MiHa y MeToAax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NPOLIEC
BMPOGHMLUTBA ADI; 3MiHM | TUMY - 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaMKeHHS AisNbHOCTI BUPOGHMKA (BKIOYaOUN,
3a HeObXiAHOCTI, MiCLie NPOBEAEHHS KOHTPOJIIO SIKOCTI), abo
B/lacHUKa mactep-chaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasny/peareHTy/npoMiKHOro NPoAyKTY, LU0
3aCTOCOBYHTbCS Y BUPOGHULTBI AD| - 3MiHa HaliMeHYBaHHS Ta
afpecy MicLe3HaxoMkeHHs1 BUpobHuka APl amnoguniny
6ecunar BiANOBIAHO A0 AOKYMeHTaL,ii BAPOOHUKA; YTOYHEHHS
HaliMeHyBaHHS Ta afpecu MicLe3HaxoMKeHHs BUPOOHMKa AdI
amnoauniy 6ecunart; 3miHu |l Tuny - 3MiHa BUPOGHUKa
BUXIAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCSA Y BUPOBHUYOMY npoueci AP, abo 3miHa
BMPO6HUKa (BK/IKOYaUM, fe HeobXigHo, MicLie MPOBeAEHHS
KOHTPONIO SIKOCTi) API; cynyTHA 3MiHa: 3MiHa y napameTpax
cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
BMpO6HULTBA API - 3MiHA Y MeTofax BUNpobysBaHHA APl abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUPOGHULITBA AP - BBEAEHHS
HOBOro BMpo6HUka A®I Amnoguniny 6ecunaty. Ak Hacnifgok,
3MiHM A0 cneuudikauii Ta MeToaiB KOHTpoo AD| 3a NOKa3HNKOM
«3a/INLLKOBI KifIbKOCTi OpraHiyH1X PO34YMHHUKIB

26.

AMOKCUK/TAB®

MOPOLLIOK A5 PO3UUHY
ons iH'exuin, 500 mr/100
Mr; 5 donakoHiB 3
MOPOLLKOM B KapTOHHIiA
Kopoo6Li

CaHpo3s
dapmacboT
ikans a.4.

CnoBeHis

CaHnpo3 'moX

AscTpis

BHECEHHS 3MiH [0 peecTpaLinHmx maTepiauis: 3MiHu | Tuny -
3MiHV A0 IHCTPYKLi 415 MeAUYHOT0 3aCTOCYBaHHS Y po3ainm
"Oco6mBocTi 3acTocyBaHHA", "Mo6ivHI peakuii” BignosigHO A0
iHchopMmauii WoA0 MeguyHOro 3acTocyBaHHs pe)epeHTHOro
nikapcbkoro 3acoby (AYTMEHTWH, nopolok ans po3unHy ons
iH’exuili, 500 mr/100 mr, 1000 mr/200 mr). BBeeHHA 3MiH
npoTArom 6-TM MicsLiB Nicnsa 3aTBepAKeHHSA

3a
peuyerimom

UA/7064/03/01

27.

AMOKCUKNAB®

MOPOLLOK A4/15 PO3UNHY
Ans iH'ekuii, 1000 mr/200
mr; 5 chnakoHis 3
MOPOLLUKOM B KapPTOHHIl
KopoobLi

CaHpo3
dPapmacbioT
ikans g.4.

CnoseHis

CaHpo3 M'meX

ABCTpIf

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHW [0 IHCTPYKLii A8 MeAMYHOro 3aCTOCYBaHHS Y po3Ainn
"Ocob6nmBocCTi 3acTocyBaHHs", "MobiuHI peakwii” BignoBigHO A0
iHbopMmauii Wwoao MeguyHOro 3actTocyBaHHsA pedpepeHTHOro
nikapcbKoro 3acoby (AYTMEHTWH, nopoluok Ans po3vnHy ons
iH'exuiii, 500 mr/100 mr, 1000 mr/200 mr). BBegeHHA 3MiH
NPOTArom 6-Tu MicsiLiB Nicnsa 3aTBepPAKEHHA

3a
peyenmom

UA/7064/03/02

28.

AMOKCHUN - K
625

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOI0,
no 500 mr/125 mr no 7
Tabnetok y 6nictepi, no 2
abo 3 6nicTepun B nauui 3
KapToHY

MAT
"KvisBmegnp
enapar”

YkpaiHa

NAT
"KniBmegnpen
apar”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny -
BBE[EHHS NEPiogUYHOCTI KOHTPOosIto ADI cymiw Kanito
KnaBynaHaTty Ta MiKpokpucTasnivyHoi Lentonosn (1:1) 3a

nokasHukamu "OntuyHa ryctuHa","pH", "3asnLLKoBi KiflbKOCTi
OpraHiYHMX Po34MHHKMKIB", "MiKpobionoriyHa umctoTa™

KOHTPONKETLCA KOXHa 10-Ta cepis

3a
peyenmom

UA/10915/01/01

29.

AHTINEKC-
300POB'S

cnpeii 4ns poToBol
NOPOXHMHKU No 30 My

TosapucTs
03

YkpaiHa

ToBapucTBO 3
06MEXEHOK

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

6e3
peuyenma

UA/10126/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
6as10Hi 3 KnanaHoM- 06MexXeHo BiANOBIA&/bHI 3asBHMKa (BNacHvKa peecTpauiiHoro nocBigyeHHs) - 3miHu |
HacocoM, HacazKoto- 10 cTIo TMny - AOMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
posnunaosayem; no 1 signosigan "®apmavesTu afipecy Micus NPOoBaKEHHS AiSNIbHOCTI BUPO6HMKa/imnopTepa
6asIoHy B KQpPTOHHIl bHICTIO YyHa KOMMaHis rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaoun AiNlbHULL BUMYCKY
Kopo6ui; no 50 mn y "papmaues "3p0pos'a” cepii abo MicLe NpoBefeHHSA KOHTPOJIIO AKOCTI. (BiSNbHICTb, 3a
hNaKoHi 3 opasibHUM TUYHa AIKy BignoBifae BUPOBHMK/IMNOPTEP, BKIHOHAOUM BUMYCK CEPiiA).
po3NUN0BaSILHUM KomnaHis 3MmiHa agpecu BUpPo6HMKa TOBapuCTBO 3 06MEXEHOI0
npucTpoem; no 1 donakoHy | "3gopos'a” BignoBigaNbHICTIO "dapmaleBTUYHa komnaHis "3g0pos’s”, 6e3
B KapTOHHIii KOpO6L 3MiHV Micus BUPO6HMLTBA. BBEAEHHSA 3MiH MPOTAroM 6-Tn
MicsILiB Mic/1A 3aTBEPAKEHHS.
30. AHTIINEKC- PO34MH A1 POTOBOI ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu | Tuny - 6e3 UA/10126/02/01
340POB'A NOPOXHWHK No 120 mny 03 BMPOOGHMLITBA, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
dhnakoHi; no 1 donakoHy y 06MeXeHo KOHTpPO/b MiCL NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
KapTOHHIA Kopoo6Li 10 AKOCTI, BUNYCK NiKapcbkoro 3acoby, BKIoYakun AifbHULi BUNYCKy cepii abo
Bignosigan cepii: MiCLie NpOBEeAEHHSA KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
bHICTIO ToBapucTBo 3 BiANOBIAAE BUPOGHMK/IMNOPTEp, He BK/IKOYAUM BUMYCK Cepiid)
"papmaLes 06MeXeHo 3MiHa agpecu Micus NPOBaKeHHA Ais/IbHOCTI BUPOOHMKa
TUYHa BiANOBIAA/bHI roTOBOrO slikapcbkoro 3acoby TOB "XapkiBcbke thapmaueBTUyHe
KOMnaHis CTIO nignpvemcTBo "340poB'a Hapoay”, YkpaiHa, 6e3 3MiHu Micus
"3popos'a" "®apmaueBTu BMPOOHULTBA. 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
YHa KOMNaHis HalilMeHyBaHHs Ta/abo agpecyt MiCLA NPOBaKEHHS AiS/IbHOCTI
"3popos's", BMPOGHMKa/iMnopTepa roToBOro fikapcbKoro 3acoby, BKIoYaun
YkpaiHa; LOinbHUL BUNYCKY cepii abo MicLe NpoBeAEeHHSI KOHTPOJI SKOCTI.
BCi cTagii (aisnbHICTb, 3a AKy BigNoBigae BUPOOHUK/IMIOPTEP, BKIKOYAKOUM
BMPO6GHMLITBA, BMNYCK Cepiit) - 3MiHa agpecy MicLA NPOBaIXXEHHS Ais/IbHOCTI
KOHTPO/b BMPOGHMKa rOTOBOTO NiKapCbKoro 3acoby ToBapuCTBO 3
AKOCTI: 06MexXeHoH0 BignosiganbHiCTIO "PapmaleBTnyHa KoMnaHis
ToBapucTBo 3 "3popoB's", YkpaiHa, 6e3 3miHu micus BUpobHuLTBa. BBeAeHHSA
06MeXeHo 3MiH NPOTAroM 6-Tu MicAUIB Nicna 3aTBepAKeHHs. 3MiHu | Tuny -
BiANOBIAA/bHI AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
CTIO 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
"XapkiBcbke MiCLLe3HaxXOoMKEHHS 3asBHMKa. BBeeHHS 3MiH NpOTAroM 6-Tu
thapmavneBTny MiCALIB MICNSA 3aTBEPAYKEHHS.
He
nigNPUEMCTBO
"380poB's
Hapogy",
YKpaiHa
31. AHIIO-BETAPTIH | po3unH ans iHdysii, 42 TOB Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/15912/01/01
mr/mn, no 100 mny "papMIoHio akuioHepHe 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
nasawui; no 1 naswuiy HBCB TOBapuCTBO BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta YMOB BUaadi
Kopoo6Li [esenonve "lHdpysia” peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
HT" pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)

nojasibLLIoro 06I'pyHTYBaHHS HOBUMM J0AATKOBUM AaHUMK, L0
MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKn
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BIANOBIAHO A0 NiANYHKTY 1.8.2 NyHKTY
1.8 gopatky 5 fo lNMopsgky NpoBefeHHs ekcnepTusun
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

32,

AHr1O-BETAPTIH

peecTpauiiHux MaTepiasiiB Ha flikapcbki 3aco6u, Lo noJalTbes
Ha fepXaBHy peecTpauito (nepepeecTpaLiio), a Takox
eKCMepTM3n MaTepiasliB NPO BHECEHHS 3MiH 0 peecTpaLiiiHnx
mMarepianis NpoTArom Aii peecTpaviiiHoro NocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y pepakuii
Hakasy MO3 Big 23.07.2015 Ne 460); 3MiHW BHECEHi 0 IHCTPYKLT
AN MeAnYHOro 3acTOCYBaHHSA /iKapCbKOro 3acoby y po3ginu:
"MokasaHHA", a TakoX y po3ginu: "MpoTunokasaHHa", "B3aemogis
3 iHWKXMK NiKapCbKMMK 3aco6amu Ta iHLLI BUAY B3aEMOZIR",
"Ocob6nmBoCTi 3acTocyBaHHs", "Mo6iuHI peakwyii" BignoBigHO A0
iHbopmaLii Woao MeguyHoro 3actTocyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (TIBOPTIH®, po3yvH ans iHdysiid)

0 NoCcBIOYEHHS

pO3uunH ANs iHdysii, 42
mr/mn no 100 mny
nAswui; no 1 naswujiy
Kopoo6Li

TOB
"papMioHio
HBCB
[esenonme
HT"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

«IHdpy3is»

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny -
3MiHM 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAEHHA [0AATKOBOI AiNbHNL BUPOOGHULTBA ANS
4acTuHM abo BCbOrO BYPOGHNYOro NPoLLeCy roToBOro /iKapCbKoro
3aco0y (AinbHMULA, Ha Skl NPoBOAATLCSA 6YAb-sKi BUPOOHWYI
cTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPOSIIO AKOCTi Ta
BTOPVHHOIO NakKyBaHHA A5 CTEPUIbHUX NTiKapCbKMX 3ac06iB
(BKNtOUatoum BUPOGIeHi acenTMUHUM METOL0M), KPiM JTiKapCbKuX
3ac06iB 6i010rYHOro/iMyHOMOMNYHOTO NOXOMKEHHS). CynyTHSA
3MiHa - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3miHK y
BUPOGHMLTBI. 3amiHa abo BBeAeHHA A0AATKOBOI AiNbHULL
BMPOBGHMUTBA A4N151 YaCTUHU abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO JliKkapCcbKoro 3acoby (AiNbHULSA 4719 BTOPUHHOIO
nakyBaHHs1) - BBeLleHHS A04aTKOBOT AiNbHUL BUPOGHULTBA:
Ykpaina, 23219, BiHHULbKa 0671., BIHHWLBKWIA p-H, €. BiHHWLBKI
XyTopw, By/s. Hemupiscbke woce, 6. 84 A; 3MiHU 3 SKOCTI.
[oTOBWiA Nnikapcbkuii 3aci6. 3MiHU Y BUPOOHULITBI. 3MiHN Y
npoueci BUPO6HMLITBA FOTOBOTO NiKapCbKOro 3acoby, BK/IYakun
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULTBI
roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHK) - 3MiHWX Y NpoLEeCi
BMPOBGHULTBA FOTOBOrO MiKapCbKOro 3acoby, BKIYaK4M
NPOMDKHWIA NPOAYKT, (3aTBEpAKEeHO: TepMiH 36epiraHHs
NPOMDKXHOI NPOAYKUIT Y peakTopi He Binblue 3 roAvH, B ynakoBLj
[0 cTepunizadii He 6inbwe 14roavH, 3anpoNoOHOBAHO:
MakcuMasibHWiA TEPMIH 36epiraHHs 'y peakTopi nicns
NPUroTyBaHHs Ta A0ro po3nnBYy CymapHo He Ginblue 32 roguH);
3MiHM | TURY - 3MiHK 3 AKOCTI. FOTOBWIA NikapCcbKWii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOJ1I0 AKOCTi FOTOBOrO NikapcbKoro 3acoby (3amiHa
abo fofaBaHHA BMPOOHMKA, WO BigNOBILA€E 3a BBE3EHHS Ta/abo
BMMYCK cepii) - Bknoyalouy KOHTPONb/BUNPoGyBaHHSA cepii -
BBEJEHHA [04aTKOBOI AiNIbHUL BUPOGHULITBA FOTOBUX
nikapcbkux 3acobis: MNAT "IHdy3ia” Ykpaina, 23219, BiHHuUpbKa
061., BiHHMLbKWIA p-H, €. BiHHUUbLKI XyTOpW, By. HemupiBcbke
woce, 6.84 Ay 38'A3Ky 3 BUPOBHNYOIO NOTPEOOI0 Ta NPOBEAEHHS

3a
peyenmom

KOHTPO/HO SIKOCTi BUXifHOI CMPOBMHK Ta MaTepianis, MPOMiXHOI

UA/15912/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NPOAYKLii Ta rOTOBMX NiKaPCbKNX 3aC006iB.
33. APAHECH pO34uH ANs iH'ekuiid, 100 AmmpxeH HigepnaHg, MapkyBaHHs, HigepnaHg BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/11437/01/03
MKr/M; no 0,3 mny €spona 7] BTOPUHHE n/ 3MiHM BUNPOBYBaHb abo AOMYCTUMUX MEX Y NPoLECi peyenmom
nonepegHL0 B.B. nakyBaHHs Ta CLA BMpo6HULTBa A®PI, L0 BCTAHOBMEHI y cneuudikauisx -
HamnoBHEHOMY LUNPULi; MO BUWMYCK Cepii: [oAaBaHHA nokasHuka «KapTyBaHHS onirocaxapugis» 3
1 wnpwuy y 6nicTtepi; no 1 AMIKeH ponyctumumn mexamun SA/N=3,61 — 3,69 B skoCTi BUNpobyBaHHSA
6nicTepy B KOpo6Lyi €spona b.B., y npoueci Bupo6HuuTBa A®| lapbonoeTuHy anbda; gofaBaHHS
Higepnanaw; anbTepHatneHoro M/IP — meTody BU3HAYEHHS MiKonnasmu ans
Brpo6HMUTBO, KOHTPO/I0 SKOCTI B NpOLLeci BUPOGHMLTBA ADI; 3MiHM | Tuny -
nepBuHHE 3MiHa y napameTpax crneuundikaiii Ta/abo onyCcTVMUX Mex,
nakyBaHHs: BM3HAYEHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMIKHUIA
AMaXeH NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLeCi
MaHydhekuypi BMPOGHMLTBA ADI - BUyYEHHS MOKa3HWKIB «30BHILLHIl BUrNA4,
Hr NlimiTepq, SDS — PAGE, lMentugHe kapTyBaHHsA, Ta pH» i3 cneundikadii
CLWA A®I; 3miHu | TMNy - 3MiHa Nepiofy NOBTOPHMX

BMNpoGyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs AdI -
BUTYYEHHS NMOKa3HWKIB «30BHiLLHIN BUrnsg, bionpoba in-vitro,
SDS — PAGE, I3oenektpuyHe thokycyBaHHs |IEF, KoHueHTpauis
6inky Ta pH» i3 cneuudikauii ctabinsHocTi A®I, a Takox
BHECEHHS 3MiH [J0 NPOTOKO/Y BUBYEHHS CTabiNIbHOCTI, 3 METOI0
BW/TyYEHHS TOYOK Ha 3, 9 Ta 18 micausax; 3miHu | Tuny - 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMKX MEX FOTOBOrO
NikapCbKoro 3acoby - BUyYeHHs MokasHukiB «pH, Xnopug,
doccpat Ta Monicopbat 80» 3i cneundikaL,ii nikapcbkoro 3acoby
Ha BMMYCK; 3MiHM | TUny - 3MiHa y TepmiHax npugaTtHocTi abo
ymoBax 36epiraHHsi roTOBOrO /iKapCbKOro 3acoby - BUNYYEHHS 3i
cneumdikauii cTabinbHOCTI rOTOBOrO JliKapCbKOro 3acoby
nokasHuKiB «IMyHOhepMeHTHMIA aHani3, bionpoba in-vitro,
130enekTpuyHe hokycyBaHHs (IEF) Western, okucieHHs
METIOHIHY Ta pH» Ta BHECEHHS 3MiH 40 NPOTOKO/Y BUBYEHHS
CTabiNbHOCTI, a came: BUNyYEeHHS NOKa3HKa «CTepunbHICTb» 3
YCiX TOYOK KOHTPOSIIO, 3@ BUHATKOM TO, i BUK/TIOYEHHA napameTpy
«LlinicHicTb cncTeMn KOHTHeHepa» TiNbKWN HaNPUKIHL TEPMIHY
npuaaTHOCTI; 3MiHK | TNy - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO
npuBeAeHHS Yy BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi hapmakonei, abo iHLWOi HauioHabHOI
chapmakonei gepxasu EC - 3MiHa MeToAy BU3HAYEHHS rOTOBOrO
NiKapcbKoro 3aco6y 3a NOKasHWKOM «30BHILLHIl BUrIAA» Y
BIANOBIAHOCTI 3 NpuBeAeHHaAM Ao Bumor EP; 3miHa meToay
BU3HAYEHHSA rOTOBOIrO /1iKapCbKOro 3acoby 3a NoKa3HMKOM
«HeBuaMMI YacTkv» y BIAMNOBIAHOCTI 3 NPUBEAEHHAM [0 BUMOT
USP (6yno nocunanHsa Ha EP); 3MiHu Il Tuny - 3miHun
BMNpo6yBaHb abo JOMYCTVMUX MeX Yy npoLeci BupobHuutea Adl,
LLIO0 BCTAHOB/NEHI Y crneungikaLisax - po3LwMpeHHs A0NYyCTUMMUX
MeX nokasHuka «KoHueHTpauji 6inka» 3 1,75 — 2,24 mr/mn go 1,7
— 2,3 Mr/MAn ANnsa KOHTPOIO y NpoLeci BUpo6HMUTBa A®| Ha eTani
Viral Filtered Pool; po3wpeHHs AoNyCTUMUX MEX MOKa3HMKa
«Yac noaBoeHHs nonynsuii» 3 < 36 roanH Ao < 41 rogud PDT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
[O715 KOHTPOAI0 y mpoueci BUpobHunutea A®I Ha eTani Seed Stage
1 Bioreactor; BU/lyYeHHs nokasHuka «entugHe kapTyBaHHa O-
site Occupied Ana KOHTPOAIO y Npoueci BUpobHMUTBa AD| Ha
etani Diluted Column 2 Pool»; 3miHu Il Tuny - 3miHa y
napameTpax cneuudikadiii Ta/abo AONyCTUMUX MEX, BU3HAUYEHNX
y cneumdikavisx Ha A®l, abo BUXiAHWA/NPOMiKHUI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeci
BUpPOGHMLUTBA AP - BUTyYEHHS NOKa3HUKa «KapTyBaHHSA
onirocaxapugis» 3i cneundikauii AP lapbonoetnHy anbda,;
3miHu Il TMny - 3MiHa napameTpiB cneuudikauii Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BUMYyYEHHS
nokasHuka bionpo6a in vitro 3i cneyudikadii roroBoro
NikapcbKoro 3acoby Ha BUNycKk. BBefeHHA 3MiH NpoTArom 6-u
MicsILiB Micns 3aTBepKEHHS
34. APAHECH PO34nH N4 iH'eKLin, 25 AMIXEH HigepnaHg, MapkyBaHHS, HigepnaHg, BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 3a UA/11437/01/01
Mkr/mn; no 0,4 mny €pona n BTOpPUHHE n/ 3MiHV BUNpo6yBaHb abo JOMYyCTUMUX MEX Y NpoLeci peyenmom
nonepegHL0 B.B. nakyBaHHs Ta CLWA BMPOOHULTBa A®PI, 110 BCTAHOB/IEHI y cneyndikauisx -
HaMOBHEHOMY LUNPWLi; NO BUMYCK cepii: [ofaBaHHs nokasHyka «KapTyBaHHSI onirocaxapugis» 3
1 wnpwuy y 6nicTtepi; no 1 AmMIpKeH ponyctumrmun mexamu SA/N=3,61 — 3,69 B skocTi BUNpobyBaHHs
6nictepy B KOpo6Lj €spona b.B., y npoueci Bupo6HuLTBa A®I lapbonoeTuHy anba; oaaBaHHS
Higepnanguy; anbTepHatusHoro MJ/IP — meTofy BU3HAYEHHA Mikonnasmu gns
Brpo6HMUTBO, KOHTPOJI0 SIKOCTi B NpoLieci BUpo6HMLUTBa ADI; 3MiHK | Tuny -
nepBuHHE 3MiHa y napameTpax cneuundikaiii Ta/abo fonycTUMUX Mex,
nakyBaHHs: BM3HAYEHNX Y cneundikauisx Ha A®l, abo BUXIAHWA/NPOMKHUI
AMaXKEH NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeci
MaHydekuypi BMPOGHULTBA ADI - BUyYEHHS MOKA3HWKIB «30BHILLHIl BUrNaa,
Hr NlimiTeq, SDS - PAGE, MentugHe kaptyBaHHs, Ta pH» i3 cneumdikavi
CLWA A®I; 3miHu | TMNy - 3MiHa Nepiofy NOBTOPHMX

BMNPO6YBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs AdI -
BWJTYYEHHST NOKA3HWKIB «30BHILLHIA BUrNag, bionpoba in-vitro,
SDS - PAGE, I3oenektpuyHe chokycyBaHHs |IEF, KoHueHTpauis
6inky Ta pH» i3 cneuundikaLii ctabinbHocTi AP, a Takox
BHECEHHS 3MiH [0 NPOTOKONY BUBYEHHS CTabiNibHOCTI, 3 METOIO
BW/Ty4EHHS TOUOK Ha 3, 9 Ta 18 micAusax; 3miHu | Tuny - 3mMiHa
napameTpiB cneuudgikaii Ta/abo AoNyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby - BUIyYeHHs NokasHukiB «pH, Xnopua,
®ocdhat Ta Monicopbat 80» 3i cneuymdikadii nikapcbkoro 3acoty
Ha BUMYCK; 3MiHK | TUNy - 3MiHa Y TepMiHax npuaaTHOCTi abo
yMoBax 36epiraHHsi rOTOBOTO JTiKapCbKOro 3acoby - BUYyUYEHHS 3i
cneumdikauii cTabinbHOCTI rOTOBOTO JliKapCbKoro 3acoby
NoKasHuKiB «IMyHOhepMeHTHUIA aHani3, 6ionpoba in-vitro,
130enekTpuuHe thokycyBaHHsA (IEF) Western, okucieHHs
METIOHIHY Ta pH» Ta BHECEeHHS 3MiH 40 NPOTOKO/TY BUBYEHHS
cTabifIbHOCTI, a came: BUyYeHHs NokasHuKa «CTepunbHICTb» 3
YCiX TOYOK KOHTPOStO, 38 BUHATKOM TO, i BUK/TIOYEHHS NapameTpy
«LlinicHicTb cucTemMn KOHTHelHepa» TiNbKW HaMpUKIHL TEPMIHY
NPUAATHOCTI; 3MiHK | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npyBELEHHS V BiANOBIAHICTb A0 MOHorpadii APY abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

€Bponelicbkoi thapmakonel, abo iHWOoi HaLioHasTbHOI
thapmakonei gepxasu €C - 3MiHa MeToAy BU3HAYEHHS rOTOBOro
NiKapCbKOro 3acoby 3a NOKa3HUKOM «30BHILLHIl BUrNaa» y
BiAMNOBIAHOCTI 3 NpBeAeHHAM A0 Bumor EP; 3miHa meToay
BU3HAYEHHSA rOTOBOrO /1iKapCbKOro 3acoby 3a NoKasHMKOM
«HeBuaMMI YacTkv» y BifgMnoBIAHOCTI 3 NPUBEAEHHSAM [0 BUMOT
USP (6yno nocunanHs Ha EP); 3MiHn Il Tuny - 3miHu
BMNPO6YBaHb abo A0NYyCTUMUX MeX y npoLeci BUpobHuuTBa AdI,
LLIO BCTaHOB/EHI y cneundikaLisix - po3LWMPEHHA A0NYCTUMUX
MeX nokasHuka «KoHueHTpauji 6inka» 3 1,75 — 2,24 mr/mn go 1,7
— 2,3 Mr/Mn ANs KOHTPOSO y NpoLeci BUpo6HMUTBa A®| Ha eTani
Viral Filtered Pool; po3wmpeHHa AonyCTUMUX MEX MOKasHuKa
«Yac noaBoeHHs nonynsAuii» 3 < 36 roguH go < 41 roguH PDT
0151 KOHTPON0 y npoueci Bupo6HuutBa A®I Ha eTani Seed Stage
1 Bioreactor; Bu/lyYeHHsi nokasHuka «lentugHe kapTyBaHHs O-
site Occupied Ans KOHTPO/O y Npoueci BUpo6HMUTBa AD| Ha
eTani Diluted Column 2 Pool»; 3MiHu Il Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX, BU3HAUYEHNX
y crneumdikalisx Ha A®l, abo BUXiAHNIA/MPOMIKXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
BMPOGHMLTBA AD| - BUNyYEHHS MOKasHVKa «KapTyBaHHSA
onirocaxapugis» 3i cneundikavii A®| apbonoeTnHy anbda,;
3MiHu Il TMny - 3MiHa napameTpiB cneyudikaii Ta/abo
L0NYCTUMUX MEX FOTOBOTO JiKapCbKOro 3ac0o6y - BUTyYEHHS
nokasHuka bionpo6a in vitro 3i cneyudikaii roroBoro
NikapcbKoro 3acoby Ha BUNyck. BBeeHHA 3MiH NpoTAroM 6-Tu
MicAUIB Micns 3aTBepKEHHS

35.

APAHECHN

pO34uH ANs iH'ekuid, 500
MKr/M, no 1,0 mny
nonepegHL0
HamnoBHEHOMY LINpULi; Mo
1 wnpuuy y 6nictepi; no 1
6nictepy B KOpPoO6L;j

AMIXeH
€spona
B.B.

HinepnaHpg,
"

MapKyBaHHs,
BTOPVHHE
nakyBaHHs Ta
BMNYCK cepil:
AMOKeH
€spona b.B.,
HinepnaHvgy;
Brvpo6H1uTBO,
nepBuHHE
nakyBaHHS:
AMOKeH
MaHyhekuypi
Hr JliviTepq,
CLA

HigepnaHpg,
n/
CLA

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny -
3MiHM BUNPOByBaHb abo A0MYCTUMUX MEX Y Npoueci
BMPOOGHULTBA A®PI, LLIO BCTAHOB/MEHI Y cneundikawisx -
[oAaBaHHA nokasHuka «KapTyBaHHS onirocaxapugis» 3
ponyctumumm Mexamm SA/N=3,61 — 3,69 B AKOCTi BUNPOOYBaHHsA
y npoueci BupobHuuTBa A®| lapbonoetuHy anbda; gofaBaHHS
anbTepHatneHoro M/1P — meToAy BU3HAUYEHHSA MiKonnasmu Ans
KOHTPO/IH0 SIKOCTi B npoLeci BUpo6bHuLTBa A®I; 3miHW | TNy -
3MiHa y napameTpax cneumdikauiii Ta/abo fonycTMUX Mex,
BM3HAYEHNX Y cneundikauisx Ha A®l, abo BUXIgHWA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLeci
BMPOGHULTBA AP - BUyYEHHS NOKA3HWKIB «30BHILLHI BUTIAA,
SDS - PAGE, MNMentugHe kapTyBaHHs, Ta pH» i3 cneumndikaw,i
A®I; 3MiHM | TUNY - 3MiHa Nepiogy NOBTOPHMUX
BMNpo6yBaHb/nepiogy 36epiraHHa abo yMoB 36epiraHHs AdI -
BW/TyYEHHS MOKa3HWKIB «30BHILLHIA BUrnsg, bionpoba in-vitro,
SDS — PAGE, I30enektpuyHe cokycyBaHHs |IEF, KoHLeHTpauis
6inky Ta pH» i3 cneundikauii ctabinbHocTi AP, a Takox
BHECEHHS 3MiH [0 NPOTOKO/Y BUBYEHHS CTabifIbHOCTI, 3 METOD
BWU/TyYEHHSI TOYOK Ha 3, 9 Ta 18 micausx; 3miHu | Tuny - 3miHa
napameTpiB cneungikauiin Ta/abo AoNyCTUMUX MEX rOTOBOTO

3a
peyenmom

UA/11437/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

NiKapCbKoro 3acoby - BUyYeHHs NokasHukiB «pH, Xnopug,
docdpat Ta MonicopbaT 80» 3i cneundikaL,ii nikapcbkoro 3acoby
Ha BUMYCK; 3MiHW | TUNy - 3MiHa y TepmiHax npugatHocTi abo
ymMoBax 36epiraHHs roTOBOrO NiKapCbKOro 3aco0y - BUTyYEHHS 3i
cneumdikauii cTabinbHOCTI FOTOBOTO JliKapcbKoro 3acoby
NoKa3HUKIB «IMyHOChepMEHTHWIA aHani3, 6ionpoba in-vitro,
I130enekTpuuHe dpokycyBaHHs (IEF) Western, okncneHHs
METIOHIHY Ta pH» Ta BHECEeHHS 3MiH 40 NPOTOKO/TY BUBYEHHS
cTabiNbHOCTI, a came: BUyYeHHS NokasHuKa «CTepunbHICTb» 3
YCIX TOUOK KOHTPOSIIO, 3@ BUHATKOM TO, i BUK/TIOYEHHA napameTpy
«LlinicHicTb cucTeMn KOHTHeHepa» TiNbKW HaNpUKiHLi TEPMIHY
npuaaTHoOCTI; 3MiHK | TUNY - 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO
npyBeLEHHS Y BiANOBIAHICTb A0 MOoHorpadii 4dY abo
€Bponeiicbkoi thapmakonel, abo iHLWOoT HaLioHasTbHOI
thapmakonei gepxasu EC - 3MiHa METOAY BU3HAYEHHS TOTOBOIO
NiKapCbKOro 3acoby 3a NOKa3HWKOM «30BHILLHIl BUTIAO» Y
Bi4NOBIAHOCTI 3 NpuBeAEHHSAM 40 BUMOr EP; 3miHa meToay
BM3HAYEHHS rOTOBOrO NiKapCbKOro 3acoby 3a NOKasHWKOM
«HeBuanMI YacTkv» y BifMoBIAHOCTI 3 NPUBEAEHHSAM 40 BUMOT
USP (6yn10 nocunaHHs Ha EP); 3MiHu Il Tvny - 3MiHK
BMNpo6yBaHb abo JOMYyCTUMUX MeX Y npoLieci BupobHuutea AdI,
LLIO BCTAHOB/EHI y cneundikauisix - po3LWMPEHHSA AONYCTUMUX
MeX nokasHuka «KoHueHTpaduii 6inka» 3 1,75 — 2,24 mr/mn go 1,7
— 2,3 Mr/MN AN KOHTPOAIO y NpoLeci BUpobHuuTBa A®| Ha eTani
Viral Filtered Pool; po3wmpeHHs AoNyCTUMMX MEX MOKa3HMKa
«Yac nogBoeHHA nonynsuii» 3 < 36 roaunH o < 41 roavH PDT
A5 KOHTPOAIo y npoueci BUpobHuytea A®Il Ha eTani Seed Stage
1 Bioreactor; Busiy4eHHs nokasHuka «lentugHe kaptysaHHs O-
site Occupied A8 KOHTPOAO Y npoueci BUpobHuuTea APl Ha
eTani Diluted Column 2 Pool»; 3miHu Il Tuny - 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX, BUSHAUYEHNX
y cneumdikalisx Ha A®l, abo BUXiAHUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y NPOLECi
BMPOGHMLTBA AD| - BUNYyYEHHS MOKasHvKa «KapTyBaHHS
onirocaxapugis» 3i cneumdikauii A®l JapbonoeTuHy anbga,;
3MiHu Il TMny - 3MiHa napameTpiB cneuudikaLii Ta/abo
[OMYyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BUMYyYEHHS
nokasHuka bionpoba in vitro 3i cneyudikadii roroBoro
nikapcbKoro 3acoby Ha Bunyck. BeegeHHs 3MiH npoTsarom 6-tu
MicsILiB Micnsi 3aTBEPAKEHHS

36.

APAHECH

PO34UH ANs iH'eKLN, 25
MKr/M; no 0,4 mny
nonepeaHL0
HanoBHEHOMY LUNPULi; MO
1 wnpwuy y 6nicTtepi; no 1
6nicTepy B KOpo6Li

AMIXeH
€spona

HigepnaHg,
n

MapKyBaHHs,
BTOPUHHE
nakyBaHHA Ta
BUMYCK cepil:
AMIKeH
€spona b.B.,
HigepnaHau;
Brpo6HMUTBO,

HigepnaHg
n/
CLA

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHN BHECEHO B iIHCTPYKL,i0 471 MEeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3sainis
"®apmakogvHamika', "®apmakokiHeTuka", "Oco6mMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta go3un" ans
BiJOGPaXKEHHA HAABHUX AaHKX MO nNpenapartu, ski CTUMYNoITb
eputponoes (ESA). BBefeHHs 3MiH NpOTSArom 6-Tv MicsiliB nicas

3a
peyenmom

UA/11437/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nepBuHHE 3aTBep/AXeHHs. 3MiHK | Tuny - 3MiHKn WoAo
nakyBaHHs: 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo
AMIXKEH 3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
Manydekuypi (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTemy thapMakoHarnsgy,
Hr NlimiTepq, 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
CLWA hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy

3asBHUKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, yNOBHOBaeHOoI ocobu, BiANOBiAa/IbHOT 3a
3pjlicHeHHs chapmakoHarnaay (BKYalUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHO! 0co6u, BignoBiganbHOT
3a 3gilicHeHHsA dhapmakoHarnsgy . [itoya pegakuis: Sleppi
[bxoHcon/ Larry Johnson. MNponoHoBaHa pegakuis: C'to Pic/Sue
Rees. 3miHa KOHTaKTHOI 0CO6YM BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy. [itoya pegakuin BitkoBcbka TeTaHa
BitaniisHa. MponoHoBaHa pegakuis: TepeHTbeB OnekcaHap
HOpiiioBuY 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0Co6M.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6U. 3MiHM | TURY - 3MiHK
3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
rOTOBOTO JIiKAPCbKOro 3acoby (BUYYEHHS YNakOBKN NEBHOMO
PO3Mipy) BU/TyYEHHS YNAaKOBKV NMONEPeAHbO HANMOBHEHWI LUMPULY
3 aBTOMAaTUYHUM 3ano6iXXHUKOM ro/iku; No 1 wnpudy y 6nictepi;
no 1 6nictepy B kopobu,i: 3MiHN BHECEHO B iHCTPYKLiO 415
MeAMYHOro 3acTOCYBaHHS /TiKapCbKOoro 3acoby Ao po3giny
"YnakoBKa" CTOCOBHO BU/TYYEHHS YNaKOBKM, K HAC/i0K,
BIANOBIAHI 3MiHM - B TEKCTi po3Ainis "Cnocib 3acTocyBaHHs Ta
fo3un", "OcobnnBOCTi 3acTocyBaHHS". BBeAEHHS 3MiH NPOTATOM
6-Tn MicAUiB Nicnsa 3aTBEPXKEHHSA. 3MiHW | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapPCbKOro 3acoby (BUYyYEHHS YNakoBKU NeBHOTO
PO3Mipy) BUMYYEHHS YNakoBKM NonepeAHb0 HanoBHEHWI WnpuL;
no 1 wnpuuy B KOPOGLi:
3MiHM BHECEHO B iHCTPYKLil0 AN MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "YnakoBka" CTOCOBHO BUyYEHHS
yMakoBKM, SIK HACNIAOK, BiAMOBIAHI 3MiHW - B TEKCTI po3ainy
"Cnoci6 3acTocyBaHHs Ta f031". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHsA. 3MiHu | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
OiSNbHOCTI BUPO6HUMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAIOUN AiNbHUL BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOUaUM BUMYCK Cepiid) 3MiHa agpecun
BMpO6HUKa AMKeH €spona b.B., HigepnaHan (MapkyBaHHs,
BTOPWHHE NakyBaHHS Ta BUMYCK cepii), 6e3 3miHW micus
BUPOGHMLTBA: BBEAEHHSA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBepMKEHHS. 3MiHu Il TMny - 3MiHK Woao
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. 3MiHu y KOpoTKii
XapakTepucTuL, Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
OaHUMK 3 SIKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHVMKX Ta AaHVMK 3
thapmMakoHarnagy - 3MiHM BHECEHO B iIHCTPYKLiO 4151 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"®apmakognHamika', "®apmakokiHeTnka", "MokasaHHs",
"Oco61BoCTi 3acTocyBaHHA","Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi peakuii" y 38'A3Ky 3 HAABHUMU HOBUMMW AaHVMU LLOA0
3aCTOCYBaHHA [iTAM Ta nonepepkeHb LWOA0 CepRo3HUX
NoGIYHMX peakLiii 3 6OKy LUKIpK Ta NigLWKIPHOT TKAHUHN.
BpaxoBytoun 0HOBMEHyY iHhopmaLiito LWoAo 6e3nekn
3aCTOCYBaHHS Nikapcbkoro 3acoby, a caMme Mpo acoujioBaHi 3
NiKyBaHHSAM cepiio3Hi NOGIYHI peakwii 3 60Ky LUKipy Ta NiALKipHOT
TKaHWHW, BKIOYatoumn cuHapom CriBeHca-[)koHCoHa Ta
TOKCUYHWIA enigepMasibHUI HEKPONI3, SIKi MOXYTb 6yTu
Hebe3neyHuMn AN XUTTA abo cMepTesibHUMU (POo3L4in
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii ). 3miHu Il TUny -
3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHv
Y KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 4151 MeANYHOro 3aCTOCYyBaHHSA Y
3B'A3KY i3 HOBVMU JaHVUMM 3 SKOCTI, AOKMIHIYHUMMU, KIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHW BHECEHO B
IHCTPYKLi0 4718 MEeANYHOro 3acTOCYyBaHHS NikapCbKoro 3acoby Ao
po3ginis "®apmakogmHamika", "®apmakokiHeTuka", "MokasaHHs",
"Oco61BoCTi 3acTocyBaHHA","Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi peakuii" y 38'A3Ky 3 HAABHUMU HOBUMMW AaHVMU LLOA0
3acTOCyBaHHS AiTAM. BBeAeHHs 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepkeHHs. 3MiHu 1l Tuny - 3MiHK Woao0
6e3nekn/etheKkTMBHOCTI Ta hapMakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT ANA MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
AaHVMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY AaHUMKU Ta JaHUMK 3
hapmakoHarnsgy. 3mMiHM BHECEHO B iHCTPYKLiO A1 MeAUYHOT0
3acTocyBaHHS NikapcbKoro 3acoby Ao posginis "Cnoci6
3acTocyBaHHs Ta go3n" i "Mo6ivHi peakuii"cTOCOBHO 3arasibHu1X
NopyLUeHb Ta CTaHiB y AiNSHLi BBEAEHHS, Y 3B'A3KY 3
oTpyMaHHAM curHanis (EMEA/H/C000332/SDA/090) npo
BUMNaKW HENPABWILHOrO BUKOPUCTAHHS NPUCTPOL. BBeAEHHS
3MiH NPOTArom 6-TW MICALB NiC/1A 3aTBEPAKEHHS.

37.

APAHECH

pO34uH ANs iH'ekuiid, 100
MKr/M; no 0,3 mny
nonepeaHL0
HanoBHEHOMY LUNPULi; MO
1 wnpwuy y 6nicTtepi; no 1
6nicTepy B KOpo6Li

AMIXeH
€spona

HigepnaHg,
n

MapKyBaHHs,
BTOPUHHE
nakyBaHHA Ta
BUMYCK cepil:
AMIKeH
€spona b.B.,
HigepnaHau;
Brpo6HMUTBO,

HigepnaHg
n/
CLA

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHN BHECEHO B iIHCTPYKL,i0 471 MEeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3sainis
"®apmakogvHamika', "®apmakokiHeTuka", "Oco6mMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta go3un" ans
BiJOGPaXKEHHA HAABHUX AaHKX MO nNpenapartu, ski CTUMYNoITb
eputponoes (ESA). BBefeHHs 3MiH NpOTSArom 6-Tv MicsiliB nicas

3a
peyenmom

UA/11437/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nepBuHHE 3aTBep/AXeHHs. 3MiHK | Tuny - 3MiHKn WoAo
nakyBaHHs: 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo
AMIXKEH 3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
Manydekuypi (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTemy thapMakoHarnsgy,
Hr NlimiTepq, 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
CLWA hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy

3asBHUKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, yNOBHOBaeHOoI ocobu, BiANOBiAa/IbHOT 3a
3pjlicHeHHs chapmakoHarnaay (BKYalUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHO! 0co6u, BignoBiganbHOT
3a 3gilicHeHHsA dhapmakoHarnsgy . [itoya pegakuis: Sleppi
[bxoHcon/ Larry Johnson. MNponoHoBaHa pegakuis: C'to Pic/Sue
Rees. 3miHa KOHTaKTHOI 0CO6YM BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy. [itoya pegakuin BitkoBcbka TeTaHa
BitaniisHa. MponoHoBaHa pegakuis: TepeHTbeB OnekcaHap
HOpiiioBuY 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0Co6M.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6U. 3MiHM | TURY - 3MiHK
3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
rOTOBOTO JIiKAPCbKOro 3acoby (BUYYEHHS YNakOBKN NEBHOMO
PO3Mipy) BU/TyYEHHS YNAaKOBKV NMONEPeAHbO HANMOBHEHWI LUMPULY
3 aBTOMAaTUYHUM 3ano6iXXHUKOM ro/iku; No 1 wnpudy y 6nictepi;
no 1 6nictepy B kopobu,i: 3MiHN BHECEHO B iHCTPYKLiO 415
MeAMYHOro 3acTOCYBaHHS /TiKapCbKOoro 3acoby Ao po3giny
"YnakoBKa" CTOCOBHO BU/TYYEHHS YNaKOBKM, K HAC/i0K,
BIANOBIAHI 3MiHM - B TEKCTi po3Ainis "Cnocib 3acTocyBaHHs Ta
fo3un", "OcobnnBOCTi 3acTocyBaHHS". BBeAEHHS 3MiH NPOTATOM
6-Tn MicAUiB Nicnsa 3aTBEPXKEHHSA. 3MiHW | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapPCbKOro 3acoby (BUYyYEHHS YNakoBKU NeBHOTO
PO3Mipy) BUMYYEHHS YNakoBKM NonepeAHb0 HanoBHEHWI WnpuL;
no 1 wnpuuy B KOPOGLi:
3MiHM BHECEHO B iHCTPYKLil0 AN MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "YnakoBka" CTOCOBHO BUyYEHHS
yMakoBKM, SIK HACNIAOK, BiAMOBIAHI 3MiHW - B TEKCTI po3ainy
"Cnoci6 3acTocyBaHHs Ta f031". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHsA. 3MiHu | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
OiSNbHOCTI BUPO6HUMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAIOUN AiNbHUL BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOUaUM BUMYCK Cepiid) 3MiHa agpecun
BMpO6HUKa AMKeH €spona b.B., HigepnaHan (MapkyBaHHs,
BTOPWHHE NakyBaHHS Ta BUMYCK cepii), 6e3 3miHW micus
BUPOGHMLTBA: BBEAEHHSA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBepMKEHHS. 3MiHu Il TMny - 3MiHK Woao
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. 3MiHu y KOpoTKii
XapakTepucTuL, Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
OaHUMK 3 SIKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHVMKX Ta AaHVMK 3
thapmMakoHarnagy - 3MiHM BHECEHO B iIHCTPYKLiO 4151 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"®apmakognHamika', "®apmakokiHeTnka", "MokasaHHs",
"Oco61BoCTi 3acTocyBaHHA","Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi peakuii" y 38'A3Ky 3 HAABHUMU HOBUMMW AaHVMU LLOA0
3aCTOCYBaHHA [iTAM Ta nonepepkeHb LWOA0 CepRo3HUX
NoGIYHMX peakLiii 3 6OKy LUKIpK Ta NigLWKIPHOT TKAHUHN.
BpaxoBytoun 0HOBMEHyY iHhopmaLiito LWoAo 6e3nekn
3aCTOCYBaHHS Nikapcbkoro 3acoby, a caMme Mpo acoujioBaHi 3
NiKyBaHHSAM cepiio3Hi NOGIYHI peakwii 3 60Ky LUKipy Ta NiALKipHOT
TKaHWHW, BKIOYatoumn cuHapom CriBeHca-[)koHCoHa Ta
TOKCUYHWIA enigepMasibHUI HEKPONI3, SIKi MOXYTb 6yTu
Hebe3neyHuMn AN XUTTA abo cMepTesibHUMU (POo3L4in
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii ). 3miHu Il TUny -
3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHv
Y KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 4151 MeANYHOro 3aCTOCYyBaHHSA Y
3B'A3KY i3 HOBVMU JaHVUMM 3 SKOCTI, AOKMIHIYHUMMU, KIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHW BHECEHO B
IHCTPYKLi0 4718 MEeANYHOro 3acTOCYyBaHHS NikapCbKoro 3acoby Ao
po3ginis "®apmakogmHamika", "®apmakokiHeTuka", "MokasaHHs",
"Oco61BoCTi 3acTocyBaHHA","Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi peakuii" y 38'A3Ky 3 HAABHUMU HOBUMMW AaHVMU LLOA0
3acTOCyBaHHS AiTAM. BBeAeHHs 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepkeHHs. 3MiHu 1l Tuny - 3MiHK Woao0
6e3nekn/etheKkTMBHOCTI Ta hapMakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT ANA MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
AaHVMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY AaHUMKU Ta JaHUMK 3
hapmakoHarnsgy. 3mMiHM BHECEHO B iHCTPYKLiO A1 MeAUYHOT0
3acTocyBaHHS NikapcbKoro 3acoby Ao posginis "Cnoci6
3acTocyBaHHs Ta go3n" i "Mo6ivHi peakuii"cTOCOBHO 3arasibHu1X
NopyLUeHb Ta CTaHiB y AiNSHLi BBEAEHHS, Y 3B'A3KY 3
oTpyMaHHAM curHanis (EMEA/H/C000332/SDA/090) npo
BUMNaKW HENPABWILHOrO BUKOPUCTAHHS NPUCTPOL. BBeAEHHS
3MiH NPOTArom 6-TW MICALB NiC/1A 3aTBEPAKEHHS.

38.

APAHECH

PO34uH ANs iH'ekuiid, 500
MKr/M, no 1,0 mny
nonepeaHL0
HanoBHEHOMY LUNPULi; MO
1 wnpwuy y 6nicTtepi; no 1
6nicTepy B KOpo6Li

AMIXeH
€spona

HigepnaHg,
n

MapKyBaHHs,
BTOPUHHE
nakyBaHHA Ta
BUMYCK cepil:
AMIKeH
€spona b.B.,
HigepnaHau;
Brpo6HMUTBO,

HigepnaHg
n/
CLA

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) 3MiHN BHECEHO B iIHCTPYKL,i0 471 MEeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby [0 po3sainis
"®apmakogvHamika', "®apmakokiHeTuka", "Oco6mMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta go3un" ans
BiJOGPaXKEHHA HAABHUX AaHKX MO nNpenapartu, ski CTUMYNoITb
eputponoes (ESA). BBefeHHs 3MiH NpOTSArom 6-Tv MicsiliB nicas

3a
peyenmom

UA/11437/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nepBuHHE 3aTBep/AXeHHs. 3MiHK | Tuny - 3MiHKn WoAo
nakyBaHHs: 6e3nekn/echeKTUBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo
AMIXKEH 3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
Manydekuypi (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTemy thapMakoHarnsgy,
Hr NlimiTepq, 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
CLWA hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy

3asBHUKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, yNOBHOBaeHOoI ocobu, BiANOBiAa/IbHOT 3a
3pjlicHeHHs chapmakoHarnaay (BKYalUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsgy) 3MmiHa ynoBHOBaXKeHO! 0co6u, BignoBiganbHOT
3a 3gilicHeHHsA dhapmakoHarnsgy . [itoya pegakuis: Sleppi
[bxoHcon/ Larry Johnson. MNponoHoBaHa pegakuis: C'to Pic/Sue
Rees. 3miHa KOHTaKTHOI 0CO6YM BiANOBIAA/IbHOI 3a 3AiiCHEHHS
hapmakoHarnsgy. [itoya pegakuin BitkoBcbka TeTaHa
BitaniisHa. MponoHoBaHa pegakuis: TepeHTbeB OnekcaHap
HOpiiioBuY 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0Co6M.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6U. 3MiHM | TURY - 3MiHK
3 AKocTi. FoToBWIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
rOTOBOTO JIiKAPCbKOro 3acoby (BUYYEHHS YNakOBKN NEBHOMO
PO3Mipy) BU/TyYEHHS YNAaKOBKV NMONEPeAHbO HANMOBHEHWI LUMPULY
3 aBTOMAaTUYHUM 3ano6iXXHUKOM ro/iku; No 1 wnpudy y 6nictepi;
no 1 6nictepy B kopobu,i: 3MiHN BHECEHO B iHCTPYKLiO 415
MeAMYHOro 3acTOCYBaHHS /TiKapCbKOoro 3acoby Ao po3giny
"YnakoBKa" CTOCOBHO BU/TYYEHHS YNaKOBKM, K HAC/i0K,
BIANOBIAHI 3MiHM - B TEKCTi po3Ainis "Cnocib 3acTocyBaHHs Ta
fo3un", "OcobnnBOCTi 3acTocyBaHHS". BBeAEHHS 3MiH NPOTATOM
6-Tn MicAUiB Nicnsa 3aTBEPXKEHHSA. 3MiHW | TUNY - 3MiHM 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapPCbKOro 3acoby (BUYyYEHHS YNakoBKU NeBHOTO
PO3Mipy) BUMYYEHHS YNakoBKM NonepeAHb0 HanoBHEHWI WnpuL;
no 1 wnpuuy B KOPOGLi:
3MiHM BHECEHO B iHCTPYKLil0 AN MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "YnakoBka" CTOCOBHO BUyYEHHS
yMakoBKM, SIK HACNIAOK, BiAMOBIAHI 3MiHW - B TEKCTI po3ainy
"Cnoci6 3acTocyBaHHs Ta f031". BBeAEHHS 3MiH NPOTAroM 6-Tu
MicsLiB nicnsA 3aTBepAKeHHsA. 3MiHu | TUNy - AgMIHICTpaTUBHI
3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
OiSNbHOCTI BUPO6HUMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAIOUN AiNbHUL BUNYCKY cepii abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/IOUaUM BUMYCK Cepiid) 3MiHa agpecun
BMpO6HUKa AMKeH €spona b.B., HigepnaHan (MapkyBaHHs,
BTOPWHHE NakyBaHHS Ta BUMYCK cepii), 6e3 3miHW micus
BUPOGHMLTBA: BBEAEHHSA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBepMKEHHS. 3MiHu Il TMny - 3MiHK Woao




97

n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. 3MiHu y KOpoTKii
XapakTepucTuL, Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
OaHUMK 3 SIKOCTi, AOKNIHIYHUMMN, KAIHIYHUMW JaHVMKX Ta AaHVMK 3
thapmMakoHarnagy - 3MiHM BHECEHO B iIHCTPYKLiO 4151 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainis
"®apmakognHamika', "®apmakokiHeTnka", "MokasaHHs",
"Oco61BoCTi 3acTocyBaHHA","Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi peakuii" y 38'A3Ky 3 HAABHUMU HOBUMMW AaHVMU LLOA0
3aCTOCYBaHHA [iTAM Ta nonepepkeHb LWOA0 CepRo3HUX
NoGIYHMX peakLiii 3 6OKy LUKIpK Ta NigLWKIPHOT TKAHUHN.
BpaxoBytoun 0HOBMEHyY iHhopmaLiito LWoAo 6e3nekn
3aCTOCYBaHHS Nikapcbkoro 3acoby, a caMme Mpo acoujioBaHi 3
NiKyBaHHSAM cepiio3Hi NOGIYHI peakwii 3 60Ky LUKipy Ta NiALKipHOT
TKaHWHW, BKIOYatoumn cuHapom CriBeHca-[)koHCoHa Ta
TOKCUYHWIA enigepMasibHUI HEKPONI3, SIKi MOXYTb 6yTu
Hebe3neyHuMn AN XUTTA abo cMepTesibHUMU (POo3L4in
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi peakuii ). 3miHu Il TUny -
3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHv
Y KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 4151 MeANYHOro 3aCTOCYyBaHHSA Y
3B'A3KY i3 HOBVMU JaHVUMM 3 SKOCTI, AOKMIHIYHUMMU, KIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHW BHECEHO B
IHCTPYKLi0 4718 MEeANYHOro 3acTOCYyBaHHS NikapCbKoro 3acoby Ao
po3ginis "®apmakogmHamika", "®apmakokiHeTuka", "MokasaHHs",
"Oco61BoCTi 3acTocyBaHHA","Cnoci6 3acTocyBaHHA Ta 4o3un",
"Mo6iyHi peakuii" y 38'A3Ky 3 HAABHUMU HOBUMMW AaHVMU LLOA0
3acTOCyBaHHS AiTAM. BBeAeHHs 3MiH NpoTarom 6-Tu micsuis
nicnsa 3aTBepkeHHs. 3MiHu 1l Tuny - 3MiHK Woao0
6e3nekn/etheKkTMBHOCTI Ta hapMakoHarnagy. 3MiHu y KOpoTKiii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLT ANA MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMMU
AaHVMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY AaHUMKU Ta JaHUMK 3
hapmakoHarnsgy. 3mMiHM BHECEHO B iHCTPYKLiO A1 MeAUYHOT0
3acTocyBaHHS NikapcbKoro 3acoby Ao posginis "Cnoci6
3acTocyBaHHs Ta go3n" i "Mo6ivHi peakuii"cTOCOBHO 3arasibHu1X
NopyLUeHb Ta CTaHiB y AiNSHLi BBEAEHHS, Y 3B'A3KY 3
oTpyMaHHAM curHanis (EMEA/H/C000332/SDA/090) npo
BUMNaKW HENPABWILHOrO BUKOPUCTAHHS NPUCTPOL. BBeAEHHS
3MiH NPOTArom 6-TW MICALB NiC/1A 3aTBEPAKEHHS.

39.

APMA/AIH

PO34uH ANs iH ekwyiin, 50
Mr/M1 N0 2 M B amMnyri;
no 5 amnyn y kacerti; no 2
KaceTu B nauj 3 KapTOHY;
no 2 mn B amnyi; no 10
amnyn y 6nictepi; no 1
6nictepy B nayui 3
KapToHYy

TOB HB®
"MIKPOXIM

YKpaiHa

BiANoBiAa/1bH
uii 3a
BMPOGHMLTBO
Ta
KOHTPO/b/BUN
pobyBaHHS
cepii, He
BK/THOHAK0UM

Ykpaina/
Icnanis

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
AZMIHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCL NPOBaKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoYaun AifbHULi BUNYCKy cepii abo
MiCLie NpOBeAEHHSA KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNIOPTEpP, HEe BK/TKOYAOUM BUMYCK Cepiit) -
3miHa agpecy BUpobHyka MprBaTHe akuioHepHe TOBapUCTBO
"lekxim-Xapkis", YkpaiHa, BifnosigaibHOro 3a BUPOOGHMLITBO Ta

3a
peyenmom

UA/9896/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BMNYCK cepil: KOHTPO/b / BUNPOBYBaHHSA cepii, He BK/1I0YaoUM BUMYCK Cepii,
MpuBaTHe 6e3 3MiHM Micus BUpo6HMLTBa (BBEAEHHSI 3MiH NPOTAroM 3-x
aKuioHepHe MiCALIB MiCNA 3aTBEPLKEHHS)
TOBapUCTBO
“NekxiMm —
Xapkis”,
YkpaiHa,;
BiANoBifa/1bH
Wii 3a BUNYCK
cepii, He
BK/THOHAIOUM
KOHTPO/b/BUN
pobyBaHHS
cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa,;
BiANOBiAa/bH
uii 3a
BUPOBHULTBO
Ta
KOHTPO/b/BUN
pobyBaHHsA
cepii,
BK/THOHAI0UM
BUMYCK cepil:
"MNaboparopis
IHIBCA, C.A.",
Icnanis
40. APTU®DNEKC MOPOLLOK /19 OPa/IbHOIo TosapucTs Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/10339/01/01
po3uuHy, 1,5 /4,0 r no 4,0 03 0bMexeHot AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
I NOPOLUKY Y nakeTtax, no 06MexeHo BiANoBiAa/bHI 3asBHMKa (BNacHVKa peecTpauiiiHoro NocBigYEHHs1) YTOUYHEHHS
10 a60 20 nakeTiB y 10 cTHO Ha3BW Ta agpecy 3asBHuKa /13 ToBapuCTBO 3 06MEXEHOLD
KOpOO6Lii 3 KapTOHY Bignosigan "®apmavesTu BiANOBIAabHICTIO "PapmaLeBT1yYHa KoMnaHis "3g0pos's”,
bHICTIO YHa KOMMaHis YkpaiHa: 3MiHu | Tuny - AAMIiHICTpaTUBHI 3MiHW. 3MiHa
"dpapmaues "3p0pos'a” HalilMeHyBaHHA Ta/abo afpecy MiCLA NPOBaKEHHS Ais/IbHOCTI
TUYHa BMPOGHMKa/iMnopTepa roToBOro fikapcbKoro 3acoby, BKIoYaun
KOMnaHis LOinbHUL BUNYCKY cepii abo MicLe NpoBeAeHHSI KOHTPOJI SKOCTI.
"3popos'a” (@isinbHICTb, 3a Ky BiANOBIAAE BUPOGHMK/IMNOPTEP, BKAOYAKOUM
BWMYCK Cepiil) yTOYHEHHS Ha3BW Ta agpecu BUpo6Huka M3
ToBapuncTBO 3 06MEXEHOI0 BifnoBigabHICTIO "®apmaueBThyHa
KomnaHia "340pos'a", YkpaiHa, 6e3 3MiHu1 Micua BUPO6HMLTBA:
BBefeHHs1 3MiH NPOTAroM 6-Tu MiICALB Nic/1A 3aTBEPAXEHHS.
41. ADNYBIH® Kpanni opaneHi no 20 mn, Pixapa ABCTpIs Pixapa ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | Tuny - 6e3 UA/1952/02/01
a6o no 50 mn, abo no 100 | BitTHep Al BitTHep Al 3MiHa y napameTpax crneumdikauiii Ta/abo fonycTMUX Mex, peyenma

MY piakoHax-
KpanenbHuuAx; no 1
hNaKkoHY B KAPTOHHIl

BM3HAYEHUX Y cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLeci
BMpo6HULTBA AP| — AONOBHEHHSA cneumdikauii Ha filody
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
ynakoBLi peyoBuHy Gentiana maTpiyHa HacTolika . «MBUY» i3 BignoBigHUM
MeTOoZ0M BUNPOOYBaHHA y BIAMNOBIAHOCTI 3 EP; 3miHuM | TNy -
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BiANOBIAHICTL A0
MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
HauioHas1bHOT hapmakonel gepxasun €C - BHECEHHS 3MiH [0
cneumdikauii girouoi peyosmHM Acidum sarcolacticum, y 3B'A3ky 3
OHOBJ/IEHHAIM cTaTTi EP Ha (S) - Lactic acid; BHeCeHHS 3MiH A0
cneyudikalii gitouoi pevoBrHN Gentiana 06yMOBIEHO
OHOB/IEHHAIM MoHorpadpii GHP monograph Gentiana lutea
42, BANAHC 1,5% po3uuH gns dpeseHiyc HimeuunHa dpeseHiyc HimeuunHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/16099/01/01
rNHOKO3u 1,75 nepuToOHeasibHOro Aianisy Meaukan Megaukan Kep 3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
MMONbIN no 2000 mn a6o 2500 mn Kep [Jonunang KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
KANbLUIO y cucTeMi noAgiliHoro Jonunang 6X roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/06'emy BMICTY
[BOKaMepHOro Mmitlka rmM6X KOHTeliHepa 6araTo030B0Or0 CTePUILHOIO NiKapcbKoro 3acoby
cTeisceiip; No 4 miwka y (ab0 04HOA030BOr0, YaCTKOBOrO BUKOPUCTaHHSA) Ta
KapTOHHI Kopo6Li 3i 6araTto030B0Oro JlikapCcbkoro 3acoby
cTukepom; no 3000 mny 6i0n0riYHOro/iMyHOONYHOTO NOXOKEHHSA A/151 NapeHTepaslbHOro
cucTemi NoABINHOIO 3acTocyBaHHS) - BBeAeHHs AogaTkoBmx ynakoBok no 3000 mny
[BOKaMepHOro Milka cMcTeMi NoABIMHOTO ABOKAMEPHOro Milka crinecelidy; no 4 Miwka
cnineceiid; no 4 miwka y Y KapTOHHIii kopobu,i 3i cTukepom Ta 5000 My cucTemi
KapTOHHI Kopo6Li 3i noABIiHOro ABOKAMEPHOTO Millika Crifeceid; no 2 milka y
cTukepom; no 5000 mn 'y KapTOHHI KOpo6Li 3i CTKepoM, 6e3 3MiHM AKICHOTO Ta
cucTeMi noAgiliHOro KiNbKiCHOTO Ck/1agy nakyBasibHOro matepiasy, 3 BignoBigHUMMN
[BOKaMEepHOro Miluka 3MiHamMK y p. «YnakoBKa»; 3MiHW BHECEHI B po34in "Ynakoska" B
cnineceiidy; No 2 miwka y IHCTPYKLl0 A5 MeAMYHOro 3acTOCyBaHHS NikapcbKoro 3acoby Ta
KapTOHHI Kopo6Li 3i SIK HACNiOK OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu; 3MiHu |l
CTUKEPOM TUny - 3MiHK Woao 6e3nekn/edheKkTBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
3B’AA3KY i3 HOBUMU JaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KIIHIYHUMYN
AaHVMU Ta JaHumy 3 papMakoHarnsgy - 3MiHM BHECEHI B po3fin
"Cnoci6 3acTocyBaHHsA Ta A03U" B IHCTPYKLiO 418 MegUuyHoro
3aCTOCYBaHHS JlikapCbKOro 3acoby
43. BAJNTAHC 2,3% pPO34nH ons PdpeseHiyc HimeuyunHa ®peseHiyc HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3mMiHu Il Tumny - 3a UA/16100/01/01
rNHOKO3u 1,75 NepuTOHeas1bHOTO Aianisy Mepaukan Megaukan Kep 3MiHK 3 sIKOCTi. ToTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
MMOnNbIN no 2000 mn a6o 2500 mn Kep [Jonunang KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
KANbLUIO y cucTeMi noAgiliHoro Hoinunang 6X roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/o6'emy BMICTY
[BOKaMepHOoro Mmillka rvM6X KOHTeliHepa 6araTo/1030BOr0 CTePUsIbHOIO NiKapCcbKoro 3acoby

cTelisceiih; no 4 miwka y
KapTOHHI Kopo6ui 3i
cTukepom; no 3000 mny
cucTeMi noAgiliHOro
[BOKaMepHOro MiLlka
cnineceiidy; no 4 miwka y
KapTOHHI kopoo6Li 3i
cTuKepom; no 5000 mny
cucTeMi noagiliHoro
[BOKaMepHOro Miluka

(ab0 04HOA030BOr0, YaCTKOBOrO BUKOPUCTaHHSA) Ta
6araTo,030BOro iKapcbKoro 3acoby
6i0n0riYHOro/iMyHONONYHOTO NOXOKEHHS A1 NapeHTepaslbHOro
3acTOCyBaHHS) - BBeAeHHs [0AaTKOBUX ynakoBok no 3000 mny
cucTeMi NoABINHOTO ABOKAMEPHOro Milka crinecelid; no 4 Miwka
Y KapTOHHIi1 kopobu,i 3i cTukepom Ta 5000 My cucTemi
NoABIMHOrO ABOKAMEPHOro Millka ciineceid; no 2 milka y
KapTOHHI KOpo6Li 3i CTUKepOM, 6€3 3MiHM AKICHOTO Ta
KiNIbKiCHOTO Ck1agy nakyBasibHOro matepiasy, 3 BignoBigHUMMN
3MiHaMW Y p. «YNakKoBKa»; 3MiHW BHECEHI B po3/in "YnakoBka" B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
cnineceidy; no 2 miwka y IHCTPYKLi0 A58 MeAMYHOro 3aCTOCyBaHHS NiKapCcbKoro 3acoby Ta
KapTOHHI Kopoo6Li 3i SIK HACNiJOK OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu; 3MiHu I
CTUKEPOM TUny - 3MiHK WoAo 6e3nekn/edpeKkTUBHOCTI Ta thapmakoHarnagy.
3MiHU Y KOPOTKili XapakTepucTuL, NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
3B’A3KY i3 HOBUMU JaHUMW 3 SKOCTI, JOKNIHIYHUMMU, KAIHIYHUMUN
OaHVMU Ta JaHumuy 3 hapmakoHarnsgy - 3MiHM BHECEHI B po3fin
"Cnoci6 3acTocyBaHHA Ta 031" B IHCTPYKLilO 4518 MeANYHOro
3acToCcyBaHHA NikapcbKoro 3acoby
44, BANAHC 4,25% po3uuH gns dpeseHiyc HimeuunHa dpeseHiyc HimeuunHa BHECEHHS 3MiH 0 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/16101/01/01
rNHOKO3u 1,75 nepuToOHeasibHOro Aianisy Meaukan Megaukan Kep 3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
MMONbIN no 2000 mn a6o 2500 mn Kep [Jonunang KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
KANbLUIO y cucTeMi noAgiliHoro Jonunang 6X roTOBOrO Jlikapcbkoro 3acoby (3miHa macu/06'emy BMICTY
[BOKaMepHOro Mmitlka rmM6X KOHTeliHepa 6araTo030B0Or0 CTePUILHOIO NiKapcbKoro 3acoby
cTeisceiip; No 4 miwka y (ab0 04HOA030BOr0, YaCTKOBOrO BUKOPUCTaHHSA) Ta
KapTOHHI Kopo6Li 3i 6araTto030B0Oro JlikapCcbkoro 3acoby
cTukepom; no 3000 mny 6i0n0riYHOro/iMyHOONYHOTO NOXOKEHHSA A/151 NapeHTepaslbHOro
cucTemi NoABINHOIO 3acTocyBaHHS) - BBeAeHHs AogaTkoBmx ynakoBok no 3000 mny
[BOKaMepHOro Milka cMcTeMi NoABIMHOTO ABOKAMEPHOro Milka crinecelidy; no 4 Miwka
cnineceiid; no 4 miwka y Y KapTOHHIii kopobu,i 3i cTukepom Ta 5000 My cucTemi
KapTOHHI Kopo6Li 3i noABIiHOro ABOKAMEPHOTO Millika Crifeceid; no 2 milka y
cTukepom; no 5000 mn 'y KapTOHHI KOpo6Li 3i CTKepoM, 6e3 3MiHM AKICHOTO Ta
cucTeMi noAgiliHOro KiNbKiCHOTO Ck/1agy nakyBasibHOro matepiasy, 3 BignoBigHUMMN
[BOKaMEepHOro Miluka 3MiHamMK y p. «YnakoBKa»; 3MiHW BHECEHI B po34in "Ynakoska" B
cnineceiidy; No 2 miwka y IHCTPYKLl0 A5 MeAMYHOro 3acTOCyBaHHS NikapcbKoro 3acoby Ta
KapTOHHI Kopo6Li 3i SIK HACNiOK OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu; 3MiHu |l
CTUKEPOM TUny - 3MiHK Woao 6e3nekn/edheKkTBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuL NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
3B’AA3KY i3 HOBUMU JaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KIIHIYHUMYN
AaHVMU Ta JaHumy 3 papMakoHarnsgy - 3MiHM BHECEHI B po3fin
"Cnoci6 3acTocyBaHHsA Ta A03U" B IHCTPYKLiO 418 MegUuyHoro
3aCTOCYBaHHS JlikapCbKOro 3acoby
45, BECANON TabneTku no 6 a6o no 10 ToBapucTs Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/2859/01/01
Tabnetok y 6nictepi; no 1 03 06MeXeHo AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peuyenma
6nicTepy y KapTOHHIi 06MexeHo BiANOBIA&/bHI 3asBHMKa (BNacHvKa peecTpauiiHoro noceigveHHs) 3miHa
Kopo6Li; no 6 a6o 10 10 CTIO aapecy. BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
Tabnetok y 6nictepax Bignosigan "®apmaveBTu 3aTBEPAKEHHSA
bHICTIO YHa KOMMNaHis 3MiHn | TURY - AgMIHICTPATUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
"papmaues "3p0pos'a” Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
TUYHa BMpPOGHMKa/iMnopTepa roToBOro /ikapcbKoro 3acoby, BKIYauu
KoMnaHis AiNbHWL BUNYycKy cepii abo micle NpoBeAeHHS KOHTPOSIO SKOCTI.
"3p0pos'a” (misnbHICTb, 3a AKy BigNoBigae BUPOOHUK/iIMNOPTEp, BKIKOYAKUM

BWMYCK cepiil) 3miHa agpecu BUpo6HrKa ToBapucTBO 3
06MeXeHolo BignosiganbHicTio “ dapMaleBTUYHa KOMNaHis
“3p0poB’s”, YkpaiHa, 6e3 3MiHu MicLs BUpOGHMLTBA.
3arBepmKeHo: Ykpaina, 61013, m. Xapkis, Byn. LLleBueHka, 22
3anponoHoBaHo: YkpaiHa, 61013, Xapkiscbka 06/1., MiCTO Xapkis,
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n/n

Hassa
JliKapcbKo20

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2
0 MocsiO4YeHHs1

3acoby

BymuA LLleByeHka, 6yanHOK 22. BBeAeHHSA 3MiH NpOTAromM 6-tu
MicaLiB nicnsa 3aTBepmKeHHs. 3MiHK | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO NiKapPCbKOro 3acoby (BUyYEHHS YNakoBKU NeBHOTO
po3mipy) - BunyuerHs ynakosok Ne6 (6x1) y cTpunax B kopobu,
Ne6 y ctpunax, Nel10 (10x1) y 6aHui y kopobui, Ne10 y 6aHkax 3
mMarepianiB peecTpauiiiHoro Aocke. BBeieHHS 3MiH NpoTArom 6-
TV MicsiLiB Nicns 3aTBEPAKEHHS.

46.

BETATICTUH-KB

Tabnetkun no 8 mr no 10
Tabnetok y 6nictepi; no 3
6nictepu B nayy,

AT
"KUIBCbKM
i
BITAMIHH
nn
3ABOA"

YKpaiHa

AT
"KMIBCbKWI
BITAMIHHW

3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
BUyYeHHs 3i Cneumdikayii /MeTogis BUNPo6yBaHHSA roTOBOr0
nNiKkapcbKoro 3acoby nokasHuka "CtupaHicts", "Aepocun i Tanbk";
3MiHK | TUMY - 3MiHa Y MeToAax BUNpo6yBaHHSA roTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHWM Yy MeTofax BUNpobyBaHb
(BKtOYatouM 3amiHy abo [OMOBHEHHS)); CYNYTHA 3MiHa: 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMKX MEX FOTOBOro
NiKapcbkoro 3acoby - BHeceHHs 3MiH Ao Cneuudikauii/MeTogis
BMNPOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa B yMOBax 36epiraHHs roTOBOrO Jlikapcbkoro 3acoby; 3miHu |
TUNY - BHECEHHS 3MiH [0 creuudikadii nig yac BMpo6HULTBA
roTOBOrO JiKapCbKOro 3acoby

3a
peyenmom

UA/5273/01/01

47.

BETATICTUH-KB

Tabnetku no 16 mr no 10
Tabnetok y 6nictepi; no 3
6nictepu B nayy,

AT
"KUIBCbKM
i
BITAMIHH
i
3ABOA"

YKpaiHa

AT
"KMIBCbKWI
BITAMIHHW

3ABOJ"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
BUyYeHHs 3i Cneumdikayii /MeTogiB BUNpobyBaHHA roTOBOr0
NiKapcbKoro 3acoby nokasHuka "CtupaHicts", "Aepocusn i Tanbk";
3MiHK | TNy - 3MiHa Y MeToAax BUNpo6yBaHHSA roTOBOrO
nikapcbkoro 3acoby (iHwi 3MiHM Yy MeTogax BUNpobyBaHb
(BK/tOYatouM 3aMiHy abo [OMOBHEHHS)); CYNYTHA 3MiHa: 3MiHa
napameTpiB cneundikauii Ta/abo AONyCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby - BHeceHHs 3MiH Ao Cnevudikauii/MeTogis
BMNPOOGYBaHHS TOTOBOrO MiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa B yMOBax 36epiraHHs roTOBOrO JlikapcbKoro 3acoby; 3miHu |
TUNYy - BHECEHHS 3MiH A0 creuudikauii nig yac BMpo6HULTBa
roTOBOrO NiKapCbKOro 3acoby

3a
peyenmom

UA/5273/01/02

48.

BETATICTUH-KB

Tabnetkn no 24 mr no 10
Tabnetok y 6nictepi; no 3
6nictepn B nauui

AT
"KUIBCbKW
"
BITAMIHH
nn
3ABOA"

YKpaiHa

AT
"KMIBCbKWI
BITAMIHHUIA

3ABOA"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
BUNyYeHHs 3i Cneuudpikalii /MeTogis BUNPO6YBaHHA rOTOBOrO
NiKapcbKoro 3acoby nokasHuka "CTmpaHictb", "Aepocus i Tasbk";
3MiHK | TNy - 3MiHa Y MeTogax BUNpo6yBaHHSA roTOBOrO
nNikapcbKoro 3acoby (iHLi 3MiHM y MeToAax BUNpobyBaHb
(BKNHOYAKOUN 3aMiHy @60 [OMOBHEHHS)); CYMyTHS 3MiHa: 3MiHa
napameTpiB cneuudikalii Ta/abo AoNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby - BHeceHHs 3MiH Ao Cneuudikauii/MeTogis
BMNPOOGYBaHHSI TOTOBOrO MiKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa B yMOBax 36epiraHHs roTOBOrO JlikapCbKoro 3acoby; 3miHu |
TUNY - BHECEHHSA 3MiH [0 cneyudikauii nig yac BUpobHULTBa
roTOBOrO JiKapCbKOro 3acoby

3a
peyenmom

UA/5273/01/03

49.

BETAMETA30OHY
ANMNPONMIOHAT,
MIKPOHISOBAH

NopoLLOoK (cybcTaHuis) y
MilLIKax NoABiAHNX
nonieTNeHoBUxX Ans

NAT
"papmak”

YKpaiHa

Kpictan
®Papma C.AY.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | TUny -
3MiHM y crieumdikavii Ta meTogax KoHTposo sKocTi APl 3a
NoKasHNKOM «CynpoBifHi AOMILLIKW»; 3MiHW | TUNY - BUTYYEHHS

UA/14623/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nn hapmaLeBTUYHOIO nokasHuka «PO34nHHICTb»
3acTocyBaHHsA
50. BIONTIEKTPA TabneTku wmnyyi no 10 AnbneH LLisefuapis F'epmec HimeuunHa BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - 6e3 UA/13697/01/01
MArHE3IYM Tabnetok y Ty6i; no 1 a6o dapma Al ApuHaiimitTen 3MiHa napameTpiB cneuudikauiii Ta/abo foMyCTUMUX MeX peyenma
®OPTICCIMYM no 2 Ty6u B nauuj 3 b 'M6X roTOBOrO NiKapCbKOro 3acoby - BUTyYEHHS NnokasHuka «Bucota»
KapTOHY 3 cneymdikawii nikapcbkoro 3acoby Ha BUNycK Ta B Npoueci
KOHTPO/0 BUPOOHWLTBA; 3MiHW | TUNY - HaAl@HHS OHOB/IEHOTO
CEP Ne R1-CEP 2010-062-Rev 00 Big Bupo6Huka A®I marHito
KapboHarT Bif 3aTBEPAKEHOr0 BUPOOHWMKA; 3MiHM | TNy - 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMKX MEX rOTOBOro
nikapcbKoro 3acoby - NpYBeAEHHS NokasHuka «CTilikicTb f0
po3AaBnoBaHHA» Yy BIANOBIAHICTL A0 BUMOT EP; 3minu Il Tuny -
3MiHa napameTpiB cneuudikauiii Ta/abo foMyCTUMUX MeX
roTOBOrO /iKapCbKOro 3acoby - PO3LUMPEHHS BEPXHLOT MeXi A1
nokasHuka «3Havenuss pH pacTeopa» B cneuumdikadii rotoBoro
NikapcbKoro 3acoby Ha MOMEHT BUMYCKY Ta Ha TepMiH
nNpUAATHOCTI
51. BINPONON- TabneTku, BKpUTI ToBapucTts YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasiiB: 3MiHn | Tuny - 3a UA/14025/01/01
340POB’A NAiBKOBOK 000I0HKOH, 03 0bMexeHot AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 2,5 mr no 10 tabneTtok 06MexeHo BiANOBiAANbHI 3asBHMKa (BNacHMKa peeCTpaLliiHoro NocBigYeHHs!) - 3MiHa
y 6nictepi; no 3 6nictepu 10 CTIO afpecy 3anBHVKa (BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
y KOpobLji 3 KapTOHY Bignosigan "®apmaueBTu 3aTBEpPKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
bHICTIO YHa KOMMaHis HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBAKEHHS Ais/IbHOCTI
"dhapmaues "3p0pos'a” BMPOGHMKa/iMnopTepa roToBOro JIikapCbKoro 3acoby, BKIYaUn
TUYHA AOinbHWL BUMYCKy cepii abo miclie NpoBeAEHHS KOHTPOJIHO AKOCTI.
KOMnNaHis (gisnbHICTb, 3a Ky BiANOBIAaE BUPOGHMK/IMNIOPTEP, BKIOYAKOUM
"3popos'a” BUMNYCK Cepili) - yTOUHEHHS agpecy BUpobHuka 13 ToBapucTBo 3
06MeXeHOH0 BignoBiganbHicTo "®apmaleBTMiHa KoMnaHis
"3p0poB'a", YkpaiHa 6e3 3miHn Micus BUpobHuuTBa (BBeaeHHs
3MiH NPOTAroM 6-TW MicALiB Nicns 3aTBepPAKEHHS)
52. BINPONON- TabneTKu, BKPUTI ToBapucTs Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14025/01/02
340POB’'A NNiBKOBOI 060/I0HKOIO, 03 06MeXeHo AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
no 5 mr, no 10 TabneTok y 06MeXeHo BiANOBiAa/bHI 3as1BHMKA (B/IAaCHMKA PEECTPALAHOrO NOCBIAYEHHS) - 3MiHa
6nictepi; no 3 6nictepn y 10 cTIo afpecu 3asaBHuKa (BBeaeHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
KOpoO6Lii 3 KapTOHY Bignosigan "®apmaLesTu 3aTBEPKEHHS); 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
bHICTIO YyHa KOMMaHis HaliMeHyBaHHS Ta/abo agpecu micusa NPOBaKEeHHS AiS/IbHOCTI
"@apmaues "3popos'a” BMPOGHMKa/imMnopTepa roToBoro fikapcbKoro 3acoby, BKIoUarun
TUYHa AinbHUL BUNYCKy cepii abo micLie NpoBeAeHHA KOHTPOSIO AKOCTI.
KOMMNaHis (@isinbHICTb, 3a Ky BiANOBIAAE BUPOOHMK/IMNOPTEP, BKIOYAKOUM
"3popos'a” BWMNYCK Cepiii) - yTOUHEHHS agpecy BUpo6Huka 13 ToBapucTeo 3
o6MexeHolo BignosiganbHicTo "®apmaleBTUyHa KoMnaHis
"3p0poB's", YkpaiHa 6e3 3MiH1 Micus BUpobHMuTBa (BBEAeHHS
3MiH MPOTAroM 6-TV MicALIB NiC/A 3aTBEPAXKEHHS)
53. BINPONO/N- TabneTkn, BKpUTI ToBapucTs YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasnis: 3MiHu | Tuny - 3a UA/14025/01/03
340POB’A NAiBKOBOK 000I0HKOM, 03 0bMexeHot AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 10 wr, no 10 TabneTok 06MEXEHO BiAnoBiAabHI 3asBHMKa (BNacHKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
y 6nictepi; no 3 6nictepu 10 CTHO afpecy 3anBHVKa (BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB nicns
Y KOpo6Li 3 KapTOHY Bignosigan "dapmaueBTu 3aTBEPKEHHS); 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
bHICTIO YyHa KOMMaHis HalilMeHyBaHHs Ta/abo agpecy MiCLsA NPOBaKEHHS AiS/IbHOCTI
"®apmaues "3popos'a” BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro 3acoby, BKIoUaun
TUYHa AiNbHUL BUNYCKy cepii abo micue NpoBeAeHHS KOHTPOSIO AKOCTI.
KOMMaHis (misnbHICTb, 3a AKy BigNoBigae BUPOOHMK/IMNOPTEP, BKIKOYAKOUM
"3popos'a” BUMNYCK Cepiil) - yTOUHEHHS agpecy BUpo6Huka 13 ToBapucTeo 3
0o6MexeHolo BignosiganbHiCTIO "PapmaleBTniHa KoMnaHis
"3popos's”, YkpaiHa 6e3 3MmiHu micus BUpobHuuTBa (BBEAEHHSA
3MiH NPOTAroM 6-TW MiICALIB Nic/A 3aTBEPAKEHHS)
54, BI-CAKOPA TabneTkun, BKPUTI MPO®APM ManibTa BMPOBHMLITBO, Bonrapis/ BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 3a UA/16287/01/01
N1iBKOBOK 060/10HKOIO, A nakyBaHHs, ManbTa 3MiHa y MeTofax BUNpobyBaHHS roTOBOrO Nikapcbkoro 3acoby - peyernmom
no 10 mr/160 wmr, no 10 IHTepHeLH KOHTPO/1b 3MiHa B MeTOax KOHTPO/I0 rOTOBOIO NikapCcbKoro 3acoby 3a
Tabnetok y 6nictepi, no 3 | n TpenguHr SIKOCTi Ta nokKasHNKOM «BasicapTaHy AoMillka A», a caMe: YTOYHEHHS Yacis
6nicTepy B KapTOHHIiA Nimiten BMNYCK cepil: YTpYMaHHS BasicapTaHy, AOMILLKM BasicapTaHy A Ta amioavniHy
nauui BankaHdapma nig, yac npoBefeHHs BUNpobyBaHHA MeTogoM BEPX, a Takox
- OynHnusa AL, 36i/bLUEHHS Yacy NPOBEAEHHS aHani3y, 3 METOH NONINWeHHS
Bonrapis; METOAMKM NMPOBELEHHS TECTY; 3MiHV A0 METOZIB KOHTPO/O
BMPOBHULTBO, rOTOBOrO J1iKapCbKOro 3acoby 3a nokasH1koM «CynposigHi
nakyBaHHs Ta [JOMILLKM», 3 METOI NOKPALLEHHS igeHTUdikaLii 4OMILLOK
KOHTpPO/b BancaptaHy Ta AMnoguniHy; 3MiHu | Tuny - 3MiHa napameTpis
AKOCTI: cneuudikaliii Ta/abo fonycTUMUX MEX A151 [ONOMiXHOT
AxTasic J1Tg, PEYOBUHM - BUTyHEHHS 3i cneuudikauii 4ONOMIXHOI peyoBUHN
ManbTa o6onoHkn Onagpaii XKosTnin 03B2200017 Ta Onagpaii 6inwi
03B28796 nokasHukiB «Jucnepcisa» Ta «PisHULA KO/Tbopy», Sk
He MaloTb BM/IMBY Ha SKICHI XapakTepuCTUKV AOMOMIKHOT
pevyoBUHM
55. BI-CAKOP/A TabneTkn, BKpUTI NMPO®APM ManbTa BMPOBHULTBO, Bonrapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16288/01/01
NAiBKOBOK 000/10HKOH, A nakyBaHHs, ManbTa 3MiHa y MeTogax B1npobyBaHHsA rOTOBOTO NiKapCbKoro 3acoby - peyenmom
no 5 mr/160 mr, no 10 IHTEepHeLUH KOHTPONb 3MiHa B MeToZax KOHTPOJI0 rOTOBOrO /ikapCbKoro 3acoby 3a
TabneTok y 6nictepi, no 3 | n TpeiguHr AKOCTi Ta NnoKasHNKOM «BancapTaHy AoMillka A», a caMe: YTOYHEHHS Yacis
6nicTepu B KapTOHHIi Nimiteq BMNYCK cepil: YTPYMaHHS BanicapTaHy, AOMILLKN BasicapTaHy A Ta amioguniHy
nauui BankaHdapma nig Yac NpoBefeHHs BUNpobyBaHHA MeTogoM BEPX, a Takox
- OynHnua AL, 36i/bLUEHHS Yacy NPOBEAEHHS aHauli3y, 3 METO NOIMLIEHHS
Bonrapis; MEeTOAVKM NPOBEAEHHS TECTY; 3MiHW A0 METOZIB KOHTPO/I0
BUPOGHULITBO, roToBOro Mikapcbkoro 3acoby 3a nokasHWKoM «CynpoBifdHi
nakyBaHHs Ta [OOMILLKM», 3 METOI MOKpaLLeHHs igeHTudikawii omiok
KOHTPONb BancaptaHy Ta AMnoguniHy; 3MiHu | Tuny - 3MiHa napameTpis
AKOCTI: cneuudikaLin Ta/abo fonycTMMNX MeX A5 LONOMIXHOT
AxTasic JITa, pPEYOBUHM - BUYUYEHHS 3i cnewmdikavii 4ONOMDKHOI pe4oBUHM
ManbTa 060n0Hkn Onagpaii XKosTuin 03B2200017 Ta Onagpaii 6inwi
03B28796 nokasHukiB «Jucnepcisa» Ta «Pi3HULA KO/Tbopy», AKi
He MaloTb BMINBY Ha AKICHI XapakTepuUCTUKV AOMOMIKHOT
peyYoBUHM
56. BI-CAKOP/A TabneTkun, BKPUTI TOB Ykpaina BMPOGHMLITBO, Bonrapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16286/01/01
NNiBKOBOI 060/I0HKOIO, "YHIBEPCA naxkyBaHHs, ManbTa 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro NiKapCbKoro 3acoby - peyenmom
no 5 mr/80 wmr, no 10 NbHE KOHTPO/1b 3MiHa B MeTOAax KOHTPO/I0 rOTOBOrO /iKapCbKOro 3acoby 3a
Tabnetok y 6nictepi, no3 | AFEHTCTB AKOCTi Ta NoKasHNKOM «BasncapTaHy foMillka A», a caMe: YTOYHEHHS Yacis
6nicTepy B KApPTOHHIl O "MPO- BUNYCK cepil: YTPYMaHHS BaicapTaHy, AOMILLKN BancapTaHy A Ta amioauniHy
nauuj DPAPMA" BankaHdapma nig yac NnpoBegeHHs1 BUNpobyBaHHsA MeTogoM BEPX, a Takox
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
- OynHuua AL, 36iNbLUEHHS Yacy NPOBEAEHHS aHaui3y, 3 METOH MOIMLLEHHS
Bonrapis; METOAMKM NPOBELEHHS TECTY; 3MiHV A0 METOZIB KOHTPO/O
BMPOGHMLITBO, rOTOBOrO /iKapCbKOro 3acoby 3a nokasHnkoM «CynposigHi
nakyBaHHs Ta [JOMILLKM», 3 METOI NOKpaLEeHHS igeHTudikawii 4OMILLOK
KOHTPONb BancapTaHy Ta AMoguniHy; 3miHu | TUny - 3miHa napameTpis
AKOCTI: cneuudikauivi Ta/abo AONYCTUMUX MEX A8 AONOMKHOT
AxTasic J1Tg, PEYOBUHM - BUSTyHEHHS 3i cneuyudikauii 4ONOMiIXKHOI peyoBUHM
ManbTta 060n0HkM Onagpaii XXosTrin 03B2200017 nokasHUKiB
«[incnepcis» Ta «Pi3HNLSA KONbOPy», SKi HE MaloTb BMNBY Ha
SIKICHI XapaKTepUCTMKM AOMOMIXKHOI pEYOBUHM
57. BYNIBAKAIH-3H PO34UH NS iH'eKLR, 5 ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12559/01/01
Mmr/mn no 5 mn B amnyni; 03 BMPOOGHULTBA, 3MiHuM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 10 amnyn y kopo6ui 3 06MeXeHo KOHTpPO/b BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAaui
KapToHy; Mo 5 mn B 10 AKOCTI, BUMYCK peecTpauiiiHoro NocBigYeHHs, BKIYaoUm MNnaH ynpasniHHA
amnyni; no 5 amnyn y Bignosigan cepii: pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
6nicTepi; no 2 6nictepn B bHICTIO ToBapucTBo 3 NoAa/TbLIOr0 06I'pyHTYBaHHSA HOBMMU [OAATKOBUM AAHUMMU, L0
KOpOO6Lii 3 KapTOHY "XapkiBcbke 06MeXeHoto MaloTb HafaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
tapmaueBT BiANOBiAa/bHI B/MaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OPraHoMm) -
N4yHe CTIO BrikoHaHHsA 3060B'A3aHb BiAMoBigHO A0 NianyHKTY 1.13 nyHkTy 1,
nignpuemct "XapkiBcbke nignyHKTy 2.3 NyHKTY 2 gogatky 15 fo Mopsiaky npoBefeHHs
BO hapmavueBTny eKCMepTn3nN peecTpaviiiHnX MaTepiasiiB Ha Nikapcbki 3acobwu, LWo
"3p0poB's He noAaloTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
Hapogay" nianpreMcTBo TaKoX eKCnepTn3n MaTepiasliB NPo BHECEHHS 3MiH A0
"3p0poB'a peecTpauiiHnux maTepiasis NPOTAroM fji peecTpavyiiiHoro
Hapogy", nocBiAYeHHs, 3aTBepxeHoro Hakazom MO3 Big 26.08.2005 Ne
YkpaiHa; 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
BCi cTagii
BMPO6GHMLITBA,
KOHTpO/b
AKOCTI:
TOB
"®apmaueBTn
YyHa KOMNaHis
"3popos'a’,
YKpaiHa
58. BYNIBAKAIH-M PO34nH NS iH'eKLii, 5 TosapucTs Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/7162/01/01
Mr/mn no 5 mn B amnyni; 03 06MexeHot 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
no 10 amnyn B Kopobui 3 06MexeHo BiANOBiAANbHI BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta YMOB BUuAaui
KapToHy; no 5 mn B 10 cTIo peecTpauiiHoro NoCBigYeHHs, BkItoYatoun MNnaH ynpasniHHA
amnyni; no 5 amnyn y Bignosigan "XapkiBcbke pu3nKamm (3acTocyBaHHSA 3MiH(1), siki(a) BUMararoTb(€)
6nictepi; no 2 6nictepn y bHICTIO hapmaveBTny noJanbLIoro 06rpyHTyBaHHA HOBMMU A0AATKOBUM AaHUMU, L0
KOpo6Li 3 KApTOHY "XapkiBcbke He MatoTb HaJaBaTUCsA KOMNETEHTHUM OpraHoM, OCKi/IbKn
thapmaueBT nignpreMcTBO BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
nyHe "340poB'a BukoHaHHs 3060B'sA3aHb BignoBigHO A0 NiagnyHKTY 1.13 nyHKTY 1,
nignpuemcT Hapogay" nignyHKTy 2.3 NYHKTY 2 gogatky 15 go Mopsigky npoBeAeHHs
BO eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
"340poB's noJaloTbCs Ha AepXaBHy peecTpaLiio (nepepeecTpadiio), a

Hapoay"

TaKOX eKCnepTusn maTepiasiiB MPO BHECEHHS 3MiH 0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
peecTpauiiHux MaTepiasiiB NPOTArOM fji peecTpaviiHoro
NnocBifYeHHs1, 3aTBepapKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460)
59. BANEPIAHA TabneTkun, BKPUTI NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB: BUNpaB/ieHHSs 6e3 UA/0265/02/01
DPOPTE NNiBKOBOI 060/I0HKOIO, "Fanuudchap "Knismegnpen YMOBM Bifnycky B Haka3i MO3 YkpaiHu «[1po aepxaBHy peyenma
no 40 mr no 10 TabneTok m" apat"” peecTpadito (nepepeecTpaw,ito) NnikapCbkmx 3acob6is (MeguyuHnx
y 6nicTepi, no 5 6nicTepis iMyHOGi0oNOriyHNX Npenaparis) Ta BHECEHHS 3MiH A0
y nauui peecTpauiiHux 3aco6is» Ne 2237 Big 30.11.2018 B npoLeci
BHECEHHS 3MiH: 3MiHM | TMny - 3MiHa Yy NnapameTpax cneuudikawi
Ta/abo fonycTMMUX MEeX, BU3HAUYEHNX Y cneuundikauisx Ha AdI,
a60 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, LWo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuLTBa A®I (3BY)XEHHS
[OMNyCTUMMX MEX, BU3HAYeHMX y cneuudikauii) - 3mMiHun
napameTpiB cneuudikauii A®| y npoueci BUpo6HULTBA T. CyXUid
3aU/IMLLOK, 3aTBepAKeHO: He MeHLwe 70%, 3anpornoHoBaHO: He
MeHLue 75%
60. BAP®APUH Tabnetku no 2,5 mr, no Takepa ABCTpIs Takepa Monbla BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - 3a UA/7897/01/01
HIKOMEL 100 TabneToK y thriakoHi; ABCTpist Papma Cn. 3 3MiHW [0 IHCTPYKLUIT 415 MeAMYHOr0 3aCTOCYBaHHS 40 pO34iny peyernmom
no 1 dpnakoHy y M6X 0.0. "B3aemogis 3 iHWVMU NikapcbknMK 3acob6amu Ta iHLi BUAn
KapTOHHIA Kopoo6Li B3a€EMOZji1" BiANOBIAHO 40O OHOBMEHOT iHGhopMaLii Woao 6e3nekn
Aito4oi peyosrHY. BBegeHHA 3MiH NpoTsArom 6-tm micauis
nicnsa 3aTBepAKEeHHs
61. BENKENA® nioghinizaT 419 po3unHy TOB YkpaiHa Bnpo6HMUTBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/4405/01/03
ons v ekyii no 3,0 mr, 1 "[DXOHCOH i nepBuHHA Benbris AZMIHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
ch/1aKOH 3 NOPOLLKOM Y [PKOHCOH ynakoBka Ta MicList NPOBa/PKEHHNA [isNIbHOCTI BUPOOHYMKa/imnopTepa roToBoro
6nicTepHii ynakosLi; no 1 YkpaiHa" KOHTpPO/b NiKapcbKoro 3acoby, BKIKOYAUN finbHNL BUNYCKY cepii abo
6icTepHili ynakoBu,i B SIKOCTI: MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (LisNbHICTb, 3a AKY
KapTOHHIA KOopoo6Li BCN BiANOBiAae BMPOGHMK/iIMNOpTEp, BK/OYAUM BUMYCK Cepiid) -
PapmacboTUK 3MiHa Ha3Bu Ta afpecy BUPO6HNYOI AiNbHULi FAHCCceH
an3 C.n.A, dapmaueBTrka HB, Benbria 6e3 3mMiHW MicLs BUPOOGHMLTBA.
ITanis; BBefeHHs 3MiH NpoTAroM 3-x MicsLiB NiCNs 3aTBEPYKEHHS.
BTopuHHa
ynakoBka,
KOHTPO/b
AKOCTI Ta
BUMYCK cepii:
fAHcceH
PapmaLeBTuK
a HB, benbris
62. BENKENA® niogpinizaT 419 po3unHy TOB YkpaiHa Bnpo6HMUTBO, ITanis/ BHECEHHS 3MiH 10 peecTpavyiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/4405/01/01
Ons iH'ekyii no 3,5 mr, 1 "[DKOHCOH i nepBuHHA PpaHuis/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
hNakoH 3 NOPOLUKOM Y J>XOHCOH ynakoBka Ta Benbris MicLs MpOBaXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa roToBoro
6nicTepHiin ynakosui; no 1 YkpaiHa" KOHTPO/b NiKapcbKOro 3acoby, BKIKOYAKUN fibHNL BUNYCKY cepii abo
6NiCTepHil ynakoBLi B AKOCTI: MiCLie NpOBEeAEHHS KOHTPOJTH0 AKOCTI. (AIANbHICTb, 3a AKy
KapTOHHIA Kopoo6Li BCIN BiANOBiAae BMPOGHMK/iIMNOPTEpP, BK/IOUAKUM BUMYCK cepiid) -
PapmMacboTUK 3MiHa Ha3BM Ta agpecy BUPOOHMYOI AiTbHULI AHCCeH
an3 C.n.A,, dapmaueBTnka HB, Benbris 6e3 3mMiHM MicLisi BUPOOHULITBA.




106

n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2
0 MocsiO4YeHHs1

ITanis;
M'ep ®abp
MegvkameHT
MpopaxLuH,
dpaHuis;
BTopuHHa
ynakoBka,
KOHTpPO/1b
AKOCTI Ta
BMNYCK cepil:
fAHcceH
PapmaLeBTuk
a HB, Benbris

BBefeHHs1 3MiH NpoTArom 3-x MICALIB MiCNSA 3aTBEPKEHHS.

63.

BE/IMAPI

TabneTkn, BKpUTI
NAiBKOBOK 000I0HKOI,
3,0 mr/0,02 mr no 28
TabneTok y 6nictepi (24
TabneTkn poxesoro Ta 4
Tabnetku nnaue6o 6inoro
Konbopy); no 1, 3, 6 abo
13 6nicTepiB y KAPTOHHIl
Kopoobui

Ekcenric
Xencke
C..

IcnaHis

KOHTPO/b
AKOCTI,
BUPOBHULTBO
roToBOro
npoaykTy,
nakyBaHHs1,
BMNYCK cepil:
Na6opaTopioc
JleoH ®apma,
C.A., IcnaHis;
Mikpobiosoriy
HWIA KOHTPO/Ib:
NabopaTtopio
ne AHanicic
ap.
EyaBapHe,
C.A., IcnaHis;
anbTepHaTUBH
a pinsHka
BTOPVHHOTO
nakyBaHHS:
TOB
"MaHaHTian
IHTerpa”,
Icnanis

IcnaHis

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | Tuny -
3MiHW A0 IHCTPYKLUii A1 MEeAUYHOT0 3aCTOCYBaHHS Y po3ainu:
"MpoTunokasaHHA", "B3aeMogia 3 iHWMMK NiKapCbknmu 3acobamu
Ta iHwWi BUAy B3aemogiin", "OcobamBOCTi 3acTocyBaHHA" (y T. u.
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHS rpyaar”,
"3[aTHICTb BNAMBATU Ha LUBUAKICTb peakLii npy kepyBaHHi
aBTOTPaHCNOPTOM abo iHWUMK MexaHismamun"), "Oitn", "To6iuHi
peakuii" Ha nigcTasi pechepeHTHMX Nikapcbkunx 3acobis APVNHA®,
[)KA3. BBeAeHHA 3MiH NPOTArom 6-Tu micauis nicns
3aTBepKEHHSA

3a
peuyerimom

UA/15138/01/01

64.

BEHTONIH™
HEBY/N

pO34uH ANs iHransauin, 2,5
mr/2,5 mn; no 2,5 mny
Hebyni; no 10 Hebyn y
nakeTuKy 3 asitoMiHiEBOT
chonbru; No 4 nakeTuka B
KapTOHHI ynakosLi

nakcoCmit
Knsiin
Ekcnopt
Nimiteq

Benuka
BpuTtaHis

AcneH bag
Onpgecno
m6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLA MPOBa)KEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BK/IKYAKUN AiNTbHNL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKY
BiANoOBiga€e BUPOGHMK/IMNOPTEp, BKOYAOUM BUMYCK CEPIiA).
3miHa agpecy BupobHuka AcneH bag Onpgecno Mm6X.,
HimeyuunHa, 6e3 3mMiHM MicLs BUPOBHULITBA
BBefeHHS 3MiH NPOTArom 6-T1 MicALIB MiC/1A 3aTBEPKEHHSA

3a
peyenmom

UA/1798/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
65. BEPANAMIN- TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/3582/01/02
AAPHULA NNiBKOBOI 060/10HKOIO, "®apmaues "®apmaueBTn 3MiHa y MeTogax BunpobyBaHHa APl abo BMXigHOTO peyenmom
no 40 mr, no 10 TabneTok TUYHa YyHa dhipma marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
Y KOHTYPHIil YapyHKOBIl ipma "NapHuusa” BMKOPUCTOBYETHLCA y NpoLieci BUpo6HMUTBa AD| (HE3HAYHI 3MiHK
yNakoBLii, MO 2 KOHTYPHI "fNapHuua” y 3aTBEpP/KEHUX MeToAax BUNPoOYBaHHS) - 4,0 KOHTPO/IO
YapyHKOBI YNakoBK/ B cybcTaHLii Bepanaminy rigpoxnopug BHOCATLCA HE3HAUHI 3MiHW Y
nauu,i MeToAax BUMPOOYBaHHS 3a/TULLKOBUX KiSIbKOCTEW OpraHiyHnx
PO3YMHHWUKIB
66. BEPTIFTOXEE/b PO34nH NS iH'EKLiA No Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 3a UA/5303/01/01
1,1 mn B amnyni; no 5 Xainbmitre Xannbmitresb 3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BIAMOBIAHICTL 0 | peyenmom
amnys y KOHTYpPHIl Nb Xeesnb Xeenb Mv6X MoHorpadii ®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
YapyHKOBIli ynakosLyj; no 1 vM6X HaLjoHasIbHOI thapmakonei aepxasu €C - 3MiHN BUMOT
abo no 2 a6o no 20 cneundikauii 418 MaTpyuyHOi HacToikn Anamirta cocculus Ta
KOHTYPHUX YapyHKOBUX BUXigHOro MaTepiany Anamirta cocculus, 30kpema: 3amiHa
yMakoBOK y KOpo6Li 3 MoHorpadii HAB Ha moHorpadito Ph. Eur. 3miHn BumMor
KapToHYy cneuudikayii 4nsa BuxigHoro matepiany Petroleum rectificatum,
30Kpema: 3amiHa MoHorpaduii HAB Ha moHorpadito Ph. Eur.
67. BIMMNAT® po3uunH ans iHdysiii, 10 HOCBb Benbrisa BMPOGHUK Benebris/ BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 3a UA/10825/02/01
mr/mn no 20 mny dapma C.A Hepo3dhacosa ITania/ 3MiHa y napameTpax crneuundikaiii Ta/abo onycTVMUX Mex, peyenmom
dhnakoHi; no 1 dpnakoHy B HOI NpoAyKLUiT, HimeuunHa BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXigHWA/NPOMIKHUIA
KapTOHHI KOopoo6Li nepBuHHE NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y MPOLECi
nakyBaHHs Ta BUPOGHMLTBA AD| (3BYXKEHHSI AONYCTUMUX MEX, BUSHAYEHNX Y
KOHTPONb cneuundikauii) - 3mMiHM y MmeTogax BunpobysaHs AdI T.
akocTi: FOCb BakTepiasibHi eHOO0TOKCUHM - 3BY)XEHHS JOMYCTUMUX MEX,
®apma C.A,, 3anponoHoBaHo: 1,17 MO/Mr.; 3MiHM Y MeTofax BUNpobyBaHb
Benbrig; AdI| 3a T. BakTepiasibHi €HAOTOKCUHW - 3BY)XXEHHS AONYCTUMUX
BMPOGHUK MeX, 3anponoHosaHo: 0,83 MO/Mr.; 3miHu | TNy - 3MiHa
Hepo3dacosa napameTpiB cneundikauii Ta/abo AONyCTUMKX MEX FOTOBOrO
HOI NpoAyKLUiT, NiKapcbKoro 3acoby (3BY)XXEHHS A0MYCTUMUX MEX) - 3MiHW Y
nepBuHHE MeTo4ax BUNpobyBaHb rOTOBOTO JIIKAPCLKOro 3acoby 3a T.
nakyBaHHs Ta BakTepiasibHi eHA0TOKCHHW - 3BY)XXEHHSI AOMYCTUMUX MEX,
KOHTPO/b 3anponoHoBaHo: 11,7 ME/MA.; 3MiHM y MeToAax BUnpobyBaHb
AKOCTI: rOTOBOrO JliKapCbKOro 3acoby 3a T. bakTepianbHi eHA0TOKCUHY -

MateoH ITanisa
C.n.A, ITanis;
BMPOGHUK
BignoBigasbH
nii 3a BUNYCK
cepii Ta
KOHTpO/b
SIKOCTi: Eficika
PapmMacboThK
an3 'moéX,
HimeuuuHa;
BTOPUHHE
nakyBaHHs:
Elicika
PapmMacboTUK

3BY)XEHHS [OMYCTUMUX MEX, 3anponoHoBaHo: 8,3 MO/mn




108

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
an3 MmoéxX,
HimeuunHa
68. BIMNAT® po3unH ans iHdysiii, 10 HOCBb Benbrisa BMPOGHMK Benebris/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/10825/02/01
Mr/ma no 20 mny ®apma C.A Hepo3schacosa ITanis/ 3MiHM A0 IHCTPYKLi 415 MeAUYHOro 3aCTOCyBaHHS 40 PO34inis peyenmom
donakoHi; no 1 dpiakoHy B HOI NpoAYyKLUiT, HimeyunHa "apmMakosorivyHi BnactusBocTi", "B3aemogia 3 iHWMmn
KapTOHHI KOopoo6Li nepBuHHE nikapcbkMmn 3acobamu Ta iHWi B1amn B3aemogiii”, "OcobnmBeocTi
nakyBaHHs Ta 3acTocyBaHHS", "3acTocyBaHHs y nepiog BaritTHocTi abo
KOHTPO/1b rofyBaHHs rpyaat”, "34atHiCTb BNAMBATU Ha LWBUAKICTL peakLii
akocTi: FOCb npun KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWNMK MexaHismamm®,
dapma C.A., "Cnoci6 3acTocyBaHHA Ta fo3un", "MNepepo3yBaHHA", "IM06IuHI
Benbrig; peakuii". BBeAe€HHA 3MiH NPOTArom 6-Tu micauiB nicns
BMPOGHUK 3aTBepPMKEHHS
Hepo3chacosa
HOI NpoAyKLUiT,
nepBuHHE
nakyBaHHS Ta
KOHTpO/b
AKOCTI:
MareoH ITanis
C.n.A,, ltanis;
BMPOGHMK
BiANOBiAa/IbH
nid 3a BUNYCK
cepii Ta
KOHTPO/b
akocTi: Efcika
PapMacboThK
an3 MmoéxX,
HimeuumnHa;
BTOPUHHE
nakyBaHHS:
Eiicika
PapmMacboThK
an3 MmoéxX,
HimeuunHa
69. BIMMNAT® TabneTkun, BKPUTI HOCBb Benbrisa nepBrHHe Ta Himeuunna/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTtepianis: 3MiHu |l Tuny - 3a UA/10825/01/01
NAiBKOBOK 000JI0HKOH, dapma C.A BTOPUHHE Benbris 3MiHW [0 IHCTPYKLiT 4719 MeAWNYHOro 3aCTOCYBaHHSA [0 po34inis peyenmom
no 50 mr no 14 Ta6neTok nakyBaHHs: "apmakonorivyHi BnactusocTi", "B3aemogia 3 iHWMmn
y 6nicTtepi; no 1 a6o 4 Elicika nikapcbkrMmn 3acobamu Ta iHWi B1uamn B3aemogiii”, "OcobnmBsocTi
6nicTepy B KapTOHHIiA dapmacbTUK 3acTocyBaHHs", "3acTocyBaHHs y nepiof BaritTHocTi abo
KopoobLi an3 'méX, rofyBaHHA rpyaat”, "34atHiCTb BNAMBATU Ha LWBUMAKICTL peakLii
HimeuuunHa; npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWNMK MexaHismamm®,
BMPOGHUK "Cnoci6 3acTocyBaHHA Ta fo3un", "MNepeno3yBaHHA", "TM06IuHI
BiANOBiAa/IbH peakuii". BBeA€HHA 3MiH NPOTArom 6-Tu micauiB nicnsa
niA 3a BUMYCK 3aTBepAKEHHSA
cepii Ta
KOHTPO/b

SKOCTi: Eiicika
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

PapmacbTUK
an3 rméX,
HimeuuunHa;
BMPOGHMWK

Hepo3dhacoBa

HOT NpoAayKui

Ta KOHTPO/1b

akocTi: Efcika

PapmacboTUK
an3 MmoéxX,
HimeuuunHa;
BMPOGHUK

Hepo3chacosa

HOT npoayKuii

Ta KOHTPO/1b

akocTi: FOCB

Papma C.A.,

Benbris

70. BIMMAT® TabneTkun, BKPUTI HOCBb Benbrisa nepBuHHe Ta Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/10825/01/02
NNiBKOBOI 060/I0HKOIO, dapma C.A BTOPUHHE Benbris 3MiHW [0 IHCTPYKLii A8 MeAWYHOro 3aCTOCYBaHHSA [0 po34inis peyenmom
no 100 mr no 14 tabneTok nakyBaHHs: "®apmakonoriyHi BnactmeocTi”, "B3aeMogis 3 iHLLIMMKN
y 6nicTtepi; no 1 a6o 4 Elicika nikapcbkMun 3acobamu Ta iHWi B1uamn Baemogiii”, "OcobnmBocTi
6nicTepy B KapTOHHIiA dapmacboTUK 3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BarirHoCTi abo
Kopoo6Li an3 'méX, roflyBaHHs rpyaar”, "34atHicTb BNAMBaTK Ha WWBUAKICTb peakwi
HimeuyuunHa; Npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLINMK MexaHi3mamu®,
BUPOBHUK "Cnoci6 3actocyBaHHsa Ta fo3u", "MNepeno3yBaHHsa", "Mo6GiYHI
BiANOBiAa/bH peakuii". BBefeHHA 3MiH NpoTArom 6-Tn micsAuiB nicns
nii 3a BUMYCK 3aTBePAKEHHS
cepii Ta
KOHTPO/1b
akocTi: Efcika
PapMacboTuK
an3 rmoéx,
HimeyvunHa;
BUPOBHUK
Hepo3ghacoBa
HOT NpoAyKui
Ta KOHTPO/1b
akocTi: Encika
PapmMacboTUK
an3 rméX,
HimeuuunHa;
BMPOGHUK
Hepo3gacoBa
HOT NpoAayKui
Ta KOHTPO/1b
akocTi: OCb
Papma C.A.,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
Benbris
71. BIMOAT® TabneTkun, BKpUTI HOCB Benbris nepBrHHe Ta HimeyuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3a UA/10825/01/03
NAiBKOBOI 060/TI0HKOIO, ®apma C.A BTOPUHHE Benbris 3MiHM [0 IHCTPYKLii A1 MeAMYHOro 3aCTOCYBaHHS A0 po34inis peyenmom
no 150 mr no 14 tabneTok nakyBaHHs: "®apmakonoriyHi BnactmBocTi”, "B3aeMogis 3 iHLLIMMK
y 6nictepi; no 1 a6o 4 Elicika nikapcbkMu 3acobamu Ta iHWi B1uamn B3aemogiii”, "Ocob1mBoCTi
6nicTepu B KapTOHHI PapmacboThK 3acTocyBaHHs", "3acTocyBaHHA y nepiof BarirTHocTi abo
Kopoo6Li an3 'moéX, roflyBaHHs rpyaar”, "3aatHicTb BN/MBATK Ha LUBUAKICTb peakwi
HimeuuunHa; npw KepyBaHHi aBTOTPAHCNOPTOM abo iHW1MK MexaHismamu®”,
BMPOGHMK "Cnoci6 3acTocyBaHHA Ta fo3un", "Mepego3sysaHHsA", "Mo6iuHI
BiANOBiAa/IbH peakuii". BBejeHHA1 3MiH NMPOTArom 6-Tn micsAuiB nicns
nii 3a BUNYCK 3aTBepAKEHHA
cepii Ta
KOHTPO/b
akocTi: Efcika
PapmMacboThK
an3 MmoéxX,
HimeuumnHa;
BMPOGHMK
Hepo3cacosa
HOI npoayKuii
Ta KOHTPO/1b
akocTi: Efcika
PapMacboTuK
an3 rmoéx,
HimeyvunHa;
BUPOBHUK
Hepo3ghacoBa
HOT NpoAyKui
Ta KOHTPO/1b
akocTi: FOCb
dapma C.A,,
Benebris
72. BIMMNAT® TabneTkun, BKPUTI HOCBb Benbrisa nepBrHHe Ta Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu |l Tuny - 3a UA/10825/01/04
NAiBKOBOK 000I0HKOH, dapma C.A BTOPUHHE Benbris 3MiHW [0 IHCTPYKLii 4719 MeAMYHOro 3aCTOCYBaHHS [0 po34inis peyenmom
no 200 mr no 14 ta6neTok nakyBaHHs: "apmakonorivyHi BnactusocTi", "B3aemogis 3 iHWMmn
y 6nictepi; no 1 a6o 4 Elicika nikapcbkrMmn 3acobamu Ta iHWi B1uamn Baemogiii”, "OcobnmBocTi
6nicTepy B KapTOHHIA PapmacbTUK 3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
KopoobLi an3 'méX, rofyBaHHs rpyaat”, "34atHiCTb BNAMBATU Ha LWBUMAKICTL peakLii
HimeuuunHa; npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWNMK MexaHismamm®,
BMPOGHWK "Cnoci6 3acTocyBaHHA Ta fo3un", "MNepeno3yBaHHA", "TMo6IuHI
BiANOBiA&/IbH peakuii". BBeA€HHA 3MiH NPOTArom 6-Tu micauiB nicnsa
WiA 3a BUMYCK 3aTBepAKEHHS
cepii Ta
KOHTPO/b
akocTi: Efcika
PapMacboThK
ans3 méX,

HimeyuuHa;




111

n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

BMPOGHMWK
Hepo3dacoBa
HOT NpoAayKui
Ta KOHTPO/1b
akocTi: Efcika
PapmacboTUK

an3 MmoéxX,

HimeuuunHa;

BMPOGHUK
Hepo3cacosa
HOT npoayKuii
Ta KOHTPO/1b
akocTi: FOCB
Papma C.A.,

Benebris

73.

BOPUKOHA3OI/-
BICTA

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,
no 50 mr, no 10 TabneTok
y 6nicTepi; no 1 6nictepy
Y KapPTOHHiIlA nayui

Mictpan
Kenitan
MeHemxmve
HT NlimiTepq,

Benuka
BpuTaHis

BMNYCK cepil:
CiHTOH
XicnaHisi,
C.J1., IcnaHis;
BMPOOBHUK,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
PapmaueBTVH
1in 3aBop,
"Monbapma”
C.A,
MonbLa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
xn |
dapmac'tioTika
nc nig.,
Bonrapis

Icnanisa/
Monbua/
Bonrapis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
NnoJjaHHA HOBOTO cepTudikaTy BifnoBiAHOCTI EBpONECLKOI
thapmakonei Big HoBoro BupobHuka A®| BoprkoHasony Ne R1 -
CEP 2011-377-Rev 00

3a
peyenmom

UA/16138/02/01

74.

BOPUKOHA3OI/-
BICTA

TabneTku, BKpUTI
NAiBKOBOK 000JI0HKOH,
no 200 wmr, no 10
Tabnetok y 6nictepi; no 1
6nicTepy y KapTOHHIi
nauui

Mictpan
Kenitan
MeHepxme
HT flimiTeq,

Benuvka
BpuTaHis

BMNYCK cepil:
CiHTOH
XicnaHis,
C./., IcnaHis;
BMPOGHMK,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
dPapmaueBTUH
11 3aBOf,
"Monbcapma”
C.A.,
MonbLua;

Icnanis/
Monba/
Bonrapis

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | Tuny -
NnoAaHHA HOBOTO cepTudikaTy BifnoBiAHOCTI EBpONeCbKoI
thapmakonei Big HOBOro BupobHuka APl BopukoHasony Ne R1 -
CEP 2011-377-Rev 00

3a
peuerimom

UA/16138/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nepBuHHe Ta
BTOPVIHHE
naxyBaHHs:
Doxn |
dapmac'ioTika
nc nig.,
Bonrapis
75. FABICKOH® CyCneHsisi opasibHa; no PekkiTT Benvka PekkiTT Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/13393/01/01
noABIAHOI Ali 150 mn y chnakoHax; no BeHkizep BpuTanis BeHkizep BputaHis 3MiHa 6yAb-AKOi YaCTUHW MaTepiasly NEPBMHHOI YNakoBKK, WO He peyenma
10 mn y cawe; no 10, 12, Xenckep Xenckep KOHTaKTy€e 3 rOTOBMM J1iKapCbKNM 3aC060M - BHECEHHS 3MiH [0
20 abo 24 cawe y (FOKeir) (HOKeiA) po3ziny "Ynakoska“, MKA nikapcbkoro 3acoby, a came:
KapTOHHI Kopoo6Li Nimiteq Niviten YTOUHEHHS OMMCYy NEPBMHHOI YNakoBku (hNakoHy), 3a3HayYeHHs
HaHeceHHs1 poXeBoi nniBku (6e3nocepefHbO Ha hakoH) Ta
KOMGiIHOBaHOI eTUKETKM — 6araToLlapoBoi, Wo MiCTUTb
IHCTPYKL,i10 ANS MeANYHOro 3acToCyBaHHs, 6€3 3MiHVW NePBUHHOTO
nakyBa/lbHOTO mMaTepiany
76. FEEPAIH niocpinizaT 4N po3umHy Mini Benvka Iydoik IHais BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/6630/02/01
0Nns iH'ekuin no 20 mr, 1 Xerickepe BpuTaHis NaiicpcaiHcuc 3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3acib. 3MiHWM Yy BUpOOHMUTBI. | peyenmom
hnakoH o6’emom 10 mn 3 Nimiteq Mpisar 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
niocpinizaTom B ynakosLii NimiTen KOHTPO/IO SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHWMKa, LLO BiANOBifa€e 3a BBE3eHHS Ta/abo
BMMYCK cepii) - Bknoyatouy KOHTPOb/BUNPOGYyBaHHSA cepii -
3aMiHa BUpo6HUKa 13 ans BCbOro BUPOGHNYOro npoLecy.
3MmiHu | TUny - 3MiHK 3 SKoCTi. FoTOBMIA NikapCbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLITBA /151 HACTWHM abo BCbOro BUPOGHMYOro npoLiecy
rOTOBOTO JIiKAPCbKOro 3acoby (4iNIbHULSA, Ha SKili NPOBOAATLCS
6yAb-AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOSIO
AKOCTi Ta BTOPUHHOTO NakKyBaHHA 4151 CTEPUIBHUX NiKapCbKMX
3aco06iB (BK/IOHAOUN BUPOGAEHI aCeNTUYHUM METOAO0M), KpiM
nNiKapcbKnx 3aco6iB 6io10r4YHOro/iMyHOMOTYHOr0 MOXOAKEHHS)
CynyTHs 3MiHa - 3MiHKM 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6.
3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEeHHS 40AATKOBOI
AiNbHULI BUPOGHULTBA A4/18 YacTUHU abo BCbOro BUPOOGHNYOTO
npouecy roToBOro /likapcbkoro 3acoby (AinbHUUs ons
BTOPUHHOTO NakyBaHHs) 3aMiHa BUPOG6HWKa /13 Ansa BCboro
BMPOGHMYOro npoLecy
77. FEKOKYP CNAT. Kpanni opasibHi no 30 mn, MEKAHA HimeuunHa MEKAHA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/13592/01/01
NMEKA no 50 mn 'y donakoHi; no 1 HATYPXAI HATYPXAWN 3aMiHa rpadiyHoOro 0hOpPMIEHHST NEPBMHHOI Ta BTOPUHHOIT peuyenma
hN1aKoHY B KapTOHHIi NBbMITTEN bMITTE/Ib YyNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiAnoBiAHUMU
ynakoBLi b 'm6X m6X 3MiHamu [0 po3ainisB MKSA nikapcbkoro 3acoby (po3zin
«[padpiyHe 0hOpMAEHHS» 3aMiHEHO PO34iN0M «MapKyBaHHS»)
78. FEKCAKCUM /| CyCneH3ist ANA iH'eKLili no CaHodi PpaHLin 3AT "CaHodpi- | YropumHa/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/13080/01/01
HEXAXIM 0,5mn (1 po3a) B Mactep ABeHTIC", PpaHuis 3MiHa y napameTpax crneuundikauiii Ta/abo fonycTUMUX Mex, peyenmom
BAKUVHA And nonepegHbLO 3anoBHEHNX C.A. YropumHa BM3HA4YeHNX Y cneundikauisx Ha A®l, abo BUXIGHWA/NPOMKHUI
MPO®INTAKTUKN wnpuuax 3 1-eto (abo 2- (BTOpUHHE npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLLEC
BUNOTEPII, Ma) OKpEMUMMU rofikamm nakyBaHHs); BMPO6HULTBA AP - BUNYyYeHHs KNiTuH Primary Monkey Kidney
NMPABLA, Ne 1 a6o Ne 10 Tay CaHodpi Cells (PMKC) 3i cneumdikauii ansi Bunpo6yBaHHs Test for
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
KALLJTHOKY chnakoHax Ne 10 Mactep C.A,, Extraneous Agents 3 BUKOPUCTaHHAM KNITUHHWX KyNbTyp 3
(ALENONAPHU PpaHuis METOI BpaxyBaHHs BUMOr €Bponeiicbkoi Papmakonei, YNHHKX
1 KOMIMOHEHT), (NoBHWI LyKN pekomeHaauin BOO3 Ta npuHumuny 3R. BHeCeHHs1 peakLiiHux
FENATUTY B BMPOGHMLITBA, npasok Ao po3ginis 3.2.5.2.3., 3.2.S.2.4. TepmiH BBe€HHSA
PEKOMBIHAHTH BUNYCK cepil) 3MiH - KBiTeHb 2021 p.
Al
noniomienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUYMNHEHNX
HAEMOPHILUS
TNy B
KOH'IOFOBAHA,
AICOPBOBAHA,
PIOKA
79. FEKCAKCUM | CyCneH3ist ANA iH'eKLili no CaHodi PpaHLis 3AT "CaHodpi- | YroplmHa/ BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3miHu Il Tuny - 3a UA/13080/01/01
HEXAXIM 0,5wmn (1 go3a) B Mactep ABeHTIC", dpaHuis OHOBJIEHHSI OMWCY BUPOBHMYOIO MPOL,eCy MOHOBA/IEHTHOMO peyenmom
BAKUWHA ANn4A nonepeaHbLO 3aroBHEHNUX C.A. YroplmHa Hepo3dhacoBaHOro NpoAykTy BignosigHo Ao Bumor ICH Q8-Q11,
MPO®ITAKTUKN wnpuuax 3 1-eto (abo 2- (BTOpPUHHE BK/IIOYA0UM NepeBU3HaYeHHs i/abo foaaBaHHSA KPUTUYHNX
BUNOTEPII, Ma) OKPEMMMMU FoSIKaMm nakyBaHHs); napameTpiB npotecy (CPP); 3miHu Il Tuny - AogaBaHHA KPOKY
MNPABLS, Ne 1 a6o Ne 10 Ta 'y CaHodi pO34iNeHHs KOHLLEHTPOBaHOT OYKLLLEHOT BipyCHOI cycneHsil
KALLJTIOKY onakoHax Ne 10 Mactep C.A,, (CPVS) po eTany iHakTuBaLii ansi po3mipy cepiii 1500 nitpis y
(ALENONAPHN ®paHuis 6yaisni V9; 3miHu |l TMNY - OHOBNEHHA MeToay ANs
A KOMIMOHEHT), (NOBHWIA LKA BMnpobyBaHHsA Effective inactivation Test Ha kniTuHax L20B
FENATUTY B BMPOOHULTBA,
PEKOMBIHAHTH BUMYCK cepii)
Al
noniomMienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUYMNHEHNX
HAEMOPHILUS
TNy B
KOH'FOFOBAHA,
AL COPBOBAHA,
PIOKA
80. FENAPUH- pO3unH ANs iH'ekuin, 5000 TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/13831/01/01
DAPMEKC MO/mn no 1 mn a6o 5 mn "®APMEKC "®APMEKC 3MiHM 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa Y | peyernmom
y thnakoHax; no 5 reyn" reyn" TepMiHax npugaTHOCTi abo ymoBax 36epiraHHs roTOBOro

h1aKOHIB Yy KOHTYpHIiA
YapyHKOBIli ynakoBLj; no 1
KOHTYPHIli YapyHKOBI
yNakoBLi B KAPTOHHIA
KopooLi

NiKapcbKoro 3acoby (36i/bLUEHHSI TEPMiHY NPUAATHOCTI TOTOBOrO
nikapcbKoro 3acoby) - 36iNbLIEHHS TePMiHY NPUAATHOCTI
niKkapcbKoro 3acoby 6i010riYHOro/iMyHOMOMNYHOr0 NOXOMKEHHS HA
OCHOBI pe3y/ibTaTiB AOC/iKeHb CTabi/IbHOCTI, MPOBEAEHUX
BiANOBIAHO [0 3aTBEPAKEHOr0 NMPOTOKOY - 36i/IbLUEHHS TEPMiHY
NpWAATHOCTI FOTOBOTO JIIKAPCLKOro 3ac00y Ha OCHOBI MNO3UTUBHUX
pes3ynbTaTiB AOBrOCTPOKOBUX AOC/iIMKEHb CTAabINIbHOCTI Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
peanibHOMy yaci:
3aTtBepmaxeHo: TepMiH NpuaaTHOCTI: 2 poky 3anponoHOBaHO:
TepMmiH npuAaTHOCTI: 3 pokN 3MiHU BHECEHI B IHCTPYKL,ilO ANA
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKoro 3acoby y p. "TepmiH
npugartHocTi". BBefeHHS 3MiH NpoTAarom 3-x micauis nicns
3aTBEPKEHHS
81. FEMNALE®D MOPOLLIOK A1 PO3YUHY NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny - 3a UA/10752/01/01
KOMBI Ans iH'ekuii no 1,0/1,0 r "KviBmegnp "KuiBmegnpen 3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapMakoHarnsgy. 3mMiHn | peyenmom
no 2,0 ry dpnnakoHi; no 1 enapar" apat” Y KOPOTKil/i xapakTepucTuL,i nikapcbKoro 3acoby, TEKCTi
chnakoHy B nauui; no 2,0 r MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOTo 3aCTOCYBaHHS
y thnakoHi; no 10 reHepuyHMX/ribpuaHNX/6ionofibHMX NikapcbkMx 3aco6iB nicns
h1aKOHIB Yy KOHTYpHIiA BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapar (3MiHa He
YapyHKOBIli ynakoBLii B notpebye HafaHHS XOAHNX HOBMX AOAATKOBMX AaHUX) - 3MiHM
nauui BHECeHIi A0 IHCTPYKLii y po3ainu "®apmakonoriyHi BnacTnBocTi”,
"MokasaHHs" (pegaryBaHHs), "MpoTunokasaHHsa", "B3aemogis 3
HLIMMK NTiKapCbKMMKU 3aco06amMm Ta iHLWi BUAY B3aeMogiin",
"Oco6MBOCTI 3acTOCyBaHHA", "3acToCcyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHs rpyaAa", "3aaTHicTb BAMBaTH Ha
LUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo iHLWMMKY
MexaHismamm”, "Cnocib 3actocyBaHHsa Ta gosu", "Aitn"
(peparyBaHHs), "MepenosysaHHA", "M06iYHI peakuii”,
"HecymicHicTb" 3rigHO 3 iHchopmaLieto WoA0 MeANYHOTo
3acTocyBaHHA pehepeHTHOro NikapCbkoro 3acoby
(CYNbMEPA3OH®, nopoLloK AN po3unHy Ans iH'ekuiin, no 0,5
r/0,5 1, no 1 r/1 r) BBeAeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS
82. FNHO®/1I0OP TabneTkun BariHasbHi, No 2 MegiHoBa Lsefuapis | BuMpobHUUTBO, | HimeuunHa/ BHECEHHS 3MiH 40 peecTpaliinHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/1851/01/01
TabneTku y 6nictepi; no 1 Al nepBrHHe Ta LLBeiuapis 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenma
6nicTepy B KApTOHHIiA BTOPVHHE BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX AaHUX Npo cuctemy
Kopob6Li; no 6 TabneTok y nakyBaHHs: thapmakoHarnagy (BBef4eHHs y3arasibHeHUX AaHux Npo cuctemy
6nictepi; no 1 abo 2 Xaynt ®apma thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
6nicTepn B KapPTOHHIlA Awmaper 'm6X, 3a 3[jiicCHeHHs1 hapMakoHariaay; KOHTaKTHOI ocobu 3
Kopoo6Li HimeuuunHa; hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA hapmakoHarnsgy B
KOHTPONb YKpaiHi, AKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobwm,
AKOCTi Ta BiANOBIAA/ILHOI 3a 3filicHeHHS (hapmakoHarnagy (Bka4vaum
BUMYCK cepii: KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI MacTep-galina
MegiHoBa AT, cuctemn chapmakoHarnsgy) - 3miHa KOHTaKTHOI 0co6M 3asBHYIKa,
LLiBeiiuapis BiANOBIAA/ILHOI 3a 34iliCHEHH:A dapmakoHarnsgy B YkpaiHi:
MponoHoBaHa pegakuis: PormHcbka OneHa ManiBHa. 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOI 0CO6M 3asiBHMKA, BignoBigabHOT
3a 34jlicHeHHs hapMakoHarnsay B Ykpaii
83. FMAMAKC® Tabnetkn no 2 mr, no 10 TOB YkpaiHa TOB "KYCYM YKpaina BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasi: BUNPaB/IEHHS 3a UA/11974/01/01
TabneTok y 6nictepi; no 3 "KYCYM DPAPM" TEXHIYHOT MOMWSIKN B METOAAX KOHTPOJSIKO AKOCTI, a came: y peyenmom
abo no 6, abo no 10 PAPM" cneumdikauii MKA Ha nikapcbkuii 3aci6 ana nokasHuka
61icTepIiB Y KAPTOHHIN «P0O34NHEHHs»
ynakoBLii
84. TMNMAKC® Tabnetku no 3 mr, no 10 TOB YKpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpauiliHix maTepiaiB: BUNpaB/IeHHS 3a UA/11974/01/02
Tabnetok y 6aictepi; no 3 "KYCYM DPAPM" TEXHIYHOI MOMW/IKN B METOAAX KOHTPOJIKO SKOCTI, a came: y peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
abo no 6, abo no 10 dAPM" cneuudikauii MKA Ha nikapcbkumii 3aci6 A8 nokasHuka
6nicTepiB y KAPTOHHIl «P0O34YNMHEHHS»
ynakoBLi
85. FMNMAKC® Tabnetku no 4 wr, no 10 TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB: BUNpaB/ieHHSs 3a UA/11974/01/03
Tabnetok y 6nictepi; no 3 "KYCYM DAPM" TEXHIYHOT MOMWSIKM B METOAAX KOHTPOSIIO SKOCTI, a came: y peyenmom
abo no 6, abo no 10 PAPM" cneumdikauii MKA Ha nikapcbkumii 3aci6 Ansa nokasHuka
6nicTepiB y KAPTOHHIN «P0O34nHEHHS
ynakoBLi
86. rnibeEPH PO34UH HaLLKipHWi 85 % MAT Ykpaina MAT Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/7946/01/01
no 25 r y dpnakoHax; no "lanuudhap "Tanuuchapm” 3MiHM LWoAo 6e3nekn/edreKTUBHOCTI Ta dapMakoHarnsgy - 3MiHu peyenma
25 ry dponakoHi; no 1 M" BHECEHi B TEKCT MapKyBaHHS YNakoBKW MikapCbKoro 3acoby Lwoa0
hnakoHy B nauui 3a3HauYeHHs MiXXHapOoAHWX NO3HaYeHb OAMHULb BUMIPIOBAHHS.
BBefeHHsA 3MiH NpoTArom 6-TM MicALUIB NicnA 3aTBepAKEHHA
87. FNYTAPTIH KOHLEHTpAT 419 PO3UnHy TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/4022/03/01
0ns iHdysiia, 400 mr/mn 03 06MeXeHo YTOUYHEHHS HaliMeHYBaHHS Ta aapecy MicLsi MPOBaIKEHHST peyenmom
no 5 mn B amnyni; no 10 06MEeXeHO BiANOBiAa/bHI AisnbHOCTI BUpo6HMKa APl ApriHiHy rnyTamat ToBapucTBO 3
amnyn y KapTOHHIN 10 cTI0 o6MexeHolo BignosiganbHiCcTo "®apmaleBTUyHa KoMmnaHis
Kopobui; no 5 mn B Bignosigan "®hapmaueBTn "3p0poB's"”, 6e3 3MiHM MicLA BUPOGHULTBA; 3MiHM | TURY - 3MiHW,
amnyni; no 5 amnyn y bHICTIO YyHa KOMMaHis noB'sA3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BIANOBIAHICTL A0
6nicTepi; no 2 6nictepu B "papmaLes "3popos'a” MoHorpadii PY abo Esponeiicbkoi thapmakonei, abo iHwoT
KapTOHHI KOpOOL; TUYHa HauioHasIbHOT hapmakonei gepxasmn €C (3MiHa y cneyudikadisx,
KOMnaHis noe'sizaHa 3i 3miHamu B 1dY, abo €Bponeiickkili hapmakoner,
"3p0pos'a” abo iHLWI HauioHanbHIN thapmakonei aepxasn €C); cynyTHA
3MiHa: 3MiHa y MeTogax BUNpobyBaHHA AONOMDKHOT PEUYOBUHM -
3MiHM y cneuudikauii Ta MeTogax KOHTPOSIH AKOCTI AOMOMDKHOT
peuyoBuHM Boga ans in'ekuili «in bulk» 3a n. «<MBY»,
«BbakTepianbHi eHAOTOKCUHMY»; BUNYYEHHS M. «Baxkki meTanun»
(NnpuBegeHHs y BigNoBIgHICTL A0 MOoHorpadii 4®Y Boga ans
iH'eKLi «in bulk»); 3MiHW | TUNY - BHECEHHA 3MiH Ao p. 3.2.P.7.
CucTema KOHTelHep/3aKynoproBasIbHWI 3acib BUTYyYEHHST amnyn
Tuny B Brupo6HMUTBa BAT «Kypcbkuii 3aBof MeAMUHOro Cknax,
Pocilicbka ®epepauia Ta amnyn tuny C, BO Bupo6Huka MAT
«[oATaBCbKUA 3aBO4 MEAMYHOTO CKNa», YKpaiHa
88. rPUNOLUNTPOH NOPOLLOK 47191 OPa/IbHOI0 ToBapucTs Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/1470/01/02
DPOPTE po3urHy no 4,0 r NopOoLLKY 03 06MexeHo AQMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
B nakeTi; no 10 nakeTiB y 06MexeHo BiANOBIA&/bHI 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
KapTOHHIA Kopoo6Li 10 cTHo afpecy 3asaBHuKa (BBeAeHHsA 3MiH NpPOTArom 6-Tu MicsLiB nicns
signosigan "®apmavesTu 3aTBEPMKEHHS); 3MiHN | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
bHICTIO YyHa KOMMaHis HalilMeHyBaHHs Ta/abo agpecy MiCLsA NPOBaKEHHS AiS/IbHOCTI
"@apmaues "3popos'a” BMPOGHMKa/iMnopTepa roToBoro /likapcbKoro 3acoby, BKIoUaun
TUYHa AiNbHWL BUNYCKy cepii abo micue NpoBeAeHHS KOHTPOSIO AKOCTI.
KOMMaHis (misnbHICTb, 3a AKy BigNoBigae BUPOOHMK/IMNOPTEP, BKIOYAKOUM
"3popos'a” BWMNYCK Cepiil) - yTOUHEHHS afpecy BUpo6Huka 13 ToBapucTeo 3
o6MexeHolo BignosiganbHIiCTIo "®apmaleBTniHa KoMnaHis
"3popoB'a”, YkpaiHa, 6e3 3mMiHu micusa BUpobHuuTBa (BBeaeHHs
3MiH NPOTAroM 6-TW MiICALIB NiC/A 3aTBEPAXEHHS)
89. FPUNOLUUTPOH- | cupon, 1,5 mr/mn in bulk: TosapucTs Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - - UA/13784/01/01
BPOHXO nol0nabo50ny 03 BMPOGHULTBA, AZMiHiCTpaTMBHI 3MiHX. 3MiHA HaliMeHyBaHHSA Ta/abo agpecu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
mMeTasnieBmx 60ukax KEI 06MexXeHo KOHTPO/Tb 3asBHMKa (BNacHVKa peecTpauiliHoro NoCBiAYEHHs) - YTOUHEHHS
10 AKOCTI, BUNYCK y BUKNaAeHHi agpecu 3asBHYKa, BignoBigHO A0 NiueH3ii Ha
signosigan cepii: BMPOG6HMLTBO 13 (BBEAEHHSA 3MiH NPOTArOM 3-X MiCALIB Micns
bHICTIO ToBapucTBo 3 3aTBEPKEHHS); 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
"papmaues 06MeXeHOo HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
TUYHa BiANOBiAA/bHI BMPO6HMKa/iMnopTepa roToBOro JikapCbKOro 3acoby, BKIYaum
KOMMaHis CTb AOinbHWLU BUMYCKy cepii abo micLie MpoBeAEHHS KOHTPOJIHO SKOCTI.
"30poB's «®apmaueBTn (gisnbHICTb, 3a Ky BiANOBiAaE BUPOGHMK/IMNOPTEP, BKIOYAKOUU
YHa KOMNaHis BUMYCK Cepili) - yTO4HEHHS agpecn BupobHuka M3 (micus
«3p0poB’a» NPOBaXEHHS Ais/IbHOCTI) TOBApMCTBO 3 0OMEXEHO
BignoBigaIbHICTb «PapmaLeBTUYHA KOMMaHist «340poB’s», ¥
BIANOBIAHICTb A0 NiLeHsii Ha BUpo6bHMLUTBO 13, BupobHuya
OiNbHULSA Ta BCi BUPO6HMYI onepavii 3a/Mwmnanucs He3MiHHMM
(BBefieHHs 3MiH NpPOTArom 3-X MicAuiB Nicis 3aTBepAXeHHs)
90. FPUNOLUUNTPOH- | cupon, 1,5 mr/mn no 100 TosapucTs Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 6e3 UA/13783/01/01
BPOHXO M abo 200 mny 03 BMPOGHMLITBA, 3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma
donakoHi; no 1 dpakoHy 06MexeHo KOHTPONb KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
pasom 3 MipHOO JIOXKKOH 10 SIKOCTi, BUNYCK roTOBOrO Nikapcbkoro 3acoby (3mMiHa Macu/06'eMy BMICTY
y KOpo6Lj 3 KapToHy; No 5 Bignosigan cepii: KOHTeliHepa 6araTto030B0Oro /ikapCcbKoro 3acoby Ans
mn abo 15 mn y calue; no bHIiCTIO ToBapucTBO 3 HenapeHTepasibHOro 3acTocyBaHHsA (abo 04HOA030BOrO,
20 calle y KapTOHHIl "®papmaues 06MexeHo 4acTKOBOIO BUKOPUCTAHHS)) - 3MiHa po3Mipy Ta 06’emMy ynakoBku
Kopoo6Li TUYHa BigNoBiAa/bHI N3, a came JofaBaHHA HOBOrO BUAY NaKyBaHHS; 3MiHM | Tuny -
KOMnaHis CTb 3MiHK 3 sIKOCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
"3p0pos'a” «®dapmaueBTn KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa Y NEepPBUHHIN yNakoBLi

YyHa KOMMaHis
«30p0B’A»,
YKpaiHa;
BCi cTagii
BMPOOHULTBA,
KOHTPO/1b
AKOCTI:
ToBapucTBO 3
06MexeHo
BignoBiAa/bHI
CTIo
"XapkiBcbke
thapmavneBTuy
He
nignpMeEMCTBO
"3p0poB'a
Hapoay"
Ykpaina

roTOBOrO JlikapCcbKOro 3acoby (Tun koHTelHepa abo AoAaBaHHS
HOBOrO KOHTelHepa) - TBepAi, M'siki Ta HECTePU/IbHI pifki
nikapcbki hopmn (BBEAEHHS 3MiH NPOTAroM 3-X MiCALiB nicas
3aTBEPKEHHS);
CynyTHS 3MiHa
- 3MiHM 3 AKOCTI. O0TOBUIA NikapCbKuMii 3aci6. Cuctema
KOHTeliHep/3aKynoproBa/ibHWiA 3aci6. 3MiHa nocTavanbHMKa
nakyBasibHUX MaTepianis abo KOMMIEKTYUMX (AKLWO 3a3Ha4YeHo
B [OCbE) (3amiHa abo AofaBaHHA NOCTavasibHMKA) - 3MiHU 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpOb roToBOr0
nikapcbKoro 3acoby. 3MiHa napameTpiB cneyudikadii Ta/abo
O0NYCTUMUX MEX FOTOBOTO /1iKapCbKOro 3acoby (40MNOBHEHHS
cneumdikauii HOBUM NOKA3HNKOM 3 BifMOBIAHVM METOLOM
BUNPOOYBaHHA) - A0AaBaHHA [0 3aTBEPMAKEHOrO HOBOTO BUAY
nakyBaHHs no 5 ma abo 15 mn y cawe Ne 20 (1 x 20) y KapTOHHIl
Kopoo6Li. Ak Hacnigok:
- BBEAiE€HHS A0AATKOBMX NOCTaYasTIbHVKIB NaKyBaslbHOro
maTepiany (MaTepias KOMGiHOBaHWIA);

- BBEZEHHS [0 cneuudikalii Ta MeTogiB KoHTposito /13 HoBoro
nokasHunka «OHOPIAHICTb A030BaHMX OANHULE (4Ns calle).
BBefeHHs1 3MiH NpoTArom 3-x MICALIB MiCNA 3aTBEPAKEHHS;
3MiHM | TUMy - AAMIHICTPaTWBHI 3MiHW. 3MiHA HaliMEeHyBaHHS

Ta/abo agpecy 3asiBHMKA (B/lacHMKA peecTpaviliHoro
NOCBiYEHHS) - YTOUYHEHHS Y BUKIAAEHHI agpecy 3asBHMKa,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

BIANOBIAHO A0 NiueHsii Ha BupobHuuTBo /13 (BBEAEHHS 3MiH
NpoTAroM 3-x MicsUiB NicNsA 3aTBEPAKEHHS); 3MiHW | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCL MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIKYAKUN AiNTbHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAKYM BUMYCK Cepiid) -
YTOUHEHHs aapecu BupobHuka M3 (Micusa npoBakeHHs
AisnbHOCTI) TOBApUCTBO 3 0OMEXEHOI0 BiANoBifa/IbHICTb
«®apmaLeBTMYHa KOMMaHis «340p0oB’s», Y BiANOBIAHICTb A0
niueHsii Ha BMpo6HULTBO /13. BUpo6HMYa AinbHULS Ta BCi
BMPOGHMYI onepauii 3a/IMLNANCS He3MIHHUMU (BBeAeHHS 3MiH
NpoOTAroM 3-x MicsLiB NiCNA 3aTBEPAXKEHHS); 3MiHM | Tuny -
AAMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLA NPOBaKEHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
niKapcbKoro 3acoby, BK/IKOYAKUN AiNTbHNL BUNYCKY cepii abo
MicLie NpoBeAEHHSA KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHUK/IMNOPTEP, HE BK/IHOHAIOUM BUMYCK CEPINA) -
YTOYHEHHS aApecy MiCLs NPOBaKEHHS Ais/IbHOCTI BUPOGHMKa
ToBapunCTBO 3 0OMEXEHO BifNOBIAANBHICTL «XapKiBCbke
hapmaLeBTMUHe NiANPUEMCTBO «340p0B’ Hapoay» (BCi cTagii
BMPOOHULITBA Ta KOHTPOJIKO AKOCTI), Y BiANOBIAHICTb A0 NileHsil
Ha BMPOGHMUTBO M13. BupobHUya AinbHULA Ta BCi BUPOOHWUI
onepavii 3aMLWnaAMca He3MiHHUMK (BBeAeHHS 3MiH npoTarom 3-
X MicsiLiB micnsi 3aTBEPAKEHHS)

91.

rPOYTPOIMIH

PO34UH ANst iH'EKLNA, 8
MO/mn, no 0,5 mn (4
MO/1,34 mr) abo no 2 mn
(16 MO/5,34 mr) y
chnakoHi; no 1 a6o no 10
(h1aKOHIB Yy KapPTOHHIl
Kopoobui

TOB
"®papmaues
TUYHa
KOMNaHis
Bicta"

YKpaiHa

[ouHr-A CT
Ko., 114

Kopes

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
3MiHN Wwopo 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
thapmakoHarnsgy (BBeEeHHS y3arasibHEHUX AaHVX NPo cucTemy
hapmakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0co6U, BiANOBiga/IbHOT
3a 3AjiicHeHHs1 hapMakoHaraay; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobw,
BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkao4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cuctemn hapMakoHarnisgy) - 3miHa ynoBHOBaXKeHOI 0cobum
3a8BHMKa, BiANOBIAaNbHOI 3a 34iICHEHHS dhapMakoHariaay:
MponoHoBaHa pepakuis — CoTHikoBa CBiTnaHa BikTopiBHa. 3MiHa
KOHTaKTHUX JaHuX yNOBHOBaXKEHOI 0cobw, BiANOBiAaIbHOI 3a
3pjiicHeHHs hapmakoHarnsgy. 3miHa mMicus 34iiCHEHHS OCHOBHOT
AisnbHOCTI 3 hapMakoHarnsgy. 3miHa agpecu mactep-ainina
cuctemn chapmakoHarnsgy

3a
peyenmom

UA/8465/01/01

92,

AE3O®PEMEH 75

TabneTkun, BKPUTI
NNiBKOBOI 060/TI0HKOIO,
no 0,075 wmr; no 28
Tabnetok y 6nictepi; no 1
abo no 3, abo no 6
6nicTepiB y KAPTOHHIN

mibe Mm6X
ApuHaimiTT
enb

HimeyunHa

mibe MM6X
ApuHaiimitten
b

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHW [0 IHCTPYKLii A9 MeAWYHOro 3aCTOCYBaHHSA Y po3ain
"Oco6nMBOCTI 3acTOCyBaHHA" BifNOBIAHO [0 OHOBIEHOT
iHchopmawii 3 6e3nekn gjtoyoi peyoBuHN. BBeAEHHS 3MiH
NMPOTArom 6-T1 MicAuiB NicnA 3aTBepAKEHHSA

3a
peyenmom

UA/16503/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
Kopo6ui
93. OAEKAMETOKCHUH | nopouwok (cybcTaHLuis) y ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/12128/01/01
NoNieTUNEHOBKX MiLLIKaxX 03 06MexeHo He3HauHi 3MiHV B ONKNCi METOAVKN BU3HAYEHHS CYNPOBIAHOT
ANs BUpo6HMLTBA 06MexeHo BigNoBiAa/bHI [OMILLKM MEHTWNOBWIA edip X/I0POLTOBOT KUCAOTHY; 3MiHU | TURy -
CTepUbHUX Ta 10 CTIo He3HauHi 3MiHV B po3aini «MapkyBaHHsI», a caMme BUTyUYEHHS
HecTepwuIbHUX Nikapcbkmux | Bignosigasn "®APMXIM" AaTtun BUNycky cybcTaHuii
dopm bHICTIO
"®APMXIM
94, OEKCAMETAS3O0H | po3uuH ans iH'ekuii, 4 ToBapucTs Ykpaina KOHTPONb YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/5274/02/01
mr/mn, no 1 mn a6o no 2 03 AKOCTI, BUNYCK 3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
M B amnyni; no 5 amnyn 06MexeHo cepii: KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
B nauui; no 1 mn a6o no 2 10 ToBapucTBO 3 roTOBOrO JlikapCbKoro 3acoby (3MiHa KiflbKOCTi OAMHULb
M/1 B amnyni; no 5 amnyn Bignosigan 06MmeXeHo (Hanpuknag TabneTok, amnyn TOLW0) B yNakosL,i:) - 3miHa nosa
y 6nictepi, no 1 6nictepy bHICTIO BiANOBIA&/bHI AianasoHoM 3aTBepAyKeHNX PO3MIpIB YNakoBKM - 4151 BUPOOHUYOI
B nauuj; no 1 mn B «[ocnigHnii CTIO LinbHUUi TOB "dapmaleBTUYHa komnaHis “340pos's”, YkpaiHa,
amnyni; no 10 amnyn B 3aBo[, «[ocnigHnii BBOAWTbLCSA 404ATKOBA ynakoska - no 1 Ma B amnyni, no 10 amnyn
nauui «HUNC» 3aBoj, B Mauyyji , 6e3 3mMiH NePBUHHOrO NakyBa/lbHOro MaTepiasay T1a 3
«HLJIC» BiAMNOBIAHMMU 3MiHAMU [0 PO3A4iNy «YnakoBka» (BBeAeHHs 3MiH
YkpaiHa,; NPOTArom 3-X MICALIB Nic/A 3aTBEPAXKEHHS)
BCi cTagii
BMPOGHMLITBA,
KOHTPO/b
AKOCTI, BUNYCK
cepii:
ToBapucTBO 3
obMexeHot
BignosiganbHi
CTIo
«dapmaLeBTm
YHa KoMMaHis
«300p0B'A»,
Ykpaina
95. MKEHTALYETO TabneTkun, BKPUTI BepiHrep HimeuyunHa BepiHrep HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14274/01/01
® NAiBKOBOK 060I0HKOIO, IHrenbxainm IHrenbxaim 3MiHW [0 IHCTPYKLUiT 4151 MeAUYHOro 3aCTOCYBaHHS [0 po3ainy peyenmom
no 2,5 mr/850 mr no 10 IHTEpHELUH dapma 'vbX i "B3aemMogisi 3 iHWMMM NiKapCbKUMM 3acob6amm Ta iHLWi BUAn
TabneTok y 6nictepi; no 3 nrmex Ko. KI B3aemogiin”, "OcobmBocTi 3acTocyBaHHs", “lNepeno3yBaHHA",
abo no 6 6nictepis B "Mo6iuHi peakuii™; 3miHu Il TUNY - 3MiHW A0 IHCTPYKLT ANs
KapTOHHI KOpOOL; MeANYHOro 3acToCyBaHHA A0 po3giny "®apMakosiorivHi
BNacTMBOCTI". BBegeHHsAl 3MiH npoTArom 3-x micauiB nicns
3aTBepKEHHs
96. MKEHTALYETO TabneTkun, BKPUTI Bepinrep HimeuunHa BepiHrep HimeuunHa BHECEHHS 3MiH 0 peecTpavliiiHux maTepiastis: 3MiHu | Tuny - 3a UA/14275/01/01
® N1iBKOBOK 060/10HKOI0, IHrenbxainm IHrenbxainm 3MiHW [0 IHCTPYKLUIi 418 MEAUYHOTO 3aCTOCYBaHHS A0 PO3Ainy peyenmom
no 2,5 mr/1000 mr no 10 IHTEepHeLUH ®apma 'm6X i "B3aemogis 3 iHWVMK NikapcbkuMK 3acob6amu Ta iHLWi BUAn
Tabnetok y 6nictepi; no 3 nrmex Ko. KI B3aemogiin", "OcobmBocTi 3acTocyBaHHs", "lNepeno3yBaHHA",

abo no 6 6nicTtepis B
KapTOHHiiA Kopo6Li

"Mo6ivHi peakuir™; 3miHn Il TMNY - 3MiHX 80 IHCTPYKUiT ANs
MEeAMYHOro 3acToCyBaHHA A0 po3ainy "®apMakosiorivHi
BNacTMBOCTI". BBefieHHs1 3MiH NpoTArom 3-x mMicsiliB nicns
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3aTBEPAKEHHS
97. ONHACTAT niocpinizaT 4N po3unHy Mdpaiizep CWA BTOPUHHE Benbrisi/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/2286/01/02
ANns iH'ekuii no 40 wmr, 10 IHK. nakyBaHHs, CLWA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
hnakoHiB 3 niodinizatom BMNYCK cepil: MiCL NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
B KapPTOHHI kopobLi Mdpaiizep NiKapcbkoro 3acoby, BKIoYakoun AifbHULi BUNYCKy cepii abo
MeHtochekuyp MiCLie NpOBeAEHHSA KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
uHr benbris BiANOBiAae BUPOGHMK/IMNOpTEp, BK/OYAOUM BUMYCK Cepiii) 3MiHa
HB, Benbris; agpecu Micus NpoBaMKEeHHS AisNbHOCTI BUPO6HMKa 13
BUPOOHMLTBO Mdpaiizep MeHtochekuypuHr Benbris HB, Benbris, 6e3 3miHn
in bulk, MicLs BUPOGHMLTBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsALiB
nepBuHHE nicns 3aTBepayKeHHs
naKyBaHHs:
dapmavis i
ANaXoH
KomnaHi NINC,
CLIA
98. ONHACTAT niocpinizaT 4N po3umHy Mdpaiizep CWA BTOPWUHHE Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/2525/01/01
ANns iH'ekuii no 40 wmr, 5 IHK. nakyBaHHs, CLUA/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
dhnakoHiB 3 niodpislizaTom BUMYCK cepii: ITanis MiCLs NPOBaKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
y KOMNAekTi 3 5 Mdpaiizep NiKapcbkoro 3acoby, BKIOYakun AifbHULi BUNYCKy cepii abo
amMnynamMy po3yuMHHMKa no MeHtochekuyp MicLie NpoBeAEHHS KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
2 mn (Hatpito xnopug, WHr Benbris BiANOBIAae BUPOGHMK/IMNOPTEp, BK/OUAUM BUMYCK Cepiii) 3MiHa
BOAA NS iH'eKLii) B HB, Benbris; agpecu Micus NpoBaMKEHHS AisNbHOCTI BUPO6HMKa 13
KapTOHHI Kopoo6Li BMPOGHMLTBO Mdpaiizep MeHtodekuypuHr Benbrisa HB, Benbris, 6e3 3MiHu
in bulk, MicLl BAPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB
nepBuHHE nicns 3aTBepaKeHHs
nakyBaHHs:
Papmaujs i
ANaXoH
KomnaHi NINC,
CLUA;
BUPOBHUKM
ans
PO3YMHHYIKA:
NOBHUIA LWKN
BMPOGHMULITBA
Ta BUMYCK:
Mdpaiizep
MeHtochekuyp
WHr benbrisa
HB, benbris;
NOBHWIA LKA
BMPOGHULITBA
Ta BUMYCK:
AxTasic |Tanis
C.n.A,, Itanis
99. ANCMEHOPM Tabnetkn, no 80 TabneTok [Loiiue HimeuunHa [Joiiue HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | TUny - 6e3 UA/8146/01/01
y thriakoHi; no 1 donakoHy Xomeonari- Xomeonari- 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsay.

peyenma
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
Y KapTOHHIli kopobui YHioH AXY- YHioH OXY- BBefeHHs1 abo 3MiHU [0 y3arasibHEHMX AaHNX NPo cucTemy
ApuHaimiTT ApuHaiimiTTen dhapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHVX MPo cucTemy
enb MM6X & b 'M6X & Ko. thapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOi 0Co6W, BiANOBIAa/IbHOI
Ko. KI KI 3a 3AjiicCHeHHs hapMakoHaraay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLI0 BOHA BigMiHHa Bifi YNOBHOBaXKeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34ilicHeHHS hapmakoHarnagy (Bka4yaym
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-gaiina
cuctemu chapMakoHarnsgy) - 3miHa ynoBHOBaXXeHOI 0cobum
3a8BHMKa, BiANOBIAANbHOI 3a 34iICHEHHS dhapMakoHariaay:
MponoHoBaHa pepfakuis: Dr.Anja Hofner/ Ap. AHsa TodhHep. 3miHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0co6u
100. ANDIOKAH® kancysm no 50 mr, no 7 Mdpaiizep CLIA dapeBa ®paHuisa BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu | Tuny - 3a UA/5970/02/01
Kancyn y 6nictepi; no 1 IHK. Ambya3s 3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapMakoHarnsgy. 3miHa | peyenmom

6nicTepy B KAPTOHHIl
yMakoBLi

Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 4115 MeNYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynsipHoO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3Mnekun Nikapcbkoro
3acoby, abo gocnimpkeHb 3 6e3neky 3acTOCyBaHHS JliKapCbKOro
3acoby B mic/ispeecTpaviiiHiin nepios, abo Sk pesy/ibTar OLiHKM
3BiTY 3 OCNiKEHb, NPOBEAEHNX BiANOBIAHO A0 NaaHy
negjiarpnyHux gocnigxenb (PIP) (iHwi 3mMiHWM) 3MiHN BHECEHO A0
IHCTPYKLiT 4719 MeAMYHOro 3acToCyBaHHS NiKapCbKoro 3acoby Ao
po3ziny "3acTocyBaHHs y nepiof BariTHOCTi abo rofyBaHHs
rpyaAaro. BariTHicTs" Woo icHyBaHHA NigBULLEHOTO PUSUKY
CMOHTaHHOro abopTy Y XIHOK, SKi OTpMMyBasv hlyKoHa30n
NPOTAroM MepLuoro TPUMECTPY BariTHOCTI, BIAMNOBIAHO 0
pekomeHgauii PRAC. BBeeHHS 3MiH NpoTArom 3-x MicsLiB
nicns saTBepmkeHHs. 3miHu Il Tuny - 3MiHW Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkiii
XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOBJtOBAHOIO 3BITY 3 6e3neku nikapcbKkoro 3acoby, abo
LocnipkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKoro 3acoby B
nicnspeecTpauiiHnii nepiog, abo sik pe3ynbTaTt OLiHKM 3BTy 3
[ocnimpkeHb, NpoBefeHuX BigNoBIAHO A0 NMnaHy neiatpuydHmnx
pocnipxeHs (PIP) (3miHa noTpebye nogasibLLoro 06rpyHTYBaHHS
HOBMMMW J0AaTKOBUMMU AaHVMU) 3MiHWM BHECEHO A0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby [0 po3ainis
"®apmakonoriyHi BnactmBocTi" (pefaryBaHHs TEKCTY),
"MokaszaHHs" (peparyBaHHs TekcTy), “MNpoTunokasaHHsA",
"B3aemogis 3 iHWMMKW NiKapcbkumm 3acobamu Ta iHLWi B1uau
B3aemogiin", "OcobmBoCTi 3aCTOoCyBaHHA", "3acTocyBaHHA Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar. ®epTuibHICTL",
"3[aTHICTb BNAMBATU Ha LUBUAKICTb peakLii npy kepyBaHHi
aBTOTpaHcnopToM abo poboTi 3 iHWKMKU MexaHidmamn”, "Cnoci6
3acTocyBaHHsA Ta Ao3n" (pegaryBaHHs TekcTy), "lMobiuHi peakuyii”
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro focke. BBeaeHHs
3MiH npoTarom 3-X Micauis nicns 3aTsepkeHHs. 3miHu Il tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHv
Y KOPOTKili XapakTepucTuL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLi A1 MEeAUYHOT0 3aCTOCYBaHHA Y
3B'AA3KY i3 HOBVMU JaHVUMM 3 SKOCTI, AOKMIHIYHUMMU, KIIHIYHUMYN
JaHuMun Ta gaHumu 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKLT 419 MeANYHOro 3acTocyBaHHS NiKapCbKoro 3acoby Ao
po3ginis "®apmakonoriyHi BnactneocTi', "B3aemogis 3 iHWmmMn
nikapcbknMu 3acobamu Ta iHWi Buamn Bzaemogiii”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BarirTHocTi abo
rogyBaHHs rpyaato. FogysaHHs rpyaato”, "Cnocib 3actocyBaHHS
Ta pgosun", "TMo6iyHi peakuii" BigNOBIAHO A0 MaTepianis
peecTpaujiiiHoro Aocke. BBefeHHS 3MiH NPOTAroM 3-x MicsLiB
nicns 3aTBepKEHHS.

101.

ANDITIOKAH®

kancynu no 100 mr, no 10
Kancyn y 6nictepi; no 1
6nicTepy B KAPTOHHIi
ynakoBLi

Mdpaiizep
IHK.

CWA

dapesa
Ambya3s

PpaHuin

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta papMakoHarisgy. 3miHa
Y KOPOTKili XapakTepucThL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysISpHO OHOB/IIOBAHOIO 3BITY 3 6e3neku NikapCbKoro
3acoby, abo focnimkeHb 3 6e3neky 3aCTOCyBaHHS NMiKapcbKoro
3acoby B nicnsipeecTpaviliHnii nepios, abo Sk pe3ybTaT OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX Bi4NOBIAHO 4O NNaHy
nepjarpnyHux gocnigxeHs (PIP) (iHwi 3MiHM) 3MiHN BHECEHO A0
IHCTPYKUIT 415 MeAUYHOro 3aCTOCyBaHHA NiKapcbkoro 3acoby Ao
po3giny "3acTocyBaHHS y nepiof BariTHOCTi abo roayBaHHs
rpyaAto. BariTHicTb" Wo0 icHyBaHHSA NigBULLEHOTO PU3UKY
CMOHTaHHOro abopTy y XIHOK, AKi OTpUMyBau dlyKOHa30n
MPOTAroM NepLLOro TPUMECTPY BariTHOCTI, BiAMNOBIAHO A0
pekomeHgauii PRAC. BBeeHHS 3MiH NpoTArom 3-x MicsuiB
nicns 3aTBepKeHHs. 3MiHu 1l Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKUT ANA MeQUYHOro 3aCTocyBaHHA Ha NiacTasi perynispHo
OHOB/OBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
[ocnimkeHb 3 6e3mnekn 3acTocyBaHHS Jlikapcbkoro 3acoby B
nicnsipeecTpaviiHuii nepiog, abo sik pe3ynbTaT OLiHKM 3BiTYy 3
AOCNigKeHb, NPOBEAEHNX BIANOBIAHO A0 NAaHy negiatpuyHnx
pocnigmkeHs (PIP) (3MiHa noTpebye noganbLIoro 06rpyHTyBaHHS
HOBMMW LO0AATKOBUMY AaHVMK) 3MiHW BHECEHO [0 IHCTPYKUIT Ans
Me[MYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BnacTmBocTi" (pefaryBaHHs TEKCTY),
"MokasaHHA" (pegaryBaHHs TeKCTy), "MpoTunokasaHHs",
"B3aemogis 3 iHWYMK NikapcbkMMK 3acob6amu Ta iHLWi BUan
B3aemogiin", "OcobmBOCTi 3acToCcyBaHHs", "3acTocyBaHHA y
nepiog, BaritTHOCTi abo rofyBaHHs rpyaar. PepTunbHICTb",
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakLil Npu KepyBaHHi
aBTOTpaHcnopToM abo po6oTi 3 iHWKMKU MexaHiamamn”, "Cnoci6
3acToCyBaHHA Ta o3u" (pefaryBaHHs TekcTy), "Mo6iuHI peakuii”
BiANOBIAHO A0 MaTepianis peecTpauiiHoro gocke. BeegeHHs

3a
peyenmom

UA/5970/02/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

3MiH NpoTArom 3-Xx MicauiB nicns 3aTBepmkeHHs. 3miHu I Tuny -
3MiHV Woao 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarnsgy. 3miHu
Y KOPOTKili XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Y
3B'A3KY i3 HOBUMW AaHUMWU 3 SKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
AaHVMU Ta JaHumy 3 chapmakoHarnsgy - 3MiHM BHeCEHO A0
IHCTPYKLiT 4719 Me4MYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby Ao
po3ainis "®apmakooriyHi BnacTueocTi”, "B3zaemogis 3 iHwnmu
nNikapcbkMK 3aco6amu Ta iHLWi BUAW B3aemogiii”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog BaritTHocTi abo
rogyBaHHs rpyaar. FogyBaHHs rpyaato”, "Cnocibé 3actocyBaHHS
Ta go3u", "Mo6iuHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocke. BBefeHHs 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepKeHHs.

102.

ON®IOKAH®

kancynu no 150 mr, no 1
Kancyni y 6nictepi; no 1
6nicTepy B KAPTOHHIi
ynakoBLi

Mdpaiizep
IHK.

CLUA

Papesa
Ambyas

®paHuisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MmiHu Wwoao 6e3nekn/eddekTMBHOCTI Ta hapmakoHarisgy. 3miHa
Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 4715 MeNYHOro 3aCTOCyBaHHSA Ha
nigcTasi perysiSspHO OHOB/IHOBAHOIO 3BiTY 3 6e3neku NikapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3aCTOCyBaHHS JiKapCbKOro
3ac06y B nicnspeecTpaviiiHvin nepiod, abo Ak pesynbTar OLiHKM
3BITYy 3 JOCNiAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpnyHux gocnigpxkeHnb (PIP) (iHwi 3MiHM) 3MiHWM BHECEHO A0
IHCTPYKLiT 415 MeANYHOro 3acTocyBaHHS NiKapCbKoro 3acoby Ao
po3giny "3actocyBaHHs y nepiof BariTHOCTi ab0 roflyBaHHs
rpyaato. BariTHiCTb" WOA0 iCHYBaHHSA NiABULLEHOTO PU3KKY
CMOHTAHHOr0 abopTy y XIHOK, SKi OTPUMYBan dlyKOHa301
NPOTSArom NepLUOro TPUMECTPY BariTHOCTI, BiAMOBIAHO A0
pekomeHaauii PRAC. BBefieHHS 3MiH NpOTArom 3-x MicsLiB
nicns 3aTBepmkeHHs. 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepuCcTULLi NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAMUYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mekn Nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHSA MikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTart OLiHKM 3BTy 3
[OCNigpKeHb, NPOBeAEHNX BiANOBIAHO A0 NaHy negiaTpuyHux
pocnipxeHs (PIP) (3miHa noTpebye nofasblloro 06rpyHTYBaHHS
HOBMMW J0AaTKOBUMMU AaHVMU) 3MiHW BHECEHO A0 iHCTPYKLiT Ans
MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao po3ginis
"apmMakonorivyHi BNactuBoCTI" (pefaryBaHHs TEKCTY),
"MokasaHHA" (pegaryBaHHs TEKCTY), "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMMK 3acob6amu Ta iHLWi BUan
B3aemogijit", "Ocob/MBOCTi 3aCTOCyBaHHA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rofyBaHHs rpyaa. PepTuibHICTb",
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakLil Npu KepyBaHHi
aBTOTpaHCNopToM abo poboTi 3 iHWKMMK MexaHi3Mamn”, "Cnoci6
3acTOCyBaHHsA Ta Ao3un” (pegaryBaHHs TekcTy), "Mo6iyHi peakuii”

6e3
peyenma

UA/5970/02/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

BiAMOBIAHO A0 MaTepianiB peecTpauiiHoro gocke. BeegeHHs
3MiH NPOTArom 3-X MicAUIB NicNsA 3aTBepKEeHHSA. 3MiHW Il Tuny -
3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHu

Y KOPOTKili XapakTepucTyL,i NikapCbKOro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHA Yy
3B’A3KY i3 HOBUMU JaHUMW 3 SKOCTI, JOKNIHIYHUMMU, KAIHIYHUMUN

JaHuMun Ta gaHvmu 3 hapmakoHarnsgy - 3MiHM BHECEHO [0
IHCTPYKUIT 415 MeAUYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao

po3ainis "®apmakosoriyHi BnactueocTi”, "B3aemogis 3 iHwmnmu
nikapcbkMmn 3acobamu Ta iHWi Buamn B3aemogiii”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHS Y nepiog, BarirHoCTi abo
rogyBaHHs rpyaato. FogysaHHs rpyaato', "Cnocié 3actocyBaHHSA
Ta go3n", "Mo6iyHi peakuii" BigNoBigHO A0 MaTepianis
peecTpaujiiiHoro Aocke. BBeieHHS 3MiH NPOTAroM 3-x MicsLiB
nicns 3aTBeppkKeHHs.

103.

[IOBAH®

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,
no 80 mr; no 14 TabneTok
y 6nictepi, no 1 a6o 2
6nictepun y Kopobui 3
KapToHYy

HoBaprtic
®apma Al

LLiBefiuapis

HoBaprTic
dapma LUTeliH
Arl,
LLiseiiuapis;
Hosapric
PapmMacboThK
aCA,
Icnanis

LLiBeriuapis/
IcnaHis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa y napameTpax cneuundikauiii Ta/abo fonycTUMUX Mex,
BM3HAYeEHNX Y cneundikauisx Ha A®l, abo BUXIAHWA/NPOMKHUI
NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLecCi
BUPOGHMLTBA ADI - 3BYXKEHHS AOMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikavii NPomiKHOro npoaykTy A®l - cnonyka 10 n.
KinbkicHe BU3HaueHHs1 meTogom BEPX, y 3B “s3ky 3
onTuMi3auieo meToay BUNPoobyBaHHS; M. CynyTHI AOMILLKM
(BEPX) Valinester hydrochloride, y 38 a3Ky 3 onTumisaujieto
MeToay BunpobyBaHHs; n. CynyTHi gomiwku (BEPX) Bromotolyl-
benzonitrile; n. CynyTHi gomiwku (BEPX) valinester
hydrochloride, y 38 "A3Ky 3 onTumi3auieto MeTogy BUNPO6yBaHsb;
3MiHM | TRy - 3MiHa y napameTpax cneuudikauii Ta/abo
LONyCTUMKX MEX, BU3HAYEHNX Y cneundikaliax Ha A®l, abo
BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTLCS Y
npoteci BUpo6HMLTBa ADI - 3BY)KEHHS AOMYCTUMUX MEX,
BM3HAYeHNX y crneyndikauii npoMikHoro npogykty A®l - cnonyka
11 (Biphenylmethyl-valinester-amide (Valesteramide Xylene Sol)
n. Enantiomer; n. KinbkicHe BU3HaueHHsi meTogom BEPX, y 38
‘A3Ky 3 ONTMMI3aLiel0 MeToay BUNpobyBaHb (3amiHa meToay LC
Ha HPLC); 3miHu | TUny - 3mMiHa y napameTpax cneuudikawii
Ta/abo fonycTMMUX MEeX, BU3HAUYEHNX Y cneuundikauisx Ha AdI,
a60 BUXigHWIA/NPOMDXHUIA NpOAYKT/peareHT, LWo
BMKOPWCTOBYIOTbCA Y npoueci BUpobHuLTBa A®I - LONOBHEHHSA
cneuudikauii npomikHoro npoaykty A®l - cnonyka 11
(Biphenylmethyl-valinester-amide (Valesteramide Xylene Sol)
HOBMM MOKa3HWKOM siKocTi M. Jomiwkm: specified identified
impurity -529-13 not more than 0,10 %, siki € pe3ynbTaTom
BMPOBHMYOro nNpouecy, HasiBHI Ha OCHOBI PO3p0O6/1IeHOro MeToay
sBunpo6ysaHHs (HPLC); n. domiwku: specified identified impurity -
530-13 not more than 0,10 %, siki € pe3ynibTaTOM BUPOOHUYOro
npouecy, HasiBHi Ha OCHOBI PO3P0O6EHOIO MeToY
Bunpo6ysaHHsA (HPLC); 3miHu | Tvny - 3MiHa y napameTpax

3a
peyenmom

UA/7169/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BMPOG6HMLTBA AD| - 4ONOBHEHHS cneumdikalii HOBUM
MOKa3HMKOM SKOCTi Ta BiAMOBIAHNM METOA0M BUNPOBYBaHHSA
NPOMXHOI NpoAyKuii - cnonyka 10 (Biphenylmethyl valinester
hydrochloride (Valester HCL) Bunpo6yBaHb n. 3a/uLLIKOBi
po3unHHKKK (GC), y 3B A3Ky 3 ONTUMI3aLlierd MeToaiB
BMNpo6yBaHb; BUNPobyBaHb N. Boga, y 38 A3Ky 3 onTumisaLlieto
MeToZiB BUNPO6yBaHb; BUNPOOYBaHb M. 3a/IMLIKOBI PO3YNHHUKN
(GC), y 3B’ A3Ky 3 ONTMMI3aLjiEel0 METOAiB BUNPOOYBaHhb;
[OMNOBHEHHA creumdikalii npoMixxHoro npoaykty A®I — cnonyka
11 (Biphenylmethyl-valinester-amide (Valesteramide Xylene Sol)
n. 30BHILUHIl BUrIA4 NpU BidyaslbHOMY OF/1ifli HA OCHOBI J,0CBIAY
BMPOOHULITBA; HOBVM MOKA3HUKOM SIKOCTI M. JOMilKu: cyma
Aomiwok not more than 2,0 %; HOBMM NOKa3HUKOM SIKOCTI .
[owmiwkun: unspecified impurity not more than 0,1 %; HOBUM
nokasHukom sikocTi n. fomiwku: specified identified impurity -531-
13 not more than 1,0 %, ki € pe3ynbTaTtoM BUPOOHNYOro
npoLecy, HasiBHi Ha OCHOBI PO3p061EHOT0 MeToay
sBunpobysaHHs (HPLC); n. CneundiuHa gomiwka (metog GC)
(Pentanoic acid anhydride, 3anponoHoBaHo: not more than 0,5 %
Ans 3a6e3neyveHHs TeXHIYHOI 6e3nekn NepcoHaUty, OCKiNTbKN B
npoeci BUPOOGHULITBA YTBOPIOETLCSA BUOYXOBA CyMILL; M.
KncnoTHicTb (MeToa TMTPyBaHHsA) 3anponoHoBaHo: Acidity by
titration not more than 0,12 as HCL, ons 3a6e3ne4yeHHs TEXHIYHOT
6e3nekn nepcoHasy, OCKiflbkv B NPoLeCi BUPO6GHMLITBA
YTBOPIOKOTLCA BUOYXOBI CyMiLLli; 3MiHM | TUny - 3MiHa y MeTogax
BuNpobyBaHHA A®| abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NPOLIEC
BMPO6HMLTBA AP - 3MiHM Y MeTOAaX BUMPOOYBaHHS MPOMiXXHOIO
npopykty A®l - cnonyka 11 (Biphenylmethyl-valinester-amide
(Valesteramide Xylene Sol) n. Baxki meTanu 3amiHa metogy X
ray fluorescence Ha meTog ICP-OES; n. Boga 3amiHa
TUTPOMETPUYHOTO MeToAy Ha KyJIOHOMETPUYHWIA MeTogA; N.
"EnaHTiomep", 3amiHa meTogy LC Ha meTog HPLC with UV
detection, [,03BO/NIAE€ BU3HAUMTI BMICT €HaHTIOMepa 3 KpaLloro
YYT/MBICTIO, LLO NiAXOANTL A5 3BY)KEHHS MapameTpiB
cneuudpikauii; n. "laeHTudikayia” 3amiHa metogy LC Ha meTop,
HPLC with UV detection, sikuit 103BO/ISIE OAHOYACHO NPOBEAEHHS
KOHTPO/IO 3a MeToaukamu "loeHTUYHICTL", "KinbkicHe
BM3Ha4YeHH:","CynyTHi AoMmilukn"; n. "KifbkicHe BU3HaYeHH:A"
3amiHa metogy LC Ha meTog HPLC with UV detection, skuii
[03BOMISIE OAHOYACHO NPOBEAEHHS KOHTPO/IIO 3@ MeToAMKaMm
"laeHTuyHicTE", "KinbkicHe BU3HauyeHHs", "CynyTHi OMiLIKK";
3MiHM | TRy - 3MiHa BUPOGHWMKa BMXiZHOro/MPOMIKHOIo
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOGHNHOMY
npoueci A®l, abo 3miHa BUpobHMKa (BKIHOHaKUK, Ae HeobXiaHo,
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n/n

Hassa

JliKapcbKo20

3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

MicLie NpoBeAEHHS KOHTPO/IO AKocTi) AD| - AofaHHA BUPOOHUYOI
AinbHuui NiaH Kemikan TexHonopxi Ko., NITa., Kntaid, wo
BiANOBiAaE 3a BUPOOGHULITBO CMOAYKN 7 i 9, @ TaKoX NPOMKHUX
cnonyk 10 i 11 (valsartan crude); 3miHu | TURYy - 3MiHa po3mipy
cepii (Bktovatoun gianaszoHu) APl abo NPOMIXHOro NPoayKTy,
AKUIA 3aCTOCOBYETLCS Y NpoLeci BUPo6HMLTBa ADI - 36iNbLUEHHS
po3mipy cepii npomikHux cnonyk 10 Ta 11, y 3B°53ky 3
BBE/IEHHSIM HOBOI BUPOGHWYOI Ai/TbHULL NPOMDKHUX CMOJTYK
(mopaHHa BUpoGHMYOT AinbHULi fliaH Kemikan TexHonogxi Ko.,
Nitp. Kutait) (3anponoHoBaHo: 3669 kg; 3763 kg; 3754 Kkg); 3miHK
| TMNY - BUNYYEHHA BUPOOHNYOT AiNbHUL (BKOYAOYM AiNbHUL
ana A®l, npomikHOro NpoAyKTy abo roToBOro /ikapcbKoro
3aco06y, AiNbHULI AN1A NPOBEAEHHS NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BUMYCK CEPIii, MiCLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
[OMOMDKHOI PEYOBWHY - BUTYYEHHSI BUPOOHNYOT AiNbHUL
[LotTikoH EkckntoziB CuHTesic Al, LUBeiilapis, Lo Bianosigae 3a
BMPOGHULTBO cnonyku 15 (valsartan crude); BunyyYeHHs
BMPOGHUYOI ainbHuli CymiTtomo Kemikan Ko., N1T4., AnoHis, wo
Bignosigae 3a BUpobHULTBO crnonyku 15 (valsartan crude);
BUTYYEHHS BUPOOHMYOI ainbHuui C.A. AiiHomoTo OMHiKem H.B.,
Benebrisl, Wo Bignosigae 3a BMpobHUUTBO cnonyku 13, 14, 15
(valsartan crude)

104.

AIOBAH®

TabneTkn, BKpUTI
NNiBKOBOI 060/TI0HKOI0,
no 160 wmr; no 14
Tabnetok y 6nictepi, no 1
abo 2 6nictepn y Kopobui

Hosaprtic
Papma Al

LLisefuapis

HosaprTic
dapma LUTeiiH
AT,
LLseiuapis;
HoBaprTic
PapmMacboThK
aC.A,
IcnaHis

LLsenuapis/
IcnaHis

BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny -
3MiHa y napameTpax crneuundikaiii Ta/abo fonyCcTVMUX Mex,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMIKHUIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpOLECi
BUPOGHMLTBA ADI - 3BYXKEHHSI AOMYCTUMUX MEX, BUSHAYEHUX Y
crneundikavii npomixHoro npoaykty A®l - cnonyka 10 n.
KinbkicHe Bu3HavyeHHs meTogom BEPX, y 3B 53Ky 3
onTuMi3auieto meToay BUNpobyBaHHS; N. CynyTHI AOMILLKN
(BEPX) Valinester hydrochloride, y 38°a3ky 3 onTumisaujieto
mMeToAy BunpobysaHHs; n. CynyTHi gomiwkun (BEPX) Bromotolyl-
benzonitrile; n. CynyTHi gomiwkun (BEPX) valinester
hydrochloride, y 38 “s3ky 3 onTMmi3aLjieto MeToay BUNPOGYBaHsb;
3MiHKM | TUNY - 3MiHa Yy NapameTpax cneundikauii Ta/abo
[OMNYCTUMMX MEX, BU3HaUeHux y cneuudikalisx Ha Ad®l, abo
BVXiAHWIA/NPOMIDXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTHLCS Y
npoteci BUpo6HuuTBa AD| - 3BY)XKEHHSA AONYCTUMUX MEX,
BM3HAYeHNX Y cneuudikauii npomikHoro npoaykty A®l - cnonyka
11 (Biphenylmethyl-valinester-amide (Valesteramide Xylene Sol)
n. Enantiomer; n. KinbkicHe Bu3HaueHHs meTogom BEPX, y 38
“A3Ky 3 ONMTVMIi3aLielo meToay BMNpo6yBaHb (3amiHa meToay LC
Ha HPLC); 3MiHu | TUNy - 3MiHa y napameTpax cneuudikawii
Ta/abo fonycTMMNX MeX, BU3HAYEHNX Yy cneumdikauisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpoAYKT/peareHT, LWo
BMKOPWCTOBYIOTLCS Y NpoLeci BUpobHuUTBa A®I - 4ONOBHEHHS
cneumdikauii npomikHoro npogykty A®l - cnonyka 11

3a
peuyerimom

UA/7169/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

(Biphenylmethyl-valinester-amide (Valesteramide Xylene Sol)
HOBWUM MokKa3HWKOM fkocTi n. Jomiwwku: specified identified
impurity -529-13 not more than 0,10 %, ki € pe3ynbTaTom

BMPOGHMYOro MpOoLecy, HasiBHI HA OCHOBI PO3p06/1IeHOro MeToay
Bunpo6ysaHHs (HPLC); n. Jomiwku: specified identified impurity -
530-13 not more than 0,10 %, siki € pe3y/ibTaTOM BUPOOGHNYOTO
npovecy, HasiBHi Ha OCHOBI PO3p0O61EHOr0 MeToAY
BunNpobyBaHHa (HPLC); 3miHu | TUNYy - 3miHa y napameTtpax
cneuudikauii Ta/abo AOMYCTUMUX MEX, BU3HAUYEHUX Y
cneuudikayisx Ha A®l, abo BUXigHWNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
BMPOGHULTBA AD| - AONOBHEHHSA cneumdikalii HOBUM

MOKa3HMKOM SIKOCTi Ta BiAMOBIAHNM METOAO0M BUMPOOYBaHHSA

NPOMIXHOI NpoAyKuii - cnonyka 10 (Biphenylmethyl valinester
hydrochloride (Valester HCL) Bunpo6ysaHb n. 3a/MLLKOBI

po3unHHKKM (GC), y 3B A3Ky 3 ONTUMI3aLi€e0 MeTo4iB
BMNpobyBaHb; BUNpobyBaHb M. Boga, y 3B°A3Ky 3 onTuMisaLjieto
MeToZiB BUNPo6yBaHb; BUNPOBYBaHb M. 3a/IMLIKOBI PO3YNHHUKN
(GC), y 3B A3Ky 3 ONTMMI3aLiEl0 MEeTOAiB BUNPOOYBaHb;

[0NOBHEHHSA cneumdikavii NpomikHOro npoaykty A®Il — cnonyka
11 (Biphenylmethyl-valinester-amide (Valesteramide Xylene Sol)
M. 30BHILUHI BUIIAA NpU Bidya/lbHOMY OF/iifi HA OCHOBI J,0CBIAY

BUPOGHMULITBA; HOBVM MOKA3HMKOM AKOCTi M. [JoOMiLLKKn: cyma

pomiwok not more than 2,0 %; HOBMM NOKAa3HUKOM SIKOCTI .

[Jowmiwkn: unspecified impurity not more than 0,1 %; HoBUM
nokasHukom sikocTi n. Jomiwku: specified identified impurity -531-

13 not more than 1,0 %, ski € pe3ynbTatom BUPOGHNYOro
npovecy, HasiBHi Ha OCHOBI PO3p0O6IEHOr0 MeToAY

Bunpo6ysaHHs (HPLC); n. CneyudpiyHa gomiwka (metog GC)

(Pentanoic acid anhydride, 3anponoHoBaHo: not more than 0,5 %

Ans 3a6e3neyeHHs TEXHIYHOI 6e3nekn NepcoHasy, OCKisIbKv B

npoLeci BUPOGHULITBA YTBOPKOETLCSA BUOYXOBa CyMilLL; M.
KncnoTHicTb (MeToa TUTpyBaHHA) 3anponoHoBaHo: Acidity by
titration not more than 0,12 as HCL, gnsi 3a6e3neyeHHst TEXHIYHOT
6e3nekn nepcoHasy, OCKiNbkv B NpoLeci BUpobHMLTBa
YTBOPIOIOTLCA BUOYXOBI CyMiLLi; 3MiHM | TUny - 3MiHa y MeTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiaay/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HULTBA AP - 3MiHM Y MeToAaxX BUNPOOYBaHHS MPOMIXHOIO
npoaykty A®l - cnonyka 11 (Biphenylmethyl-valinester-amide
(Valesteramide Xylene Sol) n. Baxki meTanu 3amiHa metogy X
ray fluorescence Ha meTog ICP-OES; n. Boga 3amiHa
TUTPOMETPUYHOTO MeTOAY Ha Ky/IOHOMETPUYHWIA MeTOA; Nn.
"EHaHTiOMep", 3amiHa meToay LC Ha meTog HPLC with UV
detection, 403BO/ISE BU3HAYUTM BMICT €HaHTIOMepa 3 KpaLLoto
YYT/IMBICTIO, LLO NiAXOANTL A/15 3BY)KEHHS MapameTpis
crneundikavii; n. "lgeHTndpikauis” 3amiHa metogy LC Ha meTop,
HPLC with UV detection, sikuii 103B0/ISIE 04HOYACHO NPOBEAEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

KOHTPO/II0 3a MeToAvKamMu "laeHTuYHIcTb", "KinbkicHe
BU3HauYeHHs","CynyTHi gomiwkn"; n. "KisibkicHe BU3Ha4YeHHs
3amiHa meToay LC Ha meToa HPLC with UV detection, sikuii

[03BO/ISIE OHOYACHO NPOBEAEHHS KOHTPO/IIO 38 METOAMKaMM
"loeHTUYHICTL", "KinlbkicHe BM3HaveHHs", "CynyTHi AOMILLKK";
3MiHV | TNy - 3MiHa BUPOBHWMKa BUXigHOrO/MPOMIXHOro
NpoAYyKTy/peareHTy, Lo BUKOPUCTOBYOTLCA Y BUPOGHNYOMY
npoueci A®l, abo 3miHa BUpo6HMKa (BKOHaKUK, ae HeobxiaHo,
MicLie NpoBeAEeHHS KOHTPOIIO0 AKoCTi) AD| - AofaHHA BUPOOHUYOI
AinbHudi fliad Kemikan TexHonogxi Ko., /1Ta., Kutaii, wo
BiAnoBiAae 3a BUPOOHULITBO CNOMYKU 7 1 9, @ TakoX MPOMDKHUX
cnonyk 10 i 11 (valsartan crude); 3miHu | TUNYy - 3mMiHa po3mipy
cepii (Bktovatoun gianazoHu) A®l abo NPoMiXXHOTO NPoAyKTy,
AKWUIA 3aCTOCOBYETHLCSA Y Npoueci BUpobHULTBa A®| - 36iNbLUEHHS
po3mipy cepii npomixHux cnonyk 10 Ta 11, y 38°53ky 3
BBE/EHHSIM HOBOI BYPOGHWYOI AiTbHUL NPOMDKHUX CMOJTYK
(aofaHHA BMPOGHMYOI AinbHULi JliaH Kemikan TexHonoaxi Ko.,
Nitp. Kutait) (3anponoHoBaHo: 3669 kg; 3763 kg; 3754 kg); 3MiHK
| TUNY - BUNYyYEHHS BUPOOHNYOT AiNbHUL (BKIOYAOUM AiNbHUL
ans A®I, NpomibKHOTO NPOAYKTY abo roTOBOro MiKapCbKoro
3aco6y, AiNbHULI 4118 NPOBEAEHHS NaKyBaHHS, BUPOOHNIKa,
BiAMOBIAA/IbHOrO 3a BUMYCK CEPIii, MiCLie NPOBEAEHHS KOHTPOSIH0
cepil) abo nocTayasnbHKKa BUXiAHOTO MaTtepiany, peareHty abo
[OMNOMDKHOT PEYOBUHY - BUNYYEHHS BUPOOHWNYOT AiNbHUL
[JotTikoH EkckntosiB CuHTesic Al, LBeiiuapis, Wwo Bignosigae 3a
BUpPOGHMUTBO crnonyku 15 (valsartan crude); BUyYeHHs
BMPOGHUMYOI AinbHUL CymiTtomo Kemikan Ko., N1T4., AnoHis, wo
BiANoBigae 3a BMpo6HMLUTBO cnonykm 15 (valsartan crude);
BUYYEHHSA BUPO6HUYOI ainbHuui C.A. AliHoMoTo OMHiKem H.B.,
Benebris, Wo Bignosigae 3a BMpobHULTBO cnonyku 13, 14, 15
(valsartan crude)

105.

ErNTOK®

Tabnetku no 25 mr no 60
Tabnetok y donakoHi; no 1
hN1aKoHy B KapTOHHIi
ynakoBLi

3AT
PapmaueBT

VYHWI
3asofg ElC

YropuimHa

3AT
dapmaueBTny
HWiA 3aBOf,
ETIC

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
BBEEHHS1 HOBOTO BNpo6HMKa A®l MeTonponony TapTpar 3
nogaHHaM Hosoro CepTtudpikata R1-CEP 1998-074 Rev 06

3a
peyenmom

UA/9635/01/01

106.

ErNIOK®

Tabnetkun no 50 mr no 60
TabneTok y ¢hsiakoHi; no 1
(p1aKoHY B KapTOHHii
ynaKkoBLi

3AT
dapmaueBT

NYHWIA
3aBog ElIC

YropLmHa

3AT
dapmaueBTny
HWiA 3aB0of
EriC

YropmHa

BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | Tuny -
BBEJEHHS HOBOro BMpo6HMKa APl MeTonponosny TapTpar 3
nogaHHAM Hosoro Ceptudpikata R1-CEP 1998-074 Rev 06

3a
peuerimom

UA/9635/01/02

107.

ErNOK®

Tabnetku no 100 mr no 30
abo no 60 TabneTok y
dnakoHi; no 1 dpiakoHy B
KApPTOHHIN ynakoBLi

3AT
dapmaveBT

VNYHWI
3asog ElIC

YropumHa

3AT
dapmaneBTny
HWIA 3aBO,
ErIC

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
BBEEHHS1 HOBOTO BUpo6HMKa A®l MeTonponony TapTpar 3
nogaHHsm Hosoro CepTudcpikata R1-CEP 1998-074 Rev 06

3a
peyenmom

UA/9635/01/03

108.

E3O0/IOHI'®

MOPOLLOK A/151 PO3UNHY
ANns iH'ekuii abo iHdysii
no 40 wmr, 1 a6o 10
h1aKoHIB 3 NOPOLLKOM Y
nauuj

OPrAHOC
VH
NAVOCAE
HCW3 (E®
3ET CI)

OAE

Codghapimekc —
IHoycTpia
Kimika e
dapmacboTik
a, C.A.

MopTtyranis

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny -
3MmiHK 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6. 3MiHa po3Mipy ynakoBKu
roTOBOrO JliKapCbKOro 3acoby (3MiHa KifIbKOCTi OANHULb
(Hanpuknag TabaeToK, amnys ToWwo) B ynakosui:) - 3miHa nosa

3a
peyerimom

UA/17087/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

[ianasoHoM 3aTBEepKEHNX PO3MIPIB YNaKOBKMN - BBEAEHHS
[04aTKoBOT ynakoBku no 10 dhnakoHiB 3 NOPOLLKOM Y nadi, 6e3
3MiHV NEePBMHHOTO NakyBaslbHOro Martepiany, 3 BiANOBiAHUMU
3MiHaMu 0 p. «YnakoBka» (BBegeHHs 3MiH mpoTsrom 3-x micsiuis
nicnsa 3aTBepXXeHHs)

109.

EKCTPAHIN

po3unH ans
nepuTOHeanbHOro Ajanisy
no 2,0 1 po3uynHy y
NaacTVKOBOMY MILLIKY,
o06n1agHaHOMY iH'eKLAHNM
nopToM Ta 3'efjHyBayeM,
BK/1a,€HOMY Y NMPO30pUii
NAacTUKoBuiA NakeT; No 5
KOMM/IEKTIB Y KApPTOHHIlA
Kopo6ui; no 2,0 1 po34nHy
y N1aCTUKOBOMY MILLIKY,
061a4HaHOMY iH'eKLAHUM
NopTOM, 3 iIHTErpOBaHNM
3a J0rMomoro ABox
marictpaneiii Y-
3'eHyBava NOPOXHIM
NAacTUKOBUM MILLKOM 4715
[ApeHaxy, BKIafeHnx y
NpPO30pUin NIACTUKOBUIA
nakeT; No 5 KOMNIeKTiB y
KapTOHHIA Kopobui; no 2,5
1 PO3UYnHy y
NAacTUKOBOMY MiLLIKY,
061aaHaHOMY iH'EKLAHUM
nopToM Ta 3'€AHyBayvem,
BK/1afleHoOMY Y Npo3opwii
nnacTuKoBuii nakeT; no 4
KOMMEKTU Y KApTOHHIl
KOpoo6Li; No 2,5 N1 po3unHy
y N1ACTUKOBOMY MIiLLIKY,
o6nagHaHOMy iH'eKLiAHNM
nopTOM, 3 iHTerpoBaH1UM
3a 0NoMOrot ABOX
marictpaneiii Y-
3'eiHyBa4a NOPOXHim
NAacTUKOBUM MILLKOM 4715
ApeHaxy, BKNageHnx y
NpO30puii NNaCTUKOBWIA
nakeT; No 4 KOMNAEKTN y
KapTOHHI Kopoo6Lli

Bakctep
Xenckea
C.A.

Ipnangis

bakctep
Xenckea C.A.

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLjiiHiX MmaTepiasis: TEXHIYHA NoMuKa
B IHCTPYKL|i 415 MEAUYHOr0O 3aCTOCYBaHHS Jlikapcbkoro 3acoby
Ha TUTY/bHIl CTOPIHLi (HEBIPHO BKa3aHO piK 3aTBEPAXKEHHS
nepepeecTpadii)

3a
peuyerimom

UA/3426/01/01

110.

ENEBIT®
NMPOHATA/b

TabneTkun, BKPUTI
NNiBKOBOK 060/10HKOIO,
no 10 TabneTok y

Baiiep
KoHcbromep
Kep Al

LLiBefiuapis

PotTeHgopd
dapma 'M6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
MiCLi NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro

6e3
peyenma

UA/9996/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
6nictepi, no 3 a6o 10 niKapcbKoro 3acoby, BK/IKOYAKUN AiNTbHNL BUNYCKY cepii abo
6nicTepiB y KAPTOHHIl MicLie NpoBeAEHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
Kopo6ui, no 20 TabneTok BiNOBIAAE BUPOGHUK/IMNOPTEP, BK/OYAKOUM BUNYCK cepill) 3MiHa
y 6nicTepi, no 5 6nicTepis appecu BUpo6Huka M3 PotteHpopd ®apma M'vbX, HimeuunHa,
Y KapTOHHiIli KopoobLi 6e3 3MiHN MicLA BUPOGHMLTBA: BBEAEHHSI 3MiH NPOTAroM 6-Tn
MicsLiB MiCNSA 3aTBEPAKEHHS.
111. EMEHA® MOPOLLIOK A1 PO3YUHY Mepk Wapn | Lseliuapis BMPOGHKK "in CLia/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/14258/01/01
Ans iHcysiii no 150 wr, 1 i foym lgea bulk" Ta HigepnaHg 3MiHW [0 IHCTPYKLii A8 MeAWYHOro 3aCTOCYBaHHSA [0 po34inis peyenmom
hNakoH 3 MOPOLLKOM B IHK. nepBuUHHE n "apmMakosiorivyHi BnactuBocTi", "B3aemogis 3 iHWyMmn
KapTOHHIA KOopoo6Li nakyBaHHs: nikapcbkMun 3acobamu Ta iHWi B1uamn Baemogiii”, "OcobnmBocTi
MareoH 3acToCcyBaHHA", "34aTHICTb BNMBATY Ha LUBUAKICTb peakwii npu
MaHydekuypi KepyBaHHi aBTOTPaHCNOPTOM abo iHW1MK MexaHismamn®,
Hr Cepgice3 "Cnoci6 3actocyBaHHs Ta go3un", "IMobivHi peakuii”, "TepMiH
En. En. Ci., npuaaTHocTi".
CUA; BBegeHHA 3miH npoTArom 3-x micsALWiB nicna 3arBepakeHHsA
TecTyBaHHs
cTabinbHoCTI
Ta AKiCTb:
Mepk Wapn i
[Joym Kopn.,
CLUA;
BMPOGHMK,
BiANoBiAa/1bH
uii 3a
BTOPVIHHE
nakyBaHHs Ta
BMNYCK cepil:
Mepk Wapn i
Joym B.B.,
HigepnaHnam
112. EMEHA® Kancynu no 125 mr Mepk Wapn | LBseliuapis Brpo6HMLTBO Ipnangis/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/4525/01/01
+kancynu no 80 mMr kom6i- | i Joym lgea Hepo3ghacoBa | HigepnaHpg, AAMIHICTpaTMBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHALL peyenmom
ynakoBka o 3 kancynu; IHK HOT NpoAayKui " (Bkntovaroum AinbHUL ans APl NpoMiKHOTO NpoaykTy abo
no 1 kancyni no 125 mr + Ta KOHTPO/1b roTOBOrO /iKapCbKOro 3acoby, AiNbHNL A58 NPOBEAeHHS
2 kancynu no 80 mry AKOCTI: nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepili, MicLe
6nictepax y KapTOHHIN Ankepmec NpoBeAEeHHS KOHTPO/IO cepii) abo nocTavyasibHUKA BMXigHOMO
06ropTLi; Mo 1 KApTOHHIl Papma marepiany, peareHTy abo AOMOMIKHOT PEYOBVHY (SIKLLO
06ropTLi B KAPTOHHIl Aleneng Nta, 3a3HaYeHo y JOCbE) - BUYUYEHHS aNlbTepHATMBHOMO BUPOGHMKA
Kopoo6Li IpnaHgis 'N3 Mepk LWapn i floym Kopn., CLUA, BignosigasibHoro 3a
BMPOGHMLITBO Hepo3d)acoBaHOi NPOAYKLii Ta KOHTPO/b AKOCTI
MepBuHHE/BTO (BBeAeHHs 3MiH NPOTAroM 6-T1 MicALIB NiCNsA 3aTBEPKEHHS)
pVHHE
nakyBaHHs Ta
[03BiN Ha
BMNYCK cepil:
Mepk Wapn i
Joym B.B.,

HigepnaHnam
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

113.

EPAKCHUC

MOPOLLOK A4/151 PO3UNHY
Ans iHdysin no 100 mr; 1
h/1aKOH 3 MOPOLLKOM B
KapTOHHI ynakoBLi

Mdpaiizep
IHK.

CWA

dapmajs i
ANgKoH
Komnari /1/1C

CLWA

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHN Wwopo 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(u) 40 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiiHoro NocBigYeHHs, BKIOYaoUM MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
noAasibLIOro 06I'PYHTYBaHHSA HOBUMM JO4ATKOBUM AaHUMK, LLO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLliHKA KOMMNETEHTHUM OpraHoMm) -
BrKoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
popatky 15 fo MNopsaaky NpoBeAeHHst eKcnepTuan peectpaviiHix
mMarepianis Ha nikapcbki 3ac06u, L0 NOAATLCA HA AEPXKABHY
peecTpadito (MepepeecTpawiio), a TaKoX ekcnepTu3n Martepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis NpoTArom fji
peecTpaLinHOro NocBiAYeHHS, 3aTBEPAKEHOrO Haka3zoM MO3 Big
26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/12190/01/01

114.

EPOLUENTUH-
DAPMEKC

necapii no 18,9 mrno 5
necapiiB y 6nictepi; no 1
abo 2 6nicTepu B nauui
KapTOHHIi

TOB
"®APMEKC
reymn"

Ykpaina

TOB
"®APMEKC
reymn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianiB: yTOYHEHHA YMOB
BiANycKy B Hakasi MO3 YkpaiHu Ne 81 Big 11.01.2019 B
npoLeci BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis (3MiHu |
TMny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asiBHVKa (B/laCHUKa peecTpaviiiHoro nocBigyeHHs) -
3MiHa afpecy 3asBHVKa. BefeHHs 3MiH NpoTAroM 6-Tn micsauis
nicns 3aTBepMkeHHs. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
LisiNbHOCTI BUPOGHMKa/iMnopTepa roToBOoro JlikapcbKoro 3acoby,
BK/IOUAKOUM AiNbHULi BUNYCKY cepil abo micLe npoBeeHHs
KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/iIMNOpPTEp, BK/OYakouM BUNYCK cepiil) 3miHa agpecu
BMpOGHMKa TOB "®APMEKC F'PYMN", YkpaiHa 6e3 3miHu micus
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPAXEHHS.) (pedakyisi 8 3amBepaXXeHOMy Hakasi — 3a
peyenmom; sBipHa pedakyjisi — 6e3 peyenma)

6e3
peyenma

UA/14003/01/01

115.

ECKAMNEN

Tabnetkm no 1,5 mrno 1
Tabnetuiy 6nictepi; no 1
6nicTepy pasom 3
KapTOHHUM dOyTNSipOM
Ans 36epiraHHa 6nictepa
B KAPTOHHIli ynakoBuj

BAT
"TefeoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropLmHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3MiHU [0 IHCTPYKLT 4159 MeAUUYHOro 3acToCyBaHHS A0 Po34inis
"apmakonoriynHi BnactusocTi”, "[iTn" (3anponoHOBaHoO:
Mpenapat Eckanen He NpusHaYeHWin ANs 3aCTOCYBaHHA LiTAM
nigNITKOBOrO BiKy 3@ NOKa3aHHAMU eKCTpeHa KOHTpaLlenL,ist)
BiAMNOBIAHO A0 MaTepiasliB peecTpauiiHOro 4OCbE; 3MiHu | Tuny -
3MiHW [0 IHCTPYKLiT A1 MeAWYHOro 3aCTOCYBaHHSA [0 po34inis
"B3aemogis 3 iHWKMK NikapcbKMMK 3acob6amu Ta iHLWi BUAn
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHSA", "3acTOCyBaHHS y
nepiog, BariTHocTi abo rogyBaHHs rpyaato”, "Cnocié
3acTocyBaHHsa Ta fo3n", "MobiyvHi peakuii” BigNoBigHO A0

iHhopmauii Wwoao 6e3nekun 4ityoi pevyoBMHN NTiKapCbKoro 3acoby.

BBefieHHs 3MiH npoTAarom 3-x MicsliB nicnsa 3aTrBepmAKeHHA

3a
peyenmom

UA/4789/01/01

116.

ECNA-NINOH®
IH'EKL, 300

PO34MH ANa iH'eKLii, 25
Mr/mn no 12 ma B amnyni;

Ecnapma
rv6X

HimeyunHa

BUNYCK cepil:
Ecnapma

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3a
peyenmom

UA/4179/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

no 10 amnyn y KapTOHHii
Kopoobui

mM6X,
HimeyunHa

BVMPOGHMLTBO
Hepo3dhacoBa
HOro
npoAyKTY,
nepBuHHE
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
3irchpig,
XamersnbH
v6X,
HimeuuunHa

MiCL MPOBaKEHHSA AiS/IbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BKIKYAKUN AiNTbHUL BUNYCKY cepii abo
MicLie NpoBeAEHHS KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BUPOGHYMK/IMNOPTEP, He BK/KOYaoUM BUMYCK Cepii)
3MiHa Ha3BW BMPOGHMKa 13, 6e3 3MiHM Micus BUpo6HULTBA

117.

ECNA-NINOH®
IH'EKL.,. 600

PO34UH NS iH'eKUiR, 25
Mr/mn no 24 mn B amnyni,
no 5 amnyn y KapToHHii
Kopoo6Li

Ecnapma
M6X

HimeuunHa

BMNYCK cepil:
Ecnapma
m6X,
HimeyunHa

BMPOGHMLTBO
Hepo3chacosa
HOro
NPOAYKTY,
nepBuHHE
nakyBaHHs1,
BTOPVHHE
nakyBaHHs,
KOHTPO/b
AKOCTI:
3irdopig,
XamesnbH
m6X,
Himeuunna

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tumny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo afgpecu
MiCLA MPOBaKEHHSA AiS/IbHOCTI BUPOOHUKa/iMnopTepa rotoBoro
niKapcbKoro 3acoby, BK/IKYAKUN AiNTbHNL BUNYCKY cepii abo
MicLie NPoOBeAEHHS KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/IKOYAOUM BUMYCK CEpilf)
3MiHa Ha3Bu BNpoGHWKa M3, 6e3 3MiHU MicLsa BUPOGHULTBA

3a
peyenmom

UA/4179/02/02

118.

ECTPOXE/1b

renb Ans MicLLeBoro
3acTocyBaHHs, 0,6 Mr/r no
80 r y donakoHi 3
[03y0UMM MPUCTPOEM; NO
1 donakoHy B KapTOHHIi
KopoobLi

BeseH
Xenckea
CA

Benbris

BeseH
MeHblodhekuy
piHr Benmkiym
CA

Benbris

BHECEHHS 3MiH 40 peecTpaliinHMx maTepiasis: 3MiHu | Tuny -
3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHWX AaHUX Npo cuctemy
thapmakoHarnagy (BBef4eHHs y3arasibHeHUX gaHnx Nnpo cuctemy
thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI 0CO6M, BiANOBIAa/IbHOI
3a 34ilicCHEHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsgy B
YKpaiHi, AKLLO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT ocobwm,
BiANOBIAA/ILHOI 3a 3ilicHeHHS (hapmakoHarnagy (Bka4vaum
KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLeHHI MacTep-dalina

3a
peuerimom

UA/4120/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

cuctemu dhapmakoHarnsgy) - 3MiHa yroBHOBaXeEHOi 0co6u
BiANoBiAaIbHOI 3a hapMakoHarnsga:

MponoHoBaHa pepakuisi: Hikonb Beiikep [Nicole Baker]. 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXEHOI 0cobw, BiANOBIAaIbHOI 3a
thapmakoHarnag,. 3miHa MicLsa 3iACHEHHS] OCHOBHOI AisSNIbHOCTI 3
dhapmakoHarnsgy. 3miHa agpecu Mactep-caiina

119.

ETAM3W/IAT-
JAPHULA

PO34uH NS iH'ekuin, 125
Mr/mMa no 2 M B amnyni;
no 5 amnyn y KOHTYpHIii
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHI YapyHKOBI
yMakoBKM B nauLli

MpAT
"Papmaues
TUYHa
hipma
"fNapHuua”

YKpaiHa

MpAT
"®apmaueBTn
YyHa hipma
"fapHuua”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y
TepMiHax npugaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36i/1bLueHHs TepMiHy NpuAAaTHOCTI FOTOBOro
nikapcbKoro 3acoby) - [1na Toproeoi ynakosku (MiATBEPXKYETLCA
OaHVIMU peanbHOro vacy) - 36i/IbLUEHHA TEPMiHY NPUAATHOCTI
roTOBOrO NliKapcbKoro 3acoby Ha nigcrasi pe3ynbraTiB
LOCNIMKEHHS CTabiNbHOCTI . 3aTBEPAXEHO: 2 POKU
3anponoHoBaHo: 3 pokis (BBegeHHA 3MiH NPOTAroM 6-Tn MicsLiB
nicns 3aTBepmKeHHS); 3MiHW | Tuny - 3MiHW 3 sikocTi. [oToBWMiA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax NpUMAATHOCTI
ab0 ymoBax 36epiraHHs roTOBOro NikapcbKoro 3acoby (3MiHa y
3aTBEpAKEHOMY NPOTOKO/I CTaBINbHOCTI) - 3MEHLUEHHS YacToTH
[OCNiIKEHHS NPOTAroM 3aTBep)KeHOro TepMiHy npuaaTHOCTI
N3 ETAM3UNAT-0APHNLA, Ha ocHOBI aHau1isy CTaTUCTUYHUX
AaHnx

3a
peyenmom

UA/2191/01/01

120.

E®EPBEH

TabneTkn, BKpUTI
060/10HKOI0, M0 600 Mr, MO
30 TabneTtok y hnakoHax

CaH
PapmacboT
nkan
IHoacTpi3
Nimiten

IHais

CaH
PapmMacboThK
an lHpacTpis
NimiTen

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(BkNtOUaKOUM AinbHUL s APl NpoMiXXHOTO NpoaykTy abo
roTOBOro NikapcbKoro 3acoby, AiNbHULI A5 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifasIbHOrO 3a BUMYCK cepili, Micue
npoBefieHHA KOHTPOSIO cepii) abo nocTavasibHUKa BUXIAHOTO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3Ha4yeHo y A0CLE) - BUTYYEHHS BUPOBGHMYOT AinbHuli ans Ad|
EdpasipeHu, Mylan Laboratories Limited (Unit-8ram), India; 3miHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3miHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (36i/1bLUeHHs TepMiHY NpuAATHOCTI FOTOBOro
nikapcbKoro 3acoby) - [na Toproeoi ynakoBku (MiATBEPKYETLCA
OaHVIMU peanbHOro vacy) - 36ibLLEHHA TEPMiHY NPUAATHOCTI
rOTOBOrO JlikapCbKOro 3acoby. 3aTBepaxeHo: 24 Micsi.
3anponoHoBaHo: 36 MicsLiB; 3MiHM | TUNY - AAMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu Micus NpoBafKeHHs
AiSNIbHOCTI BUPO6HUKa (BK/THOYAKUM, 3a HEOOXIAHOCTI, MicLe
NPOBELEHHS KOHTPOJIH SIKOCTI), @60 BnacHuka macTep-chaiina Ha
A®l, ab6o noctavyanbHuka AdI/BUXiZHOTO
mMartepiany/peareHTy/npoMibKHOIo NPOAYKTY, L0 3aCTOCOBYOTLCA
y BUPOGHMLTBI A®I (SKLWO 3a3HAYEHO Y LOCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTuddikarta BiANOBIAHOCTI €EBPONENChKii
hapmakonei y 3aTBepAXeHOMY [10CbE, ab0 BUPOGHMKA HOBOIT
[0MNOMDKHOT PeYOBMHU (SIKLLLO 3a3HAYEHO Y AOCLE) - 3MiHA Ha3Bu
BMpO6HMKa AP, 6e3 3MiHK MicLs BUPOBHMLTBA

3a
peyenmom

UA/8431/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
121. EXIHACA/b cupon, no 125ry Bpounascb Monbwa Bpounascbke Monbwa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | Tumny - 6e3 UA/9100/01/01
dhnakoHi; no 1 dpnakoHy B Ke nigNpPUEMCTBO AAMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
ynakoBLi nignpuemcT NiKapcbKnx MiCL NPOBaKEHHA AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
BO Tpas niKapcbKoro 3acoby, BK/IKOYAKUN AiNTbHNL BUNYCKY cepii abo
nNiKapcbknx "T'ep6anonb" MicLie NpoBeAEHHSA KOHTPO/IIO AKOCTI. (LiANbHICTb, 3a AKY
Tpas AT BiZiNOBIAAE BUPOGHMK/iMNOPTEP, BKOYAKUN BUMYCK Cepild) -
"lep6anonb 3MiHa agpecu BUpo6Huka 13, 6e3 3miHM micus BUpobHuLTBa
"AT
122. XXEBTAHA® KOHUEHTpAT 419 PO3UnNHY TOB Ykpaina CaHodi- HimeuunHa BHECEHHS 3MiH 10 peecTpaviiHiX maTepianis: BUNpaB/ieHHs 3a UA/11582/01/01
Ans iHdysili, 60 mry 1,5 "CaHodi- ABeHTIC TEXHIYHUX MOMUIIOK Y TEKCTi MapKyBaHHs Ao MKSA rotosoro peyenmom
mA, no 1,5 mn ABeHTIiC Joliunang, nikapcbKoro 3acoby; Apykapcbka NOMWUIKa y MapKyBaHHi
KOHLeHTpaTy y hiakoHi y YkpaiHa" 6X NMepBVHHOT YNakoBKN PO3YMHHMKA 3a N. «2.Maca, 06’em,
KOMM/IEKTI 3 PO3YMHHMKOM KOHLLeHTpaLis abo KinbKiCTb OAUHUL Aii NiKapCbKoro 3acoby:»
no
4,5 mn (eTaHon 96 % - 13
% (v/m), BOga ons
iH'ekuji) y donakoHi; no 1
hnakoHy KOHLEeHTpaTy Ta
1 dhnakoHy po3ynHHMKa B
KapTOHHI Kopoo6Lli
123. 3A/IACTA® TabneTku no 2,5 mr no 7 KPKA, 4.4., CnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/01/01
TabneTok y 6nictepi; no 4 Hoso HoBo mecTo, Monbwa 3MiHM Wwopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
abo no 8 6nictepiB y MecTo CnosBeHis; BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta YMOB BUaadi
KapTOHHI Kopoo6Li KPKA, peecTpauiiHoro NoCBigYeHHs, BkIoUYatoun MNnaH ynpasniHHA
Monbwa pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
Cn.3.0.0., nojasibLLIoro 06I'pyHTYBaHHS HOBUMU J0AATKOBUM AaHUMK, L0
Monba MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BukoHaHHA 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHkTy 1
nogatky 15 go Mopsigky NpoBeAeHHS eKCnepTu3n peecTpaLiiHnx
MarepianiB Ha nikapcbki 3aco6u, L0 NOAATLCA Ha AEPXKABHY
peecTpaLito (nepepeecTpaliio), a TakoX ekcnepTu3n MaTepianis
NpPO BHECEHHS 3MiH [0 peecTpauiliHixX maTtepianis NpoTArom gji
peecTpaLiiHoro NocBig4eHHs1, 3aTBepapkeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
124. 3AJIACTA® TabneTtkn no 5 mrno 7 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/01/02
Tabnetok y 6nictepi; no 4 Hoso Hoso mecTo, Monbwa 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsgy. peyenmom
abo no 8 6rictepiB y MecTo CnoseHis; BHeceHHs1 abo 3miHa(M) 40 3060B'A3aHb Ta YMOB Buaadi
KapTOHHIA Kopoo6Li KPKA, peecTpaLiiHOro NoCBigYEeHHs, BKIoYakoun MNnaH ynpaeniHHA
Monbua pv3nkamMm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
Cn.3.0.0., nofasibLLIOro 06I'pPYHTYBaHHSA HOBUMM JO4ATKOBUM AaHUMK, L0
Monblya MalTb HafaBaTUCA KOMNETEHTHUM OpPraHoM, OCKINTbKM

BMMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'A3aHb BiAMOBIAHO A0 NignyHKTY 1.13 nyHKTy 1
popatky 15 no MNopsaaky NpoBeAeHHst ekcnepTuan peecTpaLiiHnx
mMarepianis Ha nikapcbki 3aco6u, L0 NOJATLCA Ha AEPXKaBHY
peecTpaLito (nepepeecTpalito), a TaKoX eKkcnepTu3n MaTepianis
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NpPO BHECEHHS 3MiH 0 peecTpauiliHiX maTtepianis NpoTArom fji
peecTpaLiiHoro nNoceiA4YeHHs, 3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
125. 3AJ/IACTA® Tabnetku no 7,5 mr mr no KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/01/03
7 Tabnetok y 6nictepi; no Hoso Hoso mecTo, Monbwa 3MiHN Wwopao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay. peyenmom
4 abo no 8 bnictepiB y MecTo CnoBeHis; BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAaui
KapTOHHIA Kopoo6Li KPKA, peecTpaLiiHoro NocBigYEHHs!, BKIHOUakoum MnaH ynpasniHHA
Monbwa pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
Cn.3.0.0., noAasibLLIOro 06I'pPYHTYBaHHS HOBUMM JO4ATKOBUM AaHUMK, LLO
Monblya MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHM OpPraHoMm) -
BrikoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13 nyHkTy 1
popatky 15 fo Mopsaaky NpoBeAeHHst ekcnepTnan peecTpaviiHnx
mMarepianis Ha nikapcbki 3ac06u, L0 NOAATLCA HA AEPXKABHY
peecTpadito (MepepeecTpaviio), a TaKoX ekcnepTu3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis NpoTArom fii
peecTpaL,iniHOro NocBiAYeHHS, 3aTBEPAKEHOrO Haka3zoM MO3 Big
26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015 Ne
460)
126. 3A/IACTA® Tabnetkn no 10 mr no 7 KPKA, 4.4., CnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/01/04
TabneTok y 6nictepi; no 4 Hoso HoBo mecTo, Monbwa 3MiHM Wwopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
abo no 8 6nictepiB y MecTo CnosBeHis; BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta YMOB BUaadi
KapTOHHI Kopoo6Li KPKA, peecTpauiiHoro NoCBigYeHHs, BkIoUYatoun MNnaH ynpasniHHA
Monbwa pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
Cn.3.0.0., nojasibLLIoro 06I'pyHTYBaHHS HOBUMU J0AATKOBUM AaHUMK, L0
Monba MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BukoHaHHA 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHkTy 1
nogatky 15 go Mopsigky NpoBeAeHHS eKCnepTu3n peecTpaLiiHnx
MarepianiB Ha nikapcbki 3aco6u, L0 NOAATLCA Ha AEPXKABHY
peecTpaLito (nepepeecTpaliio), a TakoX ekcnepTu3n MaTepianis
NpPO BHECEHHS 3MiH [0 peecTpauiliHixX maTtepianis NpoTArom gji
peecTpaLiiHoro NocBig4eHHs1, 3aTBepapkeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
127. 3AJIACTA® Tabnetku no 15 mr no 7 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/01/05
Tabnetok y 6nictepi; no 4 Hoso Hoso mecTo, Monbwa 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapMakoHarnsgy. peyenmom
abo no 8 6rictepiB y MecTo CnoseHis; BHeceHHs1 abo 3miHa(M) 40 3060B'A3aHb Ta YMOB Buaadi
KapTOHHIA Kopoo6Li KPKA, peecTpaLiiHOro NoCBigYEeHHs, BKIoYakoun MNnaH ynpaeniHHA
Monbua pv3nkamMm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
Cn.3.0.0., nofasibLLIOro 06I'pPYHTYBaHHSA HOBUMM JO4ATKOBUM AaHUMK, L0
MonbLa

MalTb HafaBaTUCs KOMNETEHTHUM OpraHOM, OCKiNIbKM
BMMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'A3aHb BiAMOBIAHO A0 NignyHKTY 1.13 nyHKTy 1
popatky 15 no MNopsaaky NpoBeAeHHst ekcnepTuan peecTpaLiiHnx

mMarepianis Ha nikapcbki 3aco6u, L0 NOJATLCA Ha AEPXKaBHY

peecTpaLito (nepepeecTpalito), a TaKoX eKkcnepTu3n MaTepianis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NpPO BHECEHHS 3MiH 0 peecTpauiliHiX maTtepianis NpoTArom fji
peecTpaLiiHoro nNoceiA4YeHHs, 3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
128. 3AJ/IACTA® Tabnetku no 20 mr no 7 KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/01/06
TabneTok y 6nictepi; no 4 Hoso Hoso mecTo, Monbwa 3MiHN Wwopao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay. peyenmom
abo no 8 6nictepiB y MecTo CnoBeHis; BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAaui
KapTOHHIA Kopoo6Li KPKA, peecTpaLiiHoro NocBigYEHHs!, BKIHOUakoum MnaH ynpasniHHA
Monbwa pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
Cn.3.0.0., noAasibLLIOro 06I'pPYHTYBaHHS HOBUMM JO4ATKOBUM AaHUMK, LLO
Monblya MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHM OpPraHoMm) -
BrikoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13 nyHkTy 1
popatky 15 fo Mopsaaky NpoBeAeHHst ekcnepTnan peecTpaviiHnx
mMarepianis Ha nikapcbki 3ac06u, L0 NOAATLCA HA AEPXKABHY
peecTpadito (MepepeecTpaviio), a TaKoX ekcnepTu3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis NpoTArom fii
peecTpaL,iniHOro NocBiAYeHHS, 3aTBEPAKEHOrO Haka3zoM MO3 Big
26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015 Ne
460)
129. 3A/TIACTA® Q- TabneTku, Lo KPKA, 4.4., CnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/02/02
TAB® AVCNepryoTbcs B POTOBIl Hoso HoBo mecTo, Monbwa 3MiHM Wwopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
NOPOXHWHI, No 7,5 mr no 7 MecTo CnosBeHis; BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta YMOB BUaadi
TabneTok y 6nictepi; no 4 KPKA peecTpauiiHoro NoCBigYeHHs, BkIoUYatoun MNnaH ynpasniHHA
abo no 8 6nictepiB y Monbwa Cn. pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
KapTOHHIA Kopoo6Li 3.0.0., noJanbLIoro 06rpyHTyBaHHA HOBMMU A0AATKOBUM AaHUMU, L0
Monba MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BukoHaHHA 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHkTy 1
nogatky 15 go Mopsigky NpoBeAeHHS eKCnepTu3n peecTpaLiiHnx
MarepianiB Ha nikapcbki 3aco6u, L0 NOAATLCA Ha AEPXKABHY
peecTpaLito (nepepeecTpaliio), a TakoX ekcnepTu3n MaTepianis
NpPO BHECEHHS 3MiH [0 peecTpauiliHixX maTtepianis NpoTArom gji
peecTpaLiiHoro NocBig4eHHs1, 3aTBepapkeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
130. 3A/IACTA® Q- TabneTku, LWo KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/02/03
TAB® [ONCNepPryTbcs B POTOBIl Hoso HoBo mecTo, MonbLa 3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenmom
NOPOXHWHI, No 10 mMr no 7 MecTo CnoseHis; BHeceHHs1 abo 3miHa(M) 40 3060B'A3aHb Ta YMOB Buaadi
Tabnetok y 6nictepi; no 4 KPKA peecTpaLiiHOro NoCBigYEeHHs, BKIoYakoun MNnaH ynpaeniHHA
abo no 8 6nictepis y Monbwa Cn. pv3nkamMm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
KapTOHHI KOpOOL; 3.0.0., noJasibLIoro 06r'pyHTyBaHHSA HOBMMM A0AATKOBMM AAaHVMMMU, WO
Monblya MalTb HafaBaTUCA KOMNETEHTHUM OpPraHoM, OCKINTbKM

BMMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'A3aHb BiAMOBIAHO A0 NignyHKTY 1.13 nyHKTy 1
popatky 15 no MNopsaaky NpoBeAeHHst ekcnepTuan peecTpaLiiHnx
mMarepianis Ha nikapcbki 3aco6u, L0 NOJATLCA Ha AEPXKaBHY

peecTpaLito (nepepeecTpalito), a TaKoX eKkcnepTu3n MaTepianis
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NpPO BHECEHHS 3MiH 0 peecTpauiliHiX maTtepianis NpoTArom fji
peecTpaLiiHoro nNoceiA4YeHHs, 3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
131. 3A/IACTA® Q- TabneTtku, Wo KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/02/04
TAB® ONCMepryTbes B POTOBIl Hoso Hoso mecTo, Monbwa 3MiHuM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
NOPOXHWHI, No 15 mr no 7 MecTo CnoBeHis; BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAaui
Tabnetok y 6nictepi; no 4 KPKA peecTpaLiiHoro NocBigYEHHs!, BKIHOUakoum MnaH ynpasniHHA
abo no 8 6nictepis y Monbwa Cn. pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
KapTOHHIA KOopoo6Li 3.0.0., NoAa/TbLIOro 06r'pyHTYBaHHSA HOBMMU [OAATKOBUM AAHUMMU, L0
Monblya MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHM OpPraHoMm) -
BrikoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13 nyHkTy 1
popatky 15 fo Mopsaaky NpoBeAeHHst ekcnepTnan peecTpaviiHnx
mMarepianis Ha nikapcbki 3ac06u, L0 NOAATLCA HA AEPXKABHY
peecTpadito (MepepeecTpaviio), a TaKoX ekcnepTu3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis NpoTArom fii
peecTpaL,iniHOro NocBiAYeHHS, 3aTBEPAKEHOrO Haka3zoM MO3 Big
26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015 Ne
460)
132. 3A/TIACTA® Q- TabneTku, Lo KPKA, 4.4., CnoBeHis KPKA, 4.4., CnoseHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/02/05
TAB® AVCNepryoTbcs B POTOBIl Hoso HoBo mecTo, Monbwa 3MiHM Wwopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
NOPOXHWHI, No 20 Mr no 7 MecTo CnosBeHis; BHeceHHs abo 3miHa(M) A0 3060B'A3aHb Ta YMOB BUaadi
TabneTok y 6nictepi; no 4 KPKA peecTpauiiHoro NoCBigYeHHs, BkIoUYatoun MNnaH ynpasniHHA
abo no 8 6nictepiB y Monbwa Cn. pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
KapTOHHIA Kopoo6Li 3.0.0., noJanbLIoro 06rpyHTyBaHHA HOBMMU A0AATKOBUM AaHUMU, L0
Monba MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BukoHaHHA 3060B'A3aHb BIANOBIAHO A0 NignyHKTY 1.13 nyHkTy 1
nogatky 15 go Mopsigky NpoBeAeHHS eKCnepTu3n peecTpaLiiHnx
MarepianiB Ha nikapcbki 3aco6u, L0 NOAATLCA Ha AEPXKABHY
peecTpaLito (nepepeecTpaliio), a TakoX ekcnepTu3n MaTepianis
NpPO BHECEHHS 3MiH [0 peecTpauiliHixX maTtepianis NpoTArom gji
peecTpaLiiHoro NocBig4eHHs1, 3aTBepapkeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)
133. 3A/IACTA® Q- TabneTku, LWo KPKA, a.4., CnoseHis KPKA, a.4., CnoseHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/12069/02/01
TAB® [ONCNepPryTbcs B POTOBIl Hoso HoBo mecTo, MonbLa 3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay. peyenmom
NMOPOXHWHI, M0 5 Mr no 7 MecTo CnoseHis; BHeceHHs1 abo 3miHa(M) 40 3060B'A3aHb Ta YMOB Buaadi
Tabnetok y 6nictepi; no 4 KPKA peecTpaLiiHOro NoCBigYEeHHs, BKIoYakoun MNnaH ynpaeniHHA
abo no 8 6nictepis y Monbwa Cn. pv3nkamMm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
KapTOHHI KOpOOL; 3.0.0., noJasibLIoro 06r'pyHTyBaHHSA HOBMMM A0AATKOBMM AAaHVMMMU, WO
Monblya MalTb HafaBaTUCA KOMNETEHTHUM OpPraHoM, OCKINTbKM

BMMaraeTbCsl CyTTEBA OL|iHKa KOMMNETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'A3aHb BiAMOBIAHO A0 NignyHKTY 1.13 nyHKTy 1
popatky 15 no MNopsaaky NpoBeAeHHst ekcnepTuan peecTpaLiiHnx
mMarepianis Ha nikapcbki 3aco6u, L0 NOJATLCA Ha AEPXKaBHY
peecTpaLito (nepepeecTpalito), a TaKoX eKkcnepTu3n MaTepianis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NpPO BHECEHHS 3MiH 0 peecTpauiliHiX maTtepianis NpoTArom fji
peecTpaLiiHoro nNoceiA4YeHHs, 3aTBepAxeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460)
134. 30/1EB® pO3uunH ANns iHdysii, 5 "FOHiK IHais "FOHiK IHais BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/15760/01/01
IHOY3IA mr/mn no 100 mny dPapmacboT PapmMacboThK 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsay (iHwi peyenmom
dhnakoHi; no 1 dpnakoHy B ukan an 3MiHW)
KapTOHHIA Kopoo6Li Nab6opaTtopi Nab6opaTtopiz" 3MiHM BHECEHI B TEKCT MapKyBaHHS Y 3B’A3KY 3 BU/TYYEHHS
3" (BipgineHHs YacTVHW TEKCTY aHriiCbKOK MOBOIO 3 MEPBUHHOI YNaKoBKW, LLIO
(BipAineHHs chipmn "Ox.B. noB’si3aHi 3 1l po3mipom Ta LWoA0 agpecn BUPobHUKa Ha
hipmu Kemikans eHpg, BTOPWHHII ynakoBLi.
"OXK.B. PapmacboTUK
Kemikan3 ans3 /itg.")
eHp,
dPapmacboT
nKan3
Nt
135. 30/IEAPOHOBA MOPOLLIOK KpUCTaiuHuin MpusatHe Ykpaina Manpimeg ApreHTnHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/16731/01/01
KNCNOTA (cybcTaHuis) y noagiliHmx akuioHepHe C.A. 3MiHu 3 sKocTi. A®Il. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
MOHOrIAPAT nonieTuNeHoBMX nakeTax TOBapucTBo BMNpo6yBaHb/nepiogy 36epiraHHsA abo ymoB 36epiraHHs AdI (3a
Ans dapmauleBTUYHOro "Nekxim - BiICYTHOCTI y 3aTBEpP)XEHOMY [OCbE cepTudikaTa BifgnoBigHOCTI
3acTocyBaHHSA Xapkis" €Bponeiicbkili hapmakonei, Lo BKIoYaEe nepio NoBTOPHOTO
BMNPO6YBaHHS) (Nepios NOBTOPHOrO BUNPOGYBaHHS/Nepios,
36epiraHHs) - 36inblueHHs abo BBeAEHHS nepiody NOBTOPHOrO
BMNpobyBaHHsA/nepioay 36epiraHHa Ha OCHOBI pe3ynbTaTiB
[oCniMKeHb Yy peanbHOMY Yaci BBeieHHs nepiofy NOBTOPHOro
BMNPOOGYBaHHSI HA OCHOBI AOCNILKEHDb Y peaslbHOMY Yaci
3arsepmkeHo: TepMiH npuaaTHocTi 36 MicALiB 3anponoHoBaHoO:
TepMiH nepekoHTposo 36 micsuiB
136. S3O0/IMITPUNTAH NopoLLOK (CybCcTaHuist) y TOB YkpaiHa TOB YKkpaina BHECEHHS 3MiH 40 pPeecTpaLliiHNX MaTepiastiB: 3MiHM | Tuny - - UA/14798/01/01
naketax 3 ooNbroBaHol Haykoso- Haykoso- 3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOrO
nniBk1 Ans BMPOGHMYA BMPOGHMYA marepiany/npomMiKHOro NPoayKTy/peareHTy, Lo
thapmMaLeBTUYHOTO ipma ipma BUKOPUCTOBYETLCA Y npoueci BUpo6HuyTBa A®I (iHWi 3MiHW Y
3aCTOCyBaHHsA "MIKPOXIM "MIKPOXIM" MeToAax BUNPOGyBaHHS (BK/OHYAKUM 3aMiHy ab0o [OMOBHEHHS)
" A®| ab0o BMXifHOro/MPOMIKHOro NPOAYKTY); 3MiHW | TURy -
BW/TYYEHHS NOKa3HUKA «3a/TNLLKOBI KiIbKOCTi OpraHiyHnx
PO34YMHHKKIB» 3i cneundikauii API
137. 30/10PT® TabneTkun, BKPUTI Mdcpaiizep CWA BMPOOGHULITBO, ITanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/7475/01/01
NNiBKOBOIO 060/1I0HKOIO, IHK. nepBUHHE Ta HimeuunHa 3MiHV [0 IHCTPYKLi 419 MeAUYHOro 3acTOCyBaHHS 40 PO34inis peyenmom
no 50 wmr; no 14 tTabneTok BTOPUHHE "apmMakosoriyHi BnactusocTi", "B3aemogis 3 iHWMmn
y 6nicTepi, no 2 6nictepu nakyBaHHs, nikapcbkMK 3acobamu Ta iHWi BUAgKM B3aemogiii”, "Oco61mMBoCTi
Y KapPTOHHIli ynakoBLi KOHTPO/Tb 3actocyBaHHs", "MNepeno3yBaHHA", "lM06iuHI peakuii”. BBegeHHs
AKOCTI, BUNYCK 3MiH npoTArom 3 micsauiB NicnA 3aTBepAKeHHs
cepii: Xaynt

dapma NlatiHa
C.p.n., Itanis;
BMPOOGHULITBO,
nepBuHHe Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BTOPVIHHE
nakyBaHHs,
KOHTPO/b
AKOCTI, BUMYCK
cepii:
Mdpaiizep
MeHtochekuyp
WHr [loiunens
m6X,
HimeyunHa
138. IBYNPO®EH TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/7108/01/01
060/10HKOI0, N0 200 Mr Mo "TexHonor" "TexHonor" BBEEHHS HOBOro BMpobHuka APl 16ynpodeH BASF Corporation, peyenma
10 TabneTok y 6nictepax; USA 3 nogaHHsAM HoBoro CepTtudikata R1-CEP 2000-087-Rev
no 10 TabneTtok y 02
6nictepi; no 5 6nictepis y
nauui 3 kapToHy; no 10
Tabnetok y 6nictepi; no
90 6nicTepiB y kOpo6L; 3
KapTOHY
139. IBONTUH® TabneTkun, BKPUTI ABGOTT HimeuunHa | Bupo6bHMUTBO, | HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | Tuny - 3a UA/7175/01/02
NAiBKOBOI 060/TI0HKOIO, NabopaTtopi nakyBaHHs, Ipeuis AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
80 wmr, no 20 TabneTok y 3 mM6X KOHTPONb MiCLil NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
6nictepi; no 5 6nictepis y AKOCTi Ta NiKapcbkoro 3acoby, BKIoUYakoun AinbHULi BUNYCKy cepii abo
KapTOHHI kopobui; no 10 BMNYCK cepil: MicLie NpoBeAEHHS KOHTPO/IIO0 AKOCTI. (AIANbHICTb, 3a AKy
TabneTok y 6nictepi; no A6GBI BiANOBIAa€e BUPOGHMK/IMNOPTEp, BK/OUAUY BUMYCK Cepiii) 3MiHa
10 6nicTepiB y KAPTOHHiIl Loiunang HOMepy MOLUTOBOrO iHAEKCY afpecy BUPOOHNYOT AiNbHULL
Kopoo6ui vm6X i Ko. KI, BMpo6HuKa N3 damap A.B.E. AHToycca lMnaHT, Mpeuist, 6e3
HimeuunHa 3MiHW MicLl BAPOGHMLTBA. 3MiHW BHECEH B IHCTPYKLil0 AN1s
abo MeAMYHOr0o 3aCTOCYBaHHS LOA0 MiCLIe3HaXOMKEeHHSI BUPOGHMKA,
BMPOGHMLITBO, AK HaC/MiJoK — BiAMOBIAHI 3MiHW Y TEKCT MapKyBaHHS NiKapCbKOro
nakyBaHHs, 3acoby. BBefeHHA 3MiH NpPOTAromM 6-Tu micsiB nicns
KOHTPO/b 3aTBEPAKEHHS
AKOCTI Ta
BUMYCK cepii:
dPamap A.B.E.
AHTOYyCCa
MnaHT, Mpeuis
140. I30MNTUH® TabneTkn, BKpUTI AGGOTT HimeuyunHa | BMpo6HUUTBO, | HimeuunHa/ BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHu Il Tuny - 3a UA/7175/01/02
N/1iBKOBOK 060/10HKOI0, Na6oparopi nakyBaHHs, Ipeuis 3MiHW [0 IHCTPYKUIi 418 MEAUYHOTO 3aCTOCYBaHHS A0 PO3Ainy peyenmom
80 wmr, no 20 TabneTok y 3 mM6X KOHTPONb "B3aemogis 3 iHWKMK NikapcbKMMK 3acob6amu Ta iHLWi BUAn
6nictepi; no 5 6nictepis y SIKOCTi Ta B3aeMogiin" (npuBefeHHs iHghopMaLii 3 6e3MeKkn 3aCTOCyBaHHS
KapTOHHI kopo6ui; no 10 BUMYCK cepil: [0 OHOBNEeHOT Bepcii OCHOBHUX aHnX KOMMNaHii npo
Tabnetok y 6nictepi; no AG66BI 3acTocyBaHHS npenapaTy)
10 6nicTepiB y KapTOHHIN [Loliunang,
KopooLi v6X i Ko. KT,
HimeuuunHa;

BMPOGHULTBO,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nakyBaHHs,
KOHTPO/b
AKOCTI Ta
BMNYCK cepil:
damap A.B.E.
AHTOYCCa
MnaHT, MNpeuist
141. I3ONTUH® SR TabneTkn NPosIOHroBaHoI AGGOTT HimeyunHa | BuMpo6HUUTBO, | HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/7175/03/01
Aii no 240 wr; no 15 Na6opaTopi nakyBaHHs, Ipeuis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
TabneTok y 6nictepi; no 2 3 mM6X KOHTpO/b MiCLs NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
6nicTepun y KapTOHHiIl AKOCTi Ta NiKapcbkoro 3acoby, BKIoYakoun AiflbHULi BUNYCKy cepii abo
Kopoo6Li BMNYCK cepil: MiCLie NpOBEeAEHHSA KOHTPOIO AKOCTI. (AIANbHICTb, 3a AKy
AGOGBI BiANOBiAa€e BUPOGHMK/IMNOPTEp, BKOYA0UM BUMYCK Cepiid) 3MiHa
Loiunang HOMepy MOLITOBOrO IHAEKCY afpecy BUPOOHNYOT AiNbHULL
v6X i Ko. KT, BMpo6HuKa 13 damap A.B.E. AHToycca lMnaHT, peuis, 6e3
HimeuunHa 3MiHN Micus.
abo 3MiHV BHECEHI B iHCTPYKLi0 41 MeAUYHOro 3acToCyBaHHS LWoa0
BMPOBHMLITBO, MiCLie3HaXOMKEHHS BUPOOHMKA, SK HACNIAOK — BIANOBIAHI 3MiHW Y
nakyBaHHs, TEKCT MapKyBaHHS Nikapcbkoro 3acoby. BeefeHHs 3MiH NpOTAroM
KOHTPONb 6-TU MicAUIB NicnA 3aTBEPAKEHHS.
AKOCTI Ta
BMNYCK cepil:
damap A.B.E.
AHTOYyCCa
MnanT, MNpevis
142. IBONTUH® SR Tab1eTKN NPOSIOHTOBaHOT AGGOTT HimeuyunHa | BMpo6HUUTBO, | HimeuunHa/ BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHu Il Tuny - 3a UA/7175/03/01
4ii no 240 wmr; no 15 Na6opaTtopi nakyBaHHs, Ipeuis 3MiHW [0 IHCTPYKLUIT 4719 MeAMYHOr0o 3aCTOCYBaHHSA [0 po34iny peyenmom
Tabnetok y 6nictepi; no 2 3 'M6X KOHTPONb "B3aemogis 3 iHWMMKM Nikapcbkumm 3acobamu Ta iHWi B1uan
6nicTepun y KapTOHHIl AKOCTI Ta B3aemogiin" (npmBeaeHHs iHdopmauii 3 6e3nekn 3acTocyBaHHs
KopooLi BUMYCK cepii: [0 OHOBNEeHOT Bepcii OCHOBHUX AaHnX KOMNaHii npo
AG6BI 3acTocyBaHHsa npenapary). BBegeHHA 3miH npoTsarom 3-x
[Jonunang MicALiB nicnsa 3aTBepKeHHsA
m6X i Ko. KT,
HimeuuunHa;
BMPOGHMLITBO,
nakyBaHHs,
KOHTPO/b
AKOCTI Ta
BUMYCK cepii:
dPamap A.B.E.
AHTOYyCCa
MnaHT, Mpeuisa
143. IMBPYBIKA kancynu no 140 mr no 90 TOB YKpaiHa Bupo6bHMLTBO cuwA/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MaTepiasis: 3MiHa 3asBHMKA 3a UA/14220/01/01
abo 120 kancyn y "[XOHCOH i Hepo3dghacodpa | Lseiiuapis (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
dhnakoHi; no 1 dpnakoHy y JKOHCOH HOro Big 23.07.2015 Ne 460); 3miHM | TUNY - 3MiHK WOA0
KapTOHHII nayui YkpaiHa" NPOAYKTY, 6e3nekn/edpekTBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo

KOHTPOJ1b

3MiHV [10 y3ara/lbHEHWX f@aHWX NPo cucTemy hapMakoHarisgy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
AKOCTI: (BBEAEHHSA Yy3araslbHEHMX AaHUX NPO cucTemy thapMakoHarnsgy,
KataneHt 3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiICHEHHS
CTC, IHk., hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHarnagy
CLWA 3asBHUKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
a6bo BOHa BifIMiHHa Bif, yNOBHOBaXeHOoI ocobu, BiANOBiAa/IbHOT 3a
Cinar Al, 3pjlicHeHHs chapmakoHarnaay (BKYalUy KOHTaKTHI AaHi)
LLiseiiuapis; Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
MepBuHHE Ta thapmakoHarnagy) - 3MiHa yrnoBHOBaXXeHO! 0CObU 3asBHUKA,
BTOpUHE BiANOBIAA/IbHOI 3a hapMakoHar/ifa; 3MiHa KOHTaKTHUX AaHnx
nakyBaHHs, YMOBHOB&XEHOT 0C06M 3a8BHUKA, BiAMoBiga/IbHOT 3a
BUMYCK cepil: thapmakoHarnag,
Cinar Al,
LLiBefiuapis
144. IMOAIYM® Kancynum no 2 mMr no 6 abo MakHin Benvka Anccen-Cinar dpaHuis BHECEHHS 3MiH 40 peecTpaLiliHnX MaTepiasiiB: 3MiHu | Tuny - 6e3 UA/9831/01/01
20 kancyn y 6nictepi; no MpopakTc BpuTaHis noAaHHA OHOBMIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkiii peyenma
1 6nicTepy B KapTOHHiIl Nimiteq thapmakonei Ne R2-CEP 1994-020-Rev 04 a1 Ajito4oi pevyoBuHU
nauui Loperamide hydrochloride Big BXxe 3aTBEpAXEHOro BUPOGHYKA,
SIK HAcnifgoK, 3MiHa Ha3BW OAHIET 3 BUPOBHNYNX AiNbHULb
145. IMYHOITOBYNIH | po3unH Ans iH'ekujit, He MAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/15930/01/01
AHTUPABIYHUI MeHwe 150 MO/mn, 1 "®APMCTA "OAPMCTAH 3MiHa y MeToAax BUNpobyBaHHS roTOBOroO NikapCbKoro 3acoby peyernmom
(KIHCbKUI) amnyna 3 HOAPT- OAPT- (iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/O4aUy 3aMiHy abo
iMmyHOrno6yniHom BIOIK" BIOJIK" [LOMOBHEHHSA))
aHTupabiuHum (3 mn) y
KomnnekTi 3 1 amnynoto 3
iMmyHOrno6yniHom
aHTMpabivyHnMm,
po3seaeHvm 1:100 (1 mn),
no 5 koMnnaexTiB y naudi,
abo 1 amnyna 3
iMyHOrno6yniHom
aHTupabiuHum (5 mn) y
KOMMNAEKTi 3 1 amnysioto 3
iMyHOrno6yniHom
aHTupabivyHnm,
po3segeHum 1:100 (1 mn),
no 5 KOMNEKTIB Y nayui
146. IHAOBA3UH- rens no45ry Ty6i, no 1 BankaHdap Bonrapis BankaHtapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/0400/01/01
TEBA Ty6i y KApTOHHIl navui Ma-TposiH -TposiH AT 3MiHM BMNPObyBaHb ab0 AOMYCTUMUX MEX, BCTAHOB/IEHUX Y peuyenma
AT cneuudikauisix, nig yac BUPOOHNLTBA FOTOBOrO /iKapCbKoro
3ac06y (BUyYEHHA HECYTTEBOTO BUMPOGYBaHHS B NPOLLECI
BMPOOHMLTBA) - BUTYYEHHS] KOHTPOJTHO SIKOCTI Hepo3dhacoBaHOro
NikapcbKoro 3acoby B NpoLeci BUpo6GHMLTBA
147. IHCTI ANA AITEW | rpaHynu no 3,5 1 B calue- XepbioH MaknctaH XepbioH MakuctaH BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 6e3 UA/11809/01/01
nakerti; no 5 cawe-nakeTiB MaknctaH MaknctaH AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
B KapPTOHHI kopobLi MpaiiBeT MpaiiBeT MicLs MpOBaXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa roToBoro
Nimiteq Nimiten NiKapcbkoro 3acoby, BKIOUakun AifbHULi BUNYCKy cepii abo

MicLle NpoBeAeHHs KOHTPO/IK AKOCTI. (AiNbHICTb, 3a AKY
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BiANOBIAae BMPOGHMK/IMNOPTEpP, BK/OYAUM BUMYCK Cepiid) -
npuBeAeHHs Micue3HaxoxeHHs BUpo6HuKka M3 y BiANOBIAHICTb
0o Ceptudpikaty HBIM, BugaHoro Jepxnikcnyxo60ot0 YkpaiHu;
3MiHM | TURy - AAMIHICTPaTWBHI 3MiHW. 3MiHA HaliMEeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/lacHUKA peecTpaviliHoro
noceifgYeHHs) - 3MiHa agpecy 3asaBHUKa
148. noa PO34YUH A5 30BHILLUHBOTO MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/12321/01/01
NEYAEBCbHKUI 3acTocyBaHHs 10 %, no "TexHonor" "TexHonor" 3MiHa napameTpiB cneuudikaliii Ta/abo foMyCTUMUX MeX peuyenma
30 mn 'y chnakoHi 3 roTOBOrO NiKapCbKOro 3acoby
Npo6KOIo-KpanenbHULEHo;
no 1 cpnakoHy B nauui i3
KapTOHY;
no 120 mny 6aHu; 3
Npo6KOL-KpanenbHULELD;
no 1 6aHui B nauuj; no
1000 mMn y KOHTelHepax
n1acTMacoBmx
149. moa PO3YMH A5 30BHILLHBOrO MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 6e3 UA/12321/01/01
NEYAEBCLKUN 3acTocyBaHHA 10 %, no "TexHonor" "TexHosnor" BBE/IEHHS1 HOBOr0O BMpO6HUKa A®I| noBiaoH-1og, peyenma
30 mn 'y chnakoHi 3
NPOGKOK-KPanesIbHULED;
no 1 cpnakoHy B navi i3
KapToHY;
no 120 mny 6aHui 3
Npo6KOL-KpanenbHULEID;
no 1 6aHui B naui; no
1000 MmN y KOoHTelHepax
n1acTMacoBmx
150. KANbLUEMIH® TabneTkn, BKpUTI TOB YKpaiHa nepBuHHa Ta CLA BHECEHHA 3MiH A0 peecTpaLiliHux marepianiB: yTOUHEHHS 6e3 UA/7110/01/01
AABAHC o6onoHkoto, Ne 30, 60, "Baliep” BTOPVHHA peecTpauiiiHoi npoueaypu B Hakasi MO3 Ykpainu «Mpo peuyenma
120 y donakoHi Ne 1y ynakoBKa, OepxaBHY peecTpaliito (nepepeecTpaLito) nikapcbKux
KapTOHHIA KOpoo6Li KOHTPO/b 3aco6iB (MeaUYHMX iMyHOGIONOriYHMX Npenaparise) Ta
AAKOCTI, A,03BIN BHECEHHSA 3MiH 40 peecTpauiliHux 3aco6iB» Ne 81 Big
Ha BUMycK 11.01.2019 B npoueci BHeCEHHSA 3MiH: 3MiHU | TUNY - 3MiHa
cepii: BMPOGHMKA BUXIAHOro/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
KoHTpakT BMKOPUCTOBYIOTbCS Y BUpO6HMYOMY npoueci ADI, abo 3miHa
dapmakan BUPOGHMKa (BKOYatoun, e HeobxigHo, MicLie MPOBeAEeHHS
KopnopeiiLuH, KOHTPO/t0 siKOCTi) AP - 3MiHa BUpPO6HMKa AP| KasbLiito kapboHar,
CLA; Y 3B’A3KY i3 3aMiHOK BUPOOHMYOT Ai/TbHULL 6€3 3MiHW opUANYHOT
BUPOGHMLTBO 0Cco6y¥ BUPOGHUMKA; 3MiHM Il TUMY - 3MiHa y napameTpax
in bulk: cneumdikauii Ta/abo JONYCTUMUX MEX, BU3HAUYEHUX Y
KoHTpakT crneundikayisx Ha A®l, abo BUXigHNIA/NPOMIXHNIA
dapmakan NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
KopnopeiiLuH, BMPOGHMLTBA AP - 3MiHa fOMyCTUMUX MeX Y cneuudikauii Ad|
CLIA no nokasHuky Loose Bulk Density
151. KAPBOMNNATUH KOHUEHTPAT A1 PO3UnHY EBEBE ABCTpIS EBEBE ABCTpis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | TUny - 3a UA/4960/01/01
"EBEBE" Ans iHgysili, 10 mr/mn no Papma Papma nofaHHsa oHossieHoro Ceptucpikaty R1-CEP 2000-375-Rev 02 peyenmom
5 mn (50 mr), 15 mn (150 lec.m.6.X. lec.m.6.X. Bif, BXX€ 3aTBEpAXEHOro BUpo6Huka. BiacHnk CEP 3MiHVB CBOO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
Mr), 45 mn (450 wr) y Hdor. KI Hdor. KI Ha3By
dhnakoHi; no 1 dpnakoHy B
Kopoo6ui
152. KAPAOIOAAPOH- Tabnetku no 200 mr no 10 | ToBapucTB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1713/02/01
340POB'A Tabnetok y 6nictepi; no 3 03 BMPOOHULTBA, 3MiHa napameTpiB cneuudikaliii Ta/abo foMyCTUMUX MexX peyenmom
6nicTepn y KapTOHHIN 06MEeXeHo KOHTPO/1b roTOBOrO MiKapCbLKOro 3acoby - 3MiHM 3a NOKa3HUKOM «Onunc».
Kopoo6Li 10 AKOCTI, BUMYCK 3MiHu BHeceHi y po3gin “flikapcbka chopma” Woa0 3MiHu onucy
Bignosigan cepii: TabneTky B iIHCTPYKLiIO 415 MeAMYHOrO 3aCTOCYBaHHS
bHICTIO TosapucTso 3 nikapcbkoro 3acoby. BeBegeHHsA 3MiH npoTArom 3-x micauis
"Papmaues 06MeXeHOo nicnA 3aTBepAKeHHs; 3MiHu | Tuny - BBegeHHs HoBoro CEP ans
TUYHA BiANOBiAa/bHI 3aTBEPXEHOr0 BUPO6HUKa amioflapoHy rigpoxnopuay. B 38 s3ky
KOMnaHis cTI0 3 iHkopnopauien Laboratorio Chimico Internazionale S.p.A.,
"3popos'a” "®apmaveBTu ITanisa go OLON S.P.A., Italy BigbyBa€eTbcs 3MiHa Ha3BM
YHa KOMNaHis BMPOGHMKA, & 3aMiCTb 3a3Ha4YeHOI paHille puaNYHOT agpecu
"3p0pos'a”, 3a3HavaeThCAa agpeca AiNnbHuLI BUpo6HuLTBa. Micue
YkpaiHa; BCi BMPOGHMLTBA He 3MiHunock. 3anponoHoBaHo: CEP Ne R1-CEP
cragji 2003-072-Rev 04. BignosigHO Big6yBaETbCS 3BY)XXEHHSA MEX 3a
BMPOOGHMLITBA, MOKa3HNKOM «3a/INLLIKOBI KiSIbKOCTi OPraHiyHNX PO3UNHHUKIBY,
KOHTPO/b 3MiHa METOAMKM | yTOYHEHHS Ha3BW BigMoBiAHO Ao CEP; cynyTHA
AKOCTI: 3MiHa: 3MiHa y NnapameTpax crneuudikauii Ta/abo AonycTUMmx
ToBapucTBO 3 MeX, BU3Ha4YeHux y cneumdikayisax Ha Adl, abo
0bMexeHot BVXiAHWA/NPOMDKHUIA NpOAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
BiANoBiAa/bHI npoueci BUpo6bHULTBa AP| (3BY)XXEHHSA AONYCTUMUX MEX,
cTI0 BM3HAYEHNX Y cneumdikauii) - 3miHa y meTogax B1unpobyBaHHs
"®APMEKC A®| abo BMXigHOro martepiany/npomMiKHOTO NPOAYKTy/peareHTy,
reyn-, LLIO BUKOPUCTOBYETLCA Y npoLieci BUpo6HuLTBa AP (HE3HaYHI
Ykpaina 3MiHM Yy 3aTBEPMAKEHUX MeTofax BUNPobyBaHHS); 3MiHu | Tuny -

nofaHHA HOBOTO cepTudikaTa Bif, BXe 3aTBEPAKEHOI0
B1po6HMKa CEP Ne R1-CEP 2007-187-Rev 02 ans amiogapoHy
rigpoxnopuay 3i 3miHamu cneuudikaLii 3a NOKasHUKOM
«3a/IMLLKOBI KifIbKOCTi OpraHiyHNX pO34MHHWKIB» i 3MiHOKO MeToay
BMNPO6YBaHHA BianosigHo fo CEP; cynyTHa 3miHa: 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX, BUSHAYEHMNX
y crneumdikalisx Ha A®l, abo BUXiAHNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLLeci
BMpO6HULTBa API - 3MiHA Y MeTogax BUNpobysaHHsa APl abo
BVIXiLHOTrO Matepiany/NpoMiXHOro NpoAykTy/peareHTy, Wwo
BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI (iHWI 3MiHW Y
MeTo4ax BUNpobyBaHHA (BK/IHOYaOUM 3aMiHy abo JOMOBHEHHS)
A®| ab0 BMXigHOro/MPOMKHOro NPOAYKTY); 3MiHU | TURY - 3MiHa Y
napameTpax cneuudikaii Ta/abo AoNyCTUMUX MEX, BU3HAUYEHUX
y cneumdikanisx Ha A®l, abo BUXiAHUIA/MPOMIKHWI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeci
BUPOGHMLTBA AD| (3BYXKEHHSI AONYCTUMUX MEX, BUSHAYEHNX Y
cneumdikaui); CynyTHS 3MiHa: 3MiHa Y MeTodax BUNpobyBaHHs
A®| abo BMXigHOro martepiany/npomMiKHOTO NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYETbLCA Y npoLeci BUpo6HUUTBa A®I; 3MiHK | Tuny
- NpuBeAeHHA cneumdikaliin i MeToank BUNPo6yBaHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

[OMOMKHUX PEYOBWH /TaKTO31 MOHOTIAPAT, KPOXMaUlb
KapTONNSHWIA, Lientono3a MiKkpoKpucTastiyHa, kasibLito cTeapar y
BiANOBIAHICTL A0 EP; cynyTHa 3MiHa: 3mMiHa y meToAax
BUMNPOOYBaHHSA AOMNOMIKHOT PEUOBWHW; 3MiHU | TUNY - BBEAEHHS
[0AaTKOBOro nocravasibHuka NepBMHHOIO nakyBaHHS (dhonbrm
antomiHieBol) TOB «AnTpeia», YkpaiHa. MokasHuKy SKoCTi Ta
cKnag, nakyBaslbHOrO Matepiasty iAeHTUYHI 3aTBEpAKEHOMY;
3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauiin Ta/abo
[0NyCTUMUX MEX NEPBUMHHOI YNaKOBKM rOTOBOTO NiKapCbKOro
3aco0y; cynyTHA 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
NepBMHHOT YNakoBKM rOTOBOrO /1iKapCbKOro 3acoby; 3MiHu | Tuny -
3MiHa napameTpiB cneuudikaliii Ta/abo AonyCTUMUX MexX
rOTOBOrO JliKkapCbKOro 3acoby (BHECEHHS 3MiH 0 AOCbE Nicns
OHOBJIEHHA 3araslbHOT CTaTTi Ha rOTOBY Nikapcbky hopmy y
LdY/EBponeiickkiil thapmakonei); cynyTHS 3MiHa: 3MiHa Y
MeToAax BUNPOOYBaHHS rOTOBOrO JiKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEepAKEHNX MeToAax BUNPOOYyBaHHS)

153.

KAPJIOJAPOH-
3Q10POB'A

Tabnetkn no 200 mr in
bulk: no 1000 a6o no
10000 TabneTok y nakeTi
nosieTuIeHoBOMY Y
KOHTeliHepi
n1acTMacoBoMy

TosapucTs
03
obmMexeHo
10
Bignosigan
bHICTIO
"®papmaues
TUYHa
KOMNaHis
"3p0pos'a”

Ykpaina

ToBapucTBO 3
0bMexeHot
BiANOBiAa/bHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny -
3MiHa napameTpiB cneuyndikauiii Ta/abo foMyCTUMUX MeX
rOTOBOrO J1iKAPCbKOro 3acoby - 3MiHM 3a MOKa3HUKOM «Onuc».
3MiHu BHeceHi y po3gin "flikapcbka chopma” wo[0 3MiHu onucy
TabneTky B iIHCTPYKL,i0 415 MEANYHOrO 3aCTOCYyBaHHS
nikapcbKkoro 3acoby. BBeAeHHA 3MiH NPOTArom 3-x MicAuiB
nicnA saTBep/AKeHHs; 3MiHun | Tuny - BBegeHHs HoBoro CEP ans
3aTBEPXEHOro BUPO6HUKa amiofapoHy rigpoxnopugy. B 38 a3ky
3 iHkopnopauiiein Laboratorio Chimico Internazionale S.p.A.,
ITania go OLON S.P.A., Italy BigbyBaeTbcsa 3MiHa Ha3Bu
BMPO6HMKA, & 3aMiCTb 3a3Ha4eHO| paHille puanNYHOI agpecu
3a3HavaeTbCAa agpeca AinbHuLI BUpo6HuLTBa. Micue
BMPOGHMLTBA He 3MiHnnock. 3anponoHosaHo: CEP Ne R1-CEP
2003-072-Rev 04. BignoBigHo BifbyBaeTbCA 3BY)XEHHSA MEX 3a
NOKa3HMKOM «3a/INLLKOBI KiSIbKOCTi OpraHiYHUX PO3YNMHHUKIB,
3MiHa METOAMKM | yTOUHEHHS Ha3Bu BignosigHo go CEP; cynyTHA
3MiHa: 3MiHa y napameTpax cneuudikauiii Ta/abo JonyCcTUMmX
MeX, BU3HauYeHux y cneumdikayisax Ha Ad®l, abo
BWXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYOTHCS Y
npoteci BUpo6HMuTBa AD| (3BY)KEHHS JOMYCTUMUX MEX,
BM3HAYeHUX y cneyndikauii) - 3miHa y MeTofax BUNpo6yBaHHs
A®| abo BMXigHOro Matepiany/MpPOMiIXXHOro NPoAyKTy/peareHTy,
LLI0 BUKOPUCTOBYETLCSA Y NpovLeci BUpobHuuTea AP| (HesHauHi
3MiHUM Y 3aTBEPAKEHNX METOAAxX BUNPOOYBaHHS); 3MiHM | Tuny -
noAaHHsA HOBOro cepTuddikaTa Bif BXe 3aTBEPAKEHOr0
BMpo6Huka CEP Ne R1-CEP 2007-187-Rev 02 gnsi amiogapoHy
rigpoxnopuay 3i 3MiHamu crneundikadii 3a NOkasHUKOM
«3a/IMLLKOBI KifIbKOCTi OPraHiyHNX PO3UMHHYUKIB» | 3MIHOKO MeToAy
BMNPOGYBaHHS BiAnoBigHo Ao CEP; cynyTHA 3MiHa: 3MiHa y
napameTpax cneuudikadii Ta/abo AoNyCTUMUX MEX, BU3HAUYEHNX
y cneumdikauisx Ha A®l, abo BUXiAHNIA/MPOMIKXHWIA

UA/14829/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

NPOAYKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NPOLeCi
BMpo6HULTBa API - 3MiHA Y MeTofax BUNpobyBaHHA Ad| abo
BYVXifHOro Marepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BMKOPWCTOBYETbLCA Y NpoLieci BUPo6HuUTBa ADI (iHWi 3MiHN Y
MeToAax BUNpobyBaHHA (BK/ItOYaoUn 3amiHy abo JOMNOBHEHHS)
A®| ab0 BMXigHOro/MPOMIKHOrO NPOAYKTY); 3MiHW | TURY - 3MiHa Y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX, BU3HAUYEHNX
y cneumdikalisx Ha A®l, abo BUXiZAHUIA/MPOMIXHWIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y NPOLECi
BUPOGHMLTBA AD| (3BYXKEHHSI AONYCTUMUX MEX, BUSHAYEHNX Y
cneuunadikauii); CynyTHS 3miHa: 3MiHa y MeTofax BUNpo6yBaHHs
A®| abo BMXigHOro MaTepiany/NpPOMiIXXHOIO NPoAyKTYy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y Npoueci BUpobHuuTea A®I; 3miHu | Tuny
- NpMBeAEHHA cnewmdikauiii i MeToauk BUNPoGyBaHHS
O0MNOMDKHMX PEYOBUH 1aKTO3M MOHOTigpaT, KpoxMasib
KapTonAsHWIA, Lieno103a MiKpoKpucTanivyHa, kasbLilo cTeapar y
BiAMNOBIAHICTbL A0 EP; cynyTHA 3MmiHa: 3MiHa y MeToax
BMNPOBYBaHHA AONOMDKHOI PEYOBUHY; 3MiHW | TUNY - BBEAEHHSA
[0AaTKOBOro nocravasibH1Ka NepBMHHOIO nakysaHHS (dhonbrm
antomiHieBoi) TOB «AnTpeia», YkpaiHa. MokasHuku SKocTi Ta
CKnaf nakyBaslbHOro Matepiasy iAeHTUYHI 3aTBEPIKEHOMY;
3MiHM | TUNY - 3MiHa napameTpiB cneuudikauiin Ta/abo
[0NyCTUMUX MEX NEPBMHHOI YNakoBK/ rOTOBOTO NiKapCbKoro
3aco6y; cynyTHA 3MiHa: 3MiHa y MeTofax BUNpobyBaHHs
NepBUHHOT YNaKoBKM rOTOBOrO J1iKapPCbKOro 3acoby; 3MiHu | Tuny -
3MiHa napameTpiB cneuudikaliii Ta/abo fonyCTUMUX MeX
roTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH A0 AOCbE Nicns
OHOBJIEHHA 3arasTbHOI CTATTi Ha rOTOBY NiKapcbky hopmy y
LdY/EBponelicbkiil hapmakonel); cynyTHs 3MiHa: 3MiHa y
MeTofax BUNPO6yBaHHS roTOBOrO JliKapCbKOro 3acoby (HesHauHa
3MiHa y 3aTBEpAKEHNX METOAAX BUNPOOYBaHHS)

154.

KAPLAITAB® IC
>DITO

TabneTkun, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 10 TabneTok y
6nictepi; no 1 6nictepy B
navu,i

TosapucTs
03
[04aTKOBO
10
Bignosigan
bHIiCTIO
"IHTEPXIM

YKpaiHa

ToBapucTBO 3
[04aTKOBOKO
BignoBiAa/bHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHA AiNbHULI, Ha AKIA 34iACHI0ETbCA
KOHTPOb/BMNPOGYBaHHS cepii) 3aMiHa AibHULb, Ae
NPOBOAMTLCA BUNPOBYBaHHS KOHTPOJIO Cepil : 3 AiNbHULG 3a
agpecamm YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i4 kM. CTapoKWIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbKoi goporu, 40-
A. 3miHu | TNy - AOMIHICTPaTMBHI 3MiHN. BrunyyeHHst BUPOGHWYOT
LinbHULI (BKIHOYaoUM AinbHUL Ana AP, NPOMDKHOIO NpoAayKTy
ab0 roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BifgMNoBifaIbHOrO 3a BUMYCK cepili, Micue
NpoBeEeHHS KOHTPOIO cepil) abo noctavyasibHUKa BUXiLHOMO
marepiany, peareHty abo AONOMIKHOT peYOBMHM (SIKLLLO

6e3
peuyenma

UA/15572/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3a3HayeHo y [0CbE) BUTyYeHHSs AibHuLi YkpaiHa, 65080,
Opecbka 061., M.Ofeca, MiocTaopdcbka Aopora, 6ya. 86, ae
3[jiICHI0ETLCA 36GEpiraHHa roToBOi NPOAYKLl, Ta BUTYYEHHSI
iHhopmalii , LWoao MicLe3HaxXoMKeHHs PUANYHOI 0cobum
155. KAPHITUHY KpucTanivyHmin NopoLIoK TOB YkpaiHa TaiicaHr Kutai BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/14419/01/01
OPOTAT (cybeTaHuis) y "BAJNTAPTIH dapmacbloTik AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
nonieTuIeHOBKX NakeTax DAPMA" an dekTopi 3asBHMKa (BNacHyKa peecTpaLiiiHoro NocBig4YeHHs) - 3MiHa
AnA hapmaueBTUYHOro agpecu
3aCTOCYBaHHS
156. KATA®PACT NMOPOLLOK A/191 OPa/IbHOIO Hosapric LLiBeiuapis BMPOGHMLTBO ITania/ BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 3a UA/4180/01/01
po3umHy no 50 mr no 3 ®apma Al 3a NOBHUM LLseiiuapis 3MiHW [0 IHCTPYKLii A8 MeAWYHOro 3aCTOCYBaHHSA [0 po34inis peyenmom
ab6o 9, abo no 21 cawwe B LKIOM: "MpoTrnoka3aHHa","B3aemogis 3 iHWMMK nikapcbkumu 3acobamm
KOpOO6Li 3 KapTOHY Midpapm Ta iHWi BMAY B3aemogiit”, "Cnocib 3acTocyBaHHs Ta 4o3n",
C.n.A., ITanisi; "Mo6iuHi peakyji”. TepMiH BBe,eHHA 3MiH NpoTArom 3 micAwis
KOHTPO/b nicnA saTBepAKeHHA
AKOCTI:
Hosapric
®apma Arl',
LLiBeliLapis
157. KETUNENT® TabneTkun, BKPUTI 3AT YropLumHa BUNYCK cepil: YropumHa/ BHECEHHS 3MiH 10 peECTpaLiiiHUX MaTepianiB: BUNPaB/eHHS 3a UA/8157/02/02
PETAPJ, 060/10HKOHO, dapmaueBT 3AT Ipeuis TexXHiuHOT nomnakn y MK#, nos'ssaHi 3 nepekiagom abo peyenmom
nponoHroBaHoi Aji no 150 WNYHWI ®apmaueBTny nepeHeceHHAM iHpopmallii, a came: BUNPaB/IEHHA TEXHIYOT
Mr no 10 TabneTtok y 3aBog ElIC HWiA 3aB0f, nomuskv B cneyudikauii MKA y posginax "lgeHtudikadis®,
6nictepi, no 6 6nicTepis y ErIC, "3aMLWKOBI PO3YMHHUKM", «ONnc»
KapTOHHI ynakoBLi YroplmHa;
NOBHWUIA LKA
BMPOGHULTBA,
BK/THOHAIOUM
BUNYCK cepil:
dapmaTeH
C.A., l'peuis;
NOBHWUIA LIMKN
BMPOGHULTBA,
BK/THOHAIOUM
BUNYCK cepil:
dapmaTeH
IHTEpHeLLHN
C.A,, peuis
158. KETUNENT® TabneTkun, BKPUTI 3AT YropuwHa BMNYCK cepil: YropuwmHa/ BHECEHHS 3MiH 10 pEECTpaLiliHiX MaTepianiB: BUNpaB/ieHHS 3a UA/8157/02/01
PETAPL 060/10HKOH, dapmaueBT 3AT Ipeuis TexHiuHoi noMunku y MK, nos'sasaHi 3 nepeknagom abo peyenmom
NposIoHroBaHoi i no 50 NYHWIA dapmaueBTny nepeHeceHHsM iHchopmalii, a came: BUNPaB/eHHS TEXHIYOT
Mr no 10 TabneTtok y 3aBog ElIC HWIA 3aBOf, nomunkv B cneundikauii MK y posginax "lgeHtndikauis”,
6nictepi, no 6 6nicTepiB y ErIC, "3aNnLWKOBI PO3YMHHUKM", «ONnUC»
KapTOHHI ynakoBL,i YropumHa;
NOBHWI LMK
BMPOGHMLITBA,
BK/IHOYA0YM

BUMYCK cepii:
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Hassa
JliKapcbKo20

dopma sUnycKy

3asiBHUK

KpaiHa
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Bupo6Huk

3acoby

(nikapcbka chopma,
ynakoska)

3asiBHUKa

PapmaTeH

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

159.

KETUMENT®
PETAP/[,

TabneTkun, BKPUTI

3AT

YropumHa

C.A., I'peuis;
NOBHUIA LKA
BMPOGHMLITBA,
BK/THOHAIOUM
BUNYCK cepil:

dPapmaTeH
IHTEepHeLHN
C.A,, peuis
BMNYCK cepil:

0 NoCcBIOYEHHS

160.

KETUNENT®
PETAP/[,

060/10HKOI0,
Mr no 10 TabneTok y

KapTOHHI ynakosLi

TabneTkun, BKpUTI
060/10HKOIO,

NposIoHroBaHoi Aii no 200

6nictepi, no 6 6nictepis y

dPapmaueBT
NYHUIA
3aBof EliC

3AT
PapmaueBT

YropLmHa

3AT
dapmaueBTny
HWIA 3aBO,
EFIC,
YropumHa;
NOBHWIA LMKN
BMPOOHULTBA,
BK/IHOYA0YM
BMNYCK cepil:
dapmaTeH
C.A., I'peuis;
NOBHWIA LMKN
BMPOOHULTBA,
BK/IHOYAOYM
BMNYCK cepil:
dapmaTeH
IHTepHeLHN
C.A., Ipeuis
BUMYCK cepii:

Ipeuis

YropuwHa/

YropwmHa/

BHECEHHS 3MiH 10 peecTpaviliHiX MaTepianiB: BUNpaB/ieHHS
TexHiYHOT nomunnkn y MK#, nos'a3aHi 3 nepexkiagom abo
nepeHeceHHsAM iHchopmalii, a came: BUNpaBiEHHS TEXHIYOT
nomunkv B cneyndikauii MKA y posginax "lgeHtundikauis”,
"3aNnNLLIKOBI PO3YMHHUKM", «ONnUC»

3a

peyenmom

UA/8157/02/03

161.

KETUIENT®

nponoHrosaHoi Aji no 300
Mr no 10 TabneTok y
6nictepi, no 6 6nicTepis y
KapTOHHI ynakoBL,i

WYHWI
3aBof EliC

TabneTkn, BKpUTI

3AT

YropuwmHa

3AT
dapmaueBTny
HWiA 3aB0of
ErIC,
YropumHa;
NOBHUIA LWKN
BMPOGHMLITBA,
BK/IHOUA0UM
BUMYCK cepii:
PapmaTeH
C.A., I'peuis;
NOBHUIA LWKN
BMPOGHMLITBA,
BK/IHOUA0UM
BUMYCK cepii:
PapmaTeH
IHTEpHeLHN
C.A,, Ipeuis

Ipeuis

BUMYCK cepii: YropwmHa/

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: BUNpaB/ieHHs
TeXHiuHOT nomunakn y MK#, nos'asaHi 3 nepeknagom abo
nepeHeceHHAM iHpopmalii, a came: BUNPaB/IEHHA TEXHIYOT
noMusky B cneundikavii MKA y posginax "loeHtudikauis”,
"3aNNLWKOBI PO3YMHHUKM", «ONnc»

3a

peyenmom

UA/8157/02/04

BHECEHHS 3MiH 10 peecTpauiiHuX maTepiasiB: BUNPaB/EHHS

3a

UA/8157/02/05
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
PETAPL 060/10HKOH, dapmauesT 3AT Ipeuis TexHiuHoi noMunku y MK, nos'sasaHi 3 nepeknagom abo peyenmom
nNponoHroBaHoi Aji no 400 WNYHWI dapmaueBTny nepeHeceHHAM iHpopmali, a came: BUNPaB/IEHHA TEXHIYOT
Mr no 10 TabneTtok y 3aBog ElIC HWiA 3aB0f, nomusnkv B cneyudikauii MKA y posginax "lgeHtudikauis®,
6nictepi, no 6 6nicTepiB y ErIC, "3a/IMLLKOBI PO3YMHHKKK", «Onunc»
KapTOHHI ynakoBLi YroplmHa;
NOBHUIA LKA
BMPOGHMLITBA,
BK/THOHAIOUM
BMNYCK cepil:
dPapmaTeH
C.A., 'peuis;
NOBHUIA LIMKN
BMPOGHMLITBA,
BK/THOHAIOUM
BUNYCK cepil:
PapmaTeH
IHTEepHeLLHN
C.A,, peuis
162. KETOPON TabneTkun, BKPUTI [O-p Peppi'c IHais [-p Pegpi'c IHgis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2566/02/01
NNiBKOBOI 060/I0HKOIO, Nab6opaTtopi Nab6opaTtopic 3MiHuM Woao 6e3nekn/epekTMBHOCTI Ta hapmakoHarnsmy. peyenmom
no 10 mr no 10 TabneTtok clitg nra, BBegeHHs abo 3MiHM A0 y3arasibHEHUX JaHWX NPO cucTemy
y 6nicTepi; no 2 6nictepu Brpo6Hmya thapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHUX Npo cucTemy
y nauui OinbHUug - 11 hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAa1bHOT
3a 3filiCHEHHS hapMakoHarsay; KOHTaKTHOI ocobu 3
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHA hapMmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-daina
cuctemu dhapMakoHarnsgy) - 3miHa ynoBHOBaXXeHoI ocobum
3asBHWVKa, BiANOBIAaNbHOI 3a 34iNCHEHHS dhapmakoHariagy:
MponoHoBaHa pepgakuist — Dr. Chetan Karoo. 3miHa KOHTaKTHMX
[aHUX YNOBHOB&XEHOT 0co6U
163. KUCEHb ras y ctasieBux 6asioHax MpuBatHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/6447/01/01
MEAVYHUI o6'emom o 2 n, abo no 5 akuioHepHe akuioHepHe 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
FA30MOAIBHUIA | n, a6o no 10 n1, a6o no 40 TOBapucTo TOBapuCTBO 3MiHa iMnopTepa/3miHu, Lo CTOCYTLCS BUNYCKY cepii Ta
n "Ninge ras "Ninge as KOHTPOJI0 SIKOCTi FOTOBOrO MikapCbKoro 3acoby (3amiHa abo
YkpaiHa" YkpaiHa" [ofaBaHHA BUPOOHNMKa, LLO BiANoBifae 3a BBE3eHHS Ta/abo
YkpaiHa,; BMNYCK cepil) - Bktoyatoum KOHTPONbL/BUNPOGYBaHHS cepii -
[0AaBaHHA BUPOOHKKa, LLO BiAMNOBifae 3a BUNYyCK cepii Ta
KuniBcbka KOHTPO/b SKOCTi FOTOBOrO NiKapCbKoro 3acoby. 3miHu | Tuny -
inis 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
MpuBatHoro 3amiHa abo BBeAEeHHA [0AATKOBOI AiNTbHNL BUPO6GHULTBA ANS
aKLioHepHOro 4acTuHM abo BCbOrO BYUPOGHNYOro NPOLLEeCy roTOBOrO /iKapCbKoro
ToBapucTea 3aco6y (iHLWWi 3MiHW1) BBEAEHHA [OAATKOBOI AifTbHULL
"Ninge as BMPOBGHMLTBA 47151 BCbOro BUPOGHNYOro nNpoLecy roToBoro
YkpaiHa“, nikapcbkoro 3acoby. 3miHu | Tuny - 3MiHK WoAao
Ykpaina 6e3nekn/edpekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHM) 3amiHa

p. «'padhiyHe 306pakeHHsI» Ha p. «MapKyBaHHs1» MeTOIB
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
KOHTPOJT0 SIKOCTI Nikapcbkmx 3acobiB. 3MiHu | TMny - 3MiHu 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3MiHa
po3Mipy cepii (BkHoYatoun gianasoH po3Mmipy cepii) roToBoro
nikapcbkoro 3acoby (36inbweHHs A0 10 pasiB NOpiBHSAHO i3
3aTBEPXEHUM PO3MipOM) 36iMbLUEHHSA po3Mipy cepii 13 ans
[04aTKoOBOI AinbHUL BUPO6HMLUTBA KuiBcbka dinis MpusaTHoro
akuioHepHoro ToBapucTsa “fliHge a3 YkpaiHa', YkpaiHa
164. KNI®E CMNAT. Kpanni opaneHi no 30 M, MEKAHA HimeuyunHa MEKAHA HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/13591/01/01
NMEKA no 50 mn y donakoHi; no 1 HATYPXAI HATYPXAWN 3amiHa rpadiyHoro othopmMIEHHSI NEPBMHHOT Ta BTOPUHHOT peyenma
hN1aKoHy B KapTOHHIi NbMITTEN bMITTENb yMakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBIAHMMMN
ynakoBLi b 'm6X m6X 3MiHamu fo po3ainise MKSA nikapcbkoro 3acoby (po3zin
«["pachiuHe 0hopMNEHHST yNnakoBKM» 3aMiHEHO PO34ifIoM
«MapKyBaHHs»)
165. Knoais TabneTkn, BKpUTI AnBoreH Nokcembyp | BUPOBHMLTBO, Ipeuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13673/01/01
NAiBKOBOK 060/10HKOH, IMKo r nepBuHHE, Ta 3MiHK 3 SKoCTi. FoToBUIA Nikapcbkuii 3acié. Cuctema peyenmom
no 75 mr no 10 Tabnetok C.ap.n. BTOPUHHE KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
y 6nictepi; no 3 abo 10 nakyBaHHs, roTOBOrO NiKapCbKOro 3acoby (3miHa KiNbKOCTi OAUHULL
6nicTepiB y nauuj 3 BMNYCK cepil: (ranpwknag TabneTok, amnyn TOL0) B ynakosL,i) - 3mMiHa nosa
KapTOHY ®APMATEH Jiana3oHOM 3aTBepXeHVX POo3MipiB YNakoBKW, BBEAEHHS
C.A., I'peuis; [,04aTKOBOro po3Mipy ynakoBKu
BMPOGHMLITBO,
nepBuHHe, Ta
BTOPVHHE
nakyBaHHs,
BUMYCK cepii:
SAPMATEH
IHTEPHELLH
N C.A, Ipeuis
166. KNOTPUMA3ON NopoLLOK (CybCcTaHuist) y MAT YkpaiHa OnoH C.n.A. ITanis BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiastiB: 3MiHM | Tuny - - UA/1040/01/01
naketax noABinHWUX "KviBmegnp AaMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
nonieTuneHoBux Ans enapar" MicLisi TpOBaMKEHHS AiANbHOCTI BUPOGHMKA (BKIOHAOUK, 3a
BMPOGHMLUTBA HEeOobXifHOCTI, MicLie NPOBEeAEHHST KOHTPO/IIO SIKOCTI), a60
HecTepusbHNX NiKapCbKux BnacHuka mactep-thaiina Ha A®l, abo noctavasibHMKa
dopm Adl/BuxigHoro matepiasy/peareHTy/npoMiKHOro NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOGHULITBI AP (AKLLO 3a3HAYEHO Y [J0CbE
Ha nikapcbkuid 3acib) 3a BiACcyTHOCTI cepTudikaTta BiAnoBigHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXeHoOMY A0Cke, abo
BMPOGHMKA HOBOI AOMOMIXXHOI PEHOBUHM (SIKLLO 3a3HAYeHOo Y
[0CbE) - 3MiHa Ha3BW BUPOOHMKa AD| knoTpuMasosy, 6e3 3MiHun
MicLsi BUPO6HULITBA
167. KNOTPUMA30N PO34MH A5 30BHILLUHBLOTO My6niuHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu |l Tuny - 6e3 UA/1645/03/01
3acTocyBaHHA 1 % no 25 akuioHepHe akuioHepHe 3MiHa NnapameTpiB cneuudikaliii Ta/abo foMyCTUMUX MexX peuyenma
My hnakoHax; no 25 ma | ToBapucTBO TOBapuCTBO roTOBOro Nikapcbkoro 3acoby (3mMiHa 3HaxoauTbCs nosa
y donakoHi; no 1 donakoHy "HaykoBo- "HaykoBo- 3aTBEPKEHNMM AONYCTUMVMU MexXamu cneuudikauiin); cynyTHs
B nauui 3 KApTOHY BUPOBHUYM BMPOGHUYNIA 3MiHa: 3MiHM BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX
i ueHTp LeHTp y cneuucpikauisix, nig yac BUPOGHULITBA rOTOBOMO NiKapCbKoro
"BopLuarisc "BopLuariBcbk 3aco6y. BBefeHHs1 3MiH npoTsirom 3-X micsliB nicns
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
bKWI XiMiKO- UiA XiMiKo- 3aTBepPAKEHHSA
hapmaueBT thapmaueBTuy
NYHWIA HWi1 3aBof"
3asof"
168. KOATEPMIH IC® Tabnetku no 10 TabneTok ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/8689/01/01
y 6nictepi; no 1 6nictepy 03 [04,aTKOBOO 3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
B nauyi; no 10 Tabnetoky | [0AaTKOBO BiANOBIAA/bHI 3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
6nictepax 10 cTHo KOHTPO/IO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
Bignosigan "IHTEPXIM" [0AaBaHHA AiNbHULI, Ha KA 34iACHI0ETLCA
bHICTIO KOHTPO/Ib/BMNPOBYBaHHSA cepii) - 3amiHa AiNbHUUG , Ae
"IHTEPXIM NpPoOBOAUTLCA BUMPOOYBaHHSA KOHTPOSIO cepii : 3 AiNbHNLb 3a
" agpecamm YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i4 kM. CTapoKWIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbKoi goporu, 40-
A; 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKIOYaoUM AinbHUL Ana AP, NPOMDKHOIO NpoAayKTy
ab0 roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BifMNoBifaIbHOTO 3a BUMYCK cepil, Micue
NpoBeEeHHS KOHTPOIO cepil) abo noctavyasibHUKa BUXiLHOMO
marepiany, peareHTy abo AONOMDKHOT PEUYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - BUTYYEHHS AinbHuLi YkpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, /llocTgopdcbka fopora, 6ya. 86, ae
3[iCHIOETLCA 36epiraHHa roToBOi NPOAYKLT, Ta BUTyYEHHS
iHdhopmalii , LWoao MicLe3HaxXoMKeHHs PUANYHOI 0cobm
169. KONAPEKC® Tabnetkn no 12 tabnetok | FnakcoCmit Benvka BUPOBHULTBO Ipnangis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/2675/01/01
y 6nictepi; no 1 6nictepy KnainH BpuTaHis 3a NOBHUM PymyHis/ 3MiHa BUPO6HMKa BUXIAHOrO/NPOMDKHOrO NMPOAYKTY/peareHTy, Lo peyenma
B KapPTOHHIiA KOpoOLi KoHcblomep LIMK/TOM: IcnaHis BUKOPWCTOBYIOTbCS y BUPOOHUYOMY npoueci AP, abo 3miHa
Xenckep nakcoCwmiTKn BMpO6HUKa (BK/IHOYaKOUU, Ae Heo6XiAHO, MicLe NPOBeLeHHS
(HOK) aviH KOHTpOst0 sikocTi) API - BBeEHHS HOBOro BUPOGHMKa Ad|
TpeigiHr [JaHrapsaH (TepniHrigpaTy) Cambrex Profarmaco Milano S.r.l., Italy 3amicTb
Nimiteq Nimites, 3apeecTpoBaHoro Bupo6Huka Destilerias Munoz Galvez S.A.,
Ipnangis; Spain
Bignosigae 3a
NepBUHHY,
BTOPUHHY
yNaKkoBKy;
BUMYCK cepii:
C.K.
€spochapm
C.A., PymyHisi;
Bignosigae 3a
NepBUHHY,
BTOPWHHY
yMakoBKy,
KOHTPO/b

AKOCTI (TiNbkK
Mikpobiosoriy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
Ha yucToTa),
BUMYCK cepil:
CmiTKNnsiiH
Biuem C.A.,
IcnaHis
170. KOMBINPUN-KB Tabnetkn no 5 mr/10 mr, AT YKpaiHa AT Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnx matepianis: 3MiHu | Tuny - 3a UA/11887/01/01
no 10 TabneTok y "KUIBCbKW "KNIBCbKWIN 3MiHM 3 sKocTi. [oToBwMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa Y | peyernmom
6nictepi, no 3 6nicTepu B " BITAMIHHUIA TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs roTOBOro
nauui BITAMIHH 3ABOA" NiKapcbKoro 3acoby (36i/bLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOrO
nn nikapcbKoro 3acoby) - [115 ToproBoi ynakoBku (NigTBEPMAKYETbCA
3ABO4" LaHuMK peasibHOro Yacy) 36i/bLUeHHsT TepMiHY NpUAaTHOCTI
roTOBOrO NikapcbKOro 3acoby Ha nigcrasi pe3ynbraTis
[OCNimpKeHHs cTabinbHOCTI. 3aTBEpAXEHO: 2 POKM
3anponoHoBaHo: 3 POKMK.
BBefeHHs 3MiH NPOoTArom 6-T1 MiCALIB MiC/A 3aTBEPKEHHSA
171. KOPOAPOH® Tabnetku no 200 mr; Ne TOB Ykpaina XIHOIH YropwuHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3683/02/01
30 (10x3): no 10 "CaHodi- 3asog nogaHHs oHosrieHoro CepTudikaTy BignoBigHOCTI EBponelickkii | peyenmom
Tabnetok y 6nictepi; no 3 ABeHTIC dapmaueBTNY thapmakonei R1-CEP 2009-031-Rev 01 Big BXe 3aTBEpPAKEHOr0
6nicTepun y KapTOHHIl Ykpaiva" HUX Ta BMPOGHUWKa Ans A®l amiogapoHy rigpoxnopuay
Kopo6ui; Ne 30 (15x2): no XiMiuHMX
15 Tabnetok y 6nicTtepi; MpogaykTis
no 2 6nictepu y MpaiisiT Ko.
KapTOHHI Kopoo6Lli 4.
172. KO®EIH- NopoLLOK (CybCcTaHuist) y ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/13642/01/01
BEH3O0AT naketax noABinHuX i3 03 [04aTKOBOKO 3MiHu 3 siKocTi. A®I. Bupo6HMLTBO. 3MiHa BUPOGHUKA
HATPIIO nAiBK1 NONieTUNEHOBOT [,00aTKOBO BiANOBiAAbHI BUXIAHOIO/NPOMIXHOrO NPOAYKTY/peareHTy, Lo
0151 BUpO6HMUTBA 10 cTHo BMKOPUCTOBYIOTbCS Y BUpO6HMYOMY npoueci ADI, abo 3miHa
HeCTepW/IbHUX MiKapCbkMX | Bignosigan "IHTEPXIM" BMPOGHUKa (BK/IKOYauK, e HeobXigHo, MicLie MpoBeAEeHHS
dopm bHICTIO KOHTpO/to sikocTi) APl (3a BifCyTHOCTI cepTudpikata
"IHTEPXIM BiANOBIAHOCTI €BpPONENCHKil hapmakonei y 3aTBepaXeHoOMy
" [ocbe)(3MiHM [0 3ax0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
[ofasaHHA AiNbHULI, Ae NPOBOAUTLCSA KOHTPObL/BUNPOGYBaHHSA
cepii) 3amiHa AinbHWLj, A€ NPOBOANTLCS BUNPOOYBaHHSA
KOHTPONIO cepii: 3 AiNbHULb 3a agpecamu YkpaiHa, 65080,
Ogpecbka 0611., M. Ofeca, JliocTaopdcbka gopora, bya. 86 Ta
YkpaiHa, 65025, m. Ogeca, 21-/ km. CTapokuiBCbKoi goporu, 23
Ha AinbHMLO 3a aapecok YkpaiHa, 65025, m. Ogeca, 21-ii km.
Crapokuiscbkoi goporu, 40-A. 3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. BuiyyeHHs BUPOBHUYOT AifibHMLI (BKIOYAKOUN AiSTbHUL
ans A®I, NpomibKHOTro NPOAYKTY abo roToBOro NiKapcbKoro
3aco6y, AiNbHULI AN1A NPOBEAEHHS NaKyBaHHSA, BUPOOHNIKa,
BiANoBiga/IbHOro 3a BMMYCK Cepiii, MicLie NPOBEeAEHHS KOHTPOSI0
cepil) abo nocTayanbHKKa BUXiAHOTO MaTtepiany, peareHty abo
[ONOMDKHOT PEYOBUHY (SIKLLIO 3a3HAYEHO Y JOCbE) BUTYYEHHS
LinbHULI YKpaiHa, 65080, Ogecbka 061., m.Ogeca,
Noctaopdicbka gopora, 6ys. 86, Ae 34iiCHI0ETbCA 36epiraHHs
roToBOI NpoAyKuii
173. KCANMONTUK Kpansi O4Hi, po34nH, 50 dapmaueBT Monbwa BMPOGHMLTBO Kopes/ BHECEHHSA 3MiH A0 peecTpauifiHuX MaTepianiB: yTOYHEHHs 3a UA/13410/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
MKr/MA, no 2,5 mny NYHWI N3, MonbLya HanucaHHA KpaiHM-BUPOGHMKA OHOT0 3 BUPOGHWKIB B peyenmom
dhnakoHi 3 3aBog, nepBuHHE Hakasi MO3 YkpaiHu Ne 192 Big 24.01.2019 B npoveci
KpanesibHuueto; no 1 "Monbapm nakyBaHHs, nepepeecTpaLi Ta BHECEHHS 3MiH 40 peecTpaLiliHux MaTepianis
dhnakoHy 3 a"C. A. KOHTPO/Tb (pedakuyisi 8 3amsepoxeHoMy Haka3si — isoeHHa Kopesi, sipHa
KpanesibHULEI B AKOCTI: pedakyjisi - Kopesi)
KapTOHHiiA Kopo6Lli TaexyH
®APM. Ko.
Nta, Kopes;
BTopuHHe
nakyBaHHs,
KOHTpO/b
akocTi M3 Ta
BMNYCK cepil:
®apmaueBTny
HWi1 3aBop,
"Monbchapma’
C.A,
MNonbLua
174. KCANONTUK Kpanni o4Hi, po3unH, 50 dapmauesT Monbwa BMPOGHMLTBO Kopesl BHECEHHSA 3MiH A0 peecTpaLiiiHMX maTepianiB: yTOUHEHHSA 3a UA/13410/01/01
MKr/MA, No 2,5 mny WNYHWI rns, MonbLa HanucaHHsA KpaiHU-BUPOGHUKA OAHOro 3 BUPOGHUKIB B peyenmom
dhnakoHi 3 3aBog nepBuHHE Haka3i MO3 YkpaiHu Ne 192 Big, 24.01.2019 B npoveci
KpanenbHuueto; no 1 "Monbapm nakyBaHHs, nepepeecTpaLjii Ta BHECEHHS 3MiH A0 peecTpauiliHix matepianis
donakoHy 3 a"C. A KOHTPONb (3miHu | TMNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
KpanesibHuLEe B SIKOCTI: Ta/abo agpecun Micusa NPoBaMKEHHS AisNIbHOCTI BUPOGHMKA
KapTOHHI KOopooLi TaexyH (BKItOHAKOUM, 38 HEOBXIAHOCTI, MiCLLe NPOBEAEHHS KOHTPOSIO
DAPM. Ko. SIKOCTi), @60 BnacHuKa macTtep-chaiina Ha A®l, abo
Ntp, Kopes; noctavasnibHuka A®I/BuxigHoro matepiany/peareHTy/npoMiXXHOro
BTopuHHe NPOAYKTY, L0 3aCTOCOBYIOTbCA Y BUPOOHULTBI ADI (SKLLLO
nakyBaHHs, 3a3HayeHo y A0ChE Ha NiKkapcbKuii 3acib) 3a BifACYTHOCTI
KOHTPONb cepTucbikaTa BiANOBIAHOCTI E€BpONeiichbkili hapmakonei y
akocTi N3 Ta 3aTBEpPKEHOMY [10CbE, 260 BMPOOHMKA HOBOI JOMOMDKHOI
BUMYCK cepil: PEYOBUHM (AKLLO 3a3HAYEHO Y 0Cbe) 3MiHa afpecy BUPOOGHUYOT
dapmaueBTny AinbHUUi A®L. 3MiHn | TURY - 3MiHK 3 SKOCTI. [OTOBWIA NikapCbKni
HW 3aBop, 3aci6. KoHTposib rOTOBOro Mikapcbkoro 3acoby. 3MiHa y meTodax
"Monbapma” BUNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa y
C.A, 3aTBEPKEHNX MeToAax BUNpobyBaHHA) HesHauHi 3MiHu B
Monbwa MeToAWLj BU3HAYEeHHS "laeHTudikalis nataHonpocTy Ta

6eH3a/1KoHIl0 Xnopuay", "KiflbKiCHWUIA BMICT laTaHONpocTy Ta
6eH3ankoHi xnopuay", "KibKiCHWIA BMICT KUCNOTH
naTtaHonpocTy" “cynpoBifHi AOMILKW" — akTyani3auyjis onucy
MeToAMKM. 3MiHu | Tuny - 3MiHK 3 SKOCTI. FTOTOBUIA NiKapCbKUiA
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMKX MEX FOTOBOro
nikapcbKoro 3acoby (iHwi 3MiHK) 3miHa napameTpiB cneyudikallii
p. "CnopigHeHi oMiWKKn" - BBEAEHO CyMa HeifeHTUiKoBaHmX
[OMILLOK. 3MiHKM | TURy - 3MiHW 3 AKOCTIi. [OTOBWIA NliKapCbKMiA
3aci6. KoHTposib rOTOBOro Nikapcbkoro 3acoby. 3mMiHa y MeToax
BMNPOGYBaHHS TOTOBOTO JIIKAPCHLKOro 3acoby (415 NpMBEAEHHS Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BignoBigHicTb 3 1PY abo €Bponeiicbkolo dhapmakoneeo Ta
BU/TYYEHHS NOCUMIAHHA Ha 3acTapinuii BHYTPILLHIA MeToq,
BUNPOBYBaHHS i ioro Homep) 3MiHM y MeTofax BUNPOBYBaHHS
N3 - p."Onnc" NnpuBeaeHo y BigNoBigHICTb A0 BUMor EP
(nocmnaHHa Ha EP). 3MiHu | Tuny - 3MiHM 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX rOTOBOro
nikapcbKoro 3acoby (L0NoBHeHHS cneuudikauii HoBUM
NMOKa3HUKOM 3 BifNOBIAHNM METOAOM BUNPOOYBaHHS) [logaBaHHA
HOBMX MapameTpiB 3 BiANOBIAHUM MeTOAOM BMNPOGYBaHb" y
BignosigHOCTI fo Bumor EP "lgeHTudpikauis Hatpito xnopugy,
iaeHTndikauia docdaTis”, "HEBMAUMI YacTkn". 3MiHuK | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLs MPOBaXEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKAOUakun AifbHULi BUNYCKy cepii abo
MiCLie NpOBEeAEHHS KOHTPOJIH0 AKOCTI. (AIANbHICTb, 3a AKy
BiAANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/IOUAUM BUMYCK Cepild)
3MiHa agpecy BUpO6HWYOI AinbHuLi [N13. BBefeHHs 3MiH
NpPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMXEHHS. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi
3MiHM) 3MiHa po3giny "rpadiyHe ohopMIEHHS ynakoBKkK" Ha
"TeKCT MapkyBaHHs". BBegeHHs 3MiH MPOTAroM 6-Tu MmicsiLiB
nicnsa 3aTBepakeHHs. 3MiHu Il Tuny - 3MiHn 3 AkocTi. ADL.
B1po6HMUTBO (iHLWi 3MiHVM) OHOBNEHHA MalicTep-thaiina ans
aKTUBHOI PEYOBVHY A/151 3aTBEPAXKEHOIO BUPOGHMKA 3 BepCil
ASMF version 5.0 January 2011 Ha version 6.0 August 2014)
(pedakyisi 8 3amsepoxxeHoMy Hakasi — llis0eHHa Kopesi; sipHa
pedakuyisi - Kopesi)
175. KCEN/IIOH® CYCNeH3ist ANs iH'eKLiA TOB YkpaiHa AHCcceH Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13547/01/01
nposioHroBaHoi gii, 100 "[IXXOHCOH i dapmauesTuk | LUseliyapis AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
mr/mn; mo 0,5 mn, abo [bxoHCOoH a HB, Benbris; MiCL NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
0,75 mn, a6o 1,0 mn, a6o YkpaiHa" Cinar Al NiKapcbkoro 3acoby, BKIoYakoun AifbHULi BUNYCKy cepii abo
1,5 mn y nonepegHb0 LLiseiuapis MiCLie NpoBeAEHHSA KOHTPOIIO AKOCTI. (AIANbHICTb, 3a AKy
HanoBHEHOMY LUNpUL; Mo BiANOBIAaE BMPOGHMK/IMNOpTEpP, BK/IOYAOUM BUMYCK Cepiid) -
1 wnpuuy i 2 ronkamun 3MiHa Ha3BW Ta agpecu BUPOBHNYOI AiNbHULI AHCCEH
0151 BHYTPILLHbOM'AA30BMX dapmaueBTvka HB, Benbria (BBegeHHSA 3MiH NpoTArom 3-x
iH'EKLi Y KAPTOHHIM MiCALIB MiC/1A 3aTBEPKEHHS)
Kopobui
176. KCENNIOH® CyCneHsis gNs iH'ekuii TOB Ykpaina FAHCCceH Benebris/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu |l Tuny - 3a UA/13547/01/01
nponoHroBaHoi i, 100 "[I)KOHCOH i dapmaueBTuk | Lseliyapis 3MiHW [0 IHCTPYKLiT 4719 MeAWYHOro 3aCTOCYBaHHS [0 po34inis peyenmom
mr/mn, no 0,5 mn, aéo J>KOHCOH aH.B., "Oco6mBoCTi 3acTocyBaHHA" (pegaryBaHHs iHopMaui),
0,75 mn, a6o 1,0 mn, abo YkpaiHa" Benbrisi; Cinar "Cnoci6 3acTocyBaHHs Ta f03mn"
1,5 mn y nonepegHL0 ATl,
HanoBHEHOMY LUNPUL; NO LLiBeiiuapis

1 wnpuuy i 2 ronkamu
[ANS BHYTPILLHbOM'A30BUX
iH'EKLi Y KAPTOHHIM
Kopoo6ui
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
177. NABAKCOH MOPOLLIOK A1 PO3UUHY M. BioTek Benuka Actpan IHAjs BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | Tumny - 3a UA/13903/01/01
ans iH'ekuii no 1,0r, no 1 nrtp BpuTtaHis CrepiTek 3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema peyenmom
hnakoHy a6o 10 MpaisiT KOHTelHep/3aKynopoBasibHWIA 3aci6. 3miHa po3Mipy ynakoBKu
(h1aKOHIB 3 NOPOLLKOM Y Niviten rOTOBOrO JliKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHMLb
nauui 3 KapToHy (Hanpuknag TabneTok, amnyn ToLWo) B yNakosLi:) - 3miHa nosa
AianasoHoM 3aTBepAyKeHNX PO3MIpIB yNakoBKM - BBEAEHHS
popartkoBoi ynakoBku no 1,0 r abo no 2,0 r y donakoHi no 10
(p1aKOHIB 3 NOPOLLKOM Y nadLli 3 KapTOHY, 6€3 3MiH1 NePBUHHOIO
nakyBa/lbHOro mMartepiasty, 3 BiANOBIAHUMY 3MiHAMU Y p.
«YnakoBKa»
178. NABAKCOH NOPOLLOK A/151 PO3UYUHY M. BioTek Benvka AcTtpan IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13903/01/02
Ans iH'ekuii no 2,0, no 1 nrtg BpuTanis CrepiTek 3MiHK 3 AKocTi. FoToBMIA Nikapcbkuii 3acié. Cuctema peyenmom
chnakoHy abo 10 MpaiBiT KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
hNakoHIB 3 MOPOLLKOM Y NimiTen roTOBOrO NiKapCbKOro 3acoby (3miHa KinbKOCTi OAUHULL
nauui 3 KapToHy (Hanpuknag TabneTok, amnyn TOLW0) B yNakoBy;:) - 3miHa nosa
AianasoHoM 3aTBEpAKEHUX PO3MIPIB YNaKoBKMN - BBEAEHHS
nofaTkoBol ynakoBku no 1,0 r aéo no 2,0 r y conakoHi no 10
(h/1aKOHIB 3 MOPOLLKOM Yy nadui 3 KapTOHY, 6€3 3MiHU NEPBUHHOIO
nakyBa/lbHOro Matepiasty, 3 BiANOBIAHUMY 3MiHAMU Y p.
«YnakoBKa»
179. NAMIBNN® Tabnetkn no 250 wmr; no Hosapric LLIseliyapis BMPOBGHULTBO, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/1005/02/01
14 TabneTok y 6nicTepi; dapma Al KOHTPONb AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 1 6nictepy B KOpOOL AKOCTI, MiCLisi MPOBaKEHHS AiANbHOCTI BUPOGHVKa/iMnopTepa rotoBoro
nakyBaHHs, NiKapcbKoro 3acoby, BKAUauM AinbHULi BUNYCKy cepii abo
BUMYCK cepii: MicLe NpoBefEeHHSA KOHTPOSIK0 AKOCTI. (LiANbHICTb, 3a AKY
Hosapric BiANOBigae BUPOGHMK/IMNOPTEP, BK/IOUAOUM BUMYCK Cepiii) 3MiHa
Papma aapecy BMpo6Huka HosapTic ®apma MNpogakwH M6X,
MpogakwH HimeuyumnHa, 6€3 3MiHM Micus BUpOOHULTBA:
m6X BBefeHHA 3MiH NpOTArom 3-X MicALUIB NicNs 3aTBEPKEHHS
180. NAMI®EH renb 1 % no 15 r a6o no MPAT YKkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHnx maTepianis: yTOUHEHHSA 3a UA/6136/02/01
30 ry Ty6i; no 1 Ty6i B "®ITOPAP "®ITOPAPM" peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne 231 Big peyenmom
nauui 3 KapToHy M 30.01.2019 B npoLieci BHECEHHSI 3MiH A0 peecTpaLinHmX
marepianis - 3MiHM | TMNy - 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLiA NPOBaKEHHA AiSNIbHOCTI BUPOOHUKA (BKIOYatoum, 3a
HEeOobXifHOCTI, MicLie NPOBEeAEHHST KOHTPO/IIO SIKOCTI), a60
B/lacHUKa mactep-chaiina Ha A®l, abo nocTavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/npoMiKHOro NPOAyKTY, LLIO
3aCTOCOBYOTLCS Y BUPOOHULTBI AD| - 3MiHa agpecu Micus
NPOBaPKEHHN AisNIbHOCTI BUPo6HUKa A®I (TepbiHadyiHy
rigpoxnopuay) 6e3 3amiHu micus BUpobHULTBA (pedakyis 8
3amsepoxxeHoMy Hakasi — UA/6136/01/01; sipHa pedakyjisi —
UA/6136/02/01)
181. NAMOTPUWH 100 Tabnetku no 100 wmr; no TOB YKpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasnis: 3MiHu | TUny - 3a UA/2112/01/02
10 Tabnetok y 6ricTepi; "®apma Crapt" 3amiHa nepiogy 36epiraHHsl Ha nepiog NOBTOPHOrO peyenmom
no 1, a6o 3, a6o 6 Crapt” BMNPO6YBaHHSA 4118 AP| JlTaMOTpUIKUH BUPOOHMLTBA.

6nicTepiB y nauuj 3
KapTOHY

3anponoHoBaHo: TepMiH nepekoHTponto — 36 micAuis




154

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
182. NAMOTPVH 100 Tabnetku no 100 mr in TOB YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny - - UA/3999/01/02
bulk: no 7 kr TabneTok y "®Papma Crapt" 3amiHa nepiogy 36epiraHHs Ha nepios NOBTOPHOrO
nonieTuIeHoOBMX NakeTax Crapt” BUNpo6yBaHHA 4718 AD| JlTaMOTPUIKNH BUPOOHULITBA.
B KOHTEHepax 3anponoHoBaHo: TepmiH NepekoHTposito — 36 MicsALiB
183. NAMOTPUH 25 Tabnetku no 25 mr; no 10 TOB YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/2112/01/03
TabneTok y 6nictepi; no 1, "dapma Crapt" 3amiHa nepiogy 36epiraHHs Ha nepiog NOBTOPHOrO peyenmom
abo 3, abo 6 6nictepiB y Crapt" BMNpOoGyBaHHA A58 A®| JlaMOTpUIKNH BUPOBHULITBA.
nauili 3 KApTOHY 3anponoHoBaHo: TepMiH NnepekoHTposIt0 — 36 MicsAUiB
184. NAMOTPUH 25 Tabnetkn no 25 mr in TOB YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHu | Tuny - - UA/3999/01/03
bulk: no 7 kr TabneTok y "®bapma Crapt” 3amiHa nepiogy 36epiraHHs Ha nepiog NOBTOPHOrO
nonieTuNeHoBMX naketax Crapt"” BMNPO6YBaHHsA 4118 AP| JlTaMOTpuapKuH BUpOGHMLTBA.
B KOHTeliHepax 3anponoHoBaHo: TepMiH nepekoHTponto — 36 micsauiB
185. NAMOTPUH 50 Tabnetku no 50 mr no 10 TOB Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2112/01/01
TabneTok y 6nictepi; no 1, "dapma Crapt" 3amiHa nepiofy 36epiraHHs Ha nepiog NOBTOPHOrO peyenmom
3 abo 6 6aicTepiB y nauuy,i Crapt" BMNPOGYBaHHs A1 A®| JlTamMoTpuapKuH BUpobHMLUTBA.
3 KAPTOHY 3anponoHoBaHo: TepMiH nepekoHTposto — 36 MicauiB
186. NAMOTPWH 50 Tabnetkn no 50 mr in TOB YKpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHMx maTepiasnis: 3MiHu | TUny - - UA/3999/01/01
bulk: no 7 kr TabneTok y "®apma Crapt" 3amiHa nepiogy 36epiraHHsl Ha nepiog NOBTOPHOrO
nonieTuNeHoBMX nakeTax Crapt” BMNPO6YBaHHsA 4118 AP| JlTaMOTpUIKUH BUPOBHMLTBA.
B KOHTeliHepax 3anponoHoBaHo: TepMiH nepekoHTponto — 36 micsauis
187. NEBEHIYM TabneTkun, BKPUTI CaH IHAaia CaH IHAjs BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny - 3a UA/16544/01/01
NNiBKOBOI 060/I0HKOIO, dapmacbioT dapmacboTUK 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHA Y | peyernmom
no 250 wmr, no 10 nkan an lHgacTpis TepMiHax npugaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
TabneTok y 6nictepi, no 3 IHpacTpi3 nrp nikapcbKoro 3acoby (36i/1bLueHHs TepMiHy NpuAAaTHOCTI FOTOBOro
abo 5 6nictepiB y Nimiteq nikapcbKoro 3acoby) - [1na Toproeoi ynakoBku (MiATBEPXKYETLCA
KapTOHHI Kopoo6Li OaHVIMU peanbHOro vacy) - 36ibLUEHHA TEPMiHY NPUAATHOCTI
13 3 2-X pokiB A0 3-X pPOkKiB
188. NEBEHIYM TabneTkun, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/16544/01/02
NAiBKOBOK 060/10HKOH, dPapmacbioT PapmacboTUK 3MiHM 3 aKocTi. FoToBwMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa Y | peyernmom
no 500 mr, no 10 nkan an lHpacTpis TepMiHax npuaaTHocTi abo ymoBax 36epiraHHsi rOTOBOro
Tabnetok y 6nictepi, no 3 IHoacTpi3 ntp, niKapcbKoro 3acoby (36iNbLUeHHs TepMiHY NPUAATHOCTI FOTOBOrO
abo 5 6nictepiB y Nimiteq nikapcbKoro 3acoby) - /115 Toprosoi ynakosku (NigTBEPMAKYETbCA
KapTOHHI Kopoo6Li [OaHVIMU peasbHOro vacy) - 36ibLUEHHS TEPMiHY NPUAATHOCTI
"3 3 2-X pokiB A0 3-X pokKiB
189. NEBEHIYM TabneTkn, BKpUTI CaH IHais CaH IHgis BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/16544/01/03
NNiBKOBOK 000I0HKOH, dapmacbioT dPapmacboTUK 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa Y | peyernmom
no 750 wmr, no 10 nkan an lHpacTpi3 TepMiHax npuaaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
Tabnetok y 6nictepi, no 3 IHoacTpi3 Ntg, NiKapcbKoro 3acoby (36i/bLUEHHST TEPMiHY NPUAATHOCTI TOTOBOrO
abo 5 6nicTepiB y NimiTeq nikapcbKoro 3acoby) - [115 ToproBoi ynakoBku (NigTBEPMAXKYETLCA
KapTOHHiiA KOpo6Li AaHVIMU peanbHOro vacy) - 36i/1bLLIEHHA TEPMiHY NPUAATHOCTI
13 3 2-X pokiB A0 3-X pokKiB
190. NEBEHIYM TabneTkun, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/16544/01/04
NAiBKOBOK 060/10HKOI, dapmacbioT PapmacboThK 3MiHK 3 siKoCTi. FOTOBWIA Nnikapcbkuid 3aci6. CtabinbHicTb. 3MiHaY | peyenmom
no 1000 wr, no 10 ukan an lHgacTpi3 TepMiHax npugaTHoCTi abo ymoBax 36epiraHHsi roTOBOro
Tabnetok y 6nictepi, no 3 IHoacTpi3 ntp, nikapcbKoro 3aco6y (36i/1bLUeHHs TepMiHY NpUAATHOCTI FOTOBOrO
abo 5 6nictepis y Nimiten nikapcbKoro 3acoby) - [11s Toprosoi ynakosku (NigTBEPAKYETbCA

KapTOHHI KOpooLi

OaHVIMU peanbHOro vacy) - 36ibLUEHHS TEPMiHY NPUAATHOCTI
"3 3 2-X pokiB A0 3-X pokKiB
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
191. NEBOMILETUH Tabnetku no 250 mr no 10 NnAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/2952/01/01
Tabnetok y énicrepi "KviBmegnp "KuiBmegnpen 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro NiKapcbKoro 3acoby - peyenmom
enapar” apar” BHECEHO 3MiHU Y METOAWKY KOHTposto «MikpobionoriyHa
yncToTa» - 3MiHN NPOBONIArOTOBKM 3paska; 3MiHN NePiogNYHOCTI
KOHTPOJIH0 3 «KOXHOI cepil » Ha «KoxHa 10-Ta cepis»
192. NEBOMIUETUH Tabnetkn no 500 mr no 10 MAT YKpaiHa MNAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasiiB: 3miHu | Tuny - 3a UA/2952/01/02
TabneTok y 6nictepi "KviBmeanp "KviBmegnpen 3MiHa y MeTogax BUnpobyBaHHs rOTOBOTO NiKapCbKoro 3acoby - peyenmom
enapar" apar” BHECEHO 3MiHW Y MeTOAMKY KOHTPOso «MikpobionoriyHa
yncToTa» - 3MiHM NPOBONIAroTOBKM 3paska; 3MiHN NePiogUYHOCTI
KOHTPOJIH 3 «KOXHOI cepii » Ha «KoXHa 10-Ta cepisi»
193. NEPKAMEH® TabneTkun, BKPUTI MeHapiHi Nokcembyp Pekopgaari ITanis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13568/01/01
AN® 10/10 NAiBKOBOI 060/I0HKOIO, IHTepHeLwo r IHaycTpia AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyernmom
no 14 tTabneTok y Han Kimika e MiCLs NPOBaKEHHSA AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
6nictepi; no 2 6nictepu B Onepeiiwo dapmaveyTuk NiKapcbkoro 3acoby, BkNoUYakoun AifbHULi BUNYCKy cepii abo
KapTOHHI KOpoo6Li HC a C.n.A. MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AIANbHICTb, 3a AKy
NMokcembyp BiANOBIAa€e BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepild)
r C.A. YTOUHEHHA agapecu BUpobHuka N3 Pekoppaarti IHaycTpia Kimika e
dapmadeyTuka C.n.A., ITanis, 6e3 3MiH1 MicLA BUPOBGHMLTBA.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHu | TUnNYy - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn) 3amiHa rpadiyHoro ochopmIeHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT MapKyBaHHA
yNakoBOK 3 BifnoBigHMMK 3MiHaMu o po3ainis MKA /13 (po3gin
«["padhiuHe ohopmIeHHSA» 3aMiHEHO pPo34inoM «MapKyBaHHS»).
BBefAEeHHA 3MiH NPOTArOM 6-T1 MicALIB NiCAs 3aTBEPAKEHHS.
194. NEPKAMEH® TabneTkun, BKPUTI MeHapiHi TNokcembyp Pekopgaari ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/13569/01/01
AN® 10/20 NNiBKOBOIO 060/I0HKOIO, IHTepHeLwo r IHaycTpia AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
no 14 tTabneTok y Han Kimika e MiCLil NPOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa rotoBoro
6nicTepi; no 2 6nictepu B Onepeiiwo dapmaveyTuk NiKapcbkoro 3acoby, BKoUakoun AifbHULi BUNYCKy cepii abo
KapTOHHI KOpOOL; HC a C.n.A. MicLie NpoBeAEHHS KOHTPOJIHO AKOCTI. (LisNbHICTb, 3a AKY
TNokcembyp BiANOBIAa€e BUPOGHMK/IMNOpTep, BKIOUaUM BUMYCK Cepiid) -
rC.A. YTOUHEHHS agpecy Bupo6Huka M3 Pekoppari IHaycTpia Kimika e
dapmaveyTuka C.n.A., ITania, 6e3 3MiHM MicLsa BUPOOHMLTBA.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) 3amiHa rpadpiyHOro 0gQOPMJ/IEHHS
NEepPBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT MapKyBaHHSA
ynakoBOK 3 BiANOBiAHUMY 3MiHamu o po3ginis MKA /13 (po3ain
«["pachiuHe odhopmIEHHSI» 3aMiHEHO PO34iIoM «MapKyBaHHSI»).
BBefAEeHHA 3MiH NPOTArOM 6-T MiCALIB NiCAs 3aTBEPAYKEHHS.
195. NO3APTAH TabneTkun, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLTBO CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/14680/01/01
100/r14POXNOP NAiBKOBOK 000I0HKOH, Hoso "in bulk", NoAaHHs OHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI E€Bponeiickkii | peyernmom
OTIA31A, 25 100 mr/25 wmr, no 10 MecTo nepBuHHE, thapmakonei NeR1-CEP 2000-091-Rev 03 ans Ait040i peyoBrHU
KPKA Tabnetok y 6nictepi; no 3 BTOPUHHE Hydrochlorothiazide Bif 3aTBEpA)KEHOro BUPOGHMKA; NOAaHHS
abo no 9 6nictepiB y nakyBaHHs1, OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI €BpONechbkili
KapTOHHIA Kopoo6Li KOHTpONb Ta thapmakonei NeR1-CEP 2004-307-Rev 04 ans 4ito4oi peyoBrHU
BUMYCK cepii: Hydrochlorothiazide Big, Bxe 3aTBepAXEHOro BUPO6HUKa

KPKA, 8.4,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
HoBo mecTo,
CnoseHis;
KOHTPO/b
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTpO/b
cepii: labeHa
4.0.0.,
CnoseHis
196. NO3APTAH TabneTkun, BKPUTI KPKA, 4.4., CnoseHis BMPOGHMLTBO CnoBeHis BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - 3a UA/14680/01/02
50/fIAPOXNIOPO | nniBKOBOK 06OIOHKOM, Hoso "in bulk", NnoAaHHs OHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI EBponeiickkii | peyernmom
TIA3NA 12,5 50 mr/12,5 mr, no 10 MecTo nepBuHHe, thapmakonei NeR1-CEP 2000-091-Rev 03 a4ns Aito40i peyoBrHU
KPKA TabneTok y 6nictepi; no 3 BTOPUHHE Hydrochlorothiazide Big 3aTBEpAKEHOrO BUPOGHYMKA; NOAAHHS
abo no 9 6nictepiB y nakyBaHHs, OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI €BpoNechbkili
KapTOHHIA Kopoo6Li KOHTPONb Ta thapmakonei NeR1-CEP 2004-307-Rev 04 ans Aito4oi peyoBrHU
BUMYCK cepii: Hydrochlorothiazide Big, Bxe 3aTBepAXeHOro BUpo6HUKa
KPKA, o.4.,
HoBo mecTo,
CnoBeHisi;
KOHTPO/b
cepii:
KPKA, o.4.,
HoBo mecTo,
CnoseHis;
KOHTPO/1b
cepii: labeHa
4.0.0.,
CnoseHis
197. N-onTukK Kpansi O4Hi, po3ynH no 5 K.T. PymyHis K.T. PymyHis BHECEHHS 3MiH [0 pEeECTpaLiiiHAX MaTepianiB: TEXHIYHA MoMuIKa 3a UA/16307/01/01
POM®APM Mr/mn no 5 My donakoHi; POM®APM POM®APM B IHCTPYKLUIT 415 MEANYHOro 3aCTOCyBaHHSA Y p. "BUPOGHMK" peyenmom
no 1 donakoHy B KOMIMAHI KOMMAHI
KapPTOHHI KOpo6Lj C.P.N. C.P..
198. NOPICTA® TabneTkun, BKPUTI KPKA, a.4., CnoseHis B1po6HMK, CnoseHis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - 3a UA/5516/01/01
NNiBKOBOIO 060/I0HKOIO, HoBo BiANOBIAa/IbH HimeuunHa 3MiHM WoAao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
no 12,5 mr no 10 MecTo uii 3a BHeceHHs1 abo 3miHa(1) 40 3060B'si3aHb Ta YMOB BuAadi
TabneTok y 6nictepi; no 3, BMPOGHMLTBO peecTpauiiHoro NocBifYeHHs, BKYaoum MNnaH ynpasniHHA
abo no 6, abo no 9 «in bulk», pu3nKamMm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
6nicTepiB B KAPTOHHIl nepBuHHe Ta noAasibLLIoro 06I'pyHTYBaHHS HOBUMU J04ATKOBUM AaHUMMK, LLO
Kopo6ui; no 14 TabneTok BTOPUHHE MaloTb HaJaBaTUCA KOMNETEHTHUM OpPraHoM, OCKifIbKN
y 6nicTepi, no 1, aéo no 2, nakyBaHHs1, B/MaraeTbCsl CyTTEBA OLjiHKA KOMNETEHTHMM OpPraHoM) -
abo no 4, abo no 6, abo KOHTPONb Ta BrikoHaHHS 3060B'A3aHb BiANOBIAHO A0 NignyHKTy 1.13 nyHkTy 1
no 7 6nictepis B BUNYCK cepil: popatky 15 no Mopsaaky NpoBeAeHHst eKcnepTnan peecTpaviiHnx
KapTOHHI KOpOOL; KPKA, 4.4., MaTepianiB Ha Nikapcbki 3aco6Mm, W0 NOAATLCA Ha AEPXKAaBHY
HoBo mecTo, peecTpadito (nepepeecTpalLiio), a TakoX ekcrnepTu3n MaTepianis
CnoseHis; NpO BHECEHHS 3MiH O peecTpaLiiiHix maTepianis NpoTArom fii

PEECTPALLiHOIO NOCBIAYEHHS, 3aTBEPAKEHOIO HakasoM MO3 Big
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

B1po6HMK, 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
BiANoBifa/1bH 460)
it 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs Ta
BMNYCK cepil:
TAL ®apma
m6X,
HimeyunHa;

Brnpo6HuK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;

Brnpo6HuK,
BiANOBiAa/IbH
1 3a
KOHTPO/1b
cepii:
TAL ®apma
m6X,
HimeuuunHa;

Brnpo6HuK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
NabeHa
4.0.0.,
CnoBeHis;

Brnpo6HuK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
Mikpobiosoriy
HOI YNCTOTU
cepii (y
BUMNaaKy
KOHTPO/IHO

cepii TAA
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n/n

Hassa

JliKapcbKo20

3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

dapma 'm6X):

Na6op N+C
AT,
HimevyunHa

199.

NOPICTA®

TabneTkun, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 25 mr no 10 Tabnetok
y 6nicTepi; no 3, abo no 6,
abo no 9 6nictepis B
KapTOHHI kopo6uj; no 14
Tabnetok y 6nictepi, no 1,
abo no 2, abo no 4, abo
no 6, abo no 7 6nictepis B
KapTOHHIA Kopoo6Li

KPKA, a.4.,
Hoso
MecTo

CnoBeHis

Brpo6HuK,
BiANOBiAabH
nii 3a
BUPOBHULTBO
«in bulk»,
nepBuHHe Ta
BTOPUHHE
naxyBaHHs,
KOHTPO/Ib Ta
BUMYCK cepil:
KPKA, o.4.,
HoBo mecTo,
CnoseHis;

B1pO6GHMK,
BiANoBiAa/1bH
uii 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs Ta
BMNYCK cepil:
TAL ®apma
m6X,
HimeyvunHa;

Brnpo6HmK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
KPKA, a.4.,
Hoso mecTo,
CnoBeHis;

Brnpo6HmK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
TAL ®apma
m6X,
HimeuuunHa;

Brnpo6HuK,

CnoseHisi/
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHN Wwopao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NocBigYeHHs, BKIYaoUm MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
noAasibLLIOro 06I'pPYHTYBaHHS HOBUMM JO4ATKOBUM AaHUMK, LLO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLLiHKA KOMMNETEHTHUM OpraHoMm) -
BrikoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13 nyHkTy 1
popatky 15 fo Mopsaaky NpoBeAeHHst ekcnepTnan peecTpaviiHnx
mMarepianis Ha nikapcbki 3ac06u, L0 NOAATLCA HA AEPXKABHY
peecTpadito (MepepeecTpaviio), a TaKoX ekcnepTu3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis NpoTArom fii
peecTpaL,iniHOro NocBiAYeHHS, 3aTBEPAKEHOrO Haka3zoM MO3 Big
26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/5516/01/02
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n/n

Hassa

JliKapcbKo20

3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
NabeHa
4.0.0.,

CnoBeHis;

Brnpo6HuK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
Mikpobiosoriy
HOI YNCTOTU
cepii (y
BUMNaaKy
KOHTPO/IHO

cepii TAL,

dapma 'm6X):

Na6op N+C
AT,
HimevyunHa

200.

NOPICTA®

TabneTkun, BKpUTI
N/1iBKOBOK 060/10HKOIO,
no 50 mr no 10 Tabnetok
y 6nicTepi; no 3, abo no 6,
abo no 9 6nicTepis B
KapTOHHI kopo6uj; no 14
Tabnetok y 6nictepi, no 1,
abo no 2, abo no 4, abo
no 6, abo no 7 6nictepis B
KapTOHHIA Kopoo6Li

KPKA, a.4.,
Hoso
MecTo

CnoBeHis

Brpo6HuK,
BiANOBiAabH
nii 3a
BUPOBHULTBO
«in bulk»,
nepBuHHe Ta
BTOpPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUMYCK cepil:
KPKA, o.4.,
HoBo mecTo,
CnoseHis;

B1pO6GHMK,
BiANoBiAa/1bH
uii 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs Ta
BMNYCK cepil:
TAL ®apma
m6X,
HimeyvunHa;

Brnpo6HuK,

CnoseHisi/
Himeyuunna/
KuTait

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHN Wwopao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta YMOB BuAaui
peecTpauiiHoro NocBigYeHHs, BKIYaoUm MNnaH ynpasniHHA
pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BuMaratoTb(€)
noAasibLLIOro 06I'pPYHTYBaHHS HOBUMM JO4ATKOBUM AaHUMK, LLO
MaloTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKiNbKM
BMMaraeTbCsl CyTTEBA OLLiHKA KOMMNETEHTHUM OpraHoMm) -
BrikoHaHHS 3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13 nyHkTy 1
popatky 15 fo Mopaaky NpoBeAeHHst eKcnepTnan peectpaviiHnx
mMarepianis Ha nikapcbki 3ac06u, L0 NOAATLCA Ha AEPXKABHY
peecTpadito (MepepeecTpaviio), a TaKoX ekcnepTu3n Matepianis
NpO BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis NpoTArom fji
peecTpaL,iniHOro NocBiAYeHHS, 3aTBEPAKEHOrO Haka3zoM MO3 Big
26.08.2005 Ne 426 (y pefakuii Hakasy MO3 Big 23.07.2015 Ne
460)

3a
peyenmom

UA/5516/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;

Brnpo6HuK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
TAL ®apma
m6X,
HimeuuunHa;

Brnpo6HuK,
BiANOBiAa/IbH
nin 3a
KOHTPO/1b
cepii:
NabeHa
4.0.0.,

CnoBeHis;

Brnpo6HuK,
BiANOBiAa/IbH
nii 3a
KOHTPO/1b
Mikpobiosoriy
HOT YncToTn
cepii (y
BUMNaaKy
KOHTPO/IHO
cepii TAL,
dapma 'm6X):
Na6op N+C
AT,
HimeuyuunHa;

Brnpo6HuK,
BiANOBiAa/IbH
nii 3a
BMPOGHMLTBO
"in bulk",
nepBUHHE Ta
BTOPUHHE
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

nakyBaHHS:
CaHluaiiH
Neiik dapma
Ko., NTa,
Kutaii

201.

NOPICTA®

TabneTkn, BKpUTI
NNiBKOBOI 060/TI0HKOI0,
no 100 mr no 10 TabneTok
y 6nicTepi; no 3, abo no 6,
abo no 9 6nicTepis B
KapTOHHI Kopo6uj; no 14
Tabnetok y 6nictepi, no 1,
abo no 2, abo no 4, abo
no 6, abo no 7 6nictepis B
KapTOHHI Kopoo6Li

KPKA, o.4.,
Hoso
MecTo

CnoBeHis

Brnpo6HmK,
BiANOBiAa/IbH
nin 3a
BVMPOGHMLTBO
«in bulk»,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BMNYCK cepil:
KPKA, o.4.,
Hoso mecTo,
CnoBeHisi;

Brpo6HuK,
BiANOBiAabH
nii 3a
nepBuHHe Ta
BTOPUHHE
nakyBaHHS Ta
BUMYCK cepil:
TAL ®apma
rm6X,
HimeuumnHa;

B1pO6GHMK,
BiANoBiAa/1bH
uii 3a
KOHTpPO/1b
cepii:
KPKA, o.4.,
HoBo mecTo,
CnoseHis;

B1pO6GHMK,
BiANoBiAa/1bH
uii 3a
KOHTPO/b
cepii:
TAL ®apma
v6X,
HimeuuunHa;

CnoseHis/
HimeuunHa/
Kutait

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny -
3MiHM Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3MiHa(M) [0 3060B'A3aHb Ta YMOB BUaadi
peecTpauiniHOro NocBiAYeHHs, BkIoYatoun MNnaH ynpasiHHA
pv3nkamMm (3acTocyBaHHS 3MiH(M), ski(a) BMMaratoTb(€)
nojasibLLIoro 06r'pyHTyBaHHS HOBUMM [0AATKOBUM AaHUMMK, LLO
MalTb HaaBaTUCs KOMNETEHTHUM OpraHoM, OCKiNTbKn
BMMaraeTbCs CyTTEBA OL{iHKa KOMNETEHTHUM OpraHoMm) -
BukoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 NignyHKTY 1.13 nyHkTy 1
nogatky 15 go Mopsigky NpoBeAeHHS eKCnepTu3n peecTpaLiiHnx
Marepianis Ha nikapcbki 3aco6u, Lo NoJATbCA HA AEPXKABHY
peecTpaLito (nepepeecTpaLiio), a TakoX ekcrnepTusn MaTepianis
NpPO BHECEHHS 3MiH [0 peecTpavuiliHiX maTtepianis NpoTArom gji
peecTpaLiiHoro NocBigYeHHs, 3aTBepapkeHoro Hakazom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
460)

3a
peuyerimom

UA/5516/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs

B1po6HMK,
BiANoBifa/1bH
uii 3a
KOHTPO/b
cepii:
Nab6ena
4.0.0.,
CnoBeHis;

B1po6HMK,
BiANoBifa/1bH
uii 3a
KOHTPO/b
Mikpo6ionoriy
HOI YncToTU
cepii (y
BUNaaKy
KOHTPO/IH0
cepii TAJ,
dapma N'vbX):
Na6op N+C
AT,
HimeuuunHa;

B1po6HMK,
BiANoBifa/1bH
it 3a
BMPOGHMLTBO
"in bulk”,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHS:
CaHwwaiiH
Nevik dapma
Ko., ita,
Kutaii

202. MAA/TOKC® cycneHsis opasibHa Ne 1: TOB YkpaiHa Ei. Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/9220/01/01
no 250 M1y pnakoHi; no "CaHoi- HaTtTepmaHH ITanis 3MiHa Ha3Bu BMPOOHUKa AD| antoMiHito rigpokcuay Ta MarHito peuyenma
1 donakoHy B KapTOHHIi ABeHTiC eHg Caiii. rigpokcunay, 6e3 3mMiHn Micua BUpo6GHULTBA
Kopoo6Li Ykpaina" v6X,
HimeuumnHa;
CaHodpi C.n.A,
ITanis

203. MATHIHO NopoLLIOK (CybcTaHuis) y AT YkpaiHa "Oep Ci 13painb BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - - UA/14322/01/01
riaPOKCUA naketax nonieTueHoBmx "KNIBCbKIN BpomaiiH 3MiHn 3 aKkocTi. A®I. CTabinbHicTb. 3MiHa nepiofy NOBTOPHMX
ANns BUpo6HULTBA " KomnaHi /itg." BMNpo6yBaHb/nepiody 36epiraHHa abo ymMoB 36epiraHHs Adl (3a
HecTepuibHUX nikapcbkux | BITAMIHH BiiCYTHOCTI Y 3aTBEpIKEHOMY [0CLE cepTudikaTa BignoBigHOCTI
dopm Ui €Bponeicbkin papmakonei, Lo BKIOYAE Nepiod NOBTOPHOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3ABOA" BMNpPo6yBaHHS) (Nepiog NOBTOPHOrO BMNPOGYBaHHSA/nepios
36epiraHHs) - 36inbLIeHHs abo BBeAEHHS nepiogy NOBTOPHOIO
BunpobyBaHHA/nepiody 36epiraHHa Ha OCHOBI pe3ynbTaTiB
LOCTiHKEHb Y peasibHOMY Yaci - 36ibLUeHHS TeEPMiHY
npuaatHocTi A®| Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB AOCNiHKEHb
CTabiNbHOCTI B peasibHOMY yaci - 3aTBepmxeHo: TEPMIH
NMPNOATHOCTI - 3 poku; 3anponoHosaHo: TEPMIH
NMPUAATHOCTI - 4 pokw)
204. MAPBEJ/IOH® TabneTkun no 21 TabneTui LepiHr- LLisefuapis 3a NoBHUM HigepnaHg, BHECEHHS 3MiH [0 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 3a UA/10176/01/01
B GnicTepi; no 1 6nictepy Mnay LMKIOM: " 3MiHa napameTpiB cneuudikauiii Ta/abo fomyCTUMUX MeX peyenmom
B calle; no 3 cawey CeHTtpan H.B.OpraHoH rOTOBOIO JIiKApCbKOro 3acoby - BCTAHOB/IEHHA KpUTepiiB
KapTOHHI ynakosLi lct Al NPUIAHATHOCTI 3a nokasHukom «KinbkicHe Bu3HaveHHs All-rac-a-
Tokodhepony» y cneyndikauii Ha TepMiH NpUMAATHOCTI
(BiACYTHICTb faHMX KpUTEPIiB pernaMeHTyeTbCs K NOMUsIKa B
[OKyMeHTauii)
205. METOTPEKCAT KOHUEHTPAT 419 PO3UnNHY EBEBE ABCTpIS NOBHUIA LMK ABcTpis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1209/02/01
"EBEBE" Ans iHgysili, 100 mr/mn dapma BMpOGHULTBA: HimeuyunHa | BuAyyYeHHS BUPOGHMYOI AibHULI (BKIOYaOUN AinbHUL ansa AdL, | peyenmom
no 5 mn (500 mr), a6o no Fec.m.6.X. EBEBE NPOMIXXHOro MPOAYKTY abo roToBOro Aikapcbkoro 3acoby,
10 mn (1000 mr) abo no Hdor. KI Papma AiNbHULI ANnA NPoBeAEeHHS NakyBaHHS, BUPOOHMKa,
50 mn (5000 mr) y lec.m.6.X. BiANOBIAA/ILHOrO 3a BUMYCK CEPIii, MiCLie NPOBEAEHHS KOHTPOSIHO
dhnakoHi; no 1 dpiakoHy B Hdor. KT, cepii) abo nocTavyasibHMKa BUXIAHOTO MaTepiany, peareHTy abo
KapTOHHIA Kopoo6Li ABCTpIS; [OMNOMDKHOT PEYOBUHY - BUTyYEHHSI BUPOOHUYOI AiNbHWLI ANsS
TEeCTYBaHHS: Ad| (meToTpekcaty) Zhejiang Hisun Pharmaceutical CO. Ltd,
Mnn Kutaii
Mikpob6ionoriLu
ec
Mptochnabop
Tm6X,
ABCTpIS;
TeCTYBaHHS:
Na6op N+C
AT,
Himeuunna
206. METOTPEKCAT- pO34uH ANs iH'ekuid, 100 TeBa I3painb dapmaxemi HigepnaHg BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/0818/01/02
TEBA mr/mn, no 10 mny dapmaveBT B.B. " 3MiHV A0 IHCTPYKLT 415 MeAUUYHOro 3acToCyBaHHS Y po3ainm peyenmom
dnakoHi; no 1 dplakoHy B ikan "MpoTunokasaHHA", "B3aeMogis 3 iHWMMK NiKapCbkumy 3acobamm
KopooLi IHoacTpi3 Ta iHWi BUAM B3aemogiit”, "OcobmBOCTi 3acTocyBaHHs",
nra. "3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA rpyaar”,
"3paTHICTb BN/MBATU Ha LUBMAKICTL peakuii Npy KepyBaHHi
aBTOTpaHCNOPTOM abo iHWUMK MexaHisMamun”, "Mo6iuHi peakwyii™
BiINOBIAHO [0 OHOBMEHOI iHhopMaLii 3 6e3neku Ajiryol
peyoBUHN. BBeAEHHA 3MiH NPOTArom 3-xX MicAuiB nicns
3aTBEPAKEHHSA
207. METOTPEKCAT- PO34MH ANa iH'eKLii, 25 TEBA I3painb Papmaxemi HigepnaHpg, BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/9609/01/01
TEBA Mr/Ma no 2 mn 'y cnakoHi, | PapmaueBT B.B. " 3MiHM A0 IHCTPYKLi 415 MeAUYHOTO 3aCTOCYBaHHS Y po3ainm peyenmom
no 1 conakoHy B KOpoo6Lii ikan "MpoTunnokasaHHa", "B3aemogis 3 iHWMMK nikapCbKuMy 3acobamu
IHAacTpi3 Ta iHWi BUAW B3aemogiii", "Oco6nBOCTi 3aCTOCYBaHHS",
Jita. "3acTocyBaHHs y nepiof BariTHOCTi ab0 rogyBaHHsA rpyaar”,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakLil Npu KepyBaHHi
aBTOTPaHCMOPTOM abo iHLWMMK MexaHi3amamu',
"Mepepo3ysaHHsa", "Mob6iyHi peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmawii 3 6e3nekn gjtoyoi peyoBuHN. BBeAEHHS 3MiH
NpoTArom 3-X MicsiLjiB nicns saTrBepAKeHHsA
208. MINAPOKAPA-H pO3unH ANs iH'ekuin, 100 TOB Ykpaina KOHTPO/b, YkpaiHa/ BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny - 3a UA/10376/01/01
Mr/Mi, Mo 5 mn B amnyrni; «®APMAC BMNYCK cepil: HimeuunHa npuBeAeHHS METOZAIB BXiHOr0 KOHTPOJIO Ai04OT PEYOBUHN peyenmom
no 10 amnyn y naywi 3 EN» TOB MenbOoHI0 Y BigNOBIAHICTL A0 MaTepiasiB 3aTBEpAKEHOro
KapToHYy «®APMACEN BMPOGHMKa, BUMOr MoHorpadii «Meldonium dihydrate» EP Ta
», YKpaiHa; 3arasibHuX ctateil JdY 3a nokasHuKamu: - «X10pugn»
BTOPVHHA (npvBeaeHa y BignoBigHiCcTL A0 oHoBNeHoro DMF Ta MoHorpadii
ynaKkoBKa, EP); - «Mikpob6ionoriyHa uncToTa» (OHOB/IEHO NOCUNAHHA Ha
KOHTPO/Ib: akTyasibHy AdY, 2,0, 5.1.4); - «KinbkicHe BU3Ha4YeHHs» (BHECEHO
XONOMAK [oaaTkoBuiA hapMakoneiHuii MeTog, - NoTeHLiOMETpUYHE
depnakyHrcTe TUTPYBaHHS Ta BCi METOAVKM KiIbKICHOTO BU3HAYEHHS AOMNOBHEHO
XHiK FM6X, chopmynamu po3paxyHky); - «3a/MLWKOBa KifIbKiCTb OpraHivyHmx
HimeuuunHa; PO3UYMHHYKIB» (BHECEHI HE3HAYHI peaakLiliHi NpaBku f0
BMPOGHMLTBO npo6onifroToBKM AOCNIAKYyBaHOrO 3pa3ka 6e3 3miHn
Hepo3cacosa KOHLIEHTpAaLii KIHLLeBOro po34nHy, BHECEHI 3MiHM [0 nporpamu
HOI NpoAYyKLUiT, napodasHoro aBrocammnsiepa); 3MiHu | Tuny - 3miHa y
nepBrHHa Ta napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX, BUSHAUYEHNX
BTOPUHHA y crneumdikalisx Ha A®l, abo BUXiZHUIA/MPOMIXHWIA
ynakoBka, NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLLeci
KOHTPO/b: BMPOGHULTBA AP (3BY)KEHHSA JOMYCTUMUX MEX, BUSHAYEHUX Y
XONOMNAK cneumdikauii); cynyTHS 3MiHa: 3MiHa Y MeToax BUNPo6yBaHHS
depnakyHrcte A®I ab0 BUXigHOro Matepiasy/NnpoMixXHOro NPoAyKTy/peareHTy,
XHiK TM6X, LLIO BUKOPUCTOBYETLCA Y Npoueci BUpobHuutea APl (HesHauHi
HimeyunHa 3MiHN Y 3aTBEPAKEHUX MeToAax BUNPOOYBaHHS) - MPUBEEHHS

crneundikavii Ta MeToAiB BXiHOro KOHTPO/IO Ai04oi peYOBUHU
MesbAOoHII0 Y Bi4NOBIAHICTb A0 MaTepianis 3aTBEPAKEHOI0
BMPOGHMKa, BUMOr MoHorpadii «Meldonium dihydrate» EP Ta
3ara/ibHMX ctaTein dY 3a nokasHUKamu:

- «Onne», «Cynbthatn», «Boga» (kputepii NpUAHATHOCTI Ta
MeTOAMKM MPVBEAEHO Y BiANOBIAHOCTI A0 MoHorpadii EP); -
«PO3UYMHHICTb>» (BUYyYEHi KpUTEPIl NPUAHATHOCTI PO3YMHHOCTI B
xnopochopmi P Ta edoipi P); - «lgeHTudpikauis» (B Tecti A
YTOYHEHI PO34MHW, SKi BUKOPUCTOBYIOTLCS BifMNOBIAHO A0 BAMOT
po3giny 4.2 «Peaktneu» A®Y. o TecTy B BBegeHO
aflbTepHaTUBHWI pobounii cTaHAapTHWI 3pasok); - «CynpoBsigHi
[OMILLKM» (HOPMYBaHHS ByAb-AKOT OAVHUYHOT JOMILLKX Ta CyMM
[OOMILLOK 3BYXeHO A0 0,1% Ta 0,3% BignosigHo); 3MiHK Il Tuny -
3MiHa BUPO6HMKa BUXIAHOrO/NPOMDKHOIO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTbCSA Yy BUpoBGHUYoMy npoueci A®l, abo 3miHa
BMpOOHUKa (BK/IlOYaKoUK, Ae HeobXiAHO, MicLe NpoBeeHHs
KOHTpO/t0 sikocTi) APl (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[l0Cb€)(BBEAEHHA HOBOTO BPOOHUKA A®| 3 HaZaHHAM MacTep-
dhaiina Ha A®PI); cynyTHS 3MmiHa: 3MiHa y napameTpax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep

n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2

3acoby yrnakoska) 0 NocBi0O4YeHHs
cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
cneuudikalisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BMPOGHMLUTBA AD| (fogaBaHHS abo 3amiHa (3a BUHATKOM
aKTMBHOT pevyoBuHK BionoriyHoro abo iMyHoN0riYHOro
NOXOPKEHHS) NapameTpa cneuudikauii 3 BignoBigHIM METOAOM
BMNpoOyBaHHA 3a pe3ynbTataMun AoChifpkKeHb 3 6e3nekn abo
AKOCTI) - 3MiHa y MeTofax BunpobysaHHs APl abo BuxigHoro
marepiany/npomMiKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BupobHuutea A®| (iHWwi 3MiHM B
MeToAax BUNpobyBaHHA (BK/ItOYaloUn 3amiHy abo [OMNOBHEHHS)
[NSi peareHTy, L0 He CMPUYUHSIE iICTOTHOTO BMN/IMBY Ha AIKICTb
A®l) - BBeEHHA A0AATKOBOro BUpobHuka Adl 3-(2,2,2-
TpyMeTuArigpasuHiii) nponioHaty aurigpaty (MenbaoHito) TOB
«DPAPMXIM», YkpaiHa 3 HafiaHHsIM MalicTep-dhaiiny i sk
Hacnifok 3MiHM B crneuudikaLii Ta MeTogax KOHTPOsIto 3a
noKasHUKaMn «PO3UMHHICTb», «pH», «3anLLKOBI KifIbKOCTI
OpraHiYHMX PO34MHHKKIB» Ta «CynyTHI AOMILLKN»

209. MIO31M MOPOLLOK ANs [xeH3alim HinepnaHpg, HarnoBHEHHS Ipnangjs/ BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu Il Tuny - 3a UA/11618/01/01
NpUroTyBaHHsA HOpon B.B. " onakoHiB Ta Benuka 3MiHM Woao 6e3nekn/edpekTUBHOCTI Ta chapMakoHarnsgy. 3MiHu | peyenmom
KOHUeHTparty A/1s BMPOGHMLTBO Bputanis/ y TepaneBTUYHUX NOKa3aHHAX (fofaBaHHA HOBOroO
pO34unHy ANns iHQysili no KIHL,EBOrO Benbris TepaneBTMYHOro NokasaHHA abo 3MiHa y 3aTBEPAKEHOMY
50 wmr, 1 cpnakoH 3 NpoAaYyKTY, nokasaHHi) 3MiH1 BHeCeHi 0 IHCTPYKUIT y po3ain "MokasaHHsA" ; a
MOPOLLKOM Y KapTOHHIl MapKyBaHHs Takox Ao po3giny "®apmakonoriyHi BnactmeocTi”. 3miHu Il Tuny -
nauu,i Ta nakyBaHHS, 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHu

KOHTPONb Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
akocTi M3, MapKyBaHHS! Ta IHCTPYKLi A1 MEAMYHOT0 3aCTOCYBaHHA Y
BMNYCK cepil: 3B'AA3KY i3 HOBVMU JaHVUMM 3 SKOCTI, JOKMIHIYHUMMU, KIIHIYHUMYN

[oxeHszainm OaHUMK Ta faHumy 3 hapmakoHarnsgy

Ipnang, 3MiHN BHECEHI A0 IHCTPYKLii y po3ain "Mo6ivHi peakuii”. 3miHu Il

Nimites, Tuny - 3MiHK Woao 6e3nekn/edheKTBHOCTI Ta thapmakoHarnagy.

Ipnangis; BHeceHHs abo 3MiHa(M) [0 3060B'A3aHb Ta YMOB BUaadi
MapKyBaHHSA peecTpauiiniHOro NocBiAYeHHs, BKIOYatoun MNnaH ynpasiHHA
Ta nakyBaHHs pv3nkamMm (3acTocyBaHHS 3MiH(M), ski(a) BMMaratoTb(€)
N3, Bunyck noAasibLLIoro 06r'pyHTyBaHHS HOBUMM [0AATKOBUM AaHUMMK, LLO

cepii: MalTb HaaBaTUCs KOMNETEHTHUM OpraHoOM, OCKiNbKn

[oxeHszainm BUMAraeTbCA CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm)

Nimites, BrikoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 NIANYHKTY 2.3 MYHKTY 2
Benvka popatky 15 go Mopsaky NpoBeAeHHs eKCnepTn3n peectpaliniHnX
BputaHis; Marepianis Ha nikapcbki 3aco6u, Lo NOJATLCA HA AEPXKABHY
BUPOBHULTBO peecTpaLito (nepepeecTpaLiio), a TakoX ekcnepTusn MaTepianis
AC, NpPO BHECEHHS 3MiH [0 peecTpauiliHiX maTepianis NpoTArom gji
NPUroTyBaHHsA peecTpaLiiHoro NoceifAyYeHHs, 3aTBepAxeHoro Hakasom MO3 Bif,
po3uunHy 113 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne
ans 460)
niodpinizaui:
[oxeH3alim

dnaHgepc
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
686a, benbris
210. MIOTOKAPA, pPO3unH ANs iHexuin 100 TOB Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - 3a UA/15151/01/01
Mmr/mA, no 5 mn B amnyni "®APMACE "Nlekxim- 3MiHa y napameTpax crneuundikauiii Ta/abo onycTMUX Mex, peyenmom
CKNsHIN, No 5 amnyn y n" Xapkis" BM3HAYEHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWA/NPOMIKHUIA
6nicTepi; no 2 6nictepu B npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MPOLLECi
nauuj 3 KapToHy BMpo6HULTBa API; CynyTHS 3MiHa: 3MiHa y MeToAax
BuUNpobyBaHHsA APl abo BMXiZHOrO MaTepiany/npomiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpoLEeCi
BMpOGHUMLTBa ADI - 3MiHM J0 cneuudikalii Ta MeToAiB KOHTPO/II0
AD| MengoHito, y 38’3Ky 3 NpuBefeHHsAM 10 oHoB/ieHoro DMF
BMPOGHWKA; 3MiHM | TUMy - 3MiHa y MeToAax BunpobysaHHA AdI
abo BMXigHOro Matepiany/npomMikKHOr0 NPoAyKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpOGHULTBA AP - 3MiHM [0
MeTOoZIB BXifHOro KOHTPosito APl 3a nokasHUkamm «Xopuam»,
«MBUY», «3anunLLKoBi KifIbKOCTi OpraHiYHUX pO3UYMHHUKIB,
«KiflbKicCHe BU3HaYeHHs», Y 3B’A3KY 3 rapMOHi3aLieto 4ilounx
pegaxkuin Y Ta EP. Kputepii npuiAHATHOCTI He 3MiHWUCS;
3MiHM |l TUMy - 3MiHa BUPOGHKKA BUXigHOTO/MPOMiXXHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
npoueci Ad®l, abo 3miHa BUpobHuKa (BKIHOHaroun, e HeobxigHo,
MicLie NpoBeAeHHS KOHTPO/IO AKocTi) A®I; cynyTHS 3MiHa: 3MiHa
y napameTpax cneuudikaliii Ta/abo fonycTUMNX MEX,
BM3HAYEHNX Y cneundikauisx Ha A®l, abo BUXIAHWA/NPOMKHUI
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeci
BMPOOHULTBa A®I - 3MiHa Yy MeTofax BUNpobyBaHHA ADI a6o
BVXiHOrO Marepiany/npoMiXHOro NpoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NpoLeci BUpo6HMLTBA AD| - BHECEHHS
aNbTepHaTUBHOrO BUPOGHMKa AD| 3-(2,2,2-TpuMeTurigpasuHiii)
nponioHaty gurigpaty (MenbAoHito) TOB «PAPMXIM», Ta sk
HacnifoK, BHECEHHS BiANOBIAHMX 3MiH A0 cneumndikauii Al
211. MIPTACTAAIH TabneTkn, BKpUTI CTALA HimeuunHa BUWMYCK Cepiil: HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/3907/01/01
NAiBKOBOK 060/10HKOH, ApuHaimiTT CTALOA BocHis i 3MiHu 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
no 15 mr no 10 TabneTok enb Al ApuHaiimitten | FepueroBuH 3amiHa abo BBeAEHHA [0AATKOBOI Ai/TbHNL BUPOOHULTBA A1
y 6nicTepi; no 2 abo 5 b Al, 4acTUHY ab0 BCbOro BUPOBHMYOrO NPoLEecy roToBOrO JliKapCbKOro
6nicTepiB y KAPTOHHIN HimeuuunHa; Cepbis 3aco6y (AinbHWLA AN BTOPUHHOTO NakyBaHHS) - BBEAEHHS
Kopoo6Li BUPOGHNLITBO aNlbTepHaTUBHOIO BMPOOHYKA, BiANOBIfa/IbHOTO 38 BTOPUHHE
Hepo3dgacoBa nakyBaHHa «XEMO®APM» Afl; 3MiHuW | TUNY - 3MiHK 3 AKOCTI.
Horo [oTOBWIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOOHULTBI. 3amiHa abo
NPOAYKTY, BBE/leHHs1 0AATKOBOT AiNbHULL BUPOBHMLTBA 4151 YaCTUHN abo
nepBuHHe Ta BCbOro BUPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
BTOPUHHE (AinbHULSA ONA NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nakyBaHHs, anbTepHaTUBHOIO BUPOOHWKA, BiANOBIAa/IbHOTO 38 NepBUHHE
KOHTPO/b nakyBaHHs «xXEMO®APM» Af]
cepii:
Xemodhapm

4.0.0., bocHis
i
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
[epuerosuHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
"Xemodhapm"
Af, Cepbis
212. MIPTACTAAIH TabneTkun, BKpUTI CTALA HimeuyunHa BUWMYCK Cepiii: HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/3907/01/02
NAiBKOBOK 060/I0HKOHO, ApuHaimitTT CTALOA BocHis i 3MiHu 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
no 30 mr no 10 TabneTok enb Al ApuHaiimitten | FepueroBuH 3amiHa abo BBeAeHHS [0AATKOBOI Ai/TbHNL BUPOOHULTBA AN
y 6nicTepi; no 2 abo 5 b Al, a/ 4acTUHY ab0 BCbOro BUPOBHMYOro NpoLecy roToBOro JlikapCbKoro
6nicTepiB y KAPTOHHIN HimeuuunHa; Cepbis 3aco6y (AinbHWLA AN BTOPUHHOTO NakyBaHHS) - BBEAEHHS
Kopoo6Li BVMPOGHMLTBO anbTepHaTMBHOIO BUPOGHKKA, BifNOBiAaIbHOTO 3a BTOPUHHE
Hepo3gacoBa nakyBaHHa «XEMO®APM» Afl; 3MiHuM | TUNY - 3MiHK 3 AKOCTI.
Horo [oTOBWIA Nikapcbknit 3aci6. 3MiHK Y BUPOOHULTBI. 3amiHa abo
nPoAyKTY, BBe/leHHs1 J0AATKOBOT AiNbHULL BUPOBHMLTBA 4151 YaCTUHN abo
nepBuHHe Ta BCbOro BUPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
BTOPUHHE (AinbHULA ONA NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nakyBaHHs, anbTepHaTUBHOIO BUPOOHWKA, BiANOBIAa/IbHOTO 38 NepBUHHE
KOHTPO/b nakyBaHHsA «xXEMO®APM» Af]
cepii:
Xemodpapm
4.0.0., bocHis
i
l'epuerosuHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
"Xemodhapm"
Afl, Cepbis
213. MIPTACTAAIH TabneTkun, BKPUTI CTALA HimeuunHa BUMYyCK cepili: Himeuunna/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/3907/01/03
NAiBKOBOK 060/10HKOH, ApuHaimiTT CTALOA BocHis i 3MiHu 3 SKOCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
no 45 mr no 10 TabneTok enb Al ApuHaiimitten | FepueroBuH 3amiHa abo BBeAEHHA [0AATKOBOI Ai/TbHNL BUPOOHULTBA A1
y 6nicTepi; no 2 abo 5 b Al, 4acTUHY ab0 BCbOro BUPOBHMYOrO NPoLEecy roToBOrO JliKapCbKOro
6nicTepiB y KAPTOHHIN HimeuuunHa; Cepbis 3aco6y (AinbHWLA AN BTOPUHHOTO NakyBaHHS) - BBEAEHHS
Kopoo6Li BUPOGHNLITBO aNlbTepHaTUBHOIO BMPOOHYKA, BiANOBIfa/IbHOTO 38 BTOPUHHE
Hepo3dgacoBa nakyBaHHa «XEMO®APM» Afl; 3MiHuW | TUNY - 3MiHK 3 AKOCTI.
Horo [oTOBWIA Nikapcbkuii 3aci6. 3MiHKM Y BUPOOHULTBI. 3amiHa abo
NPOAYKTY, BBE/leHHs1 0AATKOBOT AiNbHULL BUPOBHMLTBA 4151 YaCTUHN abo
nepBuHHe Ta BCbOro BUPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
BTOPUHHE (AinbHULSA ONA NEPBUHHOIO NakyBaHHS) - BBEAEHHS
nakyBaHHs, anbTepHaTUBHOIO BUPOOHWKA, BiANOBIAa/IbHOTO 38 NepBUHHE
KOHTPO/b nakyBaHHs «xXEMO®APM» Af]
cepii:
Xemodhapm

4.0.0., bocHis
i
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
[epuerosuHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
"Xemodhapm"
Af, Cepbis
214. MIPOPTUK TabneTkun, BKpUTI Hosapric LLiBeiiuapis Hosapric LLseiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/8947/01/01
060/10HKOIO, dapwma Al dapma LUTeliH 3MiHN Wwopo 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
KMLLKOBOPO34MHHI No 180 Al BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo cuctemy
mr; no 10 TabneTok y dhapmakoHarnsgy (BBeEeHHS y3arasibHeHUX AaHVX Npo cucTemy
6nictepi; no 12 6nictepis thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0CO6y, BiANOBIAA/IbHOI
y KOpobLj 3 KapTOHY 3a 3AjiicHeHHs1 hapMakoHaraay; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkao4yaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cucTemn hapMakoHarnisgy) - 3miHa ynoBHOBaXKeHOI 0cobum
3asBHuKa. MNponoHoBaHa pepakuis: Gabriele Hecker-Barth. 3miHa
KOHTaKTHOI 0co6U 3asBHMKa. [ponoHoBaHa pefakLis: Opnos
B'auecnas. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXXEHOT 0CO6U.
3MiHa KOHTaKTHMX AAaHWUX KOHTaKTHOI 0co6u. 3MiHa Micus
3[iiCHEHHS1 OCHOBHOI AisNbHOCTI 3 hapMakoHarnsgy. 3miHa
agpecu mactep-goaiina cuctemu papmakoHarnisay 3asasHvKa
215. MIPOPTUK TabneTkun, BKPUTI Hosapric LLiBefiuapis Hosapric LLBeiuapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/10098/01/01
060/10HKOI0, dapma Al dapma LUTeliH 3MiHuM Woao 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsmy.
KMLLKOBOPO34MHHI Mo 180 Al BBegeHHs abo 3MiHM [0 y3arasibHEHUX JaHWX NPO cUcTeMy
mr; in bulk: no 10 hapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHuX Npo cuctemy
Tabnetok y 6nictepi; no hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAa1bHOT
12 6nicTepiB B ynakoBLi; 3a 3filicHeHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
no 90 ynakoBoOK y Kopo6i 3 hapmakoHarnsgy 3asiBHUKa An5 34iiCHEHHA hapMakoHarnsgy B
KapTOHYy YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavarum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-gaina
cuctemu chapMakoHarnsgy) - 3miHa ynoBHOBaXXeHoI 0cobum
3asBHuKa. MponoHoBaHa pepgakuis: Gabriele Hecker-Barth. 3miHa
KOHTaKTHOI 0cobu 3asBHUKa. MNponoHoBaHa pegakuis: Opnos
B'ayecnas. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6MU.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0cobu. 3MiHa MicuA
3[iACHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
afpecu macTep-chaiina cuctemu dpapMakoHarisay 3asBHuka
216. MIPOPTUK TabneTkn, BKpUTI HosapTic LLIBeliyapis HoBapTic LLIBeliyapis BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHW | Tuny - - UA/10098/01/02
060/10HKOH, dapma Al dapma LUTeliH 3MiHM Woao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
KMLLKOBOPO34MHHI o 360 Al BBeaeHHs abo 3MiHM A0 y3arasibHEHUX JaHWUX NPo cucTeMy

mr; in bulk: no 10
TabneTok y 6nictepi; no
12 6nicTepis B ynaxkosLy;
no 45 ynakoBOK y KOpobi 3

thapmakoHarnagy (BBe4eHHS y3arasibHeHVX AaHuX Npo cuctemy

thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6W, BiANOBIAa/IbHOI
3a 34ilicHEeHHA thapMakoHarnsay; KOHTakTHOI 0cobm 3

dhapMakoHarisgy 3asiBHUKa Ans 34iNCHEHH hapmakoHarasgy B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
KapToHY YKpaiHi, AKLLO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobwm,
BiANOBIAA/ILHOI 3a 34ilicHEHHS (hapmakoHarnaay (Bka4vawum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-haiina
cuctemu dhapmakoHarnsgy) - 3MiHa yroBHOBaXeHOi 0co6u
3asBHuKa. MponoHoBaHa pepakuis: Gabriele Hecker-Barth. 3miHa
KOHTaKTHOI 0co6U 3asiBHKKa. MponoHoBaHa pefakuis: Opnos
B'auecnas. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXXEHOT 0COobu.
3MiHa KOHTaKTHUX JaHWUX KOHTaKTHOI 0co6u. 3MiHa Micus
3AiiCHEHHA OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy. 3miHa
afpecu macTtep-paiiaa cuctemu hapmakoHarisgy 3asBHukKa
217. MIPOPTUK TabneTkn, BKpUTI Hosapric LLiBeiiuapis Hosapric LLseiiuapis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/8947/01/02
060/10HKOI0, dapma Al dapma LLTeliH 3MiHN Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
KMLLKOBOPO34MHHI No 360 Al BBegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
mr; no 10 TabneTok y thapmakoHarnsgy (BBeeHHS y3arasibHeHUX AaHVX NPo cucTemy
6nictepi; no 12 6nictepis thapmakoHarnsgy, 3miHa yrnoBHOBaXeHOI 0Co6y, BiANOBIAA/IbHOI
y KOpoOLj 3 KapTOHY 3a 3AjiicHeHHs1 hapMakoHariaay; KOHTakTHOI 0cobu 3
thapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapmakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAA/ILHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
cucTemn hapMakoHarnsgy) - 3miHa ynoBHOBaXKEHOI 0cobum
3aaBHuKa. MNponoHoBaHa pepakuis: Gabriele Hecker-Barth. 3miHa
KOHTaKTHOI 0co6U 3asBHMKa. [ponoHoBaHa pefakLis: Opnos
B'auecnas. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXXEHOT 0CO6U.
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOI 0co6u. 3MiHa Micus
3[iiCHEHHS1 OCHOBHOI AifNbHOCTI 3 hapMakoHarnsgy. 3miHa
agpecu mactep-goaiina cuctemu papmakoHarnisay 3asasHvKa
218. MOAENNDb TIH TabneTkun, BKPUTI TOB «TeBa Ykpaina Bupo6HuuTtBo | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13890/01/01
NNiBKOBOI 060/TI0HKOIO, YkpaiHa» Hepo3dgacoBa Xopsaris AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
no 28 TabneTok (24 XoB.Ti HOT MpoAayKu,i, 3asBHVIKa (BNacHWKa peecTpauiiHoro NocBigYeHHs) 3miHa
TabneTtkn Ta 4 6ini nepBuHHA Ta afpecu 3asBHUKa
Tabnetkun (nnauebo)) y BTOPVHHA
6nictepi; no 1 6nictepy ynakoBKa,
pasoMm 3 kaneHgapem ans KOHTPO/b
3acToCyBaHHS B KOPOOLi cepii:
Xaynt ®apma
MioHcTep
m6X,
HimeuuunHa;
J03BiNn Ha
BUMYCK cepii:
MNaAIBA
Xpsarcka
4.0.0.,
Xopsaris
219. MOHTEMAK 10 TabneTkun, BKPUTI Makneogc IHais Makneopc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15178/01/01
NNiBKOBOI 060/I0HKOIO, dapmacbioT dapmacboTUK 3MiHa B yMOBax 36epiraHHsi roTOBOro NikapcbKoro 3acoby. peyenmom
no 10 mr no 10 TabneTok VKaUIC auic Jlimiteq, 3anponoHoBaHo: «36epiraty npy TemnepaTypi He Buwe 30°C B
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
y 6nicTepi; no 3 6nictepu Nimiteq opuriHabHIV ynakoBLji»
Y KApPTOHHIli ynakoBLii
220. MOTUNIYM® TabneTkn, BKpUTI MakHin Benuka Anccen-Cinar dpaHuin BHECEHHS 3MiH 40 pPeeCTpaLiiHnX MaTepiasiiB: 3MiHu | Tuny - 6e3 UA/10190/01/01
NAiBKOBOK 000I0HKOI, MpopakTc BpuTaHis nogaHHa oHosneHoro CepTtudikaTy BignoBigHOCTI EBponeicbkiii peyenma
no 10 mr no 10 Ta6netok Nimiteq hapmakonei R1-CEP 1996-069-Rev 09 Bif BXe 3aTBepKEHOro
y 6nicTepi; no 1 abo 3 BMPOGHUKA
6nicTepy B KapTOHHIiA
ynakosLi; no 30 TabneTok
y 6nictepi; no 1 6nictepy
B KAPTOHHIli ynakoBLj
221. MYKOIEH TabneTkn, BKpUTI Makneoac IHais Makneopc IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/5547/01/01
060/10HKOI0, N0 100 mMr, no | ®apmacbioT dapmacboThK 3MiHa B yMOBax 36epiraHHs /likapcbkoro 3acoby. peyenmom
10 TabneTok y cTpuni; no nKauic avc Nimiteq, 3anponoHoBaHo: YM0BM 36epiraHHs. 36epiratv npyu TemnepaTypi
3 CTpUNU B KAPTOHHIi Nimiteq He BuLle 30°C B opuriHasibHili ynakoBLji. 3MiHW BHECEHI B
ynakoBLi IHCTPYKL0 4518 MeANYHOro 3acTOCyBaHHS y p. "YMoBM
36epiraHHA", K HACMiJOK — BigMOBIAHI 3MiHW Y TEKCT MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby
222. HA3UNBIH® Kpanni HasasbHi 0,01 % Mepk HimeuyunHa Mepk KlaA, HimeuuunHa/ BHECEHHS 3MiH 40 peecTpauiiHnx matepianis: 3MiHu | Tuny - 6e3 UA/7928/01/01
no 5 mn y chnakoHi; no 1 3enbetmeq, HimeuuunHa; MopTyranis | 3MiHKW 3 AKOCTi. [OTOBUIA NikapcbKuii 3aci6. 3MiHWM Y BUPOOHULTBI. peyenma
(h/1TaKOHY B KapTOHHIiA NKaTioH Codpapimekc- 3amiHa abo BBeieHHA [0AATKOBOI AiNbHUL BUPOOGHULTBA AN
Kopoo6ui X IHaycTpia 4YacTUHM abo BCbOrO BMPOBHMYOrO NPOLLECY FOTOBOTO JTiKapCbKOro
Kimika e 3acoby (ainbHULA, Ha 5Kl NpoBOAATLCA 6y Ab-Ki BUPOOHNYI
dapmaueyTika cTagji, 3a BUHATKOM BUNYCKY CEPiii, KOHTPONIO AKOCTI,
,C.A, NepPBUMHHOTO Ta BTOPUHHOIO NakKyBaHHS, /15 HECTePUSBbHIX
MopTyranis nikapcbkux 3acobis). CynyTHS 3MiHa - 3MiHW 3 SKOCTi. [0TOBMIA

nikapcbkuii 3aci6. 3MiHM y BUPOBHMLTBI. 3amMiHa abo BBEEHHSN
[04aTKOBOI Ai/TbHUL| BUPOOHULTBA 415 YACTMHU abo BCbOro
BMPOGHMYOro NpoLecy roToBoro likapcbkoro 3acoby (AinbHuus
[N BTOPUHHOTO NakKyBaHHS) - 3MiHW 3 IKOCTi. TOTOBWIA
nNiKapcbkuii 3aci6. 3miHM y BUPOOHMLUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOBHUYOro NpoLecy roToBOr0 NikapcbKoro 3acoby (AinbHuUUA
[AN151 NEPBMHHOIO NakKyBaHHS) BBEAEHHS A04aTKOBOrO BMPOGHMKA
Coghapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranisi. BBeAeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHN | Tuny - 3MiHM 3 IKOCTi. [OTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLLECi
BMPOOGHULITBA FOTOBOrO fliKapCbKoro 3acoby, BKYaum
MPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (He3HauHa 3MmiHa y npoueci
BMPOGHULITBA) HE3HAYHA 3MiHA Y NpoLieci BUPO6HMLITBA Ha
NPOMNOHOBaHI BUpObHWUIl ginbHuLi Codapimekc - IHaycTpia
Kimika e ®apmaueyTika, C.A. y 3B’A3Ky i3 3aCTOCYBaHHAM [eLLo
pi3HUX BUAiB BUPOBHNYOro obnafHaHHA Ta BHaCNifoK AesKNX
pefakuiiHux 3MiH B ON1C MOTOYHOTO BUPOBHMYOro npouecy (cam
BMPOGHMUMIA NpoLec 3a/IMLLAETbCS HE3MIHHMM). BBeeHHS 3MiH
NpOTArom 6-T1 MiCALIB MiC/A 3aTBEPMKEHHSA. 3MiHM | TNy -
3MiHM 3 siKOCTi. [0TOBWIA NiKapCbknii 3aci6. 3MiHW Y BUPOOHMUTBI.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHWMKa, LLO BiANOBifa€e 3a BBE3eHHS Ta/abo
BUMYCK cepii) - Bkntoyaloum KOHTPonb/BMNpo6yBaHHS cepil
[ofaBaHHsA BUpobHUKa - Codhapimekc - IHaycTpia Kimika e
dapmaueyTika, C.A., MopTyranis. BBefeHHs 3MiH NpoTArom 6-tu
MicsALiB MicnsA 3aTBepAKeHHs. 3MiHu | TUNy - 3MiHM 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHU
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPOOHNLTBA FOTOBOrO /IiKaPCbKOro
3aco06y (iHLi 3MiHX) HE3HaYHI 3MiHK Y MpoLLeci KOHTPOsIo (p.
3.2.P.3.3.2.4 In — process controls) nepesipkv HANOBHEHHS
h1aKoHIB rOTOBOTO NiKapCbKOro 3acoby Ha BUPOOHUYINA AibHAL
Coghapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranisi. BBeAeHHA 3MiH NPOTSArom 6-Tv MicsLiB micns
3aTBEPAKEHHS.

223.

HA3UNBIH®

Kpanni HasasbHi 0,025 %
no 10 mn y donakowi; no 1
hN1aKoHy B KapTOHHIi
Kopoobui

Mepk
3enbetmep,
NKaTioH
m6X

HimeyunHa

Mepk KlraA,
HimeuuunHa;
Codpapimekc-
IHaycTpia
Kimika e
dapmaueyTika

MopTyranis

Himeyunna/
MopTtyranis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
3MiHK 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3amiHa abo BBeAeHHS [0AATKOBOI Ai/TbHNL BUPOOHULTBA AN
4yacTuHM abo BCbOro BUPOGHNYOro NPOLLEeCy roTOBOrO /iKapCbKoro
3acoby (AinbHWLA, Ha AKili NPOBOAATLCS OyAb-AKi BUPOGHMUYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPOJIIO AKOCTI,
NepPBUHHOTO Ta BTOPVMHHOIO NakKyBaHHS, /151 HECTePUbHUX
nikapcbkunx 3acobis). CynyTHS 3MiHa - 3MiHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Aji/IbHUL| BUPOOHULTBA [/15 YACTUHU ab0o BCbOro
BMPOBHNYOrO NpoLEecy roTOBOrO /iKapCbKOro 3acoby (AinbHuMUsS
AN BTOPVHHOTO MakyBaHHS) - 3MiHW 3 AKOCTi. F0ToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6GHULTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHMYOro MpoLecy roToBoro fikapcbkoro 3acoby (AinbHuus
[N NePBUHHOTO NaKyBaHHS) BBeAEHHS JOAATKOBOro BUPOGHMKa
Codpapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPMAXKEHHS. 3MiHM | TUNY - 3MiHW 3 AKOCTi. FOTOBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLieCi
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, Bkovatoun
NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3MmiHa y npoueci
BMPOGHMLITBA) HE3HAYHA 3MiHA Y NpoLieci BUPO6HMLTBA Ha
NPONOHOBAHI BUPOGHWYIlA AinbHKL CodapiMekc - IHaycTpia
Kimika e ®apmaueyTika, C.A. y 3B’A3Ky i3 3aCTOCYBaHHSAM AELLO
pi3HUX BUAiB BUPOBGHNYOro o61afgHaHHS Ta BHACMiAOK AeAKNX
peAakuUiiH1X 3MiH B OMMC MOTOYHOrO BUPOGHMYOro npotiecy (cam
BMPOGHNUNIA NpOLEC 3a/INLLAETLCA HE3MIHHMM). BBEAEHHS 3MiH
NpOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMXEHHS. 3MiHuW | Tuny -
3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHTbCA BUNYCKY cepii Ta

6e3
peuyenma

UA/7928/01/02




172

n/n

Hassa

JliKapcbKo20

3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

KOHTPOJI0 SIKOCTi FOTOBOrO Jlikapcbkoro 3acoby (3amiHa abo
[ofaBaHHA BUPOOHNMKA, LLO BiANOBifae 3a BBE3EHHS Ta/abo
BUMNYCK cepii) - Bkntoyaoum KOHTPONb/BUNpobyBaHHSA cepil
AopaBaHHsa BUpo6HuMKa - Codhapimekc - IHaycTpia Kimika e
dapmaueyTika, C.A., MopTyranisa. BBegeHHs 3MiH NpOTAroM 6-u
MicsaUiB MicnsA 3aTBepAKeHHSA. 3MiHu | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBMIEHUX Y
cneumdikavisx, nig yac BUPOOHNLTBA FOTOBOrO /IIKAPCLKOro
3ac00y (iHWi 3MiHK) HE3HAYHI 3MiHW Yy NPOLLECi KOHTPOIKO (p.
3.2.P.3.3.2.4 In — process controls) nepeBipky HaNOBHEHHS
ch/1aKoHIB rOTOBOTO NiKapCbKOro 3aco6y Ha BUPOBHWYIN AinbHULL
Codpapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS.

224,

HA3MBIH®

Kpanni HazanbHi 0,05 %
no 10 mn y donakoHi; no 1
hNakoHy B KAPTOHHIl
Kopoo6Li

Mepk
3en6ecTmen
MKaTioH
rM6X

HimeuunHa

Mepk KlraA,
HimeuuunHa;
Codhapimekc-
IHoycTpia
Kimika e
dapmaueyTika
,C.A,
MopTyranis

Himeuunna/
MopTyranis

BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu | Tuny -
3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeAEHHA [0AATKOBOI AiNbHNL BUPOOGHULTBA ANS
4acTuHM abo BCbOrO BYUPOGHNYOro NPOLLEeCy roTOBOro /iKapCbKoro
3aco0y (AinbHMULA, Ha 5Kl NPoBOAATLCA 6y Ab-sKi BUPOOHWYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTI,
NEePBUHHOTO Ta BTOPVHHOIO NakKyBaHHSA, A1 HECTePUbHIX
nikapcbkux 3acobis). CynyTHs 3MiHa - 3MiHUW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTMHM abo BCbOro
BMPOBHUYOro NpoLecy roToBOro /ikapcbkoro 3acoby (AinbHuUUA
AN BTOPVHHOTO NMakyBaHHS) - 3MiHW 3 AKOCTi. F0ToBUiA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI Ai/IbHUL| BUPOOHULTBA 715 YACTUHU ab0o BCbOro
BMPOBHNYOrO NpoLEeCcy roTOBOrO /iKapCbKOro 3acoby (AinbHuUsS
[N NePBUHHOTO NaKyBaHHS) BBeAEHHS AOAATKOBOro BUPOOHMKa
Coghapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranisi. BBeAeHHs 3MiH NPOTSArom 6-Tv MicsLiB micns
3aTBEpMXEHHS. 3MiHM | Tuny - 3MiHW 3 AKOCTIi. F0TOBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHM Y NPOLIECi
BMPOOHULITBA FOTOBOrO MliKapCbKOro 3acoby, BKOUaum
MPOMiXXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULTBI
roTOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y npoueci
BMPOOHMLTBA) HE3HAUYHA 3MiHa Y NpoLeci BUPOOGHULTBA Ha
MPONOHOBaHI BUPOGHWYI AinbHML CodapiMekc - IHaycTpia
Kimika e ®apmaueyTika, C.A. y 3B’A3Ky i3 3aCTOCYBaHHSM [eLlo
Pi3HUX BUAiB BUPOOHNYOro o6nagHaHHS Ta BHACNif0K AeSKNX
peAakuiiH1X 3MiH B OMMC MOTOYHOTO BUPO6HMYOro npoliecy (cam
BMPOGHMUUIA NpoLEeC 3a/IMLLAETLCS HE3MIHHMM). BBEEHHS 3MiH
NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHSA. 3MiHu | Tuny -
3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYTLCS BUNYCKY cepii Ta
KOHTPOJH0 SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo

6e3
peyenma

UA/7928/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
[0faBaHHsA BUPOOHNMKa, LLO BiAMNOBifae 3a BBE3eHHS Ta/abo
BUMNYCK cepii) - Bktovarouy KOHTPOb/BUNpo6yBaHHS cepil
AopasaHHA BUPoOHWMKa - Codhapimekc - IHaycTpia Kimika e
dapmaueyTika, C.A., MopTyranis. BBefeHHs 3MiH NpoTArom 6-tu
MicALiB nicnsa 3aTBepmKeHHs. 3MiHU | Tuny - 3MiHW 3 AKOCTI.
[oTOBWI NiKapCbkwii 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHU
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikayisix, nig yac BUPOGHNULTBA FOTOBOrO /liKapCbKOro
3ac006y (iHWi 3MiHN) HE3HAYHI 3MiHW Y NPOLIECi KOHTPOIO (P.
3.2.P.3.3.2.4 In — process controls) nepeBipkv HANOBHEHHS
(h1aKoOHIB rOTOBOrO NiKapCbKOro 3acoby Ha BUPOOHUYIN AinbHALL
Cogpapimekc - IHaycTpia Kimika e ®apmaueyTika, C.A.,
MopTyranis. BBeAeHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
225. HAUBUNAT TabneTkun, BKPUTI [O-p Pepgpi'c IHAain [-p Peppj'c IHAjs BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | Tuny - 3a UA/12159/01/01
NAiBKOBOK 000I0HKOI, NabopaTtopi Nab6opaTtopic He3HayHa 3MiHa y 3aTBEep)KEHUX MeToAax BUNPoOyBaHHA — T. peyenmom
no 600 mr, no 10 clitg nra, PO3UYMHEHHSA - YTOUHEHHA TEMMepaTypy KOSIOHKW, JONOBHEHHS
Tabnetok y 6nictepi; no 1 Brpo6Huya METOAMKM TUNOBUMK XpOMaTorpaMamu; 3miHu | Tuny - HesHayHa
6nicTepy B KAPTOHHIi OinbHuus - 11 3MiHa y 3aTBEpPAKEHVX METOAaX BUMPOOYBaHHS — T.KisIbKicCHe
KOpo6Li BU3HAYEHHS - YTOUHEHHS TeMnepaTypu KO/TOHKU, AONOBHEHHS
METOAMKM TUNOBUMW XpOMaTorpaMamu; 3miHu | Tuny - HesHayHa
3MiHa Y 3aTBepAKEeHNX MeTofax BUNPOOyBaHHA — T.CyMyTHi
[OOMILLKW - YTOYHEHHS TEMMEePAaTypU KOMIOHKW, JOMOBHEHHS
MEeTOAMKM TUNOBMMY XpoMaTtorpamMavv. BBegeHHA 3miH
NMPOTArom 6-T1 MicsLiB NicnsA 3aTBepAKEHHs
226. HANBY®IH- PO34uH ANs iH'ekuiid, 10 TOB YkpaiHa BCi cTagii, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/11606/01/01
DPAPMEKC mr/mn, no 1 ma a6o no 2 "®APMEKC BKJ/IHOHAK0UN 3MiHM 3 SIKOCTi. [0TOBWIA Nikapcbkuii 3acib. 3MiHWM Yy BUpOOHMUTBI. | peyenmom
M7y nonepeaHLo reymn: BUMYCK cepii: 3amiHa abo BBeAEeHHSA [0AATKOBOI Ai/TbHNL BUPOGHULTBA A1
HamnoBHEHOMY LUNPULi; MO TOB 4yacTuHM abo BCbOr0 BUPOGHMYOro NPOLLEeCy roTOBOrO /iKapCbKoro
1 a6o 5 nonepefHbO "®APMEKC 3aco6by (AinbHWLA, Ha AKili NPOBOAATLCS ByAb-AKi BUPOGHWUI
HanoBHEHUX LLNPULIB Y reyn., cTagji, 3a BUHATKOM BUMNYCKY Cepii, KOHTPOSIIO AKOCTI Ta
KOMMNEeKTi 3 ronkamu y YkpaiHa; BTOPVHHOTIO NakKyBaHHA /151 CTEPUIbHUX NiKapCbknx 3aco6iB
KOHTYPHIli YapyHKOBI BCi cTagii, (BKItOYa0UM BUPOGIEHI acenTUYHUM METOA0M), KPiM iKapCbhKUX
ynakoBLi abo 6nicTepi; no OKpiM BUMYCKY 3ac06iB 6i0N10riYHOro/iMyHO/OMNYHOTO NOXOKEHHS). CynyTHS
1 KOHTYpHIiA YapyHKOBIlA cepii: 3MiHa - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
ynakoBLji abo 6nictepy y TOB "X®n BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AiTbHUL
nauui; "3p00poB'sa BMPOBHMLTBA [/151 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLecy
no 1 mn abo no 2 mn B Hapogy", roTOBOrO NikapCbKoro 3acoby (AibHULSA AN1S BTOPUHHOTO
amnyni; no 5 amnyn y YKpaiHa,; nakyBaHHs) - 3MiHV 3 AKOCTI. [0TOBWIA NikapcbkWit 3aci6. 3MiHN Y
6nictepi; no 1 abo 2 BCi cTagii, BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
6nictepun y nayui; no 10 BK/ItOYA0UM cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
amnyn y 6nictepi; no 1 BTOPUHHE abo gofaBaHHA AiNbHULI, Ha AKiA 34JiACHIOETLCA
6nictepy y nauui nakyBaHHs Ta KOHTPO/b/BMNPOGYBaHHS cepii). 3MiHK 3 skocTi. [oToBWiA
KOHTPONb nikapcbkuii 3aci6. CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6
AKOCTI, 3a (iHWi 3MmiHW)- BBEAEHHSA [0AATKOBOI AiNTbHUL BUPO6HULITBA
BUHATKOM roTOBOro fliKapcbKoro 3acoby HanbydiH-Papmekc B amnynax -

BUNYCKy cepii:
ToBapuCTBO 3

ToBapuCTBO 3 06MEXEHOI0 BIANOBIAAILHICTIO "dapmaleBTuyHa
KOMMaHis "3a0pos'a”(Bci cTagii, BKIHYarUYn BTOPUHHE
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

0bMexeHot
BiAnoBiAabHI
CTHO
"®apmauesTu
YHa KOMMaHis
"3popos'a”,
YkpaiHa

nakyBaHHS Ta KOHTPO/1b SIKOCTI, 38 BUHATKOM BUMYCKY Cepii), Ta
AK HACNIAOK YHiDiKaLis KOHTPOSI0 TEXHOOTNYHNX NapamMeTpis B
npoueci BUpobHULTBa. A TaKoX B 3B'3KY 3 BUPOOHNYMMU
MOX/IMBOCTAMM MOC/IAOBHA 3MiHA MPOMDKHOTO NakyBaHHS A1
amny/i, a camMme MOX/IMBICTb BUKOPUCTaHHA 6/icTepiB 3
nokputTAM abo 6e3 NOKpUTTA PoNbroK; 3MiHK | TUNY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Yy BUPOOHMLTBI. 3MiHa
po3Mipy cepil (Bk/toYatouy gianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS [0AaTKOBOro
po3mipy cepii roToBoro nikapcbkoro 3acoby HanbydiH-dapmekc
B amnynax s BAPOOGHULITBA Ha AOAATKOBIV BUPOOHUYIi
AinbHULI TOBapuUCTBO 3 0OMEXEHOI0 BiAMNOBIAA/BHICTIO
"®apmaueBTMyHa KomnaHia "340pos'a”, YkpaiHa - Po3mip cepil
onsa 1 mn cknagae: -300 n -560 n. Po3mip cepii a4na 2 mn
cknagae: -100 11 -200 n; 3MiHK | TMNy - 3MiHK 3 AIKOCTI. FOTOBWIA
nikapcbkuii 3aci6. CructeMa KoHTelHep/3aKynoproBasibHUIA 3aci6.
3MiHa po3Mipy ynakoBK/ roTOBOro fikapcbKoro 3acoby (3miHa
KiNbKOCTi 0AVHMLG (Hanpukniag TabneTok, amnys TOLLO) B
ynakoBLi:) - 3miHa y diana3oHi 3aTBepAkKeHNX PO3MipiB YNakoBKN
- BBeleHHs fofaTkoBoro nakyBaHHs NelO (10x1) fo paHiwe
3apeecTpoBaHux BugiB nakysaHHsa Ne5(5x1), Nel10 (5x2) B
amnynax (BeegeHHs 3MiH NpoTsArom 3-x micsuiB nicns
3aTBEePKEHHS)

227.

HATPIIO
AAEHO3VHTPU
®OCDAT-
JAPHULA

PO34nH ANs iH'ekuin, 10
Mr/Ms; Mo 1 M B amny/i;
no 10 amnyn y Kopoo6Ly;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLyj; Mo 2
KOHTYPHI YapyHKOBI
yMakoBKM B nauLli

MpAT
"Papmaues
TUYHa
dipma
"fapHuua”

Ykpaina

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny -
3MiHa y napameTpax crneuundikaiii Ta/abo fonyCcTVMUX Mex,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMIKHUIA
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y NpOLECi
BMpo6HULTBa A®I; CynyTHS 3MiHa: 3MiHa y MeToAax
BuUNpobyBaHHsA APl abo BMXiZHOrO MaTepiany/npomiKHOro
nNpoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYyBaHHS
(BKtOYatoum 3aMiHy abo fonoBHeHHs) APl abo
BMXifHOro/MPOMIXXHOTo NPOAYKTY) - NpUBEAEHHS cneundikauii Ta
MeToZiB KOHTpoo A®| AT anHaTpieBa cinb (ALeHO3VHY
TpudbocpaTy AnHaTpieBa Cinb) y BiANOBIAHICTL A0 BUMOr AdY Ta
mMaTepianis BUPOOHYMKA: - BHECEHHS YTOYHEHb 3@ NOKa3HUKamm
«lpeHTudikayis», «Mpo3opicTb PO3UNHY», «pH PO3UUHY»,
«CynyTHi AoMilWKn», «Boga», «bakrepiasibHi eHA0TOKCUHW,
«MBUY», «KinbKicHe BU3HAYEHHS»; - HE3HAYHI 3MiHK 3a
nokasHukamm «Xnopuam», «Baxkki metanns, «Muw’ax»; 3MiHu |
™Mny - 3MiHa y MeTodax BUNpo6yBaHHSA roTOBOrO /iKapCbKoro
3acoby; cynyTHS 3MiHa: 3MiHa napameTpis cneumndikayiii Ta/abo
[ONyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby (iHLUi 3MiHW) -
3MiHM [0 crneundikaLii Ta MeToAiB KOHTPOSIO rOTOBOro
NiKapcbKoro 3acoby 3a nokasHukamm «KinbkicHe BU3HAYeHHs» Ta
«bakTepianbHi €HL0TOKCMHW» BHECEHHS pefakuiiiHi npaBku,
odhopmIeHi y BigNOBIAHOCTI 3 peKoMeHAaL i MU | CTUAICTUKOK
AdY; 3mibu | TMny - BBEAEHHSA BUPOGHMYOT AinbHuli API Ha

3a
peuyerimom

UA/2998/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3aMiHy 3aTBeppKeHoT AiflbHULi TOro X Brpo6HMka KYOWA
HAKKO BIO CO., LTD. (a TakoX BUy4YeHHs aMiHiCTpaTUBHOT
AiNbHUL), y 3B’A3KY 3 BUPOOGHMYO0 HeobXigHICTI0. BBeAeHHA
3MiH NPOTArom 6-Tu MicsiLiB Nic/asi 3aTBePAXKEHHS
228. HATPIIO LUUTPAT | nopoluok (cybcTaHuis) y ToBapucTs YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/14660/01/01
naketax noABinHuX i3 03 [04aTKOBOKO AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AinbHUL
NAiBKN NONiETUNEHOBOT [04aTKOBO BignoBiAa/bHI (Bkntovaroum AinbHuL ans Adl, NpoMiXKHOTO NpoaykTy abo
4ns hapmaleBTUUYHOro 10 cTHo roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
3aCTOCyBaHHA Bignosigan "IHTEPXIM" nakyBaHHs, BUPOOHWKa, BigNoBifasIbHOrO 3a BUMYCK cepili, Micue
bHICTIO NpoBeAEeHHS KOHTPO/IIO cepii) abo nocTavanbHMKa BUXIAHOTO
"IHTEPXIM martepiany, peareHTy abo AONOMDKHOT PEYOBUHU (SIKLLLO
" 3a3HaYeHo Y JOCbE) - BUTYYEHHS AiNbHULi 3a aapecoto YkpaiHa,
65080, Opecbka 061., M. Ogeca, Jliocthopdocbka fopora, bya,.
86 [e 34ilicHI0ETbCA 36epiraHHa roToBoi NPOAYKLT; 3MiHM | TNy -
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BMXifHOro/MPOMiXKHOro NpPoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci ADl, abo 3miHa
BMPOGHUKa (BK/IKOYaAOUM, fe HeobXigHo, MicLie NPoBeAEeHHS
KOHTpOsIt0 sikocTi) A®I (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoOMy
[0Cbe)(3MiHM 40 3ax0fiB, NOB'A3aHMX 3 KOHTpoem Adl, abo
[0[aBaHHA AiNbHULI, Ae NPOBOANTLCSA KOHTPO/b/BMNPOGYBaHHS
cepii) - 3aMiHa AinbHULI, e NPOBOAUTLCA BUNPOBYBaHHSA
KOHTPOAIO cepii : 3 AiNbHULi 3a agpecoto YkpaiHa, 65080,
Opecbka 0611., M. Ofeca, Jlloctaopdebka gopora, 6ya. 86 Ha
YkpaiHa, 65025, m. Opneca, 21-i km. CTapokuiBCcbkol foporu, 23
Ta YkpaiHa, 65025, m. Ogeca, 21-ii km. CTapoKuiBCLKOI fOpOru,
40-A
229. HENPOTUAIH PO34unH opasibHMiA, 600 ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | Tuny - 3a UA/16351/01/01
Mr/7 Ma; no 7 Mny 03 06MEXeHOo 3MiHM 3 SKOCTI. [0TOBWIA Nikapcbkuid 3aci6. Onuc Ta cknag. 3miHa | peyenmom
dhnakoHi; no 10 dpriakoHis 06MEeXeHO BiANOBiAa/IbHI y cknagi (4oNoMKHUX peYOBMHAX) FOTOBOIO fiKapCbKOro 3acoby
y KOpo6Lj 3 KapTOHyY; no 7 10 cTHO (cmaxkoBi fo6aBkm abo 6apBHUKKM) - lofaBaHHs, BUNyYeHHs abo
My cawe; no 20 cawe y Bignosigan "GapmaueBTun 3aMiHa - BBEZEHHS 3MiH NpOoTArom 3-X MicALiB nicas
KOpOO6Li 3 KapTOHY bHICTIO YyHa KoMMaHis 3aTBEpPKEHHSA. 3 METOI YO0CKOHa/IEHHS AikicHOro cknagy /13
"@apmaues "3popos'a” Bigbynacs 3amiHa apomartum3aropa xapuoBoro «CyHuUs» Ha
TUYHa apomarusatop «CyHuLsA» Ta, K HacnigokK, 3mMiHa Ck1agoBux
KOMnaHis KOMMOHEHTIB apomarm3aropy; 3MiHn | Tuny - 3MiHW 3 AKOCTI.
"3popos'a" [oTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JlikapCbKOro 3acoby (3MiHa KilbKOCTi 0AMHULb
(Hanpuknag TabneTok, amnyn TOLLO) B ynakoBsLi) - 3miHa nosa
AianasoHOM 3aTBep)KEHNX PO3MIpIB YNakoBKY - BBEAEHHS 3MiH
NpPOTArom 3-X MICALB NiC/A 3aTBEPAXEHHSA. Y 3B'A3KY 3
MapKeTUHIOBOK NOAITMKOK Ta BUPOBHNYMMUN MOXIMBOCTAMM
BBOAUTLCA AOAATKOBUIA BUA NakyBaHHS: MO 7 My calwle 3
MapKyBaHHSIM YKpaiHCbKOK MOBOIO; Mo 20 calue y Kopo6Li 3
KapTOHY 3 MapKyBaHHAM YKPaiHCbKOI Ta POCIiCbKOK0 MOBaMy;
3MiHM | TUny - 3MiHK 3 AKOCTi. OTOBWIA SliKapCbkMii 3aci6.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)
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KpaiHa
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Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

CuncTema KoHTelHep/3aKynopioBasibHUIA 3aci6. 3miHa y
NepBUHHIN yNakoBL,i rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo foAaBaHHA HOBOTO KOHTelHepa) - TBepai, M'siki
Ta HecTepubHi pigki nikapcbki hopmn. CynyTHS 3MiHa
- 3MiHK 3 AKoCTi. F0TOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa NnocTavasibHMKa
nakyBaJIbHUX MaTepiasiiB abo KOMMIEKTYOUMX (SKLWO 3a3Ha4YeHo
B [1OCbE) (3aMiHa abo fofaBaHHA NocTavasibHUKA) - 3MiHU 3
AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. KOHTpoOnb roToBOro
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[LOMYCTUMMUX MEX rOTOBOTO NiKapCbKoro 3acoby (iHLUi 3MiHW) ;
3MiHU 3 AKOCTI. FOTOBWIA Nikapcbkuii 3aci6. KOHTponb roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepyKeHX MeTofax
BMNPOOGYBaHHS) - BBEAEHHSA 3MiH NPOTAroM 3-x MicALiB nicns
3aTBEPMKEHHS. Y 3B'A3KY 3 MApKeTUHIOBOK NOITUKOIO Ta
BMPOBGHNYMMU MOXMBOCTAMUN BBOANTLCA [0AATKOBUIA BUS,
naKkyBaHHs: N0 7 My calue. Ta, K HacnigoK, 3MiHN Y
cneuudikauii /13 Ta meTogax KOHTPOO SKOCTi /13 3a po3ainom
«OfHOpigHICTb A030BaHNX OAUHULE». MeToauka BUSHAYEHHS
3a/mweHa 6e3 3miH. BBefeHHs [0AaTKOBUX NOCTAYau1bHUKIB
nakyBa/lbHOro Matepiasy (Marepian kombiHoBaHuii (o115 cale));
3MiHU | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCcbKuMii 3aci6.
KOHTpO/1b AONOMDKHUX peYOBUH. 3MiHa napaMeTpis
cneuudikaLin Ta/abo fonycTMMmnX Mex A5 ONOMIKHOT
peyoBUHM (IHLWI 3MiHK) -

Y 3B'A3KYy 3 3aMiHOI0 apomaTunsaropa xapyoBoro «CyHuUsa» Ha
apomatusarop «CyHuus», npusegeHHs cneuudikadi Ha
[0MOMiXHY peyoBuHy ApomaTumsatop «CyHWLA» A0 HOPMATUBHOT
[OKYMEeHTTaLii BUPOBHMKA 3a NOKa3HUKaMM: «30BHiLLHIl
BUMNAA», «BiiHOCHA ryCTUHa», «[MOKa3HUK 3aUTOM/IEHHS»; 3MiHM |
TMny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMiIXHUX pevyoBMH. 3MiHa napameTpiB cneuudikaiin Ta/abo
[OMYCTUMUX MeX A/19 [ONOMIKHOT PEYOBUHN ([ONOBHEHHS
cneumaikalii HOBUM NOKA3HUKOM 3 BiANOBIAHNM METOAOM

BMNPOGYBaHHS) - AONOBHEHHSA creumdikalii 4onoMiXHOT
peuoBnHM ApomaTn3aTop «CyHWLSA» NOKa3HUKaMu:
«PO34MHEHHSA», «Baxkki MeTann», «PTyTb», y 3B'A3KY 3
npuBeLEHHSIM [0 HOPMaTUBHOI OKyMeHTaLil BUPOOHMKa

230.

HEMOTAH

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,
no 30 mr; no 10 TabneTok
y 6nictepi; no 3 a6o 10
6nicTepiB y KAPTOHHIl
Kopoo6Li

Megokemi
nTa

Kinp

Megokemi
NTA (3aBog
AZ)

Kinp

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa napameTpiB cneuudikaliii Ta/abo foMyCTUMUX MexX
rOTOBOrO liKAPCbKOro 3acoby - BHECEHHS MOKa3HMKa
«OAHOPIgHICTb [030BaHMX 0AMHULL> (2.9.40) y cneyndikaito
roTOBOro NikapcbKoro 3acoby 3amicTb NokasHuka «OAHOPIAHICTb
macu» (2.9.5); 3amiHu | Tuny - 3miHa napameTpis cneundikauii
Ta/abo [oMyCTUMUX MeX roTOBOro /iKapcbKoro 3acoby -
[0NOBHEHHS cnewmdikaLii roToBOro fikapcbkoro 3acoby HOBUM
NoKasHUKOM «lageHTndikauisa 6apBHUKa» 3 BIANOBIAHUM METOAOM

3a
peyenmom

UA/1286/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BMNPOGYBaHHS
231. HIKCAP® Tabnetku no 20 mr no 10 MeHapiHi JNokcembyp | BMPOBGHULITBO IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13866/01/01
TabneTok y 6nictepi; no 1 IHTepHeLwo r “in bulk”, Himeuunna/ 3MiHa napameTpis cneuumdikauiii Ta/abo fonyCTUMUX MeX peyenmom
abo no 2, abo no 3 abo no Han nakyBaHHs, ITanisa roTOBOrO JliKkapCbKOro 3acoby - BUTy4eHHs 3i cneuudikawii
5 6nicTepiB y KapTOHHii Onepeiiwo KOHTPONb Oomiwkm F 010706-TA; 3MiHU | TURy - 3MiHK Y MeTogax
Kopoo6Li HC cepiii: PAEC BMNPOGYBaHb rOTOBOrO MiKapPCbKOro 3acoby T. OpraHiuHi OMiLLKN
NMokcembyp PAPMA, C.A., - AoAaBaHHA onucy NPUroTyBaHHS PO34YUHIB; foAaBaHHSA
r C.A. IcnaHis; anbTepHaTMBHOro Metogy BEPX ans Bunpo6yBaHHsA KiflbKicCHOro
BVMPOGHMLTBO BMiCTy 6inacTvHy Ta OA4HOPIAHOCTI BMICTY Ha AiNbHuLi A; T.
“in bulk”, OpraHiyHi JOMILLKM - AOAaBaHHSA ONuCy NPUAATHOCTI CUCTEMMU.
nakyBaHHs1, BBefeHHs 3MiH NPOTAroM 6-Ty MICALIB NICNS 3aTBEPAKEHHS;
KOHTpONb Ta 3MiHuW | TMNy - 3MiHK BUNPobyBaHb abo AONYCTUMUX MEX,
BUWMYCK Cepii: BCTaHOB/IEHNX Y crneuudikauisx, nig yac BUpo6GHMLTBA rOTOBOrO
MeHapiHi-®oH NiKapcbKoro 3acoby - 3MiHN YacToTV BUNPOBYBaHb 30BHILLIHLOTO
XeligeH TvM6X, BUrNAA4Y, HOMEpY cepii, TepMiHy NpugaTHOCTI 6aicTepy 3 "KOXHUX
HimeuyumnHa; 30 xBunuH (6 GnicTepiB) Ha "Ha perysIspHii OCHOBI", 4acToTu
BUPOBHULTBO BMNPO6YBaHb repMeTUYHOCTI 6/icTepy 3 "LWOoroanmHn" Ha "Ha
“in bulk”, perynsipHili OCHOBI", Ta 4acToTV BUNPOGYBaHb KOPOGKM
nakyBaHHs, (cepii/Homepy npuaaTHOCTI) 3 KOXHMX 30 XBUIUH (2 oguHULI) Ha
BUWMYCK Cepiii: "Ha perysisipHiii OCHOBI", y 3B’s13Ky 3 BNPOBAaAXEHHSIM HOBOTO
A. MeHapiHi aBTOMaTMYHOro 061aA4HaHHA Ha eTani nakyBaHHSA Ha AiibHuLi A
MaHyhakTypi
Hr JloricTike
eHp Cepsicec
C.p.N1., ITanis;
KOHTPO/b
cepiii: A.
MeHapiHi
MaHydakTypi
Hr JloricTike
eHp Cepsicec
C.p.J1., Itanis
232. HOBIPVH Tabnetkn no 500 wmr, no AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasiiB: 3MiHu | Tuny - 3a UA/12436/01/01
10 TabneTok y 6ricTepi; "KUIBCbKW "KNIBCbKWN 3MiHa po3mipy cepii (BKNoYatoum gianasoH po3Mipy cepir) peyenmom
no 2 abo no 4 6nictepu B " BITAMIHHUIA roTOBOrO NikapCbKOro 3acoby - BBEEHHA 4OAATKOBOro po3mipy
nauu,i BITAMIHH 3ABO" cepii, B 38'A3Ky 3 BUKOPUCTAHHSIM KOHTEIHEPHOTO 3MillyBaya,;
717 3MiHY | TUMy - 3MiHK y NpoLeci BUPOGHMLTBA FOTOBOrO
3ABO" nikapcbKoro 3acoby, BKIOYaUy NPOMiIXHUIA NPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOOHMLTBI TOTOBOrO MiKapCbKoro 3acooby -
He3HauHi 3MiHM Y npoueci BUPOOHULITBA FOTOBOrO MiKapCbKOro
3acoby Ana noAaTKoBOro po3mipy cepii Ha ctagii TIM2.
«OfepxaHHs macu ana TabnetyBaHHsa»: A1 OTPUMaHHS
rpaHynATy 34iACHIOITb 2 3aBaHTaXKEHHS, KOXHE 3 AKX
NPOBOAATL B YCTAHOBL, 3 NCEBAO3PIAKEHUM LLIAPOM Ta
06'eiHYI0Tb X Ha eTani 06nyAploBaHHS Y 3MillyBadi
233. HOOBYT® IC 100 | NOpOLUOK A/18 OPa/IbHOIO ToBapucTs Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu | Tuny - 6e3 UA/8831/02/01
po3unHy, 100 mr/go3y; no 03 [04aTKOBOKO AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOOHUYOT AiNbHUL peyenma
2,51y cawe; no 10 cawe [,08aTKOBO BignoBiAa/IbHI (BkYaruM AinbHUUi ans A®I, NpoMixXHOro NpoaykTy abo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

y nauui 3 KapToHy

10
Bignosigan
bHICTIO
"IHTEPXIM

CTHO
"IHTEPXIM"

roTOBOrO JliKapCbKOro 3acoby, AiNbHUL 415 MPOBEeAEHHS
nakyBaHHS, BUPOOHWKa, BigNoBifaIbHOrO 3a BUMYCK cepil, Micue
NpOBeieHHs1 KOHTPO/IO cepii) abo nocTavasnibHMKa BUXIAHOTO
marepiany, peareHTy abo AOMOMDKHOT PEHOBVHY (SIKLLO
3a3HayeHo Yy I0CbE) BUTYUYEHHS AiNbHULI YKpaiHa, 65080,
Ogpecbka 0611., M.Ogeca, /liocTtgopdcbka fopora, 6ya. 86, ae
3[iICHI0ETLCA 36epiraHHs roToBOI NPOAYKLT, Ta BUTyYEHHS
iHbopmauii woao BrpobHUKa, BiAMNOBIAaIBLHOMO 3a BUMYCK cepii.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO Nikapcbkoro 3acoby (3amiHa
abo fofaBaHHSA AiNbHULI, Ha SKilA 34jCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHS cepii) 3amiHa AinbHUUb , Ae
NpPOBOANTLCSA BUNPOBYBaHHS KOHTPOJIO Cepil : 3 AiNbHULG 3a
afpecammn YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMocTtpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-i4 kM. CTapoKWIBCbKOI Aoporu, 23 Ha AiNbHNL0 3a aApecor
Ykpaina, 65025, m. Ogeca, 21-i km. CTapokuiBCcbkoi goporu, 40-
A.

234.

HOOBYT® IC 500

MOPOLLOK A1 OPasIbHOro
po3unHy, 500 mr/gosy; no
2,51y cauwe; no 10 cawe
y nautlj 3 KapToHy

TosapucTts
03
[04aTKOBO
10
Bignosigan
bHIiCTIO
"IHTEPXIM

YKpaiHa

ToBapucTBO 3
[04aTKOBOK
BigNoBiAa/bHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL
(Bkntovaroum AinbHuL ans Adl, NpoMiXKHOTO NpoaykTy abo
roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
nakyBaHHs, BUPOOHWKa, BignoBifasIbHOrO 3a BUMYCK cepili, Micue
NpoBeAEeHHS KOHTPO/IIO cepii) abo nocTavanbHMKa BUXIAHOTO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayYeHo y OCbE) BU/TYUYEHHS AiNbHULI YKpaiHa, 65080,
Opecbka 061., M.Ogeca, Mlioctaopdcbka gopora, bya. 86, ae
3[iCHIOETbCS 36epiraHHsi rOTOBOT NPOAYKLi, Ta BUNYUYEHHS
iHchopmawii Lwoao BMpo6HMKa, BiAMNOBIAaIBHOMO 3a BUMYCK Cepii.
3miHu | TUny - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro 3acoby (3amiHa
ab0 fofaBaHHSA AiNbHULI, Ha SIKiA 34iACHIOETLCS
KOHTPONb/BUNPOGYBaHHSA cepil) 3amiHa AiNbHuLb , ae
NPOBOAMUTLCS BUMPOGYBaHHS KOHTPOSIO Cepii : 3 AiNbHNLpG 3a
agpecamu YkpaiHa, 65080, Opecbka 0611., M. Opeca,
NMocTpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-in km. CTapoKMIBCLKOT fOpOry, 23 Ha GiNbHULLKO 3a aapecoro
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-

6e3
peyenma

UA/8831/02/02

235.

HYTPUHIN NA4 3

1,1% BMICTOM
AMIHOKUCNOT

po3unH ans
NnepuToOHeas1bHOTO Aiasisy
no 2 Ny NNacTMkoBoMy
MiLLKy, 06nagHaHoOMy

iH EKUiAiHMM NOpPTOM i
3’eflHyBayeM,
BK/1aIeHOMY B

Bakctep
Xenckea
C.A.

Ipnangis

bakctep
Xenckea C.A.

IpnaHgjs

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu |l Tuny -
BBEJIEHHA aNlbTepHaTMBHOrO BUPO6HKKa Ajinomoto US ao Bxe
3aTBepaxeHoro Ajinomoto Co, Inc., Japan gns Amino Acid Blend

3a
peuerimom

UA/4981/01/01




179

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
iHOVBIAyaNbHWI NakeT; No
5 KOMMNEKTIB y KAPTOHHIi
Kopobui; no2 ny
NIacTUKOBOMY MiLLKY,
o6nagHaHoMy
iH eKLjiiHM nopToM, 3
iHTerposaHum 3a
[0MOMOrol ABOX
marictpanei i Y-
3’eiHyBaya NopoXxHiv
MILLKOM AN18 ApeHaxy,
BK/TafIEHUX B
iHOMBIAyaNbHWI NakeT; No
5 KOMMNEKTIB y KAPTOHHIi
Kopoo6ui
236. OKCANINNATUH | KkoHUEHTpaT A1 PO34nHYy Amakca Benuka KOHTpPO/b Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny - 3a UA/14965/01/01
AMAKCA Ans iHgysild, 5 mr/mn no dapmva NTA BpuTaHis cepii, Pecny6nika | 3MiHM 3 sikoCTi. FOTOBWIA Nikapcbkumii 3aci6. 3MiHWM Yy BUPOOGHULTBI. | peyenmom
10 mn, 20 mn a6o 40 mn y cepTucpikauis Kopes 3amiHa abo BBeAEHHA [0AATKOBOI AiNbHNL BUPOOGHULTBA ANS
dhnakoHi; no 1 dpnakoHy B Ta BMMycK YyacTvHu abo BCbOro BUPOGHUYOro NpoLiecy roToBOro /ikapCbKOro
KapTOHHI Kopobuyi. cepii: 3aco0y (AinbHMULA, Ha 5Kl NPoBOAATLCA 6y Ab-sKi BUPOOHWYI
AkBiga 'v6X, cTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPOSIIO AKOCTi Ta
HimeyvunHa; BTOPVHHOIO NakKyBaHHA A5 CTEPUIbHUX NTiKapCbKMX 3ac06iB
BUPOBHULTBO (BKNtOUatouM BUPOGIeHi acenTUYHUM METOL0M), KPiM JTiKapCbKMX
in bulk, 3ac06iB 6i0/10r4YHOr0/iIMyHOOrYHOTO MOXOAKEHHS) - BBEAEHHS
nepBuHHE [04aTKOBOI [ibHULL BUPOGHMLTBA BiANOBIAA/IbHOI 3a
nakyBaHHs, BUPO6HMUTBO in bulk, nepBuHHe nakyBaHHA: AKBiga MmM6X,
KOHTPO/1b Bepkwtpacce 21, 23942 flaccoB, HimeuyunHa; 3miHu | Tuny -
cepii: 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
AkBiga 'm6X, 3MiHa iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
HimeuumnHa; KOHTPO/IO SIKOCTi FOTOBOrO MikapCbKoro 3acoby (3amiHa abo
BTOpPUHHE [0JaBaHHSA AiNTbHUL, Ha SKIl 34INCHIOETLCSA
nakyBaHHs, KOHTPONb/BUNPOGYBaHHSA cepil) - BBEAEHHSA A0AATKOBOT AiNbHALL
KOHTPONb BMPOGHMLTBA BiANOBIAA/ILHOI 3@ KOHTPONb cepii: AkBiga M6X,
cepii: Bepkwrpacce 21, 23942 flaccoB, HimeuunHa; 3miHu | Tuny -
BeHyc ®apma 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
m6X, 3MiHM y NpoLeci BUPOGHULITBA FOTOBOTO /iKapCbKoro 3acoby,
HimeyvunHa; BK/THOHAK0UM MPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NpU
BTOPUHHE BUPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby (iHLWi 3MiHK) -
nakyBaHHS: He3HauHi 3MiHM y NpoLeci BUPOGHMLTBA rOTOBOTO liKapCbKOro
Komdphacc 3acoby — fofaBaHHS i30/1H0K040T TEXHOOTIT B SIKOCTI
mM6X, a/bTepHaTVBW KOHLEMNLii YACTOro NPUMILLEHHS Y 3B'A3KY 3
HimeuuunHa; nepeHeceHHsIM BUPO6HMYOro NpoLecy Ha A0AaTKOBY BUPOGHUYY
BMPOGHMLTBO ainsHuuto AkBiga M'm6X 3a agpecoto Bepkwtpacce 21, 23942
in bulk, [Haccos, HimeuurHa; 3miHu | Trny - 3miHu 3 sikocTi. FoToBUIA
nepBuHHe Ta nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHM Y NpoLIeCi
BTOPVIHHE BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby, Bkovatoun
nakyBaHHs1, NPOMIKHWI NPOAYKT, LLIO 3aCTOCOBYETLCS NPW BUPOOHULTBI

KOHTPO/Ib

rOTOBOrO J1iKapCbKOro 3acoby (iHLWi 3MiHM) - HE3HAYHI 3MiHW Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
cepii: npovueci BUpobHULTBA rOTOBOTO NiKapCbKOro 3acoby — yepes
CamsHr He3HauHi BiAMIHHOCTI BCTAHOB/IEHWNX NapameTpiB cTepunisauii
Biochapmac'to Ana obnagHaHHA Ta matepianis (Mpo6ku, amnynun) Mk AkBiga
Tiken3 'v6X Ta CamsHr biodapmac'totikens KopnopeiiluH, getanbHui
KopnopeiiLuH, onunc napameTpiB cTepunialii B 4OCbE 6YN0 CMPOLLEHO LLAAXOM
Pecny6nika BBe/IeHHs1 KpUTepiiB NPUIAHATHOCTI BignoBiaHO Ao Ph. Eur.
Kopes MoHorpadii. 3aranbHuii NpoLUec BUPOOGHMLTBA 3a/TNLIAETHCS

HEe3MiHHUM; 3MiHu | TUNY - 3MiHKU 3 SKOCTi. FOTOBMIA NiKapCbKUii
3aci6. 3MiHV Y BUPOOHULTBI. 3MiHM Y Npoueci BUpO6HULTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaoUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCA NPU BUPOBHMLTBI FOTOBOrO NiKapCbKOro
3ac06y (iHLWi 3MiHW)- He3HaYHI 3MiHW y NpoLeci BUPO6GHULTBA
rOTOBOrO J1iKapCbKOro 3acoby — A8 NPUroTyBaHHs po3unHy bulk:
perynoBaHHs LWBUAKOCTI NepeMillyBaHHA Ta 6ap60oTyBaHHSA
a30TOM yepes pi3Hi pesepByapu 4711 3MiLLyBaHHS Y 3B'A3KY 3
nepeHeceHHAM BMPOOHNYOro NpoLecy Ha J04aTKOBY BUPOOHNYY
pinbHuUo AkBiga M'm6X 3a agpecoto Bepkwtpacce 21, 23942
[Jaccos, HimeuunHa; 3miHu | Tuny - 3MiHK 3 AKocTi. FoToBwMiA
nikapcbkuii 3aci6. 3MiHU y BUPO6HMUTBI. 3MiHM BUNpobyBaHb abo
[0oNyCTUMUX MeX, BCTAHOB/IEHNX Y creundikalisx, nig vyac
BMPOOHULITBA FOTOBOTO NiKAPCLKOro 3acoby (iHLUi 3MiHN) -
He3HauHi 3MiHV BUNpo6yBaHb B MPOLECi BUPOGHMLTBA FOTOBOrO
nNikapcbKoro 3acoby y 3B'A3Ky 3 NepeHeCceHHAM BUPOBHNYOro
npouecy Ha AOAATKOBY BUPOOHUYY AinbHUL0 AkBiga Mv6X 3a
appecoto Bepkwrpacce 21, 23942 flaccos, HiveuunHa -
aflanTauis BEpXHbOT MeXi 06'eMy HAMOBHEHHSA 3rigHO 3
MoHorpadieto USP 1151 dapmaieBTUYHI Nnikapcbki dhopmun 1a
PekomeHngauii FDA "JonycTvmuii HagAnLWoK i HomiHanbHWi
pO3Mip HanoBHEHHSA (PN1AaKOHIB iH'EKLIHMX NiKapCbKuX 3acobiB Ta
6io/10riYHMX NPOAyYKTiB" (YepBeHb 2015 p.) yepes iHWMii Hacoc Ha
HOBIli BUPOGHWYIN AiNbHULI; 3MiHW | TURY - 3MiHW 3 AKOCTI.
[oTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHU
BMNPo6yBaHb abo AOMYCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUPOOHNLTBA FOTOBOrO /IiKaPCbKOro
3aco06y (iHLWi 3MiHK) - HE3HAYHI 3MiHW BUNPOOYBaHbL B NPOLECI
BMPOOGHULITBA FOTOBOrO NiKapCbKoro 3acoby y 3B'A3Ky 3
nepeHeceHHAM BMPOOHNYOro NpoLecy Ha J04aTKOBY BUPOOHNYY
ninbHUUo AkBiga M'm6X 3a agpecoto Bepkwtpacce 21, 23942
[accos, HimeuunHa - fofaBaHHsA anlbTepHATMBHOIO MeToAy A/1S
nepeBipKy LiNiCHOCTI 3aKpUTTS KOHTeNHepa; 3MiHN | Tuny - 3MiHK
3 AKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK
BMNPo6yBaHb abo AOMYCTUMUX MEX, BCTAHOBNEHNX Y
cneuudikauisix, nig yac BUPOOHNLTBA FOTOBOrO /IiKaPCbKOro
3aco6y - He3HauHi 3MiHV BUNpOGyBaHb B NPOLLECi BUPOOGHULTBA
roTOBOro NikapCbKoro 3acoby y 3B'A3Ky 3 NepeHEeCEHHSM
BMPOGHMYOro NpoLecy Ha A0AATKOBY BUPOGHWYY AiNbHULIO
AkBiga Nv6X 3a agpecoto Bepkwrpacce 21, 23942 [accos,
HimeuumnHa - ogaBaHHA anbTepHaTBHOro Metoay IPC
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

"MepeB.ipka uinicHocTi dinbTpiB" (MeTog andiysii B 4oAaTok fo
MeTOoAy TOUKM Bynbb6aLlkn); 3MiHM | TMny - 3MiHW 3 AKOCTI.
[oToBWI NiKapCbkuii 3aci6. 3MiHW Y BUPOBHWLTBI. 3MiHU
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikadisix, nig yac BUPOGHNULTBA FOTOBOrO /liKapCbKOro
3ac006y (iHWi 3MiHK) - HE3HAYHI 3MiHM BUNPOOYBaHb B NPOLIECI
BUPOGHMLITBA FOTOBOIO /1iKapCbKOro 3acoby y 3B'A3Ky 3
nepeHeceHHsM BMPOOHNYOro NpoLecy Ha J04aTKOBY BUPOGHUYY
AinbHuuto AkBiga M'v6X 3a agpecoto Bepkwtpacce 21, 23942
[Jaccos, HimeuunHa - ofaBaHHA albTEPHATUBHOIO CNocoby
OLiHKM KMCHIO Y BEPXHbOMY NpocTopi chnakoHiB. Cneumdikauis
[ONA MakCUMasibHOI KOHLEHTpaLi KUCHIO Y BiIbHOMY NpocTopi(?
10%) 3a/MLIAETLCA HE3MIHHO; 3MiHU | TUMY - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasbHWiA 3aci6. 3miHa chopmu abo po3mipy
KOHTEeWHepa 4n 3aKynopioBasIbHOrO 3acoby (MepBMHHOT yNakoBKK)
(cTepunbHI nikapcbki 3ac06K) - BBeAEHHS HOBUX BUAIB (D1aKoHIB
3 1eLLo pi3HMMKU po3mipamu Ta hopmamu 415 [0AaTKOBOI
BMPO6HMYOI AinbHULi AkBiga M'm6X (10R Ta 20R DIN dnakoHu, a
Takox 40 M1 o1akoHK) Y NOPIBHAHHI 3 3aTBEPIKEHUMMN
thnakoHamu Ha CamsiHr Biodhapmac'toTikens KopnopeiiuH; 3miHun
| TNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa nocTavasibHMKa
nakyBasilbHUX MaTepianis abo KOMMIEKTYHUMX (KO 3a3Ha4YeHO
B [OCbE) (BW/TyYEHHS nocTavyasibHuKa) -

BU/TyYEHHS NOCTavasibHUKIB thriakoHiB 3 moayns 3.2.P.7.2.; 3MiHn
| Tvny - 3miHK 3 AkocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MmoHorpadii. 3mMiHK, NOB'A3aHi 3 HEO6XiAHICTIO
npyBeLEHHS Y BiANOBIAHICTbL A0 MoHorpadii APY abo
€Bponelicbkoi thapmakonel, abo iHWOoi HaLioHasTbHOI
thapmakonei gepxasu EC (3miHa y cneuundikaLisx, nos'asaHa 3i
3miHamu B ®Y, a6o €Bponelickkili hapmakonei, abo iHLLii
HaujoHanbHili hapmakonei gepxasu €C) - npefcTaBneHHs
cneumaikaii ckNaHUX hnakoHiB 6y10 CNPOLLEHO LUIAXOM
BBEJEHHS MOCU/IAaHHSA Ha NOTOYHE BUAAHHS EP mMoHorpadis
3.2.1. "CknisiHa Tapa An1s chapmaleBTUYHOIO BUKOPUCTaHHS".
[ofaBaHHA HACTYNHOI cnewumdikayii CKIaHOro hnakoHy:
AKiCTb BCix NpeacTaBfeHnx CKAsSHNX hNakoHIB Bignosigae
aitoyomy BugaHHio MoHorpadii EP 3.2.1 «CknsiHi KOHTelHepu
ONns hapmaleBTUYHOrO BUKOPUCTAHHA» Ta NPUKPINIEHi TEXHIYHI
Kpec/eHHs

237.

omMm3son

MOPOLLIOK A/ PO3UUHY
Ans iHgysil, 40 mr; no 1
a6o no 10 chnakoHis 3
NMOPOLLKOM Y KOpobLj

OPrAHOC
VH
NAVSCAE
HCU3 (E®
3ET Cl)

OAE

Codpapimekc —
IHaycTpia
Kimika e
dapmacboTik
a, C.A.

MopTyranis

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny -
3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby (3MiHa KiflbKOCTi OANHULb
(Hanpuknag TabneTok, amnyn TOLW0) B yNakosLi:) - 3miHa nosa
AianasoHoM 3aTBepAKEHVX PO3MIpIB YNakoBKM - BBEAEHHS

3a
peyenmom

UA/17079/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
[04aTKoBOT ynakoBku no 10 dh/iakoHiB 3 MOPOLUKOM Y navli, 6e3
3MiHM NEPBMHHOIO NakyBasIbHOrO MaTepiany, 3 BignoBigHUMK
3MiHaMu 0 p. Ynakoska» (BeefeHHS 3MiH NpoTArom 3-x Micauis
nicsia 3aTBepMKEHHS)
238. OLMNMOKOKUIHY | rpaHynu go3oBaHi no 1ry BYAPOH dpaHuin BYAPOH PpaHuin BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 6e3 UA/9265/01/01
M® neHasax Ne 6 3amiHa abo BBeAEHHS A0AATKOBOI AifIbHUL BUPOOHMLTBA 4151 peyenma
4acTuHM abo BCbOrO BYUPOGHNYOro NPOLLEeCy roTOBOrO /iKapCbKoro
3aco0y (AinbHMULA, Ha Skl NPoBOAATLCSA 6y Ab-sKi BUPOOHWYI
cTagii, 3a BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTI,
NEePBMHHOTO Ta BTOPVHHOIO NakyBaHHSA, A1 HECTePUTbHIX
nikapcbknx 3acobiB); CynyTHS 3MiHa: 3MiHa po3Mipy cepil
(BKNKOYAOUM giana3oH po3Mipy cepil) roToBOro MikapCbKoro
3acoby (36inbweHHsA fo 10 pasiB NOPIBHSAHO i3 3aTBEPIKEHUM
po3Mipom)
239. MAKNIBICTA KOHUEHTPAT 419 PO3UnNHY Mictpan CnonyyeHe | XaynT ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | Tuny - 3a UA/16374/01/01
ANs iHdysili, 6 mr/mn, no Kenitan Koponiscte | Bonbchparcxa noAaHHA OHOBMIEHOro cepTudikaTa BignoBiAHOCTI EBponeiickkin | peyenmom
5 mn (30 wmr), 16,7 mn MeHepxmve 0 y3eH M'm6X thapmakonei Ne R1-CEP 2011-324-Rev 00 o115 4ito4oi pevyoBuHU
(200 mr), 25 mn (150 mr) HT flimiTeq, Benukobpu Paclitaxel Big BXe 3aTBEpAKEHOro BUPOGHMKA 3 BiAMOBIAHUMM
a6o 50 mn (300 mr) y TaHil i 3MiHamMu y agpeci BUpoOHNYKX AinbHULE Ta y cneyudikayii AdI
donakoHi; no 1 dpakoHy 3 MiBHIYHOT 3a NOKa3HMKOM «3a/INLLKOBI KiTbKOCTi OpraHiYHUX PO3UNHHUKIBY -
KOHLUEHTpaToM y IpnaHgji npuBeaeHo y BignoBsigHicTb Ao CEP
KapPTOHHI KOpo6Lj
240. NMAHKPEATUH- TabneTkun, BKPUTI TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - - UA/11222/01/01
340POB'A 060/10HKOHO, 03 06MeXeHo 3MiHa BMPOGHMKa BUXIAHOrO/MPOMIDKHOIO NPOAYKTY/peareHTy, Lo
KMLIKOBOPO34uMHHI in bulk: 06MeXeHO BiANOBiAa/bHI BMKOPUCTOBYHOTLCS Y BUPOOHUYoMy npoueci A®l, abo 3miHa
no 1000 TabneTok y 10 cTI0 BMPOOHUKa (BK/IKOYaOUK, e HeobXigHo, MicLie NpoBefeHHS
nakeTi y KOHTelHepi, in Bignosigan "®hapmaueBTu KOHTPOsIH0 siKOCTi) ADI (3a BiACyTHOCTI cepTuddikata
bulk: no 12000 Ta6neTok bHICTIO YyHa KOMMaHis BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
y NakeTi y KoHTeliHepi "®papmaLies "3p0pos'a” focbe)(BBEAEHHA HOBOro BUPOOHMKa AD| 3 HafaHHAM macTep-
TUYHa (paiina Ha A®l) - BBeAEHHS1 HOBOTro BMPOGHMKa Ad| MaHKkpeaTuH,
KOMnaHis Ta, K Hacnigok, 3MiHM Ao cneumdikadii i MeToAiB BXiHOr0
"3p0pos'a” KOHTPO/0; CyNyTHA 3MiHa: 3MiHa y NapameTpax crnewudikawii
Ta/abo fonycTUMUX MeX, BU3HAUYEHNX y cneundikauisx Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTea A®I (iHLWi 3MiHW) -
3MiHa y MeToAax BunpobyBaHHss APl abo BMXiZHOTO
mMarepiany/npomiKHOro NpPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETBLCA Y NpoLieci BUpo6HuLTBa AP (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHA (BK/IHOUaKOUM 3amiHy abo JOMOBHEHHS)
A®| a60 BMXiAHOro/NPOMIXHOro NPOAYKTY)
241. NMAHKPEATUH- TabneTkn, BKpUTI ToBapucTs YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/7381/01/01
340POB'A 060/10HKOH, 03 0bMexeHot 3MiHa BUPO6HMKa BUXIZHOrO/MPOMDKHOIO MPOAYKTY/peareHTy, Lo peyenma
KMLIKOBOPO34YMHHI o 10 06MEXEHO BiAnoBiAabHI BMKOPUCTOBYHOTbCS Y BUPOOHUYoMy npoueci A®l, abo 3miHa
TabneTok y 6nictepi; no 1, 10 CTHO BMPOGHUKa (BK/IKOYAtOUK, fe HeobXigHo, MicLie NpoBeAeHHS
abo no 2, abo no 5 Bignosigan "®bapmauesTu KOHTpOsIt0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
6nicTepiB y KAPTOHHIl bHICTIO YHa KOMMaHis BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
Kopobui; no 20 TabneTok "dpapmaves "3popos'a” [0Cbe)(BBEAEHHSA HOBOro BUPO6HMKa APl 3 HagaHHAM MacTep-
y 6icTepi; no 1 6nictepy TMYHaA (haiina Ha A®I) - BBeAEHHS1 HOBOro BMPOGHMKa Ad| MaHKpeaTyuH,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
B KQPTOHHI kopobuj KOMMNaHis Ta, K HacnigokK, 3MiHM Ao cneuudikauil i MeToAiB BXiZHOro
"3p0pos'a" KOHTPO/O; CYNyTHS 3MiHa: 3MiHa y napameTpax cneuudikalii
Ta/abo fonycTMMUX MeX, BU3HAYEHNX Yy cneumdikauiax Ha AdI,
a60 BMXigHWIA/NPOMDKHUIA NpoAYyKT/peareHT, LWo
BMKOPWCTOBYHOTbCSA Y npoueci BUpo6HuLTBa A®I (iHLi 3MiHW) -
3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa ADI (iHWi 3MiHW Y
MeToAax BUNpobyBaHHA (BK/IHOYaloUM 3amiHy abo SOMNOBHEHHS)
Ad| a60 BMXiAHOro/NPOMiXXHOIO NPOAYKTY)
242. NMAHKPEATUH- TabneTkn, BKpUTI ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/7381/01/02
340POB'A 060/10HKOI0, 03 BMPOOGHMLITBA, 3MiHa BUPO6HMKA BUXIAHOrO/NPOMDKHOrO NMPOAYKTY/peareHTy, Lo peyenma
®OPTE 14000 KMLLKOBOPO34MHHI, no 10 06MeXeHo KOHTpPO/b BMKOPUCTOBYIOTbCS Yy BUpOBGHUYoMy npoueci A®l, abo 3miHa
Tabnetok y 6nictepi; no 1, 10 AKOCTI, BUNYCK BMpOOHUKa (BK/IlOYaloUK, e HeobXifHO, MicLue NpoBeeHHs
abo no 2, abono 5 Bignosigan cepii: KOHTPOsIH0 siKoCTi) ADI (3a BigCyTHOCTI cepTuddikata
6nicTepiB y KAPTOHHIN bHICTIO ToBapucTBo 3 BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
Kopoobui "papmaLes 06MeXeHo [ocbe)(BBeeHHA HOBOro BUPO6HMKa APl 3 HalaHHAM MacTep-
TUYHa BiANOBIAA/bHI thaiina Ha A®I) - BBeAeHHS HOBOro BUpobHuka A®I MaHkpeaTuH,
KOMMNaHis cTo Ta, K HacnifgokK, 3MiHM Ao cneyuudikauii i MeToAiB BXiZHOro
"3popos'a" "®apmaueBTu KOHTPO/0; CYNyTHS 3MiHa: 3MiHa y napameTpax cneuudikalii
YHa KOMNaHis Ta/abo fonycTMMNX MeX, BU3HAYEHNX Yy cneumdikauisx Ha Adl,
"3popos's", a60 BMXigHWIA/NPOMDKHUIA NpoAYyKT/peareHT, LWo
YKpaiHa; BCi BMKOPUCTOBYIOTbCA Y Npoueci BUpobHuuTBa AP (iHLWi 3MiHK) -
cragii 3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
BMPO6GHMLITBA, marepiany/npomMiKHOro NpoayKTy/peareHTy, Lo
KOHTPONb BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa ADI (iHWi 3MiHW Y
AKOCTI: MeTofax BUNpo6yBaHHS (BKIOYaoUy 3aMiHy abo [OMOBHEHHS)
ToBapucTBo 3 A®| abo BMXigHOro/MPOMIXKXHOIO NPOAYKTY)
06MexeHot
BiANOBIAA/bHI
CTIO
"®APMEKC
rePymn",
YkpaiHa
243. NMAHKPEATUH- TabneTkun, BKPUTI TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu |l Tuny - - UA/11222/01/02
340POB'A 060/10HKOI0, 03 06MexeHo 3MiHa BUPO6HMKa BUXIAHOro/NPOMDKHOrO NMPOAYKTY/peareHTy, Lo
®POPTE 14000 KMLIKOBOPO34MHHiI, in bulk: 06MeXeHO BiANOBiAa/IbHI BMKOPUCTOBYHOTbCS y BUPOOHUYoMy npoueci A®l, abo 3miHa
no 1000 a6o no 6000 10 cTHO BMpO6HUKa (BK/IHOYaKOUU, Ae Heo6XiAHO, MicLe NPOBeLeHHS
TabneTok y naketi 'y Bignosigan "®apmauesTu KOHTpOto sikocTi) AP (3a BigCyTHOCTI cepTuddikata
KOHTeliHepi bHICTIO YyHa KoMMaHis BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
"®apmaues "3popos'a” [ocbe)(BBeAEeHHA HOBOro BUPO6HMKa APl 3 HaJaHHAM MacTep-
TUYHa thaiina Ha A®I) - BBeAeHHS HOBOro BUpobHuka A®I MaHkpeaTuH,
KOMNaHis Ta, K HacnigokK, 3MiHM A0 cneumdikadii i MeToAiB BXiAHOro
"3popos'a" KOHTPO/0; CYNyTHs 3MiHa: 3MiHa y napameTpax cneyudikawii

Ta/abo fonycTMMMUX MeX, BU3HAUYEHNX Yy cneumndikauisx Ha Adl,
a60 BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, LWo
BMKOPUCTOBYIOTbCA Y Npoueci BUpobHuuTea AP (iHLWi 3MiHK) -
3MiHa y MeTogax BunpobyBaHHa APl abo BMXigHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
marepiany/npomMiKHOro NPoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa ADI (iHWi 3MiHW Y
MeToAax BUNpobyBaHHA (BK/IHOYaOUM 3amiHy abo SOMNOBHEHHS)
Ad| a60 BMXiAHOrO/NPOMiIXXHOIO NPOAYKTY)
244. NMANABEPUHY KpucTanivyHmin NopoLIoK MpusatHe YkpaiHa PEKOPJATI ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/14610/01/01
rigpoxnorung (cybeTaHuis) y noagiviHux akujioHepHe IHOACTPIA 3MiHM 40 cneundikauii Ta MeTogis KOHTponto Adl, a cave:
naketax 3 nosieTunexy TOBapucTBO KEMIKA E 3BY)XEHHS AONYCTUMUX MEX 32 NMOKA3HNKOM «3a/INLLIKOBI
4ns hapmaleBTUUYHOro "Jlekxim- PAPMACHIO KiNIbKOCTi OpraHiyHuX pO34mMHHUKIB», 3 METO NPUBEAEHHS [0
3aCTOCyBaHHA Xapkis" TIKA C.n.A. 6i/bLL XXOPCTKMX YMOB, & TakoX NpMBeAEeHHS METOAVIKA aHani3y
[0 BUMOT HOPMaTUBHOT AOKyMeHTaLii BUpo6HMKa AP| (He3HauHi
YTOYHEHHS Ta 3a3HaYeHHsI Macy HaBadKKN 3aMiCTb «I» B «Mr»;
CynyTHSA 3MiHa: 3MiHa y MeTogax BunpobysaHHs APl abo
BVIXiLHOrO Matepiany/NpoMiXXHOro NpoAykTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI (He3HaYUHI 3MiHK
y 3aTBEPKEHUX MeToAax BUNpobyBaHHS)
245. MAPAJIEH® cupor, 100 mr/5 mn Ne 1: TOB Ykpaina lOHiTep NikBig PpaHuis BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/10155/01/01
KAPBOLCTEIH no 125 mn y pnakoHi; no "CaHodi- MaHydekuypi 3MiHW [0 IHCTPYKLii A8 MeANYHOro 3aCTOCYBaHHSA Y po3Ainv peuyenma
2% 1 chnakoHy 3 MipHOO ABeHTIC Hr "MpoTunokasaHHa", "3acTocyBaHHs y Nepiog BariTHOCTi abo
JIOXKOIO Y KapTOHHIl Ykpaiva" rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHA Ta f03K" (YTOUHEHHS
KopoobLi iHdhopmadii), "Mo6iyHi peakuii". BBeA€HHA 3MiH NPOTArom 6-T1
MicsiLiB nicnsa 3aTBepAKeHHSA
246. MEHTAKCUM nopotuok Haemophilus CaHodi PpaHuis CaHodi ®paHuia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13010/01/01
BAKUUHA ANn4A influenzae Tuny b Ta Mactep Macrep, ITania/ BUAyYeHHs KNiTuH Primary Monkey Kidney Cells (PMKC) 3i peyenmom
MPO®ITAKTUKN | cycneHsia ons iH'exuin C.A. dpaHuis; YropwmHa cneumdikauii gns BunpobysaHHs Test for Extraneous Agents 3
DUNOTEPII, (0,5 mn), no 1 conakoHy 3 CAHO®I BUKOPUCTAHHAM KNITUHHUX KyNbTyp 3 METOK BpaxyBaHHA BUMOT
NPABLA, nopowkom Ta 1 C.N.A, Itanis; €Bponeiicbkoi Papmakonel, YMHHUX pekomeHaauiin BOO3 Ta
KALLUTIOKY nonepegHL0 CaHodi- npuHumny 3R. BHeceHHs pefakuiiiHix npaBokK 40 po34inis
(ALENONAPHU 3arnoBHEHOMY LUNpULy ABeHTIC 3.2.5.2.3,, 3.2.5.2.4. TepMiH BBejeHHs 3MiH - KBiTeHb 2021 p.
1 KOMIMOHEHT), (0,5 mn) 3 npukpinaeHoto MpaiisiT Ko.
noniomMienIty rosikoto (a6o 2 okpemumm Nra.,
IHAKTUBOBAHA | ronkamu), L0 MIiCTUTb YropwmHa
TA BAKLUMHA CyCNeH3ito ANA iH'ekUil, B
And KapTOHHI KOpOOL;
MNPO®INTAKTUKN
IHDEKLIA,
CMPUYMNHEHNX
HAEMOPHILUS
TNy B
KOH’'IOTOBAHA,
AJCOPBEOBAHA
247. MNEHTOKCU®INIH | nopoLlok KpucTanivuHuii TosapucTs YkpaiHa CaH IHAjs BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - - UA/11224/01/01
(cybcTaHuis) y noagiliHmx 03 dapmacbloTik 3miHu 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikat
nonieTuNeHoBMX nakeTax 06MEXEHO an lHpacTpic BiANOBIgHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHA
Ans dapmaleBTUYHOro 10 nrp. HoBOro abo OHOBMIEHOroO cepTudikaTa BignoBigHOCTI abo
3aCTOCyBaHHS Bignosigan BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
bHICTIO thapmakonei: ana Adl; ons BUXigHoro
"®papmaLes marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
TN4YHA BMKOPUCTOBYIOTbCS Y BUPOOHMUTBI API; 515 ONOMIDKHOT
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
KOMMaHis peyoBuHM (cepTudiikat BiANOBIAHOCTI EBpONechbkili
"3p0pos'a" hapmakonei) - OHOBMEHUIA cepTudDikaT Bif YXKe 3aTBEepAKEHOr0
BMPOGHUKA -
NoAaHHs OHOB/IEHOTO cepTudikaTy BiANOBIAHOCTI EBPONECHKIi
thapmakonei Ne R1-CEP 1998-139-Rev 05 Bif 3aTBepKeHOro
BMpo6HuKa A®| Sun Pharmaceutical Industries Ltd. Ak Hacnigok,
npuBeaeHHs cneuudikauii Ta METOAIB KOHTPOJIIO A0 OHOB/IEHOTO
CEP: - BUny4YeHHsl nokasHuka “Baxki MeTann” - 3MiHu
aHa/TITUYHOT METOAVKM 3a MOKA3HMKOM “3asMLLIKOBa KiflbKiCTb
opraHiyHux po3umHHuKiB (MeTog I)”. KpuTepii npuiiHATHOCTI He
3MiHunuca. 3aTeepmkeHo: CEP Ne R1-CEP 1998-139-Rev 04;
3anponoHoBaHo: CEP Ne R1-CEP 1998-139-Rev 05; 3MmiHu |
TMny - AGMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asiBHMKa (B/laCHUKA peecTpaviiHoro nocBigYeHHs) -
3MiHa agpecu 3asiBHMKA
248. MNEHTOKCU®INIH | po3unH ans iH'ekuii, 20 ToBapucTs YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5524/02/01
-3400POB'A Mr/mn no 5 mn B amnyni; 03 06MeXeHo 3MiHa napameTpiB cneuudikaliii Ta/abo foMyCTUMUX MeX peyenmom
no 5 amnyn B kopoobu,i 3 06MexeHo BiANOBIAA/bHI rOTOBOrO /iKapCbKOro 3acoby; CynyTHs 3MiHa: 3MiHa y MeToAax
KapToHy; Mo 5 mn B 10 CTIO BUNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby - 3MiHU A0
amnyni; no 5 amnyn y Bignosigan "®apmaueBTu cneumdikalii Ta MeToAiB KOHTPOSIIO rOTOBOIO NiKapCbKOro
6nictepi; no 1 a6o 2 bHICTIO YHa KOMNaHis 3aco06y; 3MiHW | TUMY - BUNYYEHHS BUPOOHNYOT AiNbHULL
6nicTepy B KapTOHHIiA "®apmaues "3nopos'a” (Bkntovaroum AinbHuL ans Adl, NpoMiXKHOTO NpoaykTy abo
Kopoobui TUYHA roToBOro NikapcbKoro 3acoby, AiNbHULI A8 NPOBEAEHHS
KOMnaHis nakyBaHHs, BUPOOHWKa, BignoBifasIbHOrO 3a BUMYCK cepili, Micue
"3popos'a” NpoBeAEeHHS KOHTPO/IIO cepii) abo nocTavanbHMKa BUXIAHOTO

martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y A0CbE); CyNyTHSA 3MiHa: 3MiHa y napameTpax
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MpoLeCi
BMPOGHMLTBA ADI - BUNyYeHHs BUpo6HUka A®I MeHTokendiniH.
Ak Hacnigok, 3i cneundikauii Ta MeToAiB KOHTPo Ad|
BW/Ty4EHO NMOKA3HMK «3a/TLLKOBI KifIbKOCTi OpraHiyHmnX
PO34YMHHIKIB», LLIO KOHTPOJIIOBABCA BiAMOBIAHO A0 AOKYMeHTaLi
BMPOGHWKa; 3MiHW | TMNy - 3MiHa HaliMeHyBaHHs Ta agpecu
MicLe3HaxomxeHHs1 BupobHuka APl MeHTokcudininy (3amiHa
afMiHiCTpaTMBHOI Ha3BK Ta aApecun Ha Ha3By Ta agpecy
BUPOGHMYOT AiNbHULL); 3MiHM | TUNY - 3MiHa Y napameTpax
cneuudikaLin Ta/abo onyCTUMNX MEX, BUSHAYEHNX Y
cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NpoLLeci
BMPOGHULTBA API; CynyTHS 3MiHa: 3MiHa y MeToAax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMpO6HMLUTBa AP - 3MiHK J0 cneuudikaLii Ta MeTOAiB KOHTPO/I0
A®I MeHToKCUINIH BUpo6HMKa BAKUL PHARMA PVT. LTD, 3a
NOKa3HNKOM «3a/ILLKOBI KiSIbKOCTi OpraHiyHNX poO34UHHUKIB»

BIANOBIAHO A0 AOKyMeHTauii BUpo6HMka. Cxema CuHTesy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

3a/IMWAETLCA HE3MIHHOIO; 3MiHM | TUNY - NOAAHHS HOBOTO
cepTudpikaTa Bif BXe 3aTBEpPI)KEHOro BUPOOHMKa; CynyTHSA 3MiHa:
3MiHa y napameTpax cneuudikauii Ta/abo LONYCTUMUX MEX,
BM3HA4YeHNX Y cneundikauisx Ha A®l, abo BUXIGHWA/NPOMDKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
BMpO6HULTBA AP - 3MiHA Y MeTofax BUNpobysBaHHA APl abo
BVIXiLHOrO Matepiany/NpoMiXHOro NpoayKTy/peareHTy, Wwo
BUKOPWCTOBYETLCA Y NpoLieci BUpo6bHuLTBa AD| - nogaHHs
HOBOro cepTudikaTy BifnoBiAHOCTI E€Bponeiicbkoi hapmakonet
Ne R1-CEP 1998-139-Rev 05 Bif 3aTBEpAXEHOro BMPOGHMKa API
MeHTOKCUQINIH. AK HACNIAOK, YTOYHEHHA Ha3BM Ta agpecu
BMPOOHUKA, & TakoX, 3MiHM [0 cnevudikaLii Ta MeTogis
KOHTpOsito AP 3a NOKa3HMKOM «3asTMLLKOBI KifIbKOCTI OpraHiuyHux
PO3UYMHHYKIB». BUpoBHMYa AinbHULA Ta BCi BUPOGHMYI onepadii
3a1MLATLCA HE3MIHHUMW; 3MiHW | TURY - 3MiHW, NOB'A3aHi 3
HeoOXiAHICTIO NpuBEAEHHS Y BiANOBIAHICTL A0 MoHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHLOoT HaLioHaNbHOT
thapmakonei gepxasu E€C; cynyTHA 3MiHa: 3MiHa y MeTogax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpOGHMLUTBA AD| - NprBefeHHs cneundikauii Ta meToais
KoHTposito A®I MeHTokeudiniH 40 BUMOT Ailo4oro BugaHHsa oY
Ta EP; 3MiHu | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO
npvBeLEeHHs Y BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponeiicbkoi thapmakonel, abo iHWOoi HaLioHasTbHOI
thapmakonei gepxasu €C; cynyTHA 3MiHa: 3MiHa y MeToAax
BMNPOBGYBaHHS AONOMiXXHOI PEUOBUHY - MPUBELEHHS
cneuudikaLii Ta METOAIB KOHTPO/THO AOMNOMDKHUX PEYOBUH Y
BiAMNOBIAHICTb A0 BMMOT Ait0o40ro BugaHHsa oY ta EP

249,

NMEHTOTPEH

po3unH ans iHdysii, 0,5
mr/ma no 200 mny
dhnakoHax

MpAT
"Papmaues
TUYHa
dipma
"fapHuua”

Ykpaina

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny -
3MiHa napameTpiB cneuudikauiii Ta/abo foMyCTUMUX MeX
NepBUHHOT YNakoBKW rOTOBOrO NiKapCbKOro 3acoby ([OMNOBHEHHS
cneumdikaLii HOBUM NOKA3HNKOM 3 BifMOBIAHVM METOL0M
BMNPOOYBaHHSA) — BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
KOHTelHep/3aKynopoBasibHUiA 3aci6, a came [AOMNOBHEHO
cneundikauito Ha MoninponineH y rpaHynax HOBUMU
nokasHukamu BignosigHo BumMor Y, 3.1.6. KoHTposnb
nposoaunTbLCA AN 1-oi cepii Ha pik. BBegeHHA 3MiH NPOTArom
6-TV micALiB nicnsa 3aTBepAXKeHHs

3a
peuyerimom

UA/15146/01/01

250.

NEPCEH®
KAPfIO

Kancynu Teepai, 200
Mr/160 mr no 8 kancyny
6nicTepi; no 2 6nictepn y
KapTOHHIA Kopoo6Li

CaHpo3
dapmacbioT
ikans g.4.

CnoseHis

Nek
®apmaueBTny
Ha KomMaHis
4. 4.

CnoBseHis

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
3MiHM Yy NpoLeci BUPOGHULITBA FOTOBOrO JiKapCbKOro 3acoby,
BK/TOYAI0UM MPOMIXKHWI MPOAYKT, L0 3aCTOCOBYETHCS NpU
BMPOGHULTBI FOTOBOTO NiKapCbKOro 3acoby (He3HayHa 3MiHa Yy
npoueci BUPOOHULITBA) - HE3HAUHI 3MiHM Y BUPOBHNYOMY NpoLLeci
Kancysn — 3MiHa y BUpOGHNYOMY MpoLLeci kancy/1; 3amiHa cTapoi
MallMHW ANs HAaNOBHEHHA Kancyn MG2 G120 Ha HoBy MG2 G140

6e3
peyenma

UA/10415/01/01

251.

nHOCON®

Masb HasanbHa, no 10 r
Masi B Ty6i, no 1 Ty6i B

TOB
"CaHogi-

YkpaiHa

AT "CaHeka
dapmacboTiK

CnoBatbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLiiiHix MaTepianis: 3MiHa 3asBHMKa
(BNacHvKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3

6e3
peyenma

UA/2457/02/01
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n/n

JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2

252,

MIPALLETAM

KapTOHHI KOpoo6Li

ABEHTIC
Ykpaiva"

ans

Big 23.07.2015 Ne 460): 3atBepgeHo: AT "3eHTiBa", CrnoBaubka
Pecny6nika; 3anpornoHoBaHo: TOB «CaHodi-ABeHTIC YkpaiHa»,
YkpaiHa (BBefeHHs 3MiH NpOTArom 6-Tu MicsiLis nicns
3aTBEPMKEHHS); 3MiHW | TUny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHSA 3aTBEP)KEHOro TeKCTY MapKyBaHHS BTOPUHHOI
yNakoBOK /13 3 BHECEHHAM 3MiH [0 TEKCTY MapKyBaHHS:
[OMOBHEHHA TEKCTY MapKyBaHHA BTOPUHHOI YNakoBKy
iHhopmaLiieto CTOCOBHO 3asiBHMKA. BBEAEHHS 3MiH NPOTAroM 6-Tu
MiCALIB NiCNsA 3aTBEPAKEHHS; 3MiHM | TUNy - 3MiHW Woa0
6e3nekn/echekTUBHOCTI Ta hapmakoHarnsaay. BeegeHHs abo
3MiHV A0 y3arasibHEHUX AaHuX Npo cuctemy dpapmakoHarnsagy
(BBEAEHHSA Yy3arasIbHEHMX AaHUX NPO cUcTemy thapMakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0cO6U, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnafy; KOHTakTHOT 0cobu 3 dhapmakoHarnagy
3asBHUKa 415 34iiCHEHH:A ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BifIMiHHa Bif, yNOBHOBaXeHOI ocobu, BiANOBiAa/IbHOT 3a
3pjlicHeHHs chapmakoHarnaay (BKYalUy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
thapmakoHarnsagy) - [iroya pefakuisi: YnopHoBaxeHa ocoba
3asBHVIKa, BignosiganbHa 3a hapmakoHarnsg - Eric Teo/Epik
Teo. MNponoHoBaHa pegakuis: YNoBHoBaxeHa ocoba rpynm
KoMnaHii Sanofi, BignoBiganbHa 3a hapmakoHarnsg Ha
rnobansHoMmy piBHi - Eric Teo/Epik Teo; YnoBHOBaxeHa ocoba
3a8BHWKa, BignoBiganbHa 3a hapmakoHarnisg B YkpaiHi - KiwmH
AHTOH MuiKonaiosuy

0 NoCcBIOYEHHS

253.

TabneTkn, BKpUTI
NNiBKOBOI 060/I0HKOI0,
no 200 wmr in bulk: no 1 kr
TabneTok y naketax
nonieTuIeHoBMX

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-
BMPOGHUYN
i ueHTp
"Bopuarisc
bKWIA XiMiKO-
hapmavueBT
NYHUIA
3asofg”

Ykpaina

My6niuHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHUYNIA
LeHTp
"BopLiariscbk
uii Ximiko-
hapmaveBTny
Hui 3aBog”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHmx maTepiauis: 3MiHu | Tuny -
3MiHa napameTpiB cneuudikauiii Ta/abo foMyCTUMUX MeX
roTOBOrO JlikapcbKoro 3acoby; 3MiHu | Tuny - 3mMiHa napameTpis
cneundikauii Ta/abo AONYyCTUMMX MEX FOTOBOTO NikapCbKoro
3ac00y (BMTyYeHHS He3HAYHOro NokasHuka (Hanpuknag
3aCcTapifioro NokasHWKa, Takoro sk 3anax Ta cMak, abo
iaeHTUdiKaLis 6apBHUKIB UM CMaKOBKX 406ABOK)); 3MiHK | TUMy -
3MiHa y napameTpax crneuundikaiii Ta/abo fonyCcTVMUX Mex,
BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXIgHWIA/NPOMIKHUIA
npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y MpoLeCi
BMPOGHMLTBA AD| (BUTyYEHHA HE3HAYHOIO NOKa3HUKa AKOCTI
(Hanpuknag, BUyYeHHs 3acTapifioro nokasHvka)); 3miHu | Tuny -
3MiHa nocTavasibHVKa nakysasnibHUX maTtepianis abo
KOMMNIEKTYOUNX (SKLLO 3a3HaYEHO B AOCHE) (BUTyUYEHHSN
noctavyasibH1Ka) - BUIYYEeHHA HaliMeHyBaHHA NocTavyaslbHUKIB
nakyBa/IbHUX MaTepianis 3 peecTpauiiHoro focbe, NPUBEAEHHS
po3giny 3.2.P.7. y BiANOBigHICTb A0 €BPONENCHKNX BUMOT

UA/3623/01/01

MIPALETAM

TabneTkun, BKpUTI
NN1iBKOBOK 060/10HKOIO,
no 200 mr, no 10
Tabnetok y 6nictepi, no 3

abo 6 6icTepiB y nayui

My6niyHe
akujioHepHe
TOBapuCTBO
"HaykoBo-
BMPOGHNYN

YKpaiHa

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-

BMPOGHNYNIA

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHu | Tuny -
3MiHa napameTpis cneumdikauiii Ta/abo fonyCTUMUX MeX
roTOBOrO JlikapCbKOro 3acoby; 3MiHu | TUMy - 3MiHa NapameTpiB
cneumdgikauii Ta/abo AONYCTUMMX MEX FOTOBOrO NiKapCbKoro

3a
peyenmom

3ac06y (BWIYYEHHS HE3HAYHOrO MOKa3HWKa (Hanpukiag

UA/3622/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
7 ueHTp LeHTp 3aCTapifzioro NokasHuka, Takoro sk 3anax Ta cMak, abo
"bopLuarisc "BopLuariBcbk iaeHTuiKaLia 6apBHUKIB YN CMaKOBUX [,06aBOK)); 3MiHU | TUny -
bKMWIA XiMikO- uii ximiko- 3MiHa y napameTpax cneuudikauii Ta/abo LONYCTUMUX MEX,
hapmaneBT thapmavneBTuy BM3HA4YeHNX Y cneundikauisx Ha A®l, abo BUXIGHWA/NPOMDKHUIA
NYHWIA HWi1 3aBof" NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPOLLeCi
3asopg" BMPO6HMLTBA AP| (BUNYYEHHA HE3HAYHOTO MOKA3HMKa AKOCTI
(Hanpwvknag, BUNyYeHHs 3acTapisioro NokasHvka)); 3mMiHu | Tuny -
3MiHa nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMMMEKTYOUMX (SKLLO 3a3HAYEHO B [0CbE) (BUyYEHHS
noctayasibHu1Ka) - BUIYYEHHA HaliMeHyBaHHA NoCTavyasibHUKIB
nakyBaslbHVX MaTepiaisB 3 peecTpauiiiHoro focbe, NPUBEAEHHS
po3giny 3.2.P.7. y BiANOBiAHICTb A0 €BPONENCHKUX BUMOT
254. NNArPUN® TabneTkun, BKPUTI [O-p Pepgpi'c IHais [-p Pegpi'c IHgis BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10625/01/01
NNiBKOBOI 060/I0HKOIO, Nab6opaTtopi Na6opaTtopic 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsmy. peyenmom
no 75 mr no 10 TabneTtok clitg nrg BBegeHHs abo 3MiHM A0 y3arasibHEHUX JaHWX NPO cucTeMy
y 6nicTepi; no 3 6nictepu thapmakoHarnagy (BBeAeHHs y3arasibHeHVX AaHUX Npo cucTemy
y nauui hapmakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAabHOT
3a 3filiCHEHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa An5 34iCHEHHA hapMmakoHarnsgy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHH hapmakoHarnsgy (Bkavaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-daina
cuctemu dhapMakoHarnsgy) - 3miHa ynoBHOBaXXeHoI ocobum
3asBHWVKa, BiANOBIAaNbHOI 3a 34iNCHEHHS dhapmakoHariagy:
MponoHoBaHa pegakuist — Dr. Chetan Karoo. 3miHa KOHTaKTHMX
[,aHUX YNOBHOB&XXEHOT 0co6U
255. NPEAHITON XVpHa masb, 0,25 % no [Jepmachap HimeuunHa Mi6e MTm6X HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHMx maTepiasis: 3MiHu | Tuny - 3a UA/10283/01/01
10r,a6030r1, 260501y M Al ApuHaiimitTen 3MiHa nepiogy NOBTOPHMX BUNPOOYBaHb/nepiofy 3b6epiraHHs abo | peyenmom
Ty6i; no 1 Ty6i B b ymoB 36epiraHHst A®| - BBeieHHS nepiody NOBTOPHOro
KapTOHHIM nayui BMNPOBYBaHHA Ha TepMiH 5 pokiB Ana A®I MpeaHikapbart; 3miHu |
TUMy - BBEAEHHS HOBOTrO BUpobHuka A®I MpeaHikapbat
NEWCHEM S.p.A., Italy 3 nogaHHsm HoBoro CepTudpikata RO-
CEP 2015-364-Rev 00
256. NPEAHITON masb, 0,25 % no 10, abo | [epmadap HimeuyunHa Mi6e MTM6X HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10283/02/01
30r, abo 50 ry Ty6i; no 1 M Al ApuHaiimiTTen BBE/leHHs HOBOTrO BUpoOHuKa A®I MpepHikap6at NEWCHEM peyenmom
Ty6i B KQPTOHHI nauuj b S.p.A., ltaly 3 nogaHHam HoBoro CepTudikata RO-CEP 2015-
364-Rev 00; 3miHu | TUNY - 3MiHa nepioy NOBTOPHUX
BMNpo6yBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs AdI -
BBE[EHHS Nepiogy NOBTOPHOro BUNPOOYBaHHS Ha TEPMIH 5 pokiB
ans A®I MNpepaHikap6art
257. APENIAVN renb ans Mdcpaiizep CLUA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/9727/01/01
eHJoLepBiKanbHOro IHK. MeHtochekuyp 3MiHa HaliMeHyBaHHS Ta afpecy MiCL NPOBaXEHHS AiS/IbHOCTI | peyenmom
BBeAeHHs, 0,5 mr/3rno 3 WHr Benbris BUpo6HUKa AD| AMHONPOCTOHY, 6€3 3MiHU MicLA BUPOGHMLTBA.
[ resito B 04HOPa3oBoOMY HB BBegeHHA 3MiH NPOTAroM 6-Tn MicALiB NicnA 3aTBepAKEHHNA

Lwnpuui; no 1 wnpuuy B
6nicTepHilt ynakosui Ta 1
CTepULHOMY KaTeTopy B
6/1icTepHili ynakoBLji B




189

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
KapPTOHHI KOpoOL
258. nPono®on emynbCia Ans iH'ekuiii abo dpeseHiyc HimeuyunHa ®peseHiyc ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13233/01/01
KABI iHdpysiiA, 10 mr/mn no 20 Kabi Kab6i ABcTpis 3MiHa iMnopTepa/3aMiHK, L0 CTOCYOTLCA BMNYCKY cepil Ta peyenmom
M B amnyni; no 5 amnyn [Jonunang 6X KOHTPO/I0 IKOCTi FOTOBOrO NiKaPCbKOro 3acoby - BBEAEHHS
y naui 3 KapToHy; no 50 v6X [04aTKOBOT AiNbHUL 4151 MIKPOGIO/I0r4YHOro KOHTPOJ1t0 rOTOBOro
My donakoHi; no 1 a6o nikapcbkoro 3acoby - EFEC M'm6X, AscTpist; 3miHu | Tuny -
no 10 chnakoHiB y nopaHHsa Hosoro CEP (R1-CEP 2002-229-Rev 01) ans Ad|
KapTOHHIA Kopoo6Li Propofol Big HOBOro BUpo6HMKa (4ONOBHEHHS); 3MiHU | TUNy -
3MiHa nepiogy NOBTOPHMX BUNPOGyBaHb/nepiofy 36epiraHHA abo
yMOoB 36epiraHHst A®| - 36inbLIEHHSA TepMiHy npuaaTHocTi Ao 4
POKiB 151 HOBOTO a/lbTepHaTMBHOrO BUpo6HUka A®I nponodor;
3MiHK | TUNY - 3aMiHa abo BBEAEHHS [OAATKOBOI Ai/IbHUL
BMPOBHMLTBA [/151 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLecy
roTOBOrO NiKapCbKOro 3acoby - BBEAEHHA [0AaTKOBUX
BMPOGHNYMX AiNbHULL 4719 BTOPUHHOIO NakKyBaHHS; 3MiHW | Tuny -
3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCS BUMYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOTO /1iKapPCbKOro 3acoby - BBeAEeHHs
[0AAaTKOBUX BUPOBHWNYMX AiNbHULE A1 KOHTPOSIO cepii; 3MiHu |
TUMY - BUTYYEHHS BUPOOHUYOT AiNbHULI (BKIOYAOYM AiNbHUL
ans A®I, NpomibKHOTO NPOAYKTY abo roTOBOro NiKapCbKoro
3aco6y, AiNbHULI 4118 NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiAMOBIAA/ILHOrO 3a BUMYCK CEPiii, MicLie NPOBeAEHHS KOHTPO/IH0
cepii) abo noctavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
O0MNOMDKHOT PEYOBWHW - BUSTYYEHHS! [,04AaTKOBOT BUPOOHUYOI
ninbHuui Cinar Al Weeiuapia gns A®| nponodon
259. nPono®on emynbCia 45 iH'ekuiii abo dpeseHiyc HimeuunHa ®peseHiyc ABCTpist BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13233/01/02
KABI iHdhysilA, 20 mr/mn no 50 Kabi Kab6i ABcTpis 3MiHa iMnopTepa/3aMiHK, L0 CTOCYOTLCA BUNYCKY cepil Ta peyernmom
mA y cpnakoHi; no 1 abo Joliunang, v6X KOHTPO/THO0 SIKOCTi FOTOBOTO J1iKapPCbKOro 3acoby - BBeeHHs
no 10 chnakoHiB y 6X [04aTKOBOT AiNbHUL 4151 MIKPOGIOI0rYHOr0 KOHTPOJ1t0 rOTOBOro

KapTOHHI KOopoo6Li

nikapcbkoro 3acoby - EFEC M'm6X, ABcTpist; 3miHu | Tuny -
nogaHHa Hoeoro CEP (R1-CEP 2002-229-Rev 01) gnsa A®I
Propofol Big HOBOro BUpo6HMKa (4ONOBHEHHS); 3MiHU | TURy -
3MiHa nepiogy NOBTOPHMX BUNPO6yBaHb/nepiofy 36epiraHHsA abo
yMOoB 36epiraHHst A®| - 36inbLIEHHSA TepMiHy npuaaTHocTi Ao 4
POKiB A/151 HOBOTO a/lbTePHATUBHOrO BUPO6HNKa AP nponodior;
3MiHK | TUNY - 3aMiHa abo BBEAEHHS [OAATKOBOI Ai/TbHUL
BMPOBHMLTBA [/151 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLecy
roTOBOrO J1iKapCbKOro 3acoby - BBEAEHHS A04aTKOBUX
BMPOGHNYMX AiNbHULL 4719 BTOPUHHOIO NakKyBaHHS; 3MiHW | Tuny -
3MiHa iMnopTepa/3aMiHK, LLO CTOCYIOTLCA BUNYCKY cepil Ta
KOHTPOJIH0 SIKOCTi rOTOBOrO NIKAPCLKOro 3aco0y - BBEAEHHS
[0AAaTKOBUX BUPOBHWNYMX AiNbHULE A1 KOHTPOSIO cepii; 3MiHu |
TUMY - BUNYYEHHS BUPOOHUYOT AiNbHULI (BKIOYAOYM AiNbHUL
ana A®l, npomiXHOro NpoAyKTy abo roToBoro /likapcbKoro
3aco6y, AiNbHULI AN NPOBEAEHHS NakyBaHHS, BUPOOHNKa,
BiAMOBIAA/IbHOrO 3a BUMYCK CEpiii, MiCLie NPOBeAEHHS KOHTPO/IHO
cepii) abo nocTavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
[0NOMIKHOT PEYOBMHW - BUTYYEHHSI A0aTKOBOT BUPOBHUYOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
ninbHuui Cinar Al Weeiuapisa gns A®| nponodon
260. MPOCTATW/IEH® | po3unH Ans iH eKuiid no 2 MpusatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/0800/02/01
M/1 B amnyni, no 5 amnyn akuioHepHe akuioHepHe 3MiHa nepiogy NOBTOPHUX BMNPObyBaHb/Nepiogy 36epiraHHsa abo | peyenmom
B 6nicTepi, no 1 a6o 2 TOBapUCTBO TOBapUCTBO yMOB 36epiraHHsa A®I - 36inbLLEHHA TepMiHy npugaTHocTi AD| Ha
6nictepun y nauui 3 "Jlekxim- "Jlekxim- OCHOBIi NO3UTUBHWX pe3ynbTaTiB AOCiMKEHb CTabiNIbHOCTI B
KapToOHy, Mo 2 MmN B Xapkis" Xapkis" peanbHOMy yaci. 3anponoHosaHo: TEPMIH MPUAOATHOCTI 12
amnyni, no 100 amnyn y Micsauis (1 pik)
nauili 3 KApTOHY
261. MCOPIKAN Kpem, 2 mr/r; no 30 ry MAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3miHu Il Tuny - 6e3 UA/6396/01/01
Ty6i antomiHieBiii; no 1 "KviBmegnp "KuiBmegnpen 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenma
Ty6i y navuj enapar" apar” BHeceHHs abo 3miHa(M) [0 3060B'A3aHb Ta YMOB Buaadi
peecTpaLiniHOro NocBiAYeHHs, BkIoYatoun MNnaH ynpasiHHA
pu3nKamm (3acTocyBaHHSA 3MiH(1), siki(a) BUMararoTb(€)
nojasibLLIOro 06I'pyHTYBaHHS HOBUMM J0AATKOBUM AaHUMMK, L0
MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKn
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHoMm) -
BukoHaHHs 3060B'sA3aHb BignoBigHO A0 NiagnyHKTY 1.13 nyHKTY 1,
nignyHkTy 2.3 NyHKTY 2 gogatky 15 go MNopsaky npoBedeHHs
eKcnepTu3n peecTpauiiHnx MaTepianis Ha nikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpaLiio (nepepeecTpadiio), a
TakoX eKkcnepTusn maTepiasliB MPO BHECEHHS 3MiH 40
peecTpauiiHux MaTepiasiiB NPOTAroM fji peecTpaviiiHoro
NnocBifYEHHSs, 3aTBepaKeHoro Hakazom MO3 Big 26.08.2005 Ne
426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne 460)
262. PAMAT H Tabnetku no 2,5 mr/12,5 NMPO®APM ManbTa AkTasic JITg, ManbTa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13524/01/01
Mr no 10 TabneTtok y A OHOBJIEHHS BXE 3aTBEPP)KEHOro TEKCTY MapKyBaHHSA MEPBUHHOI | peyenmom
6nictepi; no 3 6icTepn B IHTEpHELUH Ta BTOPWHHOT YNakoBKM 3 BHECEHHAM HE3Ha4YHMX 3MiH [0 TEKCTY
KapTOHHIN nauui n TpelignHr MapKyBaHHs. BBeA€HHA 3MiH NPOTArom 6-Tu micaliB nicns
Nimiteq 3aTBepPMKEHHS
263. PAMAI H Tabnetku no 5 mr/25 mr MPO®APM Manbta AxTasic /lTg, ManbTa BHECEHHS 3MiH [0 peecTpauliiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13524/01/02
no 10 TabneTok y A OHOB/IEHHS BXe 3aTBEPMKEHOr0 TEKCTY MapKyBaHHA NepBUHHOT | peyenmom
6nictepi; no 3 6nicTepu B IHTEepHeLH Ta BTOPWHHOT YNakoBKM 3 BHECEHHAM HE3Ha4YHUX 3MiH [0 TEKCTY
KapTOHHIM nayui n TpeiignHr MapKyBaHHs. BBeieHHs 3MiH NpoTAromM 6-Tu MicsiLiB nicnA
NimiTeq 3aTBepAKEHHS
264. PAHEKCA® 1000 | TabneTku nposIoHroBaHoi MeHapiHi NMokcembyp | BMPO6HMLTBO | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny - 3a UA/13676/01/01
4ii no 1000 mr no 10 IHTepHeLwlo r «in bulk», CLA 3MiHa BUPO6HMKa BUXiAHOro/NPOMIKHOIO MPOAYKTy/peareHTy, Wo | peyenmom
Tabnetok y 6nictepi; no 6 Han nakyBaHHs, BMKOPUCTOBYIOTLCS Y BUpOBHMYOMY npoueci ADl, abo 3miHa
6nicTepiB y KAPTOHHIN Onepeiiwo KOHTpONb Ta BMPOGHUKA (BK/IKOYAOUM, fe HeobXigHo, MicLie NPoBeAEHHS
Kopo6ui; no 15 TabneTok HC BMNYCK cepil: KOHTpOsIt0 sikocTi) A®I (3a BigCyTHOCTI cepTuddikata
y 6nicTepi; no 4 6nictepu Nokcembyp MeHapiHi-®oH BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoOMy
Yy KapTOHHIli kopo6bLi; no r C.A. XengeH MvbX, [0CLE)(BBEAEHHSI HOBOrO BMPOGHMKa AD| 3 HagaHHSIM MacTep-

20 TabneTok y 6ricTepi;
no 3 6nictepun y
KapTOHHI Kopoo6Li

HimeuyuunHa;
BUPOBHULTBO
«in bulk»,
KOHTPO/b
cepii: MateoH
MaHyakTypi
Hr Cepsices,

thaiina Ha A®I) - BBeAEHHSA anbTepHATUBHOMO BUpo6HNKa Ad|
LODICHEM SRL, Italy, 3 HagaHHssM DMF. BBegeHHs1 3MiH
NpoTArom 6-Tm micAWiB Nicnsa 3aTBepaKeHHA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NNC, CLWA
265. PAHEKCA® 500 TabneTkn NPosIOHroBaHoI MeHapiHi Nokcembyp | BMpPOGHULTBO | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |l Tuny - 3a UA/13676/01/02
4jii no 500 mr no 10 IHTepHeLwo r «in bulks, CLUA 3MiHa BMPOGHMKa BUXIAHOrO/MPOMDKHOIO NPOAyKTy/peareHTy, Wo | peyenmom
TabneTok y 6nictepi; no 6 Han nakyBaHHs, BMKOPUCTOBYIOTbCSA Yy BUpO6HUYOMy npoueci A®l, abo 3miHa
6nicTepiB y KAPTOHHIl Onepeiiwo KOHTPONb Ta BMpOOHUKa (BK/ItOYaKOUK, e HeobXifHO, MicLe NpoBefeHHs
Kopob6ui; no 15 TabneTtok HC BMNYCK cepil: KOHTpO/t0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
y 6nicTepi; no 4 6nictepu NMokcembyp MeHapiHi-PoH BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
Y KapTOHHiIli kopobLi; no r C.A. XeligeH TM6X, [0CbE)(BBEAEHHS HOBOro BMPOGHMKa AD| 3 HagaHHSAM MacTep-
20 Tabnetok y 6nicTepi; HimeuuunHa; thaiina Ha A®I) - BBEAEHHA anbTepHaTUBHOMO BUPO6HNKa Ad|
no 3 6nictepu y BMPOGHMLTBO LODICHEM SRL, ltaly, 3 HagaHHam DMF. BBeeHHS1 3MiH
KapTOHHIA Kopoo6Li «in bulk», NPOTArom 6-T1 MicauiB NicnA 3aTBepAYKeHHS
KOHTPO/1b
cepil: MateoH
MaHydakTypi
Hr Cepsices,
NNC, CLWA
266. PAHITUOAVHY KpucTanivyHmii NopoLIoK MpAT YkpaiHa CMC IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | TUny - - UA/5483/01/01
rigpoxnorup (cybcTaHuis) y naketax "dhapmaues NaiidpcaeHcec 3MiHa y napameTpax cneundikauii Ta/abo 4onyCTUMUX MEeX,
noABIHNX TUYHa IHAia NimiTeg BM3HAYeHNX Y cneuudikauisx Ha A®l, abo BUXIiGHWIA/NPOMKHUIA
nonieTuneHoBux Ans ipma npoayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLeci
hapmaLeBTUYHOro "fapHnus” BMPO6HMLTBA AP (iHLWI 3MiHK); CYyNyTHA 3MiHa: 3MiHa Y MeTogax
3acTocyBaHHSA BunNpobyBaHHA A®| abo BMXigHOTO MaTepiany/npomMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPOGHMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYyBaHHSA
(BktoYatoum 3amiHy abo fonoBHeHHs) AD| abo
BUXIAHOrO/NPOMIXXHOrO NPOAYKTY) - NpuBefeHHA MKA
nikapcbKoro 3acoby Ha cy6cTaHujito PanitnamHy rigpoxnopug y
BiANoBiAHICTL A0 BUMOr EP Ta matepianis dipmu — BUpobHuka 3a
n. «CynyTHi AOMILLKM» Ta «Baxki meTann». BBefgeHHA 3MiH
NpoTArom 6-TM MicsiLiB nicnsa 3aTBepAKeHHsA
267. PE3ICTONI® Kpanni opasbHi no 20 Mn MAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/13789/01/01
ab6o no 50 mn y cpnakoHi 3 | "Tanuuchap "Tanuucpapm” 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsagy - peuyenma
Npo6KOK-KpanenbHULElo; m" BHECEHHS 3MiH [JO TEKCTY MapKyBaHHA BTOPUHHOI YNakKoBKY.
no 1 coakoHy B nayui BBeAeHHsA 3MiH NpoTArom 6-TM MicALUIB NicnA 3aTBepPAKEHHSA
268. PEHEJIKC CIMArI. | kpanni opansHi no 30 mn, MEKAHA HimeuunHa MEKAHA HimeyunHa BHECEHHS 3MiH [0 peecTpauiiiHMx maTepianis: 3MiHu | TUny - 6e3 UA/13604/01/01
MNEKA no 50 My chnakowi; no 1 | HATYPXAM HATYPXAINN 3amiHa rpad)iyHoro ohopmIEHHS NEPBMHHOI Ta BTOPUHHOI peyenma
pN1aKoHY B KapTOHHIi NBbMITTEN bMITTE/Ib YNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiAnoBIiAHUMU
ynakoBLi b 'm6X m6X 3MiHamu f0 po3ainisB MKA nikapcbkoro 3acoby (po3zin
«[padhiyHe 0dhOpMAEHHS» 3aMiHEHO PO34iNoM «MapKyBaHHs»)
269. PUBOKCWH TabneTkun, BKpUTI AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiitHux maTepianis: 3miHu | Tuny - 3a UA/0416/01/01
MNiBKOBOI 060/10HKOIO, "KNIBCbKIN "KNIBCbKWI ALMIHICTPATUBHI 3MiHW. 3MiHa Ha3BK AD| a60 AOMNOMiKHOT peyenmom
no 200 mr, no 10 i BITAMIHHWIA peYoBMHM
Tabnetok y 6nictepax; no BITAMIHH 3ABO4" npuBeAeHHs Ha3BK Aito4oi pevyoBUHY PUGOKCUH Y BiaNOBIAHICTb
10 Tabnetok y 6nicTtepi; nn [0 matepianis hipmy BUpo6HMKa: 3aTBEpaXeHo: PUOOKCHH
no 5 6nictepiB y navui 3ABOL" (IHO3MH)
3anponoHoBaHo: IHO3UH. BBeAEeHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs
270. PIBOJIEB TabneTkn, BKpUTI PiBochapm LLIBeliLapis Pisogpapm CA | LlBeiiuapis BHECEHHS 3MiH 40 peecTpaliiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/14758/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
NAiBKOBOK 000I0HKOH, CA nogaHHsa oHoBneHoro Ceptudiikata RO-CEP 2014-113-Rev 02 peyenmom
no 250 mr no 10 Ta6neTok ons A®| NleBeTupauetam Bif, BXe 3aTBEPKEHOTO BUPOGHMKA
y 6nictepi; no 3 a6o no 6
6nicTepiB y KAPTOHHIN
Kopobui
271. PIBOJIEB TabneTkun, BKPUTI PiBochapm LWsenuapis | Pisocapm CA | Lseiiuapis BHECEHHS 3MiH [0 peecTpalinHmx maTepiasis: 3MiHu | Tuny - 3a UA/14758/01/02
NAiBKOBOK 000I0HKOH, CA nogaHHsa oHoBneHoro Ceptudikata RO-CEP 2014-113-Rev 02 peyenmom
no 500 mr no 10 Ta6neTok onsa A®l NleseTnpauetam Bif BXe 3aTBEPKEHONO BUPOGHMKA
y 6nictepi; no 3 abo no 6
6nicTepiB y KAPTOHHIN
Kopobui
272. PIBOJIEB TabneTkun, BKPUTI PiBochapm LWsenuapis | Pisocapm CA | Llseiiuapisa BHECEHHS 3MiH 40 peecTpaliinHMx maTepiasis: 3MiHu | Tuny - 3a UA/14758/01/03
NAiBKOBOK 000JI0HKOH, CA nogaHHsA oHosrieHoro Ceptudpikata RO-CEP 2014-113-Rev 02 peyenmom
no 1000 mr no 10 onsa A®l NleseTupavetam Bif BXe 3aTBEPIKEHOTO BUPOGHMKA
TabneTtok y 6nictepi; no 3
abo no 6 6nictepiB y
KapTOHHI Kopoo6Lli
273. PISBAMITPEH Tabnetkn no 5 mr, no 1 ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHM | Tuny - 3a UA/14053/01/01
abo 3 Tabnetkn y 03 06MexeHo AaMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
6nictepi, no 1 6nictepy y 06MexeHo BiANOBIA&/bHI 3asBHUKa (BNacHMKa peecTpauiliHoro NocBifYeHHs) - 3MiHa
KOpo6Li 3 KAPTOHY 10 cTHo agpecy 3asiBHMKa. BBeAeHHS1 3MiH MPOTAroM 6-Tu MicsAuiB nics
Bignosigan "®hapmaueBTu 3aTBEpPKEHHSA. 3MiHU | TUNYy - AAMIHICTPATUBHI 3MiHX. 3MiHa
bHICTIO YHa KoMnaHis HaliMeHyBaHHs Ta/abo agpecu MicLsA NPOBaKEHHS AisNIbHOCTI
"dhapmaues "3p0poB'sa” BMPOGHMKa/iMnopTepa roToBOro JIikapcbKoro 3acoby, BKIYa4m
TUYHA AinbHULU BUNYycKy cepii abo miclie NpoBeAEHHSI KOHTPOJIHO AKOCTI.
KoMnaHis (AisnbHICTb, 3a AKy Bignosigae BUPOOHUK/IMNIOPTEP, BKIOYAKOUM
"3popos's” BUMYCK Cepili) 3MiHa agpecy Micusi NPOBaKEHHS Aisi/TbHOCTI
BUPOGHMKa TOBapNCTBO 3 0OMEXEHOI0 BifNOBIAAIbHICTIO
"®apmMaLieBTUYHa KoMnaHia "3gopos'a”, YkpaiHa, 6e3 3miHn
Micusi BUpOOHULTBA.BBEAEHHSA 3MiH NPOTArom 6-Tv MicsiLiB micns
3aTBEPAKEHHS.
274. PISBAMIFPEH Tabnetkn no 10 mr, no 1 ToBapucTs YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasnis: 3MiHu | Tuny - 3a UA/14053/01/02
abo 3 Tabnetkn y 03 0bMexeHot AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
6nictepi, no 1 6nictepy y 06MEXEHO BiAnoBiAabHI 3asBHUKA (BNacHWKa PeeCcTpaLiiiHoOro NocBig4YeHHs ) - 3MiHa
KOpOoO6Lii 3 KapTOHY 10 cTIo afipecy 3anBHVKa. BBeeHHs 3MiH npoTaroM 6-Tu micsuiB nicns
Bignosigan "®bapmauesTu 3aTBEPMKEHHS. 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHKN. 3MiHa
bHICTIO YHa KOMMaHis HaliMeHyBaHHs Ta/abo agpecy MicLsA NPOBaXEHHS AisSIbHOCTI
"dpapmaves "3popos'a” BMpPO6GHMKa/iMnopTepa roToBOro /ikapCbKoro 3acoby, BKIYaun
TUYHa AOinbHWL BUMYCKy cepii abo micLe NpoBeAEHHS KOHTPOJIHO SKOCTI.
KOMnaHis (OisnbHICTb, 3a Ky BiANOBiAaE BUPOGHMK/IMNOPTEP, BKIOYAKOUM
"3p0pos'a” BWMYCK Cepiii) 3MiHa agpecy MicLs NPOBaKEHHS fiA/IbHOCTI
BMPOGHMKa TOBapNCTBO 3 0OMEXEHOIO BiAMOBIfa/IbHICTIO
"apmavueBTMYHa KOMNaHia "3a0pos'a”, YkpaiHa, 6e3 3MiHu
MicL BUPOGHMLTBA.BBEEHHS 3MiH NPOTAroM 6-T1 MicALIB nicns
3aTBEPAKEHHS.
275. PIHFEPA pO34unH aNns iHgysiid, no MpusatHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | TUny - 3a UA/1152/01/01
NAKTAT 200 mn a6o 250 mn abo akuioHepHe akuioHepHe 3MiHa po3mipy cepil (Bktovatoum gianasoH po3mipy cepii) peyenmom
PO34YUH 400 mn a6o 500 mn y TOBapUCTBO TOBapUCTBO roTOBOrO JlikapCcbKOro 3acoby - BBeIEHHA A0AATKOBOro po3mipy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nAsiKax "IHdpy3ia” "lHdpy3ia" cepii roToBoro nikapcbkoro 3acoby - 500,00 n. (3anponoHoBaHo:
2000,00 n; 500,00 n (200 mn 2481 nnsawok; 250 mn 1976
nnawok; 400 mn 1240 nnswok; 500 ma 988 naswok))
276. PIHFEPA pO34uH ANs iHdysiiA, no MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5121/01/01
PO34/H 200 mn, abo no 400 mn, y | akuioHepHe akuioHepHe 3MiHa po3mipy cepii (BKoYatoum Aiana3oH po3Mipy cepir) peyenmom
nAsiwkax TOBapUCTBO TOBapUCTBO rOTOBOrO /1iKapCbKOro 3acoby (3MeHLweHHs go 10 pasis) -
"IHdpy3ia” "lHdpy3ia” BBEJEHHS A0AaTKOBOro po3mipy cepii roTOBOro /likapcbKoro
3acoby - 500,00 n. 3anponoHosaHo: 2000,0 n, 4000,0 n, 8000,0
N, 500,0 n (200 mn 2481 nnswok, 400 ma 1240 naswok)
2717. PO3YBACTATUH | Tabnetku, BKpuUTI ToBapucTs Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15855/01/01
IC NNiBKOBOI 060/1I0HKOIO, 03 [04aTKOBOK AAMIHICTpaTMBHI 3MiHW. BUydYeHHs BUPOBHUYOT AiNbHALL peyenmom
no 5 mr no 10 TabneTok y [,00AaTKOBO BiANOBiAa/bHI (Bxnovaroum ginbHuui ans A®I, NpoMixXHOro NpoaykTy abo
6nicTepi; no 3 6nictepn y 10 cTo roTOBOrO JliKapcbKoro 3acoby, AiNbHUL 415 TPOBEeAEHHS
nauui Bignosigan "IHTEPXIM" nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepili, MicLe
bHICTIO NpoBeAEeHHS KOHTPOIO cepii) abo nocTavyasibHUKA BMXigHOMO
"IHTEPXIM marepiany, peareHTy abo AOMOMIKHOI PEHOBVHY (SIKLLO
" 3a3HayvyeHo y 0CbE) BUTYUYEHHS AiNbHULI YKpaiHa, 65080,
Ogpecbka 0611., M.Ogeca, Jlloctgopdicbka gopora, 6ya. 86, ge
3iCHIOETbCS 36epiraHHs roTOBOT MPOAYKLi, Ta BUTYyUYEHHS
iHhopmaLii oA0 MiCLLe3HaXOMKEHHS OPUANYHOT 0CO6U. 3MiHK |
TUMy - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOJII0 SKOCTi FOTOBOrO NikapCcbKoro 3acoby (3amiHa
abo gofaBaHHA AiNbHULI, Ha AKIA 34iACHI0ETBCS
KOHTPO/b/BMNPOGYBaHHS cepii) 3aMiHa AinbHULUb , Ae
NPOBOAMTLCSA BUNPOBYBaHHS KOHTPOJIO Cepil : 3 AiNbHULG 3a
agpecamu YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i kM. CTapoKUIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-
A.
278. PO3YBACTATUH | TabneTku, BKPUTI TosapucTs YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiitHux maTepianis: 3miHu | Tuny - 3a UA/15855/01/02
IC NNiBKOBOI 060/I0HKOI0, 03 [04aTKOBOKO AZMIHICTpaTVBHI 3MiHW. BrydeHHs1 BUPOGHUYOT AiNbHALI peyenmom
no 10 mr no 10 TabneTok [0[aTKOBO BiANOBiAa/bHI (BkNtoUarouM AinbHUL ans AdDl, NPoMiXXHOTO NpoaykTy abo
y 6nictepi; no 3 6nictepu 10 CTIHO roTOBOrO liKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS
y nauu,i Bignosigan "IHTEPXIM" nakyBaHHs1, BUPOOHKKA, BifnoBigasibHOro 3a BMMYCK Cepiid, Micue
bHICTIO NpPOBe/EHHSI KOHTPO/IO cepii) abo nocTavasibHMKa BUXIAHOTO
martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO

"IHTEPXIM

3a3HayYeHo y OCbE) BUTYUEHHS AilbHUL YKpaiHa, 65080,
Opecbka 061., M.Ogeca, Mlioctaopdcbka fopora, 6ya. 86, ae
3[iCHIOETbCS 36epiraHHsi rOTOBOT NMPOAYKLi, Ta BUNYUYEHHS
iHhopmauii WoA0 MicLLe3HaX0MKEHHS OPUANYHOT 0cobU. 3MiHN |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, LLLO CTOCYHOTLCA BUMYCKY
cepii Ta KOHTPOJII0 SIKOCTi TOTOBOTO JlikapCbKoro 3acoby (3amiHa
abo gofaBaHHA AiNbHUL, Ha SKi 34iACHI0ETLCS
KOHTPONb/BUNPOGYBaHHSA cepii) 3amiHa AinbHuULb , e
NPOBOANTLCSA BUNPOOYBaHHS KOHTPOJIO Cepii : 3 AibHULb 3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

appecamu YkpaiHa, 65080, Opecbka 061., M. Opeca,
TNMocthopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21- kM. CTapoKUIBCbKOI Aoporu, 23 Ha AiNbHULE0 3a apecor
YkpaiHa, 65025, m. Opeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-
A.

279.

PO3YBACTATUH
IC

TabneTkn, BKpUTI
NNiBKOBOI 060/TI0HKOI0,
no 20 mr no 10 Ta6neTok
y 6nicTtepi; no 3 6nictepu
y nayui

TosapucTs
03
[04aTKOBO
10
Bignosigan
bHICTIO
"IHTEPXIM

Ykpaina

ToBapucTBO 3
[04aTKOBO
BiANOBiAa/bHI
CTHO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL
(Btovatoum ainbHui ans A®Il, npoMixHOro NpoaykTy abo
roTOBOrO NiKapCbKOro 3acoby, AiNbHUL 415 NPOBEAEHHS

nakyBaHHs, BUPOOHWMKa, BifgMNoBifaIbHOTO 3a BUMYCK cepili, Micue

NpoBeAEeHHS KOHTPOIO cepil) abo noctavyasibHUKa BUXiLHOMO

martepiany, peareHTy abo AONOMDKHOT PEUYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) BUTyYeHHS AibHuLi YkpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, llocTgopdcbka fopora, 6ya. 86, ae
3[iCHIOETLCA 36epiraHHa roToBOi NPOAYKLT, Ta BUTyYEHHS
iHchopMmawii LLoA0 MicLe3HaXOMKEHHS OPUANYHOT 0cobu. 3MiHK |
TUny - 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHUL, Ha AKi 34iACHI0ETbCS
KOHTPONb/BMNPOGYBaHHSA cepii) 3amiHa AinbHULUb , Ae
NPOBOANTLCA BUNPOOYBaHHS KOHTPOJIO Cepil : 3 AiNbHULbG 3a
afpecamun YkpaiHa, 65080, Ogecbka 06/1., M. Ofeca,
NMocTgopdicbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21- kM. CTapoKWiBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a aApecor
YkpaiHa, 65025, m. Ogeca, 21-it km. CTapokuiBcbKoT foporu, 40-

3a
peuyerimom

UA/15855/01/03

280.

PO3YBACTATUH
IC

TabneTkun, BKPUTI
NNiBKOBOI 060/TI0HKOIO,
no 40 mr no 10 TabneTok
y 6nicTepi; no 3 6nictepu
y nauui

Tosapucts
03
[04aTKOBO
10
Bignosigan
bHICTIO
"IHTEPXIM

YKpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIA&/bHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. BUydYeHHs BUPOBHUYOT AiNbHALL
(Bkntovaroun AinbHuL ans APl NPoOMiKHOTO NpoayKTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHNL A58 NPOBEAEHHS

nakyBaHHs, BUPOOHMKa, BigNoBifaIbHOrO 3a BUMYCK cepili, MicLe

NpoBefEeHHS KOHTPO/IO cepii) abo nocTavanbHMKa BUXIAHOTO

maTepiay, peareHTy abo AONOMiIXXHOT PEYOBUHM (SKLLO
3a3HayvyeHo Yy 0CbE) BUTYUYEHHS AiNbHULI YKpaiHa, 65080,
Ogpecbka 0611., M.Ogeca, Jlloctgopdicbka gopora, 6ya. 86, ge
34iCHI0ETbCS 36epiraHHs roTOBOT MPOAYKLi, Ta BUTYUYEHHS
iHhopmaLii oA0 MiCLLe3HaXOMKEHHS OPUANYHOT 0CO6U. 3MiHK |
TUny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NikapCbKoro 3acoby (3amiHa
abo gofaBaHHA AiNbHULI, Ha AKiA 34JiACHIOETLCA
KOHTPO/b/BMNPOGYBaHHS cepii) 3aMiHa AinbHULUb , Ae
NPOBOAUTLCA BUMPOGYBAHHS KOHTPOIO Cepii : 3 AiNbHULG 3a
agpecamm YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i kM. CTapoKUIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-

3a
peyenmom

UA/15855/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
A.
281. POBIKC TabneTkun, BKpUTI AnoTekc KaHapa AnoTekc IHK. KaHapa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/13316/01/01
NAiBKOBOI 060/TI0HKOIO, IHK. 3MiHa pOo3Mipy ynakoBKM rOTOBOrO J1iKapCbKOro 3acoby - peyenmom
no 5 mr; no 10 TabneTtok y BWyYEHHS ynakoBku in bulk
6nictepi; no 3 abo no 6
6nicTepiB y KAPTOHHIN
Kopo6Ui
282. POBIKC TabneTkn, BKpUTI AnoTekc KaHapa AnoTekc IHK. KaHapa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/13316/01/02
NAiBKOBOI 060/I0HKOIO, IHK. 3MiHa po3Mipy ynakoBKM rOTOBOrO JiKapCbKOro 3acoby - peyenmom
no 10 wmr; no 10 Tabnetok BW/TyYEHHS ynakosku in bulk
y 6nicTepi; no 3 abo no 6
6nicTepiB y KAPTOHHIN
Kopo6Ui
283. POBIKC TabneTkun, BKPUTI AnoTtekc KaHapa Anotekc [HK. KaHapa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/13316/01/03
NNiBKOBOI 060/I0HKOI0, IHK. 3MiHa po3Mipy ynakoBKM rOTOBOTO JTiKapCbKOro 3acoby - peyenmom
no 20 mr; no 10 Tabnetok BW/IyYEHHS ynakoBku in bulk
y 6nicTepi; no 3 6nictepu
Y KapTOHHI KOpoobLii
284. POBIKC TabneTkun, BKpUTI AnoTekc KaHapa AnoTekc IHK. KaHapa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13316/01/04
NNiBKOBOI 060/TI0HKOIO, IHK. 3MiHa po3Mipy ynakoBKM rOTOBOrO JliKapCbKOro 3acoby - peyenmom
no 40 mr; no 10 TabneTok BWyYEHHS ynakoBku in bulk
y 6nicTepi; no 3 6nictepu
Y KapTOHHii kopobui
285. CAWN3EH® 8 MI MOPOLLOK ANs Apec Lsefiuapis | Mepk CepoHo ITanisa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/1567/01/02
KNIK.I3I NPUroTYBaHHSA PO3UNHY TpeigiHr C.n.A. BHeCeHHs abo 3miHa(M) [0 3060B'A3aHb Ta YMOB Buaadi peyenmom
Ans iH'ekuii no 8 mr, 1 C.A. peecTpauiiHoro NocBigYeHHs, BkIoYatoun MNnaH ynpasniHHA
ab6o 5 donakoHiB 3 pu3ukamu - AeTasIbHUIA ONNC CUCTEMMW YNPaBiHHA pU3ukamm y
nopoLukom, 1 a6o 5 BUMNSA| NNaHy yNpasniHHSA pu3nkamu, WO HafaHuii 3asBHUKOM,
KapTpuaxis 3 1,37 mn MICTUTb PU3MK NPOMOPLiHI 3aX0AM 3 MiHIMI3auUil pu3nkis Ta
po3uunHHuka (0,3 % 3[jiCHeHHs chapmakoHarnagy. IHopmauia 3 6e3neku, Lo
(M./06.) pO34MH M- npeacTas/ieHa B IHCTPYKLIT 4719 MeAMYHOro 3aCTOCYBaHHS
Kpesosny y Bogj Ans nikapcbkoro 3acoby Bigobpaxae 3axoau 3 MiHiMi3auii pusukis,
iH'exUili) nonepeaHbLO BiAnoBigae iHchopmavii, BUKageHi y niaHi ynpasniHHSA
3ibpaHux B 1 abo 5 pu3nKamm, HagaHoro 3asBHUKOM
NpUCTPOIB AN
PO34YMHEHHS (KNIK.i3i), WO
cknagatoTbesa 31 abo 5
Kopnycis npuctpoto Ta 1
abo 5 cTepunbHux
nepexifHyX KaHoNb y
KapTOHHI Kopoo6Lli
286. CEHN NMINCTA TA | nucTA Ta n1o4m pisaHo- MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tumny - 6e3 UA/5882/01/01
nnoaun npecosaHi no 100 r y "NikTpasun" "NikTpasun" AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby - 3mMiHa peuyenma

naykax 3 BHYTPILWHIM
nakeTom

Ha3su /13, 3yMoBneHa NpuBEAEHHSAM Y BifNOBIAHICTb A0 BUMOT

MoHorpadii AdY “Kacii (ceHn) nucta Ta nnoam ?”: 3atBepakeHo:

CeHu nucTa, 3anponoHoBaHo: CeHn NncTA Ta nnoau (BeegeHHs
3MiH NpOTArom 3-X MIiCALIB MiCNA 3aTBEPMAXEHHS); 3MiHW | Tuny -
AAMiHICTpaTVBHI 3MiHK. 3MiHa Ha3Bn AP| abo AOMNOMIXKHOI
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

PEYOBVHM - 3MiHa Ha3BW Ajil040i PEYOBMHM, 3yMOB/IEHA
NpuBeLEeHHAM Yy BiAMNOBIAHICTb A0 BUMMOr MoHorpadii AdY “Kacii
(ceHun) nucta Ta nnoam " (BBeAeHHS 3MiH NPOTAroM 3-xX MicsiLiB

nicns 3aTBepMKeHHS); 3MiHW | Tuny - AAMIHICTPaTVBHI 3MiHU.
BunyuyeHHs BUPOGHMYOT AiNbHULI (BKIOYaOUM AinbHUL ans Adl,
NPOMDKHOro NPoAYKTy abo roToBOro slikapcbkoro 3acoby,
AiNbHULI A58 NPOBeAEHHS NakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUMYCK CEPiii, MiCLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavyasibHMKa BUXIAHOIO MaTepiany, peareHTy abo
[IOMOMDKHOI PEYOBMHM (SIKLLIO 3a3HAYEHO Y [JOCLE) - BUNYUYEHHS
BUPOGHMKA Ajto40T peqyoBrHN CeHn NNCTA Ta NAoAM KOMNaHuT
“Opung VIHTepHeiwHN”, MHaua Ta komnaHum “Ixaipampaacc
Xywwupawm”, NHaus (BBeAeHHs 3MiH NpoTarom 3-x MicauiB nicns
3aTBEPIKEHHS); 3MiHU | TMNy - 3MiHKM 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPONb roToBOro Nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMKX MEX rOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH Ta AONOBHEHHS
y cneyndikauito/MeToamn KOHTPOSIO AKOCTI: Y3ro4KEHHS MeToaiB
BMNpOoGYyBaHHA 3 BUMoramu MoHorpadii AdY "Kacii (CeHun) nucta
Ta nnoguN" 3a n. «lgeHTundpikauis B» (Mikpockonis 3
[OONOBHEHHAM intocTpaviamn); n. «laeHTndikavis C»; n. «Btparta
B Maci Mpv BUCYLLYBaHHiI»; M. «3arasibHa 3051a»; n. «KinbkicHe
BM3HAYEHHS» (3MiHA METOAMKM BUNPOGYBaHHS (3MIHEHO
BU3HAYEHHS BMICTY CyMM ar/IMKOHOB aHTPaL,EeHOBOro psigy B
nepepaxyHky Ha Xxpu3odaHoBy KMCoTy (He MeHwe 1 %) Ha
BMICT riipoKciaHTpaLeHOoBUX [MiKO31AIB, Y NepepaxyHKy Ha
ceHo3ung B i cyxy cnpoBuHy He MeHLe 2,2 %); BBEAEHHS M.
«30/1a, HEPO34MHHA Y XJIOPUCTOBOAHEBII KNCNOTi». 3MiHa Ha3Bu
nokasHuka «4YuncioBi NoOKa3HWKN» Ha «BUNpobyBaHHS».
[lonoBHeHHs crneumndikavii Ta MeToiB KOHTPOJIKO NOKA3HUKOM “
PapjoHyknign“. BHeceHHs pefakuiiiHuX npaBok Ao n. «Pa3mepsl
KYCOUYKOB 1 OCbINb» Ta «PacnagaemocTb» AK HacNifoK BHECEHHS
3MiH o p. «Cknag» (BeegeHHs 3MiH npoTsaroM 3-x micsuis nicns
3aTBEPMKEHHS);
CynyTHS 3MiHa
- 3MiHM 3 AKOCTi. FOTOBWMIA NiKapCbkunii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKkoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHSA roTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHM y MeToAax BUNpo6yBaHb
(BK/IIOYA0YM 3aMiHy 260 JONOBHEHHS))

287.

CUNYET®

TabneTkun, BKPUTI
NAiBKOBOK 06010HKOIO,
no 21 tabnetui B
6nictepi; no 1 a6o no 3
6nictepn pasom i3
KapTOHHUM oyTNsIpPOM
Ans 36epiraHHsa 6nictepa
B nauuj

BAT
"TefeoH
Pixtep"

YropuwmHa

BAT "TeneoH
PixTep"

YropmHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa po3mipy cepii (BKoYatoum Aiana3oH po3Mipy cepir)
roTOBOrO /iKAPCbKOro 3acoby - 36iNbLUEHHS PO3MIpy cepii

roTOBOrO JliKkapCbKoro 3acoby; 3anponoHosaHo: 400 000
Tabnetok; 3 200 000 TabneTok. 4oA4aTKOBO BHECEH] 3MiHM B
OHoBrieHuii po3gin 3.2.P.3 lMpouec BUpobHMLTBA NiKapCbKOro
3acoby: - O6cArn BXigHOro NOBITPS Ta WBUAKICTb 06MPUCKYBaHHS
6ynn nepemileHi 3 posginy 3.2.P.3.3. y po3gin 3.2.P.3.4. -
LLIBnAaKicTb NapameTpa NpecyBaHHs TabneTok Moxe 6yTu

3a
peyenmom

UA/12532/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

BKasaHa siK y LUTYKax O4uMHULb Ha rofuHy Tak i B 06epTaHHi 3a
XBUNHY

288.

CUH®TOPUNKC™
BAKUVIHA Ansi
MPO®INAKTUKA
NMHEBMOKOKOB
Ol IHPEKLYI
(MONICAXAPUL,
HWIA AHTUTEH)
TA
HETUMOBAHOI
FEMO®INTbHOI
IHOEKLY,
KOH’HOrOBAHA,
AICOPEOBAHA

cycneHsis gns iH'ekujin no
1 posi (0,5 mn) y
nonepeaHLo
HanoBHEHOMY CK/IIHOMY
LUNPULL Y KOMJIEKTI 3
OfHi€to rosnikoto abo 3
ABOMa ronkamu Ta 6e3
ronok; 1 nonepegHL0
HanoBHEeHWI Wwnpu, 3
ronkoto abo gsoma
ronkamu, abo 6e3 ronok y
iHAMBIAyabHOMY
repMeTuyHo
3anakoBaHoOMy
naacTKoBoMy
KOHTeliHepi; no 1
nnacTKoBOMy
KOHTEHepY y KapTOHHiIl
Kopo6ui; no 1 gosi (0,5
M) y nonepeaHLo
HanoBHEHOMY CK/ISIHOMY
wnpuui; no 10 wnpwuyis 3
10 ronkamu abo 6e3
rof1oK y iHAMBIAYaNbHNX
repMeTUYHO 3anakoBaHUX
NAacTUKOBUX
KOHTeliHepax y KapTOHHIlA
Kopo6ui; no 1 gosi (0,5
MJ1) Y MOHO030BOMY
CKISAHOMY (h/1aKkoHi; no 1,
10 a6o 100 dhrakoHiB y
KapTOHHI kopo6uj; no 2
nosun (1 mn)y
MybTUL030BOMY
chnakoHi; no 100
(p1aKOHIB Yy KApPTOHHIl
Kopoo6ui

nakcoCmit
KnsaiiH
ExcnopTt
Nimiten

Benuvka
BpuTaHis

nakcoCmiTKn
ANH

Bionoaxikans
C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHu |l Tuny -
3MiHM B npoueci BupobHuuTea APl (3MiHa CTOCYETLCA aKTUBHOI
pevoBUHU 6i0NOrYHOro/iMyHOOMNYHOTO NOXOMKEHHS 260
BVKOPUCTAHHA XiMiuHMX AD| y BUPOBHULTBI NiKapCbKOro 3acoby
6i0/10rYHOr0/iMyHOMOrYHOrO MOXOAKEHHS, SiKa MOXe MaTu
3Ha4YHUIA BNIMB Ha SKICTb, 6€3neky Ta e(DEKTUBHICTb NiKapCbKoro
3aco6by, i He CTOCYETbCS NPOTOKO/1Y) - BHECEHHS HE3HAUYHMX
pepakuiiHnx npasok Ao po3ginis 3.2.S.2.3 Ta 3.2.5.2.4. TepMiH
BBeAeHHA 3miH 01.10.2020 p

3a
peuyerimom

UA/15363/01/01

289.

CONOAKN
KOPIHb

NopoLLoK (cybcTaHuis) y
naketTax noAaginHuX i3
NAiBKM NOMieTUIEHOBOI
AN BUPO6GHMLTBA
HecTepusbHNX NiKapCbKux

thopm

Tosapucts
03
[04aTKOBO
10
Bignosigan
bHICTIO
"IHTEPXIM

YKpaiHa

ToBapucTBO 3
[04,aTKOBO
BiANOBIA&/bHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. BUydeHHs BUPOBHUYOT AiNbHALL
(Bkntovaroum AinbHUL ans APl NpoMiKHOTO NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHNL A58 NPOBEAeHHS

nakyBaHHs, BUPOOHMKa, BigNoBifasIbHOrO 3a BUMYCK cepili, Micue

NpoBefEeHHS KOHTPO/IO cepii) abo nocTavanbHMKa BUXIAHOTO

maTepiay, peareHTy abo AONOMiIXXHOT PEYOBUHM (SKLLO
3a3HayveHo y focbe) BunyyeHHs AinbHULi 3a agpecoto YkpaiHa,
65080, Opecbka 06., M. Ogeca, JliocTaopdcbka gopora, bya.

UA/14184/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

86, ae 3ailicHioeTbeA 36epiraHHs 13, Ta BUNy4YeHHs iHdhopmauii
LLLOA0 MiCLe3HaXOMKEHHS OPUANYHOT 0cOOU. 3MiHU | TUny -
3MiHn 3 axkocTi. A®l. Bupo6bHMLTBO. 3MiHa BUPOGHUKA
BMXiHOro/MPOMiXKHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTbCS y BUPOGHUYOMY npoueci A®l, abo 3miHa
BMPOOHUKA (BK/IKOYatOuK, fe HeobXigHo, MicLie NpoBefeHHS
KOHTpOsIt0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpoNeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(3MiHM 40 3ax0fiB, NOB'A3aHMX 3 KOHTponem A®l, abo
[0[aBaHHA AifbHULI, Ae NPOBOAUNTLCSA KOHTPO/b/BUNPOGYBaHHS
cepii) 3amiHa ginbHULI , e NPOBOANTLCSA BUNPOOYBaHHS
KOHTPOIO cepii: 3 AiNnbHULb 3a agpecamu YkpaiHa, 65080,
Opecbka 061., M. Opeca, Jlioctaopdcbka gopora, 6ya. 86 Ta
YkpaiHa, 65025, Ogecbka 06/1., M. Ogeca, 21-i Km.
CTapokuiBCbKOT Aopory, 23 Ha AifIbHULI0 3a afpecoto YKpaiHa,
65025, Opecbka 061., M. Ofeca, 21-i km. CTapoKUiBCbKOT
goporu, 40-A. 3MiHu | TUny - 3MiHK 3 AKkocTi. CepTudikar
BiANOBIAHOCTI/ME-cepTudhikaT BignoBigHOCTI E€BpoNecbkiii
hapmakonei/moHorpadii. 3MiHW, NOB'A3aHi 3 HEObXiAHICTO
npuBeAeHHA Yy BiANOBIAHICTL A0 MOHorpadii APY abo
€Bponeiicbkoi thapmakonei, abo iHWOT HaLioHasIbHOI
hapmakonei gepxasu EC (3miHa y cneyudikauisix, noB'asaHa 3i
3miHamu B 1Y, abo €Bponelickkili hapmakonei, abo iHLwil
HauioHanbHiln chapmakonei gepxasu €C) MpuBeaeHHA
cneuudikaLii Ta METOAIB KOHTPOJTIO AKOCTI Y BiAMOBIAHICTb A0
BvMor [1®Y 3a nokasHukamu: «Onumc», «MikpobionoriyHa
ynctoTa», «KinbKicHe BU3HAYEHHS».

290.

CTPEMNTOLMA,

Tabnetkun no 300 mr, no
10 Tabnetok y cTpuni; no
10 Tabnetok y 6nictepi,
no 1 6nictepy B naui

NAT
"Fanuudchap
e

YKpaiHa

MAT
"Tanuucapm”,
Ykpaina; NMAT
"Kuismegnpen

apar”,
Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa napameTpiB cneuudikaliii Ta/abo 4onyCTUMUX MeX Ans
[OMOMDKHOT PEYOBMHW; CYMyTHA 3MiHa: 3MiHa y MeToAax
BMMNPOBYBaHHS AONOMIXHOT PEUOBWHY - MPUBELEHHS
crneundikaii Ta MeToAiB KOHTPONIO A5 fOMOMDKHOI pe4OBUHU
MeTtunuentonosa (ML, 15, Bogopo3symHHa) Ao sBumor USP

3a
peyenmom

UA/7258/01/01

291.

TAMCY/IO3VHY
rAPOX/TIOPUA,

rpaHynn nposIoHroBaHol
4ii 0,14 % y nakeTax i3
NAiBKM NOMieTUIEHOBOI
AN BUPOBOHMLTBA
HECTEPWU/TbHUX NIKapCbKMX

thopm

MpAT
"TexHonor"

YKpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
3a8BHMKa (BNacHVKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
agpecu 3asaBHUKA; 3MiHW | TUNY - AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBAKEHHS Ais/IbHOCTI
BMPO6HMKa (BK/THOYAKOUM, 38 HEOOXIAHOCTI, MiCLie NPOBEeAEHHS
KOHTPOJI0 SIKOCTI), @60 BnacHuka macTtep-ghaiina Ha A®l, abo
nocravanbHuka A®I/BUXiAHOrO MaTepiany/peareHTy/npomMiKHOIro
NPOAYKTY, L0 3aCTOCOBYOTLCS Y BUPOOHULTBI ADI (SKLL0
3a3HayeHo y [0CbE Ha NiKkapcbkuii 3acib) 3a BiACYTHOCTI
cepTucpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOI 4ONOMIKHOT
PEYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - 3MiHa apecy BUPOOHMKa
MpAT "TexHonor", YkpaiHa, 6e3 3MiH1 Micusi BUpobHMUTBa

UA/13790/01/01

292,

TEHO®OBIPY

TabneTkn, BKpUTI

leTtepo

IHais

[eTepo /1a63

IHgis

BHECEHHS 3MiH 10 peecTpauiiHux martepianis: 3miHu |l Tuny -

3a

UA/15263/01/01
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Hassa

®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
AN30MNPOKCWU/Y | nniBKOBOK 060/I0HKOLO, Na63 Nimiten 3MiHM Wwopo 6e3nekn/etheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
DPYMAPAT no 300 mr, no 30 NimiTeq BHeceHHs1 abo 3miHa(1) 40 3060B's3aHb Ta YMOB BuAaui
TabneTok y KOHTelHepi; peecTpauiiiHoro NocBifYeHHs, BKOYaoUM MNnaH ynpasniHHA
no 1 KoHTeHepy y pv3nkamm (3acTocyBaHHS 3MiH(M), ski(a) BMaratoTb(€)
KapTOHHIA Kopoo6Li noJanbLioro 06rpyHTyBaHHA HOBUMU A0AaTKOBUM AaHUMU, Lo
MatoTb HaJaBaTUCA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
BrikoHaHHA 3060B'A3aHb BiAMNOBIAHO A0 NiANYHKTY 1.8.2 NyHKTY
1.8 popatky 5 fo lNMopsgky NpoBefeHHs ekcnepTusmn
peecTpauiiHux MaTepiasiiB Ha fikapcbki 3aco6u, Lo noJalTbes
Ha fepXaBHy peecTpauito (nepepeecTpaLiiio), a Takox
eKCMepTM3n MaTepiasliB NPO BHECEHHS 3MiH 0 peecTpaLiiiHnx
mMarepianis NpoTArom Aii peecTpavyiiiHoro nNocBig4eHHs,
3aTBepxeHoro Hakasom MO3 Big 26.08.2005 Ne 426 (y pepakuii
Haka3y MO3 Big 23.07.2015 Ne 460); 3MiHN BHECEHO [0
IHCTPYKLji y po3ain “lNoka3aHHA"; a TakoX y po3a4inu:
"®apmakonoriyHi Bnactnsocti”, "MpoTunokasaHHsa", "Blaemogis 3
iHLIMMK NiKapCbKMK 3acob6amu Ta iHLWi BUAM B3aeMogiin",
"Ocob6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocib 3acTocyBaHHsA Ta
fosu'", " fitn", "Mepeno3sysaHHsA" (YTOUHEHHS iHcbopma,ii),
"Mo6iyHi peakuii” 3rigHO 3 iHChOpPMAaLi€0 WoA0 MeANYHOro
3acTocyBaHHA pedpepeHTHOro nikapcbkoro 3acoby (BIPEAL®,
TabneTku, BKpUTI NNiBKOBOO 06010HKOK0, 300 Mr)
293. TEOBOH- masb 5% no 15 r y Ty6i; IHCTUTYT YkpaiHa [epxasHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny - 6e3 UA/4171/02/01
ANTIOMIKOUUA no 1 1y6i y nayui 6ioopraHiyuH nigNPUEMCTBO AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
of ximii Ta "EKCNepUMeHT 3asBHVKa (B/1ACHMKA PEECTPALLIAHOrO NOCBIAYEHHS) - 3MiHA
HadpToximil anbHWin 3aBoj HaliMeHyBaHHS Ta afpecu 3asiBHUKa
im. B.IN. MeaNYHUX
Kyxaps npenaparis
HAH IHCTUTYTY
Ykpainu 6ioopraHiuHOl
Ximii Ta
HadpToXiMmiT
HAH YkpaiHn"
294. TETPAKCUM/ cycneHsis ANs iH'ekui no CaHodpi PpaHuin CaHodi PpaHuis/ BHECEHHS 3MiH 40 peecTpaliinHmx maTepiasis: 3MiHu | Tuny - 3a UA/13069/01/01
TETRAXIM 0,5wmn (1 po3a)no 1 Mactep C. Mactep C. A, YropwuHa 3MiHa y napameTpax crneuundikaiii Ta/abo 4onyCcTVMUX Mex, peyenmom
BAKUVHA And nonepegHL0 A. ®paHuin; 3AT BM3HAYeHUX Yy cneuudikauisx Ha A®l, abo BUXigHWA/NPOMIKHUIA
MPODINTAKTUKU 3anoBHeHOMY LNpuuy 3 "CaHoi- npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y MpoLeci
DUNOTEPII, NPVKPINIEHOI0 roNKo ABeHTIC", BMPOGHMLTBA ADI - BUyyYeHHs KNiTuH Primary Monkey Kidney
NMPABLSA, (abo 2-ma okpemummu YropwmHa Cells (PMKC) 3i cneyudikauii gns sunpobysaHHs Test for
KALUTHOKY rofikamu), Lo MIiCTUTb Extraneous Agents 3 BUKOPUCTAHHAM KAITUHHUX KyNbTyp 3
(ALENONAPHU CyCneHsito ANs iH'ekuiid, B

1 KOMMOHEHT)
TA
noniomMIENITY
ALCOPEOBAHA,
IHAKTUBOBAHA,

KapTOHHIA Kopoo6Li

METOI0 BpaxyBaHHs BUMOr €Bponeiicbkoi Papmakonei, YNHHKX
pekomeHgauili BOO3 Ta npuHumny 3R. BHeceHHs pefakuiiHux
npaBokK A0 po3ginie 3.2.5.2.3., 3.2.S.2.4. TepmiH BBeA€HHA
3MiH - KBiTEHb 2021 p
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
PIOKA
295. TIOTPUA3O/NIH Kpanni o4Hi, 10 mr/mMn no ToBapucTs YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/8446/01/01
5 mny pnakori, no 1 03 BMPOOGHMLITBA, 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BIAMOBIAHICTL O | peyenmom
hN1aKoHy Y KOMMEKTi 3 06MeXeHo KOHTpPO/b MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
KPULLIKOO-KpanebHULEe 10 AKOCTI, BUNYCK HauioHasbHOT hapmakonel gepxasun €C (3MiHa y cnevudikadisx,
B nauu,i Bignosigan cepii: nos'asaHa 3i 3miHamu B [1PY, abo €sponeiickbkili hapmakoner,
bHICTIO ToBapucTBo 3 ab0 iHLWiI HauioHanbHI dhapmakonei gepxasu EC); cynyTHSA
"LocnigHwnii 06MeXeHo 3MiHa: 3MiHa y MeTogax BUNpobyBaHHSA AONOMDKHOT pe4OBMHN
3aB0O/, BiANOBIAA/bHI (He3HayHi 3MiHN Y 3aTBEPAKEHNX METOAAX BUNPOOYBaHb) -
"rTHUIC cTo npuBeeHHs cneundikalii Ta MeToAiB KOHTPO/TO JOMOMDKHOI
"OocnigHnii peyoBUHM y BIANOBIAHICTL A0 BUMOT EP Ta AdY; 3MmiHu | Tuny -
3aB0O/, 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPMBEAEHHS Y BIANOBIAHICTL A0
"rHUAC, MoHorpadii 4®Y abo EBponeiicbkoi chapmakonei, abo iHwoT
YKpaiHa; BCi HauioHasbHOT hapmakonel gepxasun €C (3MiHa y cnevudikadisx,
cragii nos's3aHa 3i 3amMiHOt0 BUMOT MoHorpadii APY abo iHwoi
BMPOGHMLITBA, HaujioHanbHOT thapmakonei aepxasu €C Ha BUMOrn MoHorpadii
KOHTPO/b €Bponeiicbkoi hapMakornel); cynyTHs 3MiHa: 3MiHa y MeTogax
AKOCTI, BUNYCK BMNPOBYBaHHA [OMOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHN Y
cepii: 3aTBEPMAXEHNX METOAaX BUNPOGYBaHb) - NPMBEAEHHS
ToBapucTBO 3 crneundikavii Ta MeToAiB KOHTPO AONOMDKHOT PEYOBUHU Y
06MexeHo BiANoBiAHICTb A0 BUMOr EP Ta AdY; 3miHu | Tvny - 3MiHa
BiANOBIA&/bHI napameTpiB cneuudikauii Ta/abo AoNYyCTUMUX MEX NEPBUHHOI
CTIo yNakoBKM FOTOBOrO NiKapCbKOro 3acoby; CynyTHS 3MiHa: 3MiHa Yy
"®APMEKC MeToax BUNPOOYBaHHS NEPBNHHOT yNakoBK1 FrOTOBOTO
reyn-, nikapcbkoro 3acoby (iHWi 3MiHM y MeToAax BUNpobyBaHb
Ykpaina (BrTOvaroumn 3aMiHy abo fofasaHHs)) - 3MiHa A0 cneumdikauii Ta
MeTOZiB KOHTPOO NEPBUHHOT YNaKoBKM; 3MiHW | TUMy - 3mMiHa
napameTpiB cneuudikauiii Ta/abo JOMyCTUMUX MeX A7s
[,0MOMIDKHOT peYOBUHMU
296. TOKCEKC CNAT. Kpanni opansHi no 30 mn, MEKAHA HimeuyunHa MEKAHA HimeuunHa BHECEHHS 3MiH 40 peecTpauiliHnX MaTepiasiiB: 3MiHu | Tuny - 6e3 UA/13608/01/01
NEKA no 50 mn 'y donakoHi; no 1 HATYPXAW HATYPXAWN 3aMiHa rpadiyHoro opopMIEHHSI NEPBUHHOT Ta BTOPUHHOT peyenma
(p1aKoHY B KapPTOHHIl NbMITTEN bMITTE/Ib YyNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBIAHUMU
ynakoBLi b 'm6X m6X 3MiHamu Jo po3ginie MKSA nikapcbkoro 3acoby (po3zin
«[pagivHe 0hopM/IEHHS YNaKOBKW» 3aMiHEHO PO3[i/IoM
«MapKyBaHHs»)
297. TOPACEMI[, Tabnetkn no 5 mr no 10 CaHpo3 CnoseHis BUPOOHMUTBO | HimeuunHa/ BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHM | TUny - 3a UA/9619/01/02
CAHAO3® TabneTok y 6nictepi; no 2 | ®apmMacbioT 3a NOBHUM Monbwa 3MiHu Woao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
abo 10 6nicTepiB y ikans a.4. LMKNIOM: BeefieHHs1 ab0 3MiHU [0 y3araslbHEHUX AaHuX Npo cuctemy
KapTOHHI KOpOOL; Canotac hapmakoHarnsigy (BBeAeHHs y3arasibHEHMX faHNX NPO cUcCTemy
dapma M'mbX, thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6W, BiANOBIAa/IbHOI
HimeuuunHa; 3a 3[jiicCHEeHHs1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
BMPOOHMLTBO hapMakoHarnisgy 3asBHUKa 415 34iINCHEHH hapmakoHarisgy B
3a NOBHUM YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT ocobum,
LuKnom: ek BiANOBIAA/ILHOI 3a 3ilicHEHHS (hapmakoHarnsgy (Bkayaum
CA, KOHTaKTHi AaHi) Ta/abo 3MiHM Y pO3MiLLEeHHI macTep-gaiina
MonbLya; cucteMun dhapmakoHarnsagy) - 3MiHa KOHTaKTHUX AaHuX

nepBuUHHE Ta
BTOPUHHE

YNOBHOBaXXEHOI 0CO6M 3asBHUKA A1 3AiACHEHHSA
dpapMakoHarnsgy. 3miHa Micusi 34ilCHeHHA OCHOBHOI Aisi/TbHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nakyBaHHs, 3 chapmakoHarnsgy. 3miHa agpecu macTtep-gaiina
BUMYCK cepil:
Nek C.A.,
MNonbLia
298. TOPACEMI], Tabnetku no 10 mr no 10 CaHpo3 CnoseHis BUpPO6HMUTBO | HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/9619/01/03
CAHAO3® Tabnetok y 6nictepi; no 2 | ®apmacbloT 3a NOBHUM Monbwa 3MiHuM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
a6o 10 6nicTepiB y ikans g.4. LMK/TOM: BBefeHHs1 abo 3MiHU [0 y3arasibHEHUX AaHKX NPo cucTemy
KapTOHHiiA KOpo6Li Cantotac dhapmakoHarnsgy (BBeeHHs y3arasibHEHUX AaHVX NPo CucTemy
dapma M'mbX, thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0Co6y, BiANOBIAA/IbHOI
HimeuyuunHa; 3a 3[jiicHeHHs1 hapMakoHarsay; KOHTakTHOI 0cobu 3
BUPOGHMLITBO thapmakoHarnsgy 3asaBHUKa AN 34iliCHeHHs hapmakoHarnagy B
3a NoBHUM YKpaiHi, AKLLO0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobw,
uuKiom: Jlek BiANOBIAA/ILHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkavawum
CA, KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillleHHi macTep-ghaiina
Monbua; cmucTemu chapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnX
nepBuHHe Ta YNOBHOB&XXEHOI 0COOM 3asBHUKA 419 3AIICHEHHS
BTOPUHHE thapmakoHarnagy. 3MiHa Micus 34ilACHEHHSI OCHOBHOI AisiSIbHOCTI
nakyBaHHs, 3 thapmakoHarnsgy. 3miHa agpecu mactep-gaiina
BMNYCK cepil:
Nexk C.A.,
MNonbLlua
299. TOPACEMI[, Tabnetku no 20 mr no 10 CaHpo3 CnoseHis BMPOGHMLUTBO | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9619/01/04
CAHAO3® Tabnetok y 6nictepi; no 2 | ®apmacbloT 3a NOBHUM MonbLa 3MiHuM Woao 6e3nekn/ehpekTMBHOCTI Ta hapmakoHarnsay. peyenmom
abo 10 6nicTepiB y ikans a.4. LMKNIOM: BBefeHHst abo 3MiHU [0 y3araslbHEHUX AaHuX Npo cuctemy
KapTOHHiiA Kopo6Li Cantotac dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHVX Npo cuctemy
dapma 'M6X, hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAaIbHOT
HimeuumnHa; 3a 3filicHeHHS hapMakoHars4y; KOHTaKTHOI ocobu 3
BUPOGHNLITBO thapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
3a NOBHUM YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
LuKnom: ek BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavarum
CA, KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MillieHHi macTep-daina
Monblya; cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
nepBrHHe Ta YMOBHOBaXEHOT 0CO6M 3asiBHUKA A1 34iACHEHHS
BTOPUHHE thapmakoHarnagy. 3MiHa MicLs 34iliCHEHHA OCHOBHOI AisifIbHOCTI
nakyBaHHs1, 3 (hapmakoHarnsgy. 3MiHa agpecu mactep-chaiina
BMNYCK cepil:
Nek C.A.,
MNonblua
300. TOPACEMI[, Tabnetkn no 50 mr no 10 CaHpo3 CnoseHis BUPOOHMUTBO | HimeuunHa/ BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/9619/01/05
CAHAO3® TabneTok y 6nictepi, no 2 | ®apmMacbioT 3a NOBHUM Monbwa 3MiHM Woao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
abo no 10 6nictepis y ikans a.4. LMKNIOM: BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHuX Npo cuctemy
KapTOHHI KOpOOL; Canotac hapmakoHarnsigy (BBeAeHHs y3arasibHeHMX faHNX NPO cUcTemy
dapma M'mbX, thapmakoHarnsgy, 3miHa ynoBHOBaXeHOI 0co6W, BiANOBIAa/IbHOI
HimeuuunHa; 3a 3[jiicCHEeHHs1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
BUPOBHMLTBO hapMakoHarnisgy 3asBHUKa 4151 34iINCHEHH hapMakoHarisgy B
3a NOBHUM YKpaiHi, sIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobum,
LuKnom: ek BiANOBIAA/bHOI 3a 3ilicHeHHS (hapmakoHarnsgy (Bkayaum
C.A, KOHTaKTHi faHi) Ta/abo 3MiHM Y pO3MiLLeHHI MacTep-doalina
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
MonbLya; cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
nepBuHHe Ta YNOBHOB&XXEHOI 0CO6M 3asBHUKA A1 3AIACHEHHS
BTOPUHHE dhapmakoHarnsgy. 3miHa Micusi 34jiACHEHHS] OCHOBHOT fisiIbHOCTI
nakyBaHHs, 3 chapmakoHarnsgy. 3miHa agpecu macTtep-gaiina
BUMYCK cepil:
Nek C.A.,
MNonbLia
301. TOPACEMI], Tabnetku no 100 mr no 10 CaHpo3 CnoseHis BUpPO6HMUTBO | HimeuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/9619/01/06
CAHAO3® TabneTok y 6nictepi, no 2 | dapmacbioT 3a NOBHUM Monbwa 3MiHN Wwopo 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsgy. peyenmom
abo no 10 6nictepiB y ikans g.4. LMK/TOM: BBefeHHs1 abo 3MiHU [0 y3arasibHEHMX AaHWUX NPOo cucTemy
KapTOHHiiA Kopo6Li Cantotac dhapmakoHarnsgy (BBeEeHHS y3arasibHeHUX AaHVX Npo cucTemy
dapma M'mbX, thapmakoHarnsgy, 3miHa yrnoBHOBa&XeHOI 0CO6y, BiANOBIAA/IbHOI
HimeuyumnHa; 3a 3AjiicHeHHs1 hapMakoHaraay; KOHTakTHOI 0cobu 3
BUPOGHMLITBO thapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapmakoHarnagy B
3a NoBHUM YKpaiHi, AKLLO0 BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobu,
uuKiom: Jlek BiANOBIAA/ILHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkao4yaum
CA, KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLleHHi macTep-gaiina
Monbua; cucTemu chapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnX
nepBuHHe Ta YNOBHOB&XXEHOI 0COOM 3asBHUKA 419 3AIICHEHHS
BTOPUHHE thapmakoHarnagy. 3MiHa Micus 34ilACHEHHSI OCHOBHOI AisiSIbHOCTI
nakyBaHHs, 3 thapmakoHarnsgy. 3miHa agpecu mactep-gaiina
BMNYCK cepil:
Nek C.A.,
MNonbLlua
302. TOPACEMI[, Tabnetku no 200 mr no 10 CaHpo3 CnoseHis BMPOGHMLUTBO | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9619/01/07
CAHAO3® Tabnetok y 6nictepi, no 2 | ®apmacbloT 3a NOBHUM Monbla 3MiHuM Woao 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsmy. peyenmom
abo no 10 6nictepiB y ikans a.4. LMKNIOM: BBefeHHs1 abo 3MiHU [0 y3araslbHEHUX AaHuX Npo cucTemy
KapTOHHiiA KOpo6Li Cantotac dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHVX Npo cuctemy
dapma 'M6X, hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu, BiANOBiAa1bHOT
HimeuuunHa; 3a 3filicHeHHS hapMakoHarsay; KOHTaKTHOI 0cobu 3
BUPOGHNLITBO chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
3a NOBHUM YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0cobu,
Luknom: ek BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsgy (Bkavarum
CA, KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-gaina
Monblya; cucteMun dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
nepBrHHe Ta YMOBHOBaXeHOT 0CO6M 3asiBHUKA A1 34iACHEHHS
BTOPUHHE thapmakoHarnagy. 3MiHa MicLs 34ilACHEHHA OCHOBHOI AisifIbHOCTI
nakyBaHHs1, 3 (hapmakoHarnsgy. 3MiHa agpecu mactep-chaiina
BMNYCK cepil:
Nek C.A.,
MNonblua
303. TOPACEMI[, Tabnetkn no 5 mr no 10 CaHpo3 CnoseHis BUPOOHMUTBO | HimeuunHa/ BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHM | Tuny - 3a UA/9619/01/02
CAHAO3® TabneTok y 6nictepi; no 2 | ®apmacbioT 3a NOBHUM Monbwa 3MiHM Woao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
abo 10 6nicTepis y ikans a.4. LMKNIOM: BunyyenHs (cuna giji) - BunydeHo cuny aii 2,5 mr (BeegeHHA 3MiH
KapTOHHI KOpOOL; Canotac NPOTSrom 6-TW MICALIB MIiC/1A 3aTBEPMAKEHHSR); 3MiHK | TUMy -
dapma M'mbX, 3MiHK 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
HimeuuunHa; 3amiHa abo BBeieHHA [0AATKOBOI AiNbHUL BUPOOGHULTBA AN

BMPOBHMLTBO

4yacTVHM a60 BCbOr0 BUPOGHMYOTO MPOLECY FOTOBOTO JliKapChKoro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3a MOBHUM 3ac00y (iHWi 3MiHN) - yTOYHEHHS OyHKLi BUpobHUKiB N3 Slek
LMKIOM: C.A., Monblua Ansa KoXHOI BUPO6HUYOT AinbHULi Ta Cantotac
Nexk C.A., ®apma 'm6X, HimeyunHa (BeBegeHHS 3MiH NPOTArom 6-Tu micauis
Monbua; nicns 3aTBepMKeHHS); 3MiHW | Tuny - AAMIHICTPaTVBHI 3MiHU.
nepBuHHe Ta 3MiHa HalimeHyBaHHA Ta/abo aApecu MicLs NPoBaKEHHS
BTOPWUHHE LisiNIbHOCTI BUPO6GHMKa/iMnopTepa roToBOoro JlikapcbKoro 3acoby,
nakyBaHHs1, BK/1HOUAI0UM AiNbHULI BUNYCKY cepil abo micue npoBefeHHs
BUMYCK cepil: KOHTPOIO SKOCTI. (QisS/IbHICTb, 3a SKy BiAgnosigae
Nexk C.A., BUPOGHMK/iIMNOPTEP, BK/IOYAKOUN BUMYCK CEPIl) - yTOUHEHHS
Monbwa Ha3Bu Ta agpecy BMpobHuka flek C.A., Monblya Ta agpecu
BUpo6HuKa Cantotac ®apma MvbX, HimeyunHa (BBegeHHs 3MiH
NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPAKEHHS)
304. TOPACEMIA, Tabnetku no 10 mr no 10 CaHpos CnoBeHis BMPOGHMUTBO | HimeuunHa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny - 3a UA/9619/01/03
CAHAO3® Tabnetok y 6nictepi; no 2 | ®apmacbloT 3a NOBHUM Monbla 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsmy. peyenmom
abo 10 6nicTepiB y ikans a.4. LMKNIOM: BunyuenHs (cuna gji) - BunyyeHo cuny aii 2,5 mr (BeegeHHsA 3MiH
KapTOHHIA KOpooLi Cantotac NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHS); 3MiHM | TNy -
dapma 'M6X, 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
HimeuuunHa; 3amiHa abo BBeAEHHA [0AATKOBOI AiNbHNL BUPOOGHULTBA ANS
BUPOBHNLITBO 4acTuHM abo BCbOrO BYUPOGHNYOro NPOLLEeCy roTOBOro /iKapCbKoro
3a NOBHUM 3aco06y (iHWi 3MiHW) - YTOUHEHHS (OYHKLi BUpO6HUKiB M3 Slek
LKIOM: C.A., MonbLya Ansa KoXHoi BUPoOHNYOI AinbHULi Ta CantoTac
Nek C.A., dapma 'm6X, HimeuurHa (BBegeHHs 3MiH NpoTArom 6-Tu micsuis
Monbua; nicnsa 3aTBepKEHHS); 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHW.
nepBrHHE Ta 3miHa HalimeHyBaHHs Ta/abo agpecu Micus NpoBakKeHHS
BTOpPUHHE OiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
nakyBaHHs, BKJ/THOYAKOUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
BUMYCK cepii: KOHTPOO SIKOCTI. (QiS/IbHICTb, 3a SIKy BignoBigae
Nek C.A., BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK CEPIl) - YTOUHEHHS
MonbLa Ha3Bu Ta agpecu BupobHuka Jlek C.A., MNonblia Ta agpecu
BMpo6HMKa Cantotac ®apma Mv6X, HiveuunHa (BeefeHHs 3MiH
NpoTSArom 6-Tv MicsLiB Nic/1s 3aTBepPAKEHHS)
305. TOPACEMIJ, Tabnetkn no 20 mr no 10 CaHnpo3 CnoseHis BMPOGHULTBO | HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 3a UA/9619/01/04
CAHAO3® Tabnetok y 6nictepi; no 2 | ®apmacbloT 3a NOBHUM Monbwa 3MiHM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
a6o 10 6nicTepiB y ikans g.4. LMKIOM: BunyueHHs (cuna gii) - BunyyeHo cuny gii 2,5 mr (BeefeHHsA 3MiH
KapTOHHIA Kopoo6Li CanoTtac NPOTArom 6-Tu MICALIB NiCNA 3aTBEPMAXKEHHS); 3MiHW | TUny -
dapma M'mbX, 3MiHK 3 sKocCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
HimeuuunHa; 3amiHa abo BBeAEeHHA [0AATKOBOI Ai/TbHNL BUPOOGHULTBA A1
BUPOGHMLITBO 4yacTuHM abo BCbOr0 BUPOGHMYOro NPOLLEeCy roTOBOrO /iKapCbKoro
3a NoBHUM 3ac006y (iHWi 3MiHN) - yTOUHEHHS (OyHKLi BUpOoOHUKiB N3 Slek
LMKIOM: C.A., Monblua Ansa KoXHOI BUPo6HNYOT AinbHULi Ta CantoTtac
Nek C.A., dapma 'm6X, HimeyunHa (BBefLeHHsA 3MiH NPOTArom 6-Tv MicsLiB
MonbLa; nicns 3aTBepMKeHHs); 3MiHW | Tuny - AAMIHICTPaTWUBHI 3MiHU.
nepBrHHe Ta 3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
BTOPWUHHE LisiNbHOCTI BUPOGHMKa/iMnopTepa roToBOoro JlikapcbKoro 3acoby,
nakyBaHHs, BK/IOYAIOUM AiNbHULi BUNYCKY cepil abo micLe npoBefeHHs
BUMYCK cepii: KOHTPOJIO SIKOCTI. (Ais/IbHICTb, 3a SKy Bignosigae
Nek C.A., BMPOGHUK/IMNOPTEP, BK/IHOYAKOUM BUMYCK CEPIl) - YTOUHEHHS

MonbLua

Ha3Bu Ta agpecyu BupobHuka flek C.A., Monblia Ta agpecu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
BMpO6HMKa Cantotac ®apma M'v6X, HiveuunHa (BeBeaeHHS 3MiH
NPOTAroMm 6-Tu MicALiB Nic/A 3aTBEPAKEHHS)
306. TOPACEMIJ, Tabnetkn no 50 mr no 10 CaHnpo3 CnoBeHis BMPOGHMLTBO | HimeyunHa/ BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - 3a UA/9619/01/05
CAHOO3® TabneTok y 6nictepi; no 2 | ®apmacbioT 3a MOBHUM Monbwa 3MiHM Wwopo 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsay. peyenmom
abo 10 6nicTepiB y ikans a.4. LMKIOM: BunyueHHs (cuna gii) - BunyyeHo cuny gaii 2,5 mr (BBefeHHs 3MiH
KapTOHHI KOopoo6Li Canotac NPOTArom 6-T1 MIiCALIB MiCNSA 3aTBEPMAKEHHS); 3MiHM | TNy -
dapma M'mbX, 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI.
HimeuuunHa; 3amiHa abo BBeEeHHS 4,04aTKOBOI AifIbHUL BUPOOHULTBA ANs
BUPOOHMLTBO 4YacTUHM abo BCbOro BMPOBHMYOrO NPOL,ECY FOTOBOTO JliKapCbKOro
3a MOBHUM 3ac006y (iHWi 3MiHN) - yTOYHEHHS OYHKLi BUpobHUKiB N3 Slek
LMKIOM: C.A., MonbLa ansa KoXHoT BUPo6HNYOI AinbHuLi Ta Cantotac
Nexk C.A., ®apma 'm6X, HimeyunHa (BeegeHHs 3MiH NpOTArom 6-Tu micsuis
MonbLa; nicns 3aTBepMKeHHS); 3MiHM | Tuny - AAMIHICTPaTVBHI 3MiHU.
nepBrHHe Ta 3MiHa HaliMeHyBaHHS Ta/abo afpecu Micus NPoBaKEHHS
BTOPWUHHE LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
nakyBaHHs, BK/1OUAI0UY AiNbHULI BUNYCKY cepil abo micLe npoBefeHHs
BUMYCK cepil: KOHTPOJIO SIKOCTI. (AisS/IbHICTB, 3a 5Ky Bignosigae
Nexk C.A., BMPOGHUK/IMNOPTEP, BK/IKOYAKOYM BUMYCK CEPIN) - YTOUHEHHS
Monbwa Ha3Bu Ta agpecy BMpo6Huka flek C.A., MonbLya Ta agpecu
BUpo6HuKa Cantotac ®apma MvbX, HimeuyunHa (BBefeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS)
307. TOPACEMI[, Tabnetku no 100 mr no 10 CaHpo3 CnoseHis BMPOGHMLUTBO | HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9619/01/06
CAHAO3® Tabnetok y 6nictepi; no 2 | ®apmacbloT 3a NOBHUM MonbLa 3MiHuM Woao 6e3nekn/ehpekTMBHOCTI Ta hapmakoHarnsay. peyenmom
abo 10 6nicTepiB y ikans a.4. LMKNIOM: BunyuyeHHs (cuna gji) - BunyudeHo cuny aii 2,5 mr (BBegeHHs 3MiH
KapTOHHIA Kopoo6Li Canotac NPOTAroM 6-TW MICALIB NIiC/1A 3aTBEPIKEHHSR); 3MiHW | TUnYy -
dapma 'M6X, 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Yy BUPOGHULTBI.
HimeuuunHa; 3amiHa abo BBeAEeHHA [0AATKOBOI AiNTbHNL BUPOGHULTBA ANS
BUPOGHNLITBO 4acTuHM abo BCbOrO BYPOGHNYOro NPoLLeCy roToBOro /iKapCbKoro
3a NOBHUM 3aco06y (iHWi 3MiHW) - YTOYHEHHS (OYHKLi BUpOBHUKIB N3 Slek
LNKIOM: C.A., MonbLya Ansa KoXHOI BUPO6HNYOT AinbHULI Ta CantoTac
Nek C.A., dapma 'm6X, HimeuurHa (BBegeHHs 3MiH NpoTArom 6-Tu Micsuis
Monbua; nicns 3aTBePAKEHHS); 3MiHM | TUNY - AQMIHICTPATUBHI 3MiHW.
nepBrHHe Ta 3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHS
BTOPUHHE LOiSIbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
nakyBaHHs, BKJ/TIHOYAOUN AiNbHULI BUMYCKY cepii abo Micue npoBeAeHHs
BUMYCK cepii: KOHTPOJIO SIKOCTI. (QiS/IbHICTb, 3a 5Ky BignoBigae
Nek C.A., BMPOGHUK/IMNOPTEP, BK/TKOYAKUM BUMYCK CEPIl) - YTOUHEHHS
MonbLa Ha3Bu Ta agpecu BupobHuka Jlek C.A., MNonblia Ta agpecu
BMpo6HMKa Cantotac ®apma M'v6X, HiveuunHa (BeeaeHHS 3MiH
NPOTAroM 6-TW MicsAUIB NicNs 3aTBEPAYKEHHS)
308. TOPACEMI], Tabnetkn no 200 mr no 10 CaHpo3 CnoseHis BMPOGHULTBO | HimeyunHa/ BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/9619/01/07
CAHAO03® Tabnetok y 6nictepi; no 2 | ®apmacbloT 3a NOBHUM Monbwa 3MiHM Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
a6o 10 6nicTepiB y ikans g.4. LMKIOM: BunyueHHs (cuna gii) - BunyyeHo cuny gii 2,5 mr (BeefeHHs 3MiH
KapTOHHiiA KOpo6Li Canotac NPOTArom 6-T1 MIiCALB MiCNA 3aTBEPKEHHS); 3MiHM | TNy -
dapma 'M6X, 3MiHM 3 iKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHMLTBI.
HimeyvunHa; 3amiHa abo BBefieHHs1 A0AATKOBOI AiNbHULI BUPOBHMLTBA 4151
BUPOBHULTBO 4YacTUHM ab0 BCbOro BUPOBHMYOrO NPoLEecy roToBOrO JliKapCbKOro
3a MOBHUM 3ac06y (iHLWi 3MiHW) - YTOYHEHHST OYHKL BUPOGHWMKIB /13 JSlek
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
LMK/IOM: C.A., Monbluya Ans KoXXHOI BUPO6HNYOT AinbHULi Ta CasnttoTac
Nek C.A., dapma 'm6X, HimeuurHa (BBegeHHS 3MiH NPOTArom 6-Tu Micsuis
MonbLa; nicns 3aTBepmKeHHs); 3MiHW | Tuny - AAMIHICTPaTUBHI 3MiHU.
nepBUHHE Ta 3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHs
BTOPUHHE OiSNbHOCTI BUPO6HUMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
nakyBaHHs, BK/IOYAKOUM AiNbHUL BUNYCKY cepil abo micue npoBefeHHs
BMNYCK cepil: KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
Nek C.A., BMPOGHUK/iMNOPTEP, BK/THOYAKUM BUMYCK CEPIl) - YTOUHEHHS
Monbua Ha3Bu Ta agpecyu BupobHuka flek C.A., MonbLya Ta agpecu
BMpOG6HMKa Cantotac ®apma M'v6X, HiveuunHa (BeBeaeHHS 3MiH
NPOTAroM 6-Tu MicALiB Nic/a 3aTBePAKEHHS)
309. TPU3UMIH nopoLLOoK (cybcTaHuis) y TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - - UA/9823/01/01
MilLKax-Bkiagmwax 3 HaykoBo- HaykoBo- 3MiHa y MeTogax BunpobysaHHs APl abo BMXigHOTO
nAiBk1 NoNieTUNEeHOBOT BMpo6HUYa BUPOGHMYA mMatepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
AN5 BUpobHULTBA dipma thipma BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HuuTea AP (iHWi 3MiHN Y
CTepusbHUX Ta "Mikpoxim" "Mikpoxim" MeToAax BUNPOOyBaHHS (BK/OHYaKUM 3aMiHy ab0 [OMOBHEHHS)
HeCTepUsIbHUX NiKapCbKMX A®| ab0 BUXiAHOTO/NPOMIXHOTO NPOAYKTY)
dopm
310. YPCOMAKC Kancynu no 250 mr in bulk TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/15704/01/01
Ne 1000: no 1000 kancyn "®APMEKC "®APMEKC [ONOBHEHHSA cnevmdikadii Ta MeTOAiB BXiAHOTO KOHTPO/IO Ha
y NOABIAHNX reyn" reyn" [ito4y peyoBMHY HOBMM MOKa3HWKOM «Po3Mip yacTok» (d90 < 30
nosieTUNeHoBMX NakeTax MKM); 3MiHK || TUNY - 3MiHa BUPOBHUKa BUXiZHOro/NpoOMiKHOrO
y NNacTUKOBUX NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
KOHTeliHepax; in bulk Ne npoueci Adl, a6o 3miHa BUpobHuKa (BKkHoHaroun, e HeobxigHo,
13500: no 13500 kancyn y MicLLle NpoBefeHHA KOHTPO0 AkocTi) A®I (3a BigcyTHOCTI
noAgiliHMx cepTucpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei y
nonieTuneHoBMX nakeTax 3aTBEpXEHOMY [0CbE)(BBEAEHHSA HOBOrO BUPOGHMKa AdI 3
Y N1IaCTUKOBUX HafaHHAM macTep-haiina Ha A®I); cynyTHA 3MiHa: 3MiHa Y
KOHTeliHepax napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX, BU3HAUYEHNX
y crneumdikanisx Ha A®l, abo BUXiAHUIA/MPOMIKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeCi
BMpPO6HULTBa A®I - 3MiHa Yy MeTofax BUNpobyBaHHA A®| abo
BVXiHOro Matepiany/npoMiXHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETbLCA Y NpoOLLeCi BUPO6HMLUTBA ADI - 3MiHa
BMPOBHUKA Aito40T pevyOoBUHN YPCOAE30KCUXOMIEBOT KNCNOTKU 3
HagaHHaM DMF Ha A®I i Sk Hacnigok 3miHW cneumdikadii Ta
MeTOAiB BXiAHOIO KOHTPOJIO 3@ NOKAa3HUKOM «3aJ/TNLLIKOBI
KiJIbKOCTi OpraHiyHMX po34mMHHUKIB»
311. YPCOMAKC kancysm no 250 mr, no 10 TOB YkpaiHa TOB YKpaina BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiastiB: 3MiHM | Tuny - 3a UA/12451/01/01
Kancyn y 6nictepi, no 1 "®APMEKC "®APMEKC [ONOBHEHHS cnevmdikadii Ta MeToAiB BXiAHOTO KOHTPOJIIO Ha peyenmom
abo no 5, abo no 10 reyn" reyn" Lito4y peyoBmrHY HOBUM MOKa3HMKOM «Po3mip yacTok» (d90 < 30

6nicTepiB y nayui 3
KapToHY

MKM); 3MiHu Il TURY - 3MiHa BUPOGHUKA BMXiZHOrO/MPOMIXKHOTO
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYOTLCS Y BUPOOHUYOMY
npoueci A®l, abo 3miHa BUpobHMKa (BKIHOHaKoun, Ae HeobxiaHo,
MicLie NpoBeAEeHHS KOHTPOO sikocTi) A®I (3a BigcyTHOCTI
cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEpAKEHOMY [0CLE)(BBEAEHHS HOBOro BUPOGHMKa AdI 3
HaJaHHaAM MacTep-goaiisia Ha A®I); cynyTHS 3MiHa: 3MiHa y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayjiliHo2

0 NoCcBIOYEHHS

napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX, BUSHAUYEHNX
y cneumdikalisx Ha A®l, abo BUXiZAHUIA/MPOMIXHWIA
NpPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi
BMpobHuUTBa API - 3MiHa Yy MeTogax BUnpobysBaHHa APl abo
BUXiQHOrO MaTepiasy/NnpoMiXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUPo6HMLUTBa ADI - 3MiHa
BMPOGHMKA [il040i PEYOBMHN YPCOAE30KCUXOMIEBOT KNCOTH 3
HagaHHAM DMF Ha A®I i ik Hacnifok 3MiHn cneyndikauii Ta
METOAIB BXIAHOIO KOHTPOJIIO 3@ NOKA3HUKOM «3a/TNLLKOBI
KiJIbKOCTi OpraHiyHmx po34mHHMKIB»

312.

DEHOBAPBITAN
IC

Tabnetku no 5 mr no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y naui

Tosapucts
03
[04aTKOBO
10
Bignosigan
bHIiCTIO
"IHTEPXIM

YKpaiHa

ToBapucTBO 3
[04aTKOBOKO
BignoBiAa/bHI
CTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny -
3MiHK 3 SKocCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[oAaBaHHA AiNbHULI, Ha KA 34iACHI0ETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - 3aMiHa AinbHUUb , Ae
NPOBOAMTLCA BUNPOBYBaHHS KOHTPOJIO Cepil : 3 AiNbHULG 3a
agpecamm YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i4 kM. CTapoKUIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-
A; 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKIHOYaoUM AinbHUL Ana AP, NPOMDKHOIO NpoAayKTy
ab0o roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWMKa, BifMNoBifaIbHOMO 3a BUMYCK cepili, Micue
NpoBeEeHHS KOHTPOIO cepil) abo noctavyasibHUKa BUXiLHOMO
marepiany, peareHTy abo AONOMDKHOT PEUYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - BUTYYEHHS AinbHuLi YkpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, /llocTgopdcbka fopora, 6ya. 86, ae
3[iCHI0ETLCA 36epiraHHa roToBOI NPOAYKLT, Ta BUTyYEHHS
iHdhopmalii , LWoao MicLe3HaxXomMKeHHs PUANYHOI 0cobm

3a
peyenmom

UA/4052/01/01

313.

®EHOBAPBITAN
IC

Tabnetku no 50 mr no 10
Tabnetok y 6nictepi; no 5
6nicTepiB y nauui

TosapucTs
03
[04aTKOBO
10
Bignosigan
bHICTIO
"IHTEPXIM

YKpaiHa

ToBapucTBO 3
[04aTKOBOK
BignosiganbHi
CTIHO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny -
3MiHK 3 sKoCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
KOHTPO/IO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
[0AaBaHHA AiNbHULI, Ha KA 34iNCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHS cepii) - 3aMiHa AinbHUUb , Ae
NPOBOAUTLCA BUMPOGYBAHHS KOHTPOIO Cepii : 3 AiNbHULDG 3a
agpecamu YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i kM. CTapoKUIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbkoi goporu, 40-
A; 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
LinbHULI (BKAHOYaoUM AinbHULI Ana AP, NPOMDKHOIO NpoAayKTy
abo roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BigNoBifaIbHOTO 3a BUMYCK cepili, Micue
NpoBeAEeHHS KOHTPOIO cepil) abo noctavyanibHUKa BUXiLHOMO
martepiaay, peareHty abo AONOMIKHOT PeYOBMHU (SIKLLLO

3a
peyenmom

UA/4052/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
3a3HayeHo y [0CbE) - BUTYyUYeHHs AinbHuLi YkpaiHa, 65080,
Opecbka 061., M.Ofeca, MiocTaopdcbka Aopora, 6ya. 86, ae
3[jiICHI0ETLCA 36GEpiraHHa roToBOi NPOAYKLl, Ta BUTYYEHHSI
iHhopmalii , LWoao MicLe3HaxXoMKeHHs PUANYHOI 0cobum
314. ®EHOBAPBITA/NT | Ta6netku no 100 mr no 10 | ToBapucts YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/4052/01/03
IC TabneTok y 6nictepi; no 5 03 [04,aTKOBOO 3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. | peyernmom
6nicTepiB y naui [0[aTKOBO BiANOBIAA/bHI 3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCSA BUMYCKY cepii Ta
10 cTHo KOHTPO/IO SIKOCTi rOTOBOrO Nikapcbkoro 3acoby (3amiHa abo
Bignosigan "IHTEPXIM" [0AaBaHHA AiNbHULI, Ha KA 34iACHI0ETLCA
bHICTIO KOHTPO/b/BMNPOGYBaHHSA cepii) - 3aMiHa AinbHUUb , Ae
"IHTEPXIM NpPoOBOAUTLCA BUMPOOYBaHHSA KOHTPOSIO cepii : 3 AiNbHNLb 3a
" agpecamm YkpaiHa, 65080, Ogecbka 06s1., M. Ogeca,
NMoctpopdicbka fopora, 6ya. 86 Ta YkpaiHa, 65025, M. Ogeca,
21-i4 kM. CTapoKWIBCbKOI Aoporu, 23 Ha AiNbHNLE0 3a afpecor
YkpaiHa, 65025, m. Ogeca, 21-i1 km. CTapokuiBcbKoi goporu, 40-
A; 3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKIOYaoUM AinbHUL Ana AP, NPOMDKHOIO NpoAayKTy
ab0 roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOOHWKa, BifMNoBifaIbHOTO 3a BUMYCK cepil, Micue
NpoBeEeHHS KOHTPOIO cepil) abo noctavyasibHUKa BUXiLHOMO
marepiany, peareHTy abo AONOMDKHOT PEUYOBMHU (SIKLLLO
3a3HayeHo y [0CbE) - BUTYYEHHS AinbHuLi YkpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, /llocTgopdcbka fopora, 6ya. 86, ae
3[iCHIOETLCA 36epiraHHa roToBOi NPOAYKLT, Ta BUTyYEHHS
iHdhopmalii , LWoao MicLe3HaxXoMKeHHs PUANYHOI 0cobm
315. PITONT Kancynu no 10 kancyn y TosapucTs YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny - 6e3 UA/3650/02/01
6nicTepi; no 3 abo 6 03 06MexeHo AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
6nicTepiB y KAPTOHHIN 06MeXeHO BiANOBiAa/IbHI 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
KopoobLi 10 cTHO anpecu (BBefeHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
Bignosigan "®apmauesTu 3aTBEPMKEHHS); 3MiHU | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
bHICTIO YHa KomnaHis HaliMeHyBaHHs Ta/abo agpecyt MicLA NPOBaXEHHS AiS/IbHOCTI
"papmaLes "3pn0pos'a” BMpPOGHMKa/iMnopTepa roToBOro /ikapcbKoro 3acoby, BKIYauu
TUYHa AiNbHWL BUNYycKy cepii abo micle NpoBeAeHHS KOHTPOSIO SKOCTI.
KOMnaHis (misnbHICTb, 3a AKy BigNoBigae BUPOOHUK/iIMNOPTEp, BKIKOYAKUM
"3popos'a" BMNYCK Cepiit) - 3MiHa agpecu MicLA NPOBaXXEHHS Ais/IbHOCTI
BMPOGHMKa 13 diToniT, TOBApUCTBO 3 OOMEXEHOD
Bi4NoBiAa/IbHICTIO "®PapmaleBTUyHa KoMnaHisa "340poB'a”,
YkpaiHa, 6e3 3MiHV MicLa BUPOo6HMLTBA (BBEAEHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCa 3aTBEPAXKEHHS)
316. ®PIAMIAE3TE/Ib | renbno 20,301,401 OpraHocvH IHais EHK 106 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/12794/01/01
a6o 100 r B namiHoBaHil Naidp ETikan3 3MiHu 3 siKoCTi. FOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenma
Ty6i; no 1 Ty6i B CaeHcms MpaiiBiT KOHTelHep/3aKynoptoBasibHMIA 3acib. 3MiHa po3Mipy ynakoBKu
KapTOHHIA KOopoo6Li MeT. N14. NimiTen roTOBOrO JlikapcbKoro 3acoby (3miHa macu/06'emy BMICTY

KOHTeliHepa 6araTtol030B0Oro /likapCbKoro 3acoby ans
HernapeHTepasibHOro 3acTocyBaHHs (abo 0gHOA030BOrO,
4acTKOBOrO BUKOPUCTaHHS)) - BBEAEHHS J0AaTKOBOI YNaKkoBK/ Mo
100 r y Ty6i, 63 3MiHM NepPBUHHOrO NakyBaslIbHOTO MaTepiany, 3
Bi4MNoBiAHMMM 3MiHAMM [0 p. «YnakoBka» (BBeAeHHs 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
npoTsirom 3-X MicALiB Nic/ia 3aTBePAXEHHS)
317. ®JTYKOHA30/1- Kancynu Teepai no 200 mr | ToBapucTB YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/3938/01/04
30POB'A no 1, a6o 2, a6o 3, a6o 4, 03 06MexeHo YTOUHEHHS HaliMEHYBaHHS Ta MiCLe3HaxXOMKEHHS BUPOOHMKA peyenmom
®POPTE abo 7, abo 10 kancyn y 06MeXeHo BiANOBIA&/bHI A®| dnykoHa30n; 3MiHK | TUMy - NoAaHHA HOBOro cepTudikata
6nictepi, no 1 6nictepy B 10 cTo Bi/] HOBOrO BUPOGHMKA; CynyTHA 3MiHa: 3MiHa y napameTpax
KapTOHHI KOopoo6Li Bignosigan "®apmavesTu cneuudikaLin Ta/abo fonyCTUMUX MEX, BUSHAYEHNX Y
bHICTIO YyHa KOMMaHis cneuudikauisx Ha A®l, abo BUXiZHWNIA/MPOMIXHWIA
"Papmaues "3popos'a” npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NpoLLeci
TUYHa BMpO6HULTBa AP - 3MiHA Y MeTogax BUnpobysaHHa APl abo
KOMnaHis BVIXiLHOTrO Matepiany/NpoMiXHOro NpoAykTy/peareHTy, Wwo
"3popos'a” BMKOPUCTOBYETLCA Y npoLeci BUpobHuuTea A®I - nogaHHa
HOBOro cepTudikaTy BiANOBIAHOCTI EBponelicbkoi hapmakonel
Ne RO-CEP 2015-233 Rev 01 Big HoBOro Brpo6Huka Adl. Ak
Hacnigok, 3MiHW Ao cneundikadii A®l 3a NoKasHUKOM
«3a/IMLLKOBA KiNbKICTb OPraHiYHNX PO3UNMHHUKIBY»; 3MiHM | TUMy -
3MiHW, MOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo iHwoT
HaujioHasIbHOT hapmakonei gepxasu E€C; cynyTHA 3MiHa: 3MiHa Y
MeToAdax BUNpobyBaHHS AD| abo BuXigHOro
mMatepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BVMKOPWCTOBYETbLCS Y NpoLeci BUPO6HMLUTBA AP - 3MiHN [0
cneundikauii Ta MeTogiB KOHTpoto A®| dniykoHason y
BiA4NOBIAHOCTI O BUMOT Ai040ro BuaaHHs EP; 3miHu | Tuny -
3MiHM y MeTogax KOHTposto APl dykoHa301 3a NOKa3HUKOM
«MikpobionoriyHa ynctoTa», y 38’'A3Ky 3 NpMBEAEHHAM [0 BUMOT
LitoYoro BuaaHHa ey
318. PNYMIBAKT IC TabneTkun BariHa/1bHi, No ToBapucTts YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 6e3 UA/15786/01/01
10 mr no 6 TabneTok y 03 [,04aTKOBOKO AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOT AinbHUL peyenma
6nictepi; no 1 6nictepy B [04aTKOBO BiANOBiAANbHI (Bovaroum ginbHuui ans A®l, npomMixHOro NpoaykTy abo
nauu,i 10 cTIo roTOBOrO NiKkapcbKoro 3acoby, AiNbHUL 415 NPOBEAEHHS
Bignosigan "IHTEPXIM" nakyBaHHs, BUPOOHWKa, BigMNoBifaIbHOTO 3a BUMYCK cepili, Micue
bHICTIO NpoBeAEeHHS KOHTPOIO cepiil) abo noctavyanbHUKa BUXiLHOMO
"IHTEPXIM marepiany, peareHTy abo AONOMKHOI PEYOBVHY (SIKLLO

3a3HayeHo Yy I0CbE) BUTYUYEHHS AiNbHULI YKpaiHa, 65080,
Ogpecbka 0611., M.Ofeca, /liocTgopdcbka fopora, 6ya. 86, ae
3[iCHI0ETLCA 36epiraHHa roToBOI NPOAYKLT, Ta BUTyYEHHS
iHchopmawii , Woao MicLe3HaxomKeHHS PUANYHOT 0co6U. 3MiHK
| TMNy - 3MiHKW 3 AKOCTi. FTOTOBUIA NiKapcbKuii 3aci6. 3miHW y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOJIO SIKOCTi FOTOBOTO Jlikapcbkoro 3acoby (3amiHa
ab0 gofaBaHHA AiNbHUL, Ha AKiA 34iACHI0ETbCS
KOHTPO/Nb/BMNPOGYBaHHSA cepii) 3amiHa AinbHULb , Ae
NPOBOANTLCA BUNPOBYBaHHS KOHTPOJIO Cepil : 3 AiNbHULbG 3a
afpecamun YkpaiHa, 65080, Ogecbka 06s1., M. Ofeca,
NMoctpopdicbka gopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca,
21-i kM. CTapoKWiBCbKOI Aoporu, 23 Ha AiNbHNL0 3a aApecor
YkpaiHa, 65025, m. Ogeca, 21-it km. CTapokuiBcbKoT foporu, 40-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
319. OPATMIH® pO3unH NS iH'ekuin 5000 Mdpaiizep CLUA Brpo6HMUTBO, Benebrisi/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/1581/01/01
MO (aHTn-Xa)/0,2 mn; no IHK. BTOPUHHE HimeuunHa AAMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
0,2 Mn B ogHOpa3oBoMy nakyBaHHs, MicLisi TPOBaMKEHHS AifNbHOCTI BUPOGHMKa/imnopTepa rotToBoro
wnpuui; no 5 wnpuuis y KOHTPO/Tb niKapcbKoro 3acoby, BK/IKOYAKUN AiNTbHNL BUNYCKY cepii abo
6nicTepi; no 2 6nictepn B AKOCTI, BUNYCK MicLie NpoBeAEHHSA KOHTPO/IIO AKOCTI. (LiANbHICTb, 3a AKY
KapTOHHiiA Kopo6Lli cepii, BiZiNOBIAAE BUPOGHMK/iMNOPTEP, BKOYAKUN BUMYCK Cepild) -
BMBYEHHS 3miHa agpecu BUpo6Hyka MNdpaiizep MeHtodekuypuHr Benbris
CTabisIbHOCTI: HB, Benbris, 6e3 3MiHU MicLa BUpo6HULTBA. BBEAEHHS 3MiH
Mdpaiizep npoTArom 6 micsAuiB Nicns 3aTBEPXKEHHS.
MeHtohekuyp
WHr benbris
HB, Benbris;
Brpo6HMLTBO
Ta KOHTPO/1b
AKOCTI
(Bi3yasibHMiA
KOHTPO/b,

KOHTPO/b Ha
CTepUbHICTb
Ta KOHTPO/1b
06’ emy, Wo
BUTATAETHCH):
Betep dapma-
PepTuryHr
vbX & Ko.
K,
HimeuuunHa;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTEPUSIBHICTB!
Betep dapma-
PepTuryHr
vbX & Ko.
K,
HimeuuunHa;
BizyanbHuii
KOHTPO/b!
Betep dapma-
PepTuryHr
v6X & Ko.
K,
HimeyunHa;
BizyanbHuii
KOHTPO/b Ta
BTOPVIHHE
nakyBaHHS:
Betep ®apma-
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
PepTuryHr
v6X & Ko.
K,
HimeyunHa;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTepUbHICTb
Ta BTOPUHHE
nakyBaHHS:
Betep dapma-
PepTuryHr
oX & Ko.
K,
Himeuunna
320. ®PATMIH® PO34uH NS iH'ekuiin, 10 Mdpaiizep CLIA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu | Tuny - 3a UA/1581/01/03
000 MO (aHTK-Xa)/mn no IHK. MeHtohekuyp AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
1 mn; no 1 mn B amnyni; WHr Benbris MiCList MPOBaKEHHS AiSNIbHOCTI BUPOGHMKa/iMnopTepa roToBoro
no 10 amnyn B KAPTOHHIl HB niKapcbKoro 3acoby, BKIKOYAKUN AiNbHNL BUNYCKY cepii abo
Kopoobui MicLie NpoBeAEeHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK Cepili) -
3miHa agpecu BUpo6Huka MNdpaiizep MeHtodekuypuHr Benbris
HB, Benbris, 6e3 3miHM MicLus BUPOBHULTBA. BBEAEHHSA 3MiH
npoTArom 6 micsuiB Nicnsi 3aTBEPAKEHHS.
321. PPAITMIH® pO34uH ANs iH'ekuin 2500 Mdpaiizep CWA Brpo6HMLTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1581/01/02
MO (aHTn-Xa)/0,2 mn; no IHK. BTOPWUHHE HimeuunHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu peyenmom
0,2 M1 B 0gHOpa3oBoOMy nakyBaHHs, MicList MPOBAKEHHS AiSiNIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
wnpuyi; no 5 wnpuuis y KOHTPONb niKapcbKoro 3acoby, BKIKYAKUN AiNTbHNL BUNYCKY cepii abo
6nicTepi; no 2 6nictepu B AKOCTI, BUNYCK MicLie NpoBeAEHHS KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
KapTOHHI KOopoo6Li cepii, BiANoBiAae BMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK Cepild) -
BVBYEHHS 3miHa agpecu BUpo6Hyika MNdpaiizep MeHodekvypuHr Benbris
cTabinbHoCTI: HB, Benbris, 6e3 3miHM MicLs BUPO6GHULTBA. BBEAEHHSA 3MiH
Mdpaiizep npoTArom 6 micsAuiB nicns 3aTBEPAXKEHHS.
MeHtodhekuyp
nHr benbris
HB, Benbris;
Brpo6HMLTBO
Ta KOHTPO/1b
AKOCTI
(Bi3yasibHuiA
KOHTPO/b,

KOHTPO/b Ha
CTepWsbHICTb
Ta KOHTPO/1b
06’ emy, Wo
BUTAra€TbCA):
Betep dapma-

PepTuryHr
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Ymosu

Homep

n/n

Hassa
JliKapcbKo20

dopma sUnycKy
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Bionycky

peecmpayjiliHo2
0 MocsiO4YeHHs1

3acoby

ynakoska)

voX & Ko.
K,
HimeuuunHa;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTEPUSIBHICTB!
Betep dapma-
PepTuryHr
vbX & Ko.
K,
HimeuuunHa;
BizyanbHuii
KOHTPO/b!
Betep dapma-
PepTuryHr
v6X & Ko.
K,
HimeyunHa;
BizyanbHuii
KOHTPO/ib Ta
BTOPVIHHE
nakyBaHHS:
Betep dapma-
PepTuryHr
v6X & Ko.
K,
HimeyunHa;
BizyanbHuii
KOHTPO/b,
KOHTPO/b Ha
CTepUbHICTb
Ta BTOPUHHE
nakyBaHHS:
Betep dapma-
PepTuryHr
vbX & Ko.
K,
Himeuunna

3a

UA/8185/01/01

322.

DPAKCUMNAPUH
®

pO34uH ANs iH'ekuin, 9500
MO aHTu-Xa/mn; no 0,6
mn (5700 MO aHTu-Xa) y
nonepeaHL0
3anoBHEHOMY LUMPKL; NO
2 wnpuvua B 6nicTepi; no 5
6nicTepiB y KAPTOHHIN
Kopo6ui; no 0,8 mn (7600

AcneH
Papma
Tpenginr
Nimiteq

MO aHTn-Xa) y

Ipnangis

AcneH Hotep
Jam ge
BoHgesinb

®paHuisa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis (MoBTOPHUIA

posrnap):

3MiHM | TUny - 3MiHa y MeToax BunpobysaHHsa A®| abo
BVIXiLHOrO Matepiany/NpoMiXXHOro NpoAykTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa ADI - 3MiHa
KOHLEHTpaLii po34MHy KaUslito nepmMaHraHary, Lo
BMKOPVCTOBYETbLCS Y METOS| Ki/IbKICHOTO BU3HAUYEHHS; 3MiHW |
T™Mny - 3MiHa y MeToax BUNpobyBaHHS 4/19 peareHTy po3ynHy
KasbLiito xsiopuay aurigpary - gogasaHHs n. laeHTudikauis;

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nonepegHL0 BigHocHa ryctuHa; KinbkicHe BU3Ha4YeHHs BiAMNOBIAHO A0

3anoBHEHOMY LUMPWL; NO
2 wnpuvua B 6nicTepi; no 5
6nicTepiB y KAPTOHHIN
Kopoobui

MoHorpadii EP; 3miHa y MeTogax BUNpoGYyBaHHSA /1A peareHTy
PO34MHY HaTPilo rMAPOKCMAY A0AABaHHA M. 30BHILWIl BUrNag;
laeHTudikauis; KinbkicHe BU3Ha4eHHS BiAMNOBIAHO A0 MOHorpadii
EP; 3miHu | TNy - 3MiHa y napameTpax crneumndikauii Ta/abo
[ONYyCTUMUX MEX, BU3HaUeHuX y cneuudikalisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci Bupo6bHuLUTBa A®I - 3MiHa NnapameTpisB cneuundikauii AdI
T. 6akTepiasibHi €HOOTOKCMHW; 3MiHW | TUNy - 3MiHa y MeToAax
BunNpobyBaHHA APl abo BMXigHOTO MaTepiaay/npomiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLUTBA ADI| - 3MiHa Y MeToAax BunpobysaHHA AdI T.
"Mikpo6ionoriyHa umcToTa"; 3miHu | Tuny - 3MiHM BUNpobyBaHb
ab0o fonycTMMMX MeX, BCTAHOBMEHWX Y crieumdpikalisx, nig vac
BMPOBHMLTBA FOTOBOrO NiKapCbKOro 3aco6y - BUTYUYEHHS
HeCyTTEBOTO BUNPOGYBaHHA B NPOLLECi BUPOGHULITBA —
BUTYYEHHSA TOUKW KOHTPOJIO Ha 3arasibHy KiflbKiCTb
MiKpoopraHi3miB Ha cTagii 5 (nonepegHs dinbTpauis) Ta
BBE/IEHHSI TOUYKN KOHTPOJTIO Ha 3arasibHy KiflbKiCTb
MiKpoOpraHi3miB Ha cTagii 6 (cTepunisytova pinbTpadis) i3
3amiHoto mex 3 100 KYO/ n Ha 10 KYO/ 100 mn; 3MiHu | Tuny -
3MiHa po3Mmipy cepii (Bk1OYarum gianasoH po3mipy cepii)
roTOBOrO NiKapPCbKOro 3acoby - yTOYHEHHS CK1afy Ha cepito:
BMAaIeHHs po3mipy cepii 160 n (3.2.P.3.2 Cknag, Ha cepito), aka
cnoyatky Bupobnsnacs komnaHieto Chinoin. JaHuii BUPOGHMK
yxe 6yB BuaneHuii, B To Yyac siK ckiag Ha cepito He 6yB
OHOB/IEHWIA BiANOBIAHUM YMHOM. 3anponoHoBaHo: 500 litres;
3MiHW | TUMy - 3MiHK y NpoLeci BUPOGHMLTBA FOTOBOrO
NiKapcbKoro 3acoby, BK/IHOHaOUM NPOMiIXHUIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULTBI TOTOBOrO NikapCcbKoro 3acoby
(He3HayHa 3MiHa y Npoueci BUpOGHMLTBA) - HE3HAYHA 3MiHa Y
npoueci BUPOGHULTBA YTOUHEHHS po3Mipy nop 0,22 MKM 3aMmicTb
0,2 MKM Ha cTagisa 6 (cTepunidytoya thinbTpauis); Ha cTagii 7
(HanoBHeHHS) BBeAEHHS 3axXvCHOro dhifibTpa 3 po3MipoM nop
0,22 MKM; 3MiHu Il TURY - 3MiHK B NpoLeci BUpo6HuLTBa AdI -
3MiHV B NpoLeci BUpobuuTBa Aito4oi peyoBUHWN HAATPONUHY
KasibLiito - BBEEHHS KaTiOHOOOOGMiHHOI CMO/IN Ha cTagii 3
(NepeTBOPEHHS 3 HATPIEBOT COAi Ha KaulbLIEBY Ciflb) A/1A
36ibLUEHHSA MOTY)XXHOCTI BUPOBHMLTBA [il040i PEYOBUHM;
pefakuiiiHi NpaBkn y BUPOGHWYOMY MpOLeci; 3MiHW |l Tuny - 3MiHN
BMNPO6YBaHb abo A0NYyCTUMUX MeX y npoLeci BUpobHuuTBa AdI,
LLIO BCTAHOB/IEHI Y cneundikauiax (Po3LWpeHHs 3aTBepIKeHNX
[OMNYCTUMMX MEX Y NPOLECi BUPOGHMLTBA A/151 MOKA3HWKIB, AKi
MOXYTb ICTOTHO BM/IMHYTU Ha AKICTb API); 3MmiHK |l TUNY - 3MiHa
napameTpiB crneumdikaliin Ta/abo fonyCcTUMUX MeX roTOBOro
nikapcbKoro 3acoby - 3MiHa y cneyudikadii Ha TepMmiH
NpVAATHOCTI A9 FOTOBOrO MiKapCbKoro 3acoby: po3LUpeHHs
cneumdikauii 3a nokasH1KoMUW: 30BHILLHINK BUINsA, KobopoBicTb
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
Ha TepMiH NpuaaTHOCTI
(3aTBepaxeHo Hakasom MO3 YkpaiHu Ne 231 Big 30.01.2019)
323. DYPAIH Tabnetku no 50 mr, no 10 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHmx maTepiasis: 3MiHu | Tuny - 3a UA/5198/01/01
Tabnetok y 6nictepi; no 3 "Tannudap "Tannudapm", 3MiHa y MeTogax B1npobyBaHHs rOTOBOTO NiKapCbKoro 3acoby peyenmom
6nicTpy B nayw,i M" Ykpaiva; MAT (iHWi 3miHK y MeTofax BMNpobyBaHb (BK/IKOYaKUYM 3aMiHy abo
"Knismegnpen [ONOBHEHHS))
apar”,
YKpaiHa
324. XABI®AK CNAT. Kpanni opasibHi, no 30 mn, MEKAHA HimeuunHa MEKAHA HimeuunHa BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/13598/01/01
NEeKA no 50 mn y donakoHi; no 1 HATYPXAW HATYPXAWN 3aMiHa rpadiyHoro ooOpMIEHHS NEPBUHHOT Ta BTOPUHHOT peyenma
(h1aKOHi Yy KapTOHHii NbMITTEN bMITTENb YyNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiANOBIAHUMMU
ynakoBLi b 'm6X m6X 3MiHamu Jo po3ginie MKSA nikapcbkoro 3acoby (po3zin
«[pagpivHe 0hopM/IEHHS YNaKOBKW» 3aMiHEHO PO3[i/IoM
«MapKyBaHHs»)
325. XAPTMAHA pPO34MH NS iHdysii no MpuBatHe YkpaiHa MpuBaTHe YKpaina BHECEHHS 3MiH 40 peecTpauliiHNX MaTepiasiiB: 3MiHW | Tuny - 3a UA/1056/01/01
PO34/H 200 mn, 250 mn, 400 mn, akuioHepHe akuioHepHe 3MiHa po3mipy cepii (BKoYatoum Aiana3oH po3Mipy cepir) peyenmom
500 mAy nAsLkax TOBapUCTBO TOBapPUCTBO rOTOBOrO /1iKapCbKOro 3acoby (3MeHLeHHs o 10 pasis) -
"IHdy3ia” "IHdy3in" BBEEHHS OAATKOBOr0 po3mipy cepii FOTOBOro NiKapcbKoro
3acoby - 500,00 n. 3anponoHoBaHo: 2000,00 n1; 4000,00 n;
500,00 n (no 200 mn - 2481 naswok, no 250 mn - 1976 NAsLWOoK,
no 400 mn - 1240 naswok, no 500 M - 988 nasiwok)
326. XENMEKC® NOPOLLOK 47191 OPa/IbHOIo Mosi Xenc LLiBeiiuapis BMPOGHULTBO | LlBeiiyapis/ BHECEHHS 3MiH [J0 peecTpaLiiiHMX maTepiasiB yTOUHEHHSA 6e3 UA/15355/01/01
AHTUKONA HEO PO34YMHY 3 MAJIMHOBUM 6X 3a NOBHUM MopTtyranis nikapcbKoi popMmu B Hakasi MO3 YkpaiHu «po aepxaBHy peyenma
CMakKoMm, No 4 r MopoLLKy B LMKIOM: peecTpauito (nepepeecTpadiio) nikapcbkux 3acoois
caule, no 10 cawe y Annekc (MegUuHUX iMyHOGIONOriYHUX NpenapariB) Ta BHECEHHSA 3MiH
KapTOHHIN nayyi dapma CA, [0 peecTpauiliHux 3aco6iB» Ne 192 Big 24.01.2019 B npoueci
LLiseiiuapis; BHECEHHSA 3MiH: 3MiHu Il Tuny - 3miHW Wwoao
BUPOBHULTBO 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. BHeceHHst abo
roToBOro 3MiHa(n) fo 3060B'A3aHb Ta YMOB BUAadi peecTpadiiHoro
NikapcbKoro NOCBIAYEHHS, BKoYatoun MnaH ynpasiHHA pu3nkamu
3acoby, (3acTocyBaHHsA 3MiH(M), Siki(a) BUMaratoTb(€) NOA4a/bLLOr0
nepBuHHe Ta 06I'pYHTYBaHHSA HOBUMM AOAATKOBUM JaHUMW, LLIO MaloTb
BTOPVIHHE HafaBaTncs KOMMNETEHTHUM OPraHoM, OCKINIbK/ BUMaraeTbCcs
nakyBaHHS: CYyTTEBA OL{iHKA KOMMNETEHTHUM OpraHoMm) - BUkoHaHHS
OM dapma 3000B'A3aHb BIANOBIAHO A0 NignyHKTY 1.8.2 nyHkTy 1.8 fojatky 5
CA, Ao MNMopsaaky NpoBeAeHHs eKcnepTy3n peecTpavliiniHux MaTepiasis
MopTyranis; Ha nikapcbki 3acobu, Lo NofaloTbCA Ha AepXaBHY peecTpalito
BUNYCK cepil: (nepepeecTpalito), a Takox ekcnepTuaun martepianis Npo
OM dapma BHECEHHS 3MiH [0 peecTpaviiiHiX MaTepianiB NpoTArom fji
CA, peecTpaLiiiHoro NocBig4eHHs1, 3aTBepAKeHoro Hakasom MO3 Big,
LBeliuapis 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460) (6yn0 - NOPOLUOK A7151 OPaSIbHOTO PO3YUHY 3 IMMOHHUM
CMakomMm)
327. LLEE®ENIM FOPIA- | nopoLloK A/18 po34nHy [xeHocbap Benuvka HCIC Xeb6eit Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/16853/01/01
DPAPM ANs iH ekyiin, no 500 mr in ™ iTg, BpuTaHis XyamiH 3miHu Wwoao 6esnekn/echekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
bulk: no 10 chnakoHis 3 dapmacbioTiK 3MiHW) - OHOBJ/IEHHS BXe 3aTBEPKEHOIO TEKCTY MapKyBaHHS
MOPOLLKOM B KapTOHHIiA an Komnai NepPBUHHOT Ta BTOPMHHOT YNaKOBKN 3 BHECEHHAIM 3MiH [0 TEKCTY
Kopo6Ui NlimiTen MapKyBaHHs; 3MiHK | Tuny - AAMiHicTpaTMBHI 3MiHU. 3MiHa Ha3BK
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
nikapcbKoro 3acoby - 3MiHa Toproeoi Ha3su J13: 3aTBepKeHo:
LIE®EINIM 3anponoHosaHo: LE®EMNIM KOPiA-dAPM
328. LIEE®ENIM FOPIA- | nopoLloK 418 po34nHy [xeHocbap Benuvka HCIC Xeb6eit Kuraii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - - UA/16853/01/02
DPAPM ANs iH ey, no 1000 mr ™ iTg, BpuTaHis XyamiH 3miHu Wwoao 6esnekn/echekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
in bulk: no 10 cpnakoHis 3 dapmacbioTiK 3MiHW) - OHOBJ/IEHHS BXe 3aTBEPKEHOIO TEKCTY MapKyBaHHS
MOPOLLKOM B KapTOHHIiA an Komnawi NepPBUHHOT Ta BTOPMHHOT YNaKOBKN 3 BHECEHHAIM 3MiH [0 TEKCTY
Kopoo6Li Niviten MapKyBaHHs; 3MiHu | TUny - AgMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BMW
niKkapcbKoro 3acoby - 3MiHa ToproBoi Ha3su J13: 3aTBepaKeHO:
LIE®ENMIM 3anponoHosaHo: LIE®EMIM KOPiA-OAPM
329. LIEE®ENIM FOPISA- | nopoLlok 418 po34nHy [bxeHodbap Benuvka HCIC Xeb6ei Kutaii BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16854/01/02
DAPM ANs iH ey, no 1000 mr M T4 BpuTtaHis XyamiH 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsay (iHwi peyenmom
no 1 a6o no 10 dpnakoHiB dapmacbloTik 3MiHM) - OHOB/IEHHS BXE 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS
3 NMOPOLLKOM Y KapTOHHIli an Komnawi NepBUHHOT Ta BTOPUHHOT YNaKoBKN 3 BHECEHHAIM 3MiH 0 TeKCTY
KopoobLi NimiTen MapKyBaHHs; 3MiHK | Tuny - AAMiHICTpaTVUBHI 3MiHU. 3MiHa Ha3BYU
niKapcbKoro 3acoby - 3MiHa TOproBoi Ha3su J13: 3aTBepa)KeHO:
LIE®EMIM 3anponoHoBaHo: LIEPEMIM HOPiA-PAPM. 3MiHn |
Tmny: 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsagy -
3MiHU BHECEHI B iHCTPYKLi0 4719 MEANYHOrO 3aCTOCYBaHHS a
came fofaHHs iHchopMmalii. Wwoao komnawii guctpmbyTtopa TOB
"KOpus-Papm”
330. LIEE®ENIM KOPISA- | nopoLloK Asis po3U4nHy [bxeHodhap Benvka HCIC Xeb6eli KuTtaii BHECEHHS 3MiH 40 peecTpauiiHnx matepianis: 3MiHu | Tuny - 3a UA/16854/01/01
DPAPM ANs iH ekuii, no 500 Mr no M TA BpuTtaHis XyamiH 3MmiHu Wwoao 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy (iHLwi peyenmom
1 a60o no 10 chnakoHis 3 PapmacboTiK 3MiHU) - OHOB/IEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS
MOPOLLKOM Y KapTOHHiiA an Komnai NepBUHHOT Ta BTOPUHHOT YNaKOBKN 3 BHECEHHAM 3MiH 10 TEKCTY
KopooLi NimiTen MapKyBaHHS; 3MiHK | Tuny - AgMiHICTpaTUBHI 3MiHX. 3MiHa Ha3BU
niKkapcbKoro 3acoby - 3MiHa ToproBoi Ha3su J13: 3aTBepaKeHO:
LIE®EMIM 3anponoHoBaHo: LIEDPEMIM HOPiA-®APM. 3MiHn |
Tuny: 3MiHn Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay -
3MiHU BHECEHI B IHCTPYKLitO 4719 MEANYHOrO 3aCTOCYBaHHSA a
came gofaHHs iHhopmauii. Woao komnaHii guctpnobyTtopa TOB
"KOpusa-Papm"”
331. LE®TPUAKCOH MOPOLLIOK AN [xeHocbap Benuka HCIMC Xebelii KnTaii BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/7824/01/01
HOPIA-®PAPM NPUroTyBaHHA PO34NHY ™M JiTg, BpuTaHis XyamiH 3MiHa y MeTogax B1UnpobyBaHHs rOTOBOTO NiKapCbKoro 3acoby peyenmom
Ans iH’ekyin no 1000 mr 1 dapmacbHoTiK (iHWwi 3miHM y MeTogax BUNpobyBaHb (BK/OYaUM 3aMiHy abo
abo 5, abo 10 chnakoHis 3 an Komnai [OMOBHEHHS)) — NPUBEAEHHA METOAiB KOHTPO/IHO AKOCTI Y
MOPOLLKOM B KapTOHHIiA Niviten BiANoBiAHICTb A0 MoHorpadii Ceftriaxone for injection gitouoro

nauui

BUAaHHA hapmakonei USP, 3a nokasHukamu «laeHTudikauis
(iHchpauepBoHUiA cnekTp)», «BigHOBNEHNI po3unH», «Boga»,
«OAHOPIAHICTb A030BaHNX OAUHULbY, «KibKICHE BU3HAYEHHS»,
«Po3Mmip yacTok», «CynpoBifHi AOMILLKW»; 3MiHM | TUMNY - 3MiHa
napameTpiB crneumdikaliin Ta/abo fonyCcTUMUX MeX roTOBOro
NiKapCbKoro 3acoby (BW/1y4eHHsI He3HAYHOTO MoKasHVKa
(Hanpvknag 3acTapinioro nokasHuka, Takoro sk 3anax Ta cMak,
abo igeHTudikauis 6apBHUKIB Y/ CMaKOBKX 406aBOK)) —
BW/TyYEHHS HE3HAYHOIO MOKas3HvKa «laeHTudikauis. Peakuis Ha
HaTpili» 3i cneuwdikaLii roToBOro slikapcbkoro 3acoby Ta MeTofiB
KOHTPO/IO SAKOCTI 4719 NPpUBEAEHHS Y BIANOBIAHICTL A0
MOHorpadpii; cynyTHsl 3MiHa: 3MiHa y MeToAax BUNpPo6yBaHHs




215

n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

rOTOBOrO /iKapCbKOro 3acoby (41 NpUBELEHHS Y BiANOBIAHICTb 3
[®Y abo EBponeiicbko hapMakoneeo Ta BUMYYEHHS
NOCWNAHHS Ha 3acTapifviA BHYTPILLHIA MeToA BUNPOGYBaHHS i
oro Homep); 3miHuW | TMny - 3MiHa NapameTpiB cneyudikawii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(monoBHeHHSA cnevudikaLii HOBUM NOKa3HUKOM 3 BifNOBIAHUM
METOA0M BUMPOOYBaHHS) — AONOBHEHHA cnewudikalii HoBUM
NOKa3HNKOM «KpucTaniyHiCTb» 3 BigMNOBIAHUM METOL0M
BUNPOBYBaHHSA, Y 3B'A3KYy 3 NPUBEAEHHSAM Y BIANOBIAHICTb A0
MoHorpadii; 3miHu | Trny - 3MiHa NnapameTpiB cneuudikauii
Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(3BY)KEHHS [OMYCTUMUX MEX) — 3BYXXEHHS AONYCTUMUX MEX
KpUTEpIiiB NPUAHATHOCTI 3a NOKa3HWKOM «CynpoBiHI [OMILLKV» Y
cneumdikaLlii rotoBoro fikapcbkoro 3acoby BignoBigHO A0
MoHorpadii

332.

LE®TPUAKCOH
HOPIA-®APM

MOPOLLOK A/1s

NPUroTYBaHHS PO34MHY
008 iH'ekyii no 1000 wmr in
bulk: no 10, a6o 50, abo

100 chnakoHis 3

MOPOLLKOM Yy FpynoBiii Tapi

3 KapTOHY

IxeHochap
™ JiTg

Benuka
BpuTaHis

HCIC Xeb6ei
XyamiH
dapmacbloTik
an Komnawi
NimiTen

KuTaii

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tuny -
3MiHa y MeToAax BUNpobyBaHHS roTOBOro NikapcbKoro 3acoby
(iHWwi 3miHW y MeTogax BunpobyBaHb (BKIOYauy 3aMiHy abo

[OMOBHEHHS)) — NPUBEAEHHSA METOAIB KOHTPOJIH SKOCTi Y
BignoBigHicTb Ao MoHorpadii Ceftriaxone for injection gitouoro
BMAaHHA thapmakonei USP, 3a nokasHnkamu «lgeHTudikais
(iHbpauepBoHWiA cnekTp)», «BigHOBNEHWI po3unH», «Bogay,
«OfHOPIAHICTb A030BaHMX OAVHULL», «Ki/IbKiCHE BU3HAYEHHS,
«P0o3mip yacTok», «CynpoBifHi AOMILLIKM»; 3MiHM | TUMNy - 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMKX MEX FOTOBOro
NikapcbKoro 3acoby (BUIyYeHHSI He3HAYHOTo NoKasHKKa
(Hanpwvknag 3acTapifioro NokasHvka, Takoro sk 3anax Ta cMax,
abo igeHTndikauis 6apBHUKIB Y/ CMaKOBKX A06ABOK)) —
BUJ/TyYEHHS1 HE3HAYHOrO NMokasHuKa «laeHTudikalis. Peakuisa Ha
HaTpi» 3i cneumdikaLii roTOBOro likapCbKoro 3acoby Ta MeTogis
KOHTPO/I0 AKOCTI 4718 NPpUBEAEHHS Y BiANOBIAHICTb A0
MOHOrpadii; CynyTHS 3MiHa: 3MiHa y MeToAax BUNpobyBaHHSA
rOTOBOrO NiKapCbKOro 3acoby (4N NpUBELEHHS Y BiANOBIAHICTL 3
[®Y abo €Bponeiicbkolo hapMakoneeo Ta BUMyYEHHS
NOCUNaHHSA Ha 3acTapiniuii BHYTPILLHIA MeToA BUNPOBYBaHHS i
noro Homep); 3miHun | TMny - 3MiHa napameTpiB cneyudikawiin
Ta/abo [oMyCTUMUX MeX roTOBOro MiKkapcbKoro 3acoby

(8oNOBHEHHS cnevmdikayii HOBUM NOKA3HUKOM 3 BifNOBIgHUM

MEeTOA0M BUMPOOYBaHHS) — AONOBHEHHA cnevudikaii HoBUM

nokasHuKoM «KpuctaniyHicTb» 3 BifnoBigHMM METO40M

BUNPOBYBaHHS, Y 3B'A3KY 3 NPUBEAEHHAM Y BIAMNOBIAHICTb A0

MoHorpadii; 3miHu | Trny - 3MiHa napameTpiB cneuudikaui
Ta/abo [oMyCTUMUX MeX roTOBOro MiKkapcbKoro 3acoby
(3BYXXEHHSA [ONYCTUMUX MEX) — 3BY)XXEHHS AOMYCTUMUX MEXK
KpuUTepiiB NPUAHATHOCTI 3a NOKa3HWKOM «CynpoBifHI [OMILLKV» Y
cneuudikaLii rotToBoro fikapcbkoro 3acoby BignoBigHO A0
MOHorpadii

3a

UA/7825/01/01

UA/8893/01/02

TabneTkn, BKpUTI

Papma

VoppaHis

Papma

VoppaaHis

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu | Tuny -

333.

LE®YTUN®
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy

(nikapcbka chopma,

ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

NNiBKOBOI 060/TI0HKOIO,
no 250 mr no 10 TabneTok
y 6nictepi, no 1 6nictepy
Y KapTOHHIli Kopobui

IHTEepHeLwe
Han
KomnaHi

IHTepHelweHa
N KomnaHi

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHUKA (BNacHMKa peecTpaLliiHoro nocBig4YeHHs1) 3MiHa
HaliMeHyBaHHS 3asiBHVKa: 3MiHW | TUNY - AgMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHs
OiSNbHOCTI BUPO6HUMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAKOUM AiNbHUL BUNYCKY cepil abo micue npoBefeHHs
KOHTPOJI0 SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/OYaUM BUMYCK Cepiid) 3MiHa
HaliMeHyBaHHs Ta afpecn BUPO6HMKA, 6e3 3MiHW MicLs
BMPOGHMLTBA: 3MiHM | TMny - 3MiHM Woao 6e3nekn/eekTnBHOCTI
Ta dpapmakoHarnsgy. 3mMiHu y KopoTkili xapakTepucTui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHSA reHepUYHNX/TiIopMAHNX/6I0NoAIGHNX
nikapcbKnx 3aco6iB Nicnsi BHECEHHSA TiEl camoi 3MiHM Ha
pechepeHTHWIH NpenapaT (3mMiHa He NOTPeBye HafaHHS XOAHUX
HOBMX [A0AATKOBMX AaHNX) 3MiHU BHECEHO [0 IHCTPYKUIT y
po3ainu: "MokasaHHA". a Takox y po3ainu: "MpoTunokasaHHs",
"B3aemogis 3 iHWVMK NikapcbkuMK 3acob6amu Ta iHLWi BUAn
B3aemogiin", "OcobmBOCTi 3acTOoCyBaHHs", "3acTocyBaHHA y
nepiog, BariTHocTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsa Ta go3u", "Aitn", "MepenosysaHHsa", "MobiyHi
peakujii” 3rigHo 3 iHhopMmaLji€elo Wo40 MeANYHOro 3acToCyBaHHS
pediepeHTHOro ikapcbkoro 3acoby (3iHHaT™, TabneTku, BKPUTI
060/10HKOI0). 3ayBaXkeHb HeEMA€E. 3MiHW BHECEHO [0 IHCTPYKUIT Y
po3ainu: "BupobHuk. ", "Micue3HaxomKeHHs BUPOOHMKa Ta oro
agpeca MicLs NpoBaKeHHs AisNbHOCTI.» 3 BiANOBIAHNMY
3MiHaMKn B TEKCTi yNakoBOK. 3ayBaXKeHb HeMae. 3MiHW BHECEHO
[0 iHCTPYKUiT y po3gin "3asBHuUK" 3 BigNOBIAHNMM 3MiHAMM B
TEKCTi yNnakoBOK.

peuyerimom

334.

LE®YTUN®

TabneTkun, BKPUTI
NNiBKOBOI 060/I0HKOIO,

no 500 mr no 10 TabneTok
y dhnakoHi, no 1 donakoHy
Y KapTOHHiIli KopoobLi

dapma
IHTepHeLwe
Han
Komnari

VoppaHis

Papma
IHTepHeLweHa
n Komnari

WopgaHis

BHECEHHS 3MiH [0 peecTpauiitHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
3asBHVIKa (BnacHWKa peecTpauiiHoro nocBig4eHHs) 3miHa
HaliMeHyBaHHs 3aBHUKa: 3MiHN | TUMY - AGMIHICTPaTUBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo afpecu MicLs NPoBaKEeHHS
AOiSNIbHOCTI BUPO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/1OUAI0UM AiNbHULI BUNYCKY cepil abo micLe npoBefeHHs
KOHTPOJIO SIKOCTI. (AisS/IbHICTb, 3a SKy Bignosifae
BMPOGHMK/IMNOpPTEp, BKIOYa0UM BUNYCK Cepiid) 3MiHa
HalilMeHyBaHHS Ta agpecu BUPOOHMKa, 6e3 3MiHW MicLA
BUpPOGHMUTBA: 3MiHM | TUNY - 3MiHKM Woao 6e3nekn/etheKTUBHOCTI
Ta papmakoHarnsagy. 3mMiHu y KOpoTKili XxapakTepucTuyi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Me[UYHOro 3aCToCyBaHHA reHepuYHNX/ribpuaHmnx/6ionoaioHnx
NiKapcbknx 3acobiB Nic/i BHECEHHS TiET caMoi 3MiHM Ha
pedhepeHTHWIA NpenapaT (3mMiHa He NoTpebye HaAaHHS XOAHUX
HOBUX A0ATKOBMX aHnX) 3MiHU BHECEHO A0 IHCTPYKLUIT y
po3ginu: "lNokasaHHs", a Takox y po3giu: "MNpoTrnokasaHHs",

3a
peyenmom

UA/8893/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sUnycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2
0 MocsiO4YeHHs1

"B3aemogis 3 iHWVMK fikapcbkMMK 3acob6amu Ta iHLWi BUan
B3aemogiit", "Ocob/MBOCTi 3aCTOCyBaHHA", "3acTocyBaHHA y
nepiog, BariTHoCTi abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHs Ta go3u", "[itn", "MepenosysaHHsa", "Mob6iyHi
peaxuii” 3rigHo 3 iHhopMaLielo LWoA0 MEANYHOIO 3aCTOCYBaHHSA
pedyepeHTHOro Jlikapcbkoro 3acoby (3iHHaT™, TabneTkn, BKPUTI
060/10HKOI0). 3ayBaXKeHb HEMAE. 3MiHVM BHECEHO A0 iHCTPYKLITy
po3ainu: "BupobHuk. ", "MicLe3HaxomKeHHs BUPOOHMKa Ta ioro
afpeca MicLus NPoBafKEHHA AiS/IbHOCTI.» 3 BigNOBiAHUMM
3MiHaMK B TEKCTi yNakoBoOK. . 3ayBaXkeHb HeMae. 3MiHN BHECEHO
00 IHCTPYKLUiT y po3ain "3asBHMK" 3 BIANOBIAHUMN 3MiHAMW B
TeKCTi ynaKoBOK.

335.

LUUMPODAPM®

Kpanni ouHi/ByLUHi 0,3 %
no5a6o 10 mny
dhnakoHi; no 1 donakoHy y
nauui 3 KapToHy

NAT
"papmak”

YKpaiHa

NAT
"®papmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasis: 3MiHu | TUny -
BWyYEHHS MOBHOIO OMUCY METOAUKN BUNpobyBaHb 3a
nokKasHUKoM "CTepusbHICTb"; 3MiHW | TNy - AONOBHEHHS B
cneumaikaLito roToBOro /ikapcbkoro 3acoby HoOpMaTUBHOIO
nocunaHHsa Ha EP* ans nokasHuka «CTepuibHICTb»; 3MiHKM | Tuny
- NofaHHs OHOBJ/IEHOTO cepTudikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2000-405-Rev 10 ans gito4oi pevyoBuHU
Bifl BXX€ 3aTBEPAKEHOr0 BUPOOHMKA 3 BiAMOBIAHNMMN 3MiHAMU B
agpeci BUpobHuka

3a
peyenmom

UA/3385/02/01

336.

LMUMPO®IOKCA
LUMH

pO3unH ANns iHdysii, 2
mr/mn, no 100 a6o 200 mn
y nAawui, no 1 naswui s
nauw;

no 100 a6o 200 mny
nnswkax, no 100 a6o 200
My KOHTelHepax

TOB "tOpis-
dapm”

Ykpaina

TOB "tOpis-
dapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHuX maTtepianis: 3miHn y gitouili
PeYOBWHI, AIKi He NPU3BOAATL 40 HOBOI Ait0H0I PeYOBUHM (iHWa
cinb, edhip, KoMnnekc/noxigHa (Toli caMmmii akKTUBHUIA KOMNOHEHT
MO/IEeK/IN): UMNpodh/IoOKCaLMH 3MIHEHO Ha uunpodnokcauuHy
rigpoxnopug,

MepiognyHiCTb NOAAHHSA PEryssipHO OHOBJIIOBAHOTO 3BITY 3
6e3nekn BiANOBIAHO A0 MNopsAaKy 34iicHEHHS hapMakoHarnsay,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM 3[10pOB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpyaHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa OXOPOHMW 340P0B'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpoKamu, 3a3Ha4eHnMmN y NepioANYHOCTI NOAAHHA PeryApHUX
3BITIB 3 6e3neku.)

3a
peuerimom

UA/3643/01/01

337.

LUNCTOPAN

rpaHynn ans opasibHOro
po3unHy 3,0 /8,0 rno 8r
rpaHy/IbOBaHOIO MOPOLLKY
y nakerti; no 1 nakety y
KOpo6Li 3 KapTOHY

Tosapucts
03
06MexeHo
10
Bignosigan
bHICTIO
"@apmaues
TUYHA
KOMMaHis

YKpaiHa

ToBapucTBO 3
06MexeHo
BiANOBiAa/bHI
CTHO
"®apmaLesTu
YyHa KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
BUNYy4YeHHs 3i cneuudikauii APl (bocchomiumH) n. Baxki meTanu
BiAMNOBIAHO BMMOT MOHorpadii EP; 3miHu Il Tuny - BBeAeHHS
[opartkoBoro BupobHuka A®I (chocdomilyHy); cynyTHSA 3MiHa:
3MiHa y napameTpax cneuudikauii Ta/abo JONyCTUMUX MEX,
BM3HAYeHUX y cneyndikauisix Ha A®l, abo BUXigHUA/MPOMIXHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLeCi
BMpOOHULTBA API - 3MiHA Y MeTofax BUNpobysaHHA AP| abo
BUXiQHOTO MaTepiasly/NpoMiXXHOro NpoAYKTYy/peareHTy, Lo

3a
peyenmom

UA/14705/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky | peecmpayiliHo2
3acoby yrnakoska) 0 NocBi0O4YeHHs
"3popos'a” BMKOPWCTOBYETbLCA Y NpoLieci BUPo6HuUTBa ADI (iHWi 3MiHN Y
MeToAax BUNpobyBaHHA (BK/ItoYaoUn 3amiHy abo JOMNOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIKHOrO NPOAYKTY) - 3MiHM Yy napameTpax
cneuudikauin Ta'y metogax BunpodyBaHHs Ad| (T. 3anuwkosa
KiNbKIiCTb OpraHiyH1X PO34YMHHUKIB)
338. LUATOBIP® -3 Kancysnu; no 12 kancyny ToBapucTs YkpaiHa Lintomeg Oto DiHNAHAIA BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | Tumny - 6e3 UA/12580/01/01
6nictepi; no 1 6nictepy B 03 3MiHK 3 sIKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peuyenma
nauuj 3 kKapToHy; no 12 06MexeHo KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
Kancyn y 6nictepi; no 2 10 roTOBOrO JliKapCbKOro 3acoby (3MiHa KiflbKOCTi OANHULb
abo 4 6nicTepu B nauui 3 Bignosigan (Hanpuknag TabneTok, amnyn TOLLO) B yNakoBLi:) - 3MiHa no3a
KapToHYy bHICTIO JAianasoHoM 3aTBepA)KeHNX PO3MIpIB yNakoBKM - BBEAEHHS
"KOHCANT [04aTKOBOT YNakoBKU flikapcbKoro 3acoby no 12 kancyn y
MHIOBA 6nictepi, No 2 abo 4 6nicTepn B NayLi 3 KAPTOHY, 3 BiANOBIAHUMMN
FPYMA 3MiHamu Jo po3giny “Ynakoska” MKA /13
"BIBHECO
H
339. APUHA® NNKOC TabneTku, BKPUTI Baiiep Al HimeuyunHa MepBuHHA Ta HimeuunHa BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3MiHu Il Tumny - 3a UA/12155/01/01
060/10HKO0; Ne 28: no 21 BTOPVHHA 3MiHuM Woao 6e3nekn/epeKTMBHOCTI Ta hapmakoHarnsmy. peyenmom
TabneTLi opaHXeBoro ynaKkoBKa, BHeceHHs abo 3miHa(n) Ao 3060B'A3aHb Ta YMOB BuAadi
KoNbopy i Mo 7 TabneTok [03BiN Ha peecTpauiiHoro NocBifgYeHHs, BKIYaoUmn MNnax ynpasniHHA
CBIT/10-OpaHXeBoro BUMYCK cepii: pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a) BUMaratoTb(€)
Konbopy B 6icTepi; no 1 Baliep AT, noJanbLIOro 06rpyHTYBaHHSA HOBMMM A0AATKOBMM AaHUMMU, L0
6nicTepy B KapTOHHIi HimeyvunHa; MaloTb HafaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
nauui Bnpo6bHuLTBO BUMMaraeTbCsl CyTTEBA OL[iHKa KOMNETEHTHUM OpraHom).
Hepo3schacosa BrkoHaHHS 3060B'A3aHb BiANOBIAHO A0 MiANYHKTY 2.3 NyHKTY 2
HOI NpOAYKLUii: popatky 15 no Mopsaky NpoBeAEHHS EKCNEPTN3N peecTpavLiiiHuX
Baiiep mMaTepianis Ha nikapcbki 3aco6u, L0 NOAATLCA Ha AePXaBHY
Baiimap Mv6X peecTpaLito (nepepeecTpadito), a TakoX ekcnepTu3n MaTepianis
i Ko. KI, NpO BHECEHHS 3MiH 10 peecTpauiliHiX maTtepianiB NpoTArom fji
HimeuunHa peecTpaLiiHoro nNocBif4YeHHs, 3aTBepAxXeHoro Hakasom MO3 Big,

26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015 Ne
460).

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
BIANbHOCTI [lenapTamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIacKOBCbKUM
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MEPENIK

AopaTok 4

A0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

22.02.2019 Ne 464

NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIOTONYHNX NPEMAPATIB), AKUM BIAMOB/EHO Y AEPXXABHIN PEECTPALLIl, NEPEPEECTPALIII TA

BHECEHHI 3MIH 1O PEECTPALIAHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa dopma sunycky 3asBHUK KpaiHa Bupo6HuUK KpaiHa Miocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. AEKCA/TIH® TabneTku, BKpUTI MeHapiHi Nokcembypr A. MeHapiHi ITanis/ 3acigaHHa HTP Ne 3 BigmoBuTY y 3aTBEpPKEHHI - 3MiHK || Tuny
nNiBKOBOKO IHTepHeLloHan MeHbloghekyypuHr IcnaHis Big 17.01.2019 - 3MiHM WoAo 6e3nekn/edpekTUBHOCTI Ta
060/10HKO0 NO 25 OnepeiLoHc NopxuncTuke eHy Cepsicia hapmakoHarnsgy, 3miHa y npaBoBOMY

Mr no 10 TabneTok
y 6nicTepi; no 1
a6o no 3, abo no 5
6nictepiB y
KapTOHHI KopooLii

Mokcembypr C.A.

C.p.n., Itanis

(Bupo6HMLTBO "in bulk",
nakyBaHHs Ta BUNycK

cepii); fomne

dapmaueyTiui C.n.A.,
ITanis (KoHTpons cepii);
NabopaTopioc MeHapiHi

C.A,, IcnaHig

(Bvpo6HMUTBO in bulk,
nakyBaHHS, KOHTPO/Ib Ta

BUMYyCK cepii)

cTatyci sikapcbkoro 3acoby (yci iHwi 3MiHK
npasosoro  crarycy) (B.L.5. (6) 1)
3arBepaKeHo: 3a peLienTom,
3anponoHoBaHo: ynakoBka Nel0 - 6e3
peuenta; ynakoBka Ne30, Ne50 - 3a
peuenTtom, Ha  nigcTasi HeraTtuBHUX
BMCHOBKIB ~ €KCNEepTHWX KOMiciik Ta 3
ypaxyBaHHAM pilleHHa 3acigaHHs Haykoso-
TexHiyHoi pagn AEL, MOS3 Big 17.01.2019
npoTokosn Ne 03

HavanbHuK Bigainy 3 nutaHb dpapmaneBTUYHOI

BIANbHOCTI lenapTamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIacKOBCbKUM
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