MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
02.04.2020 Ne 763
Kuis

[Ipo mepkaBHY peecTpaLlito
(mepepeecTpallito) JlikapCbKUX 3acobiB
(MegUUHKX IMYHOJIOTIUHUX
TriperaparTiB) Ta BHECEHHS 3MiH /0
peecTpaLiiiHiX MaTepiaiB

BignoBigHo g0 crarti 9 3akoHy Ykpainu «IIpo sikapcbki 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsigky meprkaBHOI peecTpariii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/MKeHOro rnocraHoBoo Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsaky pepykaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX Zep)kaBHY peecTpailito
(mepepeecTpailito)», ab3aily ABaAISATL CbOMOTO MiAMYHKTY 12 nyHKTY 4 [TomoxeHHs
rnpo MIiHICTEPCTBO OXOpPOHM 3[0pOB’S YKpaiHW, 3aTBepKeHOro TI10CTaHOBO)
Kabinery MinicTpiB Ykpainu Bim 25 Gepesns 2015 poky Ne 267 (B pemakiii
noctaHoBu KabGinety MiHicTpiB Ykpainu Bif 24 ciuns 2020 p. Ne 90), Ha migcTaBi
pe3y/bTaTiB eKCIIePTU3U PeeCTpalliiHMX MaTrepiaiiB TiKapCchKUX 3aco0iB (MeaUUHMX
iMyHOOio/IOTiUHMX TIperapariB) Ta KOHTPOJIIO SKOCTi THX, III0 TIO/laHi Ha [Iep>KaBHY
peecTpaiiito  (repepeecTpaifito), MOpoBeJeHUX  [lep)kKaBHUM  MiATIPUEMCTBOM
«/lep>kaBHMM eKCepTHUM 1eHTp MiHicTepcTBa OXOPDOHM 370pOB’S  YKpaiHW»,
BHUCHOBKIB 1[0/I0 e(heKTUBHOCTI, 0Oe3meuHOCTi Ta SKOCTi JIiKapChKOTO 3aco0y
(MeguuHOTO iMyHOOiO/IOTiUHOTO TMperapary), peKoMeHjallii Moro Ao JepKaBHOI
peecTpaliii (epepeecTpaliii) Ta BHECEHHS 3MiH [0 peeCTpalliiHKUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH [0 [lep)kaBHOTO peeCTpy JIiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapatv) 3rigHO 3
riepesikoMm (gomaTok 1).

2. TlepepeectpyBaTty Ta BHECTH 70 Jlep>KaBHOTO peECTPY JiKapChbKuX 3acobiB
Ykpainu sikapcbki 3acobu (MeauuHi imyHoOiosioriyHi TpemapaTl) 3TiHO 3
riepesikoM (oAaToK 2).
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3. BrHectu 3MiHM [0 peecTpalilHUX MarepiamiB Ta /lep>KaBHOTO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

KOHTpOJ’Ib 3d BUKOHAHHSM LbOI'O HAKA3Yy 3d/IMIIAI0 3d coboro.

MiHuicTp Maxkcum CTEITIAHOB



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOTYHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 1

[0 Hakasy MiHictepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.04.2020 Ne 763

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi0Y€eHHs1
1. BOMIKANHA, PO34MH ANA H'EKL, MAHKAWH[, IHAiA MaHkaiiHg ®apma IHAis peecTpaujis Ha 5 pokis 3a He UA/18005/01/01
2 mr/mn, no 2 mn abo PAPMA Niviteq MepiognyHICTb NOJAHHS PErynsipHo peuyenmom nidnsieae
4 Mmn B amnyni; no 4 NIMITEL, OHOB/IHOBAHOTO 3BITY 3 6e3nekwy,
amny/sin B N1acTUKOBOMY BiANOBIAHO [0 MopsAAKY 34iCHEHHS
6nicTepi, no 1 6nictepy hapMakoHarnsay, 3aTBepaAXeHoro
B KapTOHHIlA ynakoBLi Haka3zoM MiHicTepcTBa OXOPOHMW 340P0B’A
Ykpaiuu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa OXOPOHW 30POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3riAHO 3i CTPOKaMM,
3a3HaYeHMMn y NepiognyHOCTI NOAAHHS
perynsipHMx 3BiTiB 3 6e3neku
2. KEMNNEPOH PO3UMH ON15 iH EKLNA, IpaHg LBeliuapis Mecdpap Inauy Caw. TypeuunHa peecTpaujisf Ha 5 pokis 3a He UA/18007/01/01
4 mr/2 Mnno 2 mn B Mepwvkan A.LL. MepioguyHicTb NOAAHHA PerynsipHo peyenmom nionsizae
amnyni, no 6 amnyn y Fpyn Al OHOBJIHOBAHOTO 3BITY 3 6e3neku,
KOHTYPHIli YapyHKOBIlA BiANOBIAHO [0 MOpsAAKY 34iCHEHHS
ynakosLii, no 1 chapmakoHarnsgy, 3aTBepmkeHoro
KOHTYPHili YapyHKOBIi Haka3zoM MiHicTepcTBa OXOPOHUW 340P0B’A
YNaKoBLii Y KApTOHHiiA Ykpainu Bif, 27 rpygHs
Kopoo6ui 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULT YKpaiHu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa OXOPOHW 340POB'S
YKkpainu Bif 26 BepecHsi 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
3. MET®OPMIHY MOPOLLIOK KpUCTaUTIYHWIA AT YkpaiHa XapmeH IHAis peecTpauif Ha 5 pokis - He UA/18008/01/01
MAPOXNOPUA | (cybcTaHuis) y naketax "KNIBCbKW daiiHouem nionsizae
nogBiliHMx n Nimiten
nonieTMneHoBnx ans BITAMIHHA
hapmaLeBTUYHOro ” 3ABOA"
3acTocyBaHHs




Y KapTOHHi Kopobuj

BiANOBIAHO [0 MopsAAKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pefaakuii Hakady MiHicTepcTea
OXOPOHU 30POB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioanyHOCTI
NnoJaHHs perynsipHnX 3BiTiB 3 6e3neKu.

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbK020 (nikapcbka gpopma, 3asBHUKa BUPOGHUKA Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
4. HANOKCOHY nopoLuok (cybeTaHuis) y | CaHodoi Ximi ®paHLis CaHodpi Ximi PpaHLin peecTpauist Ha 5 pokis - He UA/18009/01/01
rAPOXNOPUA | ABOX NONiETUNEHOBUX nionsieae
AUTAPAT nakeTtax gnsa
chapmaLeBTUYHOro
3acTocyBaHHs
5. PIHFEPA pO3unH ANs iHdysili no TOB YkpaiHa MAT YkpaiHa peecTpauif Ha 5 pokis 3a He UA/18010/01/01
PO34UMH 200 mn Ta no 400 mny "APTEPIYM "rannudapm", MepioguyHicTb NoAaHHA perynsipHo peyenmom nionsizae
NAsLKax ckisHmx abo y nTa" OHOBJ/OBAHOrO 3BITY 3 6€3neKu,
chnakoHax BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmxeHoro
Haka3oM MiHicTepcTBa OXOPOHM 34,0POB’A
YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegaku,i
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamu,
3a3HayYeHMMn y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
6. CAHAKCOH - MOPOLLIOK A1 PO3UMHY CeHc IHAis CeHc Jlaboparopic IHAiA peecTpaujif Ha 5 pokis 3a He UA/18011/01/01
1000 ONA iH eKujin, no Na6opaTopi Met. N14. MepiognyHICTb NOfAHHA PerynspHo peyenmom niosisieae
1000 wr, no 1 dpnakoHy c Mert. JitAa. OHOBJ/IOBAHOrO 3BIiTY 3 6e3neKku,
Y KapTOHHIi kopobui BiANOBIAHO A0 Mopsaky 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 3,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHiCTepcTBi toCcTULT
Ykpainm 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Hakady MiHicTepcTea
OXOPOHU 3[10POB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioanyHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
7. CAHAKCOH - MOPOLLIOK A1 PO3UMHY CeHc IHAiA CeHc labopatopic IHAis peecTpaujis Ha 5 pokis 3a He UA/18011/01/02
2000 081 iH ek, no Jlabopatopi Mer. N14., MepiognyHICTb NOJAHHS PErynsipHo peyenmom nidnsieae
2000 wmr, no 1 conakony c Mert. JITA. OHOB/IHOBAHOTO 3BITY 3 6e3nekuy,




HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
AisnbHOCTI [lenapTamMeHTy peasiisauii NONITUK T.M. JIACKOBCbKUW



Jopatok 2
[0 Hakasy MiHictepcTBa OXOPOHU

3[40pOB’A YKpaiHu
02.04.2020 Ne 763

NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUKk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby ynakosKa) NnocBi04YeHHs1
1. BA3UTPEH pO34nH ANns iH'ekyiii, | TOB "HIKO" YkpaiHa KoHTposb, BUNYyCK YkpaiHa/ MepepeecTpalisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/14521/01/01
20 mr/mnno 5 mn B cepii: pevis MepioAnyHICTb MOAaHHS perynsipHo peyenmom nionsizae
amnyni, no 5 amnyn TOB "HIKO", OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
B nayli i3 kapToHy Ykpaina Mopsaky 3AiicHeHHs hapMakoHarnaay,
HeposdacoBaHuii 3aTBEpKEHOro Haka3om MiHicTepcTBa
NPOAYKT, NepBUHHA OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
lynakoBka, BTOPMHHA 2006 poky Ne 898, 3apeecTpoBaHoOro B
yrakoBKa, MiHicTepcTBi tocTuii YKpainm 29 ciuna 2007
KOHTPONb: poky 3a Ne 73/13340 (y pefakuii Hakazy
OEMO CA MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
PAPMACBHIOTIKAN 26 BepecHsi 2016 poky Ne 996), cTaHOBUT:
IHOACTPI, peuis 3riHO 3i CTpOKaMu, 3a3HaYeHnuMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
2. BE3VKAP™ TabneTku, BKPUTI Actennac HigepnaH Actennac ®apma HigepnaHau MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/3763/01/01
NNiBKOBOIO Papma on HOpon B.B. MepioAnYHICTb NOAAHHST PErYISAPHO peyenmom nionsieae
060/10HKOI0, M0 5 Mr; tOpon B.B. OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekw, BiANOBIAHO A0
no 10 TabneTtok y Mopsaky 34iicHeHHsT hapMakoHarasay,
6nicTepi; no 1 a6o 3 3aTBEPKEHOr0 Hakasom MiHicTepcTea
6nictepu B OXOPOHU 340pOB’A YKpaiHu Big, 27 rpyaHs
KapTOHHI KopooLyi 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Big,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifjHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
3. BE3VKAP™ TabneTku, BKpUTI AcTtennac HigepnaH Actennac ®apma Higepnanau MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/3763/01/02
NNiBKOBOIO dapma on HOpon B.B. MepioAnYHICTb NOAAHHS PErynsipHO peyenmom nionsieae
060n0HkKot0, no 10 tOpon B.B. OHOB/IKOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
mr; no 10 TabneTtok Mopsaaky 3AiCHeHHA hapMakoHarnagy,
y 6nictepi; no 1 a6o 3aTBEpPKEHOro Haka3oM MiHicTepcTBa
3 6nictepu B OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
KapPTOHHI Kopobui 2006 poky Ne 898, 3apeecTpoBaHOro B




n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

MiHicTepcTBi tocTuii YKkpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

3a

He

UA/3092/01/01

DENOP®

kpem 0,5 mr/r; no 25
I B @/TIOMIHI€BIN Ty0i;
no 1 1y6iy
KapTOHHI KopooLyi

dPapma
IHTepHeLueH
an Komnawi

VoppaHis

Papma
IHTepHelweHan
Komnari

VoppaHis

nepepeecTpawis Ha HeobMeXeHuli TepMiH
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHnX
[aHux nNpo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[iiCHEeHHs hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asBHuka ans
3[jiCHEHHS1 hapMakoHarnsay B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBaXKEHOI 0cobw,
BiANoBiAa/IbHOI 32 3AiACHEHHSI
thapmakoHarnagy (BKIovarun KOHTaKTHI gaHi)
Ta/ab0 3MiHN y po3MiLLEeHHI MacTep-thainna
cucTemn chapmakoHarnsgy) - 3mMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBifaNbHOI 3a
3[i/icCHEHHS hapMakoHarnsgy 3asBHuUKa.
[itoua pepakuis - Layla Omar Libreen.
MponoHoBaHa pepakuis - Maysoon Belbisi.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI
ocobu.
3MiHa KOHTaKTHOI 0co6W, BignoBigansHoi 3a
3[i/icCHEHHS (hapMakoHarnsgy 3asBHuKa.
[itoua pepakuis - AmutpeHko tOnis.
MponoHoBaHa pefakuis - ®araniesa AniHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0co6u.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3Mneku, BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

peyenmom

nionsieae

UA/10755/01/01

EBKANIOTY

nneta (cybetaHuis)

TOB

YKpaiHa

"Cymundpitod

TOB "®apkoHi"

py3ia

nepepeecTpawis Ha HeobMeXeHuli TepMiH

He
nidnsieae

nmcTtqa

Y Milkax




KOHTeliHepy y

nakyBaHHs, BUMyCK

Me[MYHOI0 3aCTOCYBaHHS Y 3B's13KY i3 HOBUMM

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
noninponisnieHoBUxX apmauis”
ans
hapmaLleBTUYHOrO
3aCTOCYyBaHHSA
6. Knonikcon TabneTku, BKPUTI NyHpbek [aHis BUPOOHULTBO [JaHis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2205/01/01
NNiBKOBOIO Ekcnopt A/C Hepo3chacoBaHOro 3MiHun Il TMny - 3MiHK WoA0 peyenmom nionsieae
060/10HKOI0, N0 2 MT, npoaykKTy, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 100 TabneTok y nepBrHHe Ta 3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro
KOHTelHepi; no 1 BTOPUHHE 3ac00y, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
KOHTeHepy y nakyBaHHS, BUMyCK MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
KapTOHHI KopooLyi cepiii: OaHUMK 3 AKOCTI, AOKNIHIYHUMU, KAIHIYHUMU
X. NyHp6ek A/C, JaHnMK Ta faHumun 3 dpapmakoHarnagy -
[Oanis 3MiHU BHECEHO A0 IHCTPYKLiT 418 MeauyHoro
3acTOCyBaHHS NikapcbKoro 3acoby Ao po3sainis
BMNPOGYBaHHSA 3a "GapmakoTepanesTuyHa rpyna’,
NoKa3HUKOM "®apmakonorivyHi BacTmBocTi",
"Mikpo6ionoriyHa "MpoTmnokasaHHA", "B3aemogis 3 iHWMun
yucrora'™ nikapcbkMmn 3acobamu Ta iHLWi BUAn
EypodpiHc B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHSA",
Biochapma "3acTocyBaHHSA y nepiof BariTHOCTi abo
MpoaakT TecTiHr rogyBaHHs rpyaar” (AogaBaHHsA pesynbTatis
[JeHmapk A/C, OocnifpxeHb Ha wypax), "Cnocib
[JaHis 3acTocyBaHHs Ta gosu", "[iTn" (pepakuiiiti),
"Mepepo3yBaHHa", "3aaTHiCTb BNAMBATY Ha
LWIBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCMOPTOM abo iHLIMMU MexaHi3mamun',
"Mob6iyHi peakuii”, "YMoBu 36epiraHHs"
BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOTO 3BIiTY 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHM 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i cCTpOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
7. Knonikcon TabneTku, BKpUTI NyHp6ek [anis BVPOGHMLTBO [JaHis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/2205/01/02
NNiBKOBOIO Ekcnopt Hepo3hacoBaHOro 3MiHu Il TNy - 3MiHK Woao peyenmom nionsieae
060s10HKO0, Nno 10 AIC, laHis npoaykTy, 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
Mr no 100 Tabnetok nepBrHHe Ta 3MiHU Y KOPOTKili XapakTepucTuL, NikapcbKoro
Y KOHTeliHepi; no 1 BTOpPUHHE 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans




n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KOpo6Lyi

cepiii:
X. NlyHpbek A/IC,
[JaHis

BUNPOOYBaHHA 3a
NOKa3HNKOM
"Mikpo6ionoriyHa
yucrora™
EypodpiHc
Biochapma
MpoaakT TecTiHr
[enmapk A/C,
[anis

LAaHUMU 3 SIKOCTi, AOKNIHIYHUMMN, KAIHIYHUMUN
JaHuMu Ta gaHumu 3 hapmakoHarnagy -
3MiHN BHECEHO [0 IHCTPYKLIT 418 MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"®apmakoTepanesTnyHa rpyna’,
"apmakonoriyHi BlacTneocTi”,
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknmy 3acobamu Ta iHLWi BUAN
B3aemogijit", "Oco6MBOCTi 3aCTOCYyBaHHS",
"3acTocyBaHHs y nepio BaritTHocTi abo
rogyBaHHs rpyanr” (4oAaBaHHA pesynbTaTiB
pocnimkeHb Ha wypax), "Cnocié
3acTocyBaHHsa Ta gosu", "[iTn" (pegaxuiiiti),
"Mepepno3yBaHHA", "34aTHICTb BNAMBATU Ha
LBMAKICTb peakLii Npu KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWUMY MexaHismMamm”,
"MobiuHi peakuii, "YMoBuy 36epiraHHs"
BiNOBIAHO [0 MaTepianis peecTpauiiHoro
[0CbE.

MepiognyHICTb NOAaHHA perynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBepXeHOro Hakaszom MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riiHO 3i CTpOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

KYPIO3VH

rens, 1,027 mr/r no
15 ry Ty6i; no 1 Ty6i
B KapTOHHiii
ynakoBLi

BAT
"lepeoH
PixTep"

YropLmHa

BAT "lefeoH
PixTep"

YropLmHa

nepepeecTpavisi Ha HEOOMEXEHUIA TEPMIH.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3Mneku, BiANOBIAHO A0
Mopsaky 34iicHeHHs dhapmakoHarisay,
3aTBepAXeHOro Hakaszom MiHictepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/3824/01/01

NEBO®/IOKCA
UmH

TabneTku, BKpUTI
060/10HKO0, M0 500

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
MepioAnyHICTb NOAaHHSA perynsipHo

3a
peyenmom

He
nidnsieae

UA/11208/01/02




10

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Mr no 10 TabneTtok y OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
6nicTepi; no 1 Mopsaky 34iicHeHHsT hapMakoHarisay,
6nicTepy B naui i3 3aTBEpPKEHOro Hakasom MiHicTepcTea
KapTOHY OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakujii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
10. NEBO®/IOKCA | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/11208/01/01
LWH 060/10HKO10, Mo 250 "TexHonor" MepioAnYHICTb NOAAHHS PErynsipHO peuyenmom nionsieae
mr no 10 TabneTok y OHOBJIHOBAHOrO 3BiTY 3 6€3neku, BiANOBIAHO A0
6nicTepi; no 1 Mopsaky 34iicHeHHs hapMakoHarsay,
6nictepy B nauui i3 3aTBEpPKEHOro Haka3oM MiHicTepcTBa
KapTOHY OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKaMu, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6esneku.
11. HATPIO PO3uunH ANs iHdys3il MpuBaTHe YkpaiHa MpuBaTtHe YkpaiHa MepepeecTpauis Ha HeO6MeXeHUA TEPMIH 3a He UA/10413/01/01
BIKAPBOHAT 4 %, no 100 mn a6o akuioHepHe akuioHepHe 3MiHM Woao 6e3nekun/edhekTMBHOCTI Ta peyenmom nionsieae
no 200 mn, a6o no TOBapUCTBO TOBapMCTBO chapmakoHarnsgy. 3MiHW y KopoTkili
400 mn y nasLwkax "lHdpy3ia” "IHdpy3ia” XapaKTepucTuLi Nikapcbkoro 3acoby, TeKCTi

MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHSA
reHepnyHuX/ribpuaHnx/6ionogibHmNX

nikapcbkyx 3aco6iB Micns BHECEHHS Tiei camol

3MiHV Ha pethepeHTHW npenapart (3MiHa He

noTpedye HafaHHS XOAHUX HOBUX AOAATKOBUX

OaHunX) - 3MiHW BHECEHO [0 IHCTPYKUiT ANns

MeZMYHOro 3aCTOCYBaHHS NiKapcbKoro 3acoby
00 po3gainy "MNokasaHHA" (YTOUHEHHS), a TakoX

[0 po3ginis "®apmakonoriyHi BnactmsocTi”
(yTouHeHHs), "Cnocib 3acTocyBaHHS Ta Ao3n"
(yTouHeHHs 3 6esneku), "OiTn" (3aTBEPLKEHO:

3acTocoByBatu fiTM BiKOM Bif, 1 poky.
3anponoHoBaHo: lNpenapar MoxHa
3aCTOCOBYBaTM y NeAjaTpuyHilii npakTuL)
BiANOBIAHO 40 OHOBMEHOT iHChopMaLi
pediepeHTHOro slikapcbkoro 3acoby Hartpito
6ikapboHaT, po3unH Ans iHdysin, 40 mr/mn
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(Bnpo6HuyTBa "HOpis-dapm").
MepiognyHICTb NOAaHHA perynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarsay,
3aTBepXeHOro Hakaszom MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

12.

HEPBOXEE/1b

Tabnetkv no 50
TabneTok y
KOHTEWHepi
noninponisnieHoBoMy;
no 1 koHTeiiHepy B
KOpOO6L 3 KAPTOHY

Bionoriwe
XainbMmitte
b Xeesb
rmeX

HimeyunH
a

Bionoriwe
Xannbmitrenb
Xeenb MTM6X

HimeuunHa

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
3MiHM Woao 6e3nekun/edhekTBHOCTI Ta
hapmakoHarnsgy. 3MiHM y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KTIHIYHMUW JaHUMK Ta
AaHumu 3 chapmakoHarnagy - 3MiHv BHeCeHO
00 [HCTPYKUIT AN MegUyYHOro 3acTocyBaHHs
nikapcbkoro 3acoby A0 po3ainis:
"Ocob6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs
y nepiof BariTHOCTi abo rofyBaHHs
rpyaaro” (yrouHeHHs iHcpopmauii), "Cnoci6
3aCTOCYBaHHA Ta 031" (yTOYHEHHS
iHbopmauii), "AiTn"(yToOUHEeHHs iHdopmauir),
BIANOBIAHO A0 MaTepianis peecTpauiiHoro
[0CbE.

MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBepXeHOro Hakasom MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMK, 3a3HaYeHMUN y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/2947/01/01

13.

HITPOINILEPU
H

nenetu
MoAMiKOBaHOTO
BUBI/IbHEHHSA
(cybeTaHuisn) y

MpAT
"TexHonor"

YkpaiHa

OCMO®APM C.A.

LLiBefuapis

nepepeecTpaisi Ha HeOBMEXEeHW TEPMIH

He
nionsieae

UA/14803/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
naketax nogBinHMX
nonieTNeHoBux
ans
dhapmaLeBTN4HOTO
3aCTOCyBaHHSA
14. APErHIN® NOPOLLIOK AN LepiHr- LLsenuapi Brpo6HMuTBO 3a Higepnangm MepepeecTpauis Ha HeOBMEXEHUA TEPMIH 3a He UA/3483/01/01
PO3UUHY NS iH'EKLN Mnay a NMOBHMM LMK/10M / CLLA 3MiHM Woao 6e3nekun/edhekTNBHOCTI Ta peyenmom nidnsieae
no CeHTpan Ict (nopowwok ans thapmakoHarnsgy. 3MiHM y KOpoTKili
1500 MO 3 Al pO34MHy oNs XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
dhnakoHu 3 iH eKUii), MapKyBaHHs Ta iHCTPYKUIiT 4518 MeANYHOro
nopoLukom Ta 3 BTOPVHHE 3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMW AaHUMK 3
dhnakoHn 3 1 mn nakyBaHHA Ta AKOCTI, AOKNIHIYHUMU, KTIHIYHMUN JaHUMN Ta
PO34MHHYKA (PO3YNH BUNYCK cepii AaHumu 3 chapmakoHarnagy - 3MiHv BHeCeHO
HaTpito xnopugy 0,9 (PO3UMHHMK [0 IHCTPYKLIT 415 MEeANYHOrO 3aCTOCYyBaHHS
%) B KQpPTOHHIN (PO34uH HaTpilo NiKapcbKoro 3acoby o posginis
ynakoBLi xnopugy 0,9 %): "®apmMakooriyHi B/1lacTMBOCTI"(pefaryBaHHs)
H.B. OpraHoH, "MokasaHHs" (YTOYHEHHS iHdopMaLiT),
HigepnaHgn "Oco6/1MBOCTi 3acTocyBaHHSA", "Cnoci6
3acToCyBaHHA Ta A031" (YTOUHEHHS
Bupo6bHuyTBO, iHdhopmadii), "Mo6iyHi peakuii” Bi4NOBIAHO A0
KOHTPO/Ib SAKOCTI mMaTepianis peecTpawiiHoro gOChe.
Ta BUMyCK cepii, MepiognyHICTb NOAAHHA PerynspHo
nakyBaHHs OHOBJIIOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
(po3umHHMK in bulk Mopsaky 34jiicHeHHs dhapmakoHarisay,
(po3umH HaTpito 3aTBEepXEHOro Hakazom MiHicTepcTBa
xnopugy 0,9 %): OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyHA
[xy6inaHt 2006 poky Ne 898, 3apeecTpoBaHOro B
XonnictepCraep MiHicTepcTBi tocTuii YKkpainn 29 ciuna 2007
NNc, CWA poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3nekn
15. MNPErHIN® NOpPOLLOK ANs LepiHr- LLiBeiuapi Bupo6bHMLTBO 3a Higepnanan MepepeecTpaLisi Ha HEOOMEXEHUIA TEPMIH 3a He UA/3483/01/02
PO3UUHY NS iH'EKL Mnay b MOBHWUM LK/IOM / CWWA 3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta peyenmom nionsizae
no CeHTpan Ict (nopowwok ans thapmakoHarnsgy. 3MiH1 y KOpOTKili
5000 MO 1 chnakoH Al pO34nHy AN XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
3 nopotukom Ta 1 iH eKUil), MapKyBaHHS Ta iHCTPYKUIT A8 MeANYHOro
dnakoH 3 1 mn BTOPVIHHE 3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMW AaHUMK 3
PO3UMHHMKA (PO3YMH nakyBaHHs Ta SAKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHuMKn Ta
HaTpito xnopugy 0,9 BUMYCK cepil AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
%) B KapPTOHHIl (PO34MHHUK [0 IHCTPYKLUIT 4719 MeAWNYHOT0o 3aCTOCYBaHHS

ynakosLi

(PO34uH HaTpito
xnopuay 0,9 %):
H.B. OpraHoH,
HigepnaHan

nikapcbKoro 3acoby fo po3ainis
"dapmakonoriyHi B1lacTMBOCTI"(pefaryBaHHs)
"MokasaHHs" (YTOYHEHHS iHdopmauir),
"Oco611BOCTi 3acTocyBaHHA", "Cnoci6
3acTOCyBaHHSA Ta A03U" (YTOUYHEHHS




13

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Brpo6HMLTBO, iHcbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
KOHTPO/Ib AKOCTI mMarepianis peecTpauiiHoro AOChbeE.
Ta BUNyckK cepii, MepioAnyHICTb NOAaHHSA perynsipHo
nakyBaHHs OHOBJ/IKOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
(po3unHHUK in bulk Mopsaky 34iiicHeHHs hapMakoHarisay,
(po34nH HaTpito 3aTBEpPKEHOro Hakasom MiHicTepcTea
xnopugy 0,9 %): OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
[xy6inaHT 2006 poky Ne 898, 3apeecTpoBaHOro B
XonnictepCraep MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
NnNcC, CWA poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku
16. CANIUUNOBA po3uunH ans TOB "OKnM YkpaiHa TOB "OKM YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 nionsizae UA/3506/01/01
KNCNOTA 30BHILUHLOIO "®apmavueBT "®apmaueBTnyHa peyenma
3acToCyBaHHA, nyHa thabpuka"
cnupToBuid 1% no thabpuka"
40 mn abo no 25 mn
y thrakoHax
17. CYMATPUNTA NOPOLLOK ToBapucTBO YkpaiHa CcMC IHais nepepeecTpauist Ha He0OMeXeHWn TEPMIH. - He UA/14825/01/01
HY CYKUUHAT | (cybcTaHuis)y 3 PAPMACBHIOTIKA nionsieae
noABIiHMX 0bMexeHo N3 NIMITEL
nonieTuneHoBnx Bignosiganb
nakeTtax gns HicTio
dhapmaLeBTUYHOrO "®GapmavueBT
3aCTOCyBaHHSA nyHa
KoMMaHis
"3popos'a”
18. YMKAIOP® cupon no 100 mn Ap. Binbmap | HimeuunH Brpo6HuLUTBO Himeuunna MepepeecTpaLlisi Ha HEOOMEXEHNI TEPMIH 6e3 nionsi2ae UA/6691/02/01
a6o no 200 mny LLIsabe a npoaykuii in bulk, 3MiHM WoA0 6e3nekn/edpekTMBHOCTI Ta peyenma
(h1aKoHi 3 MipHUM m6X i Ko. nepBrHHE Ta thapmakoHarnsgy. BeegeHHs abo 3miHu 0
KoBMnaykom; no 1 KI BTOPUHHE y3arasibHeHVX faHnx npo cuctemy
h/1aKoHy B nakyBaHHS, chapmakoHarnsgy (BBefieHHs y3arasibHeHnX

KapTOHHI Kopo6Lyi

KOHTPO/Ib SIKOCTI
Ta BUMYCK cepili:
[p. Binbmap
LLIsabe 'm6X i Ko.
KI', HimeuunHa

MepBuHHE Ta
BTOPUHHE
nakyBaHHs:
[p. Binbmap
LLisabe M'm6X i Ko.
K, HimeuunHa

[aHnX nNpo cuctemy chapmakoHarnsgy, amMiHa
YNOBHOB&XEHOT 0CO6MU, BiANOBifa1bHOI 3a
3[iicCHEHHS dpapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapMakoHarnsay 3asaBHvKa ons

3pjiicCHeHHs chapmakoHarnagy B YkpaiHi, kLo
BOHa BigMiHHa Bif, yNIOBHOBaXXEHOT 0cO6MU,

BiANOBIAA/IbHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaoyaroum KOHTaKTHI faHi)
Ta/ab0 3MiHN y po3MilLeHHI MacTep-thainna
cuctemu chapmakoHarnsgy) - 3MiHa KOHTaKTHOI
0C06M 3asiBHUKA AN 34iACHEHHS
hapMakoHarnsay B YkpaiHai 1a 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX JaHNX KOHTaKTHOi 0cobu.
[itoua pepakuis: Kpacoscbkuii Tumyp
NeoHigosuy
MponoHoBaHa pefakuisi: BoiiTeHko AHTOH
leopriioBuy
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKUiT 4718 MeANYHOro
3aCTOCyBaHHSA Y 3B'A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMUW faHUMK Ta
JaHnmu 3 chapmakoHarnsagy
3MiHU BHECEHO A0 IHCTPYKLiT 418 MeauyHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainis
"apmakonoriyHi B1actmBocTi" (YTOUHEHHSA
iHcpopmawii), "MpoTrnokasaHHa" (pegaKkTopchbki
npasku), "Oco6/MBOCTI 3aCTOCYBaHHSA",
"Cnoci6b 3acTocyBaHHA Ta 031" (YTOYHEHHS
iHcbopmawii), "Mo6iyHi peakuii” BiANOBIAHO A0
OHOBNEHOT iHthopMaLi 3 6e3neku
3acTocyBaHHSA NikapcbKoro 3acooby,
3a3HaveHoi B MaTepianax peecTpauiiHoro
[0CbE.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IOBAHOTIO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rijHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

19.

YMKATIOP®

TabneTku, BKpUTI
nNiBKOBOO
060/10HKO0, M0 20
Mr no 15 TabneTtok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHI Kopo6Li

[Op. Binbmap
Llisabe
m6X i Ko.
KI

HimeuumnH
a

[p. Binbmap
LLiBa6e Mm6X i Ko.
KI

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3arasibHeHUX JaHnX npo cucTemy
chapmakoHarnsgy (BBeeHHs y3arasibHeHNX
AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHoT 3a
3AiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asBHvKa ANs
3[jiCHEeHHSs hapMakoHarsay B YKpaiHi, Ko
BOHa BiZJMiHHa Bif, YNOBHOBaXXeHOT 0cO6M,
BiANOBIAa/IbHOI 3@ 3AiiCHEHHSA

6e3
peyenma

nidnsieae

UA/6691/03/01




Hassa

15

n/n

JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

20.

YHAEBIT

thapmakoHarnagy (BK/Ioyatoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-chaiina
cmucTemu chapmakoHarnagy) - 3MmiHa
KOHTaKTHOT 0COOU 3asBHUKA ANs1 34IACHEHHS
hapMakoHarnsgy B YkpaiHai Ta 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M.
[itoua pepakuis: Kpacoscbkuii Tumyp
NeoHigoBuy
MponoHoBaHa peakLisi: BoiiTeHKo AHTOH
leopriioBuy
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHW y KopoTKili
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHS Y 3B'AI3KY i3 HOBUMUW AaHUMK 3
SAKOCTIi, AOKMIHIYHUMU, KNIHIYHMW gaHuMK Ta
JaHuMu 3 dhapmakoHarnagy
3MiHN BHECEHO [0 IHCTPYKLIT 418 MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby A0 po3ainis
"PpapMakonorivyHi BNactMBoCTi" (YTOYHEHHSA
iHcbopmawii), "MpoTunokasaHHs" (peAakTopChki
npasku), "Ocob6/IMBOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTi Ta
roflyBaHHs rpyaat” (yTO4HeHHss CTOCOBHO
6e3neku), "Cnocib 3acTocyBaHHs Ta 403"
(yTouYHeHHs iHchopMalii), "Mo6iuHi peakwii™
BiANOBIAHO [0 OHOBMEHOT iIHdhopMmaLi 3
6e3nekn 3acTocyBaHHS Jlikapcbkoro 3acoby,
3a3HayeHoi B MaTtepianax peectpauiiHoro
[I0CbE.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBePKEHOro Haka3om MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy

MiHicTepcTBa OXOPOHW 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

nocsBi0o4YeHHs

Apaxe, no 50 gpaxe
Y KOHTelHepax

MpAT
"TexHonor"

YKpaiHa

MpAT "TexHonor"

YKpaiHa

MepepeecTpaLis Ha HEOBMEXEHWIA TEPMIH

OHoBrneHa iHthopmauis BHeceHa 0 [HCTpyKui

AN19 MeANYHOro 3acTOCYBaHHS NiKkapCbKoro
3acoby A0 po3ainis: "Ocob6nnBOCTi

3actocyBaHHs", "lMNobiyHi peakuii" BiANOBIAHO

6e3
peyenma

nionsieae

UA/2985/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

[10 OHOB/EHOT iHdhopMmaLii 3 6e3nekn
3aCTOCYBaHHSA fjl0UnX PEYOBUH.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpainn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

21.

YHAEBIT

apaxe, in bulk: no
1000 ppaxe y
KOHTeliHepax
n1acTMacoBmx

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpauis Ha HeOGMEXEHUIA TEPMIH
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBepXEeHOro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaYeHUMK Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

He
nionsieae

UA/2986/01/01

22.

D/IIOAHKCON

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 1 Mr;
no 100 TabneTok y
KOHTeliHepi; no 1
KOHTEliHepy B
KapTOHHI Kopo6Lyi

NyHpbek
Ekcnopt A/C

[aHis

Brpo6HMUTBO
Hepo3dacoBaHoro
npoaykTy,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepiit:

X. NyHp6ek A/C,
[JaHis

BunpobyBaHHs 3a
NOKa3HNKOM
«MiKpobionoriyHa
yuctoTax:
EypodiHc
Biochapma
MpoaakT TecTiHr
[enmapk A/C,
[JaHis

[JaHis

[MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
3MiHM Woao 6e3nekun/edhekTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMU AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KIHIYHMUN JaHUMN Ta
AaHumu 3 chapmakoHarnagy - 3MiHv BHeCeHo
[0 IHCTPYKLIiT 415 MEAMYHOrO 3aCTOCYyBaHHS
nNiKapcbKoro 3acoby y po3ainv
"hapmakoTepaneBTuyHa rpyna.” (yToYHeHHs
iHcbopmawii), "®dapmakonoriyHi BnactueocTi”
(yTouHeHHs iHdhopmalii), "MpoTrnokasaHH:A",
"B3aemogijs 3 iHWMMK NikapcbkMU 3acobamm
Ta iHWi By B3aemogiii*, "Oco6mMBOCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog,
BariTHOCTi abo roAyBaHHs rpyAato" (YTOUHEHHS
iHbopmawii), "3aaTHicTb BAMBaTh Ha
LUBMAKICTb peakLii Npu KepyBaHHi

3a
peyerimom

He
nionsieae

UA/10197/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

aBTOTPaHCMOPTOM ab0 iHWMMKN MexaHismamu'
(yTouHeHHs iHdopmadii), "Cnocio
3acTocyBaHHS Ta A03U" (YTOUYHEHHS
iHchopmawii), "MepenosysaHHs", "No6GiyHi
peakuii” BignoBigHO A0 MaTepianis
peecTpavuiiHoro f0cChE.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBiAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBepXEHOro Haka3om MiHicTepcTea
OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpainm 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakazy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i cTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

23.

®JTFOAHKCON

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, no 0,5
mr; no 100 TabneTok
Y KOHTelHepi; no 1
KOHTEliHepy B
KapTOHHI KopooLyi

NyHpbek
Ekcnopt A/C

[aHis

Bupo6bHuuTBO
Hepo3dacosaHoro
NpPOAYyKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs, BUMYyCK
cepiii:

X. NyHp6ek A/C,
[Oanis

BunpobyBsaHHs 3a
MOKa3HNKOM
«MiKpo6ionoriyHa
yucToTax:
EypodpiHc
Biochapma
Mpopakt TecTiHr
[JeHmapk A/C,
[JaHis

[JaHis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Yy 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
[0 IHCTPYKLIT 415 MEJNYHOrO 3aCTOCyBaHHS
niKkapcbKoro 3acoby y po3ainv
"®apmakoTepaneBTuyHa rpyna.” (yTOUHeHHs
iHdhopmauii), "®apmakonoriyHi BnactmeocTi”
(yTouHeHHs iHchopmali), "TpoTunokasaHH:A",
"B3aemogis 3 iHWMMK fikapcbkuMu 3acobamm
Ta iHWi B1An B3aemogiin”, "Oco6/mBOCTi
3acTocyBaHHA", "3acTocyBaHHA y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat” (YyTOUHEHHS
iHchopmawii), "3aaTHicTb BNMBaTH Ha
LWBMUAKICTb peakuii npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMKN MexaHiamammn'
(yTouHeHHs iHchopmauii), "Cnocio
3acTocyBaHHA Ta 031" (YTOUHEHHS
iHchopmawii), "Mepeno3sysaHHs", "MoGiYHi
peakujii" BiaNoBigHO A0 MaTepianis
peecTpaLiiHoro AocCbeE.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJIIOBAHOTO 3BIiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa

3a
peyenmom

He
nionsieae

UA/10197/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHn 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHU 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rijHO 3i CTpOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
24. DOPAKCUMAPW | po3unH ANs iH'eKUild, AcneH Ipnangis AcneH Hotep [am ®paHuis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/2970/01/01
H® 9500 MO dapma ne boHaesinb 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peuyenmom nionsieae
aHTn-Xa/mn; no 0,3 TpeigiHr thapmakoHarnsigy. BeegeHHs abo 3miHu go
M (2850 MO aHTw- Nimiten y3arasibHeHVX AaHUX Npo cucTemy

Xa) abo no 0,4 mn
(3800 MO aHTn-Xa)
y nonepesHL0
3anoBHEHOMY
wnpuyy; no 2
Lwinpuum B 6nictepi;
no 5 6nictepis y
Kopoo6Li

chapmakoHarnsgy (BBeeHHs y3arasibHeHNX
AaHvX Npo cuctemy hapmakoHarnsgy, 3MiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT 3a
3AiiCHeHHs hapMakoHarnaay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy 3asasHvKa Ans
3[jiCHEeHHSsT hapMakoHarsay B YKpaiHi, Ko
BOHa BiZJMiHHa Bif, YNOBHOBaXXeHOT 0cO6M,
BIANOBIAA/IbHOI 32 3AIICHEHHSA
thapmakoHarnagy (BKIoyakoum KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MilLleHHI MacTep-halina
cuctemn chapmakoHarnagy) - [iroya pegakuis:
HaropHa KatepwvHa IBaHiBHa.
MponoHoBaHa pepfakuis: Kyuma Bonogumup
OnekcaHaposuy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0cobun B
YKpaiHi Ana 3giiicHeHHs hapmakoHarnsgy.
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Yy 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHM BHECEHO
00 IHCTPYKUiT AN MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy "lMokasaHHa"
(yTouHeHo iHdhopmaLiio), a Takox 40 po3Ainis
"®apmakonorivyHi BacTmeBocTi",
"MpoTmnokasaHHA", "B3aemogis 3 iHWMK
nikapcbkMmn 3acobamu Ta iHLWi BUagn
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHs",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpygat”, "Cnocib 3actocyBaHHs Ta
[031" (BHECEHi YTOUHEHHS), "lNepeno3yBaHHs",
"Mo6ivHI peakuii" Bi4NOBIAHO A0 iHhopmaL,i
CTOCOBHO 6€e3Mneku, sika 3a3HaueHa B
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
mMarepianax peecTpauiiiHoro JOoCbE.
MepiognyHICTb NOAaHHA perynspHo
OHOB/IHOBAHOrO 3BiTYy 3 6e3nekw, BiANOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarsay,
3aTBepXeHOro Hakaszom MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTpOKamK, 3a3HaYeHUMN Y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
25. XNOPrekcupg pignHa (cybeTaHuis) | TosapucTso YkpaiHa X.Amdppaii IHAisA nepepeecTpawis Ha HeobMeXeHul TepMiH - He UA/10740/01/01
NHY y NosnieTnIeHOBUX 3 JNlabopaTopis nionsizae
FNHOKOHAT 20 | 6apab6aHax ons 06MeXeHo
% hapmaueBTUYHOro Bignosigasib
3aCTOCyBaHHSA HicTIO
"®apmavueBT
nyHa
KoMnaHis
"3popos'a”

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
BIANbHOCTI lenapTtamMeHTy peanisauii NosaiTuK

T.M. JIACcKOBCbKUM




AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.04.2020 Ne 763

NMEPENIK

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIOTONYHUX MPEMAPATIB), LLLOAO AKUX BY/I BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKaA BionycKy peecmpayitiHo2o
3acoby ynakoska) nocBi0O4Y€eHHs
1. L-ABNMYYHA KpucTaniyHmi AMIHO 'm6X HimeuunHa AMiHO TM6X HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | - UA/15773/01/01
KACNOTA NopoLUOK (cybcTaHLis) TUNY - BUGASIEHHS KOHTPOJIO SIKOCTi 3@ NOKA3HUKOM
y NOABIMiHNX "Bakki meTanu" 3i cneumdikauii A®| 3 BigNoBigHUM
nonieTnIeHoBUxX MeTOA0M BUNPOGYBaHHSA
Millkax ans
hapMaLeBTUYHOIO
3acToCcyBaHHSA
2. A3NTPOMIL, TabneTku, BKPUTI [bxy6inant IHAis [bxy6inaHTt IHAjisA BHECEHHS 3MiH [0 peecTpauiiiHux MaTepianis:3MiHu | 3a UA/12966/01/01
VH NNiBKOBOIO [bxeHepikc [bxeHepikc Jlimiteq TUNY - 3aTBEPAKEHHST TEKCTY IHCTPYKUIT 4715 MEeANYHOTO peyenmom
060/10HKO10, M0 250 Nimitepn 3aCTOCyBaHHS Nikapcbkoro 3acoby Ao PeecTpauiiHnx
Mr, no 6 TabneTok y noceigyeHb Ne UA/12966/01/01, 3aTBEpAKEHUX
6nictepi; no 1 Hakazom MO3 Nel772 Big 12.08.2019p. IHdopMmaLis,
6nicTepy y KapTOHHii BUKNageHa B IHCTPYKLUiT 418 MEeAUYHOIO 3aCTOCYBaHHS
KopooLi nikapcbKoro 3acoby, Bignosigae iHchopmadii
pedoepeHTHOro fikapcbkoro 3acody (ZITHROMAX®,
TabneTku, BKpUTi 060/10HKOK No 500 mr, B YkpaiHi He
3apEECTPOBaHMIA)
3. A3UTPOMIL, TabneTkn, BKpUTI [bxy6inaHt IHgis [bxy6inaHTt IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/12966/01/02
VH NNiBKOBOO [bxeHepikc [bxeHepike Nimites TUNY - 3aTBEPIKEHHS TEKCTY IHCTPYKUIT A48 MeAUYHOTro peyenmom
060510HKot, no 500 Nimviten 3aCTOCYyBaHHSA Nikapcbkoro 3acoby Ao PeecTpauiliHnx
Mmr, no 3 TabneTkn B nocsigyeHb NeUA/12966/01/02, 3aTBepxeHnx Hakazom
6nictepi; no 1 MO3 Nel772 Big 12.08.2019p. IHdopmaLis, BUKnageHa
6nicTepy y KapTOHHiiA B IHCTPYKLiT 4719 MEANYHOrO 3aCTOCYBaHHSA NiKapCbKoro
Kopobui 3acoby, BignoBsigae iHchopmalii pedbepeHTHOro
nikapcbKoro 3acoby (ZITHROMAX®, Tabnetku, BKpUTI
060/10HKO0 M0 500 Mr, B YKpaiHi He 3apeecTpoBaHuit)
4, AKAPL TabneTtkn dapmaneBTmy Monbuwa dapmauleBTUUHNI MonbLia BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 6e3 UA/5687/01/01
KMLLKOBOPO34YMHHI N0 HWi1 3aBOf, 3aBo[, TUNY - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA peyenma
75 mr no 10 TabneTok "MONb®APM "MONIb®APMA" N3: 3anponoHoBaHo: MapKyBaHHS: 3rifgHO
y 6nicTepi; no 3 abo A" C.A. C.A. 3aTBEPKEHOr0 TEKCTY MapKyBaHHS Ta OHOBJ/IEHHS
no 5 6nictepis B 3aTBEPAKEHOrO TEKCTY MapkyBaHHS ynakoBok J13.
KapTOHHI Kopo6Li; no BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nmicns
20 TabneTtok y 3aTBEepKEHHA
6nictepi; no 5
6nicTepiB y KAPTOHHIN
Kopobui




21

cknsiHomy abo 3
nosieTunexHTepedTan
aty; no 1 dpnakoHy 3
MipHOIO JTOXKKOIO B
KapTOHHI KOpoo6L;
no 10 MN y nakeTuky;
no 10 a6o 20
NakeTUKIB Y KAPTOHHI
KopooLi

BMPOGHULITBA NiKAPCLKOro 3acoby, 30kpema: 3mMiHeHa
NocnifoBHICTL CTadii BUpO6HMLTBA. Ha noyaTkoBili
cTafii BAPO6HMLTBA NiKapcbKoro 3acoby nicns
[0faBaHHA a/TIOMIHIIO FifpOKCUAY resltio Ta MarHito
OKCUAy NacTW y peakTop Ta Npu nepemillyBaHHi,
yacTuHa refito nNpuavnae 4o AHa peakTopa Hk4e piBHA
MiLLasIKV | nepeMiLlyBaHHs Bif0yBaeTbCa HeeEeKTNBHO.
LLlo6 3ano6irti LboMy MNOCNILOBHICTb CTaAjin 3MIHIOETLCS
(nepwa 6ygae ATV nicna Apyroi, Apyra nepeg nepLUoko).
CnoyaTkky f0Aat0Tb PO3YMH COPOITY i
riAPOKCULLE/TION03M, | MICNS LbOro A0AA0Tb a/THOMIHIK
rigpokcuay rento Ta MarHito okcugy nactu. Pos3unH
CopbITy i rigpokcuLLentoNo3mn nonagae Ha AHO peakTopa i
[0CArae piBHS Milasikv, TOMY Npy 404AaBaHHI alloMiHito

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
5. AKAPL TabneTtkn dapmaneBTmy Monbuwa dapmaleBTUYHNI MonbLia BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianiB:3miHu | 6e3 UA/5687/01/02
KMLLKOBOPO34YMHHI N0 HWi1 3aBOf, 3aBo[, TUNY - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA peyenma
150 mr no 10 "TMONb®APM "TMONIb®APMA" N3: 3anponoHosBaHo: MapKyBaHHS: 3rifHO
TabneTok y 6nictepi; A" C.A. C.A. 3aTBEP)KEHOro TEKCTY MapKyBaHHA Ta OHOBJ/IEHHSA
no 3 aéo no 5 3aTBEPXXEHOIO TEKCTY MapKyBaHHA ynakoBok J13.
6nicTepiB B KAPTOHHIl BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
Kopo6ui; no 20 3aTBEPMAKEHHS
TabneTok y 6nicrepi;
no 5 6nictepis y
KapPTOHHI KOpooLyi
6. ANNEPTEK® TabneTku, BKPUTI BapLuaBcbkuii Monbwa dapmaLeBTUYHNI MonbLia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/6422/02/01
060/10HKOH0, M0 10 Mmr, hapmaueBTny 3aBog, "Monbapma” TMNYy - NOAAHHS OHOB/IEHOTO CepTMdikaTy BiAMNOBIAHOCTI peyenma
no 7 a6o no 20 HWi1 3aBOf, C.A. €poneiicbkili hapmakonei R1-CEP 2004-047-Rev 05
Tabnetok y 6nictepi; Monbtha AT Bif, 3aTBEpAKEHOro BUPoOHUKa AdI, Sk HacnifgoK 3MiHa
no 1 6nictepy B agpecy BnacHuka CEP; 3anponoHoBaHo: R1-CEP 2004-
KapTOHHI Kopoo6Li 047-Rev 05, Bupo6bHunk A®l: WAVELENGTH
ENTERPRISES LTD. Ofer Perk, Brosh building, 4th floor
94 Shlomo Shmeltzer Road 4939037 Petah Tikva Israel,
appeca Bnpo6HuYoi AinbHuui A®l WAVELENGTH
ENTERPRISES LTD. Neot-Hovav Eco-industrial Park
8413502 Beer Sheva, Israel), micLe BupobHuLBa He
3MiHM/IOCh.
7. ANNEPTEK® cnpeii HazasbHUiA, MepaHa Monba «dapmea» PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHuX MmaTepianiB:TeXHIiYHa 3a UA/14933/01/01
HA30 [,030BaHWi, CycneHsis, Papma NOMU/IKa - BUMPaBNEHHS TEXHIYHOT NOMW/IKN Y peyernmom
50 mkr/gosy, no 60 AKLUiOHepHe cneumadikauii. ¥ cneumdikauii 3aTBepoKeHNX MeTOAiB
a60 120 a6o 140 no3 ToBapucTBO KOHTPOJO BiACYTHI ifeHTUdikauiiHuii TecT ans
cycnensii B MET- [OMNOMDKHOT PEYOBUHY — BEH3a/TKOHIt0 Xriopuay
dhnakoHi 3 4,03yUNM
HacocoM-[,03aTopoM-
posnustoBayem; no 1
h1aKoHy Y KapTOHHIlA
Kopobui
8. AJIMATE/Ib® | cycneHsisi opasibHa no TOB "TeBa YkpaiHa BankaHgapma- Bonrapis BHECEHHS 3MiH 0 peecTpauiiHux matepianiB:3mMiHn | 6e3 UA/3264/01/01
170 mn y cpnakoHi YkpaiHa" TposiH AT TUMY - BHECEHHS 3MiH A0 po3ainy 3.2.P.3. Mpouec peyenma
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
ripOKCMAY rento Ta MarHito okcuay nactu ix
NpUANNaHHA A0 AHa BAAETHCSA 3ano6irt; 3MiHm | Tuny -
BHECEHHS 3MiH 0 po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akKyrnopoBabHWii 3acib, 3okpema:
BW/TyHYEHHS NoKasHuKa "OpraHonenTuyHi NokasHukK" i3
cneumdikaLii NepBMHHOIO NakyBaHHS - N/1ACTUKOBI
TBUHTOBI KPULLIKV A/181 CKMISHWX Ta N1aCTUKOBUX
dhnakoHiB
9. ANONYPUHO | Tabnetkn no 100 mr, CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiHux matepianis:3miHn | 3a UA/9524/01/01
N CAHAO3® no 10 Tabnetok y dapmachioTika thapmaveBTU4Ha PymyHis/ TUMY - OHOBNEHHA BXE 3aTBEPXEHOIO TEKCTY peyenmom
6nictepi; no 5 n3 a.a. KoMnaHia 4.4., HimeyunHa/ MapKyBaHHs BTOPMHHOI Ta NePBUHHOI ynakosku J13
6nicTepiB y KAPTOHHIN CnoBeHis (nepBuHHe IHAisa (BHECEHHSA MO3HAYeHb OAUHULIL BUMIPIOBAHHS, 3
Kopobui i BTOpUHHE BVIKOPVCTAHHAM J1iTep NaTUHCLKOro andasiTy);
nakyBaHHs1, 403BiN BHECEeHHS 3MiH 10 po3ainy “MapkyBaHHa” MKA 113:
Ha BUMyCK cepii 3anponoHoBaHo: Mapkuposka. CorsiacHo
(anbTepHaTmBHa yTBEPXAEHHOMY TEKCTY MapK1upoBKv. BBeeHHSA 3MiH
ninbHuug)); C.K. NPOTArom 6-X MicALiB Nic/a 3aTBEPAXKEHHS
CaHpo3 C.P.J1,,
PymyHis (koHTponb
cepii
(anbTepHaTMBHa
AinbHUUS));
Cantotac ®apma
'm6X, HimeyunHa
(BMpOGHMLTBO 3a
NOBHUM LMK/IOM);
CaHnpos lMpaiiBet
Nimiteq, IHAisa
(BUPOGHMLTBO in
bulk
(anbTepHaTMBHA
AOinbHULA))
10. ANONYPUHO | Tabnetkn no 300 mr, CaHpo3 CnoBeHis Nek CnoseHis/ BHECEHHS 3MiH 0 peecTpauiiHux matepianiB:3miHn | 3a UA/9524/01/02
N CAHAO3® no 10 Tabnetok y PapmacbioTika hapmaueBTMyHa PymyHis/ TUNY - OHOBJ/IEHHA BXE 3aTBEePXEHOro TEKCTY peyenmom
6nictepi; no 5 n3 a.a. KoMnaHisa 4.4., HimeuunHa/ MapKyBaHHsi BTOPVHHOI Ta NEPBUHHOI ynakosku J13
6nicTepiB y KAPTOHHIN CnoBeHis (nepBuHHe IHAjisa (BHECEHHS MO3HAYeHb OAUHULIL BUMIPIOBAHHS, 3

KopoobLi

i BTOPVYHHE
nakyBaHHs, [,03Bif
Ha BUMYycK cepii
(anbTepHaTNBHA
ninbHuug)); C.K.
CaHpos C.P.J1,,
PyMyHis (KOHTpob
cepii
(anbTepHaTMBHA
OinbHUUSRA));
Cantotac ®apma
'm6X, HimeyunHa

BVKOPUCTAHHSAM J1iTep NaTUHCLKOro andasity);
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHa” MKA 113:
3anponoHoBaHo: Mapkuposka. CornacHo
YTBEPXAEHHOMY TEKCTY MapKUpPOBKW. BBeeHHA 3MiH
NPOTArom 6-X MicALiB Nic/a 3aTBEPAKEHHS
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
(BMpPOGHMLTBO 3a
NOBHUM LMK/IOM);
CaHpos lMpaliseT
Nimiteq, IHaisa
(BMpPOGHMLTBO in
bulk
(anbTepHaTMBHA
AinbHMLA))
11. ANNbBENA® Tabnetkn no 400 wmr, TOB «KYCYM Ykpaina TOB «KYCYM YkpaiHa BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTepiasnis: 3MiHu | 3a UA/14958/01/01
no 1 Tabnetuiy DAPM» DAPM>» TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi; no 1 a6o no Ta/abo agpecy 3asiBHMKA (B/lacHUKa peecTpaviliioro
3 6nictepuy nocBifgYeHHs) - 3MiHa Ha3BW 3aABHUKA. 3MiHu | Tuny -
KapTOHHI ynakoBLi; AfMiHiCTpaTWBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo
no 3 Tabnetkn y agpecu Micua NpoBaMKEHHS AisNbHOCTI
6nictepi; no 1 BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
6nicTepy y KapTOHHii BK/IO4Al0UM AiNbHUL BUMYCKY cepii abo micue
ynakoBLii NpoBeAileHHA KOHTPOJIHO AKOCTI. (LIANbHICTb, 3a AKY
BiANOBIAAa€E BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepii).
3MiHa Ha3BM BUPO6GHUKa, 6e3 3MiHW MiCLsi BUPOOHULITBA.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEpMXEHHS. 3MiHM | TUny - 3MiHW 3 AKOCTi. [0TOBMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3aco06y (iHwWwi 3mMiHn). BHeceHHs 3miH go MKA N3, a came:
nepekniag MKA 3 pociiicbkoi Ha yKpaiHCbKy MOBY. 3MiHM
| TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSA
3aTBEPPKEHOrO TEKCTY MapKyBaHHSA NepBMHHOT Ta
BTOPVHHOI ynakoBku J13. BHeceHHs 3MiH 40 po3ainy
“MapkyBaHHa" MKA /13". BBeeHHs 3MiH npoTsrom 6-v
MicsiLiB Mic/1s 3aTBepAKEHHS.
12. AMIHOBEH PO34uH ANs iHgy3iit dpeseHiyc HimeuuunHa Ppe3seHiyc Kabi ABCTpist BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/4585/01/01
IHPAHT 10 % | no 100 mn a6o no 250 Kabi ABCTpist TM6X UMYy - 3MiHW A0 [HCTPYKLT AN18 MeAMYHOro 3aCTOCYBaHHS peyernmom
My priakoHax [Loiunang nikapcbKoro 3acoby Ao po3zinis "OcobnmsocTi
6X 3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3mn",
"TepMiH npuaaTtHocTi" - goAaHo iHdopmau,ito Wwoao
3axUCTy Bif, CBiTN1a (h1aKOHIB Mif Yac BBeAEHHSA
HOBOHAPO/KEHVM Ta AiTAM BIKOM A0 2 pokiB (3a
pekomeHgauiero PRAC)
13. AMIHOKANP pO34uH A5 iHQY3il, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/2018/01/01
OHOBA 50 mr/mn; no 100 mny obmexeHolo obmexeHo ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
KACNOTA nAswWyi; no 1 nAswyi B | BignosigancHi BiAMOBIAA/IbHICTIO Ta/abo agpecu 3asiBHUKA (BNacHMKa peectpauiiHoro
naJui 3 KapToHy; CTIo hipma"Hosotapm- noceigueHHs). 3MiHa agpecu 3asBHVKa TOBapuUCTBO 3
no 100 mMn y nasLLKax. thipma"Hoso BiocuHTes" obmexeHolo BignosigansHicTio thipma "Hosodapm-
apm- BiocuHTes", YkpaiHa. TepmiH BBeAEHHS 3MiH - NPOTSArom
BiocnHTes" 6 micAauiB nicna 3aTBepMKEeHHS. 3MiHK | Tuny -

AaMiHiCTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo
agpecy Micus NpoBaMKEHHS AisiNIbHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
BMPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IOMAKOUM AiNbHUL BUMYCKY cepii abo micue
NpoBefeHHSA KOHTPOJII0 AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
cepiii). 3miHa agpecu BUpobHuka ToBapucTBO 3
obmexeHoto BignosigansHicTio chipma "Hosodapm-
BiocmHTes", YkpaiHa, 6e3 3miHu Micus BUpo6HMLTBA.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK). OHOB/IEHHS BXe 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS yNakoBKM NikapcbKoro 3acoby i3
3a3HayYeHHAM MiKHaAPOAHMX NO3HaYeHb OANHULb
BUMIpIOBaHHSA. TepMiH BBe,eHHS 3MiH - NPOTArom 6
MicsALIB MiCNSA 3aTBEPAKEHHS.
14. AMnogun Kancynv TBepgi no 5 BocHanek g.4. BocHist i BocHanek g.4. BocHist i BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/1794/01/01
BOCHAJNEK® | wmr, no 10 kancyny lepuerosuH I'epuerosuH TUMY - OHOB/IEHHA BXe 3aTBEPXEHOIO TEKCTY peyenmom
6nicTepi; no 2 a a MapKyBaHHS NEPBUHHOI Ta BTOPMHHOI ynakosku /13
6nicTepn y KapTOHHI (mopaBaHHSA oAMHMLb BUMIpOBaHHSA cuctemu Sl 3
Kopobui BUKOPUCTAHHAM JliTep NaTUHCLKOTro andasity, ToLo).
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
15. APFETT AYO | kancynu 3 [enbTa LLiBeiiuapis [pareHochapm HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/12811/01/01
MoAandgiKkoBaHUM Megiken Anotekep Mwownb Ipnangis TUMY - 3MiHW A0 IHCTPYKUIT 4151 MEAWYHOIO 3aCTOCYBaHHS peyernmom
BMBINIbHEHHAM TBEPAj [MpomoyLuH3 M6X, HimeyunHa nikapcbKoro 3acoby y po3ainu "OcobnnBocTi
no 75 mr, no 10 Al (nepBuHHe Ta 3acTocyBaHHs", "Mo6ivHi peakuii" BignoBigHO 40
Kancyn y 6nictepi; no BTOPVHHE OHOB/IEHOI iHhopMaLii LA 6e3nekn Ailoyol peHOBUHN.
1, abo no 2, a6o 3 nakyBaHHs); CBicc BBefeHHs 3MiH NpoTarom 3-x micAuis nicns
6nicTepy y KapTOHHIl Kanc 'm6X, 3aTBEPAKEHHSA
Kopobui HimeuunHa
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepii); Temmnep
Ipnangis Nivites,
Ipnangis
(BMPOGHMLTBO
Hepo3dracoBaHOl
NPOAYKLii, KOHTPO/b
SAKOCTI)
16. ATMA® Kpanni opasibHi, no 20 Pixapg AscTpist Pixappg bitTHep Al ABCTpist BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 6es UA/8301/01/01
mn a6o no 50 mn, abo BiTTHep Al MRy - 3aMiHa po3giny “rpadiyHe ohopM/IEHHS peyenma
no 100 mn y dpniakoHi- ynakoBkn” Ha po3gain “MapkyBaHHA" B MKHA /13:
KpanesnbHuui; no 1 3anponoHoBaHoO:
dhnakoHy-kpanesbHuL MapkyBaHHs. 3rifiHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
Y KapTOHHIi1 ynakoBLi
17. ADNTYBIH® Kpanni opasbHi no 20 Pixapa ABCTpis Pixapg BitTHep Al ABCTpIs BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/1952/02/01
M, abo no 50 ma, abo BitTTHep Al TMNy - 3aMiHa po3giny “rpadiyHe odhopMIEeHHS peuyenma
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
no 100 mny ynakoBkn” Ha po3ain “MapkyBaHHsa” B MKA /13:
dhnakoHax- 3anponoHoBaHo:
KpanensHuusx; no 1 MapkyBaHHs. 3rifiHO 3aTBEPL)KEHOrO TEKCTY MapKyBaHHs
h1akoHy B KapTOHHii
ynakoBLii
18. BETONTUK® Kpanni oyHi, 0,25 % no HosaprTic LLiseiuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu | 3a UA/8509/01/01
S 5 mMn y pnakoHax- dapma Al UMYy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KpanensHuuax "dpon- thapmakoHarnsagy. BeefeHHs abo 3miHn fo
TeliHep®"; no 1 y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
chnakoHy-kpanenbHuLi (BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
B KOPOOLLi 3 KAPTOHY thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3ajiicHeHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapMakoHariaay (BK/IKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
cucTemn chapmakoHarnagy) - 3MiHa ynoBHOBaXKEeHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons),
Ph. D. 3miHa KOHTaKTH/X AaHNX YNOBHOBaXKEHOT 0CO6M
3as1BHVKA, BignoBiganbHOI 3a dhapmakoHarnsg
19. BO®EH CycneHsis opasibHa, My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/10184/01/01
100 mr/5 mn no 100 akuioHepHe akuioHepHe TUMY - 3MiHW A0 IHCTPYKUIT 4151 MEAWYHOIO 3aCTOCYBaHHS peyernma
MY priakoHi TOBapuCTBO TOBapucTBo nikapcbKoro 3acoby y po3ainu "OcobnnBocTi
cknsiHomy abo "HaykoBo- "HaykoBo- 3acTocyBaHHs", "Mo6ivHi peakuii" BignoBigHO 40
nonimepHomy; no 1 BMPOGHNUNIA BUPOGHUUNIA LLEHTP OHOB/IEHOI iHhopMaLii LA 6e3nekn Ailoyol peHOBUHN.
donakoHy B nauui LeHTp "BopLuariBcbkuii BBefeHHs 3MiH NpoTarom 3-x micAuis nicns
pas3om 3 JIOXKKOH "BopLuariscbk XimiKo- 3aTBEPAKEHHSA
[03yBaU1bHOO; o 100 WA XiMiko- hapmaueBTUYHWI
My 6aHui nonimepHili | dpapmaueBTuy 3asog"
pa3om 3 JIOXKKOH HWi1 3aBoa"
[03YBa/IbHOK B NayLi
20. BYCTPUKC™ | cycneHsia ans nakcoCmitKn Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/14955/01/01
KOMBIHOBA iH'ekujin, 0,5 mn/gosy sH EkcnopT BpuTaHis Bionoaxikan3 C.A. TUNY - 3a3HaYEHHSA MDKHAPOAHUX NO3HAYEeHb OAVHULLL peyenmom
HA no 1l gosiy Nimiteq BMMIPIOBaHHSA Yy TEKCTIi MapKyBaHHS yMaKOBKU
BAKUVHA nornepeaHL0 nikapcbkoro 3acoby.
ana HarnoBHEHOMY LLNPULL; TepMmiH BBEflEHHS 3MiH - NpoTArom 6 micsuis nicns
NMPODINTAKT no 1 nonepegHb0 3aTBEpPKEHHSA
KN HarnoBHEHOMY LUNpULY
ONDTEPII, Y KOMMN/ekTi 3 ABOMA
NPABLUA, rosikamu B
KALUMIOKY nnacTMKoBoOMy
(ALIENONSAP | koHTeliHepi; no 1
HWUIA KOHTeliHepy Y
KOMMOHEHT | kapTOHHIli KopooLi

)
(AlCOPEOB
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
AHA, 3I
3MEHLLUEHU
M BMICTOM
AHTUIEHIB)
21. BANEPIAHN TabneTku, BKPUTI MNAT Ykpaina MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/0265/02/02
EKCTPAKT 060/10HKO0 MO0 20 Mmr, "Tanuucpapm” MMy - 3MiHa HaliMeHyBaHHSA Ta/abo agpecu 3asiBHUKa peyenma
no 10 Tabnetok y (BnacHviKa peecTpauiiHoro NoCBigYEHHS) - 3MiHa
6nictepi, no 5 HalilMeHyBaHHs1 3as1BHMKa, 6e3 3MiH y MKA /13, B
6nicTepiB y nauui; no IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHA Ta 'y TeKCTi
50 Tabnetok y MapkyBaHHs J13; 3anponoHoBaHo: NoBHa Ha3Ba
6nictepax AkujioHepHe ToBapucTBo " Manunycapm” CkopoveHa
Hassa MAT " Fanuudpapm"; 3MmiHW | TUny - 3miHa
HalilMeHyBaHHs BUpO6HUKa, 6e3 3MiH y MKA /13, B
IHCTPYKUT A8 MEANYHOrO 3aCTOCYBaHHA Ta Y TEKCTi
MapKyBaHHs J13; 3anpornoHosaHo: lNoBHa Ha3Ba
AxuioHepHe ToBapucTBo "Tannudapm” CkopoyeHa
Hasga MAT "Tanuucapm”
22. BANICAPTAH | Tabnetku, BKpuUTI KPKA, a.4., CnoseHis KPKA, 4.4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/14545/01/01
160/rIAPOXN | nniBKOBOK HoBo mecTo mMecTo, CrioBeHis TUMY - BHECEHHS 3MiHM [0 MaTepianiB peecTpauiiHoro peyenmom
OPOTIA3UA 060/10HKO, 160 Mr/25 (BMPOGHMLTBO "in nocbe p. 3.2.S.2.1. BUpo6HvKK, a came 3MiHa agpecu
25 KPKA Mr no 14 TabneTok y bulk", nepsuHHe Ta BMPOGHUWYOI ainbHui ans A®| (BancaptaHy) Zhejiang
6nicTepi; no 2 abo 6 BTOPVHHE Menovo Pharmaceutical Co., Ltd, China, 6e3 3miHu
6nicTepiB y KAPTOHHIl nakyBaHHs, Micusi BUPOOHULITBA: 3anpOnoHOBaHO:
Kopoobui KOHTPO/b Ta BUMYCK No.8, Jing 13 Road, Hangzhou gulf Shangyu economic
cepii; KOHTPOS1b and technological development zone, China — 312 369,
cepii) Shangyu City, Zhejiang Province
23. BAJICAPTAH | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis KPKA, 4.4., HoBo CnoBeHisi BHECEHHS 3MiH 0 peecTpauiiHux matepianiB:3miHn | 3a UA/14545/01/02
80/rIAPOXNO | nniBkoBOIO HoBo mecTo mecTo, C/ioBeHis TUMY - BHECEHHS 3MiHM 40 MaTepianiB peecTpauiiHoro peyenmom
POTIA3NA 060/10HKOI0, 80 (B1pPOGHMLTBO "in aocbe p. 3.2.5.2.1. BUpo6HuKuM, a came 3MiHa agpecu
12,5 KPKA mr/12,5 mr no 14 bulk", nepBrHHe Ta BUPOGHMYOT ginbHuli gns APl (BancaptaHy) Zhejiang
TabneTok y 6nictepi; BTOPVHHE Menovo Pharmaceutical Co., Ltd, China, 6e3 3miHu
no 2 abo 6 6nictepis y nakyBaHHs, MicLA BUPOGHMLTBA: 3anpornoHOBaHO:
KapTOHHI KOpooLyi KOHTPO/b Ta BUMYCK No.8, Jing 13 Road, Hangzhou gulf Shangyu economic
cepil; KOHTPOS1b and technological development zone, China — 312 369,
cepii) Shangyu City, Zhejiang Province
24, BA/IbCAKOP | Tabnetku, BKpuUTI KPKA, a.4., CnoBeHis Kewmina6 g.o.0., CnoBeHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/6227/01/01
® NNiBKOBOO HoBo mecTo CnoseHis TMNYy - 3MiHa agpecy BUpoOHUYOT AinbHUUi ans Adl peyenmom
060/10HKOI0, MO 40 Mr, (BUPOGHUK, (BancapraHy) Zhejiang Menovo Pharmaceutical Co.,

no 7 TabneTtok y
6nictepi, no 4
6nicTepy y KapTOHHIl
kopo6ui, no 10
TabneTok y 6nicrepi,
no 3 6nictepu y
KapTOHHI Kopo6ui, no
14 TabneTok y
6nictepi, no 2

BiANOBIAa/IbHMIA 32
KOHTPO/b cepii
(hiznyHi Ta XimiuHi
MeToAN KOHTPO/H0));
KPKA, a.4., HoBo
mecTo, CrioBeHis
(BMPOGHMK,
BiAnoBiganbHMiA 3a
BMPO6HMLTBO "in

Ltd, China, 6e3 3MiHM MicL BUPO6HMLTBA:
3anponoHosaHo: No.8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological development
zone, China — 312 369, Shangyu City, Zhejiang Province
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
6nicTepn y KapTOHHI bulk", nepBuHHe Ta
KOpoo6Li BTOPUHHE
nakyBaHHHS,
KOHTPO/b Ta BUMYCK
cepii; BUPOGHMUK,
BiANOBIAaIbHUIA 3a
KOHTpPO/b cepii
(hisnuHi Ta XimiuHi
METOAMN KOHTPO/II0))
25. BANNIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Kewmina6 g.0.0., CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/6227/01/02
® 060/10HKO10, M0 80 Mr, HoBo mecTo CnoseHis My - 3MiHa agpecy BUpo6HUYOT AinbHUU Ans Adl peyenmom
no 7 TabneTok y (BUPOGHUK, (BancaptaHy) Zhejiang Menovo Pharmaceutical Co.,
6nicTepi, no 4 abo no BiANOBiAa/IbHWIA 32 Ltd, China, 6e3 3MiHM MicLis BUPO6HMLITBA:
12 6nictepiB y KOHTPO/b cepii 3anponoHosaHo: No.8, Jing 13 Road, Hangzhou gulf
KapTOHHI Kopo6Li, no (hiznyHi Ta XimiuHi Shangyu economic and technological development
10 TabneTtok y MeToAW KOHTPO/0)); zone, China — 312 369, Shangyu City, Zhejiang Province
6nictepi, no 3 KPKA, a.4., HoBo
6icTepy y KapTOHHIN mecTo, CrnoBeHis
Kopo6ui, no 14 (BMPOGHMK,
Tabnetok y 6nictepi, BiAnoBiganbHMi 3a
no 2 a6o no 6 BMPOGHMLTBO "in
6nicTepiB y KAPTOHHIl bulk", nepBuHHe Ta
Kopobui BTOPVHHE
nakyBaHHHS,
KOHTPO/b Ta BUMYCK
cepil; BUPOBHUIK,
BiAnoBiganbHNI 3a
KOHTpO/b cepii
(isnuHi Ta XimiuHi
METOAMN KOHTPO/II0))
26. BAIbCAKOP | Tabnetku, BKpUTI KPKA, a.4a., CnoBseHis Kewmina6 g.0.0., CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/6227/01/03
® NNiBKOBOO HoBo mecTo CnoseHis My - 3MiHa agpecy BUpo6HUYOT AinbHUL ans Adl peyenmom
060/10HKOI, No 160 (BUPOGHMK, (BancapraHy) Zhejiang Menovo Pharmaceutical Co.,

Mr, No 7 TabneTok y
6nictepi, no 4 abo no
12 6nicTepiB y
KapTOHHIA Kopobui, no
10 TabneTok y
6nictepi, no 3
6nicTepy y KapTOHHIl
Kopobui, no 14
Tabnetok y 6nictepi,
no 2 a6o no 6
6nicTepiB y KAPTOHHIl
Kopobui

BiANOBiAa/IbHWIA 3a
KOHTPO/b cepii
(hiznyHi Ta XimiuHi
MeTOoAM KOHTPOSI0));
KPKA, a.4., HoBo
mecTo, C/ioBeHist
(BUPOGHMK,
BiAnoBiganbHMi 3a
BMPOGHMLTBO "in
bulk”, nepsnHHe Ta
BTOPUHHE
nakyBaHHHS,
KOHTPO/b Ta BUMYCK
cepil; BUPOBHUIK,
BiAnoBigabHWIA 3a

Ltd, China, 6e3 3MiHM MicLis BUPOGHMLITBA:
3anponoHoBaHo: No.8, Jing 13 Road, Hangzhou gulf
Shangyu economic and technological development
zone, China — 312 369, Shangyu City, Zhejiang Province
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
KOHTPO/b cepii
(hisnuHi Ta XimiuHi
METOAMN KOHTPO/II0))
27. BANNIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis Kewmina6 g.0.0., CnoBeHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/6227/01/04
® NNiBKOBOO HoBo mecTo CnoseHis My - 3MiHa agpecy BUpo6HUYOT AinbHUU Ans Adl peyenmom
o060510HKot, No 320 (BUPOGHMK, (BancapraHy) Zhejiang Menovo Pharmaceutical Co.,
mr, no 10 TabneTok y BiANOBiAa/IbHWIA 32 Ltd, China, 6e3 3MiHM MicLs BUPO6HMLITBA:
6nictepi, no 3 a6o no KOHTPO/b cepil 3anponoHosaHo: No.8, Jing 13 Road, Hangzhou gulf
6 6nictepis y (hiznyHi Ta XimiuHi Shangyu economic and technological development
KapTOHHI KopobLi, no MeToAN KOHTPO/H0)); zone, China — 312 369, Shangyu City, Zhejiang Province
14 TabneTok y KPKA, a.4., HoBo
6nictepi, no 2 abo no mecTo, CrnoBeHis
4 6nictepun y (BUPOGHMK,
KapTOHHIA KopobLi, no BiAnoBiganbHMii 3a
15 TabneTtok y BMPOGHMLTBO "in
6nicTepi, no 2 abo no bulk", nepBuHHe Ta
4 6nictepun y BTOPVHHE
KapTOHHI KOpooLyi nakyBaHHHS,
KOHTPO/b Ta BUMYCK
cepil; BUPOBHUK,
BiAnoBiganbHNI 3a
KOHTpO/b cepii
(ianuHi Ta XimiuHi
METOAMN KOHTPO/II0))
28. BANNIbCAKOP | Tabnetku, BKpUTI KPKA, a.4a., CnoseHig KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/9451/01/01
® H 160 NNiBKOBOO HoBo mecTo mMecTo, CnoBeHis My - 3MiHa agpecy BUpo6HUYOT AinbHUU Ans Adl peyenmom
o6onoHkoto, 160 (BUPOGHUK, (BancapraHy) Zhejiang Menovo Pharmaceutical Co.,
mr/12,5 mr no 14 BiANOBiAa/IbHWIA 32 Ltd, China, 6e3 3MiHM MicLs BUPOGHMLITBA:
Tabnetok y 6nictepi; BMPOBHULTBO "in 3anponoHoBaHo: No.8, Jing 13 Road, Hangzhou gulf
no 2, no 4 a6o no 6 bulk”", nepsrHHe Ta Shangyu economic and technological development
6nicTepiB B KOPOOL; BTOPVHHE zone, China — 312 369, Shangyu City, Zhejiang Province
no 15 ta6neTtok y nakyBaHHs,
6nicTepi; no 2 abo 4 KOHTPO/b Ta BUMYCK
6nicTepy B KOPOOLi cepii; BUPOGHMUK,
BiAnoBiganbHMi 3a
KOHTpOsb cepii)
29. BANNIbCAKOP | Tabnetku, BKpUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/9450/01/02
®H 80 NNiBKOBOIO HoBso mecTo mMecTo, CnoBeHis TVNYy - 3MiHa agpecy BUpo6HUYOT AinbHUU Ans Adl peyenmom

o60onoHkoto, 80
mr/12,5 mr no 14
Tabnetok y 6nictepi;
no 2, no 4 a6o no 6
6nicTepiB B KOPOOL;
no 15 tabnetok y
6nicTepi; no 2 abo 4
6nicTepy B KOPOOL

(BUPOGHUIK,
BiAnoBiganbHMiA 3a
BMPOGHULITBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii; BUPOGHMUK,
BiANOBIAabHUIA 3a
KOHTPO/b cepii)

BasicapTaHy Zhejiang Menovo Pharmaceutical Co., Ltd,

China, 6e3 3MiH MicLA BUPOGHMLTBA: 3anponoHOBaHO:

No.8, Jing 13 Road, Hangzhou gulf Shangyu economic

and technological development zone, China — 312 369,
Shangyu City, Zhejiang Province
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
30. BAHATEKC TabneTku, BKpUTI dapmaneBTmy Monbwa dapmaleBTUYHNI Monbwa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianiB:3miHu | 3a UA/12634/01/01
NNiBKOBOO HWi1 3aBOf, 3aBo[, TUNY - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA peyenmom
060n0Hkoto, 80 mr, No "TMONb®APM "TMONIb®APMA" N3: 3anponoHoBaHo: MapKyBaHHS: 3rigHO
14 TabneTok y A" C.A. C.A. 3aTBEP)KEHOrO TEKCTY MapKyBaHHS. OHOBNEHHS
6nictepi, no 2 3aTBEPAKEHOrO TEKCTY MapkyBaHHS ynakoBok J13.
6nicTepy B KAPTOHHIl BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
Kopobui 3aTBEepAKEHHS
31. BAHATEKC TabneTku, BKPUTI $apmaueBTNY Monbwa dapmaLeBTUYHNI MonbLia BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/12634/01/02
NNiBKOBOIO HWIA 3aBOf, 3aBoj TVNy - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsA" MKA peyenmom
o060510HkKot0, 160 wmr, "MONb®APM "MONb®APMA" N3: 3anponoHoBaHo: MapKyBaHHS: 3rigHO
no 14 TabneTtok y A" C.A. C.A. 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHSA
6nicTepi, no 2 3aTBEPKEHOr0 TEKCTY MapKyBaHHS ynakoBok J13.
6nicTepy B KAPTOHHIN BBefeHHs1 3MiH NpoTArom 6-T1 MicAuUiB micns
Kopobui 3aTBEPKEHHSA
32. BIATPA® TabneTku, BKpUTI Mdpainzep IHK. CLWA dapeBa Ambyas ®paHuisa BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3MiHu, L0 3a UA/18004/01/01
NNiBKOBOO noTpebytoTb HOBOI peecTpadil (3rigHo Hakasy MO3 Big peyenmom
060/10HKOI0, MO 25 Mr; 23.07.2015 Ne 460) -[oaaBaHHst HOBOI cvunm gji 25 Mr
no 4 TabneTkn y
6nicTepi; no 1 MepioAnYHICTb NOAAHHSA PEryNApHO OHOB/IOBAHOIO 3BITY
6nicTepy B KapTOHHiIl 3 6e3neku, BiANoBIAHO A0 MopsaKy 34iACHEHHS
Kopobui thapmakoHarnsgy, 3aTBepaKeHOro Hakasom
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainun 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHMM y NepioANYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
33. BITANINIA KOHLEeHTpaT ans PpeseHiyc Himeuunna ®peseHiyc Kabi Ab Lseujis BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/16590/01/01
PO34MHy N8 iHdysii Kabi TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 10 mn B amnynax [Loiunang thapmakoHarnsgy. BeegeHHs abo 3miHu o
Nel0 y KapTOHHiiA 6X y3araslbHeHUX AaHux nNpo cuctemy dpapmakoHarnsgy
Kopo6Li (BBEAEHHSA Yy3arasIbHEHNX AaHUX NPo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiNOBiAaNbHOI 3a 3[iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapMakoHarnagy 3asBHuKa s
3aificHeHHs chapmakoHarnsay B YkpaiHi, K0 BOHA
BifIMiHHa Bif, YNOBHOBaXeHOI 0co6y, BiANOBIAA/ILHOI 3a
3ilicHeHHs chapmakoHariaay (BKIKYatoUun KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
3asBHVKA, BigNoBiAa/IbHOI 3a 34iACHEHHSI
thapmakoHarnagy B Ykpaini: MponoHoBaHa pefakuis —
Babaes Banepiii CTaHiciaBoBUY. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMNOBIAa/IbHOT 3a
3AilicCHEHHs1 chapMakoHarnsay B YKpaiHi
34. BITANINIA, KOHLeHTpaT Ans PpeseHiyc Himeuunna ®peseHiyc Kabi Ab Lseujis BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/16591/01/01
ANns JITEN PO34MHY ANs iHY3ild; Kabi TMNY - 3MiHW o0 6e3nekn/edpeKTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
no 10 mMn y CKsHIi [LoliunaHg thapmakoHarnsgy. BeegeHHs abo 3miHv oo
amnyni; no 10 amnyn y rvm6X y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KapTOHHilA KOpo6L (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asBHuKa 415
3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiIMiHHa Bif, YyNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 3a
3pjiicCHeHHs hapmakoHarnagy (BKYaUy KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-chaiina
cuctemu chapmakoHarnagy) - 3MiHa KOHTakTHoOI ocobu
3asBHUKA, BiAMNOBiAaIbHOI 3a 3AiAICHEHHS
hapmakoHarnsgy B Ykpaini: NponoHoBaHa pegakuis —
Babaes Banepiii CTaHic/iaBoBUY. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0cobM 3asiBHMKA, BiANOBIAa/IbHOI 3a
3AiiCHEHHS1 chapMakoHarnsay B YKpaiHi
35. FABICKOH® CyCneHsisi opasibHa; PekkiTT Benuka PekkiTT BeHkizep Benuvka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/13393/01/01
noABIAHOI no 150 mny BeHkizep BputaHis Xenckep (FOKei) BputaHis TUMY - OHOBNEHHA po3giniB gocke 3.2.P.3.3. Onuc peyenma
Jill} chnakoHax; no 10 mny Xernckep Nimiteq BMPOGHMYOrO MPOLEeCy Ta KOHTPOJIH0 NpoLecy Ta
calue; no 10, 12, 20 (KOKei1) 3.2.P.3.4. KOHTPO/b KPUTUYHKX CTafili i TPOMiXHOT
abo 24 cawey Nimiteq npoayKuii MaTepianis peecTpayiiHoro fockbe
KapPTOHHI KOpooLyi
36. FTAMAHOPM PO34MH ANA iH'EKLIN, Okrachapma AscTpist Okracpapma Ab, LWseuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/17277/01/01
165 mr/mn no 10 mn, PapmaLeBTUK LLBeuis (BUPOGHUK, Himeuunna/ MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
20 mn y donakoHi, no 1 a BiAnoBiganbHMIA 3a ABCTpIA hapMakoHarnagy - 3aTBeppKeHHs1 anlbTePHATUBHOIO
(h/1aKOHY Y KapTOHHilA MpopaykTioHcre BMPOBHMUTBO in TEKCTY MapKyBaHHS YNakoBKv NikapCbkoro 3acoby i3
Kopobui c. M.6.X. bulk, nepBuHHY 3a3Ha4YeHHsAM MKHapOAHUX NMO3HAaYeHb OAUHULIb
ynakoBKy, BUMYCK BUMIpPIOBaHHSA. TepMiH BBe,eHHS 3MiH NPOTAroM 6
cepii); Oktadapma MiCALiB nicnsa 3aTBepAKEHHSA
[eccay 'M6X,
HimeuunHa
(BUPOGHUK,
BiAgnoBiganbHMI 3a
Bi3yasibHy
iHCNeKL,ito, BTOPUHHY
ynakoBky Ta
MapKyBaHHS);
OkTtadhapma
PapmavueBTVKa
MpoaykTioHcrec.
M.6.X, ABCTpIs
(BUPOGHMK,
BiANOBiAa/IbHWIA 3a
Bi3yasibHYy
iHCneKuito)
37. FTAHOOPT® Kpansi o4Hi no 3,0 mn AnnepraH IpnaHgis AnnepraH Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/11121/01/01
y th1aKkoHi- PapmacbioTika dapmacbloTikans TUMY - 3MiHW A0 IHCTPYKUiT AN MEAMYHOrO 3aCTOCYBaHHSA peyenmom
KpanenbHui 3 N3 lpnangis Ipnangis nikapcbKoro 3acoby Ao po3giny "MobiyHi peakuji”
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nonietunexy, no 1 a6o BiANOBIAHO OHOB/IEHOT iHd)OpMaLii 3 6e3nekn B KpaiHi-
3 hnakoHm- BUPOBHNKY
KpanesnbHuLi B
KapPTOHHIM nauuj
38. FNEHUET TabneTku, BKPUTI neHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/11243/01/01
060/10HKOI0, N0 5 Mr PapmacboTUK PapmacbloThKan3 TUNY - OHOBJ/IEHHA BXXE 3aTBEPXEHOro TEKCTY peyenma
no 10 Tabnetok y ans /114, nra. MapKyBaHHSA NepPBUHHOT Ta BTOPMHHOT ynakoBku J13 3
6nictepi; no 1 a6o no He3Ha4YHMMM 3MiHaMK1 0 TEKCTY MapKyBaHHS. 3MiHN [0
3, abo no 10 6nicTepis po3giny “MapkyBaHHa” y MK /13. 3anponoHoBaHo:
B KapTOHHI ynakoBsL,i MapkyBaHHs: 3rilHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHs. BBeeHHS1 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepAkeHHs
39. revnro rpaHynu ans KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 6e3 UA/16502/01/01
XOTMIKC® OpPa/IbHOIO PO3UNHY 3i XENNTXKEP MBT NTA4 UMy - 3MiHa y MeTofax BUNpo6yBaHHS roTOBOrO peyenma
CMaKkoM /iuMoHa no 5 r NBT NTA nikapcbkoro 3acoby (iHLi 3MiHM y MeToAax BUNpobyBaHb
y cauwe, no 5 a6o no (BKNKOYAKOUN 3aMiHy @60 [OMOBHEHHS)); CyMyTHSA 3MiHa:
10, a6o no 20, a6o no 3MiHa NapameTpiB cneuudikauii Ta/abo AonycTUMMX
50 calue y KapTOHHIi MEX rOTOBOrO /liKapcbkoro 3acoby (iHLi 3MiHW); 3MiHu |
ynakoBLii TMNYy - 3MiHa ONWCY rpaHy/ NOPOLLKY (Ajrova pefakwis:
Bif} CBIT/10-XOBTOrO [10 XXOBTOIO KO/IbOPY rpaHy/1boBaHuii
MOPOLLIOK; MPONOHOBaHa pefakLisi: rpaHyboBaHNi
MOPOLLOK Bif, CBIT/I0-XOBTOrO [10 )XOBTOTO KO/IbOPY 3
BKJ/THOYEHHSAM BINMX rpaHyn pisHoi hopmu). 3MiHK
BHECEHI B IHCTPYKLIito A1 MEAMYHOr0 3acToCyBaHHA /13
y p. "Mikapcbka dhopma” (OCHOBHi Pi3UKO-XiMiYHI
BN1ACTMBOCTI). BBeAEHHSA 3MiH NPOTSArom 6-Tv MicsiLiB
nicns 3aTBepAkeHHs
40. revnro rpaHynun ans KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/16501/01/01
XOTMIKC® OpPa/IbHOIO PO3UUHY 3i XENTXKEP MNBT NTA4 TUMy - 3MiHa y MeTofax BUNpo6yBaHHS roTOBOr0 peyenma
CMakoM nosiyHmui no 5 NBT T4 nNikapcbkoro 3acoby (iHwWi 3MiHM Yy MeTogax BUNpobyBaHb
ry cauwe, no5 a6o no (BKNKOYAKOUN 3aMiHy ab0 [LOMOBHEHHS)); CyMyTHS 3MiHa:
10, abo no 20, a6o no 3MiHa napameTpiB cneyudikaliin Ta/abo gonycTummx
50 cawle y KapTOHHii MeX FOTOBOr0 NiKapCbKoro 3aco6y (iHWi 3MiHW); 3MiHN |
ynakoBLiji TMNY - 3MiHa ONUCY rpaHy/ NOPOLLKY (Ajrova pefakLis:
Bif} CBIT/I0-KOBTOrO [10 XXOBTOIO KO/IbOPY rpaHy/1boBaHuii
MOPOLLIOK; NPOMNOHOBaHa peAakuis: rpaHyIboBaHui
MOPOLLOK Bif, CBIT/T0-XOBTOrO [J0 )XOBTOrO KO/IbOPY 3
BK/IIOYEHHAM 6invx rpaHyn pisHoi hopmu). 3miHm
BHECeHI B IHCTPYKLIit0 4719 MeAnYHOro 3actocyBaHHs /13
y p. "Mikapcbka dhopma” (OCHOBHI (Pi3UKO-XiMiYHI
BacTMBOCTI). BBEAEHHA 3MiH NpOTArom 6-Tv MicsuiB
nicns 3aTBepayKeHHs
41. FPUNOMEA® | nopowok ans MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/16531/01/01
XOoT OpPa/ILHOIO PO3UKHY 3 "Ximcbapm3sas "Ximchapmsasos UMYy - 3MiHa Y KOPOTKIil XapakTepucTuLi Nikapcbkoro peyenma
MaJ/TMHOBMM CMaKkoM of "YepBoHa "YepBoHa 3ipka" 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLii 4518 MeanyHOro
no5rycawe; no5 3ipka" 3aCTOCYBaHHA Ha MigCcTaBi PerynsipHO OHOB/THOBAHOT0

a6o 10 cawe y nayui

3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnigpKeHb 3
6e3neKkn 3aCTocyBaHHA NiKapCbKoro 3acoby B
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nicnspeecTpauiiinii nepiog, abo sk pe3ysibTar OLiHKN
3BiTY 3 OCNiMKeHb, MPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpuyHunx gocnimpkerb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBEXKEHVM OPraHoM); CynyTHS
3MiHa: 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro
3aCTOCyBaHHS NiKapCbKOro 3acoby y po3ain
"3acTocyBaHHs y nepios BariTHoCTi abo rogyBaHHS
rpyaato” BignoBigHO [0 OHOBAEHOI iHChopMaLi Woao
6e3nekun Aitounx pevyosuH. BBegeHHA 3MiH npoTsarom 3-x
MiCALB Mic/1A 3aTBepAKEHHS
42, FPUNOMEA® | nopowlok ons MNAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/16532/01/01
XOoT OpPa/ILHOIO PO3YUHY 3 "Ximchbapm3zas "Ximcpapmsasos TUMY - 3MiHa y KOPOTKili XapakTepucTuL, NikapCbKoro peyenma
JIMMOHHMM CMaKoM No of "YepBoHa "YepBoHa 3ipka" 3aco6y, TeKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeguyHoro
5ry cauwe; no5 a6o 3ipka" 3acTocyBaHHS Ha NigcTaBi perynsapHO OHOB/OBAHOrO
10 cawe y nauui 3BITY 3 6e3neku nikapcbkoro 3acoby, abo focnimKeHb 3
6e3nekn 3acTocyBaHHS NiKapCcbKoro 3acoby B
nicnsipeecTpauiiHnii nepiog, abo sk pe3ysibTat OLiHKM
3BITY 3 JOCNIAKEHb, NPOBEAEHMX BiANOBIAHO A0 NNaHy
negiatpuyHux gocnimkeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OPraHoM); CynyTHA
3MiHa: 3MiHWN 00 IHCTPYKUiT AN MeAUYHOro
3acToCyBaHHS NiKapcbKOro 3acoby y po3ain
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHsA
rpyaAr0" BiANOBIAHO A0 OHOBAEHOT iHchopmaLii Wwoao
6e3neku Ailoumx pevyoBuH. BBegeHHs 3MiH MpoTsarom 3-x
MicALiB Nicna 3aTBepAKEHHS
43. remnounTpP NMOpoLUOK ANs ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 6e3 UA/10174/01/01
OH XOT 0pasIbHOIO PO34MHY NO o6MexeHo 06MexeHot TUNY - NOAAHHA OHOBJ/IEHOIO CepTUaliKaTy BiAMNOBIAHOCTI peuyenma
NMMOH 4,0 T NOPOLLKY Y BiANOBiAaNbHI BiANOBIAALHICTIO €poneiicbkili hapmakonei R1-CEP 2000-124-Rev 08
nakeTi; no 5 a6o no 10 CTIO "®apmaueBTnyHa Bif, 3aTBEpAKEHOro BMpo6HUKa Angiu Lu'an
nakeTiB y KAPTOHHIl "apmauesTu KoMnaHis "3gopos'a” Pharmaceutical Co., Ltd., China gito4oi pe4oBHUM
KOpOoO6Li YHa KOMMaHis napaueTamMos B 3B'A3KY 3 YTOUHEHHAIM HanMcaHHs Ha3Bu
"3p0pos'a” BMPOGHMKa AP| Ta BUITYYEHHSAM NokasHuka «Baxki

mMeTanu» (3anponoHosaHo: ANQIU LU'AN
PHARMACEUTICAL CO., LTD., China, R1-CEP 2000-
124-Rev 08); 3MiHM | TUMY - NOAAHHA HOBOrO
cepTudikaTy BiAnoBigHOCTI €Bponeiickkiii hapmakonei
RO-CEP 2018-053-Rev 00 Big 3aTBEpKEHOT0
BMpo6HUMKa Unichem Laboratories Limited, India gitouoi
pevoBUHU heHinedpuHy rigpoxnopuay 3 yTOYHEHHAM
HanucaHHsA Ha3BWU BUPOGHKKa APl (3anponoHOBaHO:
UNICHEM LABORATORIES LIMITED, India, RO-CEP
2018-053-Rev 00); 3miHu Il TUNY - BBEEHHA HOBOIO
BupobHuka Hebei Jiheng (Group) Pharmaceutical Co.,
Ltd. Shenzhou Plant, China gitouoi pe4oBuHn
napaueTamon (3anponoHoBaHo: Anqui Lu’'an
Pharmaceutical Co., Ltd., China; Hebei Jiheng (Group)
Pharmaceutical Co., Ltd. Shenzhou Plant, China)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
44, AEKCKETON MOPOLLIOK (Cy6CTaHList) TOB HB® YkpaiHa Knapouewm IpenaHg, Ipnangis BHECEHHS 3MiH [0 peecTpaviinHmx - UA/16745/01/01
PO®EHY y noABiliHnii nakeTax 3 "MIKPOXIM" nrg mMaTtepianis:BUNpaBeHHs TeXHIYHOI NoMUkn B MKA N3
TPOMETAMO | nnisku Ha TUTY/IbHIN CTOPIHLI Ta y po3aiNi «YMOBM 36epiraHHs»,
n nonieTuneHoBoi Ans Lo Bigbynacs npu nepeHeceHi iHdopmauii ans
hapMaLeBTUYHOIO oHoBneHHsA MKA 13 nig yac npoueaypy BHECEHHAM 3MiH
3acTOCyBaHHs
45, AENOC cycneHsisa ons iH'ekuii | MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3MiHu | 3a UA/13142/01/01
no 1 mn B amnyni; no 1 TMNy - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peyenmom
abo no 5 avnyny KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
6nicTepi; no 1 MeToJax BUMPOOYyBaHHS rOTOBOTO JlikapCbKoro 3acoby
6nictepy B naui 3 (He3HauyHa 3MiHa y 3aTBepIKEHUX MeTofax
KapToHy abo no 1 mny BMNPOOYBaHHS) - BHECEHHS 3MiH B METOAM KOHTPOJIHO
nonepegHL0 AkocTi M3 n. «KinbkicHe BU3HAYEeHH:A» - A0AaHO
HarnoBHEHOMY LLUNPUL; anbTepHaTUBHI CTaHAAPTHI 3paskv MeTunnapabeHy,
no 1 nonepegHbO nponinnapa6eHy Ta cnupTy 6€H3UI0BOrO.
HarnoBHEHOMY LUNpULLY Cneuudikauisi/MeToamn KOHTPOSIKO AKOCTi M.
B KOMIM/IEKTI 3 2 «lpeHTudpikauis» Ta n. «KinbkicHe BU3HaYEHHS»
ronkamu y 6aictepi; no [O0MNOBHEHO nocunaHHuam Y, 2.2.46. (MeTog,
1 6nicTepy y nauui 3 XpomaTorpadiyHoro po3aineHHs); 3minu Il Tuny - 3miHm 3
KapToHy sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa y NepBUHHIN
yNakoBLji FOTOBOrO NiKapCbKOro 3acoby (Tvn KoHTelHepa
abo fofiaBaHHS HOBOTO KOHTeliHepa) - CTepusbHI
nikapcbki 3acobu Ta nikapcbki 3acobm
6i010ri4YHOro/iMyHO/ONYHOTO MOXOPKEHHS
CynyTHS 3MiHa
- 3MiHK 3 AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
LOMNOMIXHMX peqyoBUH. 3MiHa napameTpis crnevumdikauii
Ta/abo fonyCTUMUX MEX 4715 AONOMDKHOT peYOBUHN
(3MiHa 3HaxoaUTLCA No3a 3aTBEPKEHUMU
[ONyCTUMMMU MexXamu cneuudikauiin) - BBeAeHHS
[,04aTKOBOI NEPBMHHOT yNakoBky nNo 1 My wnpuui
EMHICTIO 2,25 M/ (3aTBEPAPKEHI YNakoBK/ aMmny v
CKNsHi), 3 BiANOBIAHUMY 3MiHaMK A0 po3giny
«YnakoBka». LWnpuy, BD HYPAK SCF 2.25 ML CCST
P006 RTCFM27 cknagaeTbcs 3 MaTepiasis, Ak
BifJNOBIAA0Tb BUMOram A0 NePBUHHOI YNakoBKv AN
chapmaLeBTUYHNX NPOAYKTIB. Y 3B'A3KY 3
3anpoBaKEHHAM a/IbTEPHATUBHOIO NEPBUHHOIO
nakyBaHHs (nonepeAHbO HanoOBHEHWIA WNPKL)
BHOCATLCSA 3MiHW A0 Cneuundikayii/MeToAiB KOHTPOS0
SKOCTi N. «KiflbKiCHE BU3HAYEHHA», a cCaMme BBEAEHHS
HOPMYBaHHS Ki/IbKiCHOTrO BMiCTy MeTu/inapabeHy Ta
nponinnapa6eHy B npoLeci 36epiraHHs npenapary B
wnpuuax (BeeaeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS)
46. OVKNAK® ID Tabnetku 3 CaHpo3 CnoBeHis Cantotac ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/9808/01/01
MoANdiKOBaHUM dapmacbioTika eX TUMY - 3MiHW A0 IHCTPYKUIT A5 MEAWYHOIO 3aCTOCYBaHHS peyernmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
BUWBI/TbBHEHHAM MO 75 n3p.a. nikapcbKkoro 3acoby y po3ain "OcobameocTi
Mmr, no 10 TabneTok y 3acTocyBaHHA" BiAMNOBIAHO 40 OHOBNEHOT iHChopMaLi 3
6nicTepi; no 2 abo no 6e3nekun fjtoyoi pevyoBnHU. BBeAEHHS 3MiH NPOTArom 6-
10 6nicTepiB y TV MicsILiB Nicns 3aTBepKEHHS
KapTOHHI KOopoo6Li
47. ANKNAK® ID Tabnetkn 3 CaHpo3 CnoBeHis BMPOBHMUTBO in HimeuunHa/ BHECEHHS 3MiH 0 peecTpauiiHux matepianis:3miHu | 3a UA/9808/01/02
MoaudikoBaHUM dapmacbioTika bulk, nakyBaHHs, Monbwa TUMY - 3MiHW [0 IHCTPYKLiT 4719 MEANYHOro 3acTOCyBaHHS peyenmom
BMBiNIbHEHHSAM NO 150 n3 a.a. BUNYCK cepil: nikapcbKoro 3acoby y po3gin "OcobmBocTi
Mmr no 10 TabneTok y Cantotac dapma 3acTocyBaHHSA" BiANOBIAHO 4O OHOBEHOT iHGhopMaLi 3
6nicTepi; no 2 abo no 'vm6X, HimeuunHa; 6e3neku gjtoyoi pevyoBuHU. BBeAEHHS 3MiH NpoTarom 6-
10 6nicTepiB y nakyBaHHs, BUMYCK TV MiCALIB NicNs 3aTBEPIKEHHS
KapTOHHI KopoobLi cepii: lek C.A.,
Monba
48. ANNPUBAH emynbcis Ans iHdysii, | AcneH dapma IpnaHgis BUPO6HMK "in bulk", ITania/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/11592/01/01
10 mr/mn no 20 mn B TpengiHr nakyBaHHs: KopaeH Benuka TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyernmom
amnyni; no 5 amnyny Nimitep dapma C.n.A,, BpuTaHis thapmakoHarnsay. BeegeHHs abo 3miHu oo
KOHTYPHIl1 YapyHKOBIli ITanis; BUPOGHWK, y3arasibHeHUX JaHnx Npo cucTemy hapmakoHarnsgy
ynakosui; no 1 BignoBiganbHWI 3a (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
KOHTYPHili YapyHKOBIl BUNYCK Cepil: hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
YMaKoBLi Y KAPTOHHii AcTtpa3eHeka HOK BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsay;
Kopo6ui; no 50 mny Nivitea, Benuka KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asiBHMKa 415
donakoHi; no 1 BpuTaHis 3ajiicHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA
donakoHy 3 BiMiHHA Bif, YNOBHOBaXEHOI 0Cc0o6M, BignoBigaibHOI 3a
yTpumyBayem y 3[jicHeHHs hapmakoHaraay (BKIKYaun KOHTaKTHI
KapTOHHIA KopoobLi [aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI ocobu
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmMakoHarnsag B Ykpaini. MponoHoBaHa pegakuis:
Kyuma Bonogumup OnekcaHApoBMY. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0co6M
3asBHMKA, BiANOBIAa/IbHOI 3a (hapMakoHarnag B YkpaiHi
49, AN®EPENIH NOpPOLLOK No 22,5 mr INCEH PpaHuis CeHekci, ®paHujis PpaHuis/ BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/9454/01/02
® Ta PO3YMHHUK Ans PAPMA (BMPOGHMLTBO, LLiBeliyapis/ | Tuny - BUAYy4YeHHs 3i cneumgikawii 4ONOMIKHOI peqoBUHN peyenmom
cycneHsii Ans iH'ekuin nepBuHHE HimeyunHa noni(dl-naktng kornikonig) 75/25 ta noni(dl-naktng

3 NPOJIOHTOBaHNM
BWBI/TbHEHHAM; 1
h1aKoH 3 MOPOLLKOM Y
KOMNeKTi 3
PO34YMHHMKOM (BOAA
Ans iH'ekuid) no 2 mn B
amnyni Ne 1, 1
6nictepom, o
MicTuTb 1 Wwinpuy, ans
iH'EKLiM Ta 2 iH'eKLiliHI
rOSIKN Y KAPTOHHIM
KopooLi

nakyBaHHs Ta
KOHTPO/b SIKOCTI:
PO3UYNHHUK);
[Je6iodapm Picepu
eHp MaHydakuypuHr
C.A., Wseiiuapis
(BpO6HMLTBO,
nepBuUHHE
nakyBaHHs,
KOHTPOb AKOCTi Ta
BUMNPOOYBaHHSA Ha
cTabiNbHiCTb:
nopoLuok); 3ircopig

Kornikonia) 85/15 nokasHuka «Baxki MeTanu»; 3MiHu |
My - NnepeliMeHyBaHHsA nokasHuka 3 «OgHOPIAHICTb
BMICTy TpUNTOpENiHy» Ha «O4HOPIHICTb A030BaHUX
OAVHWLL» BigNOBiAHO A0 BUMOr EP B cneuudikauii ta
MeTOAVK KOHTPO/H0 13, TecT 3a/IMWaeTbea He3MiHHUM;
3MiHK || TUNY - BHECEHHA NPUMITKKM Yy cneuudikauito M3
3a NoKasHUKOM «Po3Mmip YacTok» (*BUNpo6yBaHHSA
NPOBOAUTLCS Ha MPOMKHIV Hepo3dhacoBaHii NPOAYKL,T
(bulk product))
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
XamenbH Mv6X,
HimeuunHa
(B1pO6HMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
po3unHHKK); IMCEH
®APMA BIOTEK,
®paHLis (BTOPUHHE
nakyBaHHS, BUNYCK
cepiif)
50. EBEPO/NIMY Tabnetku no 2,5 mMr no TOB YkpaiHa nepBuHHE, Icnanis/ BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX maTtepiasis: 3MiHu | 3a UA/17149/01/01
C-BICTA 5 Tabnetok y 6nictepi; | “"®apmaueBTu BTOpWHHE Yuni TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 6 6nictepis y YHa KOMMaHis nakyBaHHs, Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
KapTOHHI KOpooLi Bicta" KOHTPO/b SKOCTI, BMpPO6HMKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
BUWMYCK Cepii: BK/IO4Al0UM AiNbHUL BUMYCKY cepii abo micue
CiHTOH XicnaHis, C. NpoBeAileHHA KOHTPOJIHO AKOCTI. (LIANbHICTb, 3a AKY
N., Icnaxis BiANOBIAAa€E BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii). 3miHa agpecu BupobHuka 13 CiHTOH XicnaHis
BUMPOGHMLITBO, C.J/1., IcnaHisa (NepByHHE, BTOPMHHE MakKyBaHHS,
nepBuHHE, BTOPVHHE KOHTPO/Ib SIKOCTI, BUMYCK Cepii), 6e3 3MiHn micus
nakyBaHHs: BMPOGHMLTBA. TEPMiIH BBEIEHHS 3MiH - TPOTArom 6
CiHTOH Yuni N1aa., MiCALiB MicNnsa 3aTBePXKEHHS.
Unni
51. EBEPONIMY Tabnetkn no 5 mrno 5 TOB Ykpaina nepBrHHE, Icnanis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/17149/01/02
C-BICTA Tabnetok y 6nictepi; "®bapmavesTu BTOPVHHE Yuni TUny - AAMIHICTpPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
no 6 6nictepiB y YyHa KOMMaHis nakyBaHHs, Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
KapTOHHIA KopooLi Bicta" KOHTPO/b SIKOCTI, BMpOBHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BMNYCK Cepil: BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
CiHTOH XicnaHis, C. NpoBeAEeHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
1., IcnaHis BignoBigae BUPOGHMK/iMNOPTEp, BKIOYAOUM BUNYCK
cepii). 3miHa agpecy BUpo6HuKa MN13 CiHTOH XicnaHis
BMPOGHMLITBO, C.J1., IcnaHia (NepByHHE, BTOPMHHE MakKyBaHHS,
nepBuHHE, BTOPUHHE KOHTPO/b SIKOCTI, BUMNYCK cepil), 6e3 3MiHu Micus
nakyBaHHs: BMPO6HMLTBA. TEPMIH BBELAEHHS 3MiH - NPOTArom 6
CiHTOH Yuni NTaa., MiCALiB MicNa 3aTBEPIKEHHS.
Yuni
52. EBEPONIMY Tabnetku no 10 mr no TOB Ykpaina nepBrHHE, Icnanis/ BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/17149/01/03
C-BICTA 5 Tabnetok y 6nictepi; "dapmavesTu BTOPVHHE Yuni ™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenmom
no 6 6nictepis y YyHa KOMMaHis nakyBaHHs, Ta/abo agpecu micLa NPOBaMKEHHS AisNbHOCTI
KapTOHHIA Kopoo6Li Bicta" KOHTPO/b SIKOCTI, BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BUNYCK cepil: BK/THOYAKOUN AiNbHULI BUNYCKY cepii abo micue
CiHTOH XicnaHis, C. NpoBeAEeHHS KOHTPOJIIO AKOCTI. (LisiNIbHICTb, 3a SKY
1., IcnaHis BiANOBiAa€e BUPOGHMK/IMNOPTEpP, BK/OYAUN BUMYCK

BMPO6GHMLTBO,

cepiii). 3miHa agpecu BupobHuka 13 CiHToH Xicnanis
C.J1., IcnaHis (nepBUHHE, BTOPVMHHE MakKyBaHHS,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nepBuHHE, BTOPUHHE KOHTPO/Ib SIKOCTi, BUMYCK cepii), 6€3 3MiHu Micus
nakyBaHHs: BMPOGHMLTBA. TEPMiH BBEEHHS 3MiH - TPOTArom 6
CiHTOH Yuni Ntpa., MiCALIB MICNSA 3aTBEPAYKEHHS.
Yuni
53. EKC®POPX TabneTku, BKpUTI HosaprTic LLiseiuapis HosapTic ®apma LLsenuapis/ BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu | 3a UA/8102/01/01
NiBKOBOIO dapma Al LTeiH AT, IcnaHis UMYy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO10, 5 Mr/80 Lseiiyapis; thapmakoHarnsagy. BeefeHHs abo 3miHn fo
Mr; no 14 TabneTok y Hosapric y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
6nicTepi; no 1 abo no dapmacbioTrKa (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy
2 6nicTepun B KOpoobLi C.A., IcnaHis thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3ajiicHeHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapMakoHariaay (BK/IKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
cucTemn chapmakoHarnagy) - 3MiHa ynoBHOBaXKEeHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuyis:David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6M
3asBHMKa, BiANOBIAAILHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOI 0cobu, BignoBiganbHOI 3a hapMakoHarnag B
YkpaiHi. MponoHoBaHa pegakuis: Opnos B’ suecnas.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa micus 34iicHeHHS
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MiCLie3Hax0KEeHHs1 MacTep-ghaiina
54. EKC®POPX TabneTku, BKpUTI HosaprTic LLiBeiuapis HoBapTic ®apma LLsenuapis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/8102/01/02
NNiBKOBOO dapmva Al LTeiH AT, IcnaHis MRy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKO0, 5 MI/160 Leiiyapis; thapmakoHarnsgy. BeefeHHs abo 3miHn fo
Mr; no 14 TabneTok y Hosapric y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
6nictepi; no 1 abo no dapmMacbloTuka (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
2 6nictepun B KOpoobLi C.A,, IcnaHis hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,

Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 (hapmakoHarnagy 3asBHuKa gns
3aiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA

BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jiCHeHHs1 hapMakoHaraay (BK/IKYakUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa yNnoBHOBaXKEeHOT

0ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuis:David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6M
3asBHVKa, BignoBigasibHOI 3a hapmakoHarnsag. 3miHa
KOHTaKTHOI 0cobu, BignoBiganbHOI 3a papMakoHarnsg B
YkpaiHi. MponoHoBaHa pefakuis: Opnos B’ suecnas.
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobm
YMOBHOBaXXEHOT 0CO6M 3aABHUKA, BifMnoBifabHOT 3a
thapmakoHarnsg, B YkpaiHi. 3MiHa micus 34ilicHeHHs
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy. 3miHa
MiCLie3Hax0MKeHHs1 MacTep-daiina

55.

EKC®OPX

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 10 Mr/160
Mr; no 14 TabneTok y
6nicTepi; no 1 abo no
2 6nicTepun B KOpoobLi

HosaprTic
®apma Al

LLiseiuapis

HosapTic ®apma
LTeiH AT,
Lseiiyapis;

Hosaprtic
dapmMacbloTuKa
C.A., IcnaHis

LLsenuapis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu |
UMYy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsagy. BeefeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3MiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3ajiicHeHHs chapMakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[jicCHeHHs1 hapMakoHariaay (BK/IKYakum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
cucTemn chapmakoHarnagy) - 3MiHa ynoBHOBaXKEeHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuyis:David J Lewis, B.Sc (Hons), Ph.
D. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT 0CO6M
3asBHMKa, BiANOBIAAILHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOI 0cobu, BignoBiganbHOI 3a hapMakoHarnag B
YkpaiHi. MponoHoBaHa pegakuis: Opnos B’ suecnas.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bm
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa micus 34iicHeHHS
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy. 3miHa
MiCLie3Hax0KEeHHs1 MacTep-ghaiina

3a
peuyerimom

UA/8102/01/03

56.

EKC®OPX H

TabneTkn, BKPUTI
NMiBKOBOK 060/10HKOIO
no 5 mr/160 mr/25 mr
no 14 TabneTtok y
6nicTepi; no 1 abo 2
6nicTepy B KAPTOHHIi
Kopobui

HosaprTic
dapma Al

LLiBeiuapis

Konadpapma Al ,
LLiBeiiuapis
(nakyBaHHs (8ns
[03yBaHHsA 5 mMr/160
mr/25 mr ta 10
Mr/160 mr/25 wmr));
HoBapTic ®apma
LTeiH Al ,
LLiBeiiuapis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHS, BUNYCK
cepii); HoBapTic
dapmMacbloTuKa
C.A., IcnaHis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHS, BUNYCK
cepii); Onnak Npyn

LLsenuapis/
Icnanis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu |
MRy - 3MiHW Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 (hapmakoHarnagy 3asBHuKa gns
3aiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jiCHeHHs1 hapMakoHaraay (BK/IKYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemMn chapmakoHarnsgy) - 3MiHa yNnoBHOBaXKEeHOT
0ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons),
Ph. D. 3miHa KOHTaKTH/X AaHNX YNOBHOBaXKEHOT 0CO6M
3asBHVKa, BigNoBigasibHOI 3a dhapmakoHarnsag

3a
peuerimom

UA/12679/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
Ar, Lseiuapis
(nakyBaHHs (8N
[03yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 wr));
dapmaHanituka CA ,
LLiBefiuapis
(KOHTpPOJIb SIKOCTI)
57. EKC®OPXX H | Tabnetku, BKpuTI HosaprTic LLiseiuapis Konadpapma Al , LLsenuapis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | 3a UA/12679/01/02
NiBKOBOIO dapma Al LLiBeiuapis IcnaHis UMYy - 3MiHW Woao0 6e3nekn/eddeKkTMBHOCTI Ta peyenmom
060/10HKO10, M0 10 (nakyBaHHs (8N thapmakoHarnsagy. BeefeHHs abo 3miHn fo
Mr/160 mr/25 mr no 14 [o03yBaHHA 5 Mr/160 y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
TabneTok y 6nictepi; mr/25 mr Ta 10 (BBEAEHHS y3araslbHEHUX AaHWX MPO cucTemy
no 1 abo 2 6nictepu B Mr/160 mr/25 wmr)); thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHO! ocobu,
KapTOHHI KopoobLi HosapTic ®apma BIANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
LWTeiH Al , KOHTaKTHOI 0Co6U 3 thapMakoHarnsay 3asBHVKa 415
LLiBeiiuapis 3ajiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
(B1pOGHMLTBO, BiIMiHHa Bif, YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbLHOI 3a
KOHTPO/b AKOCTI, 3[jiCHeHHs1 hapmakoHariaay (BK/IKYakuM KOHTaKTHI
nakyBaHHs, BUMYCK [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cepii); HoBapTic cucTemn hapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT
dapmacbloTrKa ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
C.A., IcnaHis MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons),
(B1pOGHMLTBO, Ph. D. 3miHa KOHTaKTH/X AaHNX YNOBHOBaXKEHOT 0CO6M
KOHTPO/b SKOCTI, 3a8BHMKa, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
nakyBaHHS, BUNYCK
cepii); Onnak MNpyn
Ar, LLiseiiuapis
(nakyBaHHs (8N
[03yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 mr));
dapmaHanituka CA ,
LLiBefiuapis
(KOHTPOJIb SIKOCTI)
58. EKC®OPXX H | Tabnetku, BKpuTI HosaprTic LLiBeiuapis Konadpapma Al , LLsenuapis/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/12679/01/03
NNiBKOBOO dapmva Al LLiBeiiuapis IcnaHis MRy - 3MiHW Woao0 6e3nekn/eddeKTMBHOCTI Ta peyenmom

060/10HKO0, N0 5
Mr/160 mr/12,5 mr no
14 TabneTok y
6nictepi; no 1 a6o 2
6nicTepy B KAPTOHHIN
KopoobLi

(nakyBaHHs (8ns
[03yBaHHA 5 Mr/160
mr/25 mr ta 10
Mr/160 mr/25 wmr));
HoBapTic ®apma
LWTeiH Al ,
LLiBeiiuapis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHS, BUNYCK
cepii); HoBapTic

thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy

hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,

Bi4NOBiAa/IbHOI 3a 34iICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa Ans
3AiicHeHHs chapmakoHarnsgy B YKpaiHi, K0 BOHA

BiIMiHHa Bif, YNOBHOB&XeHOI 0C06M, BiANOBIAA/ILHOI 3a

3[jiCHeHHs1 hapMakoHaraay (BK/IKYakUum KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-caiina
cucTeMn dhapmakoHarningy) - 3MiHa YyNnoBHOBaXKeHOT
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
dapmacboTrKa ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapmakoHarnsag,.
C.A., IcnaHis MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons),
(B1pO6HMLTBO, Ph. D. 3miHa KOHTaKTH/X AaHNX YNOBHOBaXXEHOT 0CObM
KOHTPO/b AKOCTI, 3a8BHWVKa, BiANOBIAA/IbLHOI 3a hapMakoHarnsg,
nakyBaHHS, BUNYCK
cepii); Onnak MNpyn
Ar, Lseiiuapis
(nakyBaHHs (8N
[o3yBaHHA 5 Mr/160
mr/25 mr ta 10
Mr/160 mr/25 wmr));
dapmaHanituka CA ,
LLiBefiuapis
(KOHTpPO/Ib SIKOCTI)
59. EKC®OPXX H | Tabnetku, BKpuTi HosaprTic LLiseiuapis Konadpapma Al , LLsenuapis/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | 3a UA/12679/01/04
NiBKOBOIO dapma Al LLiBeiuapis IcnaHis UMYy - 3MiHW Woao0 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKO10, M0 10 (nakyBaHHs (8N thapmakoHarnsagy. BeegeHHs abo 3miHn fo
Mr/160 mr/12,5 mr no [03yBaHHA 5 Mr/160 y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
14 TabneTok y mr/25 mr Ta 10 (BBEAEHHS y3ara/lbHEHUX AaHWX MPO cucTemy
6nictepi; no 1 a6o 2 Mr/160 mr/25 mr)); thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
6nicTepy B KAPTOHHIN HosapTic ®apma BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnagy;
Kopobui LWTeiH Al , KOHTaKTHOI 0Co6U 3 hapMakoHarnisay 3asBHVKa 415
LLiBeiiuapis 3ajiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
(B1pOGHMLTBO, BiIMiHHA Bif, YNOBHOB&XeHOI 0CO6W, BiANOBIAA/ILHOI 3a
KOHTPO/b SKOCTI, 3[jicCHeHHs1 hapMakoHaraay (BK/IKYakouM KOHTaKTHI
nakyBaHHs, BUMYCK [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cepii); HoBapTic cucTemn hapMakoHarnsay) - 3MiHa ynoBHOBaXKEHOT
dapmacbioTrKa ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
C.A., IcnaHis MponoHoBaHa pepakuin: David J Lewis, B.Sc (Hons),
(B1pOGHMLTBO, Ph. D. 3miHa KOHTaKTH/X AaHNX YNOBHOBaXKEHOT 0CO6M
KOHTPO/b SKOCTI, 3a8BHMKa, BiANOBIAa/ILHOI 3a hapMakoHarnsg,
nakyBaHHS, BUNYCK
cepii); Onnak MNpyn
Ar, LLseiiuapis
(nakyBaHHs (8N
[03yBaHHA 5 Mr/160
mr/25 mr Ta 10
Mr/160 mr/25 mr));
dapmaHanituka CA ,
LLiBeiuapis
(KOHTPOJIb SIKOCTI)
60. EMNA Kpem no 5 ry Ty6i; no AcrnieH ®apma IpnaHgis Pecichapm Lseuis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 6e3 UA/4596/01/01
5 Ty6 pasom 3 12 TpeWgiHr Kapnckora Ab MRy - 3MiHW Woa0 6e3nekn/eddeKTMBHOCTI Ta peuyenma
OKJ/TH3iIiHUMM Nimiteq thapmakoHarnsgy. BeegeHHs abo 3miHn fo

Hakneikamu y
KapTOHHIA Kopobui; no
30 ry 1y6i; no 1 Ty6iy
KapTOHHI/ KopoobLi

y3aranibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
Bif4noBiAa/IbHOI 3a 3A4iICHEHHST hapMakoHarnsaay;




40

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

KOHTaKTHOI 0c0o6u 3 (hapmakoHarnagy 3asBHuKa Ans
3[iiCHEeHHs1 hapmMakoHariaay B YKpaiHi, AKLLO BOHa
BiIMiHHa Bif, YyNOBHOB&XeHOI 0Co6M, BiANOBIAA/IbLHOI 3a
3[jiCHeHHs1 hapmakoHariaay (BKIKYatuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemun chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
YMOBHOB&XEHOT 0C06M 3a8BHUKA, BiAMoBifa/IbHOT 3a
thapMakoHarnsag B YkpaiHi. MponoHoBaHa pegakuis:
Kyuma Bonognmup OnekcaHpoBuy. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6M YNOBHOBAXEHOI 0CO6M
3asBHVKA, BiANOBiAa/IbHOI 3a papMakoHarnsaa B YKpaiHi

61.

EHAN® 20 HL

Tabnetkn Ne 20

(10x2), Ne 30 (10x3),
Ne 60 (10x6), Ne 100
(10x10) y 6nictepax

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, 4.4.

HoBo mecTo,
CnoseHis

BHECEHHS 3MiH [0 peecTpayiiiHiX MmaTepianiB:yTOYHEHHS
B Hakasi MO3 YkpaiHu Ne 2488 Big 17.12.2019 poky,
LL{010 HanMcaHHA peecTpaLiiiHol npoueaypu - 3MiHu |

TUNY - BUNYYEHHS 3i cneyudikaLii roToBOro NikapcbKoro
3ac06y Ha TEpPMIH NPMAATHOCTI HE3HAYHUX MOKA3HWKIB
«Bopga», «CTilikicTb Ta6NeToK A0 PO34AB/IOBAHHS»,

«Po3nagaHHsa»; 3MiHK | TUNY - 3MiHW y Npoueci
BUPOGHMLITBA FOTOBOIO J1iKapCbKOro 3acoby, BKovatoun
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NpY
BMPOBHMLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa
3MiHa y npoueci BUpo6HNLTBA); 3MiHM | TRy - 3MiHa
pO3Mipy cepii roTOBOro JliKapcbKoro 3acoby A0 6 pasis;
3nponoHoBaHo: 600000 — 3600000 Tab1eTokK; 3MiHu |
™Mny - 3MiHa y MeTofax BUnNpobyBaHHS roToBOro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepKEHNUX
MeToAax BUNPOGYBaHHS); 3MiHW | TMny - 3MiHN B
mMeToAax BUNpobyBaHb rOTOBOrO NikapCbKoro 3acoby 3a
NOKa3HUKOM «KinbkiCHe BU3HAaYEeHHS eTaHoy»
«CynpoBigHi AOMILLKM eHaslanpuiy masiear»

3a
peuyerimom

UA/10299/01/01

62.

ECNEPANb®

Tabnetkv no 500 mr
Ne 20: no 20 TabneTok
y hnakoHi, no 1
h1aKoHy B KapTOHHil
Kopobui

TOB "CaHodpi-
ABeHTIC
Ykpaina"

YkpaiHa

Cochapumekc -
IHaycTpia Kimika e
dapmaceyTika, C.A.

Moptyranis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu |
TUMY - BBEAEHHSA a/lbTepHATUBHOI BUPOOHMKA APl —
SYNTHEXIM, 1 Quai d'’Amerique F-62100 CALAIS,
France. 3anponoHoBaHWii BUPOGHWK HANTEXNTb A0 Tiel
camoi BUpOo6HMYOI rpynu nianpuemcTs (Axyntis), Wo i
3atBepaxeHniit SYNTHEXIM, ZI des Dunes F-62100
CALAIS, France

3a
peyenmom

UA/5332/01/01

63.

ECCEHUIAN
E®H

PO34MH ANA iH'EKLN,
250 mr/5 mn, Ne 5: no
5 mn B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBI yNakoBL,i B
KapTOHHIA Kopoo6Li

TOB "CaHodi-
ABeHTIC
YkpaiHa"

Ykpaina

AT "Tannuchapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu |
TMny - 3aMiHa 3aTBepakeHoro BEPX metoay ans
iieHT1dikauii Ta KiflbKicHOro B1U3Ha4YeHHs1 6EH3M0BOr0
CnupTy Ha HoBuit BEPX mMeToa, Lo 06yMOBIeHO
OHOBJIEHHAM 06M1afjHaHHA [/719 BUKOHAHHS MeToay.
KpuTepii NpUiAHATHOCTI 3a AaHUM NOKa3HUKOM 3as/InLLeHi
6e3 3MiH

3a
peyenmom

UA/8626/01/01

64.

ECCEHUIAN
E®H

PO34UH A5 iH'EKLIN,
250 mr/5 mn, in bulk
Ne 336: no 5 mn B
amnyni; no 336 amnyn

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

DAMAP XENIC
KEAP CEPBICI3
MALPUL, C.AY.

Icnanis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianiB:3miHu |
TMny - 3aMiHa 3atBepakeHoro BEPX metoay ans
ineHTudikauii Ta KilbKiCHOro BU3Ha4YeHHs1 6EH3MN0BOro
CnupTy Ha HoBMIh BEPX meTog, Wo 06yMOB/IEHO

UA/7720/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
y TPaHCMOPTHIiA OHOBJIEHHAM 06M1afjHaHHA A/19 BUKOHAHHS MeToAY.
KopooLi KpwuTepii NpUAHATHOCTI 3a AaHUM MOKa3HWKOM 3a/INLLEHI
6e3 3miH
65. ECUMHOBA MOPOLLIOK (Cy6CTaHList) MAT YkpaiHa MeHagjoHa, C.J1. IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHiX MaTepianiB:yTOUHEHHS - UA/14164/01/01
CiNb 2,6- y 6aHKax CKNsHUX ans "Tanuucpapm” B Hakasi MO3 Ykpainu Ne 149 Big 23.01.2020 poky
AIAMIHOTEK BMpPOGHULITBA LLIOA0 Ha3BM NiKapCbKOro 3acoby - 3MiHu | Tuny - 3MiHa
CAHOBOI CTEPUIBHUX HalilMeHyBaHHS Ta/abo agpecy 3asiBHVKa (BnacHuKa
KNCNOTN nikapcbknx oopm peecTpaLiiHOro NocBifYEHHST) - 3MiHa HaliMeHyBaHHS
3a8BHMKa, 6€3 3MiH y MeToax KOHTPO/IHO AKOCTI
nikapcbKoro 3acoby; 3anponoHoBaHo: MNoBHa Ha3Ba
AkujioHepHe ToBapucTBo "Tannydapm” CkopodeHa
Hassa [MAT "lanunudpapm"
66. 3IKNAPA Kpem 3,75 % no 250 MEJA Ab LBeuis 3M Xenc Kea Benvka BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/15272/01/01
Mr B calle, no 14 Nimiteq BpuTaHis TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
calle B ynakosLi thapmakoHarnsgy. BeegeHHs abo 3miHn oo
y3arasibHeHUX JaHnx nNpo cuctemy hapmakoHarnsagy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobum,
BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fjificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0c06M, BiANOBIAA/ILHOI 3a
3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-charina
cucteMn dpapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CcO6M 3asiBHYKA, BifnoBigasibHOI 3a
3fificHeHHs hapmakoHarnsay B YkpaiHi
67. NorypeT Kancynu 2 mnpg, dapmacaiHc KaHnapa BVPOGHMLTBO KaHapa BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/17496/01/01
AKTUBHUX KJTITUH IHK. Hepo3dhacoBaHOro TMNy - 3MiHK 3 SIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenma
(KYO);no 30 abo no 75 NpoAyKTy, NEpBUHHE y BUPOGHMLTBI. 3amiHa abo BBEAEHHS 404ATKOBOI
kancyn y dnakoHax; Ta BTOPUHHE AiNbHUL BUPOGHULTBA A/18 YacTuHU abo BCbOro
no 15 kancyny nakyBaHHs, BMPOGHMYOro NpoLecy roToBoro likapcbKoro 3acoby
6nictepax, no 1 KOHTPO/b SKOCTI, (AiNbHUUS ANS NEPBUHHOIO NakyBaHHS) - 3aMiHa
6nicTepy B KapTOHHii BUMYCK cepii: BUPOGHWKA, BiANOBIAaIbHOMO 3a NEPBUHHE NaKyBaHHS;
KopooLi dapmacaiiHc IHk. 3MiHU | TNy - 3MiHK 3 AKOCTi. FTOTOBWIA Nikapcbkuii 3aci6.
3MiHM Yy BUPOBGHULTBI. 3amiHa abo BBeAEHHS f04aTKOBOI
AiNbHUL BUPOGHULTBA A/18 YacTuHU abo BCbOro
BMPOGHMYOro NpoLecy roToBoro likapcbKoro 3acoby
(AiNbHUUSA 4N BTOPMHHOTO NakyBaHHS) - 3aMiHa
BMPOOHWMKA, BiANOBIJa/IbHOTO 38 BTOPYHHE NaKyBaHHSA
68. NorypeT Kancynu 4 mnpg dapmacaiiHc KaHapa BVMPOGHMLTBO KaHapa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6es UA/17496/01/02
aKTUBHUX KNITWH IHK. Hepo3acoBaHOro TMny - 3MiHM 3 AKOCTI. [0TOBWMIA Nikapcbknii 3aci6. 3MiHK peyenma
(KYO); no 30 kancyny nNpoayKTy, NepBUHHE y BUPOGHMLTBI. 3aMiHa abo BBeAEHHS 404AaTKOBOI
chnakoHax nakyBaHHs, AiNbHULI BUPOBHMLTBA [/19 YacTUHM abo BCbOro
KOHTPO/b SIKOCTI, BMPOGHNYOro NpoLecy roToBOro NikapCbKoro 3acoby
BUNYCK cepil: (ZiNbHUUSA ANA NEPBUHHOIO NakyBaHHSA) - 3amiHa

dapmacaiiHc IHK.

BMPOGHMKA, BiAMNOBIAA/ILHOMO 38 NEPBUHHE NaKyBaHHS;
3MiHK | TNy - 3MiHK 3 SKOCTi. [0TOBWIA NiKAPCbKUIA 3acib.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
3MiHM y BUPO6HMLTBI. 3amiHa abo BBEAEHHS 404aTKOBOI
AiNbHULUI BUPOBHMLTBA [/18 YacTUHK abo BCbOro
BMPOBHMYOrO NPOLEeCy roTOBOrO JlikapCbKOro 3acoby
(AiNbHULSA NS BTOPMHHOIO MakyBaHHS) - 3amiHa
BMPO6HYMKa, BiANOBIJa/IbHOTO 38 BTOPVYHHE NaKyBaHHSA
69. IMOBAKC CycneHsis ans iH'ekujn CaHodi ®paHuis CAHO®I BIHTPOI PpaHuin/ BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu | 3a UA/14266/01/01
nonio® no 0,5 mn (1 gosa) y Mactep IHOACTPIA, YropuHa TUMY - AOMNOBHEHHS cneundikalieto Ha KiHeLb TepMiHY peyenmom
BAKUVHA nonepegHsL0 PpaHuis npuaaTHocCTI ans npomixHoro npogykty (Final Bulk
ansa 3anoBHEHOMY LUNPUL (3anoBHEHHS Product (FBP)) Ta rotosoro npoaykty (Filled Product
MNPO®INAKT 3 MpYIKpiNJeHo LUNPULLIB, KOHTPO/Tb (FP)) y wnpuuax; 3miHu | Tvny - JONOBHEHHS
KN ronkoto (abo 2-ma AKOCTI creuudikaLieto Ha KiHeLb TepMiHy NpuAaTHOCTI Ans
noniomieni OKpeEMUMU roniKkamu); (cTepunbHICTb)); npomixHoro npoaykTy (Final Bulk Product (FBP)) Ta
TY no 1 wnpuuy B CaHodpi MacTep, rotosoro npoaykTy (Filled Product (FP)) gns
IHAKTUBOBA | KapTOHHili Kopo6Li; no ®paHLis (NoBHWIA 6araTto030BMX h/1aKOHIB
HA PIAKA 0,5mn (1 gosa) y LKA BUPOGHMLTBA
nonepegHL0 Ta BUNyck cepii);
3arnoBHEHOMY LUNPULL CaHochi-ABeHTiC
3 MPYIKpINJeHo Mpaisit Ko. T4,
ronkoto (abo 2-ma Mnartdopma
OKPeMUMU rofikamu) B noricTvkn Ta
CcTaHfapTHO- ANCTpUbYLIT Y M.
€KCMOPTHI ynakoBsL,, Bypanewr,
AKa MICTUTbCA Y YropuyHa
KapTOHHI Kopo6Li 3 (BTOpYHHE
iHCTpYKLUji€eto ANns nakyBaHHs, BUMYyCK
MeANYHOro cepir)
3aCcToCyBaHHs; No 5
M (10 fo3) y donakoHi
3 3aXMCHUM
KoBnaykom; no 1 a6o
10 chnakoHis B
KapTOHHI KopobLi; no
5 mn (10 go3) y
h1aKoHi 3 3aX1CHUM
KoBnaykom; no 1 a6o
10 chnakoHiB B
CTaHAapTHO-
€KCMOPTHIl ynakosLi,
AKa MiCTUTbCS Y
KapTOHHI Kopobui 3
IHCTpYKUie ans
MeLNYHOro
3acToCyBaHHSA
70. IMYHIH NOpPOLLOK Ta Bakctep Al ABCTpist BakcTep All, ABCTpis ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/17230/01/01
PO3YMHHUK ANA (BMPOGHMLTBO HimeuunHa TUMY - OHOBMEHHA cepTudikaTy BigNoBigHOCTI peyenmom
PO34UHYy A5 iH'EKUIl Hepo3dhacoBaHOro €Bponelicbkiii hapmakonei ons renapuHy HaTpito Bif

abo iHdysiid, no 600
MO, 1 dpnakoH 3

NPoAYKTY, NepBuUHHE
Ta BTOPUHHE

BXe 3aTBepKEHOro BUpobHuKa. 3anponoHoBaHo: R1-
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nopotukom no 600 MO nakysaHHsa N3, CEP 2002-006-Rev 06
y KOomMnnekTi 3 1 BTOPUHHE
chnakoHoM 3 nakyBaHHs
pO34MHHMKOM (BOAA PO3YMHHYIKA,
ans iH'ekuii 5 mn) Ta KOHTPO/b AKOCTI
Habopom Ais 'N3); bakctep Al,
PO34YMHEHHS Ta ABCTPpIsl (KOHTPOSIb
BBeJeHHs (1 ronka akocTi [N3);
015 nepeHeceHHs, 1 Bakctep Al', ABCTpis
aepaujiiHa ronka, 1 (nepBuHHe Ta
ronka-ginbTp, 1 BTOPVHHE
ofiHopasoBa rosika, 1 nakyBaHHs,
0fiHOPa30BUiA WNpUL, KOHTPO/b SIKOCTI,
(5 mn), 1 cuctema ans Bunyck cepii M3,
iHcpy3iiA) y KopoobLi nakyBaHHs Ta
BMNyCK cepil
PO3UMHHKKA);
3irchpig XamenoH
mM6X, HimewunHa
(BMpOGHMLTBO,
nepBuHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI
PO34YMHHYMKA)
71. IMYHIH MOPOLLIOK Ta Bakctep Al ABcTpis Bakctep Al', ABCTpist AscTpis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/17230/01/02
PO3YMHHUK ANs (BUPOBHMLTBO HimeyunHa TUNY - OHOB/IEHHA cepTudpikaty BignoBigHOCTI peyenmom
PO34nHy A5 iH'EKUi Hepo3cacosaHOro €Bponelicbkiin hapmakonei g5 renapuHy HaTpito Bif

abo iHdysiiA, no 1200
MO, 1 chnakoH 3
nopotukom no 1200
MO y komnnexTi 3 1
onakoHoOM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuii 10 mn ) Ta
Habopom A/1s
PO3YMHEHHS Ta
BBefeHHs (1 ronka
NSl nepeHeceHHs, 1
aepavujiiHa ronka, 1
ronka-inbTp, 1
ofiHopa3oBa ronka, 1
O/JHOPA30BUIA LLINPULL
(10 mn ), 1 cuctema
ans iHduysii) y
Kopoobui

NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakysaHHsa 13,
BTOPUHHE
nakyBaHHs
PO3UYNHHKIKE,
KOHTPO/b AKOCTI
'N3); bakctep Al,
ABCTpifl (KOHTPOSIb
akocTi N3);
BakcTep All, ABCTpis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs1,
KOHTPO/b SKOCTI,
BMnyck cepii M3,
nakyBaHHs Ta
BMNYCK cepil
PO34YUHHVKA);
3irchpig XamenoH
'm6X, HimeyunHa

BXE 3aTBepXeHOro BUpo6GHMKa. 3anponoHoBaHo: R1-
CEP 2002-006-Rev 06
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
(BMpO6HMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/Ib AKOCTI
PO34YMHHMKA)
72. IHOANAMIA- TabneTku, BKpUTI TOB Ykpaina TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu | 3a UA/11734/01/01
ACTPA®APM | ob6onoHkoto no 2,5 wr, "AcTpadrapm" TUMY - OHOB/NEHHSA 3aTBEPAKEHOr0 TEKCTY MapKyBaHHA peyenmom
no 30 TabneTok y ynakoBoK J13. BHECEHHS 3MiH [0 po3ainy “MapkyBaHHS"”
6nictepi, no 1 MKA N3:
6nicTepy y Kopoo6ui 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
3aTBEPKEHOIO TEKCTY MapKyBaHHS
73. IHOAMNEH TabneTku, BKpUTI dapmaueBTny Monba dapmauleBTUYHNI MonbLua BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/0877/01/01
060/10HKO0, No 2,5 Mr; HWi1 3aBOf, 3aBo[, TUNY - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHA" MKA peyenmom
no 10 TabneTtok y "MONb®APM "MONIbOAPMA" N3: 3anponoHoBaHo: MapkyBaHHS: 3rigHO
6nicTepi; no 2 abo 3 A"C.A. C.A. 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBEHHS
abo 6 6nicTepiB y 3aTBEpPKEHOro TEKCTY MapKyBaHHA ynakoBok J13.
KapTOHHIA KopooLi BBefeHHs 3MiH NpoTAroM 6-Tu MicALUiB nicas
3aTBEPAKEHHS
74. IHOAMEH SR | Tabnetku, BKpUTI $apmaueBTNy Monbwa dapmaneBTUYHNI MonbLia BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/0877/02/01
000/I0HKOIO 3 Huii 3aBOf, 3aB0[ TUMY - OHOBJ/IEHHSA 3aTBEPKEHOrO TEKCTY MapKyBaHHS peyenmom
MoANdgiKoBaHUM "MONb®APM "MONb®APMA" ynakoBoK J13. BBefeHHs 3MiH NpoTsArom 6-Tu Micsiuis
BMBINIbHEHHAM MO 1,5 A" C.A. C.A. nicns 3aTBepKeHHs
mr; no 14 a6o no 15
TabneTtok y brictepi;
no 2 abo no 4
6nicTepy B KAPTOHHIl
Kopobui
75. KAOTOMPWAN | TabneTku no 25 mr, no TOB Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | 3a UA/9776/01/01
10 TabneTok y "AcTpadapm" TUNY - OHOBJIEHHSA 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHSA peyenmom
6nicTepi; no 2 ynakoBok J13. BHeceHHs1 3miH fo po3giny “MapkyBaHHs"
6nictepu y kopobui 3 MKA N3:
KapToHy 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
3aTBEPAKEHOIO TEKCTY MapKyBaHHS
76. KAPBAMA3E | Tabnetku no 200 mr TOB Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/6364/01/01
MiH- no 10 TabneTok y "AcTpadapm" TUMY - OHOB/IEHHA 3aTBEPAYKEHOr0 TEKCTY MapKyBaHHA peyenmom
ACTPA®APM | 6nicTepi; no 2 abo 5 ynakoBok J13. 3amiHa po3giny “I'padiivyHe 306paKeHHs
6nictepis y Kopobui 3 ynakoBkn” Ha po3ain “MapkyBaHHsA" B MKA /13:
KapToHy 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
3aTBEPAKEHOIO TEKCTY MapKyBaHHS
77. KEPABOPT Kpem 5 % no 250 mr neHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/13581/01/01
Kpemy B calle; no 12 PapmMacboTuK PapmacboTrKan3 TMMy - 3MiHa Ha3BW BUPOBHMKA Ait040T PeyoBMHN peyenmom
abo 24 cawe y ans Jita,. nra. imikBimoZy; 3anpornoHoBaHo: Glenmark Life Sciences
KapTOHHI Kopoo6Li Limited, India
78. KNONIAOIrPE | Tabnetku, BKpUTI TeBa I13painb TeBa I3painb BHECEHHS 3MiH [0 peecTpauiiHux matepianiB:3miHn | 3a UA/14007/01/01
N-TEBA NNiBKOBOO dapmaLeBTiKa $apmaueBTikan TUMY - 3MiHW [0 IHCTPYKUIT 415 MEeAWYHOIo 3aCTOCYBaHHSA peyenmom
060/10HKOI0, NO 75 Mr; n lHaacTpi3 IHpacTpi3 14, nikapcbKoro 3acoby y po3gin "B3aemogis 3 iHW1MK
no 10 TabneTtok y nra. nNiKkapcbknmy 3acobamu Ta iHLWi BUAM B3aeMOSin"

6nictepi; no 3 abo 9

BiNOBIAHO A0 OHOBNEHOI iHChopMaLlii 3 6e3nekn Aitlyoi
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
6nicTepiB y kopobLi peyoBuHW. BBeaeHHs 3MiH npoTarom 3-x micauis nicns
3aTBEPAKEHHS
79. KOIMHI®PEH® Kancynv Teepgi no TOB "O/1PA" Ykpaina AT "OnaviHchbapm" Nat.is BHECEHHS 3MiH 10 peecTpavuiiHiX maTtepianis:3miHu | 3a UA/14574/01/01
300 wmr/5 mr; no 10 TUny - 3MiHK LWoAo 6e3nekn/edpeKTBHOCTI Ta peyenmom
kancyn y 6nictepi; no dhapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPAKEHOr0
3 6nictepuy TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOI YMaKkoBKU
KapTOHHIi navw,i N3 (BHeCceHHs NMo3Ha4YeHb OAUHULIL BUMIPIOBAHHS, 3
BUKOPUCTAHHSAM J1iTep NaTUHCLKOro andasity);
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
3anponoHoBaHo: MapkyBaHHs (Y BiANoBigHOCTI f0
3aTBEPKEHOr0 TEKCTY MapKyBaHHs1). BBegeHHS 3MiH
npoTArom 6-T1 MicALiB Nicns 3aTBEpPAKEHHS
80. KOPUH®DAP® | Tabnetku TeBa 13painb MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/9756/01/01
NPONOHIOBaHOT Aji No dapmaueBTika 4.0.0. TUNYy - BUYYEHHS 3i cneuudpikauii M13 nokasHvkis peyenmom
10 mr no 10 TabneTok n lHgacTpi3 «CTilKiCTb [0 po3gasneHHs» Ta «lgeHTudikauis
y 6nicTepi; no 3 nra. 6GapBHUKa».
6nictepu y Kopobui; BBefeHHs 3MiH NpoTAroM 6-Tu MicALUiB nicas
no 50 a6o 100 3aTBEPAXEHHS; 3MiHU | TNy - 3amiHa napameTpy
Tab/1eToK y hriakoHi; «CepefHa maca» Ta «OfHOPIgHICTE Macu» Ha
no 1 cpnakoHy y napametp «OAHOPIAHICTb [030BaHNX OAUHULL(EP
Kopobui 2.9.40)» y BigNOBIgHOCTI A0 3arasibHNX BUMOr € woao
TabneTok.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPMKEHHS; 3MiHW | TUNY - NPUBELEHHS BUMOT
cneuudikauii M13 3a NoKa3HUKOM «PO3UMHEHHSA» Y
BIANOBIAHICTb A0 3arafibHNX BUMOr cTatTi €EP 2.9.3. Ans
nikapcbknx hopM 3 NPOSIOHIOBAHOMK Aji€t0. BBeAeHHs
3MiH MPOTAroM 6-Tv MicsLiB NiCNA 3aTBEPIKEHHS
81. KOPUH®AP® | Tabnetku TeBa 13painb MNIBA Xpsarcka Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/9815/01/01
PETAPJ, NPOIOHTOBaHOI Aji No dapmaueBTika 4.0.0. TUNYy - BUTYYEHHs 3i cneyudikauii M13 nokasHukis peyenmom
20 mr, no 10 TabneTok n lHpacTpi3 «CTiliKiCTb 10 po3faBneHHs» Ta «laeHTudikauis
y 6nicTepi; no 3 nra. GapBHUKa».
6nicTepy B KOpOO6L; BBegeHHs 3MiH NpOTAroM 6-Tu MicAuiB nics
no 50 a6o no 100 3aTBEepPKEHHS; 3MiHM | TUNY - 3aMiHa napameTpy
TabneTok y pnakoHi; «CepepfHa Maca» Ta «OfHOPIAHICTb Macu» Ha
no 1 chsiakoHy B napameTp «OAHOPIAHICTb f030BaHNX O4MHULL(ED
KopooLi 2.9.40)» y BiANOBIAHOCTI A0 3arafibHUX BUMOr €@ 11040
TabneTok.
BBegeHHs 3MiH NpOTAroM 6-Tu MicAuiB nics
3aTBEPMKEHHS; 3MiHM | TUNY - NPUBELEHHS BUMOT
cneupndikauii M3 3a NoKasHUKOM «PO3UYMHEHHS» Y
BIAMOBIAHICTb A0 3arafibHNX BUMOr cTaTtTi €D 2.9.3. ans
nikapcbknx hopM 3 NPOJIOHIOBAHOI0 Aji€t0. BBeAeHHs
3MiH NpoTArom 6-T1 MicALiB Nicna 3aTBepAXEHHS
82. KOPCAP® H TabneTkn, BKpUTI AT «dapmak» YkpaiHa AxTasic N1T4., ManbTa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3MiHu | - UA/14291/01/01
NNiBKOBOO ManbTa Bonrapis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
060/10HKO0, 160 Mr/25 Ta/abo agpecy 3asiBHMKA (BlacHMKa peecTpaviliHoro
Mr in bulk: no 10 kr BankaHdapma NnocBigYeHHs1). 3MiHa HaliMeHyBaHHs Ta agpecu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
Tabs1eToK y Millkax [ynHnug AT, 3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
Bonrapis BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK). OHOB/IEHHS BXEe 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS yNakoBoK in bulk. BHeCEHHS 3MiH A0
po3gainy “MapkyBaHHa” MKA N13". BBegeHHs 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.
83. KOPCAP® H TabneTku, BKpUTI AT «Dapmak» Ykpaina AxTasic N174,, ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiHux maTtepiasis: 3MiHu | - UA/14291/01/02
NiBKOBOIO ManbTa Bonrapis TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
060/10HKOI, 80 Ta/abo agpecy 3asiBHMKA (B/lacHUKa peecTpaviliioro
mr/12,5 wr in bulk: no BankaHdapma NOCBiAYEHHST). 3MiHa HaliMeHyBaHHS Ta agpecu
10 kr TabneTok y OynHnug AT, 3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
MiLLKax Bonrapis BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicns
3aTBepMKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK). OHOB/IEHHS BXEe 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS yNnakoBoK in bulk. BHECEHHS 3MiH A0
po3gainy “MapkyBaHHa” MKA N13". BBegeHHS 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.
84. KOPCAP® H TabneTku, BKpUTI AT «Dapmak» Ykpaina AxTasic /174, ManbTa/ BHECEHHS 3MiH [0 peecTpaLiiiHuxX maTtepianis: 3MiHu | - UA/14292/01/01
NNiBKOBOO ManbTa Bonrapis UMy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEeHyBaHHS
060/10HKO, 320 Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviliHoro
mr/12,5 wr in bulk: no BankaHdapma NoCBiAYEHHST). 3MiHa HaliMeHyBaHHSA Ta agpecu
10 kr TabneTok y AynHnua AT, 3asBHUKa (BNacHVKa peecTpauiiHoro nNocBig4yeHHs)
MiLLKax Bonrapis BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEpAXEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK). OHOB/IEHHS BXEe 3aTBEPKEHOrO TEKCTY
MapKyBaHHS ynakoBoK in bulk. BHECEHHS 3MiH A0
po3ainy “MapkyBaHHs" MKA 13”. BBeAeHHA 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.
85. KOPCAP® H TabneTkn, BKPUTI AT «Dapmak» YkpaiHa AkTasic /114,., ManbTta/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu | - UA/14290/01/01
NNiBKOBOO ManbTa Bonrapis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
060/10HKO0, 160 Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviliHoro
mr/12,5 wr in bulk: no BankaHdapma NOCBiAYEHHST). 3MiHa HaliMeHyBaHHS Ta agpecu
10 kr TabneTok y AynHnua AT, 3asBHMKa (BNacHVKa peecTpauiiiHoro nocBigYeHHs)
MiLLIKaxX Bonrapis BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBep/MKeHHs. 3MiHK | Tuny - 3MiHW WoAo
6e3nekn/edheKTUBHOCTI Ta chapmakoHarnagy (iHwi
3MiHW). OHOB/IEHHS BXE 3aTBEP)KEHOrO TEKCTY
MapKyBaHHS ynakoBoK in bulk. BHECEHHS 3MiH A0
po3ainy “MapkyBaHHs" MKA 13”. BBeAeHHS 3MiH
NPOTArom 6-T1 MiCALLIB MiC/A 3aTBEPKEHHS.
86. KOPCAP® H TabneTkn, BKpUTI AT «dapmak» YkpaiHa AxTasic N1T4., ManbTa/ BHECEHHS 3MiH [0 peecTpaujiiiHux maTepianis: 3MiHu | - UA/14290/01/02
NNiBKOBOO ManbTa Bonrapis TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHyBaHHS

060/10HKO, 320Mr/25
Mr in bulk: no 10 kr

BankaHdapma

Ta/abo agpecy 3asiBHMKA (BlacHMKa peecTpaviliHoro
NnocBigYeHHs1). 3MiHa HaliMeHyBaHHs Ta agpecu
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
Tabs1eToK y Millkax [ynHnug AT, 3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
Bonrapis BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicns
3aTBepKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta chapmakoHarnagy (iHwi
3MiHK). OHOB/IEHHS BXEe 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS yNakoBoK in bulk. BHeCEHHS 3MiH A0
po3gainy “MapkyBaHHa” MKA N13". BBegeHHs 3MiH
NPOTArom 6-TM MiCALIB NiC/IA 3aTBEPAKEHHS.
87. KCANOMNTUK Kpanni O4Hi, pPO34uH, PapmaueBTny Monba TaexyH ®APM. Ko. Kopes/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | 3a UA/13411/01/01
KOMBI no 2,5 mny cpnakoHi 3 HWi1 3aBOf, Nnta, Kopesa MonbLua TUMY - BHECEHHS 3MiH [0 po3ainy “MapkyBaHHS" MKA peyenmom
KpanenbHuueto; no 1 "MONb®APM (BUpo6HULTBO M3, N3: 3anponoHoBaHo: MapkyBaHHS. 3rigHO
ab6o no 3 dnakoHu 3 A" C.A. nepBuHHE 3aTBEP)KEHOro TEKCTY MapKyBaHHS. Ta OHOB/IEHHSA
KpanenbHWLEeo B nakyBaHHs, 3aTBEPAKEHOrO TEKCTY MapKyBaHHS ynakoBok J13.
KapTOHHIA KOopooLi KOHTPO/Ib SKOCTI); BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicns
dapmauleBTUYHNI 3aTBEPAKEHHS
3aBog
"Monbthapma” C.A.,
MonbLwa (BTOpuHHE
nakyBaHHs,
KOHTPO/b AKOCTI
"3 Ta Bunyck cepii)
88. KycTogaion po34uH A1 nepdysii, Op. ®paHy, HimeuuunHa Ap. ®paHy, Kbonep HimeyunHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/6672/01/01
no 500 mn a6o 1000 Keonep Xewmi Xemi 'm6X TUNY - 3MiHW B TEKCT MapKyBaHHS NiKapcbKoro 3acooby. peyenmom
MY NAALKAX rM6X BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
CKnsAHWX; no 1 n, abo 2 3aTBEPAKEHHS
n, abo 5 ny naketax
89. NABAKCOH MOPOLLOK A1 PO3UUHY M.BioTek /iTq, Benuka Actpan CrepiTek IHAjisA BHECEHHS 3MiH 10 peecTpavljiiiHnx maTepianiB:TexHiYHa 3a UA/13903/01/01
ansiv'ekuinno 1,0, BpuTaHis MpawiBiT NimiTeq NoMu/IKa B TEKCTi MapKyBaHHS 30BHILLHbOT YNaKOBKM peyenmom
no 1 donakoHy a6o 10 nikapcbKoro 3acoby, a came - Ao n.17 gogaHo "HasiBHa
(h/1aKOHIB 3 MOPOLLKOM iHchopmauia woao niueHsii"
y nauLii 3 KapTOHY
90. NABAKCOH NOPOLUOK A1 PO3UUHY M.BioTek /T4, Benvka AcTtpan CrepiTek IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX MaTepianiB:TeXHIiYHa 3a UA/13903/01/02
ans iH'ekuii no 2,0, BpuTtaHis MpaisiT MlimiTeq, noMWsIKa B TEKCTI MapKyBaHHS 30BHILLHBOT YNakoBKM peyenmom
no 1 donakoHy a6o 10 nikapcbKoro 3acoby, a came - go n.17 gogaHo "HasiBHa
NakoHiB 3 NOPOLLKOM iHbopmaLis Wwoao niyeHsii"
y nayui 3 KapTOHY
91. MAPKAIH pO34uH A1 iH'EKUIA, 5 AcneH dapma IpnaHgis CeHexci ®paHuisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/0615/01/01
CNIHAN XEBI | mr/mn, no 4 mn B TpelgiHr TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyny Nimiteq thapmakoHarnsigy. BeegeHHs abo 3miHn go

KOHTYPHili YapyHKOBIl
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
YMaKoBLji B KAPTOHHIl
Kopobui

y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHS Y3ara/IbHEHUX AaHWX MPO CUCTEMY
thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT ocobu,
BiANOBIAA/IbHOI 32 34iicCHEHHSA dhapmakoHarnsgy;
KOHTaKTHOI 0CO6U 3 chapMakoHarnsay 3asiBHMKa A1
3fiicHeHHs thapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHa Bif YNOBHOB&X€eHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLleHHI MacTep-tarina
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
cucTeMu dhapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
YMOBHOBaXXEHOT 0CO6M 3aABHUKA, BifMnoBifabHOT 3a
thapmakoHarnag B YkpaiHi. NponoHosaHa pefakuis:
Kyuma Bonogumup OnekcaHgposuy. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu YNOBHOBaXeHOI 0cobu
3asBHMKa, BiANOBIAaILHOI 3a thapmakoHarnsag B YkpaiHi
92. MATEPUHKW | TpaBano50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 6e3 UA/2358/01/01
TPABA naykax 3 BHYTPiLLHIM $apmaueBTNY dapmaueBTUYHA TUMy - BHECEHHS 3MiH 0 Cneuundikavii/MeTogis peuenma
naketom; mo 1,5ry Ha ghabpuka habpuka "Biona" KOHTPO/O SIKOCTi JTiKapCbKOro 3acoby 3a NoKasHMKaMmn
hinbTp-nakeTi; no 20 "Biona" «MikpobionoriyHa uncToTa», «41cnoBi NOKa3HUKN,
QinbTp-nakeTiB y «KifibKicHe BM3HaYeHHs», a came 3amiHa nocunaHb 3
nauuj oY 1.0 Ha «gitouy pegakuio» OPY;
3MiHM | TUNY - 3aMiHa rpadhiyHoro ohopmMIEHHS
NepBUHHOI Ta BTOPUHHOI YNaKOBOK Ha TEKCT MapKyBaHHS
ynakoBOK 3 BifnoBiAHNMM 3MiHaMu A0 po3ainis MKA N13
(po3gin «pachiuHe ohopMNIEHHS» 3aMiHEHO PO3Ai/TIOM
«MapkyBaHHs» (BignoBigHO 00 3aTBEPKEHOrO TEKCTY
MapKyBaHHs1)). OHOBMIEHO TEKCT MapKyBaHHS BTOPUHHOI
yNakoBKM NiKapCbKOro 3acoby BBefeHHs 3MiH NpOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS; 3MiHU | Tuny -
BHECEHHS 3MiH f0 Creuudikalii/MeToaiB KOHTPOO
AKOCTI TikapCbKOro 3acoby, a came [ONOBHEHHS
NokasHMKa Ta MeTOAMKN BU3HAYEHHS NoKasHuKa
"KinbkicHe BM3HaueHHA" fgogaTkosum n. «Cyma
chnaBoHOIAiB», 3riAHO BUMOr MOHOrpadii "MaTepuHkn
TpasaN" gitoyoro BuaaHHa AdY; 3miHu | Tuny -
BHECEHHS 3MiH f0 Creuudikayii/MeToaiB KOHTPOO
AKOCTI NMiKapcbKoro 3acoby 3a n. «YncnoBi MOKasHWKN»;
[0Aa€ETbCA foKNaAHA METOAVKA BU3HAYEHHS CTYNeHs
noapiGbHEHHs YacTOK npenaparty
93. MEOOIPE/Ib | Tabnetku, BKpUTI Megokemi Kinp AkTasic /1T, ManbTta/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/12149/01/01
NAiBKOBOK 0H60/TI0HKOI0 nTa ManbTa; Mepgokemi Kinp TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 75 wmr, no 10 NT[ (3aBog AZ), hapmakoHarnsigy. BeegeHHs abo 3miHn go
TabneTok y 6nictepi 3 Kinp (nepsuHHe Ta y3ara/ibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
nonisiHinxnopuay Ta BTOPUHHE (BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
TIOMIHIEBOT hO/TbIN, nakyBaHHs); thapmakoHarnsgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
no 3 6nictepu B Mepokemi 1T[, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
Kopob6ui; no 10 (LeHTpanbHuii KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asBHuKa 415
Tabnetok y 3asog), Kinp 3fjificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
aIOMiIHIEBOMY (BMPOGHMLTBO BiIMiHHa BiJ YNOBHOBaX€eHOI 0c06M, BiANOBIAA/ILHOI 32
6nictepi, no 3 Hepo3dhacoBaHOro 3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI

6nicTepy B KOPOOL

NpPOAyKTY, KOHTPO/b
AKOCTI, A03BiN Ha
BMNYyCK cepii)

[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-charina
cucTemu hapmMakoHarnsay) - 3MiHa yrnoBHOBaXKeHOT
0co6U 3asIBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy: NponoHoBaHa peakuis: Marina
Couva. 3MiHa KOHTaKTHUX JaHuX YNOBHOBaXeHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicCHEHHSA (hapmakoHarnsgy. 3MiHa
KOHTaKTHUX AAaHMX KOHTaKTHOI 0CO6M 3as1BHMKA,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
BiANOBIAANbLHOI 3a 34iliCHeHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa MicLA 3AiACHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa mMicLe3HaxoMKeHHs macTep-
dhaiina
94. METOK/IOMNP | po3uvH Ans iH'exuiii, 5 ToBapucTBo 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/4973/01/01
AMIA- Mmr/mn, no 2 mMn B 06MEXEHOI0 06MEeXEHO TNy - nogaHHA oHosneHoro CEP Ne R1-CEP 2004-075- peyenmom
340POB'A amnyni; no 10 amnyn B | BignoBiganbHi BiANOBiAA/IbHICTIO Rev 04 ana A®I meToknonpamigy rigpoxiopuay Big, BXxe
KapTOHHI KopobLi 3 CTIO "®apmMaueBTUYHA 3aTBepxeHoro Bupo6Huka IPCA Laboratories Limited,
neperopogkamu; no 2 "GapmaueBTun KoMnaHis "3gopos'a” India, 3i 3MiHOI Ha3BM BMPOGHMKA Ta LOMNOBHEHHS
M B amnysii; no 5 YHa KOMMaHis cneumdikauii A®| nokasHMKOM «3asnLLKOBa KisTbKICTb
amnyn y 6nictepi; no 2 "3p0pos'a” OpraHiYHUX PO3YMHHUKIB»; 3MiHU Il TUNY - BBEAEHHS
6nicTepy B KAPTOHHIN HOBOro BMpo6HUKa APl meTokonpamigy rigpoxnopuay
Kopo6Li; no 2 mn B Anphar Laboratories (P) Ltd, India 3 HagaHHAM MacTep-
amnyni; no 10 amnyn y thaiina Ha A®l (ANP/TD-M/001/01 02-01-2019)
6nicTepi; no 1 [04aTKOBO [0 3aTBEPAKEHOr0 BUPOGHMKA
6nicTepy B KapTOHHIl
Kopobui
95. METOK/NOMP | Tabnetku no 10 Mr no ToBapucTBO 3 YkpaiHa ToBapucTso 3 YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianiB:3miHu | 3a UA/4973/02/01
AMIA- 10 TabneTtok y 06MexeHo 06MexeHot My - nogaHHA oHossieHoro CEP Ne R1-CEP 2004-075- peyenmom
340POB'A 6nictepi, no 2 abo 5 BiANOBiAaNbHI BiANOBIAAILHICTIO Rev 04 ana A®l Metoclopramide Hydrochloride
6nicTepiB y KAPTOHHIN CTI0 "®apmaueBTnYHa monohydrate Bif Bxe 3aTBepAXeHoro BupobHuka IPCA
KopoobLi "apmauesTu KoMnaHisa "3go0pos'a” Laboratories Limited, India, Sk Hacnigok 3miHa Ha3Bu Ta
YyHa KOMMaHis aapecu BupobHuka A®I, npuBeaeHHs cneyndikauii Ta
"3p0pos'a” MeTogiB KOHTponto A®| o BuMor moHorpadii
Metoclopramide Hydrochloride monohydrate EP, Ta
[OMOBHEHHS cnewumaikaLii HOBUM NOKa3HUKOM
«3a/ILLIKOBA KiNbKICTb OPraHiyHNX PO3YNHHUKIB» 3
BiANOBIAHUM METO40M BMNPO6YBaHHSA Yy BiANOBIAHOCTI
0o CEP; 3miHn | Tvny - £OAATKOBO A0 3aTBEPKEHHOrO
nocTavasnbHviKa NepBUHHOTO NakyBaHHS (honbru
anoMiHieBOT) BBOAUTLCSA HOBUIA MocTavyasibHUK TOB
“AnTpeiig”, YkpaiHa. CneumdikaLii Ta MeTOA4M KOHTPOSO
SIKOCTi IAEHTUYHI. AKICHI ab0 KisTbKiCHI 3MiHU cknagy
nakyBa/IbHOTO MaTepiasy BifiCyTHi; 3anponoHOBaHo:
TOB “AnTpeiig”, YkpaiHa; BAT «Pycan CasHan»,
Pociiicbka ®epepauin, AT “TexHonoris”, YkpaiHa; 3MiHu
Il TNy - BBEAEHHSA HOBOTO BUPOGHMKa ADI
MeToknonpamiay rigpoxnopuay Anphar Laboratories (P)
Ltd, India 3 HagaHHAM macTep-gaiina Ha APl (ANP/TD-
M/001/01 02-01-2019) fofaTkoBO A0 3aTBEPAXKEHOTO
BUpOGHMKa AdI
96. MIPEHA BHYTPILLHbOMATKOBa Baiiep Oy diHnAHAIa Baiiep Oy DiHnAHgISA BHECEHHS 3MiH 0 peecTpauiiHux matepianiB:3mMiHn | 3a UA/8614/01/01
cuctema 3 TMNY - 3MiHW A0 IHCTPYKLT 4N MeAMYHOro 3aCTOCYBaHHS peyenmom

NIeBOHOPrecTpesiom,
52 wmr (20 mkr/24
rofivHN);
BHYTpPiLLHbOMATKOBa

niKapcbKoro 3acoby a0 posainy "OcobnnsocTi
3acTOCyBaHHSA " LWOA0 6e3nekn 3acToCyBaHHS AitoHoi
peyoBUHM NTEBOHOPrecTpeny, BignoBigHO 40
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

cucTema Ta npucTpii
[N BBEEHHS
(3anasHuii B okpemuii

6nicTep), 3anakoBaHi B

CTEPUNBHUIA,
3anasiH1in MilLleyok,
LU0 MOMILLAETLCS B
KapTOHHY nayky

pekomeHgauiii PRAC EMA

97.

MITOKCAHTP
OH "EBEBE"

KOHL,eHTparT ans
pO34nHy AN1s iHdy3il,
2 mr/mn; no 5 mn (10
mr) a6o no 10 mn (20
Mr) y donakoHi; no 1
hnakoHy B KOpO6Li

EBEBE
Papma
Fec.m.6.X.
Hdor Kl

AscTpis

EBEBE ®apma
lec.m.6.X. Hdor. KT,
ABCTpis (NOBHWIA
LKA BUPOGHMLTBA);
Na6op N1+C AT,
HimeuunHa
(TectyBaHHs); MM/
Mikpob6ionoriwec
Mptochnabop Mm6X,
ABCTpis
(TecTyBaHHS)

AscTpis/
HimeyuunHa

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu |
TUMy - NpUBeLEeHHS cneuudikauii 4OMOMiXXHOI pe4yoBUHM
KMCNOTU XJIOPUCTOBOAHEBOI Y BiZNOBIAHICTb 40
MoHorpadpii EP gitouoro BugaHHs; 3miHu | Tuny -
npuBefeHHs cneuudikauii 4ONOMiIXXHOT Pe4YoBUHM
KMCNOTW OUTOBOI Y BiANOBIAHICTb A0 MOHOrpadii EP
Ai04Oro BUAAHHS; MiHW | TUNY - NpuBEAEHHSA
cneuudikauii 4OMOMKHOI peyoBMHM HaTpilo aueTary
TpurigpaTy y BiANOBIAHICTL A0 MoHOorpadii EP aitoyoro
BUAAHHS; 3MiHW | TUMY - NpuBeAeHHs cneuudikauii
[OMOMDKHOT peYOBMHY HaTpito cynbdary 6e3B04HOro y
BignoBigHICTb A0 MOHorpadii EP aitoyoro BugaHHs; 3iHu
| TNy - NprBeAeHHs cneumdikadii 4ONOMiIXXHOT
peyoBUHM BOAW AN15 iH'EKL Y BiANOBIAHICTb A0
MoHorpadii EP fitoyoro BuaaHHs; 3miHu | Tuny -
npuBefeHHs cneuudikauii 4ONOMKHOI Pe4YOBMHN a3oTy
Yy BignoBigHiCTb A0 MoHorpadii EP gjtoyoro BuaaHHs;
3MiHK | TUNY - NpuBeAeHHS cneumdikalii 4ONOMDKHOT
PEeYOBUHM HATPIO X10pUAY Y BiANOBIGHICTb A0
MOoHorpadoii EP gitoyoro BugaHHs

3a
peuyerimom

UA/3145/01/01

98.

MIPOPTUK

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34YUHHI, N0
180 wr, no 10
TabneTtok y bnictepi;
no 12 6nictepis y
Kopo6Li 3 KapTOHY

Hosapric
dapma Al

LLiBeiiuapis

HosapTic ®apma
MpogakwH MbX,
HimeuunHa,
HosapTic ®apma
LLTeliH Al,
LLiBefiuapis

HimeuunnHa/
LLBeiuapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu |
MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn fo
y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHH:A hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapMakoHarnsgy 3asiBHMKa 415
3aiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0c0o6W, BignoBigaibHOI 3a
3[jiCHeHHs hapmakoHaraay (BKIKYauM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-caiina
cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXKeHO|
ocobu 3asBHUKA, BIANOBIAAIbHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuia: David J Lewis, B.Sc (Hons),
Ph. D. 3miHa KOHTaKTHUX AaHWUX YNOBHOBaXXeHOI 0cobu
3a8BHMKa, BiANOBIAa/IbHOI 3a hapmakoHarnsg

3a
peyenmom

UA/8947/01/01

99.

MIPOPTUK

TabneTkn, BKPUTI
060/10HKOIO,
KULLIKOBOPO34VHHi, M0

Hosapric
dapma Al

LLiBeiuapis

HosapTic ®apma
MpogakwH M6X,
HimeyumnHa;

Himeuunna/
LBeliuapis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu |
TMRY - 3MiHN Woao 6e3nekn/etekTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHM go

3a
peyenmom

UA/8947/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

360 wmr no 10
TabneTok y 6nicrepi;
no 12 6nictepis y
KOpOO6Lii 3 KapTOHY

HoBapTic ®apma
LTeliH AT,
LBeliuapis

y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH: hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa ans
3ailicHeHHA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiIMiHHa BiJ YNMOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLLeHHi MacTep-ghaiina
cucTemMu hapmakoHarnsgy) - 3MiHa yNnoBHOBaXKEeHOT
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg.
MponoHosaHa pepakuis: David J Lewis, B.Sc (Hons),
Ph. D. 3miHa KOHTaKTH/X AaHUX YNOBHOBaXKEHOT 0CO6M
3asBHVKa, BigNOBiAa/IbHOI 3a papMakoHarnsg

100.

M-KACT

TabneTkv XyBasibHi No
4 mr no 10 TabneTok y
6nictepi; no 3
6nicTepy B KAPTOHHIN
Kopoobui

Aypo6iHao
dapma /114

IHgis

Aypobingo ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu |
UMYy - 3MiHW Woao0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsagy. BeegeHHs abo 3miHn fo
y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHOT ocobu,
Bi4NOBiAa/IbHOI 3a 34iCHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3assHuKa s
3ajiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHA Bif, YNOBHOB&XeHOI 0CO6W, BiANOBIAA/ILHOI 3a
3[jicCHeHHs1 hapMakoHaraay (BK/IKYakouM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemn chapmakoHarnsgy) - 3MiHa ynoBHOBaXKEeHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuin: MaH XaHymaHTy MNeHyanas.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6U
3asBHMKa, BiANOBIAAILHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnifg B YkpaiHi.

MponoHoBaHa pepakuis: CamoiineHko Aptem MaBioBuy.

3MiHa KOHTaKTHUX faHuX KOHTaKTHOI ocobu
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa micus 34ilicHeHHS
OCHOBHOI ZlisNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxoMKeHHs macTep-aiina cucremu
chapmakoHarnsgy

3a
peuyerimom

UA/14341/01/01

101.

M-KACT

TabneTku XyBasibHi M0
5 mr no 10 Tabnetok y
6nicTepi; no 3
6nicTepy B KAPTOHHIi
Kopobui

AypobiHa0
Papma /114

IHais

Aypob6iHao Papma
Nimiten - FOHIT VII

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu |
MRy - 3MiHK Woao 6e3nekn/edeKkTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn 1o
y3arasibHeHUX JaHnx npo cucTemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXXeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 hapMakoHarisay 3asiBHMKa 415

3a
peyenmom

UA/14341/01/02




52

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

3AjiicHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0co6W, BignoBigaibHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYarUy KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-chaiina
cucTemu hapmMakoHarnsay) - 3MiHa ynoBHOBaXKeHO|
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsag,.
MponoHoBaHa pepakuis: MNaH XaHymaHTy MeHvanas.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0co6u
3asBHMKa, BiANOBIAaIbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBiAa/IbHOT 32 hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakisi: CamoiineHko Aptem MaBoBuY.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6m
YMOBHOBaXXEHOT 0CO6M 3aABHUKA, BigMnoBifabHOT 3a
thapmakoHarnsg, B YkpaiHi. 3MiHa micus 34ilicHeHHs
OCHOBHOI AjsiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-daiina cuctemu
hapmakoHarnsgy

102.

MOMAT
KPEM

kpem 0,1 %; no 5 r abo
15 r B Ty6i; no 1 Ty6i y
KapTOHHI ynakosL,i

rneHmapk
PapMacboTUK
ans NiTa,.

IHgis

neHmapk
PapmacboTrKan3
Nimiten, HAais;
neHmapk
PapmacboTrKan3
nra.,

IHais

BHECEHHS 3MiH 0 peecTpavjiiiHiX MmaTepianis:
YTOUHEHHSA npoueaypu B Hakasi MO3 YkpaiHu Ne 332 Big,
17.02.2020 - 3aTBEpPMKEHHS TEKCTY IHCTPYKUIT Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
PeecTpauiiiHoro nocsigueHHs NeUA/7827/01/01,
3arBepmxeHoro Hakasom MO3 Ykpainu Big 12.08.2019
Ne 1772. InchopmaLiisi, BUKkageHa B IHCTpyKUii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby,
Bignosigae iHchopmavii pepepeHTHOro flikapcbkoro
3acoby E/TOKOM®, kpem 0,1 %.

3a
peyenmom

UA/7827/01/01

103.

MOMAT
MA3b

ma3b 0,1 %; no 5 r abo
15y Ty6i; no 1 Ty6i y
KapTOHHIA ynakoBL,i

neHmapk
PapmMacboTuK
ans fi1g.

IHais

neHmapk
PapmacboTrKan3
Nimiteg, IHAis;
neHmapk
PapmacboTrKan3
na.,

IHais

BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis:
YTOUHEHHS npoueaypu B Hakasi MO3 YkpaiHn Ne 332 Big,
17.02.2020 - 3aTBepayKeHHs TeKCTY IHCTPYKUiT aAns
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
PeecTtpaujitHoro nocsigueHHss NeUA/7827/02/01,
3aTBepxeHoro Hakazom MO3 Ykpainu Big 12.08.2019
Ne 1772.

IHchopmavis, BuKknageHa B IHCTPYKLiT 418 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby, Bignosigae
iHhopmawii pechepeHTHOro nikapcbKoro 3acoby
E/TOKOM®, masb 0,1 %.

3a
peyenmom

UA/7827/02/01

104.

HA3OHEKC®

cnpeii HasaslbHUIA,
[o30BaHuii, 50
MKr/go3y; no 18 r (140
[03) cycrneHsii y
nonieTnieHosomy
NakoHi 3 fo3yUnM
HacocoM-
posnuatoBayem,

LWepiHr-Mnay
CeHtpan lct
Al

LLiBeiiuapis

MC/ IHTepHeLwHN
"M6X (chinis
Cinranyp), CiHranyp;
LWepinr-Mnay Na6o
H.B., Benbris

Cinranyp/
Benbris

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu |
TMNy - npuBefeHHs cneundikauii A®l MmomeTa3oHy
oypoaTy MOHoOrigpaT y BiAMOBIAHICTb A0 Ajto4oi
MoHorpadii EP

3a
peyenmom

UA/7491/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
3aKpUTVIM KOBMNAYKOM,
no 1 cpnakoHy y
KapTOHHI Kopo6Li
105. | HABOHEKC® | cnpeii Ha3asbHWiA, LepiHr-Mnay LLiBefuapis LWepinr-Mnay Na6o Cinranyp/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/11264/01/01
CUHYC [o30BaHuit, 50 CeHTtpan Ict H.B., Benbrig; MCL, Benbris TUny - NpuBeAeHHsA cneundikavii A®l o MoHorpadii peyenmom
Mkr/go3y; no 10 r (60 Al IHTepHewHn M6X €D, a TakoX paHille 3aTBepMKeHi NOKasHUKM «Po3mip
[03) cycneHsiiy (piniss Cinranyp), YacToK», «3asINLLKOBI KiNIbKOCTi OpraHiuHmx
nosieTuneHoBoMy CiHranyp PO3UMHHYKIB(aLETOH)», «MikpobiosoriyHa uncTota»
oNakoHi 3 f03yUNM 3aULLA0TLCA K A0AATKOBI MOKA3HUKM
Hacocom-
posnuoBayem,
3aKpUTVIM KOBMAYKoM,
no 1 donakoHy y
KapTOHHI/ KOopoo6Li
106. | HAUSUNAT TabneTku, BKpUTI [-p Pegpi'c IHAiA [-p Pegpi'c IHAjisa BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu | 3a UA/12159/01/01
NNiBKOBOO Na6opaTtopic Na6opaTopic /174, TMny - 3MiHK 3 SKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
060/10HKOI0, N0 600 M ntp, BupobHnua Yy BUPOGHULITBI. 3MiHW BUNPOGYBaHb abo A0NyCTUMUX
no 10 TabneTok y AinbHWUS - 11 MeX, BCTAHOB/IEHMX Y creumdikayisx, nig vac
6nicTepi; no 1 BVMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby (iHLUi 3MiHK)
6nicTepy B KapTOHHiIl BUTYYEHHS NOKa3HUKIB «Onuc», «Boga», «KinbkicHe
Kopobui BM3HAYEHHS» Nif, Yac NPOMDKHOrO KOHTPOsI0 sKocTi M13.
[laHi NokasHVKM KOHTPONIOKTLCS Y BanialifiHUX cepisix.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPMAKEHHS. 3MiHN | T1ny - 3MiHK 3 SKOCTI. [OTOBMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbkoro 3acoby (36inbweHHs TepMiHY NPUMAATHOCTI
roToBOro Nikapcbkoro 3acoby) - [11a Toproeoi ynakoBku
(niaTBEPMKYETHCA AAHUMU PEAsILHOTO Yacy)
36i/IbLUEHHSI TEPMiHY NPUAATHOCTI FOTOBOTO J1iKApCbKOro
3aco6y Ha OCHOBI NO3UTUBHUX pe3y/bTaTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTabiNbHOCTI y peasibHOMY
yaci: 3arBepmxeHo: TepMiH NpuaaTHOCTI 2 poku
3anponoHoBaHo: TepMiH NpUAaTHOCTI 3 POKK
BBefeHHs 3MiH NpOTAroM 6-Tu MicALUiB nicas
3aTBEPKEHHS.
107. | HEMPOMY/b | TabneTku, BKpUTI TOB «BAYL YkpaiHa I.J1. dapma M'mbX, ABCTpist 3MiHM | TUny - 3MiHa HaliMeHyBaHHS Ta/abo agpecu 6e3 UA/5926/01/01
TUBIT NNiBKOBOIO XEJIC» ABCTpis 3asBHMKa (BNacHMKa peecTpaLiiHoro NocBigYeHHs) - peyenma
060/10HKOH0, Mo 20 3MiHa HallMeHyBaHHS 3asiBHMKa (BnacHuKa
TabneTok y 6nictepi; BMPOBHUK peecTpayjiiiHoro noceig4eHHs). 3anponoHosaHo: TOB
no 1 6nictepy B BiANOBIAabHUIA 3a «BAYL XEJIC», YkpaiHa. BeBefieHHs1 3MiH NpoTArom 6-Tu
KOpo6L,i 3 KAapTOHY BUNYCK NPOAYKTY: MiCALiB Mic/A 3aTBepAKEHHS
I.J1. dapma M'méX,
ABCTpis
108. | HEMPOMY/b | TabneTku, BKpUTI TOB Ykpaina 1. dapma 'M6X, ABCTpIs BHECEHHS 3MiH [J0 peecTpaLiiHmx 6e3 UA/5926/01/01
TUBIT NiBKOBOIO "BAJIEAHT AscTpis; ['.J1. Papma mMarepianis:BuUNpaBaeHHA TEXHIYHOT NoMuNkn y MKA peyenma
060/10HKOH, M0 20 PAPMACBHIOT 'M6X, ABCTpist N3, sika 6yna gonyuieHa npu nepepeectpauii 13
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs

Tabnetok y 6nictepi; IKAN3" (BMPOGHMK (Haka3 Ne 264 Big 13.04.2012 p.) Nnpu nepeHeceHHi
no 1 6nictepy B BiAnoBiganbHMi 3a iHchopmaLii 3 peecTpauiiiHoro gocbe (po3gain 3.2.P.5) 3a
KOpPO6Lii 3 KApTOHY BUNYCK MPOAYKTY) nokasHukom «KinbkicHe B1U3Ha4YeHHsi LjiaHokobanamiHy

109. | HEO®NA3IA, ryCTUIA eKCTpaKT ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | - UA/16520/01/01
(cybeTaHuin) y 06MEXEHO 06MEeXeHO TUNY — BHECEHHS 3MiH 10 MaTepianiB peecTpauiiiHoro
EMHOCTSIX 3 BiANOBIAA/bHI BiANOBIAALHICTIO [0Cbe, p. 3.2.5.2.2. Onnc BUPOGHMYOTO NpoLecy i lioro
Hepxasitouoi cTai cTio "HaykoBo "HaykoBo - KOHTPO/b, @ came BUyYeHHs cTagil «3HeBOAHEHHS
ab0o kaHicTpax - BUPOGHMYa BMpO6GHMYaA cYCTeMU BUNapoBaHHsS» (BUAa/IEHHS 3aUULLKIB BOAMN
naacTMacoBux ans KOMMaHis KOMMaHis OUMLLEHOI NiCNS OYMLLEHHS 061aAHaHHS) B
hapmaLeBTUYHOro "Ekocpapm” "Ekocpapm” TEXHO/0rYHOMY Mpoueci BUPOOHNLTBaA cybCcTaHLil
3acTocyBaHHs

110. | HITPO-MIK® KOHUEeHTpaT ans TOB HB® Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/2622/02/01
pO34uHy A5 iHdy3il, "MIKPOXIM" akuioHepHe TUMY - 4ONOBHEHHS METOAM BUNPOGyBaHHSA AD| peyenmom
1mr/Mnno5mne TOBapuCTBO NoKa3HWKOM "BakTepiasibHi eHO0TOKCUHN"; 3MiHW | Tvny -
amnyni; no 10 amnyn y "Mekxim-Xapkis" 3MiHM po3mipy cepii A®|, 3anponoHoBaHo: MpoMuc/iosa
nadui 3 KapToHy cepis HitporniuepuHy pos6asneHoro 20,0 kr a6o 120,0

KK
111. | HYBIK/ NMOPOLLOK Ta OkTahapma ABCTpIst BeTtTep dapma- HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB:3miHu || 3a UA/17140/01/01
NUWIQ® PO3UYUHHUK A9 dapmaueBTuK ®epTiryHr F'M6X & Lseuis TUNY - 3MiHW 40 [HCTPYKLiT ANA MeAUYHOro 3aCTOCYBaHHsA peyenmom

PO34UHY A5t iH EKLA, a Ko. KI, HimeuunHa niKapcbKoro 3acoby A0 po3ainis "®apMakoiorivHi
250 MO; 1 dnakoH 3 MpopaykTioHcTre (BizyasibHa BnactTmBocTi", "Cnoci6 3acTocyBaHHsA Ta fo3n", "MobiyHi
nopotukom, 1 c. M.6.X. iHCnekuis, peakuii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
nonepeaHL0 BUNPOBYBaHHSA focbe. TepMiH BBEAEHHSA 3MiH NPOTArom 6 MicALUiB nicns
3aMoBHEHWIA WNpUL, 3 cTabinbHoCTI 3aTBEPAKEHHS; 3MiHM || TUny - 3MiHM BHECEHO A0
PO34YMHHMKOM No 2,5 PO3YMHHVKA); IHCTPYKUIT 418 MEeAMYHOro 3aCTOCyBaHHS Nikapcbkoro

mn (Boaa ANs iH'eKLilA)
pa3oM 3 KOMMIEKTOM
[0S PO3YMHEHHS i
BHYTPILLHLOBEHHOTO
BBefeHHs (1 agantep
Ons BioKpUTTA
donakoHy, 1 ronka-
MeTenNvK, 2 NPOCOYeHi
CNMPTOM TamroHu) B
KapTOHHilA KOpo6L

BeTTep ®apma-
depTiryHr N'm6X Ta
Ko. KI', HimeyunHa

(Bupo6HuuTBO,

BMNPOOYBaHHS
AKOCTI, Bizyas/ibHa

iHcnekwyjs
PO3YMHHKKA);

BeTTep ®apma-
®epTiryHr Fm6X Ta
Ko. KI', HimeuwunHa

(BizyasnibHa
iHCnekuis,

BMNPOOYBaHHS
SIKOCTi, MapKyBaHHs1

Ta BTOPUHHE
nakyBaHHs
PO3YMHHVKKA);

BeTTep-®apma
depTiryHr N'm6X Ta
Ko. KI', HimeyunHa

(BunNpobyBaHHs
SIKOCTI, BisyasibHa

3acoby [0 po3ainis "dapmakonoriyHi BnacTuBocTi”,
"Cnoci6b 3acTocyBaHHs Ta go3un", "OcobanBoCTi
3acTocyBaHHs", "Mob6iuHI peakuii” BignosigHoO 40
marepianis peecTpauiiiHoro Aocke. TEPMiIH BBEAEHHS
3MiH NPOTArom 6 MiCSILiB MiCNA 3aTBePAKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

iHCnekujs
PO3UMHHKKA);
Okradapma Ab,
LLBewis (BUPOGHNK,
BiAnoBiganbHMi 3a
BMPOGHULITBO in
bulk, nepeunHHe
nakyBaHHs,
BisyaslbHy
iHCnekujto,
BUMPOOYBaHHA Ha
LiNiCHICTb,
BMNPOOYBaHHSA
SAKOCTI, BUNYCK cepil
KIHL,EBOro NpoAyKTy
(nopowka ans
po34nHy Ans
iH ek Ta
PO3UYMHHNKA));
OkTathapma [leccay
'm6X, HimeyunHa
(BMPOGHMK,
BiAnoBiganbHMi 3a
Bi3yaslbHy iHCMEeKL;jt0
Ta BUNPOOYBaHHSA Ha
LinicHicTb ansa
nopoLuka ans
pO34nHy Ans
iH eKUil,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro npoaykra
(nopowka ans
pO34nHy Ans
iH ek Ta
PO34YMHHKKA))

112.

HYBIK |
NUWIQ®

MOPOLLIOK Ta
PO3YMHHWK AN
PO34uHY A5 iH EKL,
500 MO; 1 dnakoH 3
nopoLukom, 1
nonepegHL0
3anoBHeHW Wnpuy, 3
PO3UYMHHMKOM MO 2,5
MA (Bogda ANs iH'eKLNA)
pa3oM 3 KOMM/IEKTOM

01151 PO3YMHEHHS |

OkTathapma
PapmaLeBTUK
a
MpopaykTioHcre
c. M.6.X.

ABCTpist

BeTTep ®apma-
depTiryHr r'm6X &
Ko. KI', HimeyunHa

(BizyasnibHa
iHCnekuis,

BMNPOOYBaHHSA

cTabifibHOCTI
PO3UYNHHVIKA);

BeTTep ®apma-
PepTiryHr F'M6X Ta
Ko. KI', HimevyunHa

Himeyunna/
Lseuis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:3aMiHu Il
TUMY - 3MiHW A0 IHCTPYKUii AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3zainis "®apmakosioriyHi
BnactusocTi", "Cnoci6 3acTtocyBaHHA Ta f03u", "IMo6GiuHI
peakuii" BiANOBIAHO A0 MaTepianis peecTpauiiHoro
[ocbe. TepMiH BBeAEHHS 3MiH NPOTArom 6 MicauiB micas
3aTBEPMKEHHS; 3MiHM || TUMY - 3MiHW BHECEHO [0
IHCTPYKUIT AN MEANYHOTO 3aCTOCYBaHHSA NMiKapCbKOoro
3acoby Ao po3ginis "®apmakonoriyHi BnactmeocTi”,
"Cnoci6 3acTocyBaHHsa Ta fo3un", "OcobanBoCTi
3acTocyBaHHs", "Mob6iyHi peakuii" BigNoBigHO A0

3a
peyenmom

UA/17140/01/02




56

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
BHYTPILLUHLOBEHHOTO (Bupo6HuuTBO, marepianis peecTpauiiHoro Jocke. TePMiH BBEAEHHS
BBeeHHs (1 agantep BMNPOOYBaHHSA 3MiH NPOTArom 6 MicALiB Micna 3aTBepAKeHHs
Ons BigKpUTTA AKOCTI, BidyasibHa
chnakoHy, 1 ronka- iHCMekuyjs
MeTenvK, 2 NPOCoYeHi PO3YMHHVKA);

CNUPTOM TamrnoHK) B
KapTOHHI/ KopoobLi

BeTTep ®apma-
®epTiryHr F'm6X Tta
Ko. KI', HimeuunHa

(BisyanibHa
iHCnekuis,

BMNPOOYBaHHSA
AKOCTI, MapKyBaHHS

Ta BTOPWHHE
nakyBaHHs
PO3UYMHHVIKA);

BetTtep-®apma
®epTiryHr FM6X Ta
Ko. KI', HimeuunHa

(BUNpobyBaHHs
AKOCTI, BisyasibHa

iHCnekwyjs
PO34YUHHVIKA);

Oxtathapma AB,
LseLis (BUPOBHUK,
BiANOBIAA/IbHMI 32

BMPOBHMLTBO in

bulk, nepsuHHe

nakyBaHHs,
Bi3yasibHy
iHCnekuito,
BUMPOOYBaHHA Ha
LiniCcHICTb,

BUNPOBYBaHHSA
AKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy

(nopowka gns
pO34nHy Ans
iH eKuUili Ta
PO3UYMHHYKA));
OkTtachapma [eccay
mM6X, HimeuunHa
(BUPOGHUK,
BiANOBIAA/IbHMI 32
Bi3yasibHy iHCNeKLjto
Ta BUNPOBYBaHHSA Ha
yinicHicTb ansa
nopoLuka ans
pO34mMHy Ans
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
iH ek,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHS
KiHLLeBOro npogykTa
(nopowka gns
pO34nHy Ans
iH eKuUili Ta
PO34YMHHVKKA))
113. | HYBIK/ MOPOLLIOK Ta OxTadapma ABcTpis BeTtTep ®apma- HimeuunHa/ BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis:3aMinu Il 3a UA/17140/01/03
NUWIQ® PO3UYUHHWK 419 dapmaueBTuK PepTiryHr N'm6X & LBewis TUMY - 3MiHW 40 [HCTPYKLiT ANA MeAUMYHOro 3aCTOCYBaHHS peyenmom

PO3unHy ANS iH EKLi, a Ko. KI', HimeuunHa nikapcbKoro 3acoby A0 po3ginis "®apmakosnoriyHi
1000 MO; 1 cpnakoH 3 | MNpoaykTioHcre (BisyasibHa BnacTmBocTi", "Cnocib 3acTocyBaHHsa Ta fo3u", "To6iyHi
nopotukom, 1 C. M.6.X. iHCnekuis, peakuii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
nonepeaHL0 BMNPOBYBaHHSA [ocbe. TepMiH BBEAEHHS 3MiH NPOTArom 6 MicAUiB nicns
3anoBHEHWIA Wnpu, 3 cTabinbHOCTI 3aTBEPKEHHS; 3MiHM || TUMy - 3MiHW BHECEHO 0
PO34YMHHMKOM No 2,5 PO3YMHHVKA); IHCTPYKUIT 415 MEeAMYHOrO 3aCTOCyBaHHS Nikapcbkoro

M (Bogda AN1s iH'EKLN)
pa3oM 3 KOMMIEKTOM
[0S PO3UMHEHHS |
BHYTPILLUHbOBEHHOTO
BBefeHHs (1 agantep
Ons BiAKPUTTSA
donakoHy, 1 ronka-
MeTenvk, 2 NPOCoYeHi
CMMPTOM TamrnoHu) B
KapTOHHI KopoobLi

BeTTep ®apma-
®epTiryHr Fm6X T1a
Ko. KI', HimewunHa

(Bupo6HuuTBO,

BMNPOOYBaHHSA
AKOCTI, BisyasibHa

iHCnekwyjs
PO34YUHHVKA);

BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

(BizyasnibHa
iHCnekuis,

BMNPOBYBaHHSA
AKOCTi, MapKyBaHHSA

Ta BTOPUHHE
nakyBaHHS
PO3UMHHVKKA);

BeTTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', HimewunHa

(BUNpobyBaHHs

AKOCTI, BidyanbHa
iHCnekuis
PO3UYNHHVIKA);

OxTadapma Ab,
LLiBeuist (BUPOBHUK,
BiAnoBiganbHNI 3a

BMPOGHULITBO in

bulk, nepsuHHe

nakyBaHHs1,

3acoby A0 po3ginis "dapmakooriyHi BNacTuBocTi”,
"Cnoci6 3acTocyBaHHS Ta fo3un", "OcobmBocTi
3acTocyBaHHs", "Mo6ivHi peakuii" BignoBigHO A0
martepianis peecTpauiiiHoro gocbe. TepMiH BBEAEHHS
3MiH NPOTAroM 6 MiCALIB MiC/1A 3aTBEPAXKEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

BisyasibHy
iHcnekuito,
BMNPOBYyBaHHA Ha
LiNiCcHICTb,
BMNPOBYBaHHSA
AKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy
(nopowwika ansa
pO34nHy Ans
iH eKyin Ta
PO3UYNHHUKA));
OkTachapma [leccay
mM6X, HimewunHa
(BUPOGHUK,
BiANOBIAaIbHUIA 38
Bi3yasibHy iHCMEKLjit0
Ta BUNPO6YBaHHSA Ha
LinicHicTb Ans
nopoLuka ans
po34nHy Ans
iH EKLiA,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
KIHLLeBOro npogykra
(nopowwika ansa
pO34nHy Ans
iH eKyin Ta
PO3YMHHKKA))

114.

HYBIK |
NUWIQ®

NOpPOLLIOK Ta
PO3YMHHVK AN
PO34UHY A5t iH EKL,
2000 MO; 1 chnakoH 3
nopoLukom, 1
nonepeaHLo
3anoBHEHWIA WnpuL, 3
PO34YMHHMKOM Mo 2,5
M (Bofa ON1s iH'EKLNA)
pa3oM 3 KOMMIEKTOM
0N PO3YMHEHHS i
BHYTPILLHLOBEHHOTO
BBeAEHHs (1 agantep
ONA BigKpUTTA
donakoHy, 1 ronka-
MeTEesIMK, 2 MPOCOYEHI
CMMPTOM TamroHu) B
KapTOHHIA KOpooLi

OkTachapma
PapmaueBTuK
a
MpopaykTioHcre
c. M.6.X.

AscTpist

BetTep ®apma-
®epTiryHr F'M6X &
Ko. KI', HimewunHa

(BisyanibHa
iHCnekuis,

BUNPOBYBaHHSA

cTabifbHOCTI
PO34YUHHVKA);

BeTTep ®apma-
®epTiryHr F'm6X Ta
Ko. KI', HimeyunHa

(Bnpo6HMLTBO,

BMNPOBYBaHHSA
AKOCTI, BidyanbHa

iHCnekuis
PO3UYNHHVIKA);

BeTTep ®apma-
PepTiryHr F'M6X Ta
Ko. KI', HimevyunHa

HimeyunHa/
LBeuis

BHECEHHS 3MiH [0 peecTpaLiiHux maTepianis:3Minum Il
TMNY - 3MiHN A0 IHCTPYKLIT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis "®apMakoiorivHi
BnacTmsocTi", "Cnocib 3acTtocyBaHHs Ta fo3un", "Mob6iyHi
peakujii" BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
nocbe. TepMiH BBeieHHS 3MiH NPOTAroM 6 Micauis nicas
3aTBEPMKEHHS; 3MiHM || TURY - 3MiHW BHECEHO [0
IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYyBaHHS NikapCcbKoro
3acoby [0 po3ainis "dapmakonoriyHi BNacTuBocTi”,
"Cnoci6 3acTocyBaHHA Ta go3n", "OcobmsocTi
3acTocyBaHHs", "lMob6iyHI peakuii" BignoBigHO 40
marepianiB peecTpauiiHoro Aocke. TEPMIH BBEAEHHS
3MiH NPOTAroM 6 MICALIB MiCNA 3aTBEPAKEHHS

3a
peuyerimom

UA/17140/01/04
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
(BisyasibHa
iHCnekuis,
BUNPOBYBaHHSA

AKOCTI, MapKyBaHHS
Ta BTOPUHHE
nakyBaHHs
PO34YUHHVIKA);
BeTtTep-®apma
®epTiryHr F'm6X Ta
Ko. KI', Himeyunna
(BUNpoGYBaHHS
SIKOCTI, BisyasibHa
iHCnekujs
PO3UMHHVKKA);
Oktadapma Ab,
LLiBewis (BUPOGHNK,
BiAnoBiganbHMi 3a
BMPOGHULITBO in
bulk, nepeuHHe
nakyBaHHs,
BisyaslbHy
iHCnekujto,
BUMPOOYBaHHA Ha
LiNiCHICTb,
BMNPOOYBaHHSA
SAKOCTI, BUNYCK cepil
KIHL,EBOro NpoAyKTy
(nopowka ans
po34nHy Ans
iH ek Ta
PO34YMHHNKA));
OkTathapma [leccay
'm6X, HimeyunHa
(BMPOGHMK,
BiAnoBiganbHMi 3a
Bi3ya/lbHy iHCMEKL;jt0
Ta BUNPOOYBaHHSA Ha
LinicHicTb ansa
nopoLuka ans
pO34nHy Ans
iH eKUil,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro npoaykra
(nopowka ans
po34nHy Ans
iH ek Ta
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
PO34YMHHKKA))
115. | OKTArAM pO34uH ANs iHy3iit OkTathapma ABCTpist Oxtathapma AB, Lseuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/15583/01/01
10% 10 %, no 20 mn, 50 PapmaLeBTUK Lseuis (BUPOBHNK, Himeuunna/ TUMY - 3aTBEPMAKEHHSA a/lbTEPHATUBHOIO TEKCTY peyenmom
mn, 100 mn a6o 200 a BiAnoBiganbHMI 3a AscTpis/ MapKyBaHHS yMakoBKM NiKapCbKoro 3acoby i3
M1 PO34MHY ANA MpoaykTioHcre BMPOGHMLTBO 38 dpaHuin 3a3HaYEHHSIM MiXKHAPOAHMX NO3HAYEHb OAVHNLb
iHchysii y chnakoHi; no c. M.6.X. NMOBHMM LMKIOM, 3a BVMIiptOBaHHS. TepMiH BBEAEHHS 3MiH - MPOTAroM 6
1 donakoHy B BUK/TIOYEHHAM MicSLB MiCNs 3aTBEPAYKEHHS
KapTOHHIA KOpooLi BTOPVHHOT
ynakoBKMu);
OkTtachapma [eccay
'M6X, HimeuunHa
(BMPOGHMK,
BiANOBiAa/IbHWIA 32
BTOPUHHE
nakyBaHHs);
OkTachapma
dapmaueBTuKa
MpopaykTioHcrec
M.6.X., ABCTpis
(BUPOBHUK,
BiAnoBiganbHNI 3a
BMPOGHMLITBO 3a
NOBHUM LMK/IOM);
Oktadhapma,
®paHuia (BUPOBHUK,
BiAnoBiganbHMii 3a
BMPOGHMLITBO 3a
MOBHUM LMK/IOM, 3a
BUK/OYEHHAM
BTOPVHHOI
YNaKoBKM)
116. | OMEMNPA30/ | kancynu no 20 mr, no TOB Ykpaina TOB "AcTpadapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/9067/01/01
- 10 kancyn y 6nicTepi; "AcTpadhapm" TUNY - OHOB/IEHHS 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHS peyenmom
ACTPA®APM | no 1 abo 3 6nictepu B ynakoBoOK J13. BHECEHHS 3MiH [0 po3Ainy “MapkyBaHHS”
Kopo6Li 3 KapTOHY MKA N3:
3anponoHoBaHo: MapkyBaHHS. BignosigHo o
3aTBEPKEHOIO TEKCTY MapKyBaHHS
117. | OPTO®EH- TabneTku, BKpUTI ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/7252/01/01
340POB'A 060/10HKOH, 06MEXEHO 06MEeXEHO TUMY - 3MiHW A0 IHCTPYKUIT 4151 MEAMYHOTO 3aCTOCYBaHHS peyenmom
KMLLKOBOPO34UHHI, NO BiANOBiAa/bHI BiANOBIA&/IbHICTIO nikapcbKoro 3acoby Ao po3zinis "OcobnmsocTi
25 mr no 30 TabneTok CTI0 "®GapmMaLeBTnYHa 3actocyBaHHs", "Mob6iyHI peakuii" BignoBsigHO A0
y 6nicTepi; no 1 "bapmaueBTu KoMnaHis "3popos'a” OHOB/EHOT iHChopMaLii 3 6e3nekn Ailo4oi peyoBUHY;
6nicTepy B kopobui 3 YyHa KOMMaHis CynyTHS 3MiHa: 3MiHK LLoA0 6e3nekn/edpeKTUBHOCTI Ta
KapToHy; rno 10 "3p0pos'a" hapmakoHarnsagy. BHeceHHs abo 3miHa(u) fo

TabneTtok y 6nictepi;
no 3 6nictepu B
KOpo6Li 3 KapTOHY

3000B'A3aHb Ta YMOB BMJadi peecTpauiiiHoro
NOCBIAYEHHS1, BKtoYatoun MnaH ynpas/iHHA pu3nkamm
(3acTocyBaHHS TEKCTY, SIKWIA NOrOKEHNA 3
KOMNETEHTHUM OpraHoMm)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
118. | OPTO®EH- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianiB:3miHu | 3a UA/7252/01/02
3400POB'A 060/10HKOI0, 06MeXeHo BMpPOGHULTBA, TUMY - 3MiHW A0 IHCTPYKUIT ANS MEeAWYHOro 3aCTOCYBaHHSA peyenmom
®OPTE KMLLKOBOPO3YVMHHI, N0 BiANOBIAA/bHI KOHTPOb AKOCTI, nikapcbKoro 3acoby Ao po3ginis "Ocob6nnBocCTi
50 mr no 10 TabneTok CTHO BUWMYCK Cepii: 3actocyBaHHs", "lMob6iuHI peakuii” BignoBigHO 40
y 6nicTepi; no 1 abo "apmauesTu ToBapucTBO 3 OHOBNEHOT iHhopMaLii 3 6e3nekn 440l peyoBUHY;
no 3 6nictepu B YyHa KOMMaHis 06MEXEHOI0 CYNyTHS 3MiHa: 3MiHW WoA0 6e3nekn/edekTUBHOCTI Ta
KapTOHHI/ KopoobLi "3popos's" BiANOBIAA/BHICTIO thapmakoHarnagy. BHeceHHs abo 3miHa(u) o
"®apmaueBTnyHa 3060B'A3aHb Ta YMOB BUAadi peecTpauiiHoro
KOMMaHis noceifyeHHs, Bkovaoun MNMnax ynpasniHHA pyuvkamu
"3p0poB'a”, YkpaiHa,; (3acTocyBaHHs TEKCTY, SKUIA NOTOAKEHNI 3
BCi cTagii KOMMNETEHTHNM OpraHom)
BMPOGHMLITBA,
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MEXEeHOI0
BiANOBIAA/IbHICTIO
"®APMEKC Ir'Pyn"
119. | OPTATE/Ib® | renb O4HWiA, 2,5 mr/r, CaHnTeH AT diHNAHAIa CaHTeH AT, dinnsangia/ BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasliB:TEXHIYHA 6e3 UA/6605/01/01
no 10 r y cpnakoHi, no DiHNAHAA HimeuunHa nomwuska B MeToAax KOHTposto AkocTi p.Creumdikayis peyenma
1 chnakoHy B (BUPOBHUK,
KapTOHHI/ KopoobLi BiAnoBiganbHNI 3a
BUWMNYCK);
YPCA®APM
ApuHalimitTTens
mM6X, HimewunHa
(BUPOBHUK,
BiAnoBiganbHNI 3a
BMPOGHMLTBO in-
bulk, nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI)
120. | NAHTEHOI/I- Masb 5 %, no 35 r masi TOB "TeBa YkpaiHa Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH 0 peecTpauiiHux matepianiB:3miHn | 6e3 UA/7142/01/01
TEBA y Ty6i; no 1 Ty6iy YkpaiHa" HimeuuunHa (Bunyck TUNY - BHECEHHS 3MiH 0 p. 3.2.P.7 Cuctema KoHTeiHep/ peuyenma
KapTOHHIA KopooLi cepii); Mepkne 3aKyrnoproBasibHWiA 3aci6, a came 3aMiHa KpULLKK AN
M6X, HimeuunHa Ty6m no 35 r 3 matepiany Purell GD 6250 Ha KpuLlKy 3
(BMPOGHMLTBO maTepiany Purell ACP 6541A 3i 3MiHOIO SIKICHOTO cknagy
Hepo3dracoBaHOl martepiany (BUIyYeHHs 3i cknagy mMaTepiany KpULLKu
npoaykKuii, nepBuHHa noniMepHOT CMO/IN); 3 HE3HAYHOIO 3MIHOK BHYTPILLHIX
Ta BTOPUHHa PO3MIpIB KPULLIKK
ynakoBka, KOHTPO/Ib
AKOCTI)
121. | NAHTOMNPA3 | Tabnetku TOB "TeBa Ykpaina TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/16874/01/01
ON-TEBA racTpope3nCTEHTHI NO YkpaiHa" TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI peyenmom

40 wmr; no 7 TabneTok y
6nicTepi, no 2 abo 4
6nicTepu B KOPOO6L;
no 10 TabneTtok y

€sponelicbkiii papmakonei Ne R1-CEP 2010-060-Rev
01 ans pjtovoi pevosrHn Pantoprazole sodium
sesquihydrate Big, BXe 3aTBepakeHoro Bupo6Hmka MSN
LABORATORIES PRIVATE LIMITED, IHgis
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
6nicTepi; no 3
6nictepy B KOpoobLi
122. | NAHTOMPAS3 | nioginizart gns TOB YkpaiHa TOB "®APMEKC YKpaiHa BHECEHHS 3MiH 0 peecTpauiiHux matepianis:3miHu | 3a UA/14870/01/01
on- PO34UHY A5 iH EKLil "®APMEKC reyn" TMny - 3MiHK y cneyudikayii APl y 3B°A3ky 3 peyenmom
DPAPMEKC no 40 mr, 1 donakoH 3 reyn" OHOBNEHHSIM MOHorpadii EP ( Pantoprazole) , BunyyeHo
niodpinisatom B nauui 3 TecT Baxki meTanu; 3aMiHEHO COpOGEHT
KapToHy, 5 ¢hriakoHiB 3 XpomaTorpadiyHoi KosloHkM B meToamui "CynyTHi
niodpinizatom y LOMILLKM"; 3MiHM | TUNY - 3MiHK Y MeTogax
KOHTYPHIli YapyHKOBIi BMNpo6yBaHHA 13 - T. "CynyTHi AOMILLKM" - 3MiHW A0
ynakosui; no 1 onucy NpUroTyBaHHS Po34nHy NopiBHAHHSA (b) y 3B A3Ky
KOHTYPHili YapyHKOBIi i3 3MiHOI (hacyBaHHS CTaHAapTHOrO 3paska
ynakoBLji B nauui 3 Pantoprazole for system suitability; 3minu Il Tuny -
KapToHy BBe/leHHs1 HoBOro BUpobHuka A®I UNION QUIMICO
FARMACEUTICA S.A., IcnaHisi 0 BXe 3aTBepMKeHNxX
BMPOGHWKIB
123. | NAPOKCETW | Ta6netku no 20 mr, no Mepokemi NT Kinp Mepokemi NTA Kinp BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/1498/01/01
H 10 TabneTok y (3aBog AZ) TUMY - 3MiHW 40 [HCTPYKLiT ANA MeAUMYHOro 3aCTOCYBaHHS peyenmom
6nictepi; no 3 NiKapcbKoro 3acoby Ao po3sginy "OcobnnsocTi
6nicTepn y KapTOHHIl 3acTocyBaHHA" WOA0 6e3nekn 3acToCyBaHHSA
Kopobui nikapcbKoro 3acoby 3a pekomeHgauieio PRAC EMA.
BBefeHHs1 3MiH NpoTArom 3-x MicsauiB nicns
3aTBEPAKEHHS
124. | NErACIC® PO34MH ANA iH'EKLN, ®.XothcpmaHH- | LUBeliLapis ®.XothbdpmaHH-/15 LBeliuapis BHECEHHS 3MiH [0 peecTpayiiiHux matepianis: 3MiHu | 3a UA/14223/01/02
135mkr/0,5 mn no 0,5 Jia Pow N1, Pow NTg, TMny - AAMIHICTpPaTVBHI 3MiHW. 3MiHa HaiMEeHYyBaHHsI peyenmom
M1 B 1 nonepeaHbo Ta/abo agpecy MicLst NPOBAKEHHS AiS/IbHOCTI
HanoBHEHOMY LLUNPUL BMpO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
Ta 1 cTepubHOO BK/THOYAKOUM AiNbHULI BUMYCKY cepii abo micue
TrONKOK ANS iH'EKLi NpoBefeHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
(ronka pns iH'ekuin BiAANOBiAa€e BUPOGHMK/IMNOPTEP, BKOYAOUN BUMYCK
BK/M1afeHa B cepiin) 3miHa agpecy BupobHuka ®.XodcpmaHH-/1s Poww
nnacTmMacoBuii N1, Weeiiuapia (BUNpo6yBaHHS KOHTPOIO AKOCTI,
KOHTeliHep) B BTOPWHHE NakyBaHHsA, BUNYyCK cepii), 6e3 3MiHn MicuA
KapTOHHI KOpooLyi BUPOOHMLTBA - 3MiHM BHECEHO B iHCTPYKL,iO ANs
MeAMYHOro 3acTOCYBaHHSA LLOAO MiCLe3HaX0MKEHHS
BMPOGHMKA 3 BIANOBIAHUMY 3MiHAMU Y TEKCTI
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby. BeegeHHs
3MiH MPOTAroM 6-TV MicALIB NiCMA 3aTBEPMAKEHHS.
125. | NEFACIC® PO34MH ANA iH'EKUIN, ®.XothcpmaHH- |  LUBeliLapis ®. XothbdpmaHH-/15 LBeliuapis BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHu | 3a UA/14223/01/03
180 mkr/0,5 mn no 0,5 Na Pow N1a Pow Mg, TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

mn B 1 nonepegHLo
HarnoBHEHOMY LLNPUL
Ta 1 ctepunbHOK
TONKOK ANS iH'EKLi
(ronka pns iv'exuini
BK/ajeHa B
nnacTMacoBuii
KOHTeliHep) B
KapPTOHHI KOpooLyi

Ta/abo agpecu MicLa NPOBaMKEHHS AisANbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAileHHA KOHTPOJIHO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKIOYAOUN BUMYCK
cepiii) 3miHa agpecu BMpobHuka d.XoddmaHH-/19 PoLu
Ntp, Wseliuapis (BUNpobyBaHHA KOHTPOJIKO SKOCTI,
BTOPWHHE NakyBaHHSA, BUNYCK cepii), 6e3 3MiHn Micua
BUPOGHMUTBA - 3MiHM BHECEHO B iHCTPYKL,O ANs




63

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
MeAMYHOro 3aCTOCYBaHHSA LWOAO MiCLe3HaX0MKEHHS
BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMW Y TEKCTI
MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby. BeeeHHs
3MiH NPOTArom 6-TW MICALIB NiC/1A 3aTBEPAKEHHS.
126. | NEKTOJIBAH | kpanni opanbHi; no 25 MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 6e3 UA/10685/01/01
® cTOon My chrakoHi; no 1 TUMY — BUNYYEHHS 3i cneyudikaii Ta aHaniTMaHux peyenma
chnakoHy B nauuj 3 mMeToank Ad| (ByTamipaTy uMTpaTty) nokasHuKa SKOCTi
KapToHy «Baxki MmeTanun»;
3MiHM | Tuny - 3MiHa y MmeTtofax BunpobysaHHsA A®| abo
BMXifHOro Martepiany/npoMixXHOTO NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa Ad|
(He3HayHi 3MiHN y 3aTBEPKEHNX METOAAX
BMNPOOGYBaAHHS)
127. | NEHTAKCUM | nopowwok Haemophilus CaHodpi PpaHuis CaHodpi Mactep, dpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/13010/01/01
® BAKUMHA influenzae Tuny b Ta MacTep ®paHuin; CAHO®I ITania/ TMny - nepemiweHHs Haemophilus identification test 3 peyenmom
ansa CycneHsist ons iH'ekujn C.N.A., Itanis; YropwmHa NPOMIXHOI cTagii nonicaxapuay Haemophilus Tuny b AH
MPO®DINAKT (0,5mn); no 1 CaHochi-ABeHTic (ctapis PRP-AH) Ha cTagito KOH''oroBaHoro
KN h1akoHy 3 MOPOLLKOM Mpaiisit Ko. T4, nonicaxapugy Haemophilus Tuny b (ctagis PRP-T).
OUNDTEPII, Ta 1 nonepefHbO YropwmHa TepMiH BBefeHHSA 3MiH — 01.07.2021; 3miHu | Tuny -
NMPABLSA, 3aMoBHEHOMY LUNPULY pofasaHHA Tetanus identification test Ha cTagji
KALUTHOKY (0,5mn) 3 KOH'loroBaHoro nosiicaxapugy Haemophilus Tuny b
(ALLEENONAP | npuyKpin/eHoo rosikow (ctapisa PRP-T). TepMmiH BBeAeHHS 3MiH — 01.07.2021.
HWA (a60o 2 okpeMumm
KOMMOHEHT | ronkamu), WO MiCTUTb
), cycneHsito 41
noniomieni iH'EKLi1, B KAPTOHHIi
TY Kopobui. Mo 1
IHAKTUBOBA | (hbriakoHy 3 NOPOLLKOM
HA TA Ta 1 nonepeaHbL0
BAKUVHA 3anoBHEHOMY LINpuLy
ansa (0,5mn) 3
NMPO®INTAKT NPUKPINIEHOI0 FONKO
KN (abo 2 okpemumu
IHPEKLJIIA, rosikamu), wo MiCTUTb
COPUYUNHEH | cycneHsito ons
nx iH'eKUin, B
HAEMOPHIL cTaHJapTHO-
us Tmny B €KCMOPTHIlA ynakoBsL,
KOH'FOFOBA | siKa mMicTuTbCS Y
HA, KapTOHHI Kopobui 3
AACOPBOBA | iHCTpyKLieto ans
HA MeAn4Horo
3acToCcyBaHHSA
128. | NEHTA/NIIH- Tabnetku Nel0O (10x1), | TosapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/14757/01/01
340POB'A No20 (10x2) y 06MEXEHO 06MEeXEHO TUMY - OHOBJ/IEHHS 3aTBEPLYKEHOr0 TEKCTY MapKyBaHHS peyernmom
6nicTepax BiANoBiAa/bHI BiAMNOBIA&/bHICTIO ynakoBOK /13 y 3B’A3Ky 3 YTOYHEHHSIM afpecu
(chacysaHHs i3 "in CTIO "®GapmMaLeBTnYHa BMPO6HMKA. OHOBMIEHHS TEKCTY MapKyBaHHA BTOPUHHOI
bulk" npenaparty "dapmaueBTu KOMNaHis ynakoBku J13; BHECEHHA 3MiH A0 po3ainy “MapkyBaHHs"
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
hipMu-BMPOGHMKa YyHa KOMMaHis "3popos's”, YkpaiHa, MK$A N3: 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
TOB "Xapkicbke "3popos'a” 3aTBEPKEHOro TEKCTY MapKyBaHHS. BBeeHHA 3MiH
thapmaueBTuyHe (dhacyBaHHs i3 "in NpoTArom 6-Tn MicALB NicNs 3aTBEPAKEHHSA
niANpPMEMCTBO bulk" npenapaty
"3p0poB'a Hapoay", hipMun-BrpobHUKa
YkpaiHa) TOB "XapkiBcbke
thapmaueBTUYHe
nigNPUEMCTBO
"340p0B'A Hapoay",
YkpaiHa)
129. | NIOKAPMIH Kpanni o4Hi, 10 mr/mn ToBapucTBo 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [JO peecTpaLjiiiHuXx MmaTepianis: 3MiHu | 3a UA/5337/01/01
Yy no 5 mn a6o 10 mny obmexeHor BMPOGHMLITBA, TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
FIAPOXMOPU | chnakoHi; no 1 BiANoBiAa/bHI KOHTPO/b SKOCTI, Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
Jil oNakoHy y KOMNNEKTi CTIO BUNYCK cepil: BMpO6HUKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
3 KPULLIKOKO- "focnigHnii ToBapucTso 3 BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
KpanesbHULEr y 3aB0/, o6MmexeHo npoBefeHHS KOHTPOJTK SKOCTI. (AISNbHICTb, 3a AKy
naJi 3 KapToHy "rHuAC BIANOBIAA/bHICTIO Bignosigae BUPOGHMK/iIMNOPTEp, BKIOYAOUM BUNYCK
"flocnigHnin 3aBog, cepii) - 3miHa agpecu BupobHuka TOB "®APMEKC
"THLICY, FPYM", YkpaiHa, 6e3 3MiHM Micus BUpobHULTBA
YkpaiHa (BBefeHHA 3MiH NPOTArom 3-X MicsLiB nicns
3aTBEPLKEHHS)
BCi cTagii
BMpPOGHULTBA,
KOHTPO/b SKOCTI,
BUWMYCK Cepii:
ToBapucTso 3
06MEXEHOI0
BiANOBiAA/IbHICTIO
"®APMEKC IrPY",
YkpaiHa
130. | MPAKCBAMH | po3uuH ans BepiHrep HimeuunHa BepiHrep HimeyunHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a peyernmom UA/15467/01/01
ao® iH exUili/iHdysild, 2,5 IHrenbxanm IHrenbxaiim ®apma TUMY - 3MiHW 40 [HCTPYKLiT ANA MeAUMYHOro 3aCTOCYBaHHS
r/50 mn; no 50 mny IHTepHeLwHN v6X i Ko. KT, nikapcbkoro 3acoby, Ao po3giny "OcobamBocTi
donakoHi; no 2 rM6X HimeuunHa 3aCTOCyBaHHA", 10 KOPOTKOI XapakTepucTuku
(h/1aKOHWN Y KAPTOHHiIl (BUPOGHMLTBO, nikapcbKoro 3acoby, Ao po3sgainy 4.5. «Ocobnusi
Kopobui nepBuHHE Ta nonepeg)keHHs Ta 3anobixHi 3axo4n Npy 3aCTOCYBaHHI
BTOPVHHE (mopaHo iHhopmaLio LWoao BMICTY CMOYK HATPIO);
nakyBaHHs1, 3MiHW | TUMY - 3MiHW O TEKCTY MapKyBaHHS YNakoBKu

KOHTPO/Ib SIKOCTi Ta
BUNYycK cepii); Jlabop
N+C Al', Himeuunna

(anbTepHaTMBHA
nab6oparopia onsa
KOHTPO/IO TecTy
"CTepwbHicTb");
CIrC IHcTtutyT
®pe3seHiyc MvbX,
HimeuunHa

nikapcbKoro 3acoby - gogaHa yTouHolYa iHpopmauis
LLIO0A0 3aCTOCyBaHHA. BBeeHHs 3MiH NpoTArom 6-tu
MiCALiB nicnsa 3aTBepAKeHHsA




65

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
(anbTepHaTMBHA
na6oparopis Ans
KOHTPO/IO TecTy
"CTepwbHicTb")
131. | NPAKCIC TabneTku, BKPUTI TOB Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/14845/01/01
nniBkoBot 060/10HKO | "AcTpachapm” TVNY - OHOB/IEHHS 3aTBEPAXKEHOr0 TEKCTY MapKyBaHHS peyenmom
no 500 mr no 7 ynakoBok J13. BHeceHHsi 3MiH o po3giny “MapkyBaHHS"
Tabnetok y 6nictepi; MKA N3:
no 2, 3 abo 4 6nictepu 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
Y KapTOHHIA Kopobui 3aTBEPKEHOr0 TEKCTY MapKyBaHHS
132. | NPAMINEKC Tabnetkun TOB "ACIHO Ykpaina Na6opaTopioc Icnanis BHECEHHS 3MiH [j0 peecTpaLjiiiHux maTepiasnis: 3miHa 3a UA/15481/01/01
®XR MPOJIOHroBaHoI Aji No YKPAIHA" HopmoH, C.A. 3asBHUKa (BNacHvKa peecTpauiiHoro nocBig4yeHHs) peyenmom
0,75 mr no 10 (3rigHo Haka3zy MO3 Big 23.07.2015 Ne 460). BBegeHHA
Tabnetok y 6nictepi; 3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPIAXKEHHS. 3MiHN
no 3 6nictepuy | TMny - 3MiHK Woa0 6e3nekn/edeKTUBHOCTI Ta
KapTOHHI navwi thapmakoHarnagy (iHwi 3MiHWM) BHeCeHHs 3MiH 10 p.
«MapkyBaHHa» MKA /13
133. | NPAMINEKC TabneTtkn TOB "ACIHO YkpaiHa NabopaTtopioc Icnanis BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasis: 3miHa 3a UA/15481/01/02
®XR NPOIOHIOBaHOT Aji no YKPAIHA" HopmoH, C.A. 3asBHUKa (BNacHVKa peecTpauiiHoro nNocBig4yeHHs) peyenmom
1,5 mr no 10 TabneTok (3rigHo Hakasy MO3 Bif 23.07.2015 Ne 460). BeefeHHs
y 6nicTepi; no 3 3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPMAKEHHS. 3MiHN
6nicTepy y KapTOHHI | Tuny - 3miHK Woao 6e3nekn/edpeKTNBHOCTI Ta
nauuj thapmakoHarnsgy (iHwi 3mMiHn) BHeceHHs 3MmiH o p.
«MapkyBaHHsa» MKA /13
134. | NPONO®ON emynbCisl AN iH'eKuji ®peseHiyc HimeuuunHa ®peseHiyc Kabi ABCTpIs BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/13233/01/01
KABI a60 iHdysiiA, 10 mr/mn Kabi ABcTpis TM6X TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 20 mn B ammny”ni; no LoliunaHg thapmakoHarnsgy. BeegeHHs abo 3miHv oo
5 amnyn y nayj 3 rmM6X y3arasibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
KapToHy; no 50 mny (BBEAEHHSA Y3araslbHEHUX AaHWX PO cucTemy
chnakoHi; no 1 a6o no hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
10 chnakoHiB y BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KapTOHHilA KOpo6L KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
3AjificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiMiHHA Bif, YNOBHOBaXEHOI 0co6W, BignoBigaibHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYaUy KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHoOI ocobu
3asBHUKA, BiAMNOBiAaIbHOI 3a 3AIACHEHHSA
hapmakoHarnsgy B Ykpaini: NponoHoBaHa pegakuis —
Babaes Banepiii CTaHiciaBoBUY. 3MiHa KOHTAKTHUX
LaHNX KOHTaKTHOI 0co6M 3asiBHMKA, BiANOBIAA/IbHOI 3a
3AiiCHEHHS1 chapMakoHarnsay B YKpaiHi
135. | NIPONO®ON emy/bCist ANs iH'eKwujii ®peseHiyc HimeuuunHa ®pe3seHiyc Kabi ABCTpIst BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/13233/01/02
KABI a6o iHdysii, 20 mr/mn Kabi ABCTpist TM6X TMNYy - 3MiHW Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 50 mn y dpriakoHi; [LoiunaHg thapmakoHarnsgy. BeegeHHs abo 3miHv oo
no 1 a6o no 10 6X y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy

(h1aKOHIB y KapTOHHii
Kopobui

(BBEAEHHS y3ara/lbHEHUX AaHMX NP0 cUcTemy
chapmakoHarasgy, 3MiHa yNnoBHOBaXXeHOT 0cobu,
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3asBHuKa ans
3ailicHeHHsA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa

BiIMiHHa BiJ YNMOBHOB&XeEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MiLLLeHHi MacTep-ghaiina

cucTeMu dhapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
3asBHWKa, BiANOBIAALHOI 32 34iiCHEHHS
thapmakoHarnagy B Ykpaini: MponoHoBaHa pefakuis —
Babaes Banepiii CTaHiciaBoBUY. 3MiHa KOHTAKTHUX
[aHNX KOHTaKTHOI 0CO6U 3asBHYKa, BiANOBIAa/IbHOI 3a
3ailicHeHHs chapmakoHarnsay B YkpaiHi

136.

Aynkcunpro
H

Kancynu no 150 mr; no
8 kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHI Kopoo6Li

PiBochapm CA

LLiBefuapis

PiBochapm CA

LLBeiuapis

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu |
TUNY - NOAAHHSA OHOB/IEHOTO CepTUaiKaTy BiAMNOBIAHOCTI
€poneiicbkii thapmakonei R1-CEP 2000-210-Rev 06
ONA 4il40i peYoBUHY KTIHAAMILMHY TiApoXIopuay Bif
3aTBepxeHoro BupobHuka Chongqging Carelife
Pharmaceutical Co. Ltd; 3anponoHoBaHo: R1-CEP 2000-
210-Rev 06; 3MiHM | TUMY - NOAAHHSA OHOB/IEHOTO
cepTudpikaTy BiANoBigHOCTI EBponeiickkili hapmakonei
R1-CEP 2013-190-Rev 00 gns ajto4oi pevyoBuHmu
kniHgamiymHy rigpoxnopugy (BTC Process) Big,
3aTBepMKeHoro BMpo6Huka Zhejiang Hisoar
Pharmaceutical Co. Ltd., ; 3anponoHoBaHo: R1-CEP
2013-190-Rev 00; 3miHu | TNy - nogaHHA OHOB/IEHOTO
cepTudpikaTy BiAnNoBigHOCTI €EBponeiickkili hapmakonei
RO-CEP 2013-190-Rev 05 gns gjto4oi peqyoBuHmn
kniHgamiymHy rigpoxnopugy (BTC Process) Big,
3aTBepAKeHoro Bupo6bHuka Zhejiang Hisoar
Pharmaceutical Co. Ltd.,; 3anponoHoBaHo: RO-CEP
2013-190-Rev 05

3a
peyenmom

UA/14647/01/01

137.

MYNKCUNrPO
H

kancynu no 300 mr; no
8 kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHIA KopooLi

Pisochapm CA

LLiBeiiuapis

Pisochapm CA

Lseiiuapis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu |
TUMY - NOAAHHA OHOBMIEHOrO cepTudikaTty BiAMNOBIAHOCTI
€poneiicbkili hapmakonei R1-CEP 2000-210-Rev 06
01151 Ajo401 peyoBrHU KNiHAAMILVHY Tigpoxnopuay Bif
3arBepaxeHoro BupobHuka Chongging Carelife
Pharmaceutical Co. Ltd; 3anponoHosaHo: R1-CEP 2000-
210-Rev 06; 3miHM | TUNY - NOfaHHA OHOBJIEHOTO
cepTudiikaTy BiAnNoBigHOCTI €Bponeichbkili hapmakonei
R1-CEP 2013-190-Rev 00 ans gjto4oi pe4yoBuHU
KniHaamiumHy rigpoxnopuay (BTC Process) Big,
3aTBepMAKeHoro BupobHuka Zhejiang Hisoar
Pharmaceutical Co. Ltd., ; 3anponoHosaHo: R1-CEP
2013-190-Rev 00; 3MmiHu | TUNy - NOA@HHSA OHOBMEHOTO
cepTudiikaTy BignoBigHOCTI €Bponeichbkili hapmakonei
RO-CEP 2013-190-Rev 05 ans gjto4oi pe4yoBuHU
KniHaamiumHy rigpoxnopuay (BTC Process) Big,
3aTBepMAKeHOro BMpobHuka Zhejiang Hisoar

3a
peyenmom

UA/14647/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
Pharmaceutical Co. Ltd.,; 3anponoHoBaHo: RO-CEP
2013-190-Rev 05
138. | NYPErOH® PO34nH ANs iH'eKuiin, LepiHr-Mnay LLiseiuapis Bettep ®apma- Himeuunna/ BHECEHHS 3MiH 10 peecTpavuiiHiX maTtepianis:3miHu | 3a UA/5023/01/01
833 MO/mn no 0,420 CeHtpan lct ®epTuryHr MrmoX i HinepnaHvgn TUMY - 3MiHW W00 AOAABaHHSA NPUMILLIEHHS 2 (B SKOCTI peyenmom
mn (300 MO/0,36 mn) Al Ko KI', HimeuunHa [,04aTKOBOro NpuMILLLeHHs Ha ginsaHui Vetter Pharma-

a6o 0,780 mn (600
MOJ/0,72 mn) y
KapTpuaxi; no 1
KapTpUaXy y
BiAKpUTOMY
nNacTKoBOMY /I0TKY B
KOMMEKTi 3 rosikamu,
no 2 KOMMEKTU rON0K
— 2 KapTOHHI KOPOG6KK
(KoXeH komnnekT no 3
rOSIKW, KOXHa rosika B
iHoMBIAYyaibHOMY
n1acTMKoBOMY
KOHTEliHepi) y
KapTOHHI nauui

(KOHTpONb AKOCTI,
TecTyBaHHSA
CTepubHOCTI Ta
6akTepiasibHNX
€H/0TOKCUHIB
roToBOro
nikapcbKoro 3acoby
(kOHTpO/Ib sIKOCTI Ta
TecTyBaHHS
CTabifIbHOCTI),
Bi3yasibHa
iHcnekuisn); BetTtep
Papma-PepTuUryHr
m6X i Ko. K,
HimeuunHa
(BPOGHMLTBO
Hepo3dacoBaHol
npoaykuii Ta
nepBUHHA ynakoBkKa,
KOHTPO/b SIKOCTI,
TeCcTyBaHHSA
CTepW/IbLHOCTI Ta
6akTepiasibHNX
€HO0TOKCUHIB
roToBOro
nikapcbKoro 3acoby
(KOHTPO/Ib IKOCTI Ta
TeCTyBaHHS
cTabinbHocTi),
BisyasibHa
iHcnekuis); Bettep
Papma-depTUryHr
v6X i Ko. KT,
HimeuunHa
(BizyanbHa
iHcnekuis); H.B.
OpraHoH,
HinepnaHvgu
(KOHTPO/Ib IKOCTI Ta
TeCTyBaHHS
CTabiNbHOCTI,
BTOPWHHA ynakoBka,
[103BiN1 HA BUMYCK

Fertigung GmbH & Co. KG, Mooswiesen 2, 88214,

Ravensburg, Germany), Lo BUKOPUCTOBYETLCA AN

3BaXYBaHHSA Ta 3MiLlyBaHHS (NPUIrOTYBaHHS CYMiLLli)
niKapcbKoi cybcTaHUit
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
cepii)
139. | PEATINIA Kancynu Teepai no 6 BAT "T'efeoH YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH [10 pEECTpaLjiiHNX MaTepianiB:TeXHIYHA 3a UA/17545/01/04
Mr, MO 7 Kancyny PixTep" Pixtep" nomunka y Cneuudikadii Ta B KOOHTUTYNax Metogis peyenmom
6nicTepi; no 4 KOHTPOJO AKOCTI
6nicTepy B KAPTOHHIN
ynakoBLi
140. | PErigPoOH MOPOLLIOK 4030BaHWiA OpioH PiHNAHAIA OpioH KopropeiiLuH, PiHnangia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3aMinu Il 6e3 UA/2065/01/01
no 18,9 r nopoLuky y KopnopeiiLuH PiHnaHais IcnaHis TUMY - 3MiHW A0 IHCTPYKUIT ANS MEeAWYHOrO 3aCTOCYBaHHS peyenma
nakeTi; no 20 nakeTis (BMPOGHUK, L0 NiKapcbKoro 3acoby Ao po3ainy "dapmakonoriyHi
Y KapTOHHIi1 kopobui 3[jACHIOE KOHTPO/b B/1acTMBOCTI".
SAKOCTI | BUNYCK BBefeHHs 3MiH NpOTAroM 6-Tu MicALiB nicas
cepiii); TOB 3aTBepKEHHA
Peumndapm Mapertc,
IcnaHis (BUPOGHUK,
LLLO 34jCHI0E
BMPOGHMLITBO,
nakyBaHHs1,
KOHTPO/b AKOCTI i
BUNYCK Cepiit)
141. | PEUITA-10 TabneTku, BKpUTI Inka IHAis Inka Nabopatopi3 IHAjisA BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/15158/01/02
NNiBKOBOIO NabopaTtopis Nimiteq TUMY - 3MiHW A0 IHCTPYKUIT 4151 MEAMYHOTO 3aCTOCYBaHHS peyenmom
060/10HKOI0, N0 10 Mr Nimitepn nikapcbKoro 3acoby y po3gin "Bsaemogis 3 iHW1MK
Ne 28 (14x2) y nNikapcbkMMK 3aco6amu Ta iHLi BUAW B3aemogiii"
6nictepi BiAMOBIAHO 40 OHOBMEHOT iHChopMaLii 3 6e3nekn gitouoi
PeYOoBUMHK; 3MiHW | TUNY - 3MiHW [0 IHCTPYKUIT ANns
MEeAMYHOro 3acToCyBaHHSA MikapcbKoro 3acoby y po3gin
"Oco6MBOCTI 3aCTOCYBaHHA" BifNoOBIAHO A0 OHOB/EHOT
iHchopMmalii 3 6e3nekun Ajtoyoi pevyoBUHN
142. | PELITA-20 TabneTku, BKPUTI Inka IHAis Inka Jlaboparopi3 IHAjisA BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/15158/01/03
N1iBKOBOIO NabopaTtopis Nimiteq TUMY - 3MiHW [0 IHCTPYKLiT 4719 MEANYHOro 3acTOCYyBaHHS peyenmom
060/10HKOI0, M0 20 Mr Nimitep nikapcbKoro 3acoby y po3gin "Bzaemogis 3 iHW1MK
Ne 28 (14x2) y NikapcbKMMK 3aco6amu Ta iHLi BUAW B3aemogiii"
6nicTepi BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3neku Aito4oi
pevYoBUMHM; 3MiHW | TUNY - 3MiHW 40 IHCTPYKUIT ANns
MEeAMYHOro 3acToCyBaHHSA MikapCcbKoro 3acoby y po3gin
"Oco6nMBOCTI 3aCTOCYBaHHSA" BiANOBIAHO O OHOB/IEHOT
iHbopmawii 3 6e3neku Aitoyoi pevyoBUHN
143. | PELITA-5 TabneTku, BKpUTI Inka IHAis Inka Jlaboparopi3 IHAisa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | 3a UA/15158/01/01
NiBKOBOIO NabopaTtopis Nimiteq TUMY - 3MiHW [0 IHCTPYKLiT 4719 MEeANYHOro 3acTOCyBaHHS peyenmom
060/10HKOI0, M0 5 Mr Nimitepn niKkapcbKoro 3acoby y po3ain "B3aemogis 3 iHWmMu

Ne 28 (14x2) y
6nicTepi

nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii"
BiANOBIAHO [0 OHOBNEHOT iHhopMaLii 3 6e3neku aitoyoi

pPeyYoBUHM; 3MiHW | TUNY - 3MiHW A0 IHCTPYKUIT ANns
MEeAMYHOro 3aCTOCyBaHHSA MikapCbKoro 3acoby y po3gin
"Oco61MBOCTi 3aCTOCYBaHHA" BifgNoBiAHO A0 OHOB/IEHOT
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
iHdhopmalii 3 6e3neku Aikyoi pevyoBUHU
144. | PUNIPOHAT PO34MH ANA iH e, yopPna Mpy3is K.O. Pomdapm PymyHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/16424/01/01
100 mr/mnno 5 mn B MEAVLUNH KomnaHi C.P.J1. MYy - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
amnynax NelO (5x2) y nTa thapmakoHarnsgy. BeegeHHs abo 3miHu oo
KOHTYPHII1 YapyHKOBIli y3arasibHeHUX JaHnx Npo cucTemy papmakoHarnsgy
ynakoBLi (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3AjificHeHHs chapmakoHarnsay B YKpaiHi, KO0 BOHA
BiAMiHHA Bif, YNOBHOBaXeEHOI 0co6W, BignoBiganbHOI 3a
3[jiCHEeHHs hapmakoHaraay (BKIYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHi MacTep-caiina
cucTeMu dpapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS hapMakoHarnsay
B YKpaiHi
145. | PO3BATOP TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:3Minu Il 3a UA/13374/01/01
060/10HKOI0, M0 10 Mr PapMacboTUK PapmacboTKan TUNy - BBEEHHA A0AaTKOBOro BUpo6HMKa Ana Adl, peyenmom
no 7 TabneTok y an IHgacTpi3 IHgacTpi3 Nlimitepq, 3anpornoHoBaHo: MSN Laboratories Limited, India; Sun
6nicTepi, no 4 Nimitep Pharmaceutical Industries Limited, India India 3
6nicTepy B KAPTOHHIi HafaHHAM DMF Ha A®L. ; 3miHwn Il TUNYy - 3miHa
Kopobui [0MNYyCTUMMX MEX 3a MNokasHWKoM "CynpoBigHi AoMiLku"
146. | PO3BATOP TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis:3aMiHu Il 3a UA/13374/01/02
060/10HKOI0, N0 20 Mr PapmacbloThK dapmacboTvKas TUNY - BBEAEHHSA AOAATKOBOrO BUPO6HUKa Ans Adl; peyenmom
no 7 TabneTok y an IHgacTpi3 IHgacTpi3 JliviTepq, 3anponoHoBaHo: MSN Laboratories Limited, India; Sun
6nicTepi, no 4 Nimitepn Pharmaceutical Industries Limited, India India 3
6nicTepy B KAPTOHHIl HagaHHAM DMF Ha A®I; 3MiHu Il Tuny - 3miHa
Kopobui OONYCTUMUX MEX 3a NOKasHMKoM "CynpoBifHi 4OMiLLKn"
147. | POMIHO3 Kpanni opasibHi, yopPna py3is yopna MEANLINH TypeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianiB:3miHu | 6e3 UA/17107/01/01
po3unH, 10 mr/mn, 20 MEAOVUWH INAY CAH. BE TUny - 3MiHM WoAo 6e3nekn/edpeKkTBHOCTI Ta peyenma
My coriakoHi Nel nTa TIOXK. A.LL. thapmakoHarnsgy. BeegeHHs abo 3miHv oo

y3arasibHeHUX JaHnx npo cuctemy papmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cUcTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa 415
3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
BiMiHHA Bif, YNOBHOBaXeEHOI 0co6W, BignoBigaibHOI 3a
3pjiicHeHHs hapmakoHarnagy (BKYarUy KOHTaKTHi
[aHi) Ta/abo 3MiHV y po3MilLeHHi MacTep-chaiina
cucTeMu dpapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0CO6M, BignoBiganbHOI 3a
dhapmakoHarnsag. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS hapMakoHarnsay
B YKpaiHi
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

148.

PO®ACT

TabneTku, BKpUTI
N/1iBKOBOIO
060/10HKOH0, No 10 mr;
no 10 Tabnetok y
6nictepi; no 3
6nicTepy B KAPTOHHIl
Kopobui

Aypo6iHao
dPapma /114

IHgis

AypobiHao ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianiB:3miHu |
TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn fo
y3ara/ibHeHUX JaHnX npo cuctemy papmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa ans
3ailicHeHHsA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiIMiHHa BiJ YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-ghaiina
cucTemMu chapmakoHarnsgy) - 3MiHa yNnoBHOBaXKeHOT
ocobu 3asiBHUKA, BiANOBIAa/IbHOI 3a hapMakoHarnsg.
MponoHoBaHa pepakuis: Max XaHymaHTy MeHyanas.
3MiHa KOHTaKTHMX AaH1X YNIOBHOBaXKEHOT 0CO6U
3asBHYKa, BignoBiganbHOI 3a hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnifg B YkpaiHi.

MponoHoBaHa pepakuisi: CamoiineHko Aptem MaBioBuy.

3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0co6u
YMOBHOB&XEHOT 0CO6M 3a8BHUKA, BifMNoBifa/IbHOT 3a
hapmakoHarnsg B YkpaiHi. 3miHa micus 34iicHeHHS
OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnagy. 3miHa
MiCL,e3Hax0MKeHHs1 MacTep-daiina cuctemu
chapmakoHarnsgy

3a
peyenmom

UA/14580/01/01

149.

PO®ACT

TabneTkn, BKPUTI
NiBKOBOIO
060/10HKO10, M0 20 Mr;
no 10 Tabnetok y
6nicTepi; no 3
6nicTepy B KAPTOHHIN
Kopoobui

Aypo6iHao
®dapma /114

IHgis

Aypobingo ®apma
Nimiteq - FOHIT VII

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu |
UMYy - 3MiHW Woao0 6e3nekn/eddeKkTMBHOCTI Ta
thapmakoHarnsagy. BeefeHHs abo 3miHn fo
y3aranibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa s
3aiicHeHHs chapMmakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbLHOI 3a
3[jicCHeHHs1 hapmakoHariaay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTemn chapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT
ocobu 3asBHUKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,.
MponoHoBaHa pepakuin: MaH XaHymaHTy MNeHyanas.
3MiHa KOHTaKTHUX AaHuX YNOBHOBAXEHOI 0CO6U
3asBHMKa, BiANOBIAA/ILHOI 3a hapmakoHarnsag,. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXXEHOT 0CO6M 3as1BHMKA,
BiANOBIAa/bHOI 3a thapmakoHarnifg B YkpaiHi.
MponoHoBaHa pepakuis: CamoiineHko Aptem MaBioBuy.
3MiHa KOHTaKTHUX faHuX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BifgnoBigasbHOI 3a

3a
peuyerimom

UA/14580/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
hapmakoHarnsg B YkpaiHi. 3miHa micus 34iiCHeHHS
OCHOBHOI fjsifIbHOCTI 3 hapmakoHarnsgy. 3MmiHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
chapmakoHarnsgy
150. | CONMYBITH niocpinizat ans ®peseHiyc HimeuuunHa dpeseHiyc Kabi Ab, Lseuis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/17609/01/01
po3unHy ANs iHdys3il Kabi Lsewis Kutai MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 10 mn y chnakoHax [LoiunaHg (MapkyBaHHS, thapmakoHarnsgy. BeegeHHs abo 3miHv oo
Nel0 6X naxkyBaHHs, y3araslbHeHUX AaHux npo cuctemy dpapmakoHarnsgy
KOHTPO/b AKOCTI, (BBEAEHHSA Y3araslbHEHUX AaHWX MPO cUcTemy
BUMNYCK cepil); hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0coou,
®pe3seHiyc Kabi BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
CCnu, Kvtai KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
(BMpoO6HMLTBO, 3AificHeHHs chapmakoHarnsay B YkpaiHi, KO0 BOHA
MapKyBaHHS, BiAMiHHA Bif, YNOBHOBaXEHOI 0co6y, BifgnoBiganbHOI 3a
nakyBaHHs) 3[jiCHEeHHs hapmakoHaraay (BKIKYaun KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHI MacTep-chaiina
cuctemu chapmakoHarnagy) - 3MiHa KOHTakTHOI ocobu
3a8BHVKa, BiANOBIAAILHOI 38 34iiCHEHHS
dhapmakoHarnsgy B Ykpaini: NponoHoBaHa pegakuis —
Babaes Banepiii CTaHic/iaBoBUY. 3MiHA KOHTAKTHUX
LaHNX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBIAa/IbHOI 3a
3AilicHEeHHs1 chapMakoHarnsay B YKpaiHi
151. | CYMETPO/I Tabnetkn no 400 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/3194/02/01
M® mr/80 mr, no 10 dapmaueBTny dapmaueBTUYHNI TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI peyenmom
TabneTok y 6nictepi; HWi1 3aBOf, 3aBog ElIC €poneiicbkii hapmakonei Ne R1-CEP 1999-194-Rev
no 2 6nictepu y ErcC 02 ans pjitoyoi pevosBuHK Trimethoprim Big Bxe
KapTOHHI KOpooLyi 3aTBEPAKEHOr0 BUPOOHYKA, SIK HACAifOK 3MiHA Ha3BK Ta
aapecy BnacHmka CEP Ta BUpO6HMYOI AiNbHULLI
152. | TAHTYM cnpei Ans potoBof AsieHge Kimike ITanisa AsieHge Kimike ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3minHu Il 6es UA/3920/02/01
BEPOE® NOPOXHUHK, 1,5 Mr/mn PiyHiTe PiyHiTe AHxeniHi MMy - AofAaBaHHsA asibTEPHATUBHOI AifIbHUL KOHTPOO peyenma
no 30 Mn 'y hNakoHi 3 AHXeNiHi ®paHyecko SIKOCTi cepiii 6eH3uaamiHy rigpoxnopuay -
Hebynaiizepom; no 1 PpaHyecko - AK.P.A®. C.nA. Pharmaprogress S.r.L., Italy;
(pNakoHy Y KapTOHHIN AKP.AO. - 3MiHu |l Tuny - 3MiHM go cneumdikaii A®| 6eH3ngamiHy
KopooLi C.nA.

rigpoxnopuay: 3By)KEHHs1 oNyCTUMOT MeXi BMICTY
ineHTudikosaHoi fgomiwkn AF 1346 3?2 0,2 % o ? 0,15
% 3rigHo Bumor ICH Q3A CPMP/ICH/2737/99;
NpUBELEHHS HaNMCaHHS A0NYCTUMOI MeXi 6yab-AKoi
HeifeHTUiKoBaHOT JOMILLKM Y BiAMNOBIAHICTL [0 BUMOT
3arasibHOI cTaTTi EP "Substances for pharmaceutical
use" 37? 0,1 % po ? 0,10 %,; 3miHu |l TUNY - foAaBaHHA
o cneundikauii APl 6eH3naaminy rigpoxnopugy TecTis
NS BU3HAYEHHS TPaHNYHKX KiNTbKOCTEl 3a/IMLLKOBUX
po3unHHuKiB (benzene ? 2.0 ppm Ta N-hexane ? 10.0
ppm) 3rigHo Bumor HactaHosu ICH Q3C
CPMP/ICH/283/95, a TakoX BignoBigHO 40 BMMOrT
HactaHosu ICH M7 EMA/CHMP/ICH/ 83812/2013
NOTEHLiiHO reHOTOKCMYHMX AoMilwoK (1-bromo-3-
chloropropane ? 125 ppm Ta benzyl chloride ? 125
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
ppm), AKi € BUXiAHOK CYPOBVHOM) | BUKOPUCTOBYIOTHCS
AK aJIKiNYKoYi areHTu;
3MiHu Il Tuny - BBegeHHA FT-IR TecTy Ta BignoBsigHoro
aHaniTM4YHOro Metoay igeHTudikalii nepBUHHOT
ynakoBKn AN 6ibLL CyBOPOro KOHTPOSO
nonieTMIEHOBKX NakeTiB
153. | TEPA®NIO MOPOLLIOK ANs rCK LLiBeiuapis ®AMAP OPNNEAH ®paHuisa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 6e3 UA/5529/01/01
BI4 revny OpPa/ILHOTO PO34nHY; 1 KoHcblomep TMny - 3MiHa agpecu BupobHuka A®I deHipamiHy peuenma
TA 3ACTYAWN | nakeT 3 nopoiukom; 10 Xenckep C.A. manearty Harika Drugs Private Limited, IHais 6e3 3miHu
31 CMAKOM nakeTiB 3 NMOPOLLKOM Y MicLs BUPOGHMLTBA
NUMOHA KapTOHHIlA KOpooLi 3anponoHoBaHo: Sy. No. 165/A & 165/E, Gummadidala
Village, Sangareddy District, Telangana State, India
154. | TEPBIHOPM cnpeii HaLKipHWIA, yYOPNA4 Mpy3is K.O. Pomdrapm PymyHis BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 6e3 UA/13367/01/01
po34uH, 10,08 mr/mn MEAVUWVH KomnaHi C.P.J1. TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peuenma
no 20 Mn y chnakoHi 3 nTa hapmakoHarnsigy. BeegeHHs abo 3miHn go
posnuaoBayem Ta y3arasibHeHUX JaHnx nNpo cuctemy hapmakoHarnsagy
KOBMaYKOM-KPULLIKOIO; (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
no 1 cpniakoHy B thapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobum,
KapTOHHIA KopoobLi BiANOBIAA/IbHOI 32 34iiCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fjificHeHHs chapmakoHarnsagy B YkpaiHi, KO BOHA
BiIMiHHA BiJ YNOBHOBaX€eHOI 0c06M, BiANOBIAA/ILHOI 3a
3[jiCHEHHs1 hapMakoHarnaay (BK/IKYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHV y po3MiLLeHHi MacTep-charina
cucteMn dpapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0C06M, BignoBigansHOI 3a
thapmakoHarnag. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
ocobu, BignoBigabHOI 3a 34iiCHEHHA hapMakoHarnsay
B YKpaiHi
155. | TETPAKCUM cycneHsis gns CaHodpi dpaHuis CaHodpi Mactep, dpaHuia/ BHECEHHS 3MiH [0 peecTpauiiHux matepianiB:3miHu | 3a UA/13069/01/01
®ITETRAXIM iH'ekuil; no 1 MacTep dpaHuia (MoBHUIA YropLumHa TMNy - 3aMiHa MeToZiB iAeHTUdiKaLii KUCTOTHOro peyenmom
BAKUVHA nonepeaHbLo LKA BUPOBHMLTBA, rigponizaty kaseiHy (ToHkoLlapoBa xpomMarorpadis,
ana 3aMoBHEHOMY LLUNPULY KOHTPO/b SKOCTI, Peakuisi 3 cynbpatom migj, Peakuis 3
MPO®DINAKT no 0,5 mn (1 po3a) 3 BTOPVHHE ¢hochopHOBONBGPAMOBOIO KUCNOTOK) HA METO/,
KN MPUKPIMNIEHOIO FOIKO0 nakyBaHHs, BUMYCK ineHTudbikauii 3a gonomMoroto iHhpayepBoHoOI
ANDTEPII, (abo 2-ma okpemnmmn cepii); CaHoi- crnekTpod)oTomeTpii
NMPABLSA, rosikamu), Lo MiCTUTb ABeHTic MpaiisiT Ko.
KALUNMKOKY cycneHsito Ans n1a., YropuwmHa
(ALEENMKONAP | iH'eKUiii, B KAPTOHHIN (BTOpUHHE
HNA Kopo6ui; no 1 nakyBaHHs)
KOMMOHEHT | nonepegHsLo
)TA 3arnoBHEHOMY LWnpuly
noniomieni no 0,5 mn (1 po3a) 3
TY MPUKPINIEHOIO FOIKO0
AACOPBOBA | (abo 2-ma oKpemnmu
HA, rosikamu), Lo MiCTUTb
IHAKTUBOBA | cycneHsito ans

HA, PIOKA

iH'EKLLI, B KAPTOHHIN
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
Kopo6Li, B AKili
MiCTUTbCSA
CcTaHAapTHO-
eKCMopTHa ynakoBKa
Ta iIHCTPYKUia ansa
MeLNYHOro
3acTOCyBaHHSA
156. | TETPAKCUM cycneHsis gns CaHodpi PpaHuis CaHodpi Mactep, ®paHuia/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:3aMiHu Il 3a UA/13069/01/01
®ITETRAXIM iH'ekujnn; no 1 MacTep PpaHLis (NoBHWIA YropumHa TUMY - 3MiHW y aHaNiTUYHIN MeTOANL 3 BUSHAYEHHS peyenmom
BAKLVHA nonepegHL0 LKA BUPOGHMLTBA, eheKTUBHOCTI iHaKTMBAaLi BipyciB monioMienity ans
ansa 3aMoBHEHOMY LUNPULY KOHTPO/b SIKOCTI, Inactivated poliomyelitis monovalent intermediate 3
MPO®DINTAKT no 0,5 mn (1 go3a) 3 BTOPVHHE 3amiHot0 KynibTypy kitudH PMKC (Primary Monkey
KN MPUKPINIEHOID FOKOO nakyBaHHs, BUMYyCK Kidney Cells) Ha kynbTypy kniTvH L20B
OUNOTEPII, (@60 2-ma okpeMumm cepii); CaHodi-
NMPABLA, ronKamu), Lo MicTuTb AseHTic MpatisiT Ko.
KALUNHOKY cycnexsito ans n1a., YropwmHa
(AUENKONAP | iH'eKLjil, B KAPTOHHIi (BTOpUHHE
HUIA kopo6uj; no 1 naKyBaHHs)
KOMMNOHEHT | nonepeaHbo
)TA 3arnoBHEHOMY LLNpULLY
noniomieni no 0,5 mn (1 gosa) 3
TY NPVIKPINIEHOI0 FONKOK
AACOPBOBA | (abo 2-ma okpemumu
HA, ronkamu), Lo mMicTuTb
IHAKTUBOBA | cycneHsito gns
HA, PIOKA iH'EKLi, B KAPTOHHIi
Kopob6ui, B AKili
MICTUTbCA
CTaHAapTHoO-
eKCnopTHa ynakoska
Ta iHCTpyKUis ans
MeAMYHOro
3aCTOCyBaHHs
157. | TETPAKCUM cycneHsis gns CaHodi PpaHuis CaHodpi MNactep, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:3aMinu Il 3a UA/13069/01/01
®ITETRAXIM iH'ekuil; no 1 MacTep ®paHuia (NoBHUIA YropLumHa TMNy - 3aMiHa HOCIS, L0 BUKOPUCTOBYETLCA ANS peyenmom
BAKUVHA nonepeaHbL0 LKA BUPOBHMLTBA, ioHOO6MiHHOT xpomaTorpadii Ha eTanax GM Ta PM
ansa 3arnoBHEHOMY LUNpULY KOHTPO/b AIKOCTI, oumncTkm Vero Trivalent Poliovaccine Bulk.
NMPO®INTAKT no 0,5 mn (1 posa) 3 BTOPUHHE 3anponoHoBaHo: DEAE Ceramic HyperD
KN MPUKPINIEHOID FOIKOH0 nakyBaHHs1, BUMYCK
OUNDTEPII, (@60 2-ma okpeMumu cepii); CaHodi-
NMPABLSA, rofikamu), Lo MiCTUTb ABeHTic MpaiisiT Ko.
KALUTHOKY cycneHsito g Nt1a., YropwuHa
(AUENIONAP | iH'eKUjil, B KAPTOHHIi (BTOpUHHE
HWA Kopobui; no 1 nakyBaHHs)
KOMMOHEHT | nonepegHsbo
)TA 3arnoBHEHOMY LLNPULLY
noniomieni no 0,5 mn (1 posa) 3
TY NPUKPINJIEHOKD TOKOH0
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
AICOPBOBA | (abo 2-ma okpemMnmmn
HA, rofikamu), Lo MicTUTb
IHAKTUBOBA | cycneHsito ans
HA, PIOKA iH'EKLIA, B KAPTOHHIN
KOpoO6Li, B AKili
MiCTUTbCSA
CTaHAapTHO-
eKCMopTHa ynakoBka
Ta IHCTPpYyKUis ans
MeANYHOro
3aCTOCYBaHHSA
158. | TETPAKCUM | cycneHsis gns CaHodi PpaHuis CaHocdpi MacTep, PpaHuin/ BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu | 3a UA/13069/01/01
®ITETRAXIM iH'ekujin; no 1 Mactep ®paHLis (NoBHWIA YropuwHa TMny - 3MiHM Ao in-house cneuwndikadii MasibTO3M: peyenmom
BAKUVHA nonepegHsL0 LMK BUPOBHULITBA, 3aMiHa MeToAVKM BUNpobyBaHb ANs ifeHTudikauil
ana 3arnoBHEHOMY LUNpULY KOHTPOb AKOCTI, Mau1bTO3M (igeHTUdikauis TecT B) Ta BUSHAYEHHS BMICTY
MPO®DINTAKT no 0,5 mn (1 go3a) 3 BTOPUHHE r0Ko3M 3 peakuii bapdeaa Ha MeToA TOHKOLLAPOBOI
KN NPUKPINIEHOI0 FrONKO nakyBaHHs, BUMYCK xpomatorpadii (TLUX); 3miHa kpuUTepiiB NPUAHATHOCTI
BUNDTEPII, (abo 2-ma okpemnmmn cepii); CaHodi- rPaHNYHOro BMICTY F/1H0KO3W. TepMiH BBEAEHHS 3MiH -
MPABLS, ronkamu), Lo MicTuTb ABeHTic lMpaiiBiT Ko. rpyzeHb 2020
KALUNMKOKY cycneHsito Ans Nn1a., YropwmHa
(ALUENONAP | iH'eKujil, B KAPTOHHIi (BTOpYHHE
HUIA Kopo6ui; no 1 nakyBaHHs)
KOMMOHEHT | nonepegHsbo
)TA 3arnoBHEHOMY LUNpuULY
noniomieni no 0,5 mn (1 gosa) 3
TY NPYIKPINIEHOIO FONKOK
AACOPBOBA | (abo 2-ma okpemumu
HA, ronkamu), Lo MicTuTb
IHAKTUBOBA | cycneHsito ans
HA, PIAKA iH'EKLi, B KAPTOHHIN
Kopo6Li, B AKili
MiCTUTbCSA
cTaHAapTHO-
eKCMopTHa ynakoBka
Ta iIHCTPYKUia Ansa
MeLNYHOro
3acToCyBaHHSA
159. | TETPAKCUM cycneHsis gns CaHodpi PpaHuis CaHodpi Mactep, dpaHuia/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/13069/01/01
®ITETRAXIM iH'ekujnn; no 1 MacTep PpaHLis (NoBHWIA YropumHa TUMY - AofaBaHHa Ao cneundikauii ons peyenmom
BAKUVHA nonepeaHL0 LKA BUPOGHMLTBA, YNbTPagiNIbTPOBAHOIO APiKIKOBOrO eKCTPakKTY, Lo
ana 3arnoBHEHOMY LUMPULLY KOHTPO/b SIKOCTI, BUKOPWCTOBYETLCA NPU BUPOBHULTBI AndITEPIHOIO
MPO®DINTAKT no 0,5 mn (1 gosa) 3 BTOPVHHE aHaToKcKHy, nokasHuka Ribonucleic Acid quantification
VKN NPVIKPINIEHOI0 FONKOK nakyBaHHS, BUNYCK test 3 BIANOBIAHUMMN KPUTEPIAMU NPUAHATHOCTI.
ONODTEPII, (abo 2-ma okpemumMmu cepii); CaHodi- TepMiH BBEAEHHS 3MiH - NnneHb 2022
NPABLA, ronkamu), Lo MicTuTb AseHTic MpaiisiT Ko.
KALUMHOKY cycneHsito 41 nta., YropwuHa
(AUENKONAP | iH'eKLjil, B KAPTOHHIi (BTOpUHHE
HUIA kopo6yj; no 1 nakyBaHHs1)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
KOMMOHEHT | nonepeaHbo
)TA 3anoBHeHOMY Lnpuuy
noniomieni no 0,5 mn (1 fosa) 3
TY NPVIKPINIEHO0 FONKOK
AICOPBOBA | (abo 2-ma okpemMummn
HA, ronKamu), Lo mMicTuTb
IHAKTUBOBA | cycneHsito gns
HA, PIOKA iH'EKLA, B KAPTOHHIi
KOpoO6Lii, B fAKiiA
MICTUTBbCA
CcTaHAapTHoO-
eKCrnopTHa ynakoska
Ta iHCTpyKUis ans
MeAMYHOro
3acTOCyBaHHs
160. | TETPAKCUM | cycneHsis gns CaHodi ®paHuis CaHodpi MacTep, dpaHuin/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/13069/01/01
®ITETRAXIM iH'eKuil; no 1 MacTep ®paHuis (MoBHUIA YropLumHa TUNY - OHOB/IEHHA NPOISIKO KOHTPOJIIO AKOCTI A1 peyenmom
BAKUMHA nonepeaHL0 LKA BUPOBHMLTBA, NPOMiXHMX NOCiBHUX KynbTyp (ISL) Bipycy noniomienity
Ana 3anoBHEHOMY LLNPULLY KOHTPO/b AKOCTI, Tuny 1 Ta 3. jogaBaHHSA KOHTPO/IbHUX TECTIB 3
NMPO®INTIAKT no 0,5 mn (1 po3a) 3 BTOPUHHE BM3HAYEHHS LIMPKOBIPYCY BEMKOI poraToi Xyfo6u Ta
KN NPUKPINIEHO0 rONKOH nakyBaHHs1, BUMYCK LMPKOBIpYCY CBUHEN Tuny 1 Ta Tuny 2 y cneuudikadito
DUNDTEPII, (abo 2-ma okpemummn cepii); CaHodi- KOHTpPO/t0 AKoCTi Ans Po6ouyoi nocisHoi kynbTypu (WSL)
MPABLSA, rofikamu), Lo MiCTUTb ABeHTic MpaiisiT Ko. Bipycy noniomienity Tuny 1, Tuny 2 ta tuny 3; 3miHu Il
KALUJTHOKY cycnexsito ans Nta., YropwuHa TUMY - OHOBMEHHS MPOMDKHUX MOCIBHUX Ky/bTYp
(ALUENIONAP | iH'eKUjil, B KAPTOHHIi (BTOpUHHE [Intermediate Seed Lots (sub-MSLs)] nonioipycy Tuny 1
HWNA Kopobui; no 1 nakyBaHHs) Ta 3. 3anponoHoBaHo: Batch of poliovirus type 1 ISL
KOMMOHEHT | nonepeaHbo (FA206265). Batch of poliovirus type 3 ISL (FA406075)
)TA 3anoBHEHOMY LLNPULLY
noniomieni no 0,5 mn (1 po3a) 3
TY MPUKPINIEHOID FOIKO0
AICOPBOBA | (abo 2-ma okpeMummn
HA, rofikamu), Lo MiCTUTb
IHAKTUBOBA | cycneHsito ans
HA, PIOKA iH'EKLIA, B KAPTOHHIN
KOpOO6L, B sKili
MiCTUTbCSA
CTaHAapTHO-
eKCMopTHa ynakoBka
Ta IHCTpyKUis ans
MeANYHOro
3acTocyBaHHs
161. | TOPACEMIA MOPOLLIOK (Cy6CTaHLis) MpusatHe Ykpaina INKA Na6opartopic IHAjisa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | - UA/16588/01/01
y NOABIHNX akuioHepHe Nimiteq TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
nosieTuIeHoBMX TOBapuCTBO BiANOBIAHICTL A0 MOHorpadii 4PY abo EBponeiicbKoi
MiLLKax Ans "Nlekxim- dhapmakonei, abo iHLWOoi HauioHasIbHOI dhapmakonei
hapmMaueBTUYHOIO Xapkis" nepxasun €C (3MiHa y cneuudikauisix, nos'asaHa 3i
3aCcTOCYyBaHHSA 3miHamu B 1Y, abo €Bponeiickkili hapmakonei, abo

iHWWIiN HauioHanbHI dhapmakonei aepxasu EC); cynyTHA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
3miHa: 3MiHn y Cneuudikauii Ha A®I Topacemig,
noB'A3aHi 3 HEOOXIAHICTIO NPYBEAEHHS Y BIAMNOBIAHICTb
[0 MoHorpadii 2132 €sp.®apm. Ha Torasemide, a came,
BUNy4YeHHs 3i Cneumdikayii A®| nokasHmka «Bavkki
MeTa/Iu» BignoBigHO 10 MoHorpadil
162. | TPOCAH TabneTku, BKpUTI Aypo6iHao IHAis Aypobingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis:3miHu | 3a UA/11737/01/01
NiBKOBOIO dapma NlTg Nimiteq (FOHIT 11I) TUMY - NOAAHHSA HOBOro cepTudikaTa BiANOBIAHOCTI peyenmom
060/10HKOI0, M0 25 Mr €Bponeiicbkili hbapmakonei Ne R1-CEP 2009-227-Rev
no 10 TabneTtok y 01 ans gjtoyoi pevosBmHN Losartan potassium Big HOBOTO
6nicTepi; no 3 BMpo6HMKa ZHEJIANG TIANYU PHARMACEUTICAL
6nicTepy B KAPTOHHIi CO., LTD. 3anponoHoBaHo: AUROBINDO PHARMA
Kopoobui LIMITED, Ingis; ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., Kutaii
163. | TPOCAH TabneTku, BKPUTI Aypo6iHao IHAi Aypobingo ®apma IHAisa BHECEHHS 3MiH [0 peecTpauiiiHux MaTtepianis:3MiHu | 3a UA/11737/01/02
N1iBKOBOIO Papma /114 Nimiteq (FOHIT 1) TUMY - NOAAHHA HOBOro cepTudpikaTa BiANOBIAHOCTI peyenmom
060/10HKot0, No 50 mr €Bponeiicbkili hapmakonei Ne R1-CEP 2009-227-Rev
no 10 TabneTtok y 01 ans pjtoyoi pevosBmHK Losartan potassium Bifg HOBOrO
6nictepi; no 3 BMpo6HKKa ZHEJIANG TIANYU PHARMACEUTICAL
6nicTepy B KapPTOHHIl CO., LTD. 3anponoHoBaHo: AUROBINDO PHARMA
Kopobui LIMITED, Ingisi; ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., KuTait
164. | TPOCAH TabneTku, BKpUTI Aypo6iHao IHais AypobiHgo ®apma IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 3a UA/11737/01/03
NiBKOBOIO Papma JITa Nimiten (FOHIT 1) TUMy - NOAAHHA HOBOro cepTudpikaTa BiANOBIAHOCTI peyenmom
060/10HKOH, M0 100 Mr €sponelicbkiii papmakonei Ne R1-CEP 2009-227-Rev
no 10 Tabnetok y 01 ans pjtoyoi pevyoBMHN Losartan potassium Bif HOBOrO
6nictepi; no 3 BMpo6HuKa ZHEJIANG TIANYU PHARMACEUTICAL
61icTepy B KAPTOHHI CO., LTD. 3anponoHoBaHo: AUROBINDO PHARMA
KopooLi LIMITED, IHgis; ZHEJIANG TIANYU
PHARMACEUTICAL CO., LTD., KuTait
165. | PITONMIBUH® | nacrta g/is TOB Monbuwa TOB lep6anonb MonbLia BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianiB:3miHu | 6e3 UA/0471/01/01
NpUroTyBaHHs lep6anonb BapuiaBa TUNY - 3MiHN BHECEHI B TEKCT MapKyBaHHSI NepBUHHOT Ta peyenma
cycnensii gns Bapliasa BTOPWHHOT YNakoBKM MiKapCbKOro 3acoby Loao
opasibHOro 3a3HaYeHHs1 MXHapPOAHWNX NMO3HAYeHb OANHNLb
3acTocyBaHHs, no 100 BMMIpIOBaHHSA. 3anponoHoBaHo: MapKyBaHHS: 3rifHO
ry Ty6i; no 1 1y6i B 3aTBepP)KEHOro TeKCTY MapKyBaHHS.
KapTOHHI/ Kopoo6Li BBefeHHs1 3MiH NpoTArom 6-T1 MicAuiB micns
3aTBEPAKEHHS
166. | PITOLUNCTO 36ip no 1,5 ry chinbTp- MpAT Ykpaina MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | 6es UA/14188/01/01
n naketi, no 20 cpinbTp- "NikTpasun” TUMy - 36iNbLEeHHS po3mipy cepii 13 4ns ynakoBkv no peyenma

nakeTiB y nayui, no 1,5
Iy dinbTp-nakeTi, no
20 chinbTp-nakeTiB y
naJui 3 BHYTPILLHIM
nakeTom

1,5 ry chinbTp-nakeTi; no 20 inbTp-nakeTiB y nayyi abo
y nayui 3 BHYTPILUHIM NakeToM BU3HAYEeHO, BUXOAAUN 3
KiflbKicHOro abo BiACOTKOBOro BMICTy KOMMOHeHTIB /13 B
OAVHULI Nikapcbkoi hopmMu Ta i3 nepeabdbadyBaHoOro
po3mipy cepii; 3anponoHoBaHo: po3mip cepii 13 90,0
Kr(x 20%) 3000 yn.(x 20%); 150 kr(+ 20%) 5000 yn.(+
20%);

300 Kr(x 20%) 10000 yn.(+ 20%); 540 kr(x 20%) 18000
yn. (£ 20%); 750 kr(x 20%) 25000 yn. (+ 20%)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
167. | ®POCHOME[, | rpaHynu gns YOPN4 Mpysis yopPna MEOMLUNH TypeuunHa BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianiB:3miHu | 3a UA/16771/01/01
0pasIbHOrO PO34YUHY NO MEAOVUWH INAY CAH. BE TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
3rycawe, nola6o2 nTa TIIK. A.LL. thapmakoHarnagy. BeegeHHs abo 3miHn oo
calle B KapTOHHIi y3ara/ibHeHUX JaHnX npo cuctemy papmakoHarnsgy
KOpoo6Li (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0c0o6u 3 thapmakoHarnagy 3assHuKa ans
3ailicHeHHsA thapmakoHarnsay B YkpaiHi, SKLL0 BOHa
BiIMiHHa BiJ YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYakUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-ghaiina
cucteMn dpapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHux
YNOBHOB&XEHOI 0C06M, BinoBiganbHOI 3a
hapmakoHarnsg. 3mMiHa KOHTaKTHUX AAaHUX KOHTaKTHOI
ocobu, BiAnoBigasIbHOI 3a 34iiCHEHHS hapMakoHarnsay
B YKpaiHi
168. | ®OCPO- PO34MH OpasibHWiA No KaceH IcnaHis KaceH Pekopgaari, IcnaHis BHECEHHS 3MiH 0 peecTpauiiHux matepianis:3miHn | 3a UA/9143/01/01
COAA 45 mn 'y chnakoHi; no 2 Pekopgari, C.n. TUMY - 3MiHN BHECEHO Y TEKCT MapKyBaHHS! yMakoBKU peyenmom
(h/1aKOHMN B KApPTOHHIlA C.J. nNiKapcbkoro 3acoby
Kopobui
169. | DYMAPTA Kancynu, no 10 kancyn | MNAT "dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/17593/01/01
y 6nicTepi, no 2 abo 3 MYy - 3MiHW 40 MeToAMKM BUnpobysaHHA 13 3a peuenma
6nicTepy y nauui nokasHunkoM «KiflbkicHe BU3HaYeHHs. AnKanoign pyTkv B
nepepaxyHKy Ha MpoTOMiH», a came YTOYHEHO
npo6oniAroToBKY BUNPOGYBAHOr0 PO34MHY; 3MiHM | TUNYy
- 3MiHV A0 MeToAVKM BUNPOGYBaHHSA /13 3a NoKka3HWKOM
«KinbkicHe BU3Ha4YeHHs. EKCTpaKT po3ToporLi.
CunimapuH. CunibiHiH.», a came BUNPaBNEHHS NOMUJIKN
ANnsA rpagieHTy pyxomoi dhasu «B» Ha 45-46 xB., Wwo
BMHUMKNA Mif, Yac KonitoBaHHA TabnuLi rpagieHTis; 3MiHu |
UMY — 3MiHX O METOAUK BUNpo6yBaHHsA /13 3a
nokasHukamm «lgeHTudikauis. Postoponwi niogis
eKCTpaKTy cyxuii.» Ta «lgeHTudikauis. PyTku nikapcbkoi
EKCTPaKTy Cyxuii», a came BUyYeHO NOCUIaHHA Ha
HoMep nnacTuHu TLUX 3a katanorom cipmu Merck
170. | XE/INEKC® Tabnetku; no 4 Mosi Xernc LLiBeiuapis Megiton YropwumHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianiB:3miHu | 6e3 UA/9824/01/01
AHTUKONA Tabnetkn y 6nictepi; 6X dapmacbioTikan IHais MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma

no 1 6nictepy B
KapTOHHI nayui; no 4
Tabnetku y 6nictepi;
no 1 6nictepy B
KapTOHHI nayuj; no
20 nayok y rpynosii
KapTOHHII ynakoBL;
no 10 Tabnetok y
6nictepi; no 1
61icTepy B KQPTOHHIl

T4, YropwuHa;
Casa Xenckea Jita,
IHais

hapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy

hapmakoHarssgy, 3MiHa yNnoBHOBaXXeHOT 0cobum,

BiANOBIAA/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy;
KOHTaKTHOI 0c0o6u 3 chapmakoHarnagy 3asBHuKa ans
3[iicCHEHHST chapMakoHarnsay B YKpaiHi, SKLL0 BOHA

BiIMiHHA BiJ YNOBHOBaX€eHOI 0cO6M, BiANOBIAA/ILHOI 3a

3pjiicHeHHs hapmakoHarnagy (BKYaUy KOHTaKTHi

[AaHi) Ta/abo 3MiHM Y po3MileHHI MacTep-goaiina
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
nauuj; no 10 TabneTok cucTemMu chapmakoHarnsgy) - NpornoHoBaHa pefakLis:
y 6nicTepi; no 1 YnoBHOBaXkeHa 0coba, BiAnoBigasibHa 3a 34iiCHEHHS
6nicTepy B KapTOHHii thapmakoHarnagy - bypaaesa Hatanis €srexiBHa. 3miHa
nauui; no 10 nayok y KOHTaKTHUX [aHWNX YMOBHOBaXEHOT 0cobm,
rpynoBiii KApTOHHI BiANOBIAA/LHOI 3a 34ilicCHEHHSA hapmakoHarnagy. 3miHa
ynakoBLi Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MiCLe3HaxoMKeHHST MacTep-
thaiina
171. | XE/INEKC® Tabnetku in bulk: no Mosi Xenc LLiseiuapis Megaiton YropwwmHa/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis:3miHu | - UA/9664/01/01
AHTUKONA, 5000 TabneTok y M6X dapmachbloTikan IHAjsA UMYy - 3MiHW Woao0 6e3nekn/eddeKkTMBHOCTI Ta
noagiiHomy Nta., YropwuHa; thapmakoHarnsagy. BeefeHHs abo 3miHn fo
noslieTuneHoBoOMy CaBa Xenckea /T, y3araslbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
nakeTi B KOHTelHepi IHAjsA (BBEAEHHS y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnagy, 3MiHa yrnoBHOBaXXeHO! ocobu,
Bi4NOBiAa/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOI 0c0o6u 3 thapMakoHarnagy 3asBHuKa s
3ajiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
BiIMiHHa Bif, YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbLHOI 3a
3[jiCHeHHs1 hapmakoHariaay (BK/IKYakuM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTeMu chapmakoHarnsgy) - NponoHoBaHa pefakLis:
YnoBHOBaxeHa 0coba, BiAnoBigasibHa 3a 34ilICHEeHHS
hapmakoHarnsagy - bypaaesa Hatanis €sreHisHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0CO6M,
BiANOBIAA/LHOI 3a 34ilicCHEeHHA hapmakoHarnagy. 3miHa
MicLs 34iliCHEHHS OCHOBHOI AisifIbHOCTI 3
hapmakoHarnagy. 3MiHa MiCLEEe3HaxX0MKEHHS MacTep-
oaiina
172. | XE/IMNEKC® NopoLUoK ANs TOB "MoBi Ykpaina BMPOBHULTBO 3a LLieiiuapis/ BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3MiHa 6e3 UA/15355/01/01
AHTUKONA OpaibHOro PO3YnHY 3 Xenc" NOBHUM LMK/IOM: MopTyranis 3asiBHMKA (B/1acCHMKa peeCTpaLiiHOro NocBig4YeHHs) peyernma
HEO MaJ/IMHOBUM CMaKOM; Annekc ®apma CA, (3rigHoO Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHK

no 4 r NopoLuKy B
cauwle; rno 10 cawe y
KapTOHHI navwi

LLiBeiiuapis

BVPOGHMLTBO
roToBOro
nikapcbKoro 3acooby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:

OM dapma CA,
MopTtyranis

BUNYCK Cepil:
OM dapma CA,
LLisefiuapis

BHECEHO B iHCTPYKL,it0 A1 MEAMYHOrO 3aCTOCyBaHHS
LLIOA0 HaliMeHyBaHHS Ta MiCLe3HaXOMKEHHS 3asBHUKA 3
BiNOBIAHVMUN 3MiHAMW Y TEKCTIi MapKyBaHHS yrnakoBKU
nikapcbkoro 3acoby (BeefeHHs 3MiH NpOTArom 6-1u
MicSLiB MiCNA 3aTBEPAKEHHS); 3MiHW | TUMY - 3MiHK
Loao 6e3nekn/edpeKkTBHOCTI Ta chapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHUX JaHuX Npo
cucTemy thapmakoHarnsgy (BBeAeHHS y3arasibHEHUX
[aHux nNpo cuctemy chapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 dhapmakoHarnsgy
3asBHUKa AN 34iiCHEHHA dapMmakoHarnsagy B Ykpaii,
AKLLO BOHA BiAMiHHA Bif, YNOBHOBaXeEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHHA hapmakoHarnsay
(BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIeHHi
MacTep-alina cuctemu papmakoHarnsgy) - ditoua
pejakLisi: YnoBHoBaxeHa 0coba, BignosifanbHa 3a
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo2o

nocsio4YeHHs

3pificHeHHs chapmakoHarnsgy — Kepon Mapksenn (Carol
Markwell). KoHTakTHa 0co6a, BignosiganbHa 3a
3ailicHeHHa hapMakoHarnsagy B YkpaiHi — Bypaaesa
Hataniss €sreHiBHa. MNponoHoBaHa pefakuis:
YnoBHOBaXkeHa 0coba, BiAnoBigasibHa 3a 34iiCHEHHS
thapmakoHarnagy - bypaaesa Hatanis €srexiBHa. 3miHa
KOHTaKTHUX [aHWNX YOBHOBaXXEHOT 0cobm,
BiANOBIAA/ILHOI 3a 34iicCHEHHSA (hapmakoHarnagy. 3MiHa
Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MiCLe3HaxoMKeHHsT MacTep-
thaiina

173.

XE/MNEKC®
AHTUKONA
HEO

MOPOLLIOK AN
Opa/IbHOTO PO3YMHY 3
JIMMOHHMM CMakoMm; No
4 T NOPOLLKY B calle;
no 10 cawe y
KapTOHHI nauui

TOB "Mosi
Xenc"

Ykpaina

BMPOGHMLITBO 3a
MOBHUM LK/TOM:
Annekc ®apma CA,
LLisefuapis

BUPOGHMLTBO
roTOBOro
nikapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:

OM dapma CA,
MopTyranis

BUNYCK cepil:
OM dapma CA,
LLBeiuapis

LLsenuapis/
MopTyranis

BHECEHHS 3MiH O peecTpavljiiiHuX maTepiasiB: 3MiHa
3asBHUKa (BNacHyKa peecTpauiiHoro NocBig4yeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHK
BHECEHO B iHCTPYKLiIO /19 MEAMYHOro 3aCTOCYBaHHS
LLOZI0 HaiMeHyBaHHSA Ta MiCLe3HaX0MKeHH:A 3asBHUKa 3
BiANOBIAHMMMN 3MiHAMM Y TEKCTI MapKyBaHHS yrnakoBKU
nikapcbKoro 3acoby (BeBefeHHs 3MiH NpoTSArom 6-1u
MicALIB MiCcNsA 3aTBEPAKEHHS); 3MiHU | TUMY - 3MiHK
oo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsgy.
BBefeHHst ab0 3MiHM [0 y3araslbHEHUX AaHWX NPo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHNX
[JaHux Npo cuctemy chapmakoHarnsgy, amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
dhapmakoHarnsgy; KOHTaKTHoi 0cobum 3 chapmakoHarnsagy
3asBHUKA 4151 34iICHEHHA dapMakoHarnsay B Ykpaii,
AKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
BiANOBIAANbHOI 32 34iicCHEHHA hapmakoHarnsgy
(BK/IKOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHN Y PO3MILLLEeHHI
macTep-alina cuctemu papmakoHarnsgy) - firoua
pejakuisi: YnoBHoBaxeHa ocoba, BignosiganbHa 3a
3piicHeHHs chapmakoHarnsgy — Kepon Mapkesenn (Carol
Markwell). KoHTakTHa oco6a, BignosiganbHa 3a
3pificHeHHs hapmakoHarnsay B YkpaiHi — bypaaesa
HaTanis €BreHisHa. MNMponoHoBaHa pefakuis:
YnoBHOBaXKeHa 0coba, BiAnoBifasibHa 3a 34iiCHEHHS
thapmakoHarnagy - bypaaesa Hatanis €sreHiBHa. 3miHa
KOHTaKTHUX [laHNX YMOBHOBaXeHOT 0cobwm,
BiANOBIAA/IbHOT 32 34iICHEHHSA hapmakoHarnsgy. 3miHa
Micusi 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnsgy. 3miHa MicLe3HaxoKeHHs1 MacTep-
haiina

6e3
peyenma

UA/15354/01/01

174.

XENNEKC®
AHTUKONA
HEO

MOPOLLOK ANs
0pasIbHOTO PO3UKHY 3

JIMMOHHIM CMaKoM Mo
4 T NOPOLLKY B Calle;

no 10 cawey
KapTOHHIM nayui

TOB "Mosi
Xenc"

YkpaiHa

Annekc ®apma CA

LLBeiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TMny - AAMIHICTpaTUBHI 3MiHWU. BunyyeHHs BUpOGHMYOT
AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixxHoro
npoAaykTy abo roToBOro fikapcbKoro 3acoby, AibHNL
NS NPOBefeHHA NakyBaHHs1, BUPOOHUKA,
BiANOBIAa/IbHOrO 3a BMNYCK Cepiii, MicLie NpoBeAeHHS

6e3
peyenma

UA/15354/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycKy
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPO6HUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo2o
rnocsio4eHHs1

KOHTPO/IIO cepil) abo nocTavasibHUKa BUXigHOrO
maTepiany, peareHTy abo AONOMiIXHOT Pe4OBUHY (SKLLO
3a3HayeHO Y JOCLE) - BUSTYHYEHHS BUPOBOHNKA,
BiANOBIAa/IbHOrO 3a BUPo6HMLTBO /13, NnepBrHHE Ta
BTOPVHHE nakyBaHHA: OM ®apma CA, Moptyranis / OM
Pharma SA, Portugal Ta Bupo6Hvka '3,
BiAnoBiganbHOro 3a Bunyck cepiii: OM ®apma CA,
LLiBeiuapisi / OM Pharma SA, Switzerland.
3aTBepKeHuii BUPOGHUK, LLLO 3aUTULLIMBCS: ANEKC
dapma CA, Leeliyapisa / Alpex Pharma SA, Switzerland
( BUPOBHMLTBO 3@ NOBHMM LMK/IOM) — BUKOHYE Taki cami
YHKLUT, WO | BUMYYeHi. 3MiHN BHECEHO B IHCTPYKL,i1O
AN MeANYHOro 3acTOCYBaHHA LWOAO HaliMeHyBaHHSA Ta
MiCLLe3Haxo4pKeHHS BUPO6HMKa 3 BIANOBIAHUMN 3MiHAMMA
y TEKCTi MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby
(BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHW | TUNY - 3MiHW WOoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
- 3MiHM | Tuny: 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsay (iHwi 3MiH1)- BHECEHHSA 3MiH 40
po3giny “MapkyBaHHs” MKA /13 (BBeAeHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS)

175.

XENMMEKC®
AHTUKONA,
HEO

MOPOLLOK A/151
OpPa/ILHOIO PO3YMHY 3
M&a/IMHOBUM CMaKoM
no 4 r NopoLuKy B
cauwle; rno 10 cawe y
KapTOHHIM navu,i

TOB "MoBi
Xenc"

YkpaiHa

Annekc ®apma CA

LLseiiuapis

BHECEHHS 3MiH [JO peecTpaLjiiiHux maTepianis: 3MiHu |
TUny - AAMIHICTPaTMBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
AinbHUUI (BKAOYaoumn ainbHuui ana A®l, npomixxHoro
nNpoAyKTy abo roToBOro NiKapcbkoro 3acoby, AiNbHULI
0115 NPOBE/EHHA MakKyBaHHS, BUPOOHMKA,
BiANOBIA&/TLHOrO 3a BUMYCK CEpil, MicLie NpOBeAeHHS
KOHTPO/II0 cepii) abo nocTavasibHKa BUXIgHOTO
marepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y [JOCbE) - BUYHYEHHS BUPOOHUKA,
BignoBigasbHOro 3a BUpo6HULTBO /13, nepBuHHe Ta
BTOPUHHE nakyBaHHs: OM ®apma CA, Moptyranis / OM
Pharma SA, Portugal Ta Bupo6Hwuka '3,
BiAnoBiganbHOro 3a Bunyck cepii: OM ®apma CA,
Lsenuapis / OM Pharma SA, Switzerland.
3arBepmpkeHnii BUPOGHUK, LLIO 3aUTULLMBCS: AMEKC
dapma CA, Leeliyapisa / Alpex Pharma SA, Switzerland
( BUPOGHMLTBO 3@ MOBHWM LMK/I0M) — BUKOHYE Taki cami
dOyHKLT, WO i BUNyYeHi. 3MiHM BHECEHO B iHCTPYKLIiHO
AN MeAMYHOro 3acToCyBaHHA LWOAO HaliMeHyBaHHS Ta
MiCLe3HaxX0AKEeHHS BUPOGHMKA 3 BiANOBIAHUMY 3MiHAMU
y TEKCTi MapKyBaHHS yNakoBKN NlikapCbKoro 3acoby
(BBeAeHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHU | TUNy - 3MiHK Wo0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
- 3MiHKM | TUNY: 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHM)- BHECEHHS 3MiH A0

6e3
peyenma

UA/15355/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
po3giny “MapkyBaHHa” MKHA N3 (BBeaeHHS 3MiH
NPOTArom 6-Tu MicALiB Nic/s 3aTBEPIKEHHS)
176. | XOHAPA- masb no 30 ry Ty6i; no | MAT "®dapmak” Ykpaina MAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpavuiiHiX maTtepianis:3miHu | 6es UA/14163/01/01
CUNA® 1 Ty6i B mauuji 3 TUNYy - BBEEHHS A0AATKOBOrO PO3Mipy cepii roToBoro peyenma
3IFPIBAKOYA | kapToHy nikapcbKoro 3acoby. 3anponoHosaHo: 100 kr (3 Tuc. Ty6
no 30 r) 350 kr (11 Tuc. Ty6 no 30 r) 600 kr (20 Tuc. Ty6
no 30r)
177. | UEPE3NM® NnopoLUoK ANns [xeH3aiim HigepnaHaun [bxeH3aiim lpnaHg Ipnangis/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3miHu | 3a UA/8659/01/02
400 O, NPUroTyBaHHA tOpon B.B. Nimitea, lpnaHgis CLUA/ TUMy - 3aMiHa BUPOGHMKa BUXIAHOTO Matepiany peyenmom
KOHUeHTpaTy ans (BMPOGHMLTBO Benvka npoTtamiHy cynbgarty 3 «Life technologies, USA» Ta
PO34UHy A5 iHQy3il KiHLLeBOro NpoAyKTY BpuTaHis «JRH Biosciences,USA» Ha «Alps Pharmaceuticals Ind.
no 400 Of; 1 a6o 5 (fillffinish), KoHTpONb Co.Ltd., Gifu, Japan» Sk KpaiH1 NOXOMKEHHST BUXIAHNX
(N1aKoHIB 3 NOPOLLKOM cepil, nakyBaHHs, TBapWH (N10COCb) A/1A KYNbTYPW KNITUHW; 3MiHW | Tuny -
Y KapTOHHIit kopobu,i MapKyBaHHS, 3MiHM B npoueci BupobHuuTBa APl - 3miHa Temnepatypu
MiCLLe3HaXOKEHHS 36epiraHHA OCHOBHWX/POGOUNX GaHKIB KNITUH 3 METOHD
YNOBHOB&XXEHOI Y3rO[PKEHHA [iACHOrO TeMMNepaTypHOro pexnuMy
ocobu, BunycK 36epiraHHsa 3 JOKyMeHTaLieo BUpo6HMKa «from below -
cepii); [pxeHzanm 180° C» f0 «? -135°C»; 3MiHM | TUNY - BUAAIEHHS eTany
KopnopeiiwH, CLUA CUIKOHI3aLii p/1akoHIB /19 BUPOLLYBAHHSA Ky/1bTypu
(dbopmyntoBaHHsA KNiTUH. MeTolo AaHoi 3MiHW € YA0CKOHA/IEHHA npoLecy
npenapary); niAroToBKM 06/1aHAHHS 3 TOUKW 30PY 3HDKEHHS PU3MKY i
IPKEH3AM YHUKHEHHS! npobiem 6e3nekn
NIMITEL, Benuka
BpuTaHis (KoHTponb
cepil, nakyBaHHs,
MapKyBaHHS,
MiCLLe3HaXOKEHHS
YNOBHOB&aXeHOT
ocobu, BunNycK
cepii); loHya
Bionogxikc, IHK.,
CLLA
(chopmyntoBaHHS
npenapary)
178. | UE®PYPOKCW | nopollok s po3unHy My6niyHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu I 3a UA/0565/01/02
M-BX®P3 ONs iH'ekuin no 750 akuioHepHe akuioHepHe Tvny - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKMiA 3aci6. peyenmom
Mmr, 1 donakoH 3 TOBapuCTBO TOBapucTBo CucTema KoHTeliHep/3aKynoptoBasibHuiA 3aci6 (iHLWi
MOPOLLKOM Yy navii 3 "HaykoBo- "HaykoBo- 3MiHK) BHeCeHHs 3MiH 0 MaTepianiB peecTpauiiHoro
KapToHy; 5 chnakoHiB 3 BUPOGHNUNI BUPOGHNUNI LIEHTP [0CbE, Y 3B’A3Ky 3 BBEA}€HHAM [0AAaTKOBOI yNnakoBku: 1
NOPOLLIKOM Y KaceTi; no LeHTp "BopLyarisCbkuii chnakoH 3 NOPOLUKOM Y KOMMAEKTi 3 PO34YMHHMKOM (BOAa
1 kaceTi y neHani 3 "BopLuariscbk XiMmiKo- Ans iH'ekuiid) no 5 mn a6o no 10 mn B amnyi B nauui 3
KapToHy; 1 donakoH 3 W1 XimiKo- hapmaueBTUUHWIA KapTOHHOI NMeperopoaKoL; AOMOBHEHHS PO34iNiB AOCLE
NOPOLLKOM Y hapmaueBTny 3asog" iH(hopMaLi€ro MO PO3YMHHUKY Ta BHECEHHS BifNOBIgHMX
KOMNeKTi 3 HWi1 3aBoa" 3MiH A0 p. «Cneuucpikauis» (8o cneuudpikauii Ha M3

pO3uMHHMKOM (BOAa
Ans iH'ekuiid) no 5 mn
a6o no 10 mn B

[04aETbCs cneymndikadis Ha po34nMHHKK), p. «Cknag», p.
«YnakoBKa», p. «MeToAMKN KOHTPOJT0». 3MiHW BHECEHI B
po3fin "Ynakoska'" B iHCTPYKLO 418 MEANYHOIO
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs
amny”ni B navuj 3 3aCTOCYBaHHS NiKapCbKoro 3acoby y 3B"A3Ky 3
KapTOHHOIO BBE/IeHHAIM [04aTKOBOI YNakoBKM, K HAC/if0K -
neperopoakoro 3aTBepKEeHHA TEKCTY MapKyBaHHsA [04aTKOBOI
yMakoBKM MiKapCbKoro 3acoby.
BBeneHHs 3MiH NpoTarom 3-x micsauis nicns
3aTBEPLKEHHS.
179. | LUINOKCAH® Kpanni oyHi/BywHi 0,35 HoBaprTic LLiBeiuapis AsnkoH-KyBpbop Benebris BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianiB:3miHu | 3a UA/8565/01/01
% no5wmny dapma Al TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
chnakoHax- thapmakoHarnagy. BeegeHHs abo 3miHn oo
KpanenbHuusax "Apon- y3ara/ibHeHUX JaHnX npo cuctemy hapmakoHarnsgy
TeliHep®"; no 1 (BBEAEHHSA y3ara/lbHEHNX AaHUX PO CUCTEeMY
chnakoHy B KOpoo6Lii 3 hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
KapToHy BiANOBIAA/IbHOI 3a 34iicCHEHHSA dhapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 thapmakoHarnagy 3asBHuKa ans
3fiicHeHHs thapmakoHarnsgy B YkpaiHi, KO BOHA
BiIMiHHa BiJ YNOBHOB&XeHOI 0CO6M, BiANOBIAA/ILHOI 32
3[jiCHEeHHs1 hapMakoHaraay (BK/IKYauM KOHTaKTHI
[aHi) Ta/abo 3miHV y po3MiLLeHHI MacTep-carina
cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0cobu 3asBHYKa, BigNoBigasbHOT 3a hapMakoHarnsg.
MponoHosaHa pepakuis: David J Lewis, B.Sc (Hons),
Ph. D. 3miHa KOHTaKTH/X AaHUX YNOBHOBaXKEHOT 0CO6M
3asBHYKa, BigNOBiAa/IbHOI 3a hapMakoHarnsg
180. | APUHA® TabneTku, BKpUTI Baiiep AT Himeuunna Baiiep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis:3miHu | 3a UA/11479/01/01
060/10HKOI0; N0 21 HimeyunHa TMNYy - 3MiHWU A0 IHCTPYKLT 418 MeAMYHOro 3aCTOCYBaHHS peyenmom

Tabnetuyi y 6nictepi 3
KasieHAapHoIo
LKasioto; no 1
6nictepy y
nanepoBoMy Milleuky
B KapTOHHIi navi

(nepBuHHa Ta
BTOPWMHHA YNakoBKa,
[103BiN Ha BUMYCK
cepii); Baiiep
Baiimap Mm6X i Ko.
KI', HimeyunHa
(BUPOBHMLTBO
Hepo3gracoBaHol
npoaykuin)

niKapcbKoro 3acoby Ao po3ainis "OcobanBocCTi
3acTocyBaHHS" Ta "Cnocib 3acTocyBaHHsA Ta fo3un"
(pepakTopcbki NpaBku)

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
pisnbHoCTI [lenapTamMeHTy peasiisauii NONITUK

T.M. IacKkoBCbKUu
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