MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
06.02.2020 Ne 269
Kuis

IIpo fep>kaBHY peecTpaLito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTiUHUX
TripernapariB) Ta BHECEHHS 3MiH [0
peecTpaljiiHiX MaTepiaJiiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo mikapceki 3acobu»,
nyHKTiB 5, 7, 9, 10 Ilopsaky mepkaBHOI peecTpaliii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBep/pKeHOro 1octaHoBol Kabinery MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3atBepgykeHHs Ilopsiaky mepykaBHOI peecTparii
(mepepeectpaiiii) sikapcbkux 3acobiB i po3MipiB 300py 3a iX AeprkaBHY peecTpailito
(epepeecTpaiiito)», ab3aily TpuauAToro miAnyHKTy 10 myHKTY 4 IlomokeHHS Mpo
MiHicTepcTBO 0XOpPOHHU 370pOB’S] YKpaiHU, 3aTBepKeHOro IMocTaHoBo KabiHery
Minictpie Ykpainu Big 25 Gepe3nss 2015 poky Ne 267, Ha mifcTaBi pe3yJbTaTiB
eKCTIePTU3M  PEECTpALlifHMX  MarepiasiB  JiKapcbkuxX  3acobiB  (MeJUYHHMX
iMyHObiosioriyHMX TpernapariB) Ta KOHTPOJIIO SIKOCTi THX, 1110 TO/laHi Ha [lep>KaBHY
peectpauitlo  (mepepeecTpaliio), NpoBeJeHUMX [Jlep)kaBHUM  MiANPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIB 1110710 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKoro 3acoby
(MeguuHOrOo iMyHOOiO/OTiUYHOrO TIperapary), peKoMeHAallil Horo [o aep»kKaBHOI
peecTpaliii (TepepeecTpaliii) Ta BHECEHHsI 3MiH [0 peeCcTpalliiHKUX MaTepiasniB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOTiuHi TIpermapaTH) 3rifgHO 3
riepestikoM (gomaTok 1).

2. IlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeauuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoMm (JOoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauiiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
miKapcbKux 3acobiB YKpaiHM Ha JKapchkKi 3acobu (MeauuHi imMyHOOiosoriuHi
TriperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaToK 3).



4. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

KOHTpOJ’IB 3d BUKOHAHHSAM IbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

Misictp 3. CKAJIELIBKA



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), AKI BHOCATbLCA A0
AEP)XXABHOI'O PEECTPY /IIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
06.02.2020 Ne 269

Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocsioyeHHs
1. S(-) NMOPOLLIOK (CybCcTaHuis) y TOB "KYCYM Ykpaina Fnoxem IHgacTpi3 IHAjs peecTpauif Ha 5 pokis - He UA/10000/01/01
AMOAUNIHY NoABINHMX DAPM" MpaiiseT JlimiTeq, nionsieae
BECUNAT nonieTuIeHOBMX NakeTax
ansa dapmaueBTUYHOIo
3acTOCyBaHHSA
2. AJIKCOIL, cycneHsis gns IHMYHOTEK, IcnaHis Brpo6HMUTBO, IcnaHis peecTpauist Ha 5 pokis 3a He UA/17905/01/01
(CyMmiLl NiALWKIPHOro BBEAEHHS C.N. nepBuHHE peyenmom nionsizae
MNONIMEPU30BA | 2000 ta 10 000 TO/mn no nakyBaHHs, MepiognyHicTb NoAaHHA PerynsipHo
HUX 2,5 Mn y donakoHi; chnakoH BTOPWUHHE OHOBJ/IOBAHOIO 3BITY 3 6e3neKu,
EKCTPAKTIB 3 npo3oporo ckna | tuny 3 nakyBaHHs1, BUMYCK BiANOBIAHO A0 Mopsaky 34iMCHEHHS
ANEPTEHIB) Npo6KOoI0 3 BYTUIKaYUYKY, cepii, 36epiraHHs: thapmakoHarnsgy, 3aTBepXeHoro
YKYMNOPEHWii KOBNaYKoM IHMYHOTEK, C./. Haka3oM MiHicTepcTBa OXOPOHU
Cpi6bHOro (chnakoHn A 300poB’A YKpaiuu Big, 27 rpyaHa 2006
2000 TO gnsa no4aTkoBoOro poky Ne 898, 3apeecTpoBaHOro B
nikyBaHHs1) abo MiHicTepcTBi tocTULiT YKpaiHu 29 ciuHs
6/1aKNTHOTO KOSIbOpY 2007 poky 3a Ne 73/13340 (y pegakuii
(dbnakonm B 10000 TO Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
ONs NigTPUMYBasIbHOTO Ykpainu Bif 26 BepecHsi 2016 poky Ne
nikyBaHHS); No 2 chakoHn 996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
(YKyrnopeHi KoBrnaykom 3a3Ha4YeHVMU y NepiogMYHOCTI NoAaHHS
cpibHoro (dhnakoHn A perynspHux 3BiTiB 3 6e3neku.
2000 TO gnsa novaTkoBoro
nikyBaHHs1) abo
61aKUTHOTO KOSTbOpY
(donakoHm B 10000 TO
ANA NigTPUMYBaUTbHOTO
nikyBaHHs)) a6o no 1
h1akoHy yKynopeHomy
KOBMaYKkoOM 6/1aKUTHOrO
Konbopy (dpnakoHn B
10000 TO ansa
nigTPUMYBasIbHOTO
nikyBaHHs1) y 6iniit kopobui
3 yAApOCTIiKOro NNacTumky,
LLL0 3anoBHeHa CniHeHNM
mMarepiasiom
3. ANMb®AXONIH® pO34nH opasibHUiA, 600 MpAT Ykpaina MpAT YkpaiHa peecTpauus Ha 5 pokis 3a He UA/17917/01/01
MI/7 MAno 7 mny "®apmaueBTn "GapmaueBTuyHa MepiognyHICTb NOAAHHA PerynspHo peyernmom niossieae
doNaKoHI 3 KPULLIKOK 3 YyHa chipma ipma "dapHuug" OHOBJ/1HOBAHOIO 3BITY 3 6e3neKku,




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
KOHTPO/MIEM NepLUOro "OapHuus” BiANOBIAHO A0 MopsAaky 34jiACHEHHS
BiaKpUTTA; No 10 chnakoHiB hapMakoHarnsgy, 3aTtBepixxeHoro
y nauui Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'S
Ykpainu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
4, ANb®AXONIH® pO34uH ANa iH'ekuid, 1000 MpAT Ykpaina MpAT YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17917/02/01
Mr/4 Mn no 4 mn B amnyni; "®apmaueBTun "®apmaueBTuyHa MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
no 5 amnyn y KOHTYpHIi YHa dhipma ipma "JapHuus" OHOB/IOBAHOTO 3BIiTYy 3 6e3neku,
YapyHKOBIli ynakoBLj; no 1 "AapHnus” BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KOHTYPHIl YapyHKOBIlA chapmakoHarnsgy, 3aTBepaXeHoro
ynakoBLi y nayui Haka3oM MiHicTepcTBa OXOPOHMW
3[4,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0XOPOHU 340POB'S
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3ri4HO 3i CTPOKaMU,
3a3HayYeHUMN y NepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
5. BPUMOHIAVHY NMOPOLLIOK (CybCcTaHLis) y AT "dapmak" Ykpaina Megiuewm, Ec.Ei. IcnaHis peecTpauist Ha 5 pokis - He UA/17906/01/01
TAPTPAT nakeTax noaBiliHMx nionsizae
nonieTMIeHoBUxX ans
chapmaL,eBTU4YHOro
3acToCyBaHHs
6. AEKPICTON® Kancynm m siki 20000 MO; mi6e MmeX HimeuyunH nepBUHHE Ta Himeuunna/ peecTpauis Ha 5 pokis 3a He UA/17901/01/01
20000 MO no 10 kancyn y 6nicTtepi; ApuHaiimitTTen a BTOPWUHHE LBeiiuapis MepiognyHICTb NOAAHHA PerynspHo peuenmom niosnsieae
no 1 a6o no 2, abo no 5 b nakyBaHHs, OHOB/IIOBAHOrO 3BITY 3 6e3neku
6nicTepiB y navuji KOHTPO/Ib cepii Ta BiANOBIAHO A0 Mopsaky 34jiMCHEHHS
BUNYCK cepii: chapmakoHarnsgy, 3aTBepmxeHoro
Mi6e Mv6X Haka3oM MiHicTepcTBa OXOPOHU
ApuHaiimiTTenNb, 300pO0B’A YkpaiHu Big, 27 rpyaHs 2006
HimeuuunHa; poky Ne 898, 3apeecTpoBaHuii B
BMPOGHULITBO Ta MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
Bunyck "in bulk™: 2016 poky 3a Ne 1649/29779 (y pegaxuii
KeTeneHr Haka3y MiHicTepcTBa OXOPOHW 34,0P0B’'S
[xepmari Ykpainu Big, 26 sepecHs 2016 poky Ne
E6epb6ax Mm6X, 996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
Himeyunha; 3a3HayYeHUMN y NepiognYHOCTI NOAAHHS
BMPOGHULITBO Ta perynsapHux 3BiTiB 3 6e3neku.
Bunyck "in bulk:
Csicc Kanc AT,
LLiseliuapis
7. ECNA-BACTUH® | Tabnetku, Wo Ecnapma HimeuyunH dapma HimeuunHa peecTpauisf Ha 5 pokis 6e3 nionsizae UA/17918/01/01
[ANCNepryoTbes B POTOBIN rm6X a BepHirepoge MepiofnYHICTb NOAAHHS perynsipHo peyenma




10 mn y dpnakoHax
CKNAHUX; no 20 mny
chiakoHax CKISHUX

OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
BifNOBIAHO A0 MOPSAAKY 34iCHEHHS
dhapmakoHarnsgy, 3aTBepmkeHoro

Haka3oM MiHicTepcTBa OXOPOHU

300poB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi oCcTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepaxui
Hakasy MiHicTepcTBa OXOPOHU 3[40POB'S
YKpaiuu Big 26 BepecHst 2016 poky Ne

Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
NopoXHWHI no 10 mr, no 10 M6X, HimeuunHa; OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku,
Tabnetok y 6nictepi, no 1 ApBaHc dapma BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nicTepy B ynakosLi v6X, HimeuunHa thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU
30,0p0B’A YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHMN Y NepiogMyYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
8. ECMA-BACTUH® | TabneTku, Wwo Ecnapma HimeuuunH dapmva HimeyunHa peecTpadist Ha 5 pokis 6e3 nionsieae UA/17918/01/02
AVCnepryoTbes B POTOBIl 6X a BepHirepoge MepioAnyHICTb NOA4AHHS PErYNsiPHO peyenma
NOPOXHUHI no 20 mr, no 10 M6X, HimeuunHa; OHOBJ/IOBAHOTO 3BITYy 3 6e3neku,
Tabnetok y 6nictepi, no 1 ApBaHc dPapma BiANOBIAHO A0 MopsAaKy 34iCHEHHS
6nicTepy B ynakoBLi v6X, HimeuunHa thapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi loCcTULT YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0POB'A
Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMN y NepiogMyYHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.
9. ETUNOBUA E®IP | nopoLuok (cy6cTaHLis) y ToBapucTso 3 Ykpaina ToBapucTBo 3 YkpaiHa peecTpalis Ha 5 pokis - He UA/10262/01/01
6-5POM-5- noNieTUIEHOBUX MiLliKax 06MEXEHOI0 06MEXEHOI0 niossi2ae
riAPOKCK-1- Ons hapmaueBTUYHOro BiAgnoBigasIbHi BiANOBifa/IbHICTIO
METWUN-4 3aCcToCyBaHHA CTIo "®APMXIM"
ANMETUNAMIHO "®APMXIM"
METWN-2-
DEHINTIOMETA
nHAoN-3-
KAPBOHOBOI
KNACNOTN
rigPoxXnoprng
MOHOTIAPAT
10. IHBYTON® KOHLEHTpAT 4151 PO34nHYy TOB "tOpisi- YkpaiHa TOB "HOpis- Ykpaina peecTpauis 5 pokis 3a He UA/4798/02/01
ans iHndysin, 100 mr/mn no Papm” dapm” MepiognyHicTb NOAAHHA PerynsipHo peyenmom nionsizae




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
996), CTaHOBWTB: 3riAHO 3i CTPOKaMM,
3a3HayYeHMMKN y NepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
11. KBEHTIAKC® SR | Tabnetku nposioHroBaHoi KPKA, a.4., CnoseHis BMPOGHMLTBO "in CnoBeHis peecTpauis Ha 5 pokis 3a He UA/16479/01/05
4ii no 400 mr no 10 HoBo mecTo bulk", nepsrHHe MepiognyHICTb NOAAHHS PErynsipHo peuenmom nionsieae
TabneTtok y 6nictepi; no 6 Ta BTOPVHHE OHOB/OBAHOIO 3BITY 3 6e3neKkn
abo 9 6nicTepi B nakyBaHHs, BiANOBIAHO A0 MopsAaKy 34iACHEHHS
KapTOHHIA KopooLi KOHTPO/Ib cepii Ta hapMakoHarnsay, 3aTBepxxeHoro
BUWMYCK Cepii: Haka3oM MiHicTepcTBa OXOPOHM
KPKA, a.4a., Hoso 3[4,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
mecTo, CrnoBeHis; poky Ne 898, 3apeecTpoBaHuii B
KOHTpONb cepii: MinicTepcTBi tocTuLii YKpainun 19 rpyaHs
KPKA, a.4., Hoso 2016 poky 3a Ne 1649/29779 (y peaakuii
mecTo, CroBeHis Haka3y MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3riHO 3i CTPOKaMU,
3a3HayYeHUMN y NepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.
12. KNOTPUMA3ON MOPOLLIOK (CybCcTaHLis) y My6niyHe Ykpaina XancilioH Jlebc IHais peecTpauis Ha 5 pokis - He UA/17909/01/01
noABiHMX akujoHepHe Met. NTA. nionsizae
nonieTUIEHOBNX NakeTax TOBapuCTBO
Ons hapmaueBTUYHOro "HaykoBo-
3acToCyBaHHsA BUPOGHNUNIA
LieHTp
"BopLuariscbk
uii xXimiko-
thapmaueBTny
HWiA 3aBoa”
13. KO®EIH KpuCTaniyHmiA MOpPoLLOK TOB "tOpis- Ykpaina 3irdopig, HimeuunHa peecTpauif Ha 5 pokis - He UA/17910/01/01
(cybcTaHuis) y Papm” dapmakemikaneH nionsizae
nosieTUNeHoBUX NakeTax MiHgeH TM6X
Ansa dapmaueBTUYHOIO
3acTOCyBaHHSA
14. NEBOAAP TabneTkn, BKPUTI AAP ®APMA Cnony4yeH 3im JlabopaTopi3 IHais peecTpauist Ha 5 pokis 3a He UA/17911/01/01
NAiBKOBOK 060/IOHKOHO, nTa e Nimiteq MepiognyHICTb NO4AHHS PEryNsipHO peyenmom nidnsieae
250 mr no 6 a6o 10 KoponiscTt OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku,
TabneTtok B 6nicTtepi, no 1 BO BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nicTepy B KapTOHHIl thapmakoHarnagy, 3aTBepKeHoro
nauuj Haka3oM MiHicTepcTBa OXOpPOHM
3[10poB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHM 3[,0pOB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO 3i CTPOKaMU,
3a3HayYeHVMN Y NepiogMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
15. NEBOAAP TabneTtkn, BKPUTI AAP ®APMA Cnony4yeH 3im JlabopaTopi3 IHais peecTpadist Ha 5 pokis 3a He UA/17911/01/02
NAiBKOBOK 060/I0HKOHO, nTa e Nimiteq MepioAnyHICTb NO4AHHS PErYNSPHO peyenmom nidnsieae
500 mr no 10 TabneTok B KoponiscT OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku,
6nictepi, no 1 6nictepy B BO BiANOBIAHO A0 MopsaKy 34iMCHEHHS




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o

3acoby yrnakoska) nocsioYyeHHs
KapTOHHI navw,i thapmakoHarnsgy, 3aTBepXeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi ocTULiT YKpaium 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

16. omM/ioc Kancynm 3 ANIKANOIL AL | Pecny6nik BUMYCK Cepii: Pecny6nika peecTpauisf Ha 5 pokis 3a He UA/17913/01/01
MoAMdikoBaHUM Ckon'e a AJTKANIOIO AL MakepoHis/ MepiognyHICTb NOAAHHA PerynspHo peyenmom nionsieae
BUBINIbHEHHSAM, TBEPAi, N0 MakefoHis Ckon’e, Icnanis/ OHOBJ1HOBAHOrO 3BIiTYy 3 6e3neku,

0,4 mr no 10 kancyny Pecny6nika Himeuunna/ BiANOBIAHO A0 Mopsaaky 34iiCHEHHS
6nicTepi; no 3 6nictepu B MakefoHis; Yecbka hapmakoHarnsagy, 3aTsBepxeHoro
KapTOHHIA KopooLi BUPOBHULTBO Pecny6nika Haka3oM MiHicTepcTBa OXOPOHU
Hepo3cacoBaHoro 300pO0B’A YKpaiHu Big, 27 rpyaHs 2006
NPOAYKTY, poky Ne 898, 3apeecTpoBaHoOro B
nepBrHHE Ta MiHicTepcTBi tocTULiT YKpainm 29 ciuHs
BTOPWHHE 2007 poky 3a Ne 73/13340 (y pegakuii
nakyBaHHs, Haka3y MiHicTepcTBa OXOPOHU 340POB'A
KOHTPO/b AKOCTI Ykpaiuu Big 26 BepecHs 2016 poky Ne
(dhiznyHmiA, 996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
XiMiYHWIA Ta 3a3HavyeHVMU y NepiognyYHOCTI NOAAHHSA
MiKpOBIOSIOriYHWIA): perynsipHux 3BiTiB 3 6e3neku.
CIHTOH
XICNAHIA C. .,
Icnanis;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY,
nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b SAKOCTi
(hiznyHnii Ta
XiMiYHWi):
PotTeHgopc
dapma M'mbX,
HimeyuunHa;
KOHTPO/b SAKOCTi
(hiznyHnii Ta
XiMiYHWi):
KYIHTA-
AHAJTITIKA c.p.o.,
Yecbka
Pecny6nika

17. OHIXENN nak ons Hirtie Benyno, niku Xopsaris BMPOGHMLTBO IpnaHgis/ peecTpauist Ha 5 pokis 6e3 niossieae UA/17914/01/01
nikyBanbHWiA, 50 Mr/Mn; No | Ta KOCMeTuKa, roToBOro Xopsaris MepiognyHiCTb NOAAHHA perynspHo peyenma
2,5Mnabono5mny b.4. nikapcbKkoro OHOBJIHOBAHOrO 3BIiTY 3 6e3MeKu,

dhiakoHax B KOMMAEKTi 3

3aco6y, KOHTPO/b

BiANoBiAHO A0 MNopaaky 34iNCHEHHS!




Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
CNMPTOBUMU CepBeTKamu, AKOCTI: dhapmakoHarnsgy, 3aTBepmkeHoro
nUAoYKaMMN AN51 OUULLEHHS LaHenb Megijkan, Haka3oM MiHicTepcTBa OXOPOHM
Ta annikaropamv gns Ipnangis; 300pOoB’A YKpaiuu Big, 27 rpyaHa 2006
HaHEeCeHHs naky Ta B KOHTPO/b AKOCTI poky Ne 898, 3apeecTpoBaHoOro B
KapTOHHMX naykax Ta BMNyCK cepil: MiHicTepcTBi ocTULiT YKpaium 29 ciuHs
Benyno, nikn Ta 2007 poky 3a Ne 73/13340 (y pegakuii
KocmeTuka, A4.4., Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Xopsaris Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
18. PEKAPOVH Kpanni opasibHi no 25 mn TOB "OKnM Ykpaina TOB "[OKnM YkpaiHa peecTpauisf Ha 5 pokis 6e3 nionsizae UA/17915/01/01
DPOPTE a6o 50 mn 'y hrakoHi 3 "®apmaueBTu "apmMavueBThyHa MepiognyHICTb NOAAHHA PerynspHo peyenma
NPO6KOI0-KpanesibHULELD; YHa habpuka" habpuka" OHOB/IOBAHOIO 3BIiTY 3 6e3neku
no 1 donakoHy B nauwj BiANOBIAHO A0 Mopsaaky 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepmKeHoro
Haka3oM MiHicTepcTBa OXOPOHU
300pO0B’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegaxu,i
Haka3y MiHicTepcTBa OXOPOHM 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKM y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
19. TIAMIHY MOPOLLOK KpUCTanivHui OCM LLseliyapi [OCM HytpuwHen HimeuunHa peecTpauist Ha 5 pokis - He UA/17916/01/01
raPoxXnoprPnj abo kpuctanm HyTpuwHen a MpopakTtc MM6X niosnsieae
(cybeTaHuis) y Mpoaaktc
6araToLiapoBmx nakeTax tOpon N1g,
(nonieTuneH / antominii /
nonieTuneHTepedTanar)
ansa hapmauesTUuHoro
3acToCcyBaHHsA
20. DEHCTY/, PO34nH ANa iH ekuiin, 50 PycaH ®apma IHAiA PycaH ®apma /114 IHAjs peecTpauif Ha 5 pokis 3a He UA/17919/01/01
MKr/MA, N0 2 M1 B amny/ii; nTg, MepioanyHicTb NoAaHHA perynsipHo peyenmom nionsizae
no 10 amnys B KOHTYPHIi OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
yNakoBLii; N0 1 KOHTYPHIiA BifNOBIAHO 0 MOpPSAAKY 34iCHEHHS
yMaKkoBLji B KAPTOHHIl chapmakoHarnsgy, 3aTBepXeHoro
Kopo6ui; no 10 mn B Haka3oM MiHicTepcTBa OXOPOHU
amnyni; no 5 amnyn'y 300poB’A YKpaiuu Big, 27 rpyaHa 2006
KOHTYPHIll ynakoBuj; no 1 poky Ne 898, 3apeecTpoBaHOro B
KOHTYPHIl1 yrnakoBLi B MiHicTepcTBi toCcTULT YKpaiHu 29 ciuHs
KapTOHHilA KOpo6Li 2007 poky 3a Ne 73/13340 (y pepaxui
Hakasy MiHicTepcTBa OXOPOHU 3[40POB'S
YKpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3MneKu.
21. ®OPMACAH Kpanni 4ns nepopasibHoOro CaHywm- HimeuunH CAHYM-Kenbbek HimeuunHa peecTpauif Ha 5 pokis 3a He UA/17920/01/01
KPANMI 3actocyBaHHsa Mo 100 mny | Kenbbek MmM6X a vm6X i Ko. KI MepiognyHicTb NoAaHHA PerynsipHo peyenmom nionsizae
doNakoHi 3 KpanesibHULEL; i Ko.KI OHOBJ1OBAHOIO 3BIiTY 3 6e3neKku




Ne
n/n

Hassa
JNliKapCcbK0O20
3acoby

Popma sunycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

no 1 dpnakoHy B KapTOHHIl
nauui

BiANOBIAHO A0 MopsAaky 34jiACHEHHS
chapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM
340pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTi tocTuLii YKpainun 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHM 340POB’A
Ykpainu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBWTb: 3riAHO 3i CTPOKaMM,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHS
perynsipHmx 3BiTiB 3 6e3neku.

22.

XONPECT

TabneTku, BKpUTI
N1iBKOBOK 060/I0HKOIO MO
5 mr, no 14 TabneTok y
6nicTepi; no 1, no 2, no 4,
no 6 abo no 7 6nictepis B
KapTOHHI ynakosL,i

MavinaH
Nab6opaTtopi3
Nimiten

IHAjA

MavinaH
Nab6opaTopi3
Nimiten

IHAis

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynsipHo
OHOB/IOBAHOTO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnagy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[4,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 3[,0pOB'SA
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTBL: 3ri4HO 3i CTPOKaMU,
3a3HavYeHUMN Y NepiofMUHOCTI NoAaHHS
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/17921/01/01

23.

XONPECT

TabneTku, BKpUTI
NNiBKOBOK 060/0HKOM, NO
10 wr, no 14 TabneTok y
6nicTepi; no 1, no 2, no 4,
no 6 abo no 7 6nictepis B
KapTOHHIi ynakoBui

MaiinaH
Nab6opaTopis
Nimiteq

IHais

MaiinaH
Nab6opaTopi3
Nimiteq

IHais

peecTpauist Ha 5 pokis
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku,
BiANOBIAHO A0 MopsaKy 34iACHEeHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHiCTepcTBa OXOPOHM
3,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT Ykpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 34,0pP0B's
YKkpainu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riHO 3i CTPOKaMU,
3a3HavYeHMMN Y NepiogMyYHOCTI NoAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

3a
peuyenmom

He
nionsieae

UA/17921/01/02

24.

XONPECT

TabneTku, BKpUTI
MNiBKOBOK 060/10HKOI0, MO
20 mr, no 14 TabneTtok y
6nictepi; no 1, no 2, no 4,
no 6 abo no 7 6nictepis B
KapTOHHI ynakoBsL,i

MaiinaH
Nab6opaTopis
Nimiteq

IHais

MaiinaH
Nab6opaTopi3
Nimiten

IHais

peecTpauis Ha 5 pokis
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iMCHEHHS
thapmakoHarnagy, 3aTBepKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3[0pOoB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii

3a
peyenmom

He
nionsieae

UA/17921/01/03
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Ne Hassa ®opma sunycky 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHsi 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.
25. XONPECT TabneTkun, BKpUTI MaiinaH IHAis MaiinaH IHAjs peecTpauisf Ha 5 pokis 3a He UA/17921/01/04
N1iBKOBOK 060/I0HKOK MO NabopaTtopis NabopaTopis MepiognyHICTb NOAAHHA PerynspHo peyenmom niosisieae
40 mr; no 14 Tabnetok y Nimiteq Nimiten OHOBJ/IOBAHOIO 3BITY 3 6e3neKku,
6nicTepi; no 1, no 2, no 4, BiANOBIAHO A0 Mopsaky 34iMCHEHHS
no 6 abo no 7 6nictepis B hapmakoHarnsagy, 3aTtBepxeHoro
KapTOHHIA ynakoBL,i Haka3oM MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTULiT YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pegakui
Hakasy MiHicTepcTBa OXOPOHU 3[40POB'A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMK,
3a3HayYeHUMKN y NepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
26. LUNTPOKE/b Tabnetkn Ne 10 y CaHym- HimeuunH CAHYM-Kenbbek HimeuunHa peecTpauisf Ha 5 pokis 3a He UA/17922/01/01
TABNETKA 6nictepax, no 8 6nictepis Kenbbek M6X a v6X i Ko. KI MepiognyHICTb NOLAHHA PerynspHo peuenmom niossieae
B KAPTOHHIl nauyui i Ko.KI

OHOB/IIOBAHOrO 3BITY 3 6e3neku
BigMNoBiAHO A0 MNopaaKy 34iMCHEHHS
chapmakoHarnsgy, 3aTBepmiKeHoro
Haka3oM MiHicTepcTBa OXOPOHM
34,0p0B’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuLii YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHM 340POB’A
Ykpaiuu Big, 26 sepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTPOKaMU,
3a3HayYeHMMKN y NepiognYHOCTI NOAAHHS
perynspHux 3BiTiB 3 6e3neku.

HauvanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOT
AisnbHocCTI lenapTaMeHTy peasisauii NONiTUK

T.M. IAaCKOBCbKUA




Jopatok 2
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
06.02.2020 Ne 269

NMEPENIK
NMEPEPEECTPOBAHUX NNIKAPCbKUX 3ACOBIB (MEAUYHNX IMYHOBIONOTTYHUX MNPEMAPATIB), AKI
BHOCATBLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Hassa
JliKapcbK0O20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

A3SNTPOMILUVH
-®OAPMEKC

niocpinizat Ans
pO34nHy Ans
iHcpysiin no 500 wmr,
1 cpnakoH 3
niogpinizatom y
nauuj 3 KapToHy

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reyn"

Ykpaiva

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHM WoAo 6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
NikapcbKoro 3acoby, TEKCTi MapKyBaHHsA Ta
IHCTPYKLi 415 MeAUUYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco06iB NicNs BHECEHHS TiET camMoi 3MiHM Ha
pechepeHTHUIA NpenapaT (3mMiHa He NoTpebye
HaflaHHS XXOAHNX HOBUX AOAATKOBUX AaHUX) - 3MiHU
BHeCeHi [0 IHCTPYKLIT 415 MEeJVYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainu: "Baemogis 3 iHwmumu
nikapcbkuMmn 3acobamu Ta iHWi BUaW B3aEMOogii",
"Oco6nmBoCTi 3acTocyBaHHA", "Mo6IuHI peakuii”
BiANOBIAHO A0 iHdopMmaLii pethepeHTHOro
nikapcbkoro 3acoby CYMAME® (niodpinizar gns
pO34UHy ONs iHQy3ilA).

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosigHO A0 [MopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3740POB'sA YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PerynsapHUX
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14369/01/01

ATAPAKC®

TabneTku, BKPUTI
nAiBKOBOO
060/10HKOI0, N0 25
Mr; no 25
Tabnetok y
6nicTepi; no 1
6nictepy y
KapTOHHI KOpoo6Li

HOCB
®apma C.A.

Benbris

Bupo6bHMLTBO 3a
NOBHUM LK/OM:
OCB ®apma C.A,,
Benbris;
JopatkoBa
BMPOGHMYaA
[iNbHULSA, Ha Kl
3[iiCHIOETbCSA
KOHTpO~b cepii:
AHabioTnk HB,

Benbrisa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKaMW,

3a
peyenmom

He
nionsieae

UA/1872/01/01
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no 1 1y6iy A, HimeuunHa; NikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHIN BUPOBHMLTBO IHCTPYKL,i A/19 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
ynakosLi; no 25 Hepo3dacoBaHoro perynsipHo OHOB/THOBAHOrO 3BiTYy 3 6e3neku
Tabnetok y Ty6i, nNpoayKTYy, nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
no 2 Tyémy nepBuHHE Ta 3aCTOCyBaHHS NikapcbKoro 3acoby B
KapTOHHIl BTOPWHHE nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
ynakoBLi nakyBaHHs, OL|iHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BiAMNOBIAHO
KOHTPO/b Cepiii: 00 nnaHy negiatpnyHux gocnipkerb (PIP) (3MiHy
Mepkne 'M6X, Y3rO[KEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
HimeuunHa, opraHom) - 3MiHVM BHECEHO A0 iHCTPYKLiT Ans
KOHTPO/b cepii: MeJMYHOro 3aCTOCYBaHHS NMiKapCbKOro 3acoby y
Mepkne F'm6X, po3ginv "lMpoTunokasaHHs", "B3aeMogis 3 iHWUMun

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
Benbris; 3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
CIrC Na6 CimoH 3BITIB 3 6e3neku.
CA, benbris
3. AUECTAL TabneTkn Wunyui CTALOA Himeuunna BUMYCK Cepili: HimeuunHa MepepeecTpallist Ha HEOOMEXEHNI TEPMIH 6e3 nionsiecae UA/1659/02/02
no 600 mr no 10 ApuHaimiTT CTALA 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyernma
ab6o 20 TabneTok y enb Al ApuHaiimiTTens hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
Ty6i; no 1 Ty6iy Al', HimeuunHa; nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
KapTOHHIi BVMPOGHMLTBO IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS Ha niacTtasi
ynakosLij; no 25 Hepo3dacoBaHOro perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
Tabnetok y Ty6i; nNpoayKTY, nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
no 2 Tyémy nepBuHHE Ta 3aCTOCYBaHHS Nikapcbkoro 3acoby B
KapTOHHIl BTOpWHHE nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTart
ynakoBLi nakyBaHHs, OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
KOHTPO/b cepili: [0 nnaHy negiatpuyHnx gocnimpkersb (PIP) (3miHy
Mepkne M'm6X, Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
HimeuuunHa; opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT Ans
KOHTPO/b Cepil: MeAMYHOro 3acTOCyBaHHS NikapCbKOro 3acoby y
Mepkne 'M6X, po3ainu "MNpoTtunokasaHHA", "B3aemogis 3 iHWumu
HimeuunHa nikapcbk1uMK 3acobamu Ta iHWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOCyBaHHA", "34aTHICTb BNMBAaTH
Ha WBNAKICTb peakLii npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMKN MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS),
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBEHOI
iHcbopMmawii 3 6e3nekun Ajlo4oi pevoBUHN.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakasy MiHicTepcTBa
O0XOPOHY 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
4, ALIECTA], TabneTkun Wunyui CTAOA Himeuunna BUMYyCK Cepili: HimeuunHa MepepeecTpalist Ha HEOOMEXEHN TEPMIH 6e3 nionsi2ae UA/1659/02/01
no 200 mr no 20 ApuHaimiTT CTALA 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peyenma
Tabnerok y Ty6i; enb Al ApuHaiimitTTens hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

HimeyunHa

nikapcbkuMK 3acobamu Ta iHLWi BUAW B3aEMOSIid",
"Oco6nMBOCTI 3acTOCyBaHHA", "34aTHICTb BN/MBaTH
Ha LUBWAKICTb peakLuii Npu kepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMU MexaHiamamu',
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUHEHHS),
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHcbopMmawii 3 6e3neku Ajlo4oi pevoBUHN.
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakaly MiHicTepcTBa
OXOpOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

BE/TOCANIK

Masbno 30ry
Ty6i; no 1 Ty6i B
KapTOHHIN nauui

Benyno,
nikn Ta
KOCMeTHKa,
a.4o.

Xopsaris

Benyno, nikn Ta
KocmeTwuka, A4.4.

Xopsaris

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH.
3MiHM WoA0 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MEAMYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB NicNs BHECEHHS TiET camMol 3MiHM Ha
pedepeHTHUIN NpenapaT (3MiHa He NoTpebye
HaJaHHA XXOAHNX HOBUX A0AATKOBUX AaHWX) -3MiHW
BHECEHO [0 iHCTPYKLT N5 MeanNYHOro
3aCTOCyBaHHA MikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWK1MKM NikapcbkrMmn 3acobamu 1a
iHWi BUAW B3aemogiit", "OcobnmnBocCTi
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta Ao3n",
"Litn", "MepenosyBaHHs", "Mo6ivHI peakyjii”
Bi4NoBiAHO A0 iHdhopMaLil pedhepeHTHOro
nikapcbkoro 3acoby (AVMNPOCAJIK®, masb).
MepiognyHICTb NOAAHHA PErynsipHO OHOB/THOBAHOTO
3BiTYy 3 6e3neku, BignosiaAHO 10 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuji YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 370pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.

3a
peyenmom

He
nionzae

UA/10370/01/01

BETAJIOK 30K

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, 3
YMNOBINIbHEHUM
BVBI/IbHEHHSIM MO

AcTpa3eHek
a Ab

LLIBeuis

AcTpa3eHeka Ab

LLiBeuis

MepepeecTpavisi Ha HEOOMEXEHWNI TEePMIH
3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKL|i AN MEAMYHOro 3acTOCYBaHHA y 3B'A3KY i3

3a
peyenmom

He
nionsizae

UA/3066/01/03
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KapTOHHIA KOpoo6Li

"MpoTunokasaHHA", "B3aemogis 3 iHWnMmn
nikapcbk1uMK 3acobamu Ta iHWi BUAW B3aEMOSIi",
"Oco6nMBOCTI 3acTOcyBaHHSA", "3acTocyBaHHs Yy
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTOUHeHHs iHchopmal,i), "Cnocib 3acTocyBaHHA Ta
[03n" (YTouHeHHs iHdopmadii), "Mepeno3yBaHHs",
"Mo6iyHi peakwji " BigNoOBIiAHO A0 MaTepianis
peecTpaLjiiHoro AoCkbE.
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignoBigHO A0 MNopsaaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepykeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHY 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
25 wr, no 14 HOBUMUW JaHVMU 3 AKOCTi, AOK/IHIYHUMMU, KNiHIYHUMU
TabneTok y JaHuMu Ta fjaHumuy 3 chapmakoHarnsagy - 3miHm
6nicTepi; no 1 BHECEHO A0 IHCTPYKLU|ii A1 MeAUYHOro
6nictepy B 3acToCyBaHHA NikapcbKoro 3acoby [0 po3ainis
KapTOHHI KOPO6L "MpoTnnokasaHHa", "B3aemogis 3 iHWnMmn
nikapcbkuMuK 3acobamu Ta iHWi BUAW B3aEMOogiii",
"Oco61BOCTI 3aCTOCyBaHHA", "3acTOCYBaHHSA Y
nepiog BariTHOCTi abo rogyBaHHs rpyaaro”
(yTouHeHHs iHchbopmau,ii), "Cnocib 3acTocyBaHHS Ta
[o3un" (yTouHeHHs iHchopmavi), "MepenosysaHHNA",
"Mo6iuHi peakwji " BiANOBIAHO A0 MaTepianis
peecTpauiiHoro AocbE.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/HOBAHOTO
3BiTY 3 6e3neku BignosigHoO A0 MNopsaaky 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3y MiHicTepcTBa
OXOPOHU 340POB’A YkpaiHu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
7. BETANIOK 30K | Ttabnetku, BKpuTi AcTpa3eHek Lseuis AcTpa3eHeka Ab Lseuis MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/3066/01/01
NNiBKOBOKO a Ab 3MiHV Woo 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidssizae
060/10HKOI0, 3 hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
YNOBIIbHEHNM NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
BUWBI/IbHEHHAM 1O IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
50 wmr, no 30 HOBMMW JaHUMM 3 AKOCTi, OKAIHIYHUMU, KIHIYHAMM
TabneTtok y JaHyuMu Ta gaHumu 3 hapmakoHarnagy - 3miHmn
dhnakoHi; no 1 BHECEHO 10 iHCTPYKUIT 4151 MEANYHOTO
dnakoHy B 3aCTOCYBaHHS NikapcbKoro 3acoby Ao po3ginis
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Y3rO[)KEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHWNM
opraHom) - 3MiHW BHECEHO A0 IHCTpYKUii Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWnMu
nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMOSn",
"Ocob6nmBOCTI 3acTocyBaHHsA", "Cnocib
3acTocyBaHHS Ta 031" (BHECEHI YTOUHEHHS
CTOCOBHO 6e3nekn), "Mepepo3sysaHHA", "MM06IYHI
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaLi 3
6e3nekun Aitoyoi Ta ONOMDKHOT PEYOBUH NiKapCbKoro
3acoby.

MepiognYHICTb NOAAHHA PerynsipHO OHOB/IHOBAHOTO

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
8. BETAJIOK 30K | TabneTku, BKpUTI AcTpa3eHek Lseuis AcTpa3eHeka Ab LLseuis MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH 3a He UA/3066/01/02
NNiBKOBOKO a Ab 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta peuyenmom | nidssizae
060/10HKOI0, 3 hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuj
YNOBiNIbHEHUM NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
BVBI/IbHEHHSAM MO IHCTPYKUII 418 MEANYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
100 wmr, no 30 HOBUMMW JaHUMM 3 SKOCTi, AOK/TIHIYHUMM, KNiHIYHUMM
TabneTtok y JaHuMu Ta gaHumu 3 chapmakoHarnagy - 3miHm
dhnakoHi; no 1 BHECEHO A0 IHCTPYKLii A1 MeAUyYHOro
hnakoHy B 3acToCcyBaHHS NiKapcbKoro 3acoby Ao po3ainis
KapTOHHI KOopoo6Li "MpoTunokasaHHa", "B3aemogis 3 iHWnMm
nikapcbknuMmn 3acobamu Ta iHWi BUuan B3aEMogin",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acToCcyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHA rpyaat”
(yTouHeHHs iHghopMaLii), "Cnocib 3acTocyBaHHA Ta
[o3n" (yTouHeHHs iHdopmadii), "Mepeno3yBaHHS",
"Mo6iuHI peakuii " BigNoBigHO A0 maTepianis
peecTpavuiiniHOro AoCbE.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku BignoBiaAHO A0 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
BYMNPEHOP®IH | Tabnetku ToBapuncTBO YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpauis Ha HEOOMEXEHUA TEPMIH. 3a He UA/10493/01/01
Yy cybniHrBasibHi Mo 3 0bMexeHot 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta peyenmom | nionsizae
rigpoxnoprPuvpg | 2 wrno 10 06MeXeHo BiANOBIAA/ILHICTIO hapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTuLi
TabneTok y Bignosigasib “XapkiBCbke nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nicTepi; no 1 HiCTIO hapmaueBTnyHe IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Ha nigcTasi
6nictepy y “XapkiBcbke nignpueMcTBO perynsipHoO OHOBJ/IKOBAHOrO 3BiTy 3 6e3nekun
KOpo6Li 3 KapTOHY; | hapmaueBT “3p0poB’s nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
no 25 Tabnetok y nyHe Hapogy” 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
6nictepi; no 4 nignpuemcTs nicnsipeecTpauiliHnii nepiog, abo sk pesynbTart
6nictepu y 0 “3p0poB’A OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMOBIAHO
KOpOO6Li 3 KapTOHY Hapogay” 00 nnaxy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBeppKeHoro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.

10.

BYMNPEHOP®IH
y
rAPOX/IOPUA,

TabneTkun
cybniHrBasibHi Mo
4 wmrno 10
TabneTok y
6nicTepi; no 1 abo
10 6nicTepiB y
KOpO6Li 3 KApTOHY

ToBapucTeo
3
06MeXeHo
Bignosigasib
HiCTIO
“XapkiBcbke
hapmaneBT
N4yHe
nignpuemcTs
0 “3p0poB’s
Hapogay”

YkpaiHa

ToBapucTso 3
obmexeHoto
BiANOBIAA/LHICTIO
“XapkiBCbke
hapmaueBTnyHe
nignpueMcTBO
“3p0poB’s
Hapoay”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHUA TEPMIH.
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KOpoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMOBIAHO
00 nnaxy negiatpuyHux gocnimxkeHs (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTpYKUii Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWnMu
nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMOSn",
"Ocob6nmBOCTI 3acTocyBaHHsA", "Cnocib
3acTocyBaHHS Ta 031" (BHECEHI YTOUHEHHS
CTOCOBHO 6e3nekn), "Mepepo3sysaHHA", "MM06IYHI
peaxuii” BignoBigHO 40 OHOB/EHOT iHhopmaLi 3
6e3nekun Aitoyoi Ta ONOMDKHOT PEYOBUH NiKapCbKoro
3acoby.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3neku, BignosiaHoO 10 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHU 340P0B’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHU 370POB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMKN y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.

3a
peyerimom

He
nionsieae

UA/10493/01/02

11.

BYMNPEHOP®IH
y
rAPOXMOPUA,

TabneTkun
cybniHrBasibHi Mo
8 mrno 10
TabneTok y
6nicTepi; no 1 abo
10 6nicTepiB y
KOpOo6Li 3 KApTOHY

ToBapucTtso
3
06MeXeHoto
BignoBigasb
HiCTIO
“XapkiBCcbke
thapmaueBT
N4YHe

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
“XapkiBCbke
hapmaueBTuyHe
niANPUEMCTBO
“380poB’'a
Hapoay”

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH.
3MiHM LWoao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
perynspHoO OHOB/IIOBAHOrO 3BIiTY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHS Nikapcbkoro 3acoby B

3a
peyenmom

He
nionsizae

UA/10493/01/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
nignpuemMcTs nicnspeecTpauiliHnii nepiog, abo sk pesynbTar
0 “3p/0poB’a OLiHKM 3BITY 3 AOC/ifKEHb, MPOBEAEHNX BiAMNOBIAHO
Hapoay” [0 nnaHy negiatpuyHunx gocnimpkersb (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3MiHVM BHECEHO A0 IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA MiKkapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWnMu
nikapcbknuMmn 3acobamu Ta iHWi BUuan B3aEMogin",
"Oco6nmBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta 031" (BHECEHI YTOUHEHHS
CTOCOBHO 6e3nekn), "Mepepo3sysaHHA", "TM06IuH
peakuii" BiANoBigHO A0 OHOBMNEHOI iHChopMaL,i 3
6e3nekun Ajtoyoi Ta AONOMDKHOT PEYOBUH NiKapCbKoro
3acoby.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
12. BAJICAPTAH TabneTkn, BKpUTI KPKA, o.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis MepepeecTpauis Ha HEOBGMEXEHUI TEPMIH. 3a He UA/14316/01/01
KPKA NNiBKOBOKO HoBo mecTO bulk", nepsuHHe, MepioAnYHICTb NOAAHHSA PErY/IAPHO OHOBJIIOBAHOIO | peyernmom | nid/sis2ae
060/10HKO10, No 80 BTOPVHHE 3BiTYy 3 6e3neku, BignosiaAHO 10 MopsaKy 34iCHEHHS
mr, no 14 nakyBaHHs, thapmakoHarnsgy, 3aTBepXeHOro Hakasom
TabneTok y KOHTPO/b Ta MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
6nictepi; no 2 abo BUNYCK cepil: rpyaHs 2006 poky Ne 898, 3apeecTpoBaHoro B
6 6nictepis y KPKA, 4.4., Hoso MiHicTepcTBi tocTuLi YkpaiHu 29 ciuna 2007 poky 3a
KapTOHHIA KOpoo6Li MecTo, CnoBeHis; Ne 73/13340 (y pepakuii Haka3ly MiHicTepcTBa
KOHTPONb cepii: OXOPOHU 370pOB's YkpaiHu Bif 26 BepecHs 2016
KPKA, 4.4., Hoso poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
mecTo, CnoBeHis; 3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
KOHTPONb cepii: 3BITiB 3 6e3neku.
Kemina6 g.0.0.,
CrnoBeHis
13. BANCAPTAH TabneTkn, BKPUTI KPKA, a.4., CnoseHis BMPOGHMLITBO "in CnoseHis MepepeecTpallist Ha HEOOMEXEHNI TEPMIH. 3a He UA/14316/01/03
KPKA NNiBKOBOKO HoBo mecTo bulk”, nepsuHHe, MepioAnYHICTb MOA4AHHS PErYNISAPHO OHOB/IIOBAHOIO | peyenmom | nidsisi2ae
060/10HKOI0, MO BTOPUHHE 3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iCHEHHS
320 mr; no 14 nakyBaHHs, thapmakoHarnagy, 3aTBepKeHoro Hakasom
TabneTok y KOHTPO/b Ta MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27
6nicTepi; no 2 abo BUNYCK cepil: rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
6 6nictepis y KPKA, a.4., Hoso MiHicTepcTBi tocTuLi YKpaiHu 29 ciyna 2007 poky 3a

KapTOHHI KOPOOLi

mMecTto, CroBeHis;
KOHTPO/b cepii:
KPKA, a.4., Hoso

mMecTto, CroBeHis;
KOHTPO/b cepii:

Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6E3MEKU.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
Kemina6 g.0.0.,
CnoBeHis
14. BANCAPTAH TabneTku, BKpUTI KPKA, a.4., CnoseHis BMPOGHMLTBO “in CnoseHisa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14316/01/02
KPKA NNiBKOBOKO HoBo mecTo bulk", nepsuHHe, MepioAnYHICTb NOAAHHSA PEryNsAPHO OHOBMOBAHOIO | peyernmom | nidsis2ae
060/10HKOI0, NO BTOPVHHE 3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHS:
160 wmr, no 14 nakyBaHHs, dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
Tabnetok y KOHTPO/b Ta MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
6nicTepi; no 2 abo BUNYCK cepil: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
6 6nicTepiB y KPKA, a.4., Hoso MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
KapTOHHI KopooLi mecTo, CnoBeHis; Ne 73/13340 (y pefaxuii Haka3ly MiHicTepcTBa
KOHTpPOb cepii: OXOPOHU 340POB's YKpaiHu Big, 26 BepecHs 2016
KPKA, a.4., Hoso poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
mecTo, C/oBeHis; 3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
KOHTPO/b Cepii: 3BITiB 3 6e3neKu.
Kemina6 g.0.0.,
CnoseHis
15. BISrEM niocpinizat ans M-IHBecT Kinp BeHyc Pemegic IHgis MepepeecTpauis Ha HEOOMEXeHUA TepMiH. 3MiHK | 3a He UA/11393/01/01
pO34nHYy AN Nimiteq Nimiten Tuny - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peuyenmom | nionsizae

iHcpy3iit no 200 wr,
no 1 cpnakoHy 3
niocpinizatom y
KapTOHHiiA KOpo6Ll

thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT A9 MeANYHOro 3acTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB Nic/1A BHECEHHSA TiET caMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HaflaHHSA XXOAHWX HOBUX [0AATKOBUX AaHWX) 3MiHU
BHECEeHi 10 IHCTPYKLIT 419 MEeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu "®apmMakosorivHi
BnactmsocTi", "Moka3aHHA" (pefaryBaHHsa 6e3 3miHn
iHdhopmauii no cyTi), “B3aemogist 3 iHWnMM
nikapcbk1uMK 3acobamu Ta iHLWi BUaW B3aEMogiid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATU Ha LWBUAKICTb peakLii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
mexaHismamn”, "LiTn" (pegaryBaHHsi 6€3 3MiHU
iHcbopmavii no cyTi), "MobiuHi peakwyii”,
"HecymicHicTb" BignosigHo Ao iHdopmadiii
pedrepeHTHOro flikapcbkoro 3acoby (Gemzar,
Powder for solution for infusion, 200 mg, 1000 mg, B
YkpaliHi He 3apeecTpoBaHuit).
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 MopsaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'S YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3neKu.
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

16.

BISrEM

niocpinizat ans
po3unHy Ans
iHdpysiin no 1000
mr, no 1 donakoHy
3 nioginizatom y
KapTOHHI KOpooLi

M-IHBecT
Nimiteq

Kinp

BeHyc Pemegic
Nimiteq

IHAis

MepepeecTpaLisi Ha HEOOMEXEHMNI TEPMIH. 3MiHN |
TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuj
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB nicNs BHECEHHS TiET caMoi 3MiHM Ha
pedepeHTHUII NpenapaT (3MiHa He NoTpebye
HaflaHHSA XOAHVX HOBVX AOAATKOBUX AaHNX) 3MiHU
BHeCEeHi [0 IHCTPYKLIT 415 MEeAVYHOro 3aCTOCyBaHHS
NiKapcbKoro 3acoby y po3ainmn "dapmakonoriyHi
BnactmBocTi”, "lMoka3aHHA" (pefaryBaHHs 6e3 3miHn
iHdbopmawii no cyTi), "B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi BUan B3aEMOgin",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy
nepiog BaritTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTpaHCMoOpTOM abo iHWMMK
MexaHismamu”, "Litn" (pegaryBaHHs 6e3 3mMiHu
iHdhopmavii no cyTi), "Mo6iuHi peakwii,
"HecymicHicTb" BignosigHo o iHdopmaLii
pedrepeHTHOro nikapcbkoro 3acoby (Gemzar,
Powder for solution for infusion, 200 mg, 1000 mg, B
YKpaiHi He 3apeecTpoBaHuii).
MepiognyHICTb NOAAaHHA PerynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHSA
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/11393/01/02

17.

FNILEPUHOBI
CYNO3UTOPII

cynosuTopii no
0,88r; no 5
CynosuTopiie y
cTpuvni; no 1 a6o
no 2 cTpunu B
navu,i

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC
reymn"

YkpaiHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT A1 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
PerynsipHoO OHOBJ/IHOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo Sk pesynbtat
OLliHKM 3BITY 3 AOCNiAKeHb, NPOBeAEeHNX BignoBigHO
[0 nnaxy negiatpnyHux gocnimpxkers (PIP) (3MiHy
Y3rOf)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUIT A1A
MeAMYHOro 3acTOoCyBaHHA NMikapCbKoro 3acoby Ao
po3ginis "MNpoTunokasaHHA", "MobiuHi peaxuii”
BiANOBIAHO A0 OHOBNEHOI iHhopMaLlii 3 6e3nekn

6e3
peyenma

nionsieae

UA/14366/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

3aCTOCYBaHHSA Ait0H0I PEHOBUHMN.
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOpOHU 340pPOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

18.

rNILEPNHOBI
CYNO3UTOPII

cynosuTopii no
2,63r;n05
Cyno3nTopiis y
cTpuni; no 1 a6o
no 2 ctpunu B
navuyi

TOB
"®APMEKC
reymn:

YkpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM WoA0 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha niacrtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTar
OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkersb (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHNUM YNOBHOBEKEHNM
opraHom) - 3MiHW BHECEHO [0 IHCTPYKLUiT Ans
MeAUYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby o
po3ginis “lNpoTunokasaHHA", "MobiuHi peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neku
3aCTOCYBaHHS fjl040i PeYOBUHM.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku BignoBigHoO A0 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 3,0POB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.

6e3
peuyenma

nionsieae

UA/14366/01/02

19.

AEPMABIH

Masb no 15ry
Ty6i; no 1 Ty6i y
nauvj 3 KapToHy

TOB "®3
"BIO®APMA

YKpaiHa

TOB "®3
"BIO®APMA"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
3MiHM LWoao 6e3nekn/edpeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUT A9 MeANYHOro 3acTOCyBaHHA
reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
3ac06iB NicNs BHECEHHS TiEl camMoi 3MiHM Ha
pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HalaHHS XOAHWUX HOBUX AOAATKOBUX faHWX) - 3MiHN
BHECEeHi 10 IHCTPYKLIT 415 MEeJUYHOro 3aCTOCyBaHHS
niKapcbKoro 3acoby B po3ainu: "®apmakosoriyHi

3a
peyenmom

He
nionsizae

UA/14273/01/01
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

BnacTusocTi", "lMpoTunokasaHHa", "B3aemogia 3
IHLIMMKW NikapcbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamMBOCTi 3acToCyBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo rofgyBaHHs
rpyaaro”, "Cnocib 3actocyBaHHs Ta go3un”, "ditn",
"Mepepo3yBaHHs", "Mob6iyHI peakuii” BiANOBIAHO A0
iHhopMaUiT LLoA0 MeANYHOro 3aCTOCYBaHHS
pecthepeHTHOrO likapCbKOro 3acoby
(AMMNPOCAIK®, ma3b). 3aTBepXeHHs KOPOTKOI
XapakTepucTuKu NikapcbKoro 3acoby.
MepiognyHICTb NOAAHHSA PErynsipHO OHOBJIIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

20.

ECCOBE/N®

TabneTku, BKpUTI
060/10HKO0, 1Mo 10
mr, no 14
Tabnetok y
6nicTepi; no 2
6nictepu B
KapTOHHIl
ynakoBLi

HOBE/
ITAY CAHAT
BE
TIIXKAPET
A.LL.

TypeyunHa

HOBEN I1AY
CAHAI BE
TIOXKAPET A.LL.

TypeuyunHa

MepepeecTpadisi Ha HEOOMEXEHMNIA TEPMIH. 3MiHY |
TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTar
OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnaHy negiatpuyHnx gocnimpkersb (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHNUM YNOBHOBEKEHNM
opraHoM) 3MiHU BHECEHI A0 IHCTPYKLUiT AN
MeAMYHOro 3acTOCyBaHHS NiKapCbKOro 3acoby y
po3ainu: "®apmakosoriyHi BNactuBocCTi"
(iHcbopmavuis wopno 6e3nekm), "MpoTunokasaHHA",
"B3aemogis 3 iHWKMM fikapcbkMmn 3acobamu 1a
iHWi BnAn B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHs", "Mob6ivHi peakuii" BigNoBiAHO 00
OHOB/EHOI iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU.
3MiHn | TUNYy - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cUcTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0ocobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, sKILO BOHA
BiAMiIHHa Bif YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI
3a 3fiicHeHHs chapmakoHarnagy (Bkavarym

3a
peyenmom

He
niossieae

UA/10328/01/01




22

Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHi fiaHi) Ta/abo 3MiHU y PO3MILLLEeHHI MacTep-
tharina cuctemmn thapmakoHarnsgy) 3miHa
YMOBHOBaXeEHOT 0co6M BiANOBIAA/ILHOI 32

3AiiCHeHHA hapMakoHarnagy Ta 3miHa il KOHTaKTHUX
JaHunX.

[itoua pepakuis: Dr. Rasit Sidan MponoHoBaHa
pepakuis: R. Ayse Cetin 3miHa KOHTaKTHOT 0CO6U
3asBHUKA ANA 34iICHEHHA ddapmakoHarnsagy B
YKpaiHi Ta 3MiHa 1l KOHTaKTHUX AaHuX. ditoua
pegakuif: MukoneHko OnekcaHap MNasnosuy
MponoHoBaHa pepakuin: CtedpaHcbka Onbra 3miHa
MicUsi 34iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
hapMakoHarnagy 3asBHuka. 3MiHa Micus
PO3MiLLEHHS MacTep-daiiny cuctemu
chapmakoHarnsgy.

MepiognyHICTb NOAAHHA PerynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

21.

ECCOBEN®

TabneTku, BKpUTI
060/10HKOI0, MO 20
Mmr, no 14
TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIl
ynakoBLi

HOBEN
INAY CAHAT
BE
TIIXKAPET
ALl

TypeyunHa

HOBE/ INAY
CAHAI BE
TIOKAPET A.LL.

TypeyunHa

MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3MiHN |
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili XxapakTepucTui
NiKapCbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
PerynsipHoO OHOBJ/IHOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiiiHnii nepiog, abo Sk pesynbtat
OLjiHKM 3BITY 3 AOCiAKeHb, NPOBEeAEHNX BignoBigHO
[0 nnaxy negiatpnyHux gocnimpkersb (PIP) (3MiHy
Y3rOf)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHoM) 3MiHN BHECEHI [0 IHCTPYKUiT AN
MeAMYHOro 3acTOCYBaHHA MikapCbKoro 3acoby y
posgainu: "®apmakonoriyHi BnactueocTi"
(iHchopmauist wopo 6e3neku), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm Ta
iHWi BUAW B3aemogiin", "Ocob6nmnBoCTi
3acTocyBaHHs", "lMo6iyHI peakuii” BignoBigHO 40
OHOB/EHOI iHhopMaLii 3 6e3nekn Ail4ol peyoBUHU.
3MiHn | TURY - 3MiHN Woao 6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy. BeegeHHsa abo 3miHun go
y3arasibHeHUX faHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX MPO cucTemy
chapmakoHarnisgy, 3miHa ynoBHOBaXKEHOI ocobu,

3a
peyenmom

He
nionsieae

UA/10328/01/02
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Homep
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BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0C06Y 3 hapmakoHarnsagy 3asBHuka anas
34iiCHeHHs hapmakoHarnagy B YKpaiHi, AKLLo BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0CO6M, BifnoBiganbHOI

3a 3[jiicHeHHs hapmakoHarnsgy (BkioyYalun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y pO3MilLeHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) 3miHa
YNOBHOBaXKEHOT 0CO6U BignNoBigaNbHOI 3a
3[iicCHeHHs1 hapMakoHarnsay Ta 3miHa ii KOHTaKTHUX
[aHuXx.

[itoua pepakuis: Dr. Rasit Sidan MNponoHosBaHa
pepakuis: R. Ayse Cetin 3miHa KOHTaKTHOT 0co6m
3aABHUKA 419 3AiliCHeHHs hapMakoHarnagy B
YKpaiHi Ta 3MiHa i KOHTaKTHUX AaHuXx. fditoya
pepakuis: MukoneHko OnekcaHap MNasnosmy
MponoHoBaHa pepakuin: CtedaHcbka Onbra 3miHa
MicLS 34iiCHEHHA OCHOBHOI [isifIbHOCTI 3
thapmakoHarnsgy 3asiBHUka. 3MiHa Micus
PO3MiLLEHHs1 MacTep-goaiiny cuctemu
thapmakoHarnsgy.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBeppKeHoro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PerynsapHuX
3BITIB 3 6e3MeKu.

22.

SUTUTA®

Tabnetkmn no 250
mr; no 120
Tabnetok y
dnakoHi, no 1
hnakoHy B
KapTOHHI KopooLi

TOB
"[XKOHCOH i
[>KOHCOH
YkpaiHa"

YkpaiHa

Brpo6HMLUTBO
Hepo3dhacoBaHOro
nNpoayKTY,
nepBuHHA
ynakoBka:
MaTeoH IHK.,
KaHaga;
BTopuHHa
ynakoBKa, BUMYCK
cepii:
AHccen-Cinar
C.n.A,, ITanis

KaHnaga/
ITanisa

nepepeecTpayisi Ha HEOBMEeXEeHNI TepMiH
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHn fo
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! 0cobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3[iiCHEeHHs1 chapmakoHarnaay B YKpaiHi, KL BOHA
BiAMiIHHa Bif YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapMakoHarnsay (BkioYakum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
thaiina cuctemu chapmakoHarnsagy) - fivoua
pefakLisi: YNoBHOBaXeHa ocoba 3asBHYKa,
BignosiganbHa 3a hapmakoHarnsg — Dr. Laurence
Oster-Gozet. KoHTakTHa ocoba 3asBHVKa,
BignosigasibHa 3a hapmakoHarnsag — ApHayTosa
KOnis NleoHigisHa. MNMponoHoBaHa pefakuis:
YnoBHOBaXeHa ocoba 3asBHWKa, BignosigasibHa 3a
thapmakoHarnsg — ApHaytosa HOnis JleoHigiBHa.

3a
peyerimom

He
nionsizae

UA/14061/01/01
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3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0cobM,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa micus
3[iiCHEHHS OCHOBHOI Aisi/TbHOCTI 3
hapmMakoHarnagy. 3mMiHa MicLe3HaxoKeHHs
macTep-gaiina.
3MiHn |l Tuny - 3miHK Woao 6e3neku/eekTUBHOCTI
Ta papmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHMU 3
thapmakoHarnsgy - 3MiH1M BHECEHO A0 IHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby Ao
po3ginis "®apmakoTepanesTuyHa rpyna’,
"®apmakonorivHi BnactmsocTi”, "MpoTunokasaHHs",
"B3aemogis 3 iHWMMK Nikapcbkumn 3acobamm 1a
iHWi BUAW B3aemogiin", "Oco6nmnBoCTi
3actocyBaHHs", "MNepeno3yBaHHs", "M06IYHI
peakuii”, "34aTHiCTb BN/IMBATY Ha LUBUAKICTb peaku;il
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLLMMK
MexaHismamu'" BignoBigHO 40 MaTepianis
peecTpaLjiiiHoro AoCbE.
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

23.

ICNTA-MOOC

nacTunku no 80 mr
no 10 nacTunoK y
6nicTepi; no 3
6nictepu B
KapTOHHI KOpoo6Li

MpAT

"Hatypchap
o

YkpaiHa

BignosigansHuii
3a BUNycK cepil,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
EHrensrapg
ApuHaiimitTTens
'm6X & Ko. KT,
HimeuunHa,;
BignosigansHuii
3a BUPOGHMLTBO
Hepo3dacoBaHOro
NPOAYKTY:
Bonpep
ApuHaiimiTTens
'm6X & Ko. KT,
HimeuunHa

HimeuunHa

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/2188/01/01

24.

KAPBOIMJ/IATU

PO3uYMH AN

Mini

Benwvka

BeHyc Pemegic

IHAjs

nepepeecTpawis TepMiHOM Ha 5 pokis

3a

He

UA/9294/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
H iH'ekyii 10 mr/mn Xenckepe BpuTaHis Nimiten 3MiHK Wono 6e3nekn/edeKTUBHOCTI Ta peuenmom | niosnsizae
no 5 mn a6o no 45 Nimiteq hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
My doiakoHi no 1 nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
chNakoHy B IHCTPYKLUT ANA MEANYHOro 3acTOCyBaHHSA
Kopoo6Li reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
3aco06iB Nic/1A BHECEHHSA TiEl caMoi 3MiHW Ha
pechepeHTHMIA Npenapar (3mMiHa He NoTpebye
HaaHHs XXOAHWUX HOBUX 4OAATKOBUX fAHUX) - 3MiHN
BHECEHO [0 iHCTPYKLT 4151 MeAN4HOro
3aCTOCYBaHHSA NMikapCcbKoro 3acoby y po3ainu:
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMun
nikapcbkuMu 3acobamu Ta iHWi BUAW B3aEMOogiii",
"Oco61BOCTI 3aCTOCyBaHHA", "3aCcTOCYBaHHSA Y
nepiog BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BNAMBATY Ha LWBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
MexaHismamn", "Cnocib 3acTocyBaHHs Ta
po3n","Tepeno3yBaHHs", "MobiuHi peakuyii” 3rigHo 3
iH(bopMmaLieto LWoa0 MeguyHoOro 3acTocyBaHHs
pedrepeHTHOro ikapcbkoro 3acoby (PARAPLATIN
10 mg/ml concentrate for solution for infusion, He
3apeecTpoBaHuii B YKpaiHi).
MepiognyHICTb NOAAHHSA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakaly MiHicTepcTBa
OXOpOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
25. KNIHAAMILUWH NOPOLLIOK CninbHe YkpaiHa Ximiko- IcnaHis MepepeecTpauisi Ha HEOOMEXEHMNIA TEPMIH - He UA/11131/01/01
Y ®OCDHAT KpucTanivyHmim YKpaiHCbKO- thapmaueBTUyHe nionsi2ae
(cybeTaHuis) y icnaHcbke 06'eaHaHHsA, C.A.
noagiliHmx nignpuemcTs (YKI®A)
nonieTUIeHoBMX 0 "Cnepko
Milwkax gns YkpaiHa"
thapmaLeBTUUHOr
0 3aCTOCyBaHHSA
26. ni3onia-600 TabneTku, BKPUTI "neHmapk IHais "neHmapk IHais MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/10410/02/01
060/10HKOH0, MO dapmacbioT dapmacboThkans 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom | nidssizae
600 mr no 4 abo nkans ftg,. nra. hapmMakoHarnisgy. 3MiH1 y KOpOTKili XapakTepucTuui

10 TabneTtoky
cTpuvni; no 1
cTpuny B
KapTOHHI Kopoo6Li

nNikapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
IHCTPYKLi 41151 MEAMYHOr0 3aCTOCYBaHHS
reHepUUHNX/TiIBPUAHNX/6I0NOAIGHMX NTiKapPCbKNX
3aco6iB Nic/1si BHECEHHSA TiET camol 3MiHM Ha
pechepeHTHUIA Npenapar (3mMiHa He NoTpebye
HaZaHHs XXOAHMX HOBUX JOAATKOBUX AaHWX) - 3MiHN
BHECEHIi 10 iHCTPYKLIT /1 MeANYHOro 3aCTOCYBaHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)

NiKapcbKoro 3acoby y po3ainm "dapmakonoriyHi
BnacTmsocTi", "MNoka3aHHA" (YTOUHEHHS),
"MpoTunokasaHHs", "B3aemogis 3 iHWnMuy

nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIin",
"Oco61mBoCTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta go3n", "MobiuHi peakwii”
BignoBigHO A0 iHdhopMaLii pedhepeHTHOro
nikapcbkoro 3acoby (3VIBOKC, abneTku, BKpUTI
nniBKOBOK 060/10HKO0, Mo 600 Mr).
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO
3BITYy 3 6e3neku, BignosigHO A0 MopsaaKy 34iCHEHHA
dhapmakoHarnsagy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

27. MINYKAHT TabneTkun AT "Apamvep, Monbuwa BMPOGHMK "in Monbwa MepepeecTpauisi Ha HEOBMEXEHWNI TEPMIH. 3MiHN | 3a He UA/10397/01/01

XyBas1bHi N0 4 Mr; dPapma” bulk", nepsrHHa TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom | nidssizae
no 7 TabneTok y Ta BTOPUHHA hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
6nictepi; no 4 ynakoBka, nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nictepu B KOHTPO/b AKOCTI IHCTPYKLT AN19 Me4MYHOro 3aCTOCyBaHHA Ha nigcTasi
KapTOHHI KOpoo6Li Ta A03Bin Ha perynsipHoO OHOB/IHOBAHOrO 3BiTY 3 6e3neku

BUMYCK cepii: nikapcbKoro 3acoby, abo gocnigxeHb 3 6e3nekn

AT «Apamep, 3acTOoCyBaHHSA NikapcbKoro 3acoby B

Papma» nicnapeecTpauiiinii nepiog, abo sk pesynbtar

OLjiHKM 3BITY 3 AOCiAKeHb, NPOBeAEeHNX BigMnoBigHO
[0 nnaxy negiatpnyHux gocnimxkers (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM
opraHom) 3MiHW BHECEHO A0 IHCTPYKLi An1A
MeAMYHOro 3acTOoCyBaHHA NMikapCbKoro 3acoby Ao
po3gainis "lMpoTunokasaHHs", "OcobnnBOCTi
3acTocyBaHHA", "3acTocyBaHHs Y nepiog BaritHOCTi
abo rogysaHHA rpyaat”, "Cnocib 3acTocyBaHHA Ta
[031"(YTOUHeHHs iHdhopmaLii), "MobiuHi peakuii”
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS Ait040i PEYOBUHMN.
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaAHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
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28.

MINYKAHT

TabneTkun
XyBaU1bHi Mo 5 wr;
no 7 TabneTok y
6nictepi; no 4
6nictepu B
KapTOHHI KOpooLi

AT "Apawvep
Papma”

MonbLa

BUPOGHMK "in
bulk", neperHHa
Ta BTOPUHHA
ynakoBka,
KOHTPO/Ib SKOCTI
Ta [03BiN Ha
BUNYyCK cepil:
AT «Apamep,
Papma»

MonbLa

MepepeecTpaLisi Ha HEOOMEXEHMNI TEPMIH. 3MiHN |
TUny - 3MiHK WoAo 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHA Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCcTOCyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pesynbTar
OLliHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHMX BiANOBIAHO
[0 nnany negiatpuyHnx gocnigpkersb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBEXKEHNM
opraHom) 3MiHW BHECEHO A0 iIHCTPYKLi An1A
MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro 3acoby o
po3gainis "lMpoTunokasaHHs", "OcobnnBoCTi
3acTocyBaHHA", "3acToCyBaHHS Y nepiog, BarirTHOCTi
abo rogyBaHHa rpyaat”, "Cnocib 3acTocyBaHHsA Ta
[031"(YTOUHEHHs iHdhopmaLii), “Mo6ivHi peakuii”
BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLi 3 6e3neku
3aCTOCYBaHHS fjl0401 PEYOBUHM.

MepiognyHICTb NOAAHHA PErynsipHO OHOB/HOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iCHEHHSA
dhapmakoHarnsgy, 3aTBepikKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyi YkpaiHn 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB'st YKpaiHu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/10397/01/02

29,

HIBOPAN®

wamnyHb, 20 mr/r
no 25 mn a6o no
60 My naswLj;
no 1 nnswui B
KapTOHHI KopooLi

MakHin
Mpopaxtc
Nimiten

Benuka
BpuTaHis

fAHcceH
PapmaueBTrKa
HB

Benbrisa

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH. 3MiHu I
TMny - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBMMW JaHUMM 3 AKOCTi, OKAIHIYHUMU, KIHIYHAMM
JaHumu Ta AaHumy 3 hapmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLT N5 MeanYHOro
3aCTOCYBaHHS NiKapCbKoro 3acoby y po3ginm
"MpoTunokasaHHA", "B3aemogis 3 iHWnMmn
nikapcbk1uMK 3acobamu Ta iHWi BUAW B3aEMOSIi",
"Oco61mBoCTi 3acTocyBaHHA", "Cnoci6
3acTOoCyBaHHA Ta A03u" (YTOUYHeHHs iHchopMadi) Ta
"Mo6ivHI peakuii" Bi4NOBIAHO A0 MaTepianis
peecTpavuiiiHOro AoChbeE.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3neku, BignosiaHoO 10 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa OXOPOHW 340pP0B’A YKpaiHu Big 27

6e3
peyenma

nionsizae

UA/2753/02/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 30pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
30. OPYHIAN® PO34YUNH OpasTbHUIA, TOB YkpaiHa FAHCCceH Benbris MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3MiHN | 3a He UA/2415/01/01
10 mr/mn; no 150 "[XKOHCOH i dapmaueBTUKa Tuny - 3MiHK Woao 6e3nekn/edpeKkTBHOCTI Ta peyenmom | nionsizae
M1y h1aKoHi; no L[bKOHCOH HB thapmakoHarnagy. BeegeHHs abo 3miHn go
1 chnakoHy 3 YkpaiHa" y3araJlbHeHUX gaHux Npo cuctemy dhapmakoHarnsgy

[103aTOpOM B
KapTOHHI KopooLi

(BBEEHHSA Y3arasibHEHUX JaHMX MPo cucTemy
hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHO! ocobu,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay;

KOHTaKTHOI 0Cco6M 3 thapMakoHarnsay 3asBHUKa ans
3[iiCHEeHHs1 chapmakoHarnaay B YkpaiHi, sKILO BOHA
BiAMIHHa Bif YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs hapMakoHarnsay (BkioYakum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MiLLLEeHHI macTep-
thaiina cuctemm chapmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0c06w, BiANOBiAaILHOI 3a
3pjiiicHeHHs1 hapmakoHarnsgy 3asBHuUKa. [iroya
pegakuis - Dr. Laurence Oster-Gozet.
MponoHoBaHa pepfakuis - ApHaytosa Honis
JNeoHigiBHa. 3MiHA KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0C06U. 3MiHN MacTep-thaina.
3MmiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHu y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKUiT 415 MeANYHOTo
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMM AaHUMU 3 SKOCTI,
OOKMIHIYHUMK, KNIHIYHUMW JaHUMK Ta AaHVMU 3
hapmakoHarnsgy - 3MiHM BHECEHO A0 IHCTPyKUil
ANA MeNYHOro 3acToCcyBaHHS NikapCbKoro 3acoby
[0 po3ginis "®apmakoguHamika”,
"®apmakokiHeTuka", "MpoTunokasaHHs", "Cnocié
3acTocyBaHHA Ta o3un", "B3aemopis 3 iHWMMu
nikapcbknuMmn 3acobamu Ta iHWi BUaW B3aEMOSin",
"Ocob6NMBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Yy
nepiog BariTHOCTi abo rogyBaHHs rpyaar”
(oofaBaHHs iHchopmal,i Woao TepaToreHHoCTi Ta
KOHLIeHTpaLii Nikapcbkoro 3acoby y Mosoui
roflytoumx rpyaato xiHok), "MepenosysaHHsA",

"Mo6iuHi peakwyji”, "diTn" (pegakuiiHi npaskm),

"3[aTHICTb BNAMBATU Ha LWBUAKICTb peakuii npu

KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMK
MexaHismamu'" BignoBigHO 40 MaTepianis
peecTpaLiiHoro A0CbeE.
MepioAnyHICTL NOAAHHA PerynsipHoO OHOBJIIOBAHOTO
3BITYy 3 6e3neku, BignosiaHO A0 MopsaaKy 34iiCHEHHSA
hapmakoHariagy, 3arsepKeHOro Hakasom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuui YkpaiHn 29 ciuna 2007 poky 3a
Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITIB 3 6e3neKku.
31. PAMINEKC Tabnetku no 0,25 ToppeHT IHais ToppeHT IHais MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/14076/01/01
mr, no 10 dapmacbloTi $apmacbloTikanic 3MiHK LWoao 6e3nekn/eekTUBHOCTI Ta peuenmom | nidssizae
TabneTok y Kauic J114,. Nt thapmakoHarnsgy. 3MiHU y KOpPOTKili XapakTepucTuuj
6nictepi, no 3 nikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta
6nictepu B IHCTPYKLT ANA MeAMYHOro 3acToCyBaHHsA
KapTOHHIi reHepuyYHUX/ribpuaHMX/6ionoai6HMX NiKapCbKUX
ynakoBLj 3ac006iB NicNsi BHECEHHS TiEl caMoi 3MiHM Ha

pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
HafaHHS XOAHMX HOBMX AOAATKOBUX AaHWX) - 3MiHW
BHECEHi [10 iHCTPYKLT A/19 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby B po3ainu: "OcobanBocCTi
3actocyBaHHs", "lMob6iyHI peakuii” BigNoBigHO A0
iH(hopMaUiT LWLoA0 MeAUYHOro 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (MIPAMNEKC®,
Tabnetkn, 0,25 Mr). 3MiHM WOA0
6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
BeefieHHs1 a60 3MiHM [0 y3araslbHEHUX AaHuX Npo
cucTemy thapmakoHarnsgy (BBefeHHS y3arasibHeHUX
JaHnX npo cuctemy hapmakoHarnsagy, amiHa
YyNOBHOBaXEHOT 0c06M, BignoBigansHoi 3a
3fjiicHeHHs hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asaBHuKa 415 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLL0 BOHa BigMiHHA Bif,
YNOBHOB&XEHOT 0CO6M, BiANOBIAa/IbHOI 32
3AjiCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHi fiaHi) Ta/abo 3MiHM y PO3MILLLEeHHI macTep-
tpaiina cuctemu chapmakoHarnagy) - 3miHa
yMOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
3AilicHeHHA hapMakoHarnaay Ha LeHTpasibHOMY
piBHi: [litoua pegakuis: Dr. Niraj Limbachiya.
MponoHoBaHa pegakuis — Dr. Vikas Jain. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXeHO! 0cobu. 3miHa
KOHTaKTHOI 0CO6U 3asiBHKKA, BifnoBigasibHOI 3a
3[jiCHEeHHs1 hapMakoHarsay B YKpaiHi :
[Litova pepakuin: bagno AHHa MukonaisHa.
MponoHoBaHa pegakuis — Xirap XXacBaHTCiHX
YXagexa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI
ocobu.

MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iCHEHHS
thapmakoHarnagy, 3atBepykeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MinicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.

32. POAKKYTAH® Kancynu no 10 wmr; P. LBeliuapis Brpo6HuuTBO Himeuunna/ nepepeectpauis Ha 5 pokis 3a He UA/2865/01/02
no 10 kancyny XodhcpmaHH- Hepo3cacoBaHol LLisefiuapis 3MiHM WoA0 6e3nekn/edeKTBHOCTI Ta peyenmom | niosis2ae
6nicTepi; no 3 Na Pouw NTg, NpoAyKLUiT, hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
6nictepu B BMNPOBYBaHHA nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
Kopoo6Li KOHTPOJIO SIKOCTI: IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS Ha niacTtasi

KeTeneHt perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
[xepmaHi nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
E6epbax Mmo6X, 3aCTOCyBaHHSA Nikapcbkoro 3acoby B
HimeuunHa,; nicnsapeecTpauiiHnii nepiog, abo Ak pesynbTart
MepBuHHE Ta OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
BTOPVHHE 00 nnaHy negiatpuynHux gocnimpkennb (PIP) (iHwi
nakyBaHHs, 3MiHK) - 3MiHVY BHECEHO A0 IHCTPYKUiT Ans
BUNPOGYBaHHSA MeAMYHOro 3acTOCyBaHHA MikapCbKoro 3acoby y
KOHTPO/IO SIKOCTI, po3gain "MobiuHi peakwii” BigNOBIAHO A0 OHOBMEHOT
BUNYCK cepil: iHchopMmawii 3 6e3neku AjtoUoi pevyoBUHN.
. XodhdpmaHH-/15 MepioAnyHICTb NOAAHHS PEryNspHO OHOB/IIOBAHOIMO
Pow J1tg, 3BITYy 3 6e3neku, BignoBiaHO A0 MopsaaKy 34iiCHEHHSA
Lseliuapis; dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
BunpobyBaHHs MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
KOHTPOJIO SIKOCTI: rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
. XodhdpmaHH-/15 MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Pow /14, Ne 73/13340 (y pefakuii Haka3ly MiHicTepcTBa
LLiBeliyapis OXOPOHU 30POB's YKpaiHu Bif 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3ri4HO 3i CTpPOKaMu,
3a3HayeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3neKu.

33. POAKKYTAH® Kancynu no 20 wmr; P. LLiBefiuapis B1po6HMLTBO HimeuuunHa/ nepepeectpauis Ha 5 pokis 3a He UA/2865/01/01
no 10 kancyny XothpmaHH- Hepo3schacosaHol LBeliuapis 3MiHM WoAo 6e3nekn/edeKkTBHOCTI Ta peyenmom | nionsg2ae
6nictepi; no 3 Nsa Pow NTg, NpPoAYKLUiT, hapmMakoHarnisgy. 3miHa y KOpoTKilii XxapakTepucTuui
6nictepu B BUNPOOYBaHHSA NikapcbKoro 3acoby, TEKCTi MapKyBaHHsA Ta
Kopoo6Li KOHTPOJIO AKOCTI: IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHs Ha niacrtasi

KeTeneHt perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3nekn
xepmani nikapcbkoro 3acoby, abo aocnimkeHb 3 6e3nekn
E6epbax Mmo6X, 3aCTOCYBaHHSA NikapcbKoro 3acoby B
HimeuunHa; nicnsipeecTpauiiiHnii nepiog, abo sk pesynbTat
MepBuHHE Ta OLLiHKM 3BITY 3 AOCNiAKeHb, NPOBEAEHNX BiANoBigHO
BTOPVHHE 00 nnaHy negiatpuynunx gocnimpkens (PIP) (iHwwi
nakyBaHHs1, 3MiHK) - 3MiHM BHECEHO A0 IHCTPYKUIT Ans
BUNPOOYBaHHSA MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
KOHTPOJIO AKOCTI, po3gain "Mo6iuHi peakwii" BigNOBIAHO [0 OHOBNEHOT
BUNYCK cepil: iHchopMmawii 3 6e3neku Ajk4oi PpeYOBUHN.
. XodhdpmaHH-/15 MepioAnyHICTb NOAAHHS PErynspHO OHOB/IKOBAHOIO
Pow /1tg, 3BiTy 3 6€3neku, BignoBigHO A0 MopsAKy 34iNCHEHHS
Lseliuapis; dhapmakoHarnsgy, 3aTBepkeHoro Hakasom

Bunpo6yBaHHs

MiHicTepcTBa OXOPOHW 340pP0B’A YKpaiHu Big 27
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
KOHTPOJIO SIKOCTI: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
& . XothbdmaHH-/15 MiHicTepcTBi tocTuyji Ykpainu 29 ciuna 2007 poky 3a
Pow /N1g, Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
LLiBeiiuapis OXOPOHU 30pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
34, cKkonpPun TabneTkn no 20 ANKANOIA, Pecny6ika ANKANOIL AL Pecny6ika MepepeecTpallis Ha HeOBMEXEHU TEPMIH. 3a He UA/10253/01/01
NAC® mr/12,5 wmr; no 10 AL, Ckon'e MakepoHis Ckon'e MakepoHis MepioAnYHICTb NOAAHHSA PErY/IAPHO OHOBJIIOBAHOIO | peyernmom | nidsis2ae
Tabnetok y 3BiTy 3 6e3neku BignoBigHoO A0 MopsiaKy 34iCHEHHS
6nicTepi; no 3 thapmakoHarnsgy, 3aTBepXeHOro Hakasom
6nictepu B MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
KopoobLi rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3y MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MneKu.
35. TOPCNA® pO34nH gns NAT YkpaiHa MAT “dapmak” YKkpaina MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. 3a He UA/9173/02/01
iH'ekyin, 5 mr/mn, "®papmak” 3MiHM LWoao 6e3nekn/edpeKTUBHOCTI Ta peuyenmom | nionsizae
no 2 mn a6o 4 mn thapmakoHarnsgy. 3MiHW y KOpoTKili XapakTepucTui
B amnyni; no 5 NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
amnyn B nauui 3 IHCTPYKLUT 4719 MEANYHOro 3acTOCyBaHHA
KapTOHY; Mo 2 MN reHepuyHUX/ribpuaHMX/6ionoaibHMX NiKapCbKUX
a6o 4 mn B 3ac06iB Nic/1A BHECEHHSA TiET caMoi 3MiHW Ha
amnyni; no 5 pechepeHTHWIA Npenapar (3mMiHa He NoTpebye
amnyn B 6nictepi; HafaHHsA XOAHMX HOBUX [0AATKOBUX AaHUX) - 3MiHN
no 1 6nictepy B BHECEHO A0 iHCTPYKUiT 4151 MEANYHOTO
nauui 3 KapToHy 3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3fAinis:
"®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
"B3aemogisi 3 iHWMMM NiKkapCbKUMK 3acobamm Ta
iHLWI BMAW B3aemMogijin", "3acTtocyBaHHSs y nepiog,
BariTHOCTi ab0 rofyBaHHs rpyaat” (YTOUHEHHS),
"Cnoci6 3acTocyBaHHA Ta go3un", "Aitn" (yTOUHEHHSs),
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBMEHOI
iHdpopmauii 3 6e3neku NikapcbKkoro 3acoby.
MepiognyHICTb NOAAHHA PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignosiaHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnagy, 3aTBepyKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'s YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTtpoBaHoro B
MiHicTepcTBi tocTuLi YKpaiHu 29 ciyna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHU 3710pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3neKu.
36. TPOMBOI/IK- TabneTku MpAT YkpaiHa MpAT "TexHonor" Ykpaina MepepeecTpauisi Ha HEOBMEXEHWIA TEPMIH 6e3 nionsieae UA/10697/01/01
KAPAIO KMLLKOBOPO3UMHHI "TexHonor" 3MiHM WoA0 6e3nekn/edpeKTNBHOCTI Ta peyenma

no 100 wmr; no 10

hapmakoHarnsgy. 3MiHu y KOpOTKili XxapakTepucTuui
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Ne
n/n

Hassa
JNliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Peknam
yBaHHs1

Homep
peecmpayiliHo2o
nocsioYeHHs

Tabnetok y
6nictepi; no 2 abo
no 3 6nictepn y
KapTOHHIN nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MEAUYHOr0 3aCTOCYBaHHS
reHepuyHUX/ri6puaHMX/6ionoai6HNX NiKapCbKUX
3aco6iB Nicns BHECEHHS TiET caMol 3MiHM Ha
pedepeHTHUI NpenapaT (3MiHa He NoTpebye
HafiaHHSA XOAHWNX HOBUX AOAATKOBUX JaHWX) - 3MiHU
BHECEHO [0 iHCTPYKLiT N5 MeANYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby y po3ain
"MokaszaHHs", a TakoxX y po3ginu: "®apmakonoriyHi
BnactusocTi", "lMpoTunokasaHHa", "B3aemogin 3
IHLWIMMKM NikapCbKMKM 3acobamu Ta iHLWi BUam
B3aemogiin", "OcobamBOoCTi 3acTocyBaHHS",
"3acTocyBaHHS y nepiof, BariTHOCTi abo rofgyBaHHs
rpyaar”, "Cnoci6 3actocyBaHHs Ta gosn", "Oitn"
(yTouHeHHs iHdhopmauii), "Mepeno3lyBaHHs",
"Mo6iuHI peakujii" 3rigHo 3 iHhopmaLieto Wwoao
MeZMNYHOro 3aCTOCyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (ACMIPVH KAPAIO®,
TabneTkn, BKPUTI KULLKOBOPO3YMHHOIO 060/IOHKOIO
no 100 wr).

MepiognyHICTb NOAAHHA PErynsipHO OHOB/TIOBAHOTO
3BiTy 3 6e3neku BignoBiagHO A0 MopsiaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PerynsapHuX
3BITIB 3 6e3MeKu.

37.

®YPOCEMI],
CO®APMA

Tabnetkun no 40
mr, no 10
Tabnetok y
6nicTepi; no 2
6nictepy B navw,i

AT
"Codpapma”

Bonrapis

AT "Codhapma”

Bonrapis

MepepeecTpavis Ha HEOOMEXEHWNI TEPMIH
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLi AN19 Me4UYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA Nikapcbkoro 3acoby B
nicnsipeecTpauiliHnii nepiog, abo sk pesynbTart
OLiHKM 3BITY 3 AOC/ifXEHb, MPOBEAEHNX BiAMNOBIAHO
00 nnaxy negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMETEHTHNUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHVM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby y
po3ainu "MpoTunokasaHHsA", "B3aemogis 3 iHwmumun
nikapcbknuMmn 3acobamu Ta iHWi BUaW B3aEMOSin",
"Mo6iyHi peakuii" BiANOBIAHO 4O OHOBEHOI
iHbopmalii 3 6e3neku Aito4oi pevyoBUHU
MepiognyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTY 3 6e3neku, BiaAnoBigHO A0 Mopsaky 3AiCHEeHHs

3a
peyerimom

He
nionsizae

UA/3120/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA BionycKy | yBaHHA | peecmpayiliHo2o
3acoby ¢hopma, nocsioYeHHs1
ynakoska)
dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 3740pOB'A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
38. XE®PEPON kancynm no 350 mr | AJIKANOIZ Pecny6nika ANIKANOIL AL Pecny6nika MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 3a He UA/0263/01/01
no 10 kancyny AL Ckon'e MakenoHis Ckon'e MakeoHis 3MiHM WoA0 6e3nekn/edeKTBHOCTI Ta peyenmom | niosis2ae

6nictepi, no 3
6nictepu (30
Kancysn) y navui
KapTOHHIl

hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLi 415 MeAUUYHOro 3acTocyBaHHS Ha niacTtasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3acToCyBaHHS MikapCbKoro 3acoby B
nicnsapeecTpauiiiHnii nepiog, abo sk pesynbTtar
OLLiHKM 3BITY 3 AOCAiAKEHb, NPOBEAEHMX BiANOBIAHO
00 nnaHy negiatpuynHux gocnimpkennb (PIP) (iHwi
3MiHK) - 3MiHVW BHECEHO [0 IHCTPYKUIT Ans
MeAMYHOro 3acTOCyBaHHSA NMikapCbKoro 3acoby Ao
posgainis "lMpoTunokasaHHs", "Oco6nnBOCTi
3acTocyBaHHA", "lNepeno3yBaHHA" BifnoBigHO 40
marepianis peecTpauiiHoro 10ChbeE.
MepioAgnyHICTb NOAAHHSA PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 MopsaKy 34iiCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.

HavyanbHuK Bigainy 3 nutaHb papmaleBTUYHOI
AisnbHOCTI [lenapTaMeHTy peasiisauii NONITUK

T.M. NAacKOBCbKUA




AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

06.02.2020 Ne 269

NMEPENIK

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIONIOTNYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALIVMHNX MATEPIANIB, AKI BHOCATLCSA 40 AEPXXABHOIO PEECTPY JIIKAPCbKX 3ACOBIB YKPAIHA

Ne Hassa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
1. L-NIBNHY po34nH Ans MAT YkpaiHa NAT "Tannydapm YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/2131/01/01
ECUVHAT® iH'ekyii, 1 mr/mn "Tanuuchapm” 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS 3asiBHVKA, 6€3 3MiH Yy peuyenmom
no 5 mn B amnyi; MeToAax KOHTPOJIt0 SIKOCTi NliKapCbKoro 3acooby;
no 5 amnyny 3anponoHOBaHO:
6nictepi, MoBHa Ha3Ba AKLjioHepHe ToBapucTBo " Mannydapm"
NoKpUTOMY CkopouyeHa Hassa MNAT " Fannudpapm"; 3miHW | Tuny - 3miHa
nniBkoto; no 2 HalilMeHyBaHHsA BUPO6HUKa, 6e3 3MiH yMeTofax KOHTPO/I0
6nictepn y nayuj AKOCTI, IHCTPYKLT A1 Me4MYHOr0o 3aCTOCYBaHHS, TEKCTI
MapKyBaHHS likapCbKOro 3acoby; 3anponoHoBaHo: MoBHa
Ha3Ba AkLioHepHe ToBapucTso “lanuudpapm” CkopoyeHa
HaszBa MNAT "lannycapm”
2. L-NIBNHY pO34nH Ans MAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/9507/01/01
ECUMHAT® iH'ekyin, 1 mr/mnin | “Tanuucbapm”
bulk: no 5 mn B 3MiHK | TUNY - 3MiHA HaliMeHYBaHHA 3aABHIKA, 6€3 3MiH Y
amnysi; no 462 MEeTOoax KOHTPOJII AKOCTI NiKapChbKOro 3acoby;
amnynm B kopooi 3anponoHoBaHo:
KapToHHOMY MoBHa Ha3Ba AKLIiOHEpHe TOBapuCTBO " Mannudapm”
CkopoyeHa HasBa MNAT " Manuycapm”; 3miHu | TMNY - 3mMiHa
HaliMeHyBaHHS BUPOGHWMKa, 6e3 3MiH yMeTofax KOHTPO/10
AKOCTI, IHCTPYKLT A/19 MeUYHOro 3aCTOCYBaHHS, TEKCTI
MapKyBaHHS Nikapcbkoro 3acoby; 3anponoHoBaHo: MNoBHa
Ha3Ba AKLioHepHe ToBapucTeo "anuudpapm” CkopoyeHa
Hasga AT "laanydpapm”
3. ABEJIOKC® pPO34unH anAa Baiiep Al HimeuunHa Baiiep Al HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/4071/02/01
iHdpysili, 400 a 3MiHK | TURY - 3MiHW [0 IHCTPYKLiT 419 MeanyHoro peuyenmom
Mmr/250 mn, no 250 3aCTOCYBaHHS NikapcbKoro 3acoby B po3zinun "MobiuHi
MJ1 PO3UUHY Y peakui”, a came gofasaHHs iHhopmalii B LLoA0 6e3neku
thnakoHax; no 1 [0MOMIDKHOT PeUYOBMHM Ta JOMOBHEHHS iHGdOpMALLil CTOCOBHO
dhnakoHy B no6iYyHKX peakLiii B po3ain "OcobmMBOCTi 3acTocyBaHHsA", a
KapTOHHI navui came fofaBaHHs iHhopmaL,ii CTOCOBHO BUNaAKiB
rinornikemivyHoi komu “Mo6iyvHi peakuii”, a came goAaBaHHs
iHbopMmaLii CTOCOBHO TpuBanuXx, iHBaNigN3youmx Ta
NOTEHLiAHO HEOBOPOTHMX CEPNO3HNX MOBIYHUX peakLisX,
OHOBJIEHHS iHQ)OpMaLT 3 6e3MeKn NiKapcbkoro 3acooby,
"Ocob6NMBOCTI 3aCTOCyBaHHSA", a caMe AoAaBaHHs iHdopmaLii
CTOCOBHO BMNaAKIB aHEBPU3MU aopTy Ta po3LuapyBaHHs
CTiHKV/ a0OpTK, OHOBJ/IEHHS iHGDOpMALLii 3 6e3MeKn NiKapcbKoro
3aco6y BiANoBiAHO A0 pekomeHaauiin PRAC
4. A3SUTPOMILUUH | TabneTkun, BKpUTI [xy6inant IHAjis [xy6inaHt IHAis BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3miHu | Tuny - 3a UA/12966/01/01
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y donakoHi; no 1

donakoHy y
KapTOHHIA KopooLi

HanoBHEHHS B
ch/1aKkoHW, NepBrHHA
ynakoBka, KOHTPO/1b

AKOCTI Ta
BignoBiganbHWA 3a

BUWMYCK Cepiit
KIHLLEBOro NpoAyKTY:
A/T Hoso Hopgick,

[aHis;
Brpo6HWK npoaykuii
3a NOBHUM LMK/IOM:

HoBo Hoppgick
MpogatokeboH CAC,

®paHuis;

Bupo6HWK ANns

rOTOBOrO /liKapCbkoro 3acoby, BKIYaoUM AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
SIKy BiANoOBigae BUPOGHMK/IMNopTep, BKIOYaUM BUMYCK Cepiid)
- 3MiHa agpecu BupobHuka M3 A/T Hoso Hopgick, faHis
(BMPO6GHMLTBO HEPO3hacoBaHOroO NPOAYKTY, HANOBHEHHS B
chnakoHW, NepBrHHA YNakoBKa, KOHTPO/Ib AKOCTI Ta
BiANOBIAA/IbHWI 32 BUMYCK CEpiil KiHLEBOro NpoaykTy), 6e3
3MiHV MicLSt BAPO6HMLTBA: 3MiHW BHECEHO B IHCTPYKLitO ANs
MeAMYHOr0 3aCTOCYBaHHS LOA0 HaliMeHyBaHHS Ta
MiCLLe3HaxX0MKEHHS BUPOOHMKA, IK HACNiAoK — BiANOBIAHI
3MiHWU Y TEKCT MapKyBaHHS YNakoBKYV NikapCbKoro 3acoby.
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs

NiBKOBOO [hxeHepikc xeHepikc NimiTen 3MiHa y MeTogax B1npobyBaHHsS rOTOBOTO NiKapCbKoro 3acoby | peyernmom
060/10HKOI0, MO NimiTen - 3MiHM B MeTOoZax KOHTPOJ1t0 rOTOBOrO NiKapCbKoro 3acoby 3a
250 wmr, no 6 nokasHukom «MBY», a came 3amiHa MeToAy BUNPOGYBaHHS
Tabnetok y NpsIMOro MociBy Ha MeToA MembpaHHOT doinbTpauii
6nictepi; no 1
6nictepy y
KapPTOHHI KOpooLyi

5. A3UTPOMIUWVH | TabneTtku, BKpUTI Lbxy6inaHT IHais [xy6inaHT IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/12967/01/01
NNiBKOBOIO [xeHepikc xeHepikc Jlimiteq 3MiHa y MeToAax BUNPOoByBaHHS rOTOBOroO NiKapCbKoro 3acoby
060/10HKOI0, MO Nimiten - 3MiHM B MeTOAax KOHTPOJII0 rOTOBOTO NikapCbKoro 3acoby 3a
250 wr, in bulk: no nokasHnkom «MBY», a came 3amMiHa meTofy BUNPOOYyBaHHS
5000 TabneTok y NpsSIMOro MociBy Ha MeToA MembpaHHOT duinbTpauii
nonieTnaeHoBoMy
nakeri

6. A3UTPOMIUWH | TabneTtkn, BKpUTI Lbxy6inaHT IHgis [xy6inaHt IHgis BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3mMiHu | Tuny - 3a UA/12966/01/02
NNiBKOBOIO [bkeHepikc [bxeHepikc Jimiteq 3MiHa y MeTogax B1npobyBaHHs roTOBOTO NiKapCbKoro 3acoby | peyernmom
060/10HKOI0, MO NimiTen - 3MiHM B MeTOZax KOHTPOJ1I0 rOTOBOrO NiKapcbKoro 3acoby 3a
500 mr, no 3 nokasHnkom «MBY», a came 3aMiHa meToAdy BUNPO6YBaHHS
Tabnetku B npsIMOro NociBy Ha MeToA MembpaHHoT doinbTpauii
6nictepi; no 1
6nictepy y
KaPTOHHIi KOpOoOLyi

7. A3SUTPOMILUUH | TabneTkun, BKpUTI [xy6inant IHAjs [bxy6inant IHAiA BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - - UA/12967/01/02
NiBKOBOO [hxeHepikc xeHepike NimiTeq 3MiHa y MeTogax B1UnpobyBaHHs rOTOBOTO NiKapCbKoro 3acoby
060/10HKOI0, MO NimiTen - 3MiHM B MeToZax KOHTPOJI0 rOTOBOrO /1iKapCbKOro 3acoby 3a
500 wr, in bulk: no nokasHukom «MBY», a came 3amiHa MeToay BUNPOGYyBaHHSA
5000 TabneTok y npsIMOro MociBy Ha MeToA MembpaHHOT doinbTpauii
nonieTMaeHoBoMy
nakeri

8. AKK® po3uuH, 50 Mr/mn; TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu |l Tuny - 6e3 UA/11103/01/01
no 2 mn abo 5 mn Papm” BBEEHO a/IbTepHaTVBHOIO BUPO6HMKA [il040T peYOBUHU peyenma
Y KOHTeiHepi; no KMCNOTN aMiHOKanpoHOBOi Jiangsu Yongan Pharmaceutical
10 KoHTeliHepiB Y Co., Ltd., KuTaii Ha 3amiHy BupobHuka Huadong Medicine
nayi 3 KapTOHY (Xi'an) Bodyquard Pharmaceutical Co., Ltd, Kutaii

9. AKTPANIA® pO34YuH Ans A/T HoBo [Janis Brpo6HMK [Nanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | Tuny - 3a UA/0325/01/02

HM iH ekuiid, 100 Hopgaick Hepo3hacoBaHoOro ®paHuin AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom

MO/mn; no 10 mn NpOAYKTY, MicUsi NpOBaMKEHHS AiSiNIbHOCTI BUPOBGHMKa/imnopTepa
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
MapKyBaHHS Ta
yNaKkoBKU (p/iakoHiB,
BTOPUHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[JaHis
10. ANIMTA niodpinizat ana Ninni ®paHc dpaHuis Eni Ninni eHg PpaHuis BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: MiHu | Tuny - 3a UA/4392/01/01
NPUroTyBaHHA KomnaHi, CLUA 3MiHa HaliMeHyBaHHs BUpPobHVKa A®| BiANOBIAaIbLHOTO 3a peyenmom
pO34MHy oNns (BMpPOGHMLTBO 3a BMPOGHMLITBO Ta KOHTpPOsb sKocTi 3 Eli Lilly S.A. — Irish Branch
iHcpys3iii no 500 mr NOBHUM LMK/IOM); Ha Eli Lilly Kinsale Limited; 3miHu | TUnNy - 4ONOBHEHHS
y CKNsiHOMY Ninni ®paHc, cneuudikaLyii roTOBOro NikapCcbKoro 3aco6y HOBUM
donakoHi; no 1 PpaHuis nokasHukom. flofgaBaHHA Aomillky 338979 pasom 3
donakoHy B (mapkyBaHHSA Ta OHOB/EHHSAM MeToay B09049 no cneuundikaLii nikapcbkoro
KapTOHHIi BTOPWHHA yNakoBKa, 3acoby; 3MiHW | TNy - He3HayYHa 3MiHa B MeTOofj
ynakoBLii KOHTPO/b Ta BUMYCK BMNPOGYBaHHSA roTOBOrO fikapcbkoro 3acoby «B09049» -
cepir) [ofaBaHHA AoMilKy 338979 A0 NPUTrOTYBaHHA PO3YMHY
cMcTemMy NPUAATHOCTI; 3MiHW | TMNY - OHOBIEHHS NOCUIAHHSA
Ha cTaHJapT Aito4oi pevoBUHU NneMeTpekceay B po3gini «Onuc
i cknag nikapcbkoro 3acoby» A1 NpUBEAEHHS Y BiANOBIAHICTb
€Bponelicbkili hapmakonei: «ams. 3.2.S.4.1» 3aMiCTb
«BHYTPILLHI cTaHAAPT KOMNaHii»
11. ANNEPTEK® TabneTkun, BKPUTI BapLuaBcbkuii MonbLa dapmaLeBTUUHUIA MonbLa BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 6e3 UA/6422/02/01
0060/10HKOH0, Mo 10 thapmaueBTny 3aBog, "MNonbthapma" peyenma
wr, o 7 a6o no 20 HWW 3aBOA CA. 3MiHM | TVNY - OHOBNEHHS 3aTBEPPKEHOTO TEKCTY MapKyBaHHS
TabneToK y Monbeha AT, YNaKoBOK NiKapcbKOro 3acoby. BeeaeHHs 3MiH NpoTAroM 6-Tun
Gnictepi; no 1 MiCAILB NiC/sA 3aTBEPAKEHHS
6nictepy B
KapTOHHI KOpo6Li
12. ANOE eKCTpaKT piaknii MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/6565/01/01
EKCTPAKT Ans iH'ekuii no 1 "®apmaueBTn "®apmaveBTnyHa BHECEHHS HOBOI BUPOGHMYOI AinbHULI ADI TOro X camoro peyenmom
PIAKWIA- M B amnyri, no 5 YyHa hipma thipma "fapHuua" BUMpo6HMKa GEL Ltd, Mpy3isi Ha 3aMiHy 3aTBepAKeHili AinbHUL
AAPHUUA ammnys y KOHTYpPHIiA "NapHuusa” y 3B'A3KY 3 BUPOOHNYOI0 HEOOXIAHICTIO, pefakLiiiHi npasku;

YapyHKOBIl
ynakosLi, no 2
KOHTYPHi
YapyHKOBI
yrnakoBKku y nayui

3anponoHoBaHo: "GFL Ltd", Georgia, BBeeHHs 3MiH
NPOTAroM 6-T1 MICALLIB MICNA 3aTBEPLKEHHS; 3MiHM | TUny -
3MiHa y MeTogax BunpobyBaHHa A®l abo BMXigHOTO
mMarepiany/npoMiKHOro NpoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLWi 3MiHN Y
MeToAax BUMPOOyBaHHSA (BKOHYaKUM 3aMiHy abo
[0NOBHEHHS)) A®| ab0 BMXiAHOrO/MPOMIDKHOTO NPOAYKTY.
BBefeHHs 3MiH NpoTArom 6-Tu MIiCALB NiCNA 3aTBEPAKEHHS;
CynyTHS 3MiHa: 3MiHa y napameTpax cneuudikauiin Ta/abo
OONyCTUMUX MeX, BU3HaYeHUX Y cneumdikauisx Ha A®l, abo
BUXiZAHWIA/NPOMiXHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
y npoueci BUpo6HMUTBa A®| (iHLWi 3MiHW); 3MiHK | TRy - 3MiHa
y MeTogax BunpobyBaHHSA roTOBOro NikapcbKoro 3acoby (iHLui
3MiHM Y MeTofax BunpobysaHb (BKIOYaoumn 3amiHy abo
[OMNOBHEHHS)). BBEAEHHSA 3MiH NpOTArom 6-Tu MicALUiB nicns
3aTBEPXEHHS; CyNyTHA 3MiHa: 3MiHa napaMeTpiB
cneumdikauii Ta/abo foNYCTUMUX MEX FrOTOBOTO JliKapCbKoro
3aco6y (iHwWi 3miHK). BBeAEHHS 3MiH NPOTATrOM 6-TW MicsLiB
nicnsa 3aTBepKeHHS; 3MiHU | Tuny - 3MiHa nepiody NOBTOPHUX
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
BMNpo6yBaHb/nepioay 36epiraHHa abo yMoB 36epiraHHs Ad|
(3a BiACYTHOCTI y 3aTBEpPIKEHOMY A0ChE cepTucpikata
BiANOBIAHOCTI E€Bponeiichbkili hapmakonei, Lo BkItoYae nepiog,
NOBTOPHOrO BMNPOOYBaHHS) (iHLWWi 3MiHK). BBeAEHHS 3MiH
NpOTSArom 6-Tv MicsILiB Micns 3aTBepPAKEHHS
13. AMOKCUUUNI NMOpPOLLOK MAT Ykpaina [lepeTin C.A. Icnanis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/14460/01/01
HY TPUMIAPAT | (cy6cTaHuis) B "Knismegnpen 3MiHM | TUMy - 3MiHa HaliMeHyBaHHS 3asiBHVKa, 6e3 3MiH Yy
(NYPIMOKC nosieTuIeHoBMX apar" MeToAax KOHTPOSII0 SKOCTI NiKapCbKoro 3acooby;
DAIH) nakeTax A/is 3aMponOHOBAHO:
hapmaueBTUYHOT MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KuiBmeanpenapat”
0 3aCToCyBaHHA CkopoyeHa HasBsa lNAT "Kvismeanpenapat"”
14. AHAMNPAH EC Tabnetkn AT "Apaves Monbwa AT "Apgamen Monbwa BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/15598/01/02
KMLLKOBOPO3YUHHI, dapma” dapma" 3MiHu 3 siKoCTi. FoTOBWMIA NiKapcbkuii 3aci6. 3MiHM y peyenmom
no 500 mr no 10 BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHOTLCA
Tabnetok BUNYCKY Cepii Ta KOHTPOJTHO SIKOCTi FOTOBOrO NiKapCbKoro
KMLUKOBOPO3YMHHM 3acoby (3amiHa abo gofaBaHHSA BUPOOHMKa, LLO BiANOBigae 3a
X y 6nictepi; no 1 BBE3€eHHA Ta/abo BMNyck cepii) - He Bkovaroum
abo 2 6nictepn B KOHTPONb/BUNPOGYBaHHS Cepil - 3MiHa BUPOOHMKA,
KapTOHHIA Kopoo6Li BiANOBiAa/IbHOIO 3a BUMYCK cepil, He BK/IYaruu
KOHTPO/b/BUNPOGYBaHHSA cepii: BBeAeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBepPAKEHHS. 3MiHM | Tuny - AOMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpoBaPKEHHA Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUauM AinbHULi BUNYCKY cepii abo
MicLe NpoBefEeHHA KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiZJNOBIAAE BUPOGHMK/IMNOPTEP, HE BKIHOUAOYMN BUMYCK CEPIid)
3MiHa Ha3BW Ta aApecun BUPOOGHMKa, 6e3 3MiHM Micus
BMPOGHMLTBA: BBEAEHHS 3MiH MPOTSAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
15. AHAMNPAH EC TabneTkn AT "Apaves Monbwa AT "Apamepn Monbwa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/15598/01/01
KMLLKOBOPO3UUHHI, dapma" dapma" 3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y peuyenmom
no 250 mr no 10 BMPOGHMLTBI. 3MiHa iIMnopTepa/3MiHK, L0 CTOCYHOTLCA
Tabnetok BWMYCKY Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
KMLLKOBOPO3YNHHU 3acoby (3aMiHa abo fofaBaHHA BUPOOHMKA, LU0 BignoBigae 3a
X y 6nictepi; no 1 BBE3€eHHA Ta/abo BMNyck cepii) - He BkIovaroum
abo 2 6nictepu B KOHTPO/b/BMNPOGYBaHHSA cepii - 3MiHa BUPOOHUKa,
KapTOHHilA KopooLi BiANoBiAa/IbHOrO 3a BUMYCK cepil, He BK/IYaruu
KOHTPO/b/BMNPOGYBaHHSA cepii: BBeAeHHS 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBepKEHHS. 3MiHK | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOoBaPKEHHNA AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIKYAKYN AiNTbHNL BUNYCKY cepii abo
MicLe NpoBefEeHHA KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiZiNOBIAAE BUPOGHMK/IMNOPTEP, HE BKIHOYAOUMN BUMYCK CEPIid)
3MiHa Ha3BW Ta agpecy BUPObHUKa, 6e3 3MiHU MicLA
BMPOGHMLTBA: BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
16. AHTUNDNY® TabneTku, BKpUTI TOB "BAVNEP" YkpaiHa KoHTpakT ®apmakan CLIA BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/4910/01/01
nNiBKOBOIO KopnopeiiwH, CLUA 3MiHK Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peyenma
060/10HKOI0, N0 12 (BMPOGHMLTBO iN BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
Tabnetok y bulk); KoHTpakT thapmakoHarnagy (BBeAeHHS y3arasibHeHVX AaHnX Npo

6nictepi, no 1

Papmakan

cucTemy papMakoHarnsay, 3aMmiHa ynoBHOBaXeHol ocobu,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
6nictepy B KopnopeiiwH, CLUA BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
KapTOHHIA KOpooLi (KOHTPO/b SAKOCTI, ocobu 3 hapmakoHarnsay 3asBHUKa AN 34iCHEHHS
[03BiN Ha BUMYCK hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
cepii); KoHTpakT YMOBHOBaXEHOT 0C06U, BiANOBIAA/IbHOT 32 34iiCHEHHS
dapmakan hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu Y
KopnopeiiwH, CLUA po3MmilLeHHi macTep-gaina cuctemmn hapmakoHarnsagy) -
(nepBuHHa Ta 3MiHa YNOBHOB&X€EHOI 0CO6M 3asBHMKA, BigNoBiganbHOT 3a
BTOPWHHA ynakoBKa) dhapmakoHarnsg. MponoHoBaHa pefakLis: BepemiioBa PeHata
€BreHiBHa. 3MiHa KOHTaKTHVX AaHNX YNOBHOBAXEHOI 0CO6M
3asBHUKa, BiANOBIAA/ILHOI 3a hapmakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarsay. 3MmiHa
MiCLe3Hax0MKEHHs MacTep-dainna
17. APTIHIBCA 3 pO34uH ans IHIBCA IcnaHis NNABOPATOPIOC IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/15281/01/01
EMNIHE®PUHO iH'ekujii; no 1,8 mr LOEHTAN IHIBCA, C.A. 3BY)XXEHHS HWXHBOT AONYCTUMOI MeXi Ha TepMiH NpuaatHoOCTI | peyenmom
M 1:100.000 y KapTpuaxi; no Cno 3a nokasHukom «KinbkicHe BU3HaueHHs. Hatpito
50 kapTpuaxis y MeTabicynbgiTy» (3anponoHoBaHo: 0,025 — 0,55 mr/mn); 3MiHK
KapTOHHIA KopooLi | TMNY - 4ONOBHEHHS cneumdikaLlii Ha BUNYCK NOKa3HUKOM
«OCMONANBHICTb» 3 KPUTEPIAMU NPUIRHATHOCTI 275 — 305
MOCM/KT Ta BiANOBIAHUM METOA0M BUNPOBYBaHHS; 3MiHW |
TUNY - LONOBHEHHS crneuudikalii Ha BUMYCK NOKa3HNKOM
«AfpeHaniHy cynbgoHaT» 3 foMyCTUMO Mexeto ? 1% Ta
BiAMNOBIAHMM METOA0M BUNPOOYBaHHS; 3MiHW | Tuny -
BUYYEHHS 3 cneuudpikauii Ha TepMiH NPUAATHOCTI NOKa3HUKa
«OB6’eM, LLIO BUTArAETLCA»; 3MiHK | TURY - 3MiHa y MeToAax
BUNPOOYBaHHA rOTOBOTO /iKapPCbKOro 3acoby (He3HayHa 3mMiHa
y 3aTBEPXEHVX MeTOoAax BUNPOBYBaHHS); 3MiHu Il Tuny -
3MiHV BEPXHbOI AOMYCTUMOI MeXi 3a NOKa3HUKOM «pH» y
crneunqikaliax Ha BUNyCK Ta Ha TEPMIH NPUAATHOCTI
(3aTBEPAXKEHO: Ha BUMYCK 4,2; HA TEPMIH NpuaaTtHocTi 4,5;
3anponoHOBaHoO: Ha BUNyck 4,5; Ha TepMiH npugartHocTi 5,0)
18. ATOPBACTAT TabneTku, BKpUTI TOB "TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: MiHu | Tuny - 3a UA/16377/01/01
NH-TEBA NNiBKOBOIO YkpaiHa" 3MiHW [0 IHCTPYKLIT AN8 MeAUYHOro 3aCTOCyBaHHA NiKapcbkoro | peyenmom
060/10HKOH0, Mo 10 3acoby y po3ginu "®apmMakosioriyHi BAacTueBocTi"
mr no 10 TabneTok (nepeHeceHHs iHdhopMalLii Wwoao 6e3nekn oo posainy
y 6nicTepi no 3 "B3aemogis 3 iHWMMK ikapcbkMMK 3acob6amu Ta iHLWi BUAn
ab6o 6, abo 9 B3aeMOgiin"), "B3aemogisi 3 iHWMMM NikapCbKUMK 3acob6amm Ta
6nicTtepiB y iHWi BMAW B3aemogiit”, "MobivHi peakuii" BignoBigHO A0
KopooLi OHOBJIEHOI iH(hopMmalLii 3 6e3neku gjtoyoi peyoBuHU. BBeaeHHA
3MiH NpOTSArom 3-X MICALIB Nic/sl 3aTBEPAKEHHS
19. ATOPBACTAT TabneTku, BKPUTI TOB "TeBa YkpaiHa TeBa ®Papma C.J1.Y. IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16377/01/02
NH-TEBA nNiBKOBOIO YKpaiHa" 3MiHW [0 IHCTPYKLi AN18 MeAUYHOro 3aCTOCYBaHHA NiKapcbkoro | peyenmom
o60onoHkoto, no 20 3acoby y po3ainu "®apmakonoriyHi BnactmsocTi”
Mmr no 10 TabneTok (nepeHeceHHs iHdhopmaLii Wwoao 6e3nekn Ao po3ainy
y 6nictepi no 3 "B3aemogis 3 iHWVMK NikapcbkMMK 3acob6amu Ta iHLWi BUAn
abo 6, abo 9 B3aemogiin"), "B3aemogis 3 iHWmMMu nikapcbkumu 3acobamu Ta
6nictepiB y iHWi BMAW B3aemogiit”, "Mo6ivHi peakuii" BignoBigHO [0
Kopoobui OHOBJIEHOI iH(hopMmaLii 3 6e3neku gjtoyoi pevyoBuHU. BBeaeHHA
3MiH NpoTArom 3-X MicsLIB Nic/s 3aTBEPMKEHHS
20. ATOPBACTAT TabneTtkn, BKPUTI TOB "TeBa YkpaiHa TeBa ®apwma C.J1.Y., BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/16377/01/03
NH-TEBA NNiBKOBOIO Ykpaina", Icnanis 3MiHW [0 IHCTPYKLi 418 MeAUYHOro 3aCTOCYBaHHSA NiKapcbkoro | peyenmom
o6onoHkoto, no 40 YkpaiHa 3acoby y po3ginu "®apmakonoriyHi BnactmsocTi”

Mr no 10 TabneTok

(nepeHeceHHs iHdhopmaLii Wwoao 6e3nekn 4o posainy
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
y 6nicTtepi no 3 "B3aemogis 3 iHWVMU NikapcbkuMK 3acob6amu Ta iHLWi BUan
ab6o 9 6nictepiB y B3aemogijit"), "B3aemogisi 3 iHLWMMK nikapcbkumu 3acobamu Ta
Kopoobui iHWi BMAW B3aemogiin", "MobivHi peakuii" BignosigHO [0
OHOBJIEHOI iH(hopMaLii 3 6e3nekn Ajtoyoi peyoBuHU. BBeaeHHSA
3MiH NPOTArom 3-X MicsLIB NicNs 3aTBEPKEHHS
21. ATOPBACTAT TabneTkun, BKpUTI TOB "TeBa Ykpaina Tesa ®apma C.J1.Y Icnanis BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16377/01/04
NH-TEBA NNiBKOBOIO YkpaiHa" 3MiHW [0 IHCTPYKLIT AN Me4UYHOro 3aCTOCyBaHHA NiKapcbkoro | peyenmom
060/10HKO10, Mo 80 3acoby y po3ginn "®apmakonoriyHi BnactmsocTi"
mr no 10 TabneTok (nepeHeceHHst iHhopmauii Wwoao 6esnekn Ao po3giny
y 6nicTepi no 3 "B3aemogis 3 iHWVMU NikapcbkuMm 3acob6amu Ta iHLWi BUAn
ab6o 9 6nictepiB y B3aemogiit"), "B3aemogisi 3 iHWMMK nikapcbkumu 3acobamu Ta
Kopobui iHWI BMAW B3aemogiin", "MobivHi peakuii" BignosigHO [0
OHOB/IEHOI iH(hopMaLLii 3 6e3neku Ajtoyoi pevyoBuHU. BBeaeHHSA
3MiH NPOTArom 3-X MicALIB NicNs 3aTBEPKEHHS
22, ATOPBACTAT NMOPOLLOK CeHTpieHT Higepnanamn CeHTpieHT IHgis BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - - UA/14978/01/01
NHY KANbLUIKO | (cybcTaHuis) y dapmacbioTika dPapmacbioTikan3 AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
TPUTAPAT nonieTuNeHoBMX n3 IHaia MpaiisiT 3asiBHUKA (BNaCHMKa PeECTPALLiiHOro NOCBIgYEHHST) 3MiHa
naketax gns HesepnaHgc Nimiteq Ha3BW Ta agpecu 3asiBHMKA. 3MiHU | TURy - 3MiHN 3 SKOCTI.
hapmaueBTUYHOT B.B. CepTtuddikat signosigHocTi/lE-cepTudpikar BignosigHocCTi
0 3acTocyBaHHA €Bponeiicbkiii hapmakonei/MmoHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBiAHOCTI a60 BUTYHYEHHS
cepTudikata BignoBigHOCTi €Bponeiickbkivi hapmakonei: ans
A®I; onqa BuxigHoro matepiany/peareHTy/npoOMiKHOTO
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHY (cepTuddikaT BiAnoBigHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI cepTudikaT Bif, yxe
3aTBEPAKEHOI0 BUPOOHMKA - NOAAHHS OHOB/IEHOTO
CepTudpikaty BignoBigHOCTI €Bponeiichkiin thapmakonei R1-
CEP 2010-366-Rev 02 (nonepeaHs sepcia R1-CEP 2010-366-
Rev 01) Big, BXe 3aTBEPAXEHOI0 BUPOOHMKA BHACNIAOK 3MiHA
Ha3Bun Ta agpecu BUpobHuKa ans APl atopBacTaTvHy KasbLito
Tpurigparty.
23. AT®-JIOHI® Tabnetkn no 20 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/3121/01/02
Mmr; no 10 "®hapmaueBTu "®apMaueBTUYHa AIMiHICTPaTMBHI 3MiHU. BuyyeHHSI BUPOGHMYOI AiNTbHAL peyenma
TabneTtok y YyHa KOMnNaHis KomnaHis "dapKoC" (Bkntovaroun ainbHUL s APl NPOMKHOTO NPoAyKTy abo
6nicTepi; no 3 abo "®apKoC" roTOBOrO JIiKAPCbKOro 3acoby, AiNbHULi 415 MPOBEAEHHS
4 6nictepu B nakyBaHHs, BUPOOHMKa, BigNoBifanibHOro 3a BUMYCK Cepil,
Kopoobui MicLie NpoBeEHHSA KOHTPOSIIO cepii) abo noctadasibHuKa
BMXi4HOrO Martepiany, peareHTy abo AONOMiXHOT peYOBUHU
(AKLLLO 3a3HAYeHO Y A0CbE). BunyyeHHs BupobHukis MN13 MpAT
«®apmaveBTuyHa hipma «PapKoC», YkpaiHa ta TOB
«ACTPAPAPM», YkpaiHa
24, BETATICTUH- Tabnetku no 24 mr TOB «TeBa YkpaiHa Bupo6bHuuTBO HimeuuunH BHECEHHS 3MiH [10 peecTpaLiiiHix maTepianiB: BHECEHHS 3MiH 3a UA/7806/01/03
TEBA no 10 TabneTok y YkpaiHa» Hepo3chacoBaHol a [0 peecTpauiiHnx martepianis: 3miHun | Tuny - 3miHW 3 AKOCTi. | peyenmom
6nicTepi, no 2 NPOAYKLIii, KOHTPO/Tb ['oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
6nictepu y cepii (oKpim iMnopTepa/3miHu, L0 CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOII0
KapTOHHI KopoobLi MiKpo6ionoriyHoro AKOCTI FOTOBOrO NikapCbKoro 3acoby (3amiHa abo foAaBaHHSA
TeCTyBaHHS): AiNbHULI, Ha 5Kl 3[iCHIOETLCA KOHTPO/L/BUNPOGYBaHHS

PotteHzopch ®apma
'M6X, HimeuunHa;
Brpo6HMUTBO
Hepo3sdracoBaHol

cepii) - AofaBaHHA AiNbHUL NPOBEAEHHA MiKPO6ionoriYHOro

KOHTPO/IO Cepili FOTOBOrO Jlikapcbkoro 3acoby BAB IHCTUTYT
lirienn Ta 3abesneyeHHs Akocti FTMOX, HimeuunHa; 3miHu |
TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHNU Y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

NPOAYKLii, KOHTPO/Tb
cepii (oKpim
MiKpo6ionoriyHoro
TeCTyBaHHS):
KataneHT DxepmaHi
LWopHaopd Mv6X,
HimeyuunHa;
Mepkne M'vbX,
HimeuunHa
(nepBuHHa Ta
BTOPVHHA YNakKoBKa,
KOHTPO/b Cepil;
[103BiN Ha BUMNYCK
cepii);
KoHTponb cepii
(TiNbKM
MiKpOGionoriyHe
TeCcTyBaHHA AnA
BMPOGHMKaA
Hepo3dghacoBaHOT
npoaykuii KataneHt
xepmaHi
LWopHaopd M6X):
BAB IHcTuTyT TirieHn
Ta 3abesneyeHHs
AkocTi TM6X,
HimeuumnHa;
KoHTponb cepii
(TiNbKM
Mikpob6ionoriyHe
TecTyBaHHA AN
BUPOGHMKa
Hepo3dgacoBaHo|
npoaykuii
PotteHzopch ®apma
v6X):
€BpochiHC
Bio®apma
TecTyBaHHA
MpopaykTiB MioHXeH
'mM6X, HimeuynHa

BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHS AiNbHULI, Ha AKil
3[iICHIOETLCS KOHTPO/L/BUMPOGYBaHHS cepii) - AoAaBaHHSA
[iNbHULI NpoBeAEeHHS MiKPO6GIO/IOriYHOIo KOHTPOSKO cepild
roTOBOrO JliKapCbKOro 3acoby - €spocpiHc biodapma
TecTyBaHHs MpoaykTiB MioHxeH MM6X, HimeuwunHa; 3miHm |
TMNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
BMPOGHMLTBA /151 YACTUHM ab0 BCbOro BUPOBGHMYOro npoLecy
roTOBOro Nikapcbkoro 3acoby (iHLi 3MiHW) - YTOYHEHHS
yHKUI 415 BXe 3aTBEPAXKEHNX BUPOOHMKIB Ta 3a3HaYEHHS
dhyHKLi ANs HOBUX BUPOGHWKIB B MKA /13 - nprvBeaeHHs Ao
opuriHaNIbHNX AOKYMEHTIB BUPOGHMKA

25.

BETATICTUH-
TEBA

Tabnetkn no 8 mr
no 10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHIA KopooLi

TOB «TeBa
Ykpaina»

Ykpaina

Mepkne M'v6X,
HimeuunHa
(nepBuHHa Ta
BTOPWHHA YNaKoBkKa,
KOHTPO/b Cepil;
[l03BiN Ha BUMYCK

HimeyunH
a

BHECEHHS 3MiH [0 peecTpaujiiiHuX maTepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3aTBepxeHo: paTiohapm MM6X,
HimeuunHa. 3anponoHosaHo: TOB “TeBa YkpaiHa”, YkpaiHa.
3MiHu | TMRY - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeefeHHs abo 3miHn [0 y3arasibHeHuX

cepii); AaHvx nNpo cuctemy chapmakoHarnsgy (BBeAeHHS
Bnpo6HuuTBO y3araslbHeHUX faHux Npo cuctemMy papmakoHarnisgy, smiHa
Hepo3dgacoBaHO! YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
NPOAYKLUIiT, KOHTPO/Ib hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
cepii: 3as1BHMKA 1A 3[iliCHEeHHs hapMakoHarnisgy B YKpaiHi, SKLio

3a
peyerimom

UA/7806/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
KaraneHT MxepmaHi BOHa BiAIMiHHa BiJ, YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 38
WopHaopd M6X, 3[iiCHEeHHs1 hapMakoHariaay (BK/IUYaUM KOHTaKTHI AaHi)
HimeuyunHa Ta/ab0 3MiHM y po3MiLLeHHI MacTep-thaiina cuctemm
thapmakoHarnagy). Jitoua pegakuis: YnoBHoBaxeHa ocoba
3asBHVKa, BignoBigasibHa 3a hapmakoHarnsag — Dr. Hedva
Voliovitch MD, PhD, MBA. MponoHoBaHa pefakuis:
YnoBHOBaXeHa ocoba 3asiBHMKa, BignoBigasibHa 3a
thapmakoHarnag — buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX yNMOBHOBaXKeHOI 0cobw, BiANOBiAaIbHOI 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHSI OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
mMacTep-caiina.
26. BETATICTUH- Tabnetku no 16 mr TOB «TeBa YkpaiHa Mepkne MM6X, HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHa 3asBHMKa 3a UA/7806/01/02
TEBA no 10 TabneTtok y YkpaiHa» HimeuyunHa a (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 | peyenmom
6nicTepi, no 3 (nepBuHHa Ta Bif 23.07.2015 Ne 460): 3aTBepmxeHo: patiohapm Mv6X,
6nictepu y BTOpPVHHA YMNakoBKa, HimeyunHa. 3anponoHosaHo: TOB “TeBa YkpaiHa”, YkpaiHa.
KapTOHHIA KopooLi KOHTPO/b Cepil; 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta
[03BiN Ha BUMYCK thapmakoHarnagy. BeegeHHs abo 3miHW [0 y3arasibHeHuX
cepii); [aHux npo cuctemy dhapmakoHarnsgy (BBefeHHs
Bnpo6HuuTBO y3arasisHeHUX faHux Npo cucTemy chapmakoHarnsgy, 3amMiHa
Hepo3chacoBaHol YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
NPOAYKLT, KOHTPO/b dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
cepil: 3asBHUKA 151 34iiCHEHHA hapmakoHarnsgy B YkpaiHi, SKwo
KataneHT [hxepmaHi BOHa BiIMiHHa Bif, YyNOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3@
LWopHaopd Mv6X, 3[jiCHEeHHs hapMakoHarisay (BK/IUYakoun KOHTaKTHI AaHi)
HimeuyunHa Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
thapMakoHarniagy). [ioua pegakuis: YnoBHoBaxkeHa ocoba
3asBHVKa, BignosigasibHa 3a papmakoHarnsag — Dr. Hedva
Voliovitch MD, PhD, MBA. NponoHoBaHa peAakLis:
YnoBHOBaXeHa ocoba 3asBHWKa, BignosigasibHa 3a
thapmakoHarnag — buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0Co6U, BiANOBiAabHOI 3a
hapmakoHarnsg. 3miHa Micus 34iliCHEHHS OCHOBHOI
LisNbHOCTI 3 chapmakoHarniagy. 3MiHa MicLue3Haxo4KeHHs
MacTep-gaiina.
27. BETATICTUH- TabneTtkyn no 24 mr TOB «TeBa YKpaina BupobHMuTBO HimeuumnH BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiiB: 3MiHa 3asiBHMKa 3a UA/7806/01/03
TEBA no 10 Tabnetok y YkpaiHa» Hepo3dhacoBaHOT a (BnacHvKa peecTpauiiHoOro noceigyeHHs) (3rigHo Hakasy MO3 | peyenmom
6nicTepi, no 2 NPOAYKLT, KOHTPOSb Bif 23.07.2015 Ne 460): 3aTBepmxeHo: patiohapm Mv6X,
6nictepn y cepit: HimeuunHa. 3anponoHoBaHo: TOB “TeBa YkpaiHa”, YkpaiHa.
KapTOHHIA Kopoo6Li PotteHgopc ®apma 3MiHu | TMNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
M6X, HimeyunHa; thapmakoHarnagy. BeefeHHs abo 3miHn [0 y3aranbHeHux
Mepkne M'm6X, [aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
HimeyunHa y3ara/ibHeHUX faHux Npo cucTemy chapmakoHarnsgy, 3amiHa
(nepBuHHa Ta YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
BTOPVIHHA YMaKoBKa, dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 hapmakoHarnagy
KOHTPO/b Cepil; 3asBHUKa A5 34iiCHEHHSA hapmakoHarnsgy B YkpaiHi, Ko
[03BiN Ha BUMYCK BOHa BifIMiHHa Bif, yNTOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
cepii); 3iicHeHHs dpapMakoHariaay (BK/IYaoUM KOHTaKTHI AaHi)
Brpo6HMLUTBO Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
Hepo3dgacoBaHo! thapmakoHarnagy). [ivoua pefakuis: YnosHoBaxeHa ocoba
NPOAYKLUIiT, KOHTPO/Ib 3as1BHVKA, BignoBigasibHa 3a papmakoHarnsg — Dr. Hedva
cepii: Voliovitch MD, PhD, MBA. lNMponoHoBaHa pegakLis:
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KaraneHT MxepmaHi YnoBHOBaXeHa ocoba 3asiBHMKa, BignoBigasibHa 3a
WopHaopd M6X, thapmakoHarnag — buctposa OkcaHa BitaniiBHa. 3miHa
HimeuunHa KOHTaKTHUX JaHWX yNOBHOBaXKEHOI 0cobw, BifNOBiAaIbHOI 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHSI OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3HaxXo4KeHHs
MacTep-caiina.
28. BETATICTUH- Tabnetku no 8 wmr, TOB «TeBa YkpaiHa Brpo6HMUTBO HimeuuunH BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7806/01/01
TEBA no 10 TabneTtok y YkpaiHa» Hepo3dacoBaHOT a 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
6nicTepi; no 3 NPOAYKLii, KOHTPO/Tb BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCA
6nictepu y cepii (oKpim BUNYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapCbKoro
KapTOHHIA KopooLi MiKpOG6ionoriyHoro 3aco6y (3amiHa abo AofaBaHHA AiNbHULI, Ha SKi
TeCTyBaHHS): 3[iICHIOETLCA KOHTPO/IL/BUNPODBYBaHHA cepii) - AoAaBaHHS
KataneHT xepmaHi AiNbHULI NPOBeAEeHHS MiKpO6io/IOriYHOro KOHTPOSO cepili
WopHaopd M6X, roToBOro fikapcbkoro 3acoby BAB IHCTUTYT [irieHn Ta
HimeuunHa; 3abesneyveHHsa AkocTi FTM6X, HimeuunHa; 3miHn | Tuny - 3MiHn
KoHTponb cepii 3 AKOCTi. F0TOBUIA Nikapcbkuid 3aci6. 3MiHW y BUPOGHULTBI.
(TiNbKM 3amiHa abo BBefEeHHSA [0AAaTKOBOI Ai/bHUL BUPOBHULTBA A5
MiKpoGionoriyHe 4YacCTUHM ab0 BCbOrO BUPOBHMYOro NpoLecy rotToBoro
TeCTyBaHHs): nikapcbKoro 3acoby (iHLi 3MiHW) - YTOUHEHHS QOYHKUIMA 415 BXe
BAB IHCTUTYT [irieHn 3aTBEPAKEHNX BUPOBHUKIB Ta 3a3HAYEHHST (PYHKLA 418 HOBMX
Ta 3ab6e3neyeHHs BMPO6HWKIB B MKA /13 - npuBeAeHHs [0 OpUriHa/IbHNX
AkocTi TM6X, [OKYMEHTIB BUPOGHMKa
HimeuyumnHa,;
Mepkne M'v6X,
HimeuunHa
(nepBuHHa Ta
BTOPWHHA YNaKoBkKa,
KOHTPO/b Cepil;
[103BiN Ha BUMNYCK
cepii)
29. BETATICTUH- Tabnetku no 16 TOB «TeBa YkpaiHa Brpo6HMLUTBO HimeuuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7806/01/02
TEBA mr, no 10 YkpaiHa» Hepo3dgacoBaHO! a 3MiHK 3 siKoCTi. FoTOBMIA NiKapcbKuii 3aci6. 3MiHM y peyernmom
Tabnetok y NPOAYKLUIiT, KOHTPO/Ib BUPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYTbCS
6nicTepi; no 3 cepii (oKpim BUNYCKY Cepii Ta KOHTPOJII0 AKOCTi FOTOBOrO NiKapCbKoro
6nictepu y MiKpob6ionoriyHoro 3acoby (3amiHa abo fofaBaHHS AiNbHUL, Ha SAKIK
KapTOHHI KOpooLyi TEeCTyBaHHs): 3[iiCHIOETLCS KOHTPO/L/BUNPOBYBaHHS cepii) - A04aBaHHS

KataneHT xepmaHi
LWopHAaopd Mv6X,
HimeuunHa;
KoHTporsb cepil
(TinbKM
MiKpOGionoriyHe
TeCTyBaHHs):
BAB IHcTUTYT FirieHn
Ta 3ab6e3neyeHHs
AkocTi TM6X,
HimeuumnHa,;
Mepkne M'vbX,
HimeuyunHa
(nepBuHHa Ta
BTOPVHHA YNaKoBkKa,
KOHTPO/b Ccepil;

[iNbHULI NpoBeAEeHHS MiKPO6io/IOriYHOro KOHTPOSO cepili
roToBOro siikapcbkoro 3acoby BAB IHCTUTYT Firienn Ta
3abesneyveHHsa AkocTi FTM6X, HimeuunHa; 3miHn | Tuny - 3MiHn
3 AKOCTi. F0TOBUIA NiKapcbkuid 3aci6. 3MiHW y BUPOGHULTBI.
3amiHa abo BBefieHHA [0AaTKOBOI AiNbHULi BUPOOHULITBA ANA
4acTUHK abo BCbOro BUPOOHNYOrO NPoLecy rotoBoro
nikapcbKoro 3acoby (iHLUi 3MiHW) - YTOUHEHHS QOYHKLIA oNs BXe
3aTBEPAKEHNX BUPOOHMKIB Ta 3a3HaYEHHS OYHKLl 418 HOBUX
BUpO6HMKIB B MKHA /13 - npuBEeAEHHSA A0 OpUTiHa/IbHUX
[OKYMEHTIB BUPOGHMKA
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30.

BETATICTUH-

TabneTkn no 8 mr

[03BiN Ha BUMNYCK
cepii)

31.

TEBA

BETATICTUH-

no 10 TabneTok y
6nictepi, no 3
6nictepn y
KapTOHHIA KopooLi

TabneTtky no 16 mr

TOB "TeBa
YkpaiHa"

TOB "TeBa

Ykpaina

KataneHT [hxepmaHi
LWopHaopd Mv6X,
HimeuunHa
(BMPOGHMLTBO
Hepo3dacoBaHOT
NPOAYKLUIT, KOHTPONb
cepii); Mepkne
m6X, HimeuyunHa
(#038BiN Ha BMNYCK
cepii); Mepkne
m6X, HimeuyunHa
(nepBuHHa Ta
BTOPWHHA YNaKkoBkKa,
KOHTpO/b cepir)

HimeyuuH
a

BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MiHa napameTpiB cneumdikauiii Ta/abo foMyCTUMUX MexX
roTOBOrO J1iKapCbKOro 3acoby - BUIy4nTn napameTpu
«[liameTp», «Bucota», «CTilikiCTb A0 PO34aB/OBaHHS» ,
OCKiNbKN KOHTPO/TIOTLCA B NPOLECi BUPOOHWLTBA,
T.Mikpo6ionoriyHa YncToTa NpMBecTn 4o BUMor EP; 3miHn |
TMny - 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOTO JliKapCbKOro
3aco0y - 3MiHM y MeTofax BUnpobyBaHHA rOTOBOr0
nikapcbKoro 3acoby T. laeHTudikauis, KinbkicHuiA BMicT gitoyoi
peyoBuHW, CynpoBiAHiI OMILLKML Y 3B A3Ky 3 ONTUMI3aLie0
mMeToaukn (BEPX); peaaxuiliHi npasku y posgini 3.2.P.5.2
AHaniTUYHa METOAMKA - KOPEKLISt APYKapPCbKOT MOMUKK A1
Tabnetok no 8 Mr i 16 Mr — BUNpobyBaHHSA Ha «CTUPaHHICTb»
npoBoAATL Npu 25 06/xB NpoTAroM 4 xB, a He npu 30 06/xB
npotarom 4 xs. 3aMiHa BUnNpobysaHHA «OHOPIAHICTL BMICTY»
3i cneuyndikauii Tabnetok no 8 mr, 16 mr. Ha «OAHOPIAHICTb
[030BaHVX OANHWLE». [na Tabnetok no 24 Mr OHOB/IEHO
BMNPO6YBaHHSA Ha «OAHOPIAHICTL Macu» 3rigHO 3 YAHHUM
BuAaHHAM EP. [1na TabneTtok no 16 mMr BUNnpobysBaHHs
«BTpara macu npu BUCYLLYBaHHI» BUMNPaB/IEHO KiNlbKICTb
Tabnetok 3 25 Ha 15. [1na Tabnetok no 24 Mr OHOBNEHO
hopmMyny po3paxyHKy TecTy «O4HOpPIAHICTb AO30BaHMX
OAMHULb>» (4OAAHO NPONYLLEHNA KOEILEHT «» Y 3HAMEHHUK.
BHeceHHA He3HauHi 3MiHU B ONWUC MeToAy aHaslisy PO3YMHEHHS
(3miHa Homepy meTogy, nepedhpadyBaHHs BCTYMy Ta 3MiHa
cnocoby Hymepauii napameTpiB aHanisy). Okpim LbOro, B
TEKCT MeTOZIB KOHTPOJHO SAKOCTI JIiKapCbKOro 3aco6y BHeCeHI
He3HauHi pefakuiiiHi 3MiHW 3 METOK YTOYHEHHST Nnepekiagy
cneumaikaLii i MeTogiB KOHTPOJIHO AKOCTi FOTOBOTO J1iKapCbKOro
3acoby. BBefieHHA 3MiH NpPOTArom 6-Tu MicsiLiB nicns
3aTBEPAKEHHS

3a
peyerimom

UA/7806/01/01

TEBA

no 10 TabneTok y
6nictepi, no 3
6nictepu y
KapTOHHiA KOpO6L

Ykpaina",

YkpaiHa

KataneHT DxepmaHi
LWopHAaopd Mv6X,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dgacoBaHO!
NPOAYKLUIiT, KOHTPO/Ib
cepii); Mepkne
m6X, HimeuyunHa
(Ao3BiN Ha BMNYCK
cepii); Mepkne
m6X, HimeuyunHa
(nepBuHHa Ta
BTOPWHHA YNaKoBKa,

KOHTpONb cepii)

HimeuunH
a

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
3miHa napameTpiB cneyudikaliii Ta/abo AonyCTUMUX MexX
rOTOBOrO /IKAPCbKOro 3acoby - BUTyYnTn NnapameTpu
«[liameTp», «Bucota», «CTiliKicTb 40 po34aB/loBaHHS» ,
OCKI/IbKW KOHTPO/TIOIOTLCA B NPOLLEC BUPOBGHMLTBA,
T.MikpOGio/IoriyHa YncToTa NpMBECTM A0 BUMOT EP; 3MiHn |
TUNy - 3MiHa y MeTofAax BUnNpo6yBaHHSA roTOBOrO /iKapCbKoro
3acoby - 3MiHM Yy MeToZax BUNPOOYyBaHHA roTOBOrO
niKapcbKoro 3acoby T. lgeHTudikauis, KinbkicHWin BMICT gitouoi
peyoBuHM, CynpoBiAHi OMILLKM Y 3B 3Ky 3 ONTUMI3aLier0
meToaukn (BEPX); pepakuiliHi npasku y posgini 3.2.P.5.2
AHaniTMyHa MeToauKa - KOpeKLis ApYKapCbKoT NOMWUIKN 415
Tabnetok no 8 Mr i 16 Mr — BUNpoOyBaHHA Ha «CTUPaHHICTb»
npoBoAATbL Npu 25 06/xB NpoTAroM 4 xs, a He npu 30 06/xB
npoTsArom 4 xB. 3amiHa BUNPO6YyBaHHs «OAHOPIAHICTE BMICTY»
3i cneuyndikauii TabneTok no 8 mr, 16 Mr. Ha «OfHOPIAHICTL
[,030BaHNX OANHULbY». 1N TabneTok No 24 Mr OHOB/IEHO
BMNPOOGYBaHHS Ha «OfHOPIAHICTL Macu» 3rigHO 3 YNHHUM

3a
peuyenmom

BUAaHHAM EP. [1ns Ta6neTok no 16 mMr BUnpo6yBaHHs

UA/7806/01/02
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3acoby nocsioYyeHHs
«BTpara macu npu BUCYLLYBaHHI» BUMNPaB/IEHO KiflbKIiCTb
Tabnetok 3 25 Ha 15. [1na Ta6netok no 24 Mr OHOBNEHO
hopmMyny po3paxyHKy TecTy «O4HOpPIAHICTb AO30BaHMX
OoAVHMLb» ([OAAHO MPONYLLEHNI KOEMILIEHT «» Y 3HAMEHHWK.
BHeceHHA He3HauHi 3MiHW B OMUC METOAY aHaslizy PO34UMHEHHS
(3miHa Homepy meTogy, nepecdhpadyBaHHs BCTYMy Ta 3MiHa
cnocoby Hymepauii napameTpiB aHanisy). Okpim LbOro, B
TEKCT MeTOZIB KOHTPOJIHO SAKOCTI JIiKapCbKOro 3acoby BHeCeHI
He3HauHi pefakuiiiHi 3MiHW 3 METOK YTOYHEHHST Nnepekiagy
cneumdikauii i MeToAiB KOHTPO/IO0 SIKOCTi FOTOBOTO JTiKapCbKOro
3acoby. BBefieHHs 3MiH NpPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS
32. BETATICTUH- Tabnetku no 24 mr TOB "TeBa YkpaiHa KataneHT xepmaHi HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - 3a UA/7806/01/03
TEBA no 10 TabneTtok y YkpaiHa" WopHaopd M6X, a 3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MexX peuyenmom
6nictepi, no 2 HimeuunHa rOTOBOrO JIiKAPCbLKOro 3acoby - BUNyYMT napameTpu
6nictepu y (BMPOBGHMLTBO «[liameTp», «Bucota», «CTiliKicTb 40 pO34aB/loBaHHS» ,
KapTOHHIA KopooLi Hepo3dacoBaHO! OCKIiNIbKN KOHTPOJTIOIOTLCA B NPOLLEeCi BUPOOHMLTBA,
NPOAYKLUIiT, KOHTPO/Ib T.MikpOGio/IoriyHa YUncToTa NPUBECTU A0 BUMOT EP; 3MiHn |
cepii); Mepkne TMnYy - 3MiHa y MeTofax BUNpo6yBaHHSA roTOBOrO /iKapCbKoro
'm6X, HimeyunHa 3acoby - 3MiHV Yy MeToZax BUNPO6YyBaHHA roTOBOrO
(mo3Bin Ha BMNyCK nikapcbkoro 3acoby T. laeHTudikauis, KinbkicHuiA BMIiCT gitoyoi
cepii); Mepkne peyoBuHM, CynpoBiAHI OMILLKY Y 3B A3KY 3 ONTMUMI3aLie0
'm6X, HimeyunHa meToaukn (BEPX); peaakuiliHi npasku y posgini 3.2.P.5.2
(nepBuHHa Ta AHaniTMyHa MeToAuKa - KOpeKLUist APYKapcbKoT MOMUKK ANs
BTOPWHHA YNakoBKa, TabneTok No 8 Mr i 16 Mr — BUNPOByBaHHA Ha «CTUPAHHICTb»
KOHTpONb cepil); npoBoAATL Npu 25 06/xB NpoTArom 4 xB, a He npun 30 06/xB
PoTtTengopd Papma npotsarom 4 x8. 3amiHa BUNpobyBaHHA «OAHOPIAHICTb BMICTY»
'm6X, HimeuunHa 3i cneuyndikauii TabneTok no 8 mr, 16 Mr. Ha «OfHOPIAHICTL
(BMPOBHMLTBO [030BaHVX OANHWLE». [N Tabnetok no 24 Mr OHOB/IEHO
Hepo3chacoBaHol BMNPOGYBaHHA Ha «O4HOPIAHICTb MacK» 3riAHO 3 YUHHUM
NPOAYKLUIT, KOHTPO/b BMAaHHAM EP. [1na TabneTok no 16 mMr BUNpo6yBaHHs
cepii nuwe ansa «BTpaTta Macu npu BUCYLLYBaHHi» BUNPaB/IEHO KiNbKiCTb
Tabnetok no 24 mr) Tabnetok 3 25 Ha 15. [1na TabneTok no 24 Mr OHOBMEHO
dopmyny po3paxyHky TecTy «OAHOpIgHICTb 4030BaHNX
0AMHULb» (40AAHO NPONYLLEHWIA KOEMILIEHT «» Y 3HAMEHHUK.
BHeceHHs He3HauHi 3MiHU B ONWUC MeToAy aHaslily PO3UMHEHHS
(3miHa HoMepy meTogy, nepedpasyBaHHsA BCTYNy Ta 3MiHa
cnocoby HymepaLii napameTpis aHanizy). OKpiM LpOoro, B
TEKCT MeTOZIB KOHTPOJItO SIKOCTi JTiKapCbKOro 3ac00y BHECEHI
He3HauHi pefakuiiiHi 3MiHW 3 METOK YTOUYHEHHS Mepeknagy
cneumaikaLii i MeTofiB KOHTPOJIHO AKOCTi FOTOBOrO NiKapCbKOro
3acoby. BBefeHHs 3MiH NpPOTAroM 6-Tu micsuiB nicns
3aTBEPAKEHHS
33. BA3ABITANI® Kancynu no 10 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/6628/01/01
Kancyny énictepi, "YKpaiHCbka "ACTPAGAPM", 3MiHM 3 ikocTi. A®I. KoHTponb A®I. 3miHa y napameTpax peyenma
no 3 6nictepu B thapmaueBTuy YkpaiHa; cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
KOpPOO6Lii 3 KAPTOHY; Ha komnaHis" MAT "BitaMinn", cneumdikauisx Ha A®Il, abo BUXiAHUA/NPOMIXKHWI
no 90 kancyny YkpaiHa NPoAyKT/peareHT, WO BUKOPUCTOBYOTLCA Y NPOLECi

6aHLji nonimepHii,
no 1 6aHui B
KOpo6L,i 3 KAapTOHY

BMPOGHMLTBA ADI (iHLWi 3MiHK) - NpUBEAEHHS cneuundikauii
BXIfIHOrO KOHTPOJIIO Ha Aito4y PeYOBUHY O6HIKKSA 64KONMHOIO
(KBITKOBOrO NnsIKy) 3a NoKasHMKoM «MikpobiosioriyHa ymctota»

[0 BMMOT 3arasibHOi CTaTTi N0 6ios10riYHMM BUNPOGYBaHHAM




45

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

AdY; 3mikm | TNy - 3MiHKW 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6.
CuncTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa y
NepBUHHIN YNakoBLi rOTOBOrO Jlikapcbkoro 3acoby (Tun

KOHTeliHepa abo fofaBaHHS HOBOrO KOHTeliHepa) - Teepai,
M’SIKi Ta HECTEPUIIbHI PifKi Nikapcbki opmu - BBEAEHHSA
[0[aTKoBOI ynakosku (6aHka nonimepHa); 3miHu | Tuny - 3miHn
3 aKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa po3Mipy ynakoBKu
rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb

(Hanpuknag TabneTok, amnyn TOLO) B ynakoBL,:) - 3MiHa no3a
[iana3oHOM 3aTBepAXeHNX PO3MIpIB YNakoBKy - 3MiHa

KiNIbKOCTi Kancyn B ynakoBLi 3aTBepxeHo no 10 kancyn y
6nicTepi, no 3 6nicTepn B KOPOOLLi 3 KAPTOHY 3anNPOMNOHOBaHO
no 10 kancyn y 6nictepi, no 3 6icTepy B KOPOO6Li 3 KAPTOHY

no 90 kancyn y 6aHui noniMepHiii, no 1 6aHui B Kopobui 3
KapToHy; 3MiHu |l Tuny - 3MiHK 3 skocTi. A®l. BUpo6bHMLTBO.
3MiHa BMPOOHUKA BUXiLHOr0/MPOMDKHOIO NPoAyKTy/peareHTy,

LLIO BUKOPUCTOBYIOTLCS Y BUPOGHMYOMY npouieci Adl, abo

3MiHa BUPOGHMKa (BK/THOYaoum, e HeobXxigHo, micue
npoBeAeHHA KOHTPOo AkocTi) APl (3a BigcyTHOCTI

cepTudiikaTa BignoBiAHOCTI EBpONENCHKIn hapmakonei y
3aTBepAKEHOMY [OChE)(BBEAEHHS HOBOTO BUPO6GHUKa AdIl 3
HaZaHHAM macTep-chaiina Ha A®I) - BeAeHHSA 10AATKOBOro

BMPOGHMKA Ait040i PEYOBMHM KMCNOTa HIKOTMHOBA (BiTamiH PP)

«AMSAL CHEM PRIVATE LIMITED», IHgjs; 3minu Il Tuny -
3MiHu 3 aKocTi. A®l. BUpo6HULTBO. 3MiHA BUPOGHMKaA
BMXi4HOro/MPOMKHOro NpoAyKTy/peareHnTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPO6HUYOMY npoLeci A®l, abo 3miHa
BMpO6HUKa (BK/THOYaKUK, Ae HeobXifHO, MicLe NpoBeeHHs
KOHTpOst0 sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[0Cbe)(BBEAEHHS HOBOrO BUPOGHMKa AD| 3 HagaHHAM MacTep-
haiina Ha A®l) - BefeHHA A04aTKOBOrO BUPOOHMKA Aito4ol
peyoBuHM pyTuH (BiTamiH P) «SICHUAN XIELI

PHARMACEUTICAL CO., LTD», Kutai; 3mMiHu |l Tuny - 3MiHn

3 aKocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPOGHUKA
BMXiHOro/MpoMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®l, abo 3miHa
BMPOGHMKA (BK/IKOYaOUM, Ae HeobXigHo, MicLie NPoBeAEeHHS
KOHTpoOsIto sikocTi) A®I (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[0Cbe)(BBEAEHHS HOBOTO BUPO6HUKa APl 3 HagaHHAM MacTep-
haiina Ha Adl)

34.

BA/IbIMPOKOM
300 XPOHO

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKOI0,
NPONIOHIOBaHOI Aji
no 300 mr; no 10
Tabnetok y
6nictepi; no 1, 3
abo 10 6nictepiB y
nayui 3 KapToHy

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaviiiHix maTepianis: miHa | Tuny -
BWJ/TyYEHHS1 ynakoBku «in bulk: no 7 kr TabneTok B
NOSINATUIEHOBbIX NakeTax» 3 BHECEHHAM BifMoOBIAHUX 3MiH [0
p. «YnakoBka» Ta p. «MapKyBaHHs»

3a
peyenmom

UA/2169/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
35. BANNbMNPOKOM | Tabnetku, BKpuUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMX MmaTepiastis: 3MiHu | Tuny - 3a UA/2169/01/02
500 XPOHO nNiBKOBOIO YKPAIHA" BUJ/TyYEHHS ynakoBku «in bulk: no 7 kr TabneTok B peyenmom
060/10HKOI0, NONN3TUIIEHOBBIX MaKeTax» 3 BHECEHHAM BiAMOBIAHVX 3MiH A0
NPOJIOHroBaHoI fji p. «YnakoBka» Ta p. «MapKyBaHHS»
no 500 mr; no 10
TabneTtoky
6nicTepi; no 1 abo
3 6nicTepun y naywi
3 KAPTOHY
36. BITAMIHHUW 36ip no 100rp y MpAT YkpaiHa MpAT "Niktpasn” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/6228/01/01
3BIP Ne2 nayuax 3 "NikTpasn" BHECEHHS 3MiH A0 p. «MapKyBaHHS»: 3anponoHOBaHO: peyenma
BHYTPILLHIM MapkupoBka. B cOOTBETCTBUM C YTBEPAKEHHBIM TEKCTOM
naketom; no 3,0r y MapK1poBKW. PeecTpauis 404aTKOBOro TEKCTY MapKyBaHHS
PinbTp-nNakeTi; no ynakoBKU NiKapCcbKoro 3acoby i3 3a3HavyeHHAM MKHapOAHUX
20 ¢hinbTp-nakeTis no3HayYeHb OAMHULb BUMIPIOBaHHSA
y nauui abo y
nauui 3
BHYTPILLHIM
nakeTom
37. BOPUKOHA3O | nopoLuok A MicTtpan AHrnis BUMYCK cepil: Icnania/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/16138/01/01
N-BICTA PO34nHy oNns Kenitan CiHTOH XicnaHisi, Monbwa/ AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHS Ta/abo agpecn | peyernmom
iHcpysiiA, 200 Mr no MeHeKMeHT C.J1., IcnaHis; TypeuunH MiCLiAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa
200 mry dpnakoHi; Niviten BMPOGHMLITBO, rOTOBOrO /iKapCbkoro 3acoby, BKIYaoumn AiflbHULL BUMYCKY
no 1 chnakoHy y nepBuHHE i Bonrapis cepii abo MicLe NpoBefeHHS KOHTPOJTHO SKOCTI. (BiSANbHICTL, 3a
KapTOHHI navi BTOPUHHE SIKy BiANOBiAa€e BMPOGHMK/IMNOPTEP, HE BK/IHOYAUM BUMYCK
nakyBaHHs: cepiit) - 3MmiHa Ha3BW BUPOGHKMKa, 6e3 3MiHU MicuA
MaiinaH BUPO6HMLTBA (BBEAEHHS 3MiH MPOTArOM 6-TW MicALiB nics
PapmacbloTikasic 3aTBEePKEHHS)
Cn. 3 0.0., MonbLua;
BMPOGHULTBO,
nepBuHHE i
BTOPUHHE
nakyBaHHS:
Medpap lnay CaHai
A.C., TypeyunHa,
BTOPVIHHE
nakyBaHHs:
Dxn |
dapmac'toTikasic
JN114., Bonrapis
38. FATUINH pO3yYuH Ans AHaHTa Benuka €sponaiid IHAiA BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/8743/02/01
iHcpysiid, 200 Megikeap T4, BpuTtaHis Xentkeap MMBT. /T4, 3MiHun Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. peyenmom

mr/100 mn, no 100
M/ Y KOHTEliHepi;

no 1 KoHTeliHepy B
KapTOHHilA KOopoo6Li

3MiHa y KOpOTKiil XapakTepuCTuL NikapCbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iIHCTPYKUIT 4719 MEANYHOIO 3aCTOCYBaHHA Ha
nigcTasi perysispHO OHOB/THOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHSA
nikapcbkoro 3acoby B nicnsapeecTpaviiiHuii nepiog, abo sk

pe3ynbTaT OLiHKV 3BITy 3 AOC/iDKEHb, MPOBEAEHNX BiAMOBIgHO
00 nnaHy negiatpuyHux gocnigpxkeHb (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHUM YNOBHOBa&XXEHVM OPraHoM) - 3MiHV BHECEHO 0
IHCTPYKL|i 415 MeAUYHOro 3acToCyBaHHS /iKapCbKoro 3acoby
00 po3giny "OcobnmnBoCTi 3aCTOCyBaHHA"; 3MiHW | TUNy - 3MiHK
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oo 6e3nekn/edpekTBHOCTI Ta chapmakoHarnsgy. 3miHa y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3aCTOCYBaHHSA Ha
nigcTasi perysispHoO OHOB/IHOBAHOIO 3BIiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn 3acToCcyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiod, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iDKEHb, MPOBEAEHNX BiAMOBIgHO
00 nnaHy negiatpuyHmx gocnimpxkers (PIP) (3MiHY y3rompkeHo 3
KOMMETEHTHMM YNOBHOB&XXEHVM OPraHOM) - 3MiHV BHECEHO A0
IHCTPYKLi 415 MeAUYHOro 3acTocyBaHHS ikapcbKoro 3acoby
[0 po3ginis "MokasaHHs". Cnig BpaxoByBaTu OdiLiliHi
pekomMeHAaLil LWOoA0 HAIEXXHOr0 3aCTOCYBaHHS
aHTubakTepianbHWX Npenaparis.), "Ocob6MBOCTi
3acTocyBaHHs" Ta "Mo6iyHI peakuii™

39.

FATUINH

PO34MH AN
iHcpysiid, 400
mr/100 mn, no 100
M1y KOHTeliHepi;
no 1 KoHTeliHepy B
KapTOHHIA KopooLi

AHaHTa
Megikeap /114.

Benuka
BpuTaHis

€sponaiic
Xentkeap M.T. JITA.

IHais

BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
3MiHa Y KOpPOTKiil XxapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOrO 3aCTOCYBaHHSA Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B micnspeecTpaviliHvin nepiod, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiAMnoBigHO
00 nnaHy negiatpuyHmx gocnigpxkers (PIP) (3MiHY y3rogpkeHo 3
KOMMETEHTHVMM YNOBHOB&XXEHVM OPraHOM) - 3MiHV/ BHECEHO A0
IHCTPYKUT 419 MEANYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby
00 po3giny "OcobnmnBocTi 3aCcToCyBaHHA"; 3MiHN | TUNy - 3MiHK
woao 6e3nekn/ehpekTnBHOCTI Ta chapmakoHarnsgy. 3miHa y
KOPOTKIil XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLT AN MeAUYHOro 3acToCyBaHHA Ha
nigcTasi perysispHo OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHA
nikapcbKoro 3acoby B nicnsipeecTpaviliHvii nepios, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BiAMNOBIgHO
00 nnaxy negiatpuyHux gocnigpkeHnb (PIP) (3MiHY y3rogxeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OPraHoM) - 3MiHW BHECEHO [0
IHCTPYKL|i 415 MegUyYHOro 3acTocyBaHHS NiKapCbKoro 3acoby
[0 po3ginis "MokasaHHs". Cnifg BpaxoByBaTu OqiLiliHi
pekoMeHAaLii LLoA0 HaNIeXHOro 3acTOCyBaHHSA
aHTubakTepiasibHMX npenaparis.), "Oco6MBOCTI
3acTocyBaHHs" Ta "M0o6iyHI peakuji™

3a
peyerimom

UA/8743/02/02

40.

FEKCABIT

npaxe, no 50
Apaxe B
KOHTelHepi
nnacTMacoBomMmy;
no 1 KoHTelHepy B
naJui; no 50
Apaxey
KOHTeliHepi
nnacTMacoBoMy

MAT
"BITAMIHA"

YkpaiHa

MAT "BITAMIHA"

Ykpaina

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny -
3MiHn 3 sikocTi. CepTudikat BignosigHocTI/l E-cepTudikat
BiANOBiAHOCTI €Bponelicbkiin hapmakonei/MoHorpadii.
MopaaHHA HoBOro abo oHOBMEHOrO cepTudpikaTa BiANOBIAHOCTI
ab0 BUyYeHHS cepTudiikaTa BignoBigHOCTI €EBpPONEenchKii
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPoAyKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 4151 4ONOMIKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - Houii cepTudpikaT B HOBOro BUPOGHMKa
(3amiHa abo AONOBHEHHS) - MOAAHHS HOBOTO cepTudiikaTa
BignoBigHOCTI €Bponelicbkili hapmakonei RO-CEP 2013-165-

6e3
peyenma

UA/5225/01/01
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Rev 01 ansa Adl MipugokcuHy rigpoxnopug (B6) Big HoBoro
BMpo6GHMKa Jiangxi Tianxin Pharmaceutical Co., Ltd., KuTaii;
3MiHM | Tuny - 3miHn 3 akocTi. CepTudikaT BignosigHOCTI/lIE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOIO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (CepTudiikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif, HOBOro BUPOGHUKA
(3amiHa abo [OMNOBHEHHS) - MOAaHHS HOBOTO cepTudikara
BiAgNoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2011-
069-Rev 00 ansa gitoyoi pevosuHu pubodnasiHy (B2) Big
HoBOro BMpo6Huka BASF Company Ltd., Republic of Korea B
[OMOBHEHHSA A0 BXe 3aTBepAKeHoro BupobHrka HUBEI
GUANGJI PHARMACEUTICAL CO., LTD., skunit mae CEP;
3MiHM | Tuny - 3miHK 3 akocTi. CepTudikaT BignosigHOCTI/lIE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuMHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuiA cepTudikat Bif, HOBOro BUPOGHUKA
(3amiHa abo [OMNOBHEHHS) - MOAAaHHS HOBOTO cepTudikara
BiAgnoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2011-
077-Rev 01 ana gjtoyoi peqyoBuHM TiaMiHy rigpoxnopug (B1)
Bif HOBOro BMpo6HMka Jiangxi Tianxin Pharmaceutical Co.,
Ltd.; 3miHM | TNy - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6.
Onuc Ta cknag,. 3miHa y cknagi (40NoMiKHUX peyoBUHaX)
rOTOBOrO /1iKapCbKOro 3acoby (iHLWi 3MiHW) - BUTYYEHHS i3
CKknafly rotToBoro Nikapcbkoro 3acoby AOMOMiIXKXHOI PeyOBUHN
6OPOLLHO MLWEHNYHE Ta 36i/1bLUEHHS KiNIbKOCTI AONOMDKHOT
PEeYOBUHM — LKPY B Tili e KiIbKOCTI, CKi/lbkv 6yn10 60poLLHa
nweHnYHoro. 3arasibHa Maca paxe He 3MiHUNach.

41.

FEKCAKCUM® |
HEXAXIM
BAKLUMHA NSl
MPODINAKTUK
N QUBTEPII,
MPABLS,
KALLITFOKY
(ALEENIONAPH
nn

KOMMOHEHT),
FENATUTY B
PEKOMBIHAHT
HA,
noniomMienitTy
IHAKTUBOBAH

cycneHsis gns
iH’exuin no 0,5 mn
(1 posa) B
nonepeAHL0
3anoBHEHNX
wnpuuyax 3 1-eto
(abo 2-ma)
oKpeMummn
ronkamu, no 1
Lnpuy B
KapTOHHIi
ynakosui; no 0,5
M (1 gosa) B
nonepegHL0
3anoBHEHNX

CaHodpi
Mactep

dpaHuis

NOBHUIA LMK
BMPOGHMLITBA,
BUNYCK cepil:
CaHodpi MNactep,
®paHuis;
BTOPVIHHE
nakyBaHHs, BUMyCK
cepii:
CaHodpi-ABeHTiC
Mpaiisit Ko. NiT4,,
Mnatcpopma
NOTICTVKK Ta
ancTpnbyuii y M.
Byaanewr,
YropwmHa

PpaHuia/
YropmHa

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
BUMYCKY Cepii Ta KOHTPOJIIO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo fogaBaHHSA BUPOOHKMKA, LLLO BignoBigae 3a
BBE3eHHS Ta/abo BMNyckK cepii) - He Bkoyarun
KOHTPONb/BUNPOBYBaHHSA cepil - AoAaBaHHSA BUPOOHMKA, LU0
Bignosigae 3a Bunyck cepii (TepMiH BBEAEHHS 3MiH - NPOTATOM
6 MicAuiB nicna 3aTBePKEHHS); 3MiHK | TUny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLA NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO /liKapCbKOro 3acoby, BKIOUaoun AiflbHUL BUMYCKY
cepii abo MicLie NpoBefeHHS KOHTPOO AKOCTI. (BiSNbHICTb, 3a
AKY BiANOBIAAE BUPOGHMK/IMNOPTEP, HE BK/IKOYAKOUM BUMYCK
cepiit) - NnpnBeAeHHsi Ha3By BMPO6HUKA CaHoi-ABEHTIC

3a
peyenmom

UA/13080/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs

ATA wnpuuax 3 1-eto MpaiisiT Ko. /IT4., YroplumHa, BignoBigansHOro 3a BTOPUHHE

3AXBOPHOBAH | (a6o 2-ma) nakyBaHHs1, 0 BUCHOBKY [lepx/1iKCyx6u YkpaiHu woao

b, oKpemumu niATBEPLKEHHS Bi4NOBIAHOCTI YMOB BUPOOHMLTBA HANTEXHOI

CNPUYNHEHN ronkamu, no 1 BMPO6HMYOI NpakTvkn (TepMiH BBEAEHHS 3MiH - MPOTAroM 6

X wnpuwy B MicALiB Micnsa 3aTBepAKEHHS)

HAEMOPHILUS | crtaHgapTHO-

TNy B €KCMOPTHiN

KOH''OFOBAH ynakoBLi, gKa

A, MiCTUTBCA Y

ANCOPBOBAH | KapToHHIi kopo6uji

A, PIOKA 3 IHCTpyKLieto ans

MeAnYHOro
3aCTOCyBaHHS; Mo
0,5wmn (1 po3a) B
nonepeaHL0
3arnoBHeHUX
wnpuuyax 3 1-eto0
(abo 2-ma)
oKpemMmumu
ronikamu, no 10
Lwnpuvyis B
KapTOHHIiA
ynakosLi; no 0,5
mn (1 gosa) B
nonepegHL0
3an0BHEHUX
wnpuuax 3 1-eto
(abo 2-ma)
oKpemMmumu
rosnikamu, no 10
LNpuLiB B
CcTaHfapTHO-
€KCMOPTHiN
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI KopoobLi
3 iHCTpYKLjEt0 ans
MeAn4HOro
3aCTOCyBaHHs; Mo
0,5 mn (1 gosa) y
hnakoHax, no 10
h1aKoHIB y
KapTOHHIiA
ynakosLi; no 0,5
mn (1 gosa) y
chnakoHax, no 10
onakoHiB B
CTaHJapTHO-
€KCMOPTHiN
ynakoBLi, sKa
MiCTUTBCA Y
KapPTOHHIW
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
KopoobLi.
MapkyBaHHsA
YKparHCbKO Ta
aHrniicbkoto, abo
HLIMK
iHO3EMHUMKN
MoBamm.
42, FEPBAMAKC cupon no 150 mny | Kaccenna-mepg, HimeuunHa BMPOBHULTBO, HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 6e3 UA/15165/01/01
cupon onakoHax Nel v6X eHg Ko. aHaniTMyHe a 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
Kr TecTyBaHHs, BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
nepBuHHe Ta chapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHWX Npo
BTOPUHHE cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
nakyBaHHs, BUMYyCK BiJNOBIAaNbHOI 3a 3[jICHEHHS hapmakoHarnsaay; KOHTaKTHOI
cepii: A. 0ocobu 3 dhapmakoHarnsay 3asiBHUKa AN 34iliCHEHHS
HaTrepmaHH eHp, hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
Cie. 'm6X, YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
HimeuunHa,; thapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHu y
BTOPUHHE po3MmilLeHHi macTep-ghaiina cuctemun hapmakoHarnsgy) -
nakyBaHHs: 3MiHa KOHTaKTHUX JaHnX KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT
Knoctepdpay 0co6u 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
Bepnit T'm6X hapmakoHarnsgy B YkpaiHi
43. FANTrAH pO34uH Ans Pigia ITanis digia ITanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1032/01/01
iH'ekuili, 20 mr/2 dPapmaLeBTUK PapmaLeBTUKa 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
MJ/T; M0 2 MNY aC.n.A. C.n.A. KOHTelHep/3akynoptoBasibHWI 3aci6 (iHLLI 3MiHW) BBEAEHHS
dhnakoHi; no 1 [04,aTKOBOro NakyBaslbHOro Matepiany (6nictepy ans
hnakoHy B 36epexeHHs uinicHocTi /13), 3 BignoBigHMMU 3MiHaMu [0 p.
6nictepi, mo 1 «YnakoBKka» . TakoX 3MiHVM BHECEHI B iHCTPYKL,i0 4151
6nictepy B MeAuYHOro 3actocysaHHa /13 y p. "Ynakoska'.
Kopob6Lji; no 2 Mmny BBefeHHA 3MiH NpoTArom 6-Tu MiCALB NiCNA 3aTBEPAKEHHS.
nonepeaHL0
3arnoBHeHOMY
wnpuui; no 1
LnpuLy B
6nicTepi, no 1
6nictepy B
Kopobui
44, MNAPOKCUCEY | kancynu no 500 Mepak HimeuunHa BUPOGHUK, L0 HimeuuunH BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/6720/01/01
OBWHA MEAAK | wmr, no 10 kancyny lesenbwadt Bignosigae 3a a 3MiHuM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsmy. peyernmom

6nicTepi; no 10
6nictepiB y
KOpo6L,i 3 KapTOHY

dhrop KniHiwe
Lneuianbnpe
napare M6X

BTOPVIHHE
nakyBaHHs1,
MapKyBaHHS
nepBUHHOI
yNaKkoBKM,
KOHTPONb/BUNPOGYB
aHHs cepii Ta 3a
BUNYCK cepil:
Mepak Mesenbwadt
dorop KniHiwe
Lneuiansnpenapar
e M6X, HimeuumnHa;
BMPOGHWK, LLIO
Bignosigae 3a

BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BuAAv
peecTpauiiHoro NocBigYeHHs, BKIoYaoum MNnaH ynpasniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
noAasibLIOro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/bKY
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
BuikoHaHHsA 3060B'A3aHb BiAMOBIAHO A0 MiANYHKTY 2.3 MyHKTY 2
popatky 15 go MNMopagky NpoBefeHHsA ekcrnepTusn
peecTpauiiHnux MaTepianiB Ha Jlikapcbki 3acobu, Lo
noAaloTbCs Ha AepXaBHy peecTpaviio (nepepeecTpadii), a
TaKoX ekcnepTW3n mMaTepianiB NPo BHECEHHS 3MiH A0
peecTpauiiiHix MaTepiasiB NpoTsArom Aii peectpauiiioro
nocBiJYeHHs, 3aTBepA)KeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460)
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
BVPOGHMLTBO
nikapcbkoro 3acoby,
nepBuHHE, BTOPUHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b/BMNPOGYB
aHHsA cepii:
Xaynt ®apma
Amaper 'm6X,
HimeyunHa
45, FTNATUPAMEPY | po3uvH gns Mictpan AHrnisA BiANoOBigabHUIA 3a HigepnaH BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16792/01/01
ALETAT-BICTA | iH ekuiid, 20 mr/mn Kenitan BWMYCK Cepil: an/ 3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenmom
nolmn MeHeKMeHT CiHTOH BB, IcnaHis BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
npenapary y NimiTen HigepnaHaw; BUNYCKY cepii Ta KOHTPO/IH0 SIKOCTi FOTOBOrO NiKapCbKoro
nonepeaHbL0 BiANoBigabHUIA 3a 3acoby (3amiHa abo JoAaBaHHA AiNbHULI, Ha SKiR
HanoBHEHOMY BUNYCK cepil: 3[iICHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) BBeaeHHA
wnpuyi; no 1 CiHTOH XicnaHis, AinbHuui Baktimm B.B., MigaeHkamnser 19, HilimereH,
nonepeaHbL0 C.J1., IcnaHis; 6545CH, Higepnanau / Bactimm B.V. Middenkampweg 19,
HanoBHEHOMY BMPOGHMLITBO, Nijmegen, 6545CH, Netherlands, L0 Bignosigae 3a KOHTPO/b
Lwnpuuy B nakyBaHHs, SKOCTi (MiKpOGioNOrivHMIA).
6nicTepi; no 28, 30 KOHTPO/Ib SIKOCTI:
Ta 90 (3x30) PoBi KoHTpakT
6nictepis B MaHyeKTypiHr,
KapTOHHI KOpooLyi C.J1., IcnaHisi;
BMPOGHMLITBO,
nakyBaHHs:
CiHTOH Yuni NTpa.,
Yuni;
KoHTponb siKocTi
(mikpobionoriuHwmi):
Baktimm B.B.,
Higepnanamn
46. rnopy NUCTA | nucTsa i KBiTkM No MpAT Ykpaina MpAT "“NlikTpaBn", YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianiB: MiHu | Tuny - 6e3 UA/6040/01/01
| KBITKA 50rabono60ry "NikTpasun" Ykpaina 3amiHa po3giny «padiyHoro ohopM/IEHHS YNakoBKM» Ha peyenma
naykax 3 po3ain «MapkyBaHHA» B METOAi KOHTPOSIHO AKOCTI NiKapCbKoro
BHYTPILLHIM 3aco0y; 3anponoHoBaHO: MapKyBaHHs. Y BiAMNOBIAHOCTI 3
naketom; no 1,5 r 3aTBEPAKEHNM TEKCTOM MapKyBaHHS PeecTpalis o4aTkoBOro
abono25ry TEKCTY MapKyBaHHs yNakoBKW Nikapcbkoro 3acoby i3
iNbTP-NakeTi, No 3a3HaYeHHAM MKHapPOAHMX NO3HAYEHb OAUHMLL BUMIPIOBAHHS
20 hinbTp-nakeTis
y naui abo y
nauui 3
BHYTPILLHIM
nakeTom
47. rnoay nnoagn | nnoawu, no 75, MpAT YkpaiHa MpAT "NikTpasu" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHMx maTepiastis: 3MiHu | Tuny - 6e3 UA/5857/01/01
a6o no 100 r, abo "NikTpasun" 3MiHVM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy peyenma

no 140 r y naykax
3 BHYTPILLHIM
naketom; no 4,0 r
y (hinbTp-nakeTi;
no 20 cpinbTp-
nakeTiB y nayui 3

3amiHa po3giny “I'padivyHe ohopMIEHHSA YNakoBKU” Ha pO3Lin
“MapkyBaHHa" B MKA nikapcbkoro 3acoby: 3anponoHoBaHo:
MapkyBaHHs. Y BifnoBiAHOCTi 3 3aTBEPAKEHUM TEKCTOM
MapKyBaHHS.
PeecTpauis 40AaTKOBOr0O TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby i3 3a3HaYeHHAM MiXXHAPOAHMX NO3HaYeHb
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
BHYTPILLHIM OAVHULb BMMIpIOBAHHS.
naketom; no 4,0 r
y (hinbTp-nakeTi;
no 20 cpinbTp-
nakeTiB y nayui
48. roOPOBNHA nnogu, no 75r, MpAT Ykpaina MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH [0 peecTpavyiiiHuX maTepianis: MiHu | Tuny - 6e3 UA/9318/01/01
YoPHOMNIAH 100ra6o 150 ry "NikTpasun" BHECEeHHS 3MiH 0 po34iny “MapKyBaHHA” B MeToAax peyenma
ol nnoaun naykax 3 KOHTPO/I0 SIKOCTi NikapCbKOro 3acoby; 3anponoHOBaHoO:
BHYTPILLHIM MapkyBaHHS. Y BifnoBiAHOCTI 3 3aTBEPAXXEHUM TEKCTOM
nakeTom MapKyBaHHS PeecTpalisi 40AATKOBOrO TEKCTY MapKyBaHHS
ynakoBKW NikapCcbKoro 3acoby i3 3a3HavyeHHAM MKHapOAHUX
no3HayYeHb OfMHULb BUMIPIOBaHHS
49, rPUNAMEL cupon no 100 mn, Kaccenna-mepg HimeuunHa A. HatTepmaHH eHf HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 6e3 UA/15707/01/01
cupon 150 mn abo 250 v6X eHg Ko. Cie. 'm6X , a 3MiHK LWoao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay. peyenma
M1y chakoHi; no Kl HimeuunHa BBefeHHs abo 3MiHM [0 y3arasibHeHNX JaHnX Npo CUCTeEMY
1 donakoHy 3 (BMpPO6HMLTBO, dhapmakoHarnsgy (BBeeHHs y3araslbHEHUX AaHnX Npo
MipHOIO NTOXKOI Y aHaniTyHe cuctemy hapmakoHarnisgy, 3miHa ynoBHoBaXeHoi ocobu,
KapTOHHI KOpooLyi TEeCTyBaHHS, BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHarisAy; KOHTakTHOT
nepBMHHe Ta 0ocobu 3 hapmakoHarnsgy 3asBHUKa AN 34ICHEHHN
BTOPUHHE hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
nakyBaHHs); YNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iAICHEHHS
Knoctepdpay thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
Bepnin T'M6X , po3MilLieHHi MacTep-thaiina cuctemmn hapmakoHarnsgy) -
HimeuunHa 3MiHa KOHTaKTHOI 0C06M YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
(BMpOGHMLTBO, BiANOBIAa/IbHOI 3a 34ilicHeHH: hapmakoHarnsay B YKpaiHi.
aHaniTuyHe MponoHoBaHa pepakuist — BiTkoBcbka TeTaHa BitaniisHa.
TecTyBaHHs, 3MiHa KOHTaKTHMUX AaHUX KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI
nepBuHHe Ta 0C0o6M 3asBHUKA, BiANOBIAANbHOI 32 34jiACHEHHS
BTOpPUHHE thapmakoHarnagy B YkpaiHi
nakyBaHHs, BUMYCK
cepil)
50. AE30®PEMOHO | Tabnetku, BKpUTI Mi6e MmM6X HimeuunHa mi6e MmbeX HimeuumnH BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/16503/01/01
® 75 NiBKOBOO ApuHarimitTen ApuHaiimiTTens a 3miHu Wwopao 6esnekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyermmom
060/10HKOI0 MO b 3MiHW) - OHOB/IEHHS 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS
0,075 mr, no 1 a6o ynakoBok /13 (BeBeAeHHSA 3MiH NPOTAroM 6-Tu micsLiB nicns
no 3, abo no 6 3aTBEPXEHHS); 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
6nictepis no 28 Ha3BW JIiKapCbKOro 3acoby - BHeCeHi LWoao Ha3su J13.
TabneTtok y 3aTtBepakeHo: [lesodemMoHo 75 3anponoHoBaHo:
KapTOHHI/ KopoobLi [Je3odemoHO® 75 (BBefeHHS 3MiH NPOTArom 6-T MicsALIB
nicns 3aTBepXeHHs)
51. AEPUBA C renb no 5ra6o 15 neHmapk IHgis ' neHmapk IHais BHECEHHS 3MiH 40 peeECTpaLiiHNX MaTepiasiB: 3MiHu | Tuny - 3a UA/9245/01/01
FENb ry Ty6i; no 1 Ty6i dapmacbloThK dapmacboTrKan3 BHECEHHS 3MiH 0 po3Ainy “MapKyBaHHS" METOAIB KOHTPO/O | peyenmom
B KapPTOHHIl ans 1o, nTp. AKOCTI NikapCbKoro 3acoby; 3anponoHoBaHo: MapkrpoBka.
Kopoo6Li CornacHo yTBepXaeHHOMY TEKCTY MapKMpoBKu. OHOBEHHS
BXe 3aTBEPAKEHOro TEKCTY MapKyBaHHSA NepBUHHOI Ta
BTOPWHHOI YNakoBKY Nikapcbkoro 3acoby (15 ynakosku 15 r)
i3 3a3HaYEHHAM MiXKHapOAHMX NO3HAaYeHb OANHULb
BMMIpIOBaHHS.
BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB Nic/1A 3aTBEPAXEHHS
52. AEPUBA C MC renbnols5ry FneHmapk IHAjs neHmapk IHAis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/14954/01/01
Ty6i; no 1 Ty6i B dapmMacboThK dapmacboTrKan3 BHECEHHS 3MiH 0 po34iny “MapKyBaHHA” METOZIB KOHTPOSIO peyenma
KapTOHHI Kopoo6Li ans Jita. NTa. SKOCTIi JlikapcbKoro 3acoby; 3anponoHoBaHo: MapkupoBska.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
CornacHo yTBepXaeHHOMY TeKCTy MapkupoBku. OHOB/IEHHS
BXe 3aTBepPAKEHOro TeKCTY MapKyBaHHsA NepBUHHOI Ta
BTOPVHHOI YNaKOBKM JiKapCbKOr0O 3ac00y i3 3a3HaYEHHSIM
MDKHapOAHWUX NO3HAYEHb OAMHMLL BUMIPIOBaHHSA. BBegeHHs
3MiH NPOTArom 6-Tu MicALIB MicAa 3aTBEpPAKEHHS
53. AETPANEKC® TabneTkun, BKpUTI ne ®paHuis Na6opaTopii Ceps'e ®paHuis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu |l Tuny - 6e3 UA/4329/01/02
1000 MI NNiBKOBOIO NNABOPATYA IHpacTpi 3MiHW A0 IHCTPYKUIT 415 MeAMYHOro 3aCTOCyBaHHSA NikapCcbKoro | peyenma
060/10HKOI0, MO P CEPB'E€ 3acoby A0 po3ainis "B3aemogis 3 iHWMMW AikapCbKMMn
1000 mr no 10 3acob6amu Ta iHWi B1AM B3aeMOZii", "3acTocyBaHHS y nepiog,
Tabnetok y BariTHOCTi abo rogyBaHHs rpyaarw”, “MNepenosyBaHHA".
6nictepi; no 3 BBefeHHs 3MiH NPOTAroM 6-Tu MICALIB NiC/A 3aTBEPAXKEHHS
6nictepu B
KOpOOGLIi 3 KAPTOHY;
no 9 TabneTok y
6nictepi; no 2
6nicTepi B kopobui
3 KAPTOHY
54, AEUNCAH 1 cbnakoH 3 CaH IHgis CaH IHgis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/17360/01/01
niocpinizatom y PapmacbTUK PapmacbloTukan BMNPAB/IEHO TEXHIYHY NOMUKY B iHCTPYKUIT 415 MEAUYHOTO | peyernmom
KomnaekTi 3 1 an lHpacTpi3 IHpacTpi3 NITg, 3acTocyBaHHSA Nikapcbkoro 3acoby y po3gini "Cnocib
chnakoHom 3 Nimiteq 3acTocyBaHHsA Ta gosun”
PO3YNHHNKOM
(kanito
avrigpocpbocdart,
Hartpito rigpokcua,
BOJA ANS iH'eKLlA)
nol1l0 mny
KaPTOHHIi KOpOoOLyi
55. DXXA3 TabneTkun, BKPUTI Baviep AT HimeuunHa Baiiep AT, HimeuumnH BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/5468/01/01
060/10HKOI0, MO 28 HimeuunHa a 3MiHM A0 IHCTPYKLii 471 MeAMYHOro 3acTOCyBaHHS NiKapCbKoro | peyenmom
Tabnetok (24 (BUPOBHMLTBO 3acoby Ao po3giny "OcobnmBocTi 3acTocyBaHHA"
TabneTku CBITN0- Hepo3chacoBaHol
poxeBsoro + 4 npoaykuii Ta
TabneTkn npoBeAeHHs
(nnaue6o) 6inoro KOHTPOJIH0 SKOCTI
Konbopy) y ansa "nnaue6o");
6nicTepi 3 Baiiep AT,
camokneiikoto HimeyunHa
cTpiukoto; no 1 (nepBuHHe Ta
6nictepy y BTOPUHHE
KapTOHHIA navui nakyBaHHs,

KOHTPO/Tb AKOCTI,
BUNYCK cepii Ans
aKTUBHOT TabNeTku;
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs, BUMYyCK
cepii ans
"nnaue6o"); baiep
Bavimap Mm6X i Ko.
KI, HimeuumnHa (BCi
cTajii BUpo6GHULITBA
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
L1 aKTUBHOT
TabneTkn Ta
"nnaye6o")
56. ANKNO®EHAK | kancynu no 25 wr, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3a UA/1477/01/01
HATPIIO no 10 kancyny 06MEeXEHO 06MmexXeHo 3MiHK | TUNy - 3MiHW 00 [HCTPYKUiT N8 MeguyHoro peyernmom
6nicTepi, no 3 BiANOBiA&bHI BiANOBIAABLHICTIO 3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ginis "OcobnmnsocTi
6nictepu y cTIo "XapkiBCcbke 3acTocyBaHHs", "lMo6i4HI peakujii” LWoa0 6e3nekun
Kopo6Li 3 KapTOHY "XapkiBcbke hapmaLeBTuyHe 3aCcTOCyBaHHSA Ajl040l pevoBUHY AMKIOdEHaKy HATPIto,
thapmavreBTuy nignpYeEMCTBO BiANOBIAHO A0 pekomeHgauin PRAC /EMA,;
He "3p0poB'sa Hapoay" CynyTHS 3MiHa: 3MiHM LWoA0 6e3nekn/edpeKTBHOCTI Ta
nigNpPUEMCTBO hapmakoHarnsgy. BHeceHHs1 ab6o 3miHa(1) A0 3060B'A3aHb Ta
"3p0poB'A YMOB BUaui peecTpauiiHoro noceig4eHHs, Bkaoyaroum Mnax
Hapogay" ynpaBiHHA py3vKamu (3aCTOCYBaHHS TEKCTY, AKuUii
NOroKEHWI 3 KOMNETEHTHUM OpraHom)
57. ANKNODEHAK- | po3unH ans NAT Ykpaina MAT Ykpaina BHECEHHS 3MiH A0 peecTpauiiHux maTtepiais: 3a UA/10902/01/01
BIONIK iH'ekuin, 25 mr/mn "®APMCTAH "PAPMCTAHOAPT- 3MiHW | TUNY - 3MiHW [0 IHCTPYKLUiT 418 MeAnYHOoro peyenmom
no 3 mMn B amnyni; OAPT-BIONIK" BIONIK" 3acTOCyBaHHA NikapcbKoro 3acoby y po3ginu "OcobnnsocTi
no 5 amnyny 3acTocyBaHHs", “MNo6iyvHi peakwii" BiANOBIAHO 4O OHOBNEHOI
EGI iHdhopmalii 3 6e3neku AitoHoi pevoBUHM
58. AIHAP pO3yYuH Ans TOB HB® Ykpaina AT “®apmak”, Ykpaina BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/15275/01/01
iH ekuii 50 mr/mn “MIKPOXIM” YkpaiHa AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
no 2 mn abo no 5 (BignoBifanbHWUiA 3a MiCLiAl NPOBaXEHHS AiS/IbHOCTI BUPOGHMKa/iMnopTepa
M/1 B amnyni; no BMPOBHMUTBO Ta roTOBOro NikapCbKoro 3acoby, BKIKYAUN AINbHAL BUMYCKY
10 amnyn y navu,i KOHTPO/b/BMNPOGYB cepii abo micue NpoBefeHHs KOHTPOSTIO SKOCTI. (AisifbHICTb, 3a
3 KapTOHY; N0 2 MN aHHs cepii, He SIKy BiANOBiAae BUPOGHMK/IMNOPTEP, HE BK/IHOUAKUM BUMYCK
abono5wmnB BK/IO4A0UM BUMYCK cepiil) 3miHa Ha3BW Ta agpecu BUpo6HUKa M3 AT "OAPMAK",
amnyni; no 5 cepii); YkpaiHa, 6e3 3MiHu micus BUpobHULTBa. BBeAEHHS 3MiH
amnyn y 6nictepi; TOB HB® NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
no 2 6nictepu y “MIKPOXIM”,
nauuj 3 KapToHy YKpaiHa
(BignoBifanbHWUiA 3a
BUMYCK Cepii, He
BK/THOHAIOUM
KOHTPONb/BUNPOGYB
aHHs cepii)
59. AOP3IITIM® OYHi kpanni, AT YkpaiHa PA®APM C.A. pevjis BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | Tuny - - UA/16270/01/01
po34uH in bulk: no "KNIBCbKWN 3MiHN 0 MeToamnkM «KifbKicHe BU3HAaYeHHS. BeH3anKoHio
100 a6o 200 BITAMIHHNIA X/10pUA,.» Y NPUroTyBaHHi CTaHAapTHOrO PO34nHY GEH3aKOHI0
h1aKkoHiB y 3ABOJA" xnopugy
KapTOHHI/ KOpoo6Li
60. AOP3ITIM® OuYHi kpanni, AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16271/01/01
pO34uMH; Mo 5 My "KNIBCbKWN BITAMIHHU/IA 3MiHN 0 MeToaukn «KinbKiCHe BU3HaYeHHS. BeH3ankoHito peyenmom
donakoHi BITAMIHHUIA 3ABO" X0pnA.» Y NPUroTyBaHHi CTaHAAPTHOrO PO34MHY BGEeH3a/KOHI0
nonieTuaeHoBomy 3ABOA" (BUPOGHMLTBO 3 xnopuay
3 KpanenbHULUe npoaykuii in bulk
Ta KOHTpOsieM "Pachapm C.A.",
nepLLoro Ipeuis)
po3KpuTTS; no 1
onakoHy y nauui 3
KapToHy
61. APONJNEKC Kpani BYLUHi, YOPNA [pysis K.O. "Pomchapm PyMyHis BHECEHHS1 3MiH 0 peecTpauiiHNX MaTepiasiB: 3miHu | Tuny - 6e3 UA/12428/01/01




55

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
po34uH no 15 mny MEAVLUVH KomnaHi C.P.J1.", OHOBJ/IEHHA 3aTBEPIXEHOr0 TEKCTY MapKyBaHHA yNakoBOK peyenma
noniMepHux nTa PymyHis nikapcbKoro 3acoby. JonoBHeHHs iHdopMauiiy n. 5, n. 9, n.
donakoHax- 17.
KpanenbHULUSAX; No
1 chnakoHy-
KpanenbHuULi B
KapPTOHHI KOpooLyi
62. EBKABAJ/I®200 | nopoLuok Ans Ecnapma HimeuunHa Ninpgodapm M16X HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: bes UA/16272/01/01
CALLE opasibHOro m6X a 3MiHK | TUMY - BHECEHHS 3MiH A0 po34iny “MapkyBaHHS" peyenma
po34yrHy no 200 MeToAax KOHTPOJIK0 SKOCTi NiKapCbKoro 3acoby;
Mr, Mo 3 Ty calle; 3anponoHOBaHO: MapKyBaHHS. 3rifHO 3aTBEPAXXEHOIO TEKCTY
no 20 a6o no 50 MapKyBaHHS 3MiHW BHECEHI B TEKCT MapKyBaHHS LLOA0
calle B KapTOHHii YTOYHEHHS KifIbKOCTi calle B ynakoBLi pudytom bpains
ynakoBLii
63. EBKABA/JI®600 | nopoLuok ass Ecnapma HimeuunHa Ningodapm Mu6X HimeuumnH BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3mMiHu | Tuny - 6e3 UA/16272/01/02
CALLE opasibHOro v6X a BHECEHHS 3MiH 4,0 po3ainy “MapKyBaHHA” METO/IB KOHTPOSIO peyenma
po3yurHy no 600 AKOCTI NikapcbKoro 3acoby; 3anponoHoBaHo: MapkyBaHHs.
Mr; o 31 B caule; 3riHO 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHs 3MiHN BHECEHI B
no 10, a6o no 20, TEKCT MapKyBaHHS OO0 YTOYHEHHS KiNIbKOCTI calle B
abo no 50 calue B ynakoBLi WwpudTom Bpaiins
KapTOHHIN
ynakoBLii
64. EBPU3AM Kancynu no 400 AT "dapmak” Ykpaina AT "dapmak" Ykpaina BHECEHHSA 3MiH 10 peecTpauiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/2247/01/01
mr/25 mr no 10 AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
Kancyn y énictepi; 3asBHMKa (BNacHyKa peecTpauiiiHoro noceigyeHHs) 3MiHa
no 2 a6o 6 Ha3BW Ta afpecy 3anBHVKa. BBefeHHs 3MiH npoTsarom 6-Tu
6nicTepiB y navuji MiCALIB MiCNA 3aTBepKEHHS. 3MiHK | Tuny - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu Mmicus
NpoBaPKEHHA AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIKOYAKYN AiNTbHNL BUNYCKY cepii abo
MicLe NpoBefEeHHA KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiiNOBIAAE BUPOGHMK/IMNOPTEP, BKOYAKOUN BUMYCK Cepild)
3miHa Ha3BuW Ta agpecu BUPOOHMKa, 6e3 3MiHN MicLA
BMPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS.
65. ENEYTEPOKOK | ekcTpakT pigkuii MAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: - UA/9750/01/01
A EKCTPAKT (cybeTaHuis) y "Tanuuchapm” 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUPOGHUKa AdI, 6e3 3MiH
PIAKNIA 6oukax y MeToAax KOHTPOJIKO SKOCTI MiKapCbKoro 3acoby;
noniMepHux ans 3anponoHOBaHO:
BUpO6GHULTBA MoBHa Ha3Ba AkLioHepHe ToBapucTBo "lrannudgapm”
HecTepuIbHUX CkopoyeHa Hassa MAT "Tannudapm"; 3miHu | Tuny - 3miHa
nNikapcbknx hopm HallMeHyBaHHS 3as1BHUKa, 6€3 3MiH Yy MeTofax KOHTPOsIo
AKOCTI Nikapcbkoro 3acoby; 3anponoHoBaHo: MNoBHa Ha3Ba
AxuioHepHe ToBapucTBo " Manmudgapm" CkopoueHa HasBa
MAT " Fanmudpapm”
66. ECMA-NINOH® | TabneTku, BKPUTI Ecnapma HimeuunHa ApsaHc ®apma HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4179/01/02
600 060/10HKOI0, NO 6X v6X , HimeuunHa a 3MiHM | TUny - 3MiHKU Woo 6e3nekn/edhekTMBHOCTI Ta peyenmom
600 mr no 10 (BMpPOGHMLTBO thapmakoHarnagy. BeegeHHs abo 3MiHW [0 y3arasibHeHuX
TabneTok y Hepo3ghacoBaHOro [aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
6nicTepi; no 3 NpoAyKTY, NePBUHHE y3araslbHeHVX gaHux Npo cuctemy papMmakoHarnisay, 3miHa
6nictepn B nakyBaHHs, YNOBHOBaXXeHOi 0c0obK, BiANOBIfa/TbHOT 3a 34iCHEHHS
KapTOHHIiiA BTOpVHHE dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
ynakoBLi nakyBaHHs1, 3asBHUKa A5 34iiCHEHHSA dapmakoHarnsagy B YkpaiHi, SKwo
KOHTPO/1b SIKOCTI, BOHa BiIMiHHa BiJ, YNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOT 3a
BMNYCK cepil); 3[jiCHEeHHs hapmMakoHarsay (BK/IYatoun KOHTaKTHI AaHi)
ecnapma d®apma Ta/abo 3MiHM y po3MilLeHHI MacTep-caiina cucremu
Cepsices 'M6X, thapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT 0CO6U 3as1BHYKA,
HimeuunHa BIANOBIAA/LHOI 3a 34iicHeHHA ddapmakoHarnsgy: ditoya
(nepBuHHE pepakuisi: Christine Peterson. 3miHa KOHTaKTHMX AaHUX
nakyBaHHs, YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
BTOPUHHE thapmakoHarnsagy. 3miHa micus 34jiiCHEHHST OCHOBHOT
nakyBaHHs); ®apma AisnbHOCTI 3 dhapmakoHarnagy. 3MiHa Homepy Ta
BepHirepoge Mv6X, MiCLie3HaxX0AKeHHs1 MacTep-ghaiina
HimeuunHa
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
nakyBaHHs,
BTOPVHHE
naxkyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYycK cepii)
67. ECCOBEN® TabneTkn, BKPUTI HOBEN INAY TypeyunHa HOBE/ INAY TypeyunH BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3MiHu | Tuny - 3a UA/10328/01/01
o060n0oHkoto, no 10 CAHAI BE CAHAI BE a 3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
mr, no 14 TIOXKAPET TIODKAPET A.LL. 3MiHW) - OHOB/IEHHS 3aTBEPXKEHOr0 TEKCTY MapKyBaHHS
TabneTtoky A.LL. ynaxkoBok J13
6nicTepi; no 2
6nictepu B
KapTOHHIi
ynakoBLii
68. ECCOBE/N® TabneTkun, BKPUTI HOBEN INAY TypeuunHa HOBEJ1 IJTIAY TypeyuunH BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/10328/01/02
060/10HKOHD, M0 20 CAHAI BE CAHAI BE a 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsgy (iHwi | peyernmom
mr, no 14 TIOKAPET TIIKAPET A.LL. 3MiHW) - OHOBJ/IEHHS 3aTBEPKEHOro TEKCTY MapKyBaHHS
TabneTok y AL ynaxosok f13
6nictepi; no 2
6nictepu B
KapTOHHIiiA
yNaKoBLii
69. ECUVH NOpOLLOK NAT YkpaiHa MAT "Tanuuchapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: - UA/13700/01/01
(cybeTaHuis) y "Tanuuchapm” 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS1 BUPOGHMKa AdI, 6e3 3MiH
6aHkax ans Yy MeToAax KOHTPOJIK0 SIKOCTi MiKapcbKoro 3acoby;
BMPOGHMLTBA 3anponoHOBaHo:
HecTepu/ibHUX MoBHa Ha3Ba AkujioHepHe ToBapucTeo "lannycapm”
nNiKapcbknx hopm CkopouyeHa Ha3Ba MAT "Tanmudhapm"; 3miHu | Tuny - 3miHa
HaliMeHyBaHHS 3aABHVKa, 6e3 3MiH Y MeTofax KOHTPOJIIO
SKOCTi NikapCcbKoro 3acoby; 3anponoHoBaHo: MNoBHa Ha3Ba
AxuioHepHe ToBapucTBo " Manmudgapm” CkopouyeHa Ha3Ba
MAT " lanuudapm”
70. ETNOBUN pigvHa AT "dapmak” YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - - UA/14901/01/01
E®IP a- (cybcTaHuis) y AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo agpecu
BPOMI3OBAJIE | dhnakoHax 3asBHMKa (BNacHyKa peecTpaLliiHoro NocBigYeHHs) - 3MiHa
PIAHOBOI CKNAHUX Ana hopmy BIACHOCTI 3asiBHMKA Ta afpecy BNPOBaKEHHS
KNCnotun thapmavneBTUYHOT LOiSNTbHOCTI 3as1BHMKa. BBeAEeHHS 3MiH NpoTarom 6-Tu micauis

0 3aCToCyBaHHA

nicnsa 3aTBepKeHHS. 3MiHW | TMny - AAMIHICTPATUBHI 3MiHW.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHS
LisNbHOCTI BUpOOHMKa (BK/TOYatoum, 3a Heo6XifHOCTI, Micue
NpoBefEHHS KOHTPO/TIO SKOCTI), abo BlacHuka macTep-gaina
Ha A®I, abo noctavasibHuKa A®Il/BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOCbE
Ha nikapcbkuii 3acib) 3a BiAcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoOMy
[ocbe, abo BUPOOHKKA HOBOT AOMOMDKHOI PEYOBUHM (SIKLLLO
3a3HayeHo y A0CbE) - 3MiHa hOpMU BNaCHOCTI BUPO6HUKa AdI,
6e3 3MiHN MicLA BUPOOHMLTBA (SIK HACNIA0K, BHECEHHS 3MiH [0
MK$ /13 3a po3ginom «MapkyBaHHs»). BBefeHHs 3MiH
NpOTArom 6-T1 MicALIB MiC/1A 3aTBEPMXEHHS. 3MiHu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWUIA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPO6HMLTBA API (iHLWI 3MiHK) - 3MIHEHO YacToTy
BMNPOGYBaHHSA 3a NokasHUKOM «MikpobiosioriyHa unctoras i3
BU3HAYEHOI NEePIOANYHICTIO — NepLUy Ta KOXHY AecaTy
HacTyMHi cepito, asie He pifLie 0gHOro pasy Ha pik. 3MiHu |
TMny - 3MiHK 3 aKkocTi. A®Il. KoHTponb A®I (iHLwi 3miHW) -
BU/TYYEHHS BUKIaJEHHS NOBHOI METOAMUKY 38 NOKA3HMKOM
«Mikpob6ionoriyHa YncToTa» B METOAAX KOHTPOJIKO CyOCTaHL;ji
BaUliloN, 4OAAHO NMOCUMAHHSA Ha 3aranbHi ctatTi 4PY go
3aTBEPKEHOrO NocuiaHHsa Ha EP

71.

EXIHALLE(
nyPnyPOBOI
HACTOIKA

HacTolka
(cybcTaHuis) B
60oykax
nonimepHux gns
BMPOGHMLITBA
HecTepuIbHMUX
nNikapcbknx hopm

NAT
"Tanuucapm”

Ykpaina

NAT "Tannadapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUpO6HMKa AdI, 6e3 3MiH
y MeToAax KOHTPOJIKO SKOCTI NikapCcbKoro 3acoby;
3anpornoHoBaHo:
lMoBHa Ha3Ba AKLioHepHe ToBapucTBo “lrannudgapm”
CkopoueHa Ha3Ba MNAT "lanunudchapm”; 3miHu | TUNY - 3MiHa
HaliMeHyBaHHS 3asiBHMKa, 6€3 3MiH Y MeTo4ax KOHTPO/I0
AKOCTI NikapcbKoro 3acoby; 3anpornoHoBaHo: MNoBHa Ha3Ba
AkujioHepHe ToBapncTBo " Mannudapm” CkopoyeHa Ha3Ba
MAT " lanunucapm”

UA/12517/01/01

72.

XEBTAHA®

KOHLLeHTpaT Ans
pO34uHy ansi
iHdpysili, 60 Mry
1,5mnno 1,5 mn
KOHLleHTpaTy y
donakoHi y
KOMNEKTi 3
PO3YMHHMKOM MO
4,5 mn (etaHon 96
%-13 % (Mm/m),
BOJA ANS iH'eKLl)
y thnakoHi; o 1
donakoHy
KOHLeHTpaTy Ta 1
donakoHy
PO34YMHHMKA B

TOB "CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

CaHodhi-ABeHTiC
[Loiiunang Mi6X

HimeuunH
a

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLst NPOBaKEHHS Lisi/TIbHOCTI BUPOGHMKa/imnopTepa
roTOBOrO NiKapCcbKoro 3acoby, BKIYaoun AiflbHUL BUNYCKY
cepii abo micue NpoBefeHHs KOHTPOIO AKOCTI. (AisfIbHICTb, 3a
SIKy BiANOBiga€e BUPOOHMK/IMMOPTEP, BK/IOUAKYM BUMYCK Cepiii)
3miHa agpecy BUpo6HMKa 13 CaHodbi-ABeHTic Joiunang
M6X, HimeuunHa, 6e3 3miHM Micus BUpoOHULTBA. TepMiH
BBEJEHHS 3MiH - MPOTArOM 6 MiICALIB NiC/1A 3aTBEPAKEHHS.

3a
peuyenmom

UA/11582/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
KapPTOHHI KOpooLyi
73. SUHALE®™ NopoLLOK AN nakcoCmiTKn Benuka nakcoCmiTKnsiiH ITanisa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/1524/01/01
PO34UnHy AN AnH ExkcnopT BpuTtaHis MaHyhakTypuHr 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
iH’ekuili, mo 750 NimiTen C.n.A. 3MiHM y TepaneBTUYHUX NoKa3aHHAX (BUTyYEHHS
mr; 1 conakoH 3 TepaneBTUYHOrO NoKa3aHHA) - 3MiHW BHECEHO A0 IHCTPYKL,T
NOPOLLKOM Y 0151 MEANYHOTO 3aCTOCYBaHHSA MiKapCbKOro 3acoby A0 po3giny
KapTOHHIiA "MokaszaHHs", Ta, K Hacnigok, Ao po3giny "Cnocié
ynakoBLii 3acToCcyBaHHSA Ta 403un"; 3MmiHn |l Tuny - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOTO
TepaneBTNYHOr0 NokKa3aHHs abo 3MiHa y 3aTBEPAXEHOMY
nokKasaHHi) - 3MiH1 BHECeHO [0 IHCTPYKLii 418 MegnyHoro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainy "lMokasaHHs",
Ta, SIK Hacniaok, Ao po3ainy "Cnocib 3acTocyBaHHA Ta Ao3mn"
74. SUHALE®™ NOpOLUOK ANs FnakcoCwmiTKn Benvka [nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHM | TNy - 3a UA/1524/01/02
pO34nHy OoNns SH EkcnopT BpuTaHis MaHydakTypuHr 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peyenmom
iH'ekuii, no 1,5r; 1 Niviten C.n.A. 3MiHM Y TepaneBTUYHNX NoKa3aHHAX (BUTyYEHHS
onakoH 3 TepaneBTUYHOIO NOKa3aHHS) - 3MiHW BHECEHO A0 IHCTPYKLiT
MOPOLLKOM Y AN MeAnYHOro 3acToCyBaHHA NiKapCbKoro 3acoby Ao posginy
KapTOHHilA "MokasaHHsa", Ta, AK Hacnifok, fo posginy "Cnocié
yNakoBLi 3acToCyBaHHSA Ta 403un"; 3miHn |l Tuny - 3MiHK WoA[0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3mMiHm y
TepaneBTUYHUX NOKa3aHHAX (foJaBaHHS HOBOrO
TepaneBTUYHOTO NoKa3aHHs abo 3MiHa y 3aTBEPAKEHOMY
nokasaHHi) - 3MiH1 BHeCeHO [0 IHCTPYKLii Ana MeanvHoro
3acTocyBaHHSA fikapcbKoro 3acoby Ao po3ainy "lMNokasaHHsA",
T4, SIK Hac/igok, A0 po3ainy "Cnocib 3acTocyBaHHs Ta go3un”
75. IBAHOPOHOB TabneTku, BKpUTI Mictpan AHrnisA CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/16004/01/01
A KMCNOTA- nNiBKOBOIO Kenitan C.J. BHECEHHS 3MiH [0 p. «MapKyBaHHS1» METO/iB KOHTPO/IO AKOCTI | peyenmom
BICTA o6onoHkoto, no 50 MeHeKMeHT nikapcbKoro 3acoby; 3anponoHoBaHo: MapkmpoBska “CornacHo
mr; no 10 NimiTen YTBEPXAEHHOIO TEKCTa MapKMpoBKX”. BBeAeHHS 3MiH
TabneTtoky NpoTArom 6-Tn MicALIB NiCNa 3aTBEPMKEHHS
6nictepi; no 3
6nictepu B
Kopoobui
76. IBYNMPOM ANna cycneHsis KOHina6, N, CLA Brpo6HMLTBO, Icnanisa BHECEHHS 3MiH 10 pEECTpaLiliHMX MaTepianiB: BUNpaB/ieHHs 6e3 UA/15878/01/02
DITEA ®OPTE opanbHa no 200 nepBuHHE Ta HigepnaH TEXHIYHOT MOMWUSIKM B METOAAX KOHTPOSIKO SKOCTI NiKapCbKoro peyenma
mr/5 mn no 30 mn, BTOPUHHE on 3acoby y po3gini «MapKyBaHHsI»
100 mn, 150 mn nakyBaHHs, Monbua
a6o 200 mny KOHTPO/1b SIKOCTI,
thnakoHi; no 1 BUMYCK cepil
dhnakoHy B roTOBOrO NPOAYKTY:
KOMNAeKTi 3i Papmacbeppa
LLINPULOM- MaHydekuypiH,
[,03aTopom no 5 C.J1., IcnaHis;
M1 B KAPTOHHIl Bupo6bH1uyTBO,
Kopoobui nepBuHHE Ta
BTOPVIHHE
nakyBaHHs1,
KOHTPO/Ib SIKOCTI,
BUMYyCK cepil

rOTOBOTO NPOAYKTY:
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
damap HigepneHg,
B.B., HigepnaHaun
KoHTposb skocTi (3a
BUHATKOM
Mikpo6ionoriyHoro
KOHTPO/I10), BUNYCK
cepil roToBoro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis,
AnbTepHaTMBHa
OinbHWUA ANns
npoBefeHHs
Mikpo6ionoriyHoro
KOHTPO/II0
(cybporosip 3
BMPOBHUKOM
dapmanigep, C.A.):
Biona6 C.J/1.,
IcnaHis; Bunyck
cepii roToBOro
npogykty: TOB tOC
Papmauis, MonbLua
77. IPY3U[, Tabnetkn no 20 Benyno, nikn XopsaTis Benyno, niku Ta Xopsartis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/10368/01/02
mr/12,5 mr no 30 Ta KOCMeTukKa, KocmMeTuka a.4., 3MiHW | TUNY - 3MiHW [0 IHCTPYKLUiT 4519 MeAnYHOro peyenmom
Tabnetok y o.a. Xopsartis 3acToCcyBaHHA NikapcbKoro 3acoby [0 po3ainis
6nicTepi, no 1 "®apmakonoriyHi BnactmsocTi”, "MpoTunokasaHHs",
6nictepy B "B3aemogis 3 iHWVMU NikapcbkuMm 3acob6amu Ta iHLWi BUAn
KapTOHHI nayw,i B3aemogiit”, "Ocob6MBOCTi 3acTOCyBaHHS" BigMnoBigHO A0
OHOB/EHOT iH(hopMaLii LWoAo 6e3nekn 3acTOCyBaHHS
NikapCbKoro 3acoby 3 fil0400 PeYOBMHOI "Mi3VHONPUA
ourigpat”; 3miHu | TMny - 3MiHX 80 IHCTPYKUIT 4158 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby A0 po3ginis
"®apmakonorivHi BractmocTi”, "Oco6/MBOCTi 3aCTOCYBaHHA",
"Mo6iyHi peakyii” BiANOBIAHO A0 pekomeHAauin PRAC, woao
6e3MeKkn 3aCToCyBaHHA NiKapcbKoro 3acoby 3 Aito4o
peyvoBmHOLO "rigpoxopoTiasng”
78. IPY3U[, Tabnetku, 20 Benyno, nikun XopsarTis Benyno, nikn Ta Xopsartis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/10368/01/01
mr/25 mr no 30 Ta KOCMeTuKa, KocmeTuka A4.4. 3MiHW A0 IHCTPYKLIT AN MeANYHOTo 3aCTOCYBaHHSA /iKapCbKOro | peyenmom
Tabnetok y o.n. 3acoby Ao posginis "®apmakosioriyHi BnacTueocTi",
6nicTepi, no 1 "MpoTunokasaHHa", "B3aeMogis 3 iHLWIMMU NiKapCbKUMu
6nicTepy B nauui 3acob6amu Ta iHWi B1uan B3aemogiit”, "OcobamBocCTi
3acTocyBaHHA" BifNoBigHO O OHOB/IEHOT iHhopmaLii Lwoao
6e3rnekun 3aCToCyBaHHA NiKapcbKoro 3acoby 3 Aito4or
PEYOBUHOIO “Ai3vHONPUA aurigpat”; 3aMiHun | Tuny - 3MiHW 4o
IHCTPYKLUIT A9 MEAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby
0o posgainis "®apmakonorivHi Bnactusocti”, "OcobamMBoCTi
3acTocyBaHHs", "Mo6ivHi peakuii" BigNOBIAHO A0
pekomeHaauiii PRAC, wopno 6e3nekn 3acTocyBaHHs
NiKapcbKoro 3acoby 3 Ait040K peyoBUHO "rigpoxaopoTiasug”
79. KANbUEMIH® TabneTku, BKpUTI TOB "BAVNEP" YkpaiHa KoHTpakT ®apmakan CLIA BHECEHHS 3MiH O peecTpavjiiiHux maTepiasiB: MiHu | Tuny - 6e3 UA/7110/01/01
AABAHC 060/10HKOH, Ne KopnopeiiwH, CLUA 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta (papmakoHarnsay. peyenma
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
30, 60, 120y (Bupo6bHULTBO in BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
donakoHi Ne 1y bulk); KoHTpakT hapmakoHarnsgy (BBeeHHs y3araslbHeHUX faHux npo
KapTOHHI KOpooLi dapmakan cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
KopnopeiiwH, CLUA BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
(NepBuHHa Ta 0ocobu 3 hapmakoHarnsay 3asBHuUKa ANs 34iCHEHHS
BTOPWHHA YNakoBKa, hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
KOHTPO/Ib SIKOCTI, YMOBHOBaXEHOT 0C06U, BiANOBIAA/ILHOT 3@ 34iiCHEHHS
[03BiN Ha BUNYyCK thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
cepii) po3MiLLEHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XEHOI 0CO6M 3asBHMKA, BigNoBiganbHOT 3a
dhapmakoHarnsg. MponoHoBaHa pefakLis: BepemiioBa PeHata
€BreHiBHa. 3mMiHa KOHTaKTHVX AaHNX YNOBHOBAXEHOI 0CcobM
3asBHUKa, BiANOBIAA/ILHOI 3a hapMakoHarnsag,. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapMakoHarsay. 3MmiHa
MiCLe3HaxoMKEHHs MacTep-gainna
80. KAOTOoNnPUN NOpPOLLOK NAT YkpaiHa XKesiiHr Xyaxai Kutai BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | Tuny - - UA/1138/01/01
(cybeTaHuis) y "KuiBmegnpen dapmacbioTiken Ko, 3MiHa HallMeHyBaHHs 3asiBHUKa, 6€3 3MiH y MeTofax
nakeTax apar” NTA, Kutaii KOHTPOJI0 SIKOCTi JTiKapCbKOro 3acoby; 3anponoHoBaHo: MNoBHa
noABiliHMX Ha3Ba AKLioHepHe ToBapucTBo "KuiBmegnpenapar”
nosieTuIeHoBMX CkopoyeHa HasBa lNAT "Kuismegnpenapat”
Ans BUpo6bHMLTBA
HecTepuIbHNX
NiKapCbKknx oopm.
81. KAPBOMNATN PO34urH An1s Mini Xenckepe Benvka BeHyc Pemegic IHgis BHECEHHS 3MiH 4,0 pPeeCcTpaLiiHnX MmaTepiasiiB: 3MiHa 3asiBHMKa 3a UA/9294/01/01
H iH'ekyiii, 10 mr/mn NimiTen BpuTaHis Nimiteq (BnacHvika peecTpadiiHoro noceigyeHHs) (3rigHo Hakazy MO3 | peyenmom
no 5 mn a6o no 45 Big 23.07.2015 Ne 460)
M1y chakoHi; no
1 chnakoHy B
KapTOHHI KOpo6Li
82. KMIOH-4 100 TabneTkn BAT "leneoH YropwmHa BAT "leneoH YropumHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu Il Tumny - 3a UA/3319/01/01
BariHasibHi; no 10 PixTep" PixTep" 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peuyenmom

TabneTok y cTpuni;
no 1 ctpuny B
KapTOHHiiA
ynakoBLi

3MiHM y KOPOTKili XapaKTepuCTuL NikapCcbKoro 3acoby, TeKcTi
MapKyBaHHS Ta iHCTPYKLii 415 MeANYHOro 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMU AA@HUMW 3 AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
AaHvMK Ta AaHuMK 3 dhapMakoHarnsgy - 3MiHu BHECEHO [0
IHCTPYKUIT 415 MEJNYHOIO 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3gainis "®apmakonoriyHi BnactnsocTi”, "B3aemogis 3
iHWMMK NikapCbkUMKM 3aco6amMu Ta iHLLi BUAW B3aeMogii",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocié 3acTocyBaHHA Ta
fosun”, "Aitn", "Mo6iyHi peakuii"; TakoX BHECEHO peAaKLiiiHi
YTOUHEHHS [0 po34iniB "®apmakoTepaneBTuyHa rpyna”,
"MokasaHHs", "MNpoTunokasaHHsa", "34aTHiCTb BNAMBATW HA
LUBMAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM abo
iHWKXMK MexaHi3mamun”, “lMNepeno3yBaHHs", "YnakoBka"
(BBELeHHS 3MiH NPOTArom 3-T MiCALIB MiCNs 3aTBEPKEHHS);
3MiHY | TNy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHK) - 3MiHK BHECEHO A0 IHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby Ao posginy
"Mo6iuHi peakuii" 3rigHO OLHKWN AKOCTi MaTepianis,
3arBepmxeHnx EMEA. BBeAeHHS 3MiH NpoTarom 3-x Micauis
nicns 3aTBepKeHHs; 3MiHKM | Tuny - 3MiHu Wwoa0
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTKii
XapaKTepucTULli Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi 415 MeAUYHOro 3acTOCyBaHHS Ha niacTasi
perynsipHO OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NiKkapcbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3aCTOCYBaHHS JiKapCbKOro
3acoby B nicnsipeecTpauiiHnii nepiod, abo sik pesynbTar
OL|iHKM 3BITY 3 AOC/iXEHb, MPOBEAEHUX BiAMOBIAHO A0 NiaHy
negiatpnyHux gocnimxkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHMM YNOBHOB&XXEHVM OPraHOM) - 3MiHV BHECEHO A0
IHCTPYKUIT 415 MEJUYHOrO 3aCTOCYBaHHS NiKapCbKoro 3acoby
00 po3giny "OcobnmnBocTi 3acTocyBaHHA" 3rigHO
pekomeHpauii EMA/PRAC (BeedeHHs 3MiH NpOTArom 3-x
MicsiLiB Micns 3aTBepAKEHHSs)
83. KNONIAOrPEN | Tabnetku, BKPUTI TeBa 13painb TeBa 13painb BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14007/01/01
-TEBA NNiBKOBOIO dapmaLeBTika dapmaueBTikan 3MiHK | TUNY - nogaHHs oHoBAeHoro CepTudiikaTy peyernmom
060/10HKO0, No 75 n lHpacTpi3 IHpacTpi3 NT4,., BiANoBIgHOCTI €Bponeiickbkili hapmakonei R1-CEP 2011-143-
mr; no 10 nra. I13painb Rev 00 Big, Bxe 3aTBepakeHoro sBupobHuka Teva API India
Tabnetoky Private Limited, Ingis gns A®| knonigorpento rigpocynbary
6nicTepi; no 3 abo
9 6nictepiB y
Kopobui
84. KNONIAOrPEN | Tabnetku, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3924/01/01
b 060/10HKOID, MO 75 06MEeXeEHO BMPOBGHULTBA, 3MiHU | TURY - 3MiHW [0 IHCTPYKLUiT ANna MeanYHoro peyernmom
mr no 10 TabneTok | BignoBiAa/IbHI KOHTPO/Tb SIKOCTI, 3acTOoCyBaHHS fikapcbKoro 3acoby y po3gain "Baaemogis 3
y 6nicTepi; no 1 CTH0 BUNYCK cepil: iHLWIMMK NikapcbknMK 3acobamu Ta iHWi BUAW B3aeMogiid"
abo 2, abo 3 "LocnifHWiA ToBapucTBO 3 BiANOBIAHO A0 OHOBMEHOT iHhopMaLi WoAo 6e3nekn fitoyol
6nictepu B 3aB0Oj, 06MEXeHOo PEYOBUHM
KOpPOOLLi 3 KApTOHY “rHunC" BiANOBIA&/IbHICTIO
"[locnifHwii 3aBog,
"THUNC", YkpaiHa;
BCi cTagii
BMPOGHMLITBA,
KOHTPO/Tb SKOCTI,
BUNYCK cepil:
ToBapucTBo 3
06MeXeHoto
BignoBigasbHICTIO"®
APMEKC Irpyn",
YKpaiHa; BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BMNYCK cepil:
ToBapucTBo 3
0BMEXeHOI0
BiANOBIAA/TbHICTIO
"®apmaueBTnyHa
KoMnaHis
"300poB'a", YkpaiHa
85. KNONIAOrPEN | TabneTku, BKPUTI TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11699/01/01
b-®APMEKC 060/10HKOH0, MO 75 "®APMEKC reyn" peyenmom
mr no 10 TabneTtok reyn"

y 6nicTepi; no 1
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
abo 3 6nictepu B 3MiHM | TUMY - 3MiHW A0 IHCTPYKUiT A58 MeANYHOro
KapTOHHII navui 3acTOCyBaHHSA Nikapcbkoro 3acoby y po3ain "Baaemogis 3
HLWIMMKW NikapcbkMKM 3acobamu Ta iHWi Buan B3aeMogiii”
BiANOBIAHO A0 OHOBJIEHOT iHGhOpMaL,i Woao 6e3nekn aitoyol
PeyoBMHM
86. KNONIAOMNPEN | TabneTku, BKPUTI TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: MiHu | Tuny - 3a UA/11699/01/01
b-®APMEKC 060/10HKO0, Mo 75 "®APMEKC reyn 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy. peyenmom
mr no 10 TabneTok reyn., BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
y 6nicTepi; no 1 YkpaiHa thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
abo 3 6nictepu B cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHoi ocobu,
KapTOHHI nayw,i BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa Ans 34iNCHEeHHS
chapmMakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
hapmakoHarnsgy (Bkiyatoun KOHTakTHI AaHi) Ta/abo 3MiHW y
po3MmilLieHHi MacTep-chaiina cucteMmun hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHYVKA, BignoBigabHOI 3a
thapmakoHarnsg. NponoHoBaHa pegakuisi: ToNoKeBUY
Bonoammup KOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHaring,
87. KNONIAOrPEN | Tabnetku, BKPUTI TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - - UA/14674/01/01
b-®APMEKC 060/10HKOI0, MO 75 "®APMEKC reymn" 3MiHU WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
mr in bulk Ne1000: reyn" BBefeHHs abo 3MiHM [0 y3arasibHeHNX JaHnX Npo CUcTeMy
no 1000 TabneTok hapmakoHarnsgy (BBeeHHs y3arasibHeHUX JaHux npo
y NoABIAHNX cuctemy thapmakoHarnsgy, 3miHa ynoBHoBaXKeHoi ocobu,
noslieTUNEHOBMX BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHarisAy; KOHTakTHOT
nakeTax B ocobu 3 hapmakoHarnsgy 3asaBHUKa A1 34IACHEHHN
NNacTUKOBUX hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
KOHTelHepax; in YMOBHOB&XXEHOI 0CO6MU, BigNOBIgaIbHOI 3a 34iAICHEHHS
bulk Ne25000: no thapmakoHarnagy (BK/4yakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
25000 Tabnetok y po3MiLLeHHi MacTep-haiina cuctemun chapmakoHarnsgy) -
NoABINHMX 3MiHa YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBiga/IbHOI 3a
nonieTMNeHoBux dhapmakoHarnsg. MponoHoBaHa pefakuis: Tonokesny
nakeTax B Bonoavmup HOpiiioBny. 3MiHa KOHTaKTHUX AaHWX
N1acTUKOBUX YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BigmnoBigasibHOI 3a
KOHTeliHepax chapmakoHarnsg
88. KOAEIHY NMOPOLLOK CAHO®I XIMI PpaHuin CaHodi Ximi, ®paHuin BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - - UA/15109/01/01
DPOCDHAT (cybcTaHuis) B ®paHuisa npuBefeHHs cneumndikauii A®l KOAEIHY ®OCOAT
FEMIFCIAPAT OBOX FEMITIAPAT y BignoBigHicTb A0 MOHOrpadii €EBponeincbkol
nonieTnIeHoBmX thapmakonei
nakeTtax gns
chapmaveBTUYHOT
0 3acTOCyBaHHSA
89. KOAENCWH Tabnetku; no 10 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHMx MmaTepiasis: 3MiHu | Tuny - 3a UA/11812/01/01
Tabnetok y YKPAIHA" npueBefeHHs cneundikauii APl kogeiny doccpaty remirigpaty | peyenmom

6nictepi; no 1
6nicTepy B nauui 3
KapTOHY

BMpobHuuTBa Macfarlan Smith Limited, BenvukobputaHis go
BuMor moHorpadii EP 9.5 «Codeine phosphate hemihydrate»;
3MiHUM | TUNY - 4ONOBHEHHS cnewmdikavii BXIAHOTO KOHTPO/IO
A®I KogeiHy chocdraty remirigparty BupobHuuTea Sanofi
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Ne

Hassa

Popma BUMYCKY

3asBHUK

KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
Chemie, ®paHujs: - «Onucs», «pH», «CynpoBigHi AOMILLKM»,
«BTpara B Maci npu BucyLLyBaHi», «MikpobionoriyHa
uncToTa», «KifbKicHe BU3HaUYEeHHsS» — 1 KOHTPO/1b NapameTpis
3[iCHIOETbA MPY NEPEKOHTPONI cybCTaHLi; - «laeHTrdikaw s
? 2 [lONYCKAETLCA NPOBOANTM TECT METOA0M PaMaHIBCbKOT
cnektpomeTpil (E® 2.2.48). MNpoueaypa NpoBefeHHs TecTy Ta
Bi6ip Npo6 onucaHi y BignosigHux COl1; 3miHuM | Tuny -
nogaHHAa Hosoro CEP Ne R1-CEP 1997-118-Rev 09 A®I
KogeiHy chocdhaTy remirigparty Bif HOBOro BUpPObHUKa Sanofi
Chemie, ®paHujia go Bxe 3aTBepaxeHoro Macfarlan Smith
Limited, BennkobpuTaHisi, ans sikoro BugaHuii CEP Ne R1-
CEP 1999-053-Rev 03
90. KOPBITON® Tabnetkn no 100 BEPNIH-XEMI HimeuunHa BEPNIH-XEMI AT, HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/3124/01/01
100 mr no 10 TabneTok Al HimeuyunHa a 3MiHKM | TUNY - NOA4AHHSA OHOBIEHOTO cepTudikaTa peuyenmom
y 6nicTepi; no 3 (BUPOGHWK, L0 BignoBigHoCTI E€Bponeiickkil hapmakonei Ne R1-CEP 1998-
abo 5 6nictepiB y BUKOHY€E 074-Rev 08 ana gitoyoi pevosuHu Metoprolol tartrate Big Bxe
KapTOHHIA KopooLi BUPOGHULTBO 3aTBepaxeHoro BupobHnka TEVA PHARMACEUTICAL
npenapary "in bulk", INDUSTRIES LTD, siK Hacnifok Buay4eHHs BUPOOHUYOT
KOHTpOnNb cepi'); pinbHuui TEVA PHARMACEUTICAL FINE CHEMICALS
BEP/IH-XEMI AT, S.R.L,, Italy
HimeuunHa
(BUPOGHNK, L0
BUKOHYE KiHL,eBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); MeHapiHi-®oH
XengeH M'vbX,
HimeuunHa
(BUMPOGHUK, LLO
BVKOHYE KiHL|eBE
nakyBaHHs)
91. KOPBITO/I® 50 | Tta6netku no 50 BEP/IIH-XEMI HimeuunHa BEP/IIH-XEMI AT, HimeuymnH BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/3124/01/02
mr, no 10 Al HimeuunHa a noJaHHs OHOBJ/IEHOro cepTudiikara BignoBigHOCTI peuyenmom
Tabnetok y (BUPOGHUK, L0 €Bponelicbkiit hapmakonei Ne R1-CEP 1998-074-Rev 08 ans
6nictepi; no 3 abo BUKOHYE nitoyoi pevouHN Metoprolol tartrate Big BXe 3aTBepAXeHOro
5 6nictepiB y BUPOOHMLUTBO BnpobHMKa TEVA PHARMACEUTICAL INDUSTRIES LTD, sk
KapTOHHilA KopooLi npenapary "in bulk”, HacnifoK BUNYYeHHS BUPOGHMYOT AinbHui TEVA
KOHTpONb cepil); PHARMACEUTICAL FINE CHEMICALS S.R.L., Italy
BEP/IIH-XEMI AT,
HimeuunHa
(BUPOBHUK, L0
BUKOHYE KiHLeBe
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); MeHapiHi-®oH
XeligeH TM6X,
HimeuunHa
(BMPOGHWK, L0
BUKOHYE KiHL,eBe
nakyBaHHs)
92. NAMOTPUH® Tabnetku TOB "ACIHO YkpaiHa Cnecicap C.A. pevjis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14222/01/01
AucneprosaHi, no YKPAIHA" 3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta BHECEHHS 3MiH 10 peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
BIionyckKy

Howmep
peecmpayiliHo2o
nocsioYeHHs

25 mr, no 10
Tabnetok y
6nictepi, no 3
6nictepn y
KapTOHHII navui

peecTpauiiHux maTepiasnis: papmakoHarnsgy. 3MiHu y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MEeAMYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHKX NnikapcbkUx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He nNoTpebye HafaHHS XOAHUX HOBUX AO0AATKOBUX AaHNX)
3MiHU BHECEHI A0 IHCTPYKLi 415 MeANYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby y po3gin “lMNokasaHHA" Ta po3ginu:
"MpoTunokasaHHa", "B3aeMogis 3 iHWMMK NiKapCbKUMu
3acob6amu Ta iHWi B1uan B3aemogiit”, "OcobamBocTi
3acTocyBaHHA" (y T. 4. "3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BNIMBATY Ha LUBUAKICTb
peakLuii Npn KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLUMK
MexaHizmamn"), "Cnoci6 3actocyBaHHsa Ta fo3n" (Y T. u.
peparysHaHs iHdopmadii po3sginy "Aitn"), "MepenosysaHHsA",
"Mo6iuHi peakwyji" BignoBigHO A0 iHhopmaLii pedhepeHTHOro
nikapcbkoro 3acoby JJAMIKTA/I™ (TabneTku, LWo
oucnepryoTbes). BBegeHHs 3MiH NpoTAarom 6-Tu MicsAuiB nicas
3aTBEPAKEHHS

93.

NAMOTPUH®

TabneTkun
Avcneprosai, No
50 mr, no 10
Tabnetok y
6nictepi, no 3
6nictepu y
KapTOHHI nayw,i

TOB "ACIHO
YKPAIHA"

YkpaiHa

Cnecigap C.A.

Ipeuis

BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu Wwoao 6e3nekn/ed)eKTMBHOCTI Ta BHECEHHS 3MiH A0
peecTpauiiHux MaTepiasnis: papmakoHarnsagy. 3MiHu y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS! Ta IHCTPYKUii A1 MEAMYHOr0 3aCTOCYBaHHS
reHepuyYHUX/ribpuaHMx/6ionoaibHKX NnikapcbkUx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He nNoTpebye HafaHHS XOAHMX HOBUX AO0AATKOBUX AaHWX)
3MiHV BHECeHi [0 iIHCTPYKLi 418 MegUYHOro 3aCTOCyBaHHA
nikapcbKoro 3acoby y po3gin "lMNokasaHHa" Ta po3ginu:
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKUMu
3acob6amu Ta iHwWi Buan B3aemogiit*, "*OcobmBocCTi
3acTocyBaHHA" (y T. 4. "3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BNIMBATY Ha LUBUAKICTb
peakLii Npn kepyBaHHi aBTOTPaHCMOPTOM ab0 iHLWMK
MexaHizmamn"), "Cnoci6 3actocyBaHHsa Ta fo3u" (Y T. u.
pegaryBHaHs iHdopmauii po3giny "Aitn"), "MepenosysaHHNA",
"Mo6iuHi peakuyji" BignoBigHO A0 iHhopMmaLii pedhepeHTHOro
nikapcbkoro 3acoby JIJAMIKTA/I™ (TabneTku, Wo
oncnepryoTbes). BBegeHHs 3MiH NpoTArom 6-Tu MicsAuiB nicas
3aTBEPAKEHHS

3a
peuyenmom

UA/14222/01/02

94.

NAMOTPUH®

TabneTku
AvcneprosaHi, no
100 wr, no 10
TabneTok y
6nictepi, no 3
6nictepu y
KapTOHHIA navui

TOB "ACIHO
YKPAIHA"

YkpaiHa

Cnecicpap C.A.

Ipevyis

BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta BHECEHHS 3MiH 40
peecTpauiiHux maTepianis: papmakoHarnagy. 3MiHu y
KOPOTKiil XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 4151 MeiMYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMx/6ionoaibHKX Nnikapcbkux 3acobiB nicns
BHECEHHS Tiei caMoi 3MiHW Ha pedhepeHTHK npenapaT (3miHa
He noTpebye HafaHHSA XXOAHUX HOBUX JOATKOBUX AaHNX)
3MiHV BHECeHi [0 IHCTPYKLT 418 MegUYHOro 3aCToCyBaHHsA
nikapcbKoro 3acoby y po3gin "lMNokasaHHa" Ta po3ginu:
"MpoTmnokasaHHA", "B3aeMogis 3 iHWMMKN NiKapCbKnMmn
3acob6amu Ta iHwWi B1uay B3aemogiit”, "Ocob6amBocTi

3a
peyenmom

UA/14222/01/03
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
3actocyBaHHs" (y T. 4. "3acTocyBaHHS Y nepiog BariTHOCTi abo
roflyBaHHs rpyaaro”, "34atHiCTb BN/IMBATK Ha LWBUAKICTb
peakuii Npy KepyBaHHi aBTOTPAHCNOPTOM a60 iHLWNMY
MexaHismamun"), "Cnocib 3actocyBaHHA Ta fo3mn" (y T. u.
pefaryBHaHs iHpopmauii posginy "Aitn"), "MepenosysBaHHs",
"Mo6iuHi peakwyji" BigNoBigHO A0 iHhopmav,ii pedepeHTHoro
nikapcbkoro 3acoby JTAMIKTAT™ (TabneTku, Wwo
aucnepryoTbes). BBegeHHs 3MiH NpoTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS
95. NEBO®J/IOKCA | nopoLuok TOB YkpaiHa LLaHtoii LI3uHCUHB Kutai BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/10977/01/01
LUNHY (cybeTaHuis) y "TK"ABpopa" PapmacboTuKan BHECEHHS 3MiH A0 p. «MapKyBaHHs»; 3anponoHoBaHo: Ha
FEMICIAPAT NOABINHMX Ko., NTA, Kutaii eTUKEeTLi BKa3yloTb: iHhopMaLlito 040 TOBApHOTrO 3HaKy
noslieTUIEeHoBMX 3asBHUKa, Ha3BY NPOAYKTY, KpaiHy BUPOGHWK, chipMy
MiLLkax ans BMPOGHWK Ta aApecy po3TallyBaHHS, HOMep napTii, Macy
thapmavreBTUYHOr HeTTOo, AaTy BUrOTOB/IEHHS, KIHLEBUI TEPMIH BUKOPUCTaHHS,
0 3aCTOCYBaHHS YMOBY 36epiraHHs
96. NEBO®/IOKCA | kpucTanivyHui TOB "TK YkpaiHa LaHtoii LI3nHCKHb Kutaii BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - - UA/14923/01/01
UNHY NOPOLLIOK "ABpopa" dapmacboTuKan BHECEHHS 3MiH A0 p. «MapKyBaHHs»; 3anponoHoBaHo: Ha
FEMIFCIAPAT (cybcTaHuis) y Ko., NTA eTUKeTLi BKasyloTb: iHhopMaLlito LoA0 TOBAPHOTro 3HaKy
noABiHMX 3asBHUKa, Ha3BY NPOAYKTY, KpaiHy BUPOBHWK, dhipMy
nonieTnIeHoBuUxX BMPOGHMK Ta afipecy po3TallyBaHHS, HOMep napTii, macy
MiLLKax Ans HeTTO, Nepiog NepeKoHTPOSII0, KiIHLIEBUIA TEPMIH BUKOPUCTaHHS,
thapmaveBTUyHOr yMOBM 36epiraHHs
0 3aCTOCYyBaHHS
97. nicAain TabneTku, BKpUTI O-p Peppi'c IHais O-p Peppj'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17485/01/01
nNiBKOBOIO Nab6opaTtopic Nabopatopic NTg, 3MiHa y NepPBUHHIli yNakoBLji roTOBOro NikapcbKoro 3acoby - peuyenmom
060/10HKOI0, MO nrg BHECEHHS 3MiH go p. 3.2.P.7. Cuctema
250 mr, no 10 KOHTeliHep/3akKynopoBasibHUi 3acib, a came BBEAEHHS
Tabnetok y [04aTKOBOro NePBMHHOrO NakyBaHHsA — 6nictep PVC/PVdC-
6nicTepi, no 6 Alu. BBegeHHs 3MiH NpOTAroM 6-Tu MicsliB nicns
6nictepiB y 3aTBEepPIKEHHS
KapTOHHI Kopo6Li
98. nicAaIn TabneTku, BKpUTI [-p Peggaj'c IHgis [O-p Peppi'c IHais BHECEHHS 3MiH [0 peecTpauiiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/17485/01/02
nNiBKOBOIO Nab6opaTtopic Nab6opatopic NTg, 3MiHa y NepPBUHHIli ynakoBLji roTOBOro NiKapCcbKoro 3acoby - peuyenmom
060/10HKOI0, NO Nta, IHais BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
500 wr, no 10 KOHTeliHep/3akKyrnopoBasibHWii 3acib, a came BBEAEHHS
Tabnetok y [0aTKOBOro NepBMHHOrO NakyBaHHsA — 6nictep PVC/PVdC-
6nicTepi, no 6 Alu. BBegeHHs 3MiH NpoTAarom 6-Tu micsuis nicns
6nictepiB y 3aTBEPMKEHHS
KapTOHHI/ KOpoo6Li
99. nicAain TabneTkun, BKpUTI [-p Pegpj'c IHAjs [-p Pepgai'c IHAis BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17485/01/03
NNiBKOBOIO Na6opaTopic Na6opaTopic NT4, 3MiHa y NMepPBUWHHIli yNakoBLji roTOBOr0 NiKapCbKoro 3acoby - peyenmom
060/10HKOI0, MO nra BHECEHHS 3MiH o p. 3.2.P.7. Cuctema
750 wr, no 10 KOHTeliHep/3akyrnoptoBasibHWii 3acib, a came BBEAEHHSA
Tabnetok y [04aTKOBOTO NMEepPBUHHONO NakyBaHHS — 6nictep PVC/PVdC-
6nictepi, no 6 Alu. BBefieHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
6nicTepiB y 3aTBEPIKEHHS
KapPTOHHI KOpooLyi
100. | nicA4In TabneTkun, BKPUTI [-p Pegpj'c IHAis [O-p Peppi'c IHAi BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3a UA/17485/01/04
NNiBKOBOIO Nab6opaTtopic JlabopaTopic /Tg, 3MiHa y NMEePBUHHIlA YNakoBLji rOTOBOrO JTiKapCbKOro 3acoby - peuyenmom

060/10HKOK, N0

14

BHECEHHS 3MiH Ao p. 3.2.P.7. Cuctema
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
1000 wr, no 10 KOHTeliHep/3akKyrnopoBasibHWi 3acib, a came BBEAEHHS
Tabnetok y [0aTKOBOro NepBMHHOrO NakysBaHHsA — 6nictep PVC/PVdC-
6nicTepi, no 6 Alu. BBegeHHs 3MiH NpoTarom 6-Tu micsuis nicns
6nicTepiB y 3aTBEPMKEHHS
KapTOHHI/ KOpoo6Lli
101. | noKcuaon pO3YuH Ans YOPNA Ipysis K.O. Pomcbapm PymyHis BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14841/01/01
iH'ekUin 15 mr/1,5 MEOVLNH Komnani C.P.J1. 3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
M, no 1,5 mn B nTa 3MiHN Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
amnyni; no 3 MapKyBaHHS! Ta IHCTPYKUii A1 MeAMYHOr0 3aCTOCYBaHHSA
amnynu 'y reHepuYHUX/ribpuaHMXx/6ionoaibHKX NnikapcbkUx 3acobiB nicns
KOHTYPHIl BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
YapyHKOBIl He nNoTpebye HagaHHA XOAHUX HOBUX AOAATKOBUX AaHWX) -
ynakosui; no 1 3MiHW BHECEHI A0 IHCTPYKUIT 415 MeAWYHOro 3aCTOCyBaHHSA
KOHTYPHIl nikapcbKoro 3acoby y po3ginu "®apmakonorivyHi BnacTuBocTi",
YapyHKOBIl "MokasaHHa" (yTOUHEHHS), "B3aemMogis 3 iHLUMMMW NiKapCbKMM
ynakosLi B 3acob6amu Ta iHwWi B1uan B3aemogiit”, "*OcobnmBocCTi
KapTOHHIA KopooLi 3acTocyBaHHSA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb peakujii
npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLWMMKU MeXaHi3mamn®,
"Cnoci6 3acTtocyBaHHs Ta fo3un", "MobiuHi peakuii" 3rigHo 3
iHhopmaLieto WoA0 MeaNYHOro 3acToCyBaHHSA pepepeHTHOro
nikapcbKoro 3acoby (MOBAJIIC, po3uuH gns iH'ekuiin, 15
Mr/1,5 mn). BBefeHHA 3MiH NpoTArom 3-x micauis nicns
3aTBEPAKEHHS
102. | MAAJTIOKC® Tabnetku TOB "CaHodi- Ykpaina CaHodpi C.n.A., ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 6e3 UA/1076/03/01
XyBasibHi Ne 20 ABeHTIC ITanis; CAHO®I TeXHi4YHa NMoMWJIKa B IHCTPYKLIT A1 MeAUYHOro 3aCTOCyBaHHA | peyernma
(10x2): no 10 YkpaiHa" C.M.A., Itanis nikapcbKoro 3acoby
Tabnetok y
6nicTepi; no 2
6nictepu y
KapPTOHHI KOpooLyi
103. | MABTEPA® po34uH Ans ® . XohpmaHH- LLiBefiuapis ®.XohhmaHH-/1a LLiBefiuapi BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14231/01/01
iH'ekuiin no 1400 Na Pow 14, Pow NTp4, a OHOBJIEHHA BXe 3aTBEPA)KEHOro TEKCTY MapKyBaHHS peyenmom
mr/11,7 mn, no LlBeiiuapis BTOPVHHOI Ta NEPBUHHOI YNakoBKu J13, BHECEHHS NO3HAaYeHb
11,7 mny (BMNpo6yBaHHs OAVHULLb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCbKOro
thnakoHi, no 1 KOHTPO/O AKOCTI, ancasiTy, Ta 3mMiHOt iHthopmaLii 3a3HaveHoi y po3aini
chnakoHy y BWMYCK cepii ); «MapKyBaHHs».
KapTOHHilA KopooLi ®.XohhmaHH-/1a BBefeHHA 3MiH NPOTAroM 6 MicALiB 3 AaTu 3aTBEPIKEHHS
Pow Jtg,
LlBeiiuapis
(BUPOBHMLTBO
Hepo3dgacoBaHO!
NpoAyKLuii, NepBnHHe
Ta BTOPVHHE
nakyBaHHs,
BMNPOOYBaHHS
KOHTPOJHO SIKOCTI)
104. | MAPAOSIA Kpanni oyHi, ®APMATEH pevis dapmarteH C.A., pevis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/14427/01/01
po3unH no 5 mny C.A. Ipevis; Pamap 3MiHM | TUMY - 3MiHW A0 IHCTPYKUiT A58 MeANYHOro peyenmom
doNakoHi- A.B.E. (3aBog, 3acToCcyBaHHA NiKapcbKoro 3acoby y po3ainun "dapmakonoriyHi
KpanenbHuui, no 1 Animoc) BnactmsocTi", "MpoTunokasaHHs", "B3aemogis 3 iHwWmmMu
chnakoHy- nikapcbknuMmn 3acobamu Ta iHWi BUAW B3aEMogiii",

KpanesibHuLj y

"Oco61MBOCTI 3acTOCyBaHHA", "3acTocyBaHHs y nepiog,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
KapTOHHI/ Kopoo6Li BariTHoCTi abo rogyBaHHs rpyaato”, "3aaTHicTb BAMBaTH Ha
LWIBUAKICTb peakuii Npy kepyBaHHi aBTOTpaHCNOpPTOM abo
iHWK1MK mexaHi3mamun”, "Cnocib 3acTtocyBaHHs Ta go3u”, "Oitn"
(yTouHeHHs1), "Mepeno3yBaHHsa", "Mo6iyHI peakuii” 3rigHo 3
iHhopmaLieto WoA0 MeaNYHOro 3acTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (KOCOIMT, kpansi 04Hi, po3uuH);
3MiHW | TUMY - OHOBNEHHS BXe 3aTBEPAXXEHOro TEKCTY
MapKyBaHHSA BTOPUHHOT Ta NepBUHHOT ynakoskun /13 3
BHECEHHSIM 40[aTKOBOI iHhopmaLii (BHECEHHS NO3HAYEHb
OVHULLb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCbKOro
andasity). BBeeHHs 3MiH npoTarom 6-tu micsLiB nicns
3aTBEPAKEHHS.
105. | MEPOMNEHEM NopoLUOK ANA MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 1O peecTpavjiiiHux MmaTepianiB: BUNpaB/ieHo 3a UA/17669/01/01
pO34nHy Ans akLjioHepHe akLjioHepHe ITanisa TEXHIYHY MOMUJIKY B iHCTPYKLUIi 418 MEAUYHOIO 3aCTOCYBaHHS | peyernmom
iH ekuii no 500 mr TOBapuCTBO TOBapuncTBO NiKapCbKOro 3acoby yKpaiHCLKOK MOBOI Y po3ginax:
y thnakoHi; no 1 "Jlekxim- "Jlekxim-XapkiB", "Nikapcbka hopma”, "®apmakonorivHi BnactusocTi”, "To6iuHi
a6o 10, abo 50 Xapkis" YkpaiHa, peaxuii”. BunpasneHo TeXHIYHY NOMWIIKY B IHCTPYKLIT 415
oNnakoHIiB y navui (BMPOGHMLTBO 3 MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby pocilicbKoto
npoaykuii in bulk MOBOI0 y po3sginax: "Coctas", "/lekapcTBeHHasn hopma”,
ipMn-BUpPOBHMKA "®apmakonornyeckue ceoiictea”, "CnocobHOCTb BMATL Ha
dakTa CKOPOCTb peakuumn npv ynpasieHn aBToTPaHCNopTOM v
PapmacboTuyi ApyrMu MexaHnsmamu®, "Crnocob nprMeHeHus n 4o3bl",
C.n.A., lItanis) "HecoBMeCcTUMOCTL". (rpamaTuyHi NOMUKM B TEKCTI IHCTPYKLT,
HEBIANOBIAHICTb MiX TEKCTaMM YKPAIHCbKOI Ta POCiiCbKO0
MOBOI0). BunpasneHo TexHi4Hy NOMWIIKY B TEKCTI MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby (rpamaTnyHi MOMUIKK B TEKCTI
MapKyBaHHS! ynakoBKK)
106. | MEPOMNEHEM NopoLUOK AN MpuBaTHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux MmaTepianiB: BUNpaB/ieHo 3a UA/17669/01/02
po3unHy ans akujioHepHe akujoHepHe ITanisa TEXHIYHY MOMW/IKY B IHCTPYKUIT A1 MEAMYHOIO 3aCTOCYBaHHA | peyernmom
iH ekyii no 1000 TOBapuCTBO TOBapucTBO NiKapCbKOro 3acoby yKpaiHCLKOK MOBOI Y po3ginax:
Mr y chnakoHi; no 1 "Jlekxim- "NlekxiMm-XapkiB", "Nikapcbka hopma”, "®apmakonoriyHi BnactueocTi”, "To6iuHi
a6o 10, abo 50 Xapkis" YkpaiHa, peakuii”. BunpasneHo TEXHIYHY MOMUKY B IHCTPYKLUi AN
onakoHIiB y navui (BMPOGHMLTBO 3 MeAMYHOro 3acToCyBaHHS NiKapCbKoro 3acoby pocilicbKoto
npogykuii in bulk MOBOI0 y po3sginax: "CocTas", "/lekapcTBeHHasn hopma”,
hipMmn-BUPO6HMKa "®apmakonormyeckme ceoiictea”, "CnocobHOCTb BAUATbL HA
dakTa CKOPOCTb peakuumn npu ynpassieHn aBToTPaHCMOPTOM U/
dapmacboTuyi ApyruMu MexaHnsmamu®, "Crnocob npyMeHeHus u Ao3bl",
C.n.A,, Itanis) "HecoBmecTUMOCTL". (rpamMaTuyHi MOMWU/IKM B TEKCTI IHCTPYKL;T,
HEBIANOBIAHICTb MiXK TEKCTaMM YKPATHCLKOIO Ta POCINCbKOK
MOBOI0). BunpasneHo TeXHi4Hy NOMWIIKY B TEKCTI MapKyBaHHsS
yNakoBKM NikapcbKoro 3acoby (rpamaTuyHi NOMWUIIKA B TEKCTI
MapKyBaHHS YNakoBKW)
107. | MINYKAHT TabneTku, BKpUTI AT "Apaves Monbwa BUPOGHUK "in bulk", Monbuwa BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/10397/02/01
NAiBKOBOO Papma” nepBrHHa Ta AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL peyenmom

o6onoHkoto, no 10
Mr, o 7 TabneTok
y 6nicTepi; no 4
6nictepu B
KapTOHHilA KOopooLi

BTOPVIHHA YMaKoBKa,
KOHTPO/b SIKOCTi Ta
[03BiN Ha BUMYCK
cepii:

AT «Apgames
dapmax»

(Bkntovaroun ginbHuLi ans Adl, NpoMiXKHOTO NpoaykTy abo
roTOBOrO /liKapCbKoro 3acoby, AiNbHML 4718 NPOBeAeHHS
nakyBaHHs1, BUPOGHUKA, Bi4NOBIAANLHOMO 3a BUMYCK Cepild,
MicLie NpoBeAEeHHS KOHTPOJIO cepil) abo nocTayasibHyKa
BUXIAHOrO MaTepiany, peareHTy abo AOMNOMDKHOI pevoBUHM
(AKLLLO 3a3HAYEHO Y A0CHE) - BUTyYEHHS BUPOGHNIKIB,
BiANOBIAA/IbHNX 3@ BUPOGHMLTBO in bulk, nepBuHHe Ta
BTOPVHHE NaKyBaHHSA, KOHTPO/b SIKOCTi; 3MiHW | Tuny -
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLSi NPOBaMKEHHS AiiNIbHOCTI BUPOBGHMKa/imnopTepa
rOTOBOrO /iKapCbkOro 3acoby, BKIYaoun AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
AKY BifnoBifae BUPOGHUK/IMNOpTEP, HE BKIOYAOUM BUMYCK
cepiit) - 3MiHa Ha3BW BMPOGHKKA, HE BK/IOYAKUYM BMNYCK cepil
108. | MOJICIKOP Tabnetku no 2 mr MPOPAPMA ManbTa dapmayleBTUYHNI Monbuwa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasiB: 3MiHu | Tuny - 3a UA/6905/01/01
no 30 TabneTok y IHTepHeLwHN 3aBoj BHECEHHS 3MiH 40 po34iny “MapkyBaHHA" METOAIB KOHTPOO | peyenmom
6nicTepi; no 1 TpeguHr "MONb®APMA" AKOCTI NikapcbKoro 3acoby; 3anponoHoBaHo: MapkmpoBska. B
6nictepy B Nimiten C.A. COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKMK;
KapTOHHIlA KOpO6L OHOBJIEHHSA TEKCTY MapKyBaHHSi BTOPUHHOT Ta NePBUHHOT
ynakoBok /13 y n. "[laTta 3aKkiH4eHHs TepMiHy npugaTHocTi" Ta
"Homep cepii nikapcbkoro 3acoby". BBegeHHs 3MiH MPOTSAroM
6-Tn MicsAUIB NicNs 3aTBEPIKEHHS
109. | MOJICIKOP Tabnetkn no 4 mr MPOPAPMA ManbTa dapmaueBTUYHNI Monbwa BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3mMiHu | Tuny - 3a UA/6905/01/02
no 30 TabneTok y IHTEpHeLHN 3aBoj BHECEHHS 3MiH 0 po34iny “MapkyBaHHA” METOLIB KOHTPO/ | peyernmom
6nicTepi; no 1 TpelanHr "MONIb®APMA" AKOCTI NiKapcbKoro 3acoby; 3anponoHoBaHo: MapkmpoBska. B
6nictepy B Nimiten C.A. COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapK/POBKK;
KapTOHHIA KOpO6L OHOBJIEHHA TEKCTY MapKyBaHHSi BTOPUHHOT Ta NepBUHHOT
ynakosok /13 y n. "[laTta 3akiH4eHHs TepMiHy npuaaTHocTi" Ta
"Homep cepii nikapcbkoro 3acoby". BBeAeHHs1 3MiH MPOTAromM
6-TV MicsLiB NicNsa 3aTBEpAXKEHHS
110. | MOMEAEPM® masb, 1 mr/r no 15 TOB «BAYLL YkpaiHa dapwmsasof Enbha MonbLwa BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/10968/01/01
ry Ty6i, no 1 Ty6i XENC» AT. AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
B KapTOHHIiA 3asBHUKa (BNacHyKa peecTpauiiiHoro nocBigyeHHst). 3miHa
Kopobui HalilMeHyBaHHs 3asiBHMKa (Bf1acHUKA peecTpaviitHoro
noceigueHHs). BBeAeHHs 3MiH NpoTArom 6-Tu micauis nicns
3aTBEPAKEHHS.
111. | MOMEAEPM® kpem, 1 mr/r no 15 TOB «BAYLL YkpaiHa dapmsasog Enbha Monbwa BHECEHHS 3MiH 0 peecTpaliiHux maTepiasis: 3MiHu | Tuny - 3a UA/10968/02/01
rabono30ry XENC» AT. AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
Ty6i; no 1 Ty6i B 3asBHUKA (BNacHMKa peecTpauiiiHoro nocBigyeHHst). 3miHa
KapTOHHI KOpooLyi HaliMeHyBaHHS 3asiBHMKa (B/1acHMKa peecTpaLiiHoro
noceigueHHs). BBegeHHs 3MiH NpoTArom 6-Tu micauiB nicns
3aTBEPAKEHHS.
112. | HANNIBY®IH- pO34YuH Ans TOB Ykpaina TOB "®APMEKC YKpaiHa, BHECEHHS 3MiH 40 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/11606/01/01
DPAPMEKC iH'ekuiin, 10 mr/mn, "®APMEKC FPYN", YkpaiHa (BCi 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy. peyenmom
no 1 mn a6o no 2 reyn" cTagji, BKIoyarum BBefeHHSA abo 3MiHM [0 y3arasibHeHUX faHuX Npo cuctemy

My nonepegHb0
HarnoBHEHOMY
wnpuui; no 1 aéo
5 nonepefHLO
HanoBHEHWX
Lwnpuuis y
KOMMEKTi 3
ronkamu y
KOHTYPHIl
YapyHKOBIN
ynakoBLi abo
6nictepi; no 1
KOHTYPHIi
YapyHKOBIl
ynakosLi abo

Bunyck cepii); TOB
"X "3p0pos'a
Hapogay", YkpaiHa
(Bci cTagji, okpim

BUNYyCKy cepii);
ToBapucTBo 3
06MeXeHot

Bi4NoOBIAA/IbHICTIO
"®apmaueBTnyHa

KoMnaHis
"3p0pos'a”, YkpaiHa
(Bci cTagji,
BK/IHOYAK0YM
BTOPUHHE
nakyBaHHs Ta

thapmakoHarnagy (BBeAeHHs y3arasibHeHVUX AaHnX npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA (dapMakoHarnsgy; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa AN 34iNCHEeHHS
chapmMakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS

hapmakoHarnsgy (BkIyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y

po3milLieHHi MacTep-ghaiina cuctemun hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHYVKA, BignoBigabHOI 3a
thapmakoHarnsg. NponoHoBaHa pegakuisi: ToNokeBUY
Bonoammup KOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
6nicTepy y nauui; KOHTPO/Ib AKOCTI, 3a
no 1 mn a6o no 2 BUHATKOM BUMNYCKY
M B amnysi; no 5 cepii)
amnyn y 6nictepi;
no 1 a6o 2
6nicTepn y nauuj;
no 1 mn abo no 2
MJ/1 B amnyni; no
10 amnyny
6nicTepi; no 1
6nictepy y nayui
113. | HATPIO pO3YuH Ans MpuBatHe Ykpaina MpusaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHW, WO 3a UA/12049/02/01
xnoenagy iH ekuiii 0,9%, no akuioHepHe akuioHepHe noTpebyoTb HOBOI peecTpadii (3rigHo Hakasy MO3 Big peyenmom
PO34MH 0,9% 2 mn, 5 mn abo no TOBapuCTBO TOBapucTBo 23.07.2015 Ne 460) - 3miHa cunu aii, nikapcbkoi hopmu Ta
10 mn B amnynax "IHdy3ia" "IHgpy3isa” Cnocoby 3acToCyBaHHS: 3MiHa ab0 A0faBaHHS HOBOI
nosnimepHux, Ne 10 nikapcbKoi dhopmu (fofasBaHHA HOBOI NikapCbKoi dhopmu)
B maui
MepioanyHICTb NOAAHHS PEry/IAPHO OHOBJIIOBAHOTO 3BITY 3
6e3neku BignoBigHO A0 MNopsaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro Hakasom MiHictepcTea
OXOPOHW 340POB’A Ykpaiuu Bif 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B MiHicTepcTBi tocTuuil Ykpaitu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3Mi4HO 3i CTPOKamu, 3a3Ha4eHUMU Y NepioanYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku.
114. | HEMPOKCOH® | po3uuH ans NAT YKpaina MNAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH 40 peecTpauiiHNX MaTepiasiiB: 3mMiHu | Tuny - 3a UA/12114/01/01
iH'ekuiin, 500 mr/4 "Fanuudapm" 3MiHa HaliMeHyBaHHs 3asiBHUKa 6e3 3MiH B iHCTPYKLi 4N peyenmom
M no 4 Mn B Me/IMYHOro 3aCTOCYBaHHSA, TEKCTI MapKyBaHHA Ta MeTofax
amnyni; no 5 KOHTPO/I0 AKOCTI SliKapCbKoro 3acoby; 3anponoHosaHo: MoBHa
amnyn B 6nictepi; Ha3Ba AkLioHepHe ToBapucTeo "Tannydapm”. CkopoyeHa
no 2 6nictepu B HasBa
nauui MAT "Tanuudbapm”; 3MiHu | TUNY - 3MiHa HaliMeHyBaHHS
BMPOGHUKA 6e3 3MiH B IHCTPYKLUIi A1 MeANYHOro
3aCTOCYBaHHS, TEKCTI MapKyBaHHSA Ta MeTOAax KOHTPOIIO
AKOCTI /TiKapCbKOro 3acoby; 3anponoHoBaHo: MoBHa Ha3Ba
AkujioHepHe ToBapucTBo "Tannudapm”. CkopoyeHa Ha3Ba
MNAT "Tannycapm”
115. | HEMPOKCOH® | po3uuH gns MAT YkpaiHa MAT "ranuudpapm” BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/12114/01/02
iH'ekuiin, 1000 mr/4 "Fanuucapm" iHM | TUNY - 3MiHa HaliMeHyBaHHSA 3asiBHUKA 6e3 3MiH B peuyenmom
M/1 M0 4 MN B IHCTPYKLi 415 MeAUUYHOro 3aCTOCyBaHHS, TEKCTI MapKyBaHHS
amnyni; no 5 Ta MeTo4ax KOHTPOJIK SIKOCTi iKapCcbKoro 3acoby;
amnyn B 6nicTepi; 3anponoHoBaHo: MNMoBHa Ha3Ba AKLiOHEpPHE TOBapUCTBO
no 2 6nictepu B "Tanuucpapm”. CKkopoyeHa Ha3Ba
nauuj MAT "Tannucbapm”; 3miHun | TMNy - 3MiHa HaliMeHyBaHHS
BMPOGHUKA 6e3 3MiH B IHCTPYKLIi A1 MeANYHOro
3aCTOCYBaHHS, TEKCTi MapKyBaHHS Ta MeTOAax KOHTPOIIO
AKOCTI NikapcbKoro 3acoby; 3anpornoHoBaHo: MNoBHa Ha3Ba
AkujioHepHe ToBapucTBo "Tannudapm”. CkopoyeHa Ha3Ba
NAT "Tannycapm”
116. | HEO-AHIIH® NbOAAHUKM No 12 [vBadhapma HimeuunHa [vBadhapma Mv6X, HimeuumnH BHECEHHS 3MiH [0 peecTpavyjiiiHuX maTepianiB: MiHu | Tuny - Ges UA/7674/01/01
NbOASHUKIB Y 'm6X HimeyuunHa, a 3MiHM LWoao 6e3nekn/epeKTUBHOCTI Ta (hapmakoHarnsay. peyenma
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
6nicTepi; no 2 abo Knoctepdppay BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHuX Npo cucTemy
no 4 6nictepu B Bepnin MM6X hapmakoHarnsgy (BBeeHHs y3araslbHeHUX faHux npo
KapTOHHI KOpooLi cuctemy thapmakoHarnisgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa ANs 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BiANOBIAA/ILHOT 3@ 34iiCHEHHS
thapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
po3MiLLEHHI MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M YNOBHOBAXXEHOI 0COOU 3asBHNKA,
BiANOBIAa/IbHOI 3a 34ilicCHEHH:A hapMmakoHarnsay B YkpaiHi.
MponoHoBaHa pepakuis: BiTkoBcbka TeTaHa BiTaniiBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6W YNOBHOBaXXEHOI 0CO6M
3asBHIKA, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YKpaiHi
117. | HICNA3M® TabneTku, BKpUTI CYH-®APM Monbwa mi6e Mm6X HimeuuunH BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/15658/01/01
DOPTE NNiBKOBOIO Cn. 3 0.0. ApuHalimiTTens a AZMIHICTpaTMBHI 3MiHU. 3MiHa Ha3BW NiKapCbKOro 3acoby. peyenma
o60n0oHkoto, no 80 3miHa Ha3sm J13: 3aTBepaxeHo: Hicnasm dopre.
mr no 10 TabneTok 3anponoHoBaHo: Hicnasm® dopTe. BBeAeHHS 3MiH NPOTAroM
y 6nicTepi; no 2 6-Tn MicALIB NicnA 3aTBEPKEHHS.
6nictepu B 3MiHu | TUNy - 3MiHK Wopo 6e3nekn/edeKTUBHOCTI Ta
KapTOHHIA KopooLi hapmakoHarnagy (iHwi 3MiHKW) - BHECEHHSA 3MiH 40 po34iny
“MapkyBaHHA" MKA J13. OHOBNEHHA 3aTBEPAXEHOIO TEKCTY
MapKyBaHHS ynakoBok J13. BBegeHHs 3MiH npoTsirom 6-Tu
MicSLIB MicNs 3aTBEPKEHHS.
118. | HICTATUH NMOpPOLLIOK CeHTpieHT HigepnaHngu Kanya Biocepsice3 ITanisa BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - - UA/8399/01/01
(cybeTaHuis) y dapmacbtoTika C.n.A. AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
noABiliHMX n3 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3miHa
nonieTnIeHoBmx HesepnaHgc HaliMeHyBaHHs Ta afpecu 3asBHUKa (BnacHuka
naketax gns B.B. peecTpauinHOro NocBiAYEHHS).
BMPOGHULITBA
HecTepuUIbHUX
NiKapcbknx oopm
119. | HOO®EH® 500 | nopoLuok Ans TOB "O/1PA" YkpaiHa AT "OnaitHcpapm" NatBis BHECEHHS 3MiH [J0 peecTpaLiiiHuXx MaTepiasliB: exHiuHa 3a UA/3773/02/02
opasnibHOro NOMW/IKa B IHCTPYKLi 415 MeANYHOTO 3acTOCyBaHHSA peyenmom
po3unHy, 500 nikapcbKoro 3acoby (4ofaBaHHsA BigNOBIAHOMO Po34iny 3rigHO
mr/gosy no 2,5 r Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460)
MOPOLLKY Y
nakeTuky; no 5
nakeTuKiB y
KapTOHHIiA nayui
120. | ONTAP® 2 MI' Tabnetku no 2 mr, MeHapiHi TMokcembypr BMPOGHMLTBO "in IHpis/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/6108/01/02
no 30 TabneTok y IHTepHeLuoHan bulk": ITania 3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikar peuyenmom
6nicTepi; no 1 abo OnepeiiwoHc YCB lMpaviseT BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
no 2 6nictepu B Tokcembypr Nimiten, IHajs; MoaaHHA HoBOro abo OHOBMEHOrO cepTudikaTa BiANOBIAHOCTI
KapTOHHIA KOpooLi C.A. BMPOBHMUTBO "in abo BuyyYeHHs cepTudpikaTta BiANOBIAHOCTI €BpONechbkili

bulk", kiHueBe
nakyBaHHs, BUMYyCK
cepiii:
A. MeHapiHi
MaHyhakTypiHr
JloricTikc eHf

hapmakonei: gna Ad®l; ans suxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
hapmakonei) - OHoBeHUiA cepTudikat Bif yxe
3aTBEpKEHOro BUPOo6HMKa - NofaHHs oHoBneHoro CEP (3 R1-
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
Cepgicec C.p.J1.,

ITanis;
KOHTPOb cepii:
A. MeHapiHi
MaHyakTypiHr
NoricTikc eHf
Cepgicec C.p.J1.,
ITanisa

CEP 2006-243-Rev 01 Ha R1-CEP 2006-243-Rev 02) ans Adl
Glimepiride Bif 3aTBEpXeHOro BUpobHrka USV Limited,
India, BKOYAOUM 3MiHY Ha3BM BUPOGHWYOI AinbHuLi 3 USV
Limited, India Ha USV Private Limited, India, 6e3 3miHu agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI. 3MiHM | TUNY - 3MiHU 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikar BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOr0 cepTudikaTa BignoBiAHOCTI a60 BUTYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickbkin dhapmakonei: ans
A®I; onqa BuXigHOro Matepiany/peareHTy/npoMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEHWIA cepTuddikaT Bif yxe
3aTBepXeHOro BUpo6HvKa - nogaHHsA oHosneHoro CEP (3 R1-
CEP 2006-243-Rev 02 Ha R1-CEP 2006-243-Rev 03) gns Adl
Glimepiride Big 3aTBEpAKEHOro BUpo6Huka USV Private
Limited, India. 3miHu | Tuny - 3miHK 3 sikocTi. FoTOBWMIA
nikapcbKnit 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3MiHa napameTpiB cneumdikauii Ta/abo AoNyCTUMUX MEX
roToBOrO NiKapcbKoro 3acoby (BUy4YeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikauis 6apBHUKIB YN CMaKOBUX
[06aB0oK)) BUTyYEHHS NOka3HUKa "TBepAocTb” 3i cneyudikauii
roTOBOrO /1iKapCbKOro 3acoby Ha TepMmiH npugaTtHocTi. Mpu
LbOMY Lieli MOKa3HVK 3a/IMIIaeThbes y cneuudikallii Ha BUnyck
cepii Ta 1oro KOHTPOJ/Ib NPOBOAMTLCS “in-process"”. 3minHu |
TUny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. KOHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHA rOTOBOrO JIiKAPCLKOro 3acoby (He3HayHa 3MiHa
y 3aTBEPMXEHUX MEeTOAAxX BUNPOOYBaHHSA) HE3HAUHI 3MiHW Y
3aTBEPMKEHVX MEeTOAaxX BUNPOOYBaHHS roTOBOrO /iKapCbKoro
3aco6by 3a n. «KoMuecTBEHHOE coAepxaHve npumeceii» -
[0AAa€eTbCa MeTOAUKA NPUroTyBaHHA po3unHy nnauebo; 3a n.
«MwuKpobronormyeckass YNCToTa» - NPUBEAEHHS HanncaHHs
TEpPMIHIiB Y BignoBigHicTb A0 EP. 3miHn | Trny - 3MiHM 3 AKOCTI.
[oToBUIA Nikapcbkmii 3aci6. KOHTPO/Ib FOTOBOIO /iKaPCbKOro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo gonycTummnx
MeX rOTOBOro NiKapCbKoro 3acoby (BHeCeHHS 3MiH 0 AOCbE
nicNsi OHOBMIEHHS 3arasibHOI CTaTTi HAa FOTOBY NiKapCbKy
dhopmy y AdY/EBponeiickkili hapmakonei) 3miHa napameTpis
cneundikauii 3a n. «Mukpobuonoruyeckasa ymcToTa» -
fopaeTbes poswndpysaHHsa TepmiHie OKAM ta OKAMT:
Ob6Lee KONMYECTBO a3pobHbIX MUkpoopraHnamos (TAMC) Ta
O6LLee KONMYECTBO APOXOKeN 1 niecHeBbIx rpnbos (TYMC).
Bunyuaetbes posgin Ph.Eur. 5.1.4. 3miHn | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLSi NPOBaMKEHHS AiiNIbHOCTI BUPOBGHMKa/imnopTepa
rOTOBOrO /iKapCbKOro 3acoby, BK/IYaoun AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
AKY BifnoBifae BUpOGHUK/IMNOpTEP, He BKIOYAKOUM BUMYCK
cepiil) 3miHa Ha3BK Ta agpecu BUPOGHMKa rOTOBOro

NiKapcbKoro 3acoby, BiANOBiAa/IbHOr0 3a BUPOOGHMLTBO “in
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
bulk" 3 YCB Jlimiteg, X-17/X-18, O.1.4.Ll. MaxaTtma laHgi
Ypior Harap, labxen, flamaH 396210, IHaia Ha YCB MpaiiseT
Nimiten, X-13, 16, 16A, 17, 18, 19, 20, 21, E-22, O.I.A.LI.
Maxatma aHgi Ygior Harap, Ja6xen, JamaH 396210, IHgis.
Bupo6HMya AinbHULA Ta BCi BUPO6HMYI onepaduil
3a/IMLLIATbCSA HE3MIHHMU. BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILiB Mic/1a 3aTBepAKEHHS.
121. | ONNITAP® 3 MI' Tabnetkun no 3 mr, MeHapiHi NMokcembypr BMPOGHMLTBO "in IHpis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3miHu | Tuny - 3a UA/6108/01/03
no 30 TabneTok y IHTepHeLLoHau bulk": ITanisa 3MmiHu 3 sKocTi. CepTudpikat BignosigHocTi/l E-cepTudiikat peyenmom
6nicTepi; no 1 abo OnepeiiwoHc YCB MMpaiiBeT BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
no 2 6nictepu B Tokcembypr NimiTes, HAis; MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa BigNoBIAHOCTI
KapTOHHI KOpooLyi C.A. BMPOBHMUTBO "in

bulk", kKiHueBe
nakyBaHHs, BUMyCK
cepiit:

A. MeHapiHi
MaHydakTypiHr
JoricTikc eHf
Cepsicec C.p.J1.,
ITanis;
KOHTpPOb cepii:
A. MeHapiHi
MaHydakTypiHr
JoricTikc eHf
Cepsicec C.p.J1.,
ITanisa

abo BunyyeHHs cepTtucpikata BiANOBIAHOCTI €BpONENChkili
thapmakonei: gnsa A®l; ans BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
papmakonei) - OHoBEHWIA cepTudikat Bif yxe
3aTBEPAKEHOro BUPOGHYMKA - nogaHHsA oHoBneHoro CEP (3 R1-
CEP 2006-243-Rev 01 Ha R1-CEP 2006-243-Rev 02) ans Adl
Glimepiride Bif 3aTBEpXeHOro BUpobHmka USV Limited,
India, BKAOYaOUM 3MiHY Ha3BM BUPOGHWYOI AinbHuLi 3 USV
Limited, India Ha USV Private Limited, India, 6e3 3miHu agpecu
MiCLA MPOBaMKEHHS AiANbHOCTI. 3MiHM | TUNY - 3MiHU 3 AKOCTI.
CeprtudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkii hapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUYYEHHS
cepTudiikaTa BignosigHOCTI EBponelickbkin dhapmakonei: ans
A®I; ona BuxigHoro marepiasty/peareHTy/npomixHoro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEeHWIA cepTudiikaT Bif yxe
3aTBepXEeHOro BUpo6HVKa - nogaHHsA oHoBneHoro CEP (3 R1-
CEP 2006-243-Rev 02 Ha R1-CEP 2006-243-Rev 03) gns Adl
Glimepiride Big 3aTBEpAKEHOr0 BUpO6HUMKa USV Private
Limited, India. 3miHu | Tuny - 3miHK 3 skocTi. FOTOBWMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOrO NikapcbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roToBOrO NiKapCcbKOro 3acoby (BUy4YeHHS HE3HAYHOro
nokasHuka (Hanpvknag 3actapifioro nokasHuka, Takoro sik
3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB YN CMaKOBUX
[06aB0oK)) BUyYEHHS NokasHuKa "TBepAocTb” 3i cneyudikadii
rOTOBOrO /1iKapCbKOro 3acoby Ha TepMiH npugaTtHocTi. Mpu
LibOMYy Liell NoKa3HWK 3aMLiaeTbes y cneumdikadii Ha BUNycK
cepii Ta 1oro KOHTPOJ/Ib NPOBOAMTLCS “in-process". 3minHu |
T™Mny - AOMIHICTPaTMBHI 3MiHU. 3MiHA HaliMeHyBaHHsA Ta/abo
aapecy MicLs NPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapCbkoro 3acoby, BKIYaUN AiNbHAL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOSIO SKOCTI. (AisfIbHICTb, 3a
AIKy BiANOBIAa€e BMPOGHMK/IMNOpTEP, HE BK/IHOYAKUM BUMYCK
cepiii) 3miHa Ha3BW Ta afpecy BUPOGHMKA rOTOBOrO
nikapcbKoro 3acoby, BiAnoBiga/ibHOro 3a BUpOOHULTBO "in
bulk" 3




73

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
YCB Nlimiteq, X-17/X-18, O.1.4.Ll. Maxatma laHgji Ygior
Harap, fa6xen, JamaH 396210, IHais Ha YCB lMNpaiiBeT
Nimiten, X-13, 16, 16A, 17, 18, 19, 20, 21, E-22, O.I.A.LI.
Maxatma aHgi Ygior Harap, Ja6xen, JamaH 396210, IHgis.
Bupo6HMya AinbHULA Ta BCi BUPO6HMYI onepaduil
3a/IMLLIATbCSA HE3MIHHMU. BBEAEHHS 3MiH NPOTArom 6-Tn
MicsILiB Mic/1a 3aTBepAKEHHS.
122. | OPTAH® Kpanni o4Hi; no 10 CaHTeH AT, PiHNAHAiA Hekctd®apma AT, PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/5593/01/01
KATAXPOM M1y chiakoHi 3 DiHNAHAIA 3MiHK | TUNY - 3MiHa 3aTBEpPAKEHNX YMOB 36epiraHHsi roTOBOro | peyenmom
KpanesibHULEl; (BUPOGHNK, nikapcbKoro 3acoby BHaCNiAOK pe3ybTaTiB AoCigKeHb
no 1 cpnakoHy B BiANoOBigabHUIA 3a CTabiNbHOCTI, NPOBEAEHUX B peasibHOMY Yaci. 3MiHM A0
KapTOHHI KOpooLyi BMPOBHMUTBO in IHCTPYKUIT 415 MeANYHOr0 3aCTOCYBaHHS JliKapCbKOro 3acoby
bulk, nepeuHHe Ta [0 po3ainy "YMoBu 36epiraHHsA" Ta, SIK HAC/IOK, A0 TEKCTY
BTOPVIHHE MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby; 3miHu | Tuny -
nakyBaHHs, 3MiHM A0 IHCTPYKLIT 4719 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
KOHTPO/b AKOCTI); 3acoby Ao po3giny "OcobnnBOCTi 3aCTOCyBaHHS" - 0AaHO
CaHTeH AT, iHcbopMmaLito Woao Aii nig Yac NepLioro BiAKPUTTS h/1aKkoHY;
PiHNAHAIA 00 po3ainis "®apmakonoriyHi BNacTuBoCTi" (He3HauHi
(BUPOGHNK, pefakTopchbki npasku), "Oco61MBOCTI 3aCTOCyBaHHS"
BiANoBiganbHUii 3a (3acTepexeHHs LWoao Aii 4ONOMDKHUX pevoBuH), "Crnocié
BUNYCK cepii) 3acToCcyBaHHA Ta 031" (BKa3iBKM MO BUKOPUCTAHHIO h/1akoHa).
BBefeHHSA 3MiH NpoTAroM 6-T MicALiB NiC/1A 3aTBEPAKEHHS
123. | NAKNIBICTA KOHLeHTpaT ans Mictpan AHrnis Xaynt ®apma HimeuymnH BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/16374/01/01
PO34MHy oNns Kenitan BonbchpartcxayseH a 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peuyenmom
iHdpy3iiA, 6 Mr/mn MeHeKMeHT M6X 3MiHU Y KOPOTKili XapakTepucTuL,i NikapcbKoro 3acoby, TeKCTi
no 5 mn (30 mr), NimiTen MapKyBaHHS Ta IHCTPYKLii 4719 MeANYHOr0 3aCTOCYBaHHS
16,7 mn (100 wmr), reHepuUHMX/ribpruAaHNX/6ionoAibHMX NikapCbKMx 3aco6iB Mmicas
25 mn (150 wmr) BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
ab6o 50 mn (300 He NoTpebye HafaHHSA XOAHMX HOBUX [0AATKOBUX AaHNX)
Mr) y do/1aKoHi; no 3MiHV BHeCeHi [0 iHCTPYKLi y po3ainv
1 chnakoHy 3 "apmakoTepaneBTuyHa rpyna” (Loso Ha3su),
KOHLIEHTpaTOM y "®apmakonoriyHi BnactmsocTi”, "lMokasaHHA" (YTOUHEHHS),
KapTOHHI KOpooLyi "MpoTunokasaHHs", "OcobmBi 3axoaun 6e3nekn”, "Blaemogis 3
IHLWIXMK NikapcbKMMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6nmBOCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[o3n”, "MobiyvHi peakuii”, goaaHo po3ain "HecymicHictb"
BiANOBIAHO A0 iHhopMmaL,ii pechepeHTHOro nikapcbKoro 3acoby
(Taxol, concentrate for solution for infusion, 6 mg/ml, B YkpaiHi
He 3apeecTpoBaHuii). BBeeHHs 3MiH MPOTAroM 6-Tu MicsuiB
nicns 3aTBepaKeHHs
124. | NAHIPON® Kancynu Teepgi 3 MeHapiHi NMokcembypr Brpo6HMLUTBO "in ITanis/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 6e3 UA/6763/01/01
10000 KVLLKOBOPO3YMHHM | IHTepHeLwloHas bulk", koHTpoNb HimeuunH | 3miHuM 3 AKkocTi. [OTOBWIA Nikapcbkuii 3acib. KoHTponb rotoBoro | peyenma
MU MiHi- OnepeiiloHc cepiii: a nikapcbKkoro 3acoby. 3miHa y MeToAax BUNpobyBaHHS
TabneTtkamu; no NMokcembypr Agnep roTOBOrO JliKapcbKoro 3acoby (HesHayHa 3miHa y
20 a6o no 50 C.A. dapmacbHoTiKIC 3aTBEpMXEHUX MeToAax BUNpobyBaHHs). HesHauHa 3miHa y
Kancyny 6aHuj 3 CPA, Itanis; 3aTBEpPXEHVX MeTofax BUNPOBYBaHHS /iKapCbKoro 3acoby 3a

noninponineny; no
1 6aHui B
KapTOHHilA KOopooLi

KiHueBe nakyBaHHs:

AgsaHc ®apma
'M6X, HimeuunHa;
ApTe3aH dapma
'm6X & Ko. KT,
HimeyunHa;

nokasHukom "CTilikicTb 0 Ail L/TYHKOBOro COKy", 30Kpema
npuBefeHHs TeMnepaTypHoro gianasoHy (+2 °C) ta
NPUroTyBaHHsA 3paska (o0fgHa Kancyna Ha npoobipky) BiANOBILAHO
[10 BUMOT 3arasibHOT MoHorpadii €Bponeiicbkoi hapmakonei
"Po3nagaHHsA TabneTok i kancyn”. 3miHu | Tuny - 3mMiHn 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPob roTOBOro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
KoHTponb Ta Bunyck

cepiii:
BEPNIH-XEMI AT,
HimeuunHa

nikapcbkoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHUX MeToAax BUNpobyBaHHs). HesHauHa 3miHa y
3aTBEPAKEHNX METOAaxX BUNPOGYBaHHA 3a MOKa3HNKOM
"Po3nafaHHsA", 30KkpemMa npvBefeHHs TeMnepaTypHoro
gianasoHy (+2°C) Ta npuroTyBaHHs 3paska (ogHa kancyna Ha
npo6ipKy) BiAMOBIAHO A0 BUMOT 3arasibHOI MOHorpadii
€Bponelicbkoi hapmakoneil "Po3nagaHHsA TabneTok i kancyn";
KpiM TOr0 BHECEHHS pefakLuiiiHux 3miH fo po3sginis 3.2.P.5.2
AHaniTnyHi metTogukmn Ta 3.2.P.5.3. Banigauia aHaniTmuHmx
METOAWK.
3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI a60 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®I; ans
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHu (FE-cepTudikat BignosigHOCTI EBpoNeiichkii
hapmakonei gna APl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTy abo [OMOMDKHOI
peyoBuHM) - HoBMiA cepTudikat AN BUXigHOTO
mMartepiany/peareHTy/npoMiKHOro NpoaykTy abo AOMOMDKHOI
pPeyoBMHY Bif, HOBOTO abo BXe 3aTBEPAKEHOr0 BUPOOHMKA.
MoaaHHA HoBoro E-cepTudikaTy BignoBigHOCTI EBpoONeENiChKii
hapmakonei Ne R1-CEP 2010-043-Rev 00 ans fONOMDKHOT
peuyoBuHn Gelatin Bif BXe 3aTBEPAXEHOT0 BUPOOHUKA
ROUSSELOT.
3MiHu | TUNYy - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/ME-
cepTuddikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa BigNoOBIAHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ana
BVXiHOrO Matepiany/peareHTy/npomMiKHOro MPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyosuHu (FE-cepTudikat BignosigHocTi EBponelichkii
thapmakonei ana Ad®l/BmxigHoro
mMartepiany/peareHTy/npoMiKHOro NPoaykTy abo AOMNOMDKHOI
peyoBuHKn) - OHOBEHUIA cepTUdIKaT Bif BXe 3aTBEPIKEHOr0
BMpO6HUKa. MNogaHHa oHoBneHoro ME- cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
172-Rev 02 (3aTBepgxeHo: R1-CEP 2003-172-Rev 01) ans
[0MNoMiXHOT pevoBuHU Gelatin Bif BXxe 3aTBepKeHOro
BUpo6HMKa GELITA Group, SiK HAcnigok 3MiHa agpecu OgHiel 3
BMPOGHMUMX AinbHuLb GELITA DO BRASIL LTDA, 6e3 3MiHn
MicL BUPOGHMLTBA. 3MiHM | TUNy - AOMIHICTPaTWBHI 3MiHU.
3MiHa HaliMeHyBaHHs1 Ta/abo afpecu MicLs NPoBaKeHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBOro NikapCbKoro
3aco0y, BKIOYAKUN AiTbHUL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAKYM BUMYCK cepili). 3MiHa

agpecy Micus NpoBaMKEHHS AisiNIbHOCTi BUPOGHMKA rOTOBOro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
nikapcbkoro 3acoby AgsaHc ®apma 'm6X, HimewunHa
(KiHLEeBe nakyBaHHs).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicas 3aTBEPMAKEHHS.
125. | NAHIPON® Kancynu Teepgi 3 MeHapiHi Tokcembypr Brpo6HMUTBO "in ITania/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/6763/01/02
25000 KMLLKOBOPO3UYMHHM | |HTepHeLloHan bulk", kKOHTpOb HimeuunH | 3MiHuM 3 skocTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTponb rotoBoro | peyenma
MW MiHi- OnepeiiwoHc cepii: a nikapcbkoro 3acoby. 3miHa y MeToAax BunpobyBaHHS
TabneTkamu; no Jrokcembypr Apep roTOBOrO /liKapCbKoro 3acoby (He3HauHa 3MiHa y
20 a6o no 50 C.A. dapmacbHoTikC 3aTBEPKEHNX MeToAax BUNPo6yBaHHS). He3HayHa 3miHa y
Kancyny 6aHui 3 CPA, Itanis; 3aTBEPAXKEHVX MeTofax BUNPOOYBaHHS /ikapCbKoro 3acoby 3a

noninponisieHy; no
1 6aHui B
KapTOHHI/ KopoobLi

KiHLeBe nakyBaHHs:
AfnBaHc ®apma
'M6X, HimeuunHa;
ApTe3aH dapma
6X & Ko. KT,
HimeuunHa;
KoHTposb Ta Bunyck
cepiii:
BEP/IH-XEMI AT,
HimeuyunHa

nokasHukom "CTilikicTb [0 Ail LLTYHKOBOro COKy", 30Kpema
npuBeAeHHs TemnepaTypHoro gianasoHy (+2 °C) Ta
NpUroTyBaHHs 3paska (0gHa kancysa Ha npobipky) BiANOBIAHO
[0 BMMOT 3aranibHoi MoHorpadii €Bponelicbkoi dhapmakonei
"Po3nagaHHa TabneTok i kancyn". 3miHu | Tuny - 3MiHu 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTPONb roTOBOro
nikapcbkoro 3acoby. 3miHa y MeToAax BUNpo6yBaHHS
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAXEHUX MeToaax BUnNpobyBaHHs). HesHauHa 3miHa y
3aTBEPKEHNX METOAaxX BUNPOGYBaHHA 3a MOKa3HNKOM
"Po3nafaHHsA", 30kpemMa npuBefeHHs TeMnepaTypHoro
gianasoHy (x2°C) Ta NpuroTyBaHHs 3paska (ogHa kancyna Ha
npo6ipKy) BigMNoBiAHO A0 BUMOr 3arasibHOi MOHorpadii
€Bponelicbkoi hapmakoneil "Po3nagaHHsA TabneTok i kancyn";
KpiM TOrO BHECEHHS pefakLiiiHux 3miH go po3sginis 3.2.P.5.2
AHaniTnyHi metogukn Ta 3.2.P.5.3. Banigauis aHanituyHmx
MeToANK.
3MiHn | TURY - 3MiHn 3 axkocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NogaHHA HOBOro abo OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI a60 BUNYyYEHHS cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns A®I; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOrO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyvoBuHu (FCE-cepTudikat BignosigHOCTI EBponeiichkii
thapmakonei gna APl/BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAyKTy abo [OMOMKHOI
peyoBuHM) - HoBMiA cepTudikat AN BUXigHOTO
mMartepiany/peareHTy/npoMiKHOro NPoAykTy abo AOMNOMKHOI
peyoBMHY Bif, HOBOTO ab0 BXe 3aTBEpPAKEHOro BUPOGHMKa.
MoaaHHA HoBoro E-cepTudpikaTy BignoBigHOCTI EBpoNeichKiii
hapmakonei Ne R1-CEP 2010-043-Rev 00 aAns ONOMKHOT
peuyoBuHM Gelatin Bif BXe 3aTBEPAXEHOr0 BUPOOHUKA
ROUSSELOT.
3MiHu | TUnYy - 3MiHK 3 akocTi. CepTudikaTt BignosigHoCTI/E-
cepTudikaT BignoBigHOCTI EBponenchkii
thapmakonei/moHorpadii. MogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBiAHOCTI abo BUy4eHHs cepTuddikara
BiANOBIAHOCTI €Bponeiicbkili hapmakonei: gns A®l; ana
BUXiQHOro MaTepiany/peareHTy/npoMixXHOro NpoayKTy, Lo
BUKOPUCTOBYHOTLCA Y BUPOOHULTBI ADI; 415 4ONOMIKHOT
peyosuHu (FE-cepTudikat BignosigHoCcTi EBponelichkii
thapmakonei ana Adl/suxigHoro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
matepiany/peareHTy/npoMibKHOro NPOAYKTYy abo [OMOMIKHOI
peuyoBuHM) - OHOB/EHUIA cCepTUdIKaT Bif BXe 3aTBEPXEHOr0
BMPO6HUKa. NogaHHa oHoBneHoro ME- cepTudikata
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
172-Rev 02 (3aTBEpaxeHo: R1-CEP 2003-172-Rev 01) ans
LOMOMDKHOT peyoBuHM Gelatin Big BXe 3aTBEpAKEHOro
BMpo6HMKa GELITA Group, siKk Hacnigok 3MiHa agpecu OHiei 3
BUPO6HNYMX AinbHUUs GELITA DO BRASIL LTDA, 6e3 3MiHu
MicLA BUPOOHMLTBA. 3MiHW | TUNy - AOMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHS
LisNIbHOCTI BUpOBHUKa/iMnopTepa roToBoro /ikapcbkoro
3ac00y, BKIOYAKUN AibHNL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/TIO SKOCTI. (4iANbHICTb, 3a AKy BignoBifae
BMPOGHMWK/IMNOPTEpP, HE BK/IKOYAKUM BUMYCK cepili). 3MiHa
afpecy Micus NPoBaXEHHS Ais/IbHOCTI BUPOGHMKA rOTOBOrO
nikapcbkoro 3acoby AgsaHc ®apma M'm6X, HimevunHa
(KiHLEeBe nakyBaHHs).
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB Nicas 3aTBEPMAKEHHS.
126. | NAHS3ICA/ no 10 mn, 25 mn OkTathapma ABCTpiIs Oktachapma feccay | HimeyunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/17142/01/01
PANZYGA® PO3UUnHY Y PapmaueBTuK 'm6X, HimeyunHa a MiHU | TUNY - peecTpavis f0AaTKOBOI BTOPMHHOT YNakoBKM peyernmom
thnakoHi, no 1 a (BUPOGHUK, ABCTpIs (kapTOHHOI KOPOGKM) Ta AOAATKOBOI MEPBUHHOI €TUKETKM i3
chnakoHy B MpoaykTioHcre BIANOBifa/IbHWI 32 3a3HaYeHHSAM MKHapPOAHVX NMO3HAYeHb OAVHULIb BUMIPIOBaHHSA
KapTOHHIlA c. M.6.X. BTOpPUHHE (cuctema oguHuLb Sl). TepmiH BBEAEHHS 3MiH - NPOTAroM 6
Kopo6ui; no 50 mn, nakyBaHHs); MiCALIB MiCNsA 3aTBEPKEHHS
100 M1 pO3UMHY y OkTadhapma
nnswkax, no 1 dPapmavueBTmKa
nAsWLi B MpopykTioHcrec.
KapTOHHIA Kopoo6Li M.6.X, ABCTpisi
(BUPOBGHUK,
BiANoBigabHUIA 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Tb AKOCTI,
BUNYyCK cepii);
OxkTadhapma,
®paHuia (BUPOOHUK,
BiANoBiganbHUii 3a
BVMPOGHMLTBO in-
bulk, nepeuHHe
nakyBaHHs, BUMyCK
cepii)
127. | NEMETPEKCE NOpPOLLOK Mictpan AHrniA BUPO6GHUYMBO Ma Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHiX MaTepianiB: TeXHIYHa 3a UA/16247/01/01
A-BICTA niochinizoBaHuii Kenitan rnepsuHHe Pecny6nik nomMmunka (3rigHo Hakaszy MO3 Big 23.07.2015 Ne 460) - peyernmom
AN NPUTrOTyBaHHSA MeHepKMeHT rnakysaHHs1 a/ BUMPAaB/IEHHS TEXHIYHMX NOMWIOK, 3rifHo n.2.4. po3giny VI
KOHUEHTpaTy ans NimiTen JlikapcbKoeo 3acoby: | Bonrapis/ Haka3y MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
pO34MHy Ans OHKOME[, Icnanis Haka3zy MO3 Ykpainuu Bif 23.07.2015 p Ne 460) —
iHdhysili no 100 wr, MaHyhaKTopiHr a.c., BMNPAB/IEHHST TEXHIYHOT MOMUIKM B MeToZax KOHTPOJHO SIKOCTI,
no 100 mry Yecbka Pecny6bnika; nomwunaka 6yna gonyuieHa Ha TUTY/bHI CTOPIHL Y
thnakoHi; no 1 BMOPUHHE BiANOBIAAILHOCTI ABOX BUPOGHYKIB: CiHTOH C.p.0., Yecbka
donakoHy 3 raxkyBsaHHs Pecny6nika Ta CiHToH Xicnania C.J1., Icnanis. 3asHauyeHe

MOPOLLKOM Y

JiKapcbko20 3acoby:

BUMPaB/IEHHS BiANoBigae apXiBHNUM MaTepianam BUPOGHMKa
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
KapTOHHI/ Kopoo6Li Oxi |
dapmacbloTikanc,
Ntg4., Bonrapis;
KOHMPO/1b KOCMI,
8idnosioanbHUl 3a
BUMYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHis;
KOHMPO/Ib IKOCMI,
8idnosidasibHUl 3a
BUIYCK cepii:
CiHTOH c.p.o.,
Yecbka Pecny6nika
128. | NEMETPEKCE NOpPOLLOK Mictpan AHrnisA BUPOBHUYMBO Ma Yecbka BHECEHHS 3MiH [10 peecTpaLiliHiX maTepianiB: TeXHIYHA 3a UA/16247/01/02
A-BICTA niocphinisoBaHuii Kenitan nepsuHHe Pecny6nik nomMuka (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyernmom
[ONA NPUroTyBaHHSA MeHegKMeHT rnakysaHHs1 a/ BUMPAaB/IEHHS TEXHIYHMX NOMWIOK, 3rigHo n.2.4. po3giny VI
KOHUEeHTpaTy ans NimiTen JlikapcbKoeo 3acoby: | Bbonrapis/ Haka3y MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pefakuii
pO34UnHy Ans OHKOME[, Icnanis Hakasly MO3 Ykpainu Big 23.07.2015 p Ne 460) —
iHcpysiii no 500 wmr, MaHyhakTopiHr a.c., BUNPAaB/IEHHS TEXHIYHOT MOMUIKM B MeToax KOHTPOJHO SKOCTI,
no 500 mry Yecbka Pecny6nika; nomuska 6yna gonyweHa Ha TUTYNbHI CTOPIHL Y
thnakoHi; no 1 BMOPUHHE BiANOBIAAILHOCTI ABOX BUPOGHWKIB: CiHTOH C.p.0., Yecbka
donakoHy 3 rnakysaHHs1 Pecny6nika Ta CiHToH XicnaHis C.J1., Icnanis. 3a3HayeHe
NOPOLLKOM Y JliKapCcbKo20o 3acoby: BUNpPaB/IEHHS BifnoBigae apxiBHUM MaTepianam BUPOGHMKa
KapTOHHI KOpooLyi Loxi |
dapmacbHoTiKasc,
Nta., Bonrapis;
KOHMPO/Ib IKOCMI,
8idnosioasbHUl 3a
BUIYCK cepii:
CiHTOH XicnaHisi,
C.J1., IcnaHis;
KOHMPO/Ib KOCMI,
8idrnosioasibHull 3a
BUIYCK cepii:
CiHTOH c.p.o.,
Yecbka Pecny6nika
129. | NEH- Kpem 10 mr/r; no 2 NAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/17283/01/01
FEPMNEBIP® r B Ty6i, no 1 1y6i "Kuismegnpen "KuiBmegnpenapart”, 3MiHU | TUNY - 3MiHa HaliMeHyBaHHSA 3asBHKKa, 6e3 3MiH Y peyenma
y nauui apar” MeToAax KOHTPOJIt0 SIKOCTi JTiKapCbKOro 3acoby. Takox 3miHa
HaliMeHyBaHHS 3asBHVKa 6e3 3MiH B iHCTPYKL,T 4719 MeAnYHOro
3aCTOCYBaHHSA Ta y TEKCTI MapKyBaHHS NikapCcbKoro 3acoby;
3anponoHOBaHoO:
MoBHa Ha3Ba AkLjioHepHe ToBapucTBo "KuiBmeanpenapat”
CkopouyeHa Hassa MAT "KuiBmegnpenapat”; 3miHu | Tuny -
3MiHa HalilMeHyBaHHS1 BUPObHMKa, 6e3 3MiH y MeToAax
KOHTPOJIH0 SIKOCTi NiKapcbKoro 3acoby. Takox 3miHa
HaliMeHyBaHHs1 BUPOGHMKa 6e3 3MiH B iIHCTPYKLT Ans
MeAMYHOro 3aCTOCYBaHHA Ta Y TEKCTi MapKyBaHHS NiKapCbKoro
3acoby; 3anponoHoBaHo: MNoBHa Ha3Ba
AkuioHepHe ToBapucTBo "KuiBMegnpenapat” CkopoyeHa
HasBa AT "Kvismegnpenapar"
130. | NEHTAKCM® NopoLLIOK CaHodpi PpaHuis CaHodpi MNactep, PpaHuis BHECEHHS 3MiH [10 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny - 3a UA/13010/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
BAKUMHA AN1A | Haemophilus Mactep ®paHuia; CAHO®I ITania 3MiHa BMPOGHMKa BUXiAHOrO/MPOMIXXKHOTO NPoAyKTy/peareHTy, | peyenmom
MPO®INIAKTUK | influenzae Tuny b C.N.A, Itanis; YropwmHa LLIO BUKOPUCTOBYIOTLCS Y BUpOGHMYOMY npoueci A®l, abo
N QUDTEPII, Ta cycneHsia ans CaHochi-ABeHTiC 3MiHa BMPOGHMKa (BKIHOYatoun, ge HeobxigHo, Micue
MPABLS, iH’exuiii (0,5 mn); Mpaiisit Ko. NiT4,, NpoBefeHHs KOHTPOsI0 skocTi) AP - nepeHeceHHs micus
KALUTHOKY no 1 cpnakony 3 YropumHa NpoBeAEeHHS KOHTPO/IIO AKOCTI Ajt040i pevyoBuHN
(ALENONAPH nopowkom Ta 1 KOHL,EHTPOBaHOI TPUBASIEHTHOT NONIOMIENITHOT BaKLUHK i3
nin nonepegHbL0 3aBogy B Mapci-n'ETyanb fo HOBOi 6yaisni B44 Ha 3aBogi B M.
KOMMOHEHT), 3arnoBHEHOMY Banb-ae-Poli (anbTepHaTuBHa BUPOGHMYA [iTbHULSA); 3MiHWK 1]
nonioMieniTy | wnpwuuy (0,5 mn) 3 TUNYy - AoAaBaHHS HOBOT anlbTepHaTUBHOI 6yaisni B44 ana
IHAKTUBOBAH | npukpinneHoto OCTaHHbOT0 eTany Npouecy BUPOOHNLTBA KOHLIEHTPOBaHOT
ATA ronkoto (a6o 2 TPUBANEHTHOI NOIOMIENITHOT BaKLMHW Ha NiANPUEMCTBI B M.
BAKUUHA ANA | okpemymun Banb-ge-Poii
MPO®INIAKTUK | ronkamu), Lo
N IHOEKLIIA, MIiCTUTb CyCneH3ito
CNPUYNHEHU Ons iH'ekuin, B
X KapTOHHIiA
HAEMOPHILUS | kopob6ui. Mo 1
TANY B donakoHy 3
KOH’FOTOBAH nopoLukom Ta 1
A, nonepegHL0
AACOPBOBAH | 3anoBHeHOMYy
A wnpuuy (0,5 mn) 3
NPUKPINIEHOI0
ronkoto (a6o 2
oKkpemumu
rofikamu), Lo
MICTUTb CYCMeH3it0
ONs iH'EKUIN, B
CTaHfapTHO-
€KCMOPTHiN
ynakoBLi, sika
MIiCTUTbCA Y
KapTOHHI/ KopoobLi
3 iHCTpYKLUi€t0 ans
MeAn4HOro
3aCTOCyBaHHs
131. | NEPFOBEPIC® | nopoLuok Ta Apec TpeiigiHr | Leeliyapis Mepk CepoHo C.A,, LLiBeiuapi BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/10624/01/01
PO3YMHHUK ANs C.A. BIAAINEHHS Y M. A 3MiHM | TUNY - 3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax peuyenmom
PO34nHy ons O6OHH 36epiraHHs rOTOBOTO J1iKAPCbKOrO 3aco6y - 36i/bLUEHHS
iH'ekuiin; 1 abo 3 TepMiHy NpUAATHOCTI PO34YMHHMKA (BOA4A ANS iH'EKL), SKMM
chnakoHm 3 KOMMNNIEKTYETHLCS yNakoBKka roTOBOro NikapCbKoro 3acoby Ha
NOPOLLKOM Y OCHOBI NO3UTUBHYWX pe3ybTaTiB AOBrOCTPOKOBMX AOC/IHKEHD

KomnnekTi 3 1 abo
3 chnakoHamu 3 1
M1 PO3YMHHMKA
(Boga ons
iH'eKuiin) y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIW

CTabiNIbHOCTI Y peasibHOMY Yaci: 3anpornoHoBaHo: TepMiH
npuaatHocTi. 60 MicauiB BBeAeHHA 3MiH NPOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPKEHHS
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
ynakoBLii B
Kopobui; 5
oNakoHIB 3
MOPOLLKOM Y
KoMMekTi 3 5
onakoHamu 3 1
M1 PO3YNHHMKA
(Boga ons
iH'ekuin) y
KOHTYPHIl
YapyHKOBIl
ynakosLij; no 2
KOHTYpHi
YapyHKOBI
yMnakoBKu B
Kopobui
132. | NONDKNHAKC Kancynm Na6opatopis PpaHLis IHHOTepa LLysi, PpaHLis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/10193/01/01
BariHasbHi, No 6 IHHOTEK ®paHuia (BUPOBHUK 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOrO NiKapCbKoro 3acoby | peyernmom
kancyny énictepi; IHTepHacbiioH BIANOBifa/IbHWI 32 - 3MiHa B MeToAax KOHTPOK roTOBOrO JliKapCbKoro 3acoby 3a
no 1 a6o 2 anb nakyBaHHs, NnoKasHUKOM «laeHTudikauis nonimekcuHy B cynbarty,
6nictepu B KOHTPO/b i BUMYCK HEOMILVMHY cynbddaTy Ta HiCTaTuHy»; 3MiHa B MeTofax
KapTOHHI KOpo6Li cepii); KataneHt KOHTPOJT0 TOTOBOTO J1iKapPCbKOro 3ac0o6y 3a NoKa3HNKOM
®paHL, BeitHxeiim «KinbkicHe BM3Ha4YeHHs NoniMikcuHy B cynbhat»; 3miHu | Trny
CA, ®paHuis - KOHTPO/1b TOTOBOTO /1iIKAPCLKOrO 3aC00Y - OHOB/IEHHS PO34iny
(BMPOGHYK 3.2.P.5.5. flomiwkn; 3MiHU | TUNY - OHOB/EHHA TE -
BiANoOBigabHUIA 3a cepTudikaTy BignoBigHocTi EBponeiickkoi hapmakonei Ne R1-
BMPOGHULITBO in CEP 2003-172-Rev 02 Big Bupo6Huka A®| XXenatnH GELITA
bulk); CBICC KENC GROUP
AT, Wseiiuapis
(BMPOGHYMK
BignoBiganbHWA 3a
BMPOBHMLTBO in
bulk)
133. | NOTEHUIANE TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/6415/01/01
060/10HKOI0 N0 "TexHonor" BBE/IEHHA HOBOrO BMPoOHUka A®| cungenadiny untpatr MSN | peyernmom
100 wmr; no 2 Organics Private Limited, IHgisi, B IKOr0 HasiBHUIA cepTudiikaT
Tabnetkn y BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP 2013-
6nictepi; no 1 abo 219-Rev 02.
2 6nictepun y nauu,i
3 KapToHy; no 1
Tabnetyi y
6nictepi; no 1 abo
2abono4
6nictepy y nauui 3
KapTOHY
134. | NOTEHUIANE TabneTku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: MiHu | Tuny - 3a UA/6415/01/02
06010HKOt0 Nno 50 "TexHonor" BBE/EHHA HOBOrO BMpoOHUka A®| cungerHadpiny untpatr MSN | peyernmom

Mr; 10 2 Tabnetkn
y 6nicTepi; no 1
abo 2 6nictepu y
nautii 3 KapTOHY;
no 1 rabnetuiy

Organics Private Limited, IHgis, B sikoro HasiBHUIA cepTudikat
BiANoBigHOCTI EBponeiickkili hapmakonei Ne RO-CEP 2013-
219-Rev 02.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
6nicTepi; no 1 abo
2 abono 4
6nictepn y nauui 3
KapTOHyY
135. | MPOCIMAH® cupon no 100 mn, EHrensrapg HimeuunHa BMPOGHMLITBO, HimeuymnH BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: MiHu | Tuny - 6e3 UA/0672/02/01
cupPon BIA, 200 Mny chnakoHi; | ApuHainmitren nakyBaHHs, a 306paXXeHHs 3arBUHUYYBAHOrO KOBNayka 6yno BigKopuroBaHe peyenma
KALLIO no 1 cpnakoHy b M6X & KOHTPO/1b SIKOCTI, BiAMOBIAHO A0 HOBMX pEKOMEeHaLiil Ta IHCTPYMEHTIB.
pasom 3 MipHO Ko.KI BMNYCK cepil: He3HauHi 3MiH1 3HaYeHb AONYCKIB € HACNIAKOM HOBUX
YaLlKo B EHrensrapg, IHCTPYMEHTIB; 3MiHM | TUMNy - 3MiHa NOB'A3aHa 3 OHOB/IEHHAM
KapTOHHIA Kopoo6Li ApuHaiimiTTens cepTugikaTy EC Ha MipHY Yallky Ha N'ATb POKiB Ta 3MiHOI
Mv6X & Ko.KT, PO3MILLEHHSI fAaHOr0 AOKYMEHTA Y peecTpauiiiHoMy [0CbE;
HimeuunHa; 3MiHM | TRy - 3MiHa y MeToAax BunpobyBaHHS roToBoro
nepBuHHe NikapcbKoro 3acoby (He3HayHi 3MiHW y 3aTBEPMKEHNX MeToAaxX
nakyBaHHs, BUNPOOBYBaHHS); 3MiHM | TNy - 3MiHa NapameTpis
BTOPUHHE cneumdikauin Ta/abo AONYCTUMUX MEX NEPBUHHOT YNakoBKM
nakysaHHsA: MepL, roTOBOrO NiKapPCbKOro 3acoby - 3MiHa NoB'A3aHa 3 He3HA4YHOI0
dapma MvbX i Ko. 3MiHOK Y cneungikauii Ha CKNAHWIA hnakoH; 3MiHK | Tuny -
KlraA, HimeuunHa; 3MiHa y MeToAax BunpobyeaHHs APl abo BMXiAHOTO
nepBuHHE marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
nakyBaHHs1, BMKOPWUCTOBYETLCS y Npoueci BUpobHuuTBa A®I - 3MiHa B
BTOPUHHE MeTofax BunpobyBaHHs «KinbkicHe BU3HauYeHHs» Ad, Lo
naxkyBaHHs: BVKOHYETbCA MeTogoM BEPX, y 3B'A3Ky 3 npua6aHHAM HOBOro
NixTenxenbar M6 X o6nagHaHHA ans BEPX; 3miHu | Tvny - 3mMiHKM B npoLeci
PapmaLeBTUyHa BMPOGHMLUTBA AD| (He3HaYHa 3MiHa Y npoLeci BUpo6HMLTBA
thabpuka, A®I); 3MiHM Il TUNY - KOHTPO/L FTOTOBOTO NiKAPCLKOro 3acoby -
HimeuyunHa OHOBJIEHHS1 HOPMYBaHHS Ail04OI peYoBUHM B cnevmdikauii
NpOTAroM TepMiHy NpUAATHOCTI B po3aini «KinbkicHe
BU3HAYEHHS» 3 ypaxyBaHHAM aHaliTU4HOro Mapkepa
(Xepepakosng C)
136. | PAUSOAEI® PO34rH An1s A/T Hoeo [OaHis BupobHnyTBO, [anisa/ BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/14281/01/01
PJIEKCTAY® iH'ekuiin, 100 Hopgaick HanoBHEHHS B PpaHuis AnmiHicTpaTMBHi 3MiHK. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu | peyenmom

Of/mn; no 3Mny
KapTpuaXi, SKuii
MIiCTUTbCA Y
6araTono30Bii
04HOpPa30BiIN
wnpuy-pyyui; no 1
abo no 5 wnpu-
PYYOK Y KapTOHHIi
KopooLi

NepBUHHY YNakoBKy

Ta KOHTPO/b 6asky.

BignosiganbHuii 3a
BUMYCK:

A/T Hoeo Hopgick,
[aHis;
Brpo6HMLTBO,
HanoBHEHHS B
NepBUHHY YNakoBKy
Ta KOHTPO/b 6asky.
KomnnekTyBaHHs,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs rOTOBOrO
npoaykTy. KoHTposnb
AKOCTI 6asnky
roTOBOrO NPOAYKTY
Ta KiHLEeBOro
rOTOBOrO NPOAYKTY:
A/T Hoeo Hopgick,
[aHis;

MiCLiA NPOBaKEHHS Aif/IbHOCTI BUPO6HMKa/iMnopTepa
rOTOBOrO NiKapCbKOro 3acoby, BKIYAKUUN AiNbHNL BUMYCKY
cepil abo micue NpoBeAeHHSI KOHTPOSIO SKOCTI. (AisiNbHICTb, 3a
AKY BiAMNoBiAae BUPOGHUK/IMNOPTEP, BK/IKOYAOUM BUNYCK Cepiit)
- 3MiHa agpecu Bupo6Huka 13 A/T HoBo Hopgick, JaHis,
BiJNOBIAA1bHOrO 3@ BUPOOHULITBO, HAMOBHEHHS B NEPBUHHY
ynakoBKy Ta KOHTPOnb 6asky. BignosigasibHoro 3a sunyck, 6e3
3MiHM MiCL BUPOOHMLTBA. 3MiHN BHECEHO B IHCTPYKLitO 4715
MeAMYHOr0o 3aCTOCYBaHHS LWOA0 MiCLIe3HaXOMKEHHS
BMPOGOHUKA, SIK HACNIAOK — BiANOBIAHI 3MiHW Y TEKCT
MapKyBaHHS1 yNakoBKM JlikapCbKoro 3acoby (BBeAeHHs 3MiH
NPOTArom 6-Tu MiCALIB NiC/A 3aTBEPXKEHHS)
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
MapkyBaHHsa Ta
BTOPVHHE
nakyBaHHs FOTOBOrO
NPOAYKTY:
A/T Hoso Hopgick,
[NaHis;
Hoso Hopgick
MpogatokcboH CAC,
PpaHuis
137. | PO3YBACTAT NOpPOLLOK How Na6c IHais How Na6c MeT. NiT4. IHais BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - - UA/14226/01/01
WH KANbLUIKO (cybeTaHuis) y MeT. N14. AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
NOABINHMX MicLsi MPOBaKEHHS AisNIbHOCTI BUPOGHMKA (BK/IOUatouK, 3a
noslieTUIEeHoBMX HeoObXiZHOCTI, MicLle NPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
nakeTtax gns BNlacHvka mactep-gaiina Ha A®l, abo nocTavasibHMKa
thapmavreBTUYHOr Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXHOIO NPOAYKTY, L0
0 3aCTOCYyBaHHS 3aCTOCOBYIOTLCA Y BUPOOHULTBI ADI (AKLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BifcyTHOCTI cepTudikata
BIANOBIAHOCTI EBponeiichbkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT ONOMIDKHOI PEUOBUHM (SIKLLLO
3a3HayYeHo y A0CbE) - 3MiHa agpecu BupobHuka Howw Jlabe
MeT. IT4., IHAiA, 6€3 3MiHK Micus BUPOBHULTBA
138. | PYTO3UA KpucTanivyHmi TOB "Toprosa YkpaiHa l'yliniHb NasH Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny - - UA/13927/01/01
TPUTIAPAT NOPOLLOK KOMMaHis Heiiutopan BHECEHHS 3MiH [0 p. «<MapKyBaHHs»; 3anponoHoBaHo: Ha
(cybeTaHuis) y "ABpopa" IHrpigieHTy, Kopn. eTUKEeTLi BKa3yloTb: iHhopMalLlito 040 TOBApHOr0O 3HaKy
noABiHNX 3anBHWKa, Ha3BY NPOAYKTY, KpaiHy BUPOGHUK, dhipMy
nonieTnIeHoBmx BMPOGHUWK Ta apecy posTalllyBaHHs, HOMep napTii, macy
Milkax s HEeTTO, AaTy BUITOTOB/IEHHS, KiIHLEBUIA TEPMIH BUKOPUCTAHHS,
chapmaveBTUYHOT yMOBY 36epiraHHs
0 3acTOCyBaHHSA
139. | P-UMH kancysm no 150 JoniH NimiTepg, IHgis ioniH Nlimiteq, IHais BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a UA/8840/01/01
mr; no 100 a6o AnMiHicTpaTMBHI 3MiHX. 3MiHa HalilMeHyBaHHsA Ta/abo aapecu | peyenmom
1000 kancyny MiCLiA NPOBaKEHHS Aif/IbHOCTI BUPO6HMKa/iMnopTepa
6aHKax rOTOBOrO JlikapCbkoro 3acoby, BK/IOYaoumn AiNlbHUL BUMYCKY
cepii abo MicLe NpoBefeHHS KOHTPOIO AKOCTI. (BiANbHICTb, 3a
AKY BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYAOUN BUMYCK
cepiii). 3miHa agpecw BupobHuka 13 Nlonid Nimiteq, IHAjNA,
6e3 3MiHN MicLA BUPOGHMLTBA.
140. | P-UMH Kancynu no 300 Tonin NimiTen IHAjs NMonin NMiviteq IHAis BHECEHHS 3MiH 0 peecTpaliiHux maTepiasis: 3MiHu | Tuny - 3a UA/8840/01/02
mr; no 100 a6o AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
1000 kancyny MiCLSi NPOBaMKEHHS AiiNIbHOCTI BUPOBGHMKa/imnopTepa
6aHKax rOTOBOrO /iKapCbkOro 3acoby, BKIYaoun AiNlbHUL BUMYCKY
cepil abo micue NpoBeAeHHS KOHTPOSTIO SKOCTI. (AisNbHICTb, 3a
AIKY BiAnoBiJae BUPOOHUK/IMNoOpTep, BKIOYAOUN BUMYCK
cepiin). 3miHa agpecv BUpo6HuKa 13 fTonid Nimiteq, IHAis,
6€e3 3MiHM Micusl BUPOOHMLTBA.
141. | P-UMH kancynu no 150 mr | JlioniH NlimiTes IHais NMoniH NMimiteq, IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/8841/01/01

in bulk Ne 1000:
no 1000 kancyn y
6aHKax

AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLiAl MPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOro NikapCbKoro 3acoby, BKIYaUUN AiNbHAL BUMYCKY
cepii abo micue NpoBefeHHs KOHTPOSIO SKOCTI. (AisfIbHICTb, 3a
AIKy BiANOBigae BUPOGHMK/IMNOpTep, BKIOYaUM BUMYCK
cepiid). 3miHa agpecn Bupo6Huka 13 Jltonid NlimiTes, IHAisA,
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
6€e3 3MiHM Micusl BUPOOHMLTBA.

142. | CEAICTPEC Tabnetku no 10 TOB "ACIHO YkpaiHa TOB "®apma Ctapt" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/14145/01/01
Tabnetoky YKPAIHA" BMNPaB/IEHHSA TEXHIYHOT NOMUSIKM B METOAAX KOHTPOSIO AKOCTI | peyenma
6nictepi; no 1, 3 p.Cknag, a came fOMNOBHEHHSA HOMEPOM «E» [OMNOMIDKHUX
Ta 6 6nictepiB y peyoBuH MaHHuT (E 421) Ta Acnaptam (E951), y 3B'A3Ky 3
nauuj 3 KapToHy HeBIAMOBIAHICTIO iHdhopMaLii y MeToAax KOHTPOSIO SKOCTi

nikapcbkoro 3acoby (p. Cknag Ta MapKyBaHHSi Ha BTOPUHHIl
ynakoBLi)

143. | CUBYTIH Tabnetkn no 5 mr, AT YKpaina AT "KNIBCbKWI Ykpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianiB: MiHu | Tuny - 3a UA/6115/01/01
no 10 Tabnetok y "KNIBCbKWN BITAMIHHU/IA nofaBaHHa BUpo6HUYOi ginbHuLi PCAS (Seloc France Site), | peyenmom
6nicTepi, no 3 BITAMIHHNIA 3ABO" France gnsa A®| okcMbyTUHIHY rigpoxnopuay BifnoBiAHO [0
6aicTepn y nayuj 3ABO" 3aTBepmkeHoro CEP Ne R1-CEP 1998-143-Rev 05

144. | CIO®OP® 1000 | TabneTku, BKpUTI Na6opatopi ITanis Bupo6bH1uTBO "in HimeuuunH BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3734/01/01
nNiBKOBOIO FgotTi C.n.A. bulk", nepBrHHe Ta a 3MiHu 3 sikocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPObL FOTOBOTO | peyenmom

060/10HKOI0, MO
1000 mr, no 15
TabneTtok y
6nicTepi; no 2 abo
4 6nictepu B
KapTOHHilA KOpo6L

BTOPVIHHE
nakyBaHHs1,
KOHTPO/b Ta BUMYCK
cepii:
MeHapiHi-®oH
XeligeH TM6X,
HimeyuunHa;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:
BEP/IH-XEMI AT,
HimeuuunHa,;
Brpo6HMuTBO "in
bulk", nepBuHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTpO/b cepii:
[pareHochapm
Anotekep Mown
m6X, HimeuunHa,;
Bupo6bH1uTBO "in
bulk" Ta KOHTPONb
cepii:
BEP/IH-XEMI AT,
HimeuunHa;
MepBuHHE Ta
BTOPVIHHE
nakyBaHHs:
CBICC KAIC 'm6X,
HimeuunHa;
KoHTponb cepii:
KA Na6opatopieH
[O-p ®peiitar TM6X,
HimeuunHa

nikapcbKoro 3acoby (iHwi 3MiHu) - 3MiHM B p. 3.3.P.5.5.
XapakrepucTvka AoMiwok. MNpoinb AOMILIOK He 3MIHUBCS,;
3MiHU | TNy - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkunii 3aci6.
KOHTpOsb roToBOro fikapcbkoro 3acoby. 3miHa y metogax
BUNPOBYBaHHS rOTOBOrO NiKapCbKOro 3acoby (BUIyYeHHS
MeToAy BUNPOGYBaHHS, SIKLLO BXE 3aTBepKEHWI
a/IbTEPHATVBHUI METOA) - BUyYEHHA MeToAy KOHTponio TLUX
ons igeHTudikadii metchopminy I'13. Ockinbkn, npu
NpoBefeHHi JaHOro KOHTPO/TH0 BUKOPUCTOBYETLCA
Hebe3neyHnin peareHT Ans po3nunenHs (TLWX meTog A).
loeHTUdikauis NpoBOAUTLCSA BiANOBIAHO [0 3aTBEPAKEHOr0
meTody b (TLUX 3 BUKOpUCTaHHAM Y — feTeKTyBaHHS)
(BBegeHHs 3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPAKEHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
KOHTpPO/1b rOTOBOro NiKapcbKoro 3acoby. 3MiHa y MeToAax
BMNPOOYBaHHSA rOTOBOrO MiKapCbKOro 3acoby (BUyYeHHs
MeToAy BUNPOBYBaHHS, AKLLO BXe 3aTBepKEeHWI
anbTepHaTUBHUI METOA) - BUyYEHHSI METOAY KOHTPO/O
BEPX ons ineHTndikauii Ta kinbkicHoro Bmicty (BEPX meTtoz
A). Ockinbkn, HasiBHUII MeTon b BEPX i3 15-XBUIMHHUM Yacom
06p0o6KM yNbTpasByKoOM /18 NPUrOTYBaHHA 3pa3ka (BeedeHHs
3MiH NPOTAroM 6-TW MICALIB NicNs 3aTBEPLKEHHS); 3MiHM |
TUny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y MeToaax
BMMPOGYBaHHS rOTOBOTO JlikapcbKoro 3acoby (He3HauHa 3miHa
y 3aTBepKeHNX MeTodax BUNpPoOyBaHHS) - 3MiHN B METOAaX
KOHTpO/t0 /13 3a NoKa3HUKOM «XiMiuyHa ynctoTa», y 3B'A3Ky 3
yHichikauieto metogy BEPX ans BusHaueHHs igeHTudikauii Ta
KifibkicHoro BMicTy (BBefeHHs 3MiH NpOTArom 6-Tn MicsLiB
nicns 3aTBepKeHHs); 3MiHW | TMNy - 3MiHK 3 AKocTi. FoToBUIA
nikapcbknii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOr0 NikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPMXEHUX MeToAax BUNPoOyBaHHS) -
3MiHN B MeTOoAax KOHTposto /13 3a NOKa3HUKOM
«lgeHTundikauis», «KinbkicHe BU3HaYeHHs», «XiMivyHa
yuctoTta» (BEPX, metoa B), a came: 3MiHeEHa Yacy 06po6ku
yNbTpa3ByKOM AJ1 NPUroTyBaHHA 3paska 3 5 xB Ha 15 xB gns
NOAIMNLWEeHHA BU3HAYEHHSA KifIbKICHOro MeTpodopMiHy
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(BBegeHHs 3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPAKEHHS);
3MiHM | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbKuMii 3aci6.
KOHTposb roToBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3aco0y (BM/ly4YeHHS HE3HAYHOTO NokasHuka (Hanpuknag
3acTapisioro nokasHuKa, Takoro sik 3anax Ta cMak, abo
ineHTndikauiss 6apBHMKIB Y CMaKoBUX J06aBOK)) - BUTYYEHHS
3i cneumdikauii 13 nokasHuka «laeHTudikalia giokemay
TuTaHy (E 171) (BBeAeHHS 3MiH NpoTArom 6-T1 MicauiB nicns
3aTBEpMXEHHS); 3MiHu | TNy - 3MiHK 3 SKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPOJIO
AKOCTI FOTOBOrO NikapCcbKoro 3acoby (3amiHa abo fJoAaBaHHSA
[iNbHULI, Ha 5Kl 3QJCHIETLCA KOHTPO/IL/BUNPOGYBAHHS
cepii) - foaasaHHA BUPOOHNYOT AiNbHULI BignoBiganbHOT 3a
KOHTponb cepii KAM Nla6opatopieH [ - p ®peiitar M'm6X,
HimeuyuunHa (BBeeHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPLKEHHS); 3MiHU | TUNY - 3MiHK 3 AKocTi. CepTudikar
BignoBigHocTi/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
thapmakonei/moHorpadii. NMogaHHA HOBOro abo OHOB/IEHOTO
cepTtudbikaTa BiANOBIAHOCTI ab0 BUNYyYeEHHS cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuMHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
hapmakonei) - OHoB/EHWIA cepTudikat Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
CEP 2000-059 Rev 08 Bif 3aTBEpIKEHOIO BUPOGHMKA AdDI
meTdopMiHy rigpoxnopugy Harman Finochem Limited, India;
3MiHM | Tuny - 3miHn 3 sakocTi. CepTuddikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. MogaHHA HOBOro abo OHOBJ/IEHOTO
cepTudikaTa BiANOBIAHOCTI abo BUyYeHHS cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gns A®I; ans
BVXiHOrO Marepiany/peareHTy/npoMKHOrO NMPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 ONOMIXHOT
peyoBUHM (CepTuUdikaT BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUI cepTudiKaT Big yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHoOcTi EBponeiickkoi hapmakonei Ne R1-
CEP 2000-059 Rev 09 Big 3aTBEpAKEHOrO BUPO6HMKA AdDI
meTdpopMiHy rigpoxnopugy Harman Finochem Limited, India;
3MiHu | Tuny - 3miHK 3 AkocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa Bi4nNoBIiAHOCTI abo BUy4YeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ana
BVXiHOrO Matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKIl
chapmakonei) - OHOBNEHUI cepTUdiKaT Bif yxe
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3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHoOCTI EBponeiickkoi hapmakonei Ne R1-
CEP 2000-059 Rev 10 Big 3aTBepa)xeHoro Bupo6Hvka AdI
meTdpopMiHy rigpoxnopugy Harman Finochem Limited, India;
3MiHu | Tuny - 3miHK 3 AkocTi. CepTudikat BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI €EBponenchkiii
thapmakonei/moHorpadii. MogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa Bi4NoOBIAHOCTI ab0 BUy4YeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiichbkili hapmakonei: gns A®l; ana
BVXiHOrO Matepiany/peareHTy/npomMiKHOro MPOAYKTY, Lo
BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; 4151 LONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
hapmakonei) - OHoBMeHUIA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTucpikaTy BignoBigHOCTI €Bponeiicbkoi hapmakonei Ne R1-
CEP 1997-049 Rev 07 (nonepegHs Bepcis CEP Ne R1-CEP
1997-049 Rev 06) Bif 3aTBEPAXEHOr0 BUPO6HUKA API
mMeTdopMiHy rigpoxnopugy USV Limited (HoBa Ha3Ba - USV
Private Limited); 3miHun | Tny - 3miHmn 3 AkocTi. CepTudikar
BianoBigHoCTI/ME-cepTudikat BifnoBiAHOCTI €BpoNeiichkii
thapmakonei/moHorpadii. MogaHHA HOBOro abo OHOBJIEHOTO
cepTtudikaTa BiANOBIAHOCTI ab0 BUyYeHHS cepTudikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnst A®I; ans
BVXifHOrO Marepiany/peareHTy/npoMKHOrO NMPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 ONOMIXHOT
peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHUI cepTudiKaT Big yxe
3aTBEPAKEHOI0 BUPOBHMKA - NOAAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHoOCTI EBponeiickkoi hapmakonei Ne R1-
CEP 1998-079 Rev 07 Bif 3aTBEpA)XEHOr0 BUPO6GHMKa ADI
mMeTdopMiHy rigpoxnopuay Wanbury Limited; 3miHun | Tuny -
3MmiHu 3 sKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponelichbkin hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBEHOTO cepTuddikaTa BiANOBIAHOCTI
abo BuyyYeHHs cepTudpikaTa BiANOBIAHOCTI €BpONechbkili
thapmakonei: gna Ad®l; ans suxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONENChKil
hapmakonei) - OHoBeHUiA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOBGHMKA - NOAAHHS OHOB/IEHOTO
cepTucpikaTy BignosigHOCTI €Bponeiicbkoi hapmakonei Ne R1-
CEP 1998-079 Rev 08 Big 3aTBepXeHoro Bnpo6Hvika Adl
MeTdopMiHy rigpoxnopugy Wanbury Limited; 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa Bi4NoOBIAHOCTI
abo BunyyeHHs cepTtucpikata BiANOBIAHOCTI €BPONENChKili
thapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; 415 AONOMIKHOT
pevoBUHM (cepTudikaT BiANOBIAHOCTI E€BpoNeichbkKil
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hapmakonei) - OHoBeHWIA cepTudikat Bif yxe
3aTBEPAKEHOIO BUPOGHMKA - NOAAHHS OHOB/IEHOTO
cepTucpikaTy BignoBsigHOCTI €Bponeiicbkoi hapmakonei Ne R1-
CEP 1998-079 Rev 09 Bif 3aTBepXeHoro Bnupo6Hvka Adl
MeTdopMiHy rigpoxnopugy Wanbury Limited; 3miHu | Tuny -
3MmiHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa Bi4NoOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI €BPONENChKili
thapmakonei: gns A®l; ans BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuMHM (CepTudikaTt BiAMOBIAHOCTI EBpONechbkili
papmakonei) - OHOB/EHWIA cepTudikar Bif yxe
3aTBEPIAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTy BignoBigHOCTI EBponeiicbkoi hapmakonei Ne R1-
CEP 1999-030 Rev 07 Bif 3aTBEpAKEHOIO BUPO6HMKA AdDI
MeTgopMiHY rigpoxnopuay. Ak Hacnigok, 3miHa HasBu
BMpo6HMKa A®| 3 Weifa AS, Norway Ha Vistin Pharma AS,
Norway

145.

COJAEPM

Kpem 0,1 %, no 25
r, 50 ry Ty6i, no 1
Ty6i B KQPTOHHIA
nauuj

[Nepwmadcapm
Al

HimeuunHa

mi6e MmbeX
ApuHaiimiTTens

HimeyuuH
a

BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
3MiHM Wopo 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa Y KOpPOTKiil XxapakTepuCTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUIT 4719 MEANYHOrO 3aCTOCYBaHHSA Ha
nifcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpaviliHvin nepiod, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHNX BiAnoBigHO
00 nnaHy negiatpuyHmx gocnigpxkers (PIP) (3MiHy y3rogpkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN BHECEHI [0
IHCTPYKLUT 4719 MeANYHOro 3acTOCYBaHHA NikapCbKoro 3acoby y
po3zinu: "OcobamBocCTi 3acTocyBaHHS", "IMo6GIYHI peakujii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaLi Woao 6e3nekn gitouol
peyvoBUHY; 3MiHK Il TURy - 3MiHK WoAo 6e3nekn/edheKTUBHOCTI
Ta (papmakoHarnsgy. 3mMiHu y KopoTkili xapakTepucTui
nikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHA Yy 3B’A3KY i3 HOBUMU AaHVMU 3
AKOCTI, AOKTIHIYHUMU, KNIHIYHUMW AaHUMY Ta AaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHi A0 iHCTPYKLii AN1s
MeAMYHOro 3acTOCYBaHHA /TiKapCbKoro 3acoby y po3gin
"Moka3saHHs" Ta po3ainu: "®apmakosoriyHi BNacTueocTi",
"MpoTunokasaHHa", "B3aemogis 3 iHWMMK NiKapCbKUMu
3acob6amu Ta iHwWi Buan B3aemogiit”, "*OcobmBocCTi
3acTocyBaHHA" (y T. 4. "3acTocyBaHHSA y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTb BNMBATY Ha LUBUAKICTb
peakLii Npn kepyBaHHi aBTOTPaHCMOPTOM ab0 iHLWMK
MexaHizmamn"), "Cnoci6 3actocyBaHHsa Ta fo3n" (Y T. u.
"fitn"), "Mepeno3ysaHHs", "MobivHi peakwyii”

3a
peyerimom

UA/10254/03/01

146.

CMA3MA/TOH
®

Tabnetku, no 10
TabneTok y
6nictepi; no 1 abo
no 2, abono5

TOB "TeBa
YkpaiHa"

YkpaiHa

BankaHndapma-
AynHnua AT,
Bonrapisi; AT

"GapmaueBTuyHa i

Bonrapis
Cepbis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHU | TUMY - 3MiHK A0 IHCTPYKUiT AN MeguyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3Ainis:
"MMpoTmnokasaHHa" (pefakTopcbki NpaskK), "B3aemogis 3

6e3
peyenma

UA/7059/01/01




86

Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
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6nictepiB y XimiuHa IHaycTpis, IHLIMMKM NiKapCbKMK 3acobamu Ta iHWi BUAn B3aeMogiii",
KapTOHHIlA 3apasne”, Cepbis "Oco6mBocTi 3acTocyBaHHA", "Mo6ivHi peakuii” BignosBigHO A0
Kopo6ui; no 20 OHOB/IEHOI iHthopMmaLii 3 6e3neky 3aCTOCYBaHHS Ailounx
Tabnetok y peyoBMH. BBEAEHHS 3MiH NPOTAroM 6-T1 MicAUIB nmicns
6nictepi; no 1 3aTBEPIKEHHSA
6nictepy B
KapPTOHHI KOpooLyi
147. | CNIPUBA® NopoLUOK AN BepiHrep HimeuunHa BepiHrep HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHMXx maTepianis: iHu | Tuny - 3a UA/6495/01/01
iHranauin, Teepai IHrenbxanm IHrenbxanm ®apma a 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyernmom
Kancynu no 18 IHTEpHeLHN v6X i Ko. KI BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHKX Npo cucTemy
mkr, no 10 kancyn v6X chapmakoHarnsgy (BBeeHHS y3araslbHEHUX AaHWX Npo
3 MOPOLLUKOM A5 cuctemy thapmakoHarfisgy, 3miHa ynoBHOBaXKeHOI 0cobu,
iHranauin y BiANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsgy; KOHTakTHOT
6nictepi, no 3 0ocobu 3 dhapmakoHarnsay 3asiBHUKa AN 34iliCHEHHS
6nictepu B hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
KapTOHHIiA YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
Kopobui; no 10 thapmakoHarnsgy (Bknoyarouy KOHTakTHI AaHi) Ta/abo 3MiHu y
Kancyn 3 po3MmilLeHHi macTep-ghaiina cuctemun hapmakoHarnsgy) -
MOPOLLKOM N1 3MiHa KOHTaKTHOI 0CO6M YNOBHOBaXKEHOI 0COOM 3asBHUKA,
iHransuin y Bi4NoBiAabHOI 3a hapmMakoHarnsg B YkpaiHi: NponoHoBaHa
6nicTepi, no 1 abo pegakuis: Fou, TeTaHa. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOT
3 6nictepu B 0cobu ynoBHOBaXXeHOT 0cobyM 3a8BHMKA, BifNoBigabHOI 3a
KOMNAeKTi 3 thapmakoHarnag B YkpaiHi
npUCTpPoeEM XeHgi
Xelinep® B
KapTOHHI Kopoo6Li
148. | CY/IbUE® NOpPOLUOK ANs Megokemi Kinp Megokemi NT/, Kinp BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3a UA/11158/01/01
pO34nHy OoNns nTa (3aBog C) 3MiHM | TUny - 3MiHK Woo 6e3nekn/edheKTMBHOCTI Ta peyenmom
iH'ekuiino1r/lry thapmakoHarnagy. BeefeHHs abo 3miHn [0 y3arasbHeHuX
dhnakoHax Ne 1, Ne [aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
10, Ne 50, Ne 100 y3araslbHeHUX faHux nNpo cuctemy dhapmakoHarnsay, aMmiHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/IbHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 hapmakoHarnagy
3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, YyNOBHOB&XeHOI 0co6M, BiANOBIAA/IbHOI 3a
3iicHeHHs dpapMakoHariaay (BK/IYaoUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-chaiina cuctemu
hapMakoHarnsay) - 3MiHa ynoBHOBaXKeHO! 0CO6U 3asiBHYIKA,
Bi4NOBiga/IbHOI 3a 34jICHEHHST chapMakoHarnsay:
MponoHoBaHa pepakuis: Marina Couva. 3MiHa KOHTaKTHUX
[aHnX ynoBHOBaXeHOI 0Co6W, BiAnoBifabHOI 3a 3AiiCHEHHS
dhapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
3asBHKa, BiANOBIAANLHOI 3a 34iiCHEHHS chapmakoHarnsgy B
YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOT AiSNIbHOCTI 3
hapMakoHarnsgy. 3miHa MicLe3HaxomKeHHs1 MacTep-chainna
149. | TEBAJNOP- Tabnetkn ons TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 6es UA/4271/01/01
TEBA CMOKTaHHs no 20 YkpaiHa» Pasrpag AT, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo agpecu peyenma
Tabnetoky Bonrapis; 3asBHMKa (BNacHvKa peecTpauiiHoro nocBig4eHHs). 3miHa
6nicTepi; no 1 abo BankaHndapma- azpecy 3asiBHMKa
2 6nictepu B OynHuus AT,
KapPTOHHIM nauuj Bonrapis
150. | TEPBIHOPM Tabnetkun no 250 yoprna py3ia K.O. C/IABIA ®APM PyMyHis BHECEHHS 3MiH /10 pEECTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny - 3a UA/13367/02/01
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3acoby nocsioYyeHHs
Mr, Mo 7 TabneTok MEAVLUNH C.P.N. 3MiHuM Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsay. peyenmom
y 6nictepi, no 2 nTa 3MiHU Y KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi
6nictepu B MapKyBaHHS! Ta IHCTPYKUii A1 MEeAMYHOr0 3aCTOCYBaHHS
KapTOHHI Kopoo6Li reHepuyHUX/ribpuaHMx/6ionoaibHKX NnikapcbkUx 3acobiB nicns
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa
He nNoTpebye HafaHHA XOAHUX HOBUX AO0AATKOBUX AaHWX) -
3MiHV BHECEHI [0 IHCTPYKUIT 4518 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu "®apmakosnorivyHi BnacTuBocTi",
"MokaszaHHA" (yTouHeHHs), "MNpoTunokasaHHs", "B3aemogis 3
IHLIMMKM NiKapCbKMK 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco6nmBOCTI 3acTOCyBaHHA", "3acTocyBaHHS y nepiog,
BariTHoCTi abo rogysaHHs rpyaat", "3aaTHicTe BNAMBaTy Ha
LIBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCNOPTOM abo
iHWMMKY MexaHismamun", "Cnoci6 3acTocyBaHHS Ta [o3n",
"Mepepo3yBaHHaA", "Mo6iyHI peakuii” 3rigHO 3 iHhopMaLliero
LLOZI0 MEANYHOTO 3aCTOCYBaHHS pethepeHTHOro JliKapCbKoro
3aco6y (JJAMI3UNI®, TabneTtkn no 250 mr). BBeAeHHS 3MiH
npoTArom 3-x MicAUiB MiC/1A 3aTBEPKEHHS
151. | TPABIHOP® OYHi Kpanni, AT YkpaiHa AT "KWIBCbKWN peuis BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiB: 3MiHu | Tuny - 3a UA/16877/01/01
po3uuH, 0,040 "KNIBCbKWN BITAMIHHUIA 3MiHN 0 MeToaunkn «KifbkKicHe BU3HaYeHHS. BeH3anKoHi peyenmom
mr/mMn no 2,5 mny BITAMIHHNIA 3ABO" X/10pUA,.» Y NPUroTyBaHHi CTaHAapTHOrO PO34MHY GEH3aKOHI0
donakoHi 3ABOA" (BUpPOGHMLTBO 3 xnopugy
noninponisiecHoBOM npoaykuii in bulk "
y 3 KpanesibHUuer Pacapm C.A.",
Ta KOHTponem Ipeuif)
nepLLoro
po3KpuTTS, no 1
h1aKoHy y nauui
152. | TPABIHOP® OYHi kpanni, AT YkpaiHa PA®APM C.A., Ipevyis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - - UA/16876/01/01
po3uuH, 0,040 "KNIBCbKWN Ipeuist 3MiHM 40 MeToaukn «KinbKiCHe BU3HaYeHHs. BeH3aKoHiI
mr/mn in bulk: no BITAMIHHUIA X/10pua,.» y NPUroTyBaHHi CTaHAapTHOrO PO34MHY GEH3aMKOHI0
2,5 Mn 'y chnakoHi 3ABOJA" xnopuay
noslinponisieHoBOM
Yy 3 KpanenbHuLeto
Ta KOHTposieM
nepLLoro
po3kpuTTS, no 100
a60 200 chnakoHiB
Y KapTOHHIl
Kopo6ui
153. | TPUMEKAIH KpUCTaniuHuii TOB "TK Ykpaina IHTepchapma Mpara, Yexis BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - - UA/14185/01/01
rAPOXNOPUA | nopoLuok "ABpopa" a.c., Uexis BHECEHHS 3MiH [0 p. «MapkKyBaHHs»; 3anponoHoBaHo: Ha
(cybcTaHuis) B eTUKeTLi BKasyloTb: iHhopMaLlito LoA0 TOBAPHOro 3HaKy
noABiHMX 3asBHUKA, Ha3BY NPOAYKTY, KpaiHy BUPOBHWK, chipMy
nonieTnIeHoBUX BMPOGHWK Ta aAjpecy po3TallyBaHHSA, HOMep napTii, Macy
MiLLKax Ans HeTTO, AaTy BUrOTOB/IEHHS, KiHLLEBUIA TePMiH BUKOPUCTaHHS,
thapmaveBTUYHOr yMOBM 36epiraHHs
0 3aCTOCYyBaHHS
154. | ®A3/TO4EKC pO34uH Ans AcTpa3eHeka Benuka Brpo6HuK HimeuuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5440/01/01
iH'ekuinn, 250 mr/5 IOK Nimiteq BpuTtaHis nikapcbKoro 3acoby a/ 3MiHu 3 sKocTi. FoTOBMIA NiKapCbkuii 3aci6. 3MiHN y peyenmom
Mano 5 mn "in bulk", neprHHa Benuka BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
pO34MHYy B ynakoBka, BputaHis BUMYCKY Cepii Ta KOHTPO/IKO AKOCTi FOTOBOTO NiKapCbKOro
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
nonepegHL0 BisyasibHWit 3acoby (3amiHa abo JoAaBaHHA AibHULI, Ha SKil
3arnoBHeHOMY KOHTPO/1b, KOHTPO/b 3[jiAICHIOETLCA KOHTPO/L/BUNPOBYBaHHA cepii) - 4oAaBaHHA
CKISAHOMY LUMPUL AKOCTI 3a [04aTKOBUX BUPOBHNUMX (PYHKLRA: Bi3yaslbHUIA KOHTPOSIb,

3 KOHTpO/IEM
nepLLoro
BIAKPUTTS; No 2
nonepegHL0
3anoBHeHi Lnpuum
B KOHTYPHIl
YapyHKOBIl
ynakoBLii 3 ABOMa
6e3neyHnmm
ronkamu «BD
SafetyGlide™x»; no
1 KOHTYPpHIl
YapyHKOBIl
ynakosLi B
KapTOHHI/ Kopoo6Li

roKasHMKaMu: onwuc,
ineHTuikauis,
KiflbKicHe
BU3HAYEHHSA
dynBecTpaHTy,
NpoAYyKTY
nerpagauii, 06’em
iH eKUiT B
KOHTeliHepax,
MeXaHiuHi
BK/TIOUYEHHS
(HeBMAUMI YacTkn),
CTEPUSIBHICTD,
€HA0TOKCUHMU,
oyHKLiOHaNbHE
BMNpobyBaHHA PFS,
BMICT eTaHosny,
BMICT CpTy
6€eH3110BOro, BMICT
6eH3unbeH3oaTa):
BetTtep ®apma-
®epTuryH N'mbX Ta
Ko. KI, HimeuunHa;
Bupo6HMK,
BignoBiganbHMiA 3a
BTOPWHHY YNakoBKy,
KOHTPO/Ib SIKOCTI,
BWMNYCK Cepil:
AcTpa3eHeka tOK
NimiTen, Benvka
BputaHis;
BUPOBHUK,
BiANOBIAa/IbHUI 3@
Bi3ya/lbHWi aHanis:
BetTep ®apma-
®epTuryH M'm6X Ta
Ko. KT, HimeuuunHa;
BUPOBHUK,
BiANOBIAaIbHUI 3a
TecTyBaHHs
CTepW/IbLHOCTI:
BetTtep ®apma-
®epTuryH N'mbX Ta
Ko. KI', HimewyunHa;
Bupo6HMK,
BignoBiganbHWA 3a
KOHTPO/b AKOCTI (3a
NoKasHMKamm
CTEepPW/IbHICTb,

KOHTPO/Ib AKOCTi 3@ MOKa3HWKaMu: onuc, igeHTudikauis,
KiNbKicHe BU3HaYeHHs1 (DyNBeCTPaHTy, NPOAYKTU Aerpasadii,
06°€eM iH €eKLji B KOHTEHepaXx, MexXaHiyHi BKIIOYEHHS
(HEBMAUMI YaCTKM), CTEPUIBHICTb, EHAO0TOKCUHMU,
oyHKLioOHau1bHE BUNpobyBaHHA PFS, BMICT eTaHony, BMICT
cnupTy 6eH31N0BOro, BMiCT 6eH3nnbeH3oaTa 4o Bxe
3aTBEPMAXEHUX BUPOBHNUMX (PYHKLA: BUPOBHMLTBO
nikapcbkoro 3acoby "in bulk", nepeuHHa ynakoska, Ans
BMpo6HUka M3 Betrep ®apma-depturyH M6X T1a Ko. K,
Himeuumnna / Vetter Pharma-Fertigung GmbH & Co. KG,
Germany posTalloBaHoro 3a agpecoto LyTueHwTpacce 87,
88212, PaBeHcbypr, HimeuyunHa / Schutzenstrasse 87, 88212,
Ravensburg, Germany; 3miHu | Tuny - 3miHW 3 AKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCSA BUMYCKY Cepii Ta KOHTPO/IO
AKOCTI FOTOBOrO NikapCbKoro 3acoby (3amiHa abo fJoAaBaHHSA
OiNbHWLI, Ha AKili 34iACHIOETBCS KOHTPO/L/BUNPOGYBaHHS
cepii) - AoAaBaHHA AOAATKOBOI BUPOGHMYOI AinbHUL BeTTep
dapma-depturyH Nm6X Ta Ko. K, HimewunHa / Vetter
Pharma-Fertigung GmbH & Co KG, Germany, BianoBigasibHOT
3a KOHTPO/1b SIKOCTI (3@ NOKa3HUKaMW CTEPUSIbHICTb, MEXaHiYHi
BK/TIOYEHHS, €HA0TOKCMHK)), po3TalloBaHoi 3a afpecor
ElizeHbaHLWwTpacce 2-4, D-88085, flaHreHapreH, HimeuunHa /
Eisenbahnstrasse 2-4, D-88085, Langenargen, Germany
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
MeXaHiuHi
BK/THOYEHHS,
€HL,0TOKCUHMN):
BetTtep ®apma-
depTuryH rmox ta
Ko. KI', HimeuyunHa
155. | ®PAHIFAH Tabnetku, no 4 TOB YkpaiHa KYCYM XENTXKEP Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7260/01/01
Tabnetkn y "TNEAPAPM MNBT NTA, IHAisA 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peuyenmom
6nicTepi; no 25 nTta' abo BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
6nicTepiB y TOB "KYCYM BMPOGHMLTBA A4J15 YACTUHU abo BCbOrO BUPOGHMYOro npouecy
KapTOHHIlA PAPM", rOTOBOrO J1ikapCbKOro 3acoby (fiIbHULSA, Ha SKi NPOBOAATLCS
ynakosLi; no 10 Ykpaina 6yAb-sKi BUPO6HUYI CTagji, 3a BUHATKOM BUNYCKY Cepii,
TabneTtok y KOHTPOJTH0 AIKOCTi, NEPBUHHOIO Ta BTOPUHHOTO NakyBaHHSA, 415
6nictepi; no 10 HeCTepW/IbHUX NiKapCbkux 3aco6iB). CynyTHA 3MiHa - 3MiHK 3
6nicTepiB y AKOCTI. [OTOBWIA Nikapcbknii 3aci6. 3MiHWM Y BUPOOHULTBI.
KapTOHHIiA 3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHULi BUPO6HULTBA ANS
ynakoBLi 4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (4inbHWUUA A1 BTOPUHHOTO NakyBaHHS)-
3MiHu 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOI AiNbHULL
BMPOBGHMLTBA A/151 YacTUHU abo BCbOro BUPOGHNYOro npoLecy
roTOBOrO JliKapCbKOro 3acoby (finbHULA 415 NEPBUHHOIO
nakyBaHHs) - BBELeHHA A0AATKOBOI AiNIbHULL BUPOBGHULITBA
Kycym Xentxkep MBT JItg, Mot Ne M-3, IHgop Cneluen
IkoHOMik 30yH, Deis-Il, Mitamnyp, AicT. Axap, Maaxbs
Mpageww, MiH 454774, IHgjis. 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPO/I0
SIKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPOOHMKaA, LU0 BiAMOBiAAE 3a BBE3EHHS Ta/abo BUMYCK cepil) -
Bk/touatouy KOHTPOb/BUNPOGYyBaHHS cepii. BBeaeHHs
[04aTKOBOT AiNbHULL BUpo6HULTBA Kycym XenTxkep MeT /114,
Mnot Ne M-3, IHgop CneLen IkoHOMik 30yH, deirs-Il,
Mitamnyp, Adict. Axap, Maaxes Mpagew, MiH 454774, IHais.
3MiHu | TMNY - 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPO6HMLTBI. 3MiHa po3mipy cepii (BkItoUatoun
niana3oH po3Mipy cepii) roToBoro Jlikapcbkoro 3acoby
(3MeHLWweHHs 1o 10 pasis) - 3MiHa po3Mipy cepii roToBOro
nikapceKoro 3acoby - 100 000 TabneTok Ans [OAATKOBOI
OinbHWU BUpo6bHuuTBa Kycym Xentxkep MBT JITa, Mnot Ne M-
3, IHaop Cnewen IkoHoMik 3oyH, Deiis-1l, Mitamnyp, OicT.
[xap, Magxbs MNpagelw, NiH 454774, Hais.
156. | PE3AM® Kancynu TBepaj; TOB «TeBa YkpaiHa BankaHndapma- Bonrapis/ BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/3371/01/01
no 10 kancyny YkpaiHa» [ynuuus AT, Cepbis AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu | peyenmom
6nictepi; no 2 abo Bonrapisi; 3asiBHMKa (B/1aCHMKa PEECTPALiiHOro NOCBIAYEHHS) 3MiHa
6 6nicTepiB y AT aZipecy 3asiBHMKa
KapTOHHIA KopooLi "PapmaLueBTUYHa i
XimiyHa IHgycTpis,
3apasne”, Cepbist
157. | ®NNYKOHA3O0/1- | kancynv no 50 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [J0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/1153/01/01
AAPHUUA no 10 kancyny "®apmauesTu "®apmaveBTuyHa 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabiNbHICTb. peyenmom
KOHTYPHIl YyHa hipma dipma "dapHuug" 3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
YapyHKOBIl "OapHuusa” rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
ynakosLi; no 1 NPUAATHOCTI TOTOBOrO /iKAPCbKOro 3acoby) - [1ns Toprosoi
KOHTYPHIi ynakoBku (NiATBEPAKYETHCA AAHNUMUN PeasibHOro Yacy)
YapyHKOBIl 36iNbLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOrO /iKapCbKOro
ynakoBLji y naywi 3aco6y Ha OCHOBI MO3UTUBHUX pe3ybTaTiB 4OBrOCTPOKOBMUX
pocnipkeHb cTabifIbHOCTI Y peaslbHOMY Yaci:
3artBepmkeHo: TEPMIH MPUAOATHOCTI 2 poku
3anponoHosaHo: TEPMIH MPUOATHOCTI 3 pokn BeegeHHs
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAKeHHS 3MiHN | TUny
- 3MiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO /1iKapCbKoro 3acoby (3mMiHa y 3aTBepakeHoMy
NPOTOKONI CTabiNIbHOCTI) 3MEHLLEHHS YaCTOTW AOC/TiKEHHS
cTabinbHocTi MN3 ®nykoHason-AapHuus, Ha OCHOBI aHasi3y
CTAaTUCTUYHNX AaHWX
158. | PJZTYKOHA3O0/- | kancynu no 100 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/1153/01/02
AAPHULUSA mr; no 10 kancyny | "®apmauestu "®apmMaueBTNYHa 3MiHK 3 siKoCTi. FoToBUIA Nikapcbkuii 3aci6. CTabiNbHICTb. peuyenmom
KOHTYPHIi YyHa dhipma thipma "apHnus" 3mMiHa y TepmiHax npugaTtHocTi abo ymoBax 36epiraHHs
YapyHKOBIl "AapHnus” rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY
ynakosLi; no 1 NPUAATHOCTI FOTOBOIO /iKAPCbKOro 3acoby) - [1ns Toprosoi
KOHTYPHilA yNakoBKK (NigTBEPAXKYETLCS AaHVMW peasibHOro vacy)
YapyHKOBIl 36i/bLLEHHSA TEPMiHY NMPUAATHOCTI FOTOBOrO /iKapCbKOro
ynakoBLji y nayui 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB 4OBrOCTPOKOBMX
pocnipkeHb cTabifIbHOCTI Y peasibHOMY Yaci:
3arBepmkeHo: TEPMIH MPUAOATHOCTI 2 poku
3anponoHosaHo: TEPMIH NMPNOATHOCTI 3 poku BeefeHHA
3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepAKeHHs 3MiHu | Tuny
- 3MiHu 3 SKoCTi. FoToBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JliKapCcbkoro 3acoby (3miHa y 3aTBepakeHoMy
NPOTOKONi CTabiNIbHOCTI) 3MEHLLEHHS YaCTOTU AOC/iDKEHHS
cTabinbHocTi N3 ®nykoHason-AapHuus, Ha OCHOBI aHani3y
CTAaTUCTUYHWX AaHWX
159. | ®/ZIYKOHA3O0/- | kancynu no 150 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - Neo2, Ne3 - UA/1153/01/03
AAPHULA mr, no 1 kancyniy "®GapmaLesTu "®apmMaLeBTnYHa 3MiHu 3 IKOCTi. FOTOBWIA nikapcbkuid 3aci6. CTabinbHICTb. 3a
KOHTYPHilA yHa hipma ipma "JapHuus” 3MiHa y TepMiHax NpuaaTtHocTi abo ymoBax 36epiraHHst peuyenmom;
YapyHKOBIl "OapHnus” rOTOBOrO JliKapCbKOro 3acoby (36iNbLUEHHSI TEPMiHY Ne 1 - 6e3
ynakosLi; no 1 NpPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby) - [1ns Toprosoi peyenma
KOHTYPHilA yNakoBKK (NigTBEPAXKYETLCS AaHVMK peasibHOro yacy)
YapyHKOBIl 36i/bLUEHHS TEPMiHY NMPUAATHOCTI FOTOBOTO /iKapCbKOro
ynakoBLi y nayu; 3ac0o6y Ha OCHOBI NO3UTUBHKX pe3ynbTaTiB JOBrOCTPOKOBUX
no 1 kancyniy [ocnigkeHb CTabiNIbHOCTI Y peasibHOMY Yaci:
KOHTYPHIl 3arsepgxeHo: TEPMIH MPUNOATHOCTI 2 poku
YapyHKoBili 3anponoxosaHo: TEPMIH NMPUAOATHOCTI 3 poku BeegeHHs
ynakoBLi; no 2 abo 3MiH NPOTArom 6-Tu MICALB Nicia 3aTBepPAKEHHS 3MiHK | Tuny
3 KOHTYpHi - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb.
YapyHKOBI 3MiHa y TepmiHax npugaTHocTi abo ymoBax 36epiraHHs
YyNaKoBKM y mavw,i rOTOBOrO JIiKAPCbKOro 3acoby (3miHa y 3aTBepaKeHOMY
NPOTOKONi CTabiNIbHOCTI) 3MEHLLEHHSI YacTOTU AOC/iPKEHHS
cTabinbHocTi N3 ®nykoHason-AapHuus, Ha OCHOBI aHani3y
CTaTUCTUYHUX AaHWX
160. | PAYUNHAP® renb, 0,25 mr/r, no TOB «BAYLL YKpaiHa $apmsasog Enbha Monbua BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/2878/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
15ryTy6i; no 1 XEJNC» AT. AaMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecn | peyernmom
Ty6i B KQPTOHHIiA 3asBHUKA (BNacHMKa peecTpauiiiHoro nocBigyeHHst). 3miHa
Kopobui HaliMeHyBaHHS 3asiBHMKa (B/1acHVKa peecTpaLiiHoro
noceigueHHs). BBegeHHs 3MiH NpoTarom 6-Tu micauiB nicns
3aTBEPAKEHHS.
161. | PTOPYPALUWN- | KoHUeHTpaT 4/1A TOB Ykpaina TOB "®APMEKC Ykpaina BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13709/01/01
DPAPMEKC pO34MHy oNns "®APMEKC reyn 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy. peyenmom
iHcpy3iid, 50 mr/mn reyn" BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
no 5 mn a6o no 10 thapmakoHarnagy (BBeAeHHs y3arasibHeHUX AaHnX npo
My donakoHi; no cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
5 chnakoHiB y BiANOBIAA/IbHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KOHTYPHIi ocobu 3 hapmakoHarniagy 3asBHvKa ANs 34iINCHEHHS
YapyHKOBIl chapmMakoHarnagy B YkpaiHi, AKLL0 BOHA BigMiHHA Bif,
ynakosLi; no 2 YNOBHOBaXEHOI 0CO6W, BiANOBIAAILHOI 32 3iiCHEHHS
KOHTYPHi thapmakoHarnagy (BKIuyakum KOHTaKTHi AaHi) Ta/abo 3MiHu y
YapyHKOBI po3MilLieHHi MacTep-chaiina cucteMmun hapmakoHarnsgy) -
ynakoBKU B 3MiHa YNOBHOBaXEHOI 0CO6U 3as1BHYVKA, BignoBigabHOI 3a
KapTOHHIM nayu,i dhapmakoHarnag. MponoHoBaHa pefakuis: Tonokesny
Bonoammup KOpiiioBuY. 3MiHa KOHTaKTHUX AaHNX
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHaring,
162. | XEMINOP pO34uH Ans AT "dapmak” YkpaiHa AT "dapmax” Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/10910/02/01
poTtoBoi AAMiHICTpaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo agpecu | peyenma
NMOPOXHMHK NO 3as1BHMKA (B/1AaCHMKA PEECTPALIAHOrO NOCBIAYEHHS) - 3MiHa
100 mn 'y dpnakoHi; Ha3BW Ta agpecu 3asiBHUKa. BBeeHHs 3MiH NpoTAroM 6-tn
no 1 donakony y MiCALIB Micnsa 3aTBepKeHHsA. 3MiHK | Tuny - AgMiHICTpaTuBHI
nadui 3 KapToHy 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo agpecu Micust
NPOBaPKEHHA AisS/IbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoUYakoun AinbHULi BUNYCKy cepii abo
MicLie NPoBeAEHHSA KOHTPOSIIO AKOCTI. (LisiNIbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNOpPTEp, BK/IOYAKUM BUMYCK cepild) -
3MiHa Ha3BW Ta afpecy BUPO6HUKa, 6e3 3MiHU MicuA
BMPOGHMLUTBA. BBEAEHHS 3MiH NPOTArom 6-Tv MicsLiB micas
3aTBEPAKEHHS.
163. | XEMI/IOP pO3yYuH Ans AT "dapmak” Ykpaina AT "dapmak" Ykpaina BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3miHu | Tuny - 6e3 UA/10910/02/01
poToBOi BWy4EHHS hipMU-BUPOBHYMKa cybCTaHL,i ekceTuanH peyenma
NOPOXHUHU NO Dishman Pharmaceuticals and Chemicals Limited, India
100 mn 'y chnakoHi;
no 1 dpnakoHy y
nayi 3 KapTOHY
164. | ULMUHAPU3NH NMOpPOLLOK PAKWWT IHAjs PAKLWINT OPAIC IHAis BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/13670/01/01
(cybcTaHuis) y OPArcC nBT MBT NTA. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
noABiliHMX nTAa. MicLs NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/tOHAOUM, 3a
nakeTtax 3 HeOobXifHOCTI, MicLe NPOBEAEHHS KOHTPOJIIO SIKOCTI), abo
nonieTunexy ans BflacHVKa macTtep-gaiina Ha A®Il, abo noctavasnbHUKa
hapmaLeBTUYHOT Adl/BnxigHOro matepiasny/peareHTy/npoMixXHOro NPOAYKTY, L0

0 3aCTOCYBaHHSA

3aCTOCOBYOTbCS Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOCHE
Ha nikapcbkuii 3acib) 3a BiACcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe, abo BUPOOHKKA HOBOT AONOMDKHOI PEYOBUHM (SIKLLLO
3a3HauveHo y gocke). 3MiHa agpecy BupobHuka A®| PAKLLINT
AOPAIC MNBT NTA., IHAiSA, 6€3 3MiH1 Micusi BUPOGHULITBA.
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHVKA (B/lacHMKA peecTpaviiiHoro
noceigyeHHs). 3MiHa agpecu 3asBHMKA.
165. | UMHKY 48% BogHa NAT YkpaiHa IciH Jliao HOaH Kutai BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: - UA/12421/01/01
MIPUTIOHAT cycneHsis "KuiBmegnpen Kewmikan Ko. /114. 3MiHM | TUny - 3MiHa HaliMeHyBaHHS 3asiBHMKA, 6€3 3MiH Y
(cybeTaHuis) y apatr” MeToAax KOHTPOJIt0 SKOCTi NlikapCbKOro 3acooby;
nonieTnIeHoBUxX 3anponoHOBaHO:
6oukax ans MoBHa Ha3Ba AkLioHepHe ToBapucTBo "KniBmeanpenapat”
hapmaL,eBTUUHOT CkopoyeHa Ha3ssa MNAT "KuiBmegnpenapat"
0 3aCTOCYBaHHS
166. | LMNPONET® TabneTkun, BKPUTI [-p Pegpj'c IHAs O-p Peppj'c IHAi BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/2034/02/01
NNiBKOBOIO Nab6opaTtopic Nab6opaTopic /1Ta, AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHS Ta/abo agpecn | peyernmom
060/10HKOI0, NO nrp, Brpo6Huya MiCLAl NPOBaXEHHS Ais/IbHOCTI BUPO6HMKa/imnopTepa
250 wmr; no 10 AinbHuus — 11, IHgis; rOTOBOrO /iKapCbkoro 3acoby, BKIYaoumn AiflbHULL BUMYCKY
Tabnetok y O-p Peppj'c cepii abo MicLie NpoBefeHHS KOHTPOJIHO SKOCTI. (BiSANbHICTL, 3a
6nicTepi; no 1 Na6opatopic SIKy BiANOBiAae BUPOGHMK/IMNopTep, BKIOYaoUM BUMYCK Cepiid)
6nicTepy y nauui Nimiten, IHAia - 3MiHa Ha3Bu Ta agpecy Bupo6Huka M3 Lunponet®,
Tabnetkn [-p Peagi'c labopatopic JlimiTes, IHAjis, 63 3MiHK
MicLs BUpOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicsiLiB
nicns 3aTBepkeHHs)
167. | UUNPONET® TabneTku, BKpUTI [-p Peggaj'c IHgis [-p Peppj'c IHais BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/2034/02/02
nNiBKOBOIO Nab6opaTtopic Na6opaTopic N114, AnMiHicTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu | peyenmom
060/10HKOI0, NO nrp, Brpo6Huya MiCLiA NPOBaKEHHS Aif/IbHOCTI BUPO6HMKa/iMnopTepa
500 wmr; no 10 AinbHuus — |1, IHgis; rOTOBOrO JlikapCbkoro 3acoby, BK/IOYaoUmn AiflbHUL BUMYCKY
TabneTok y O-p Peppj'c cepii abo MicLe NpoBefeHHS KOHTPOIO AKOCTI. (BisANbHICTb, 3a
6nicTepi; no 1 Na6opatopic AKY BiAMoBiAae BUPOGHUK/IMNOPTEP, BK/IKOYAOUM BUNYCK Cepiit)
6nictepy y nauui Nimiten, IHais - 3MiHa Ha3BU Ta agpecy BMpobHuka 13 Lunponet®,
Tabnetkun [-p Peppai'c Nabopartopic JlimiTes, IHAiA, 6€3 3MiHK
Micus BUpPO6HUMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TW MicsLiB
nicna 3aTBEpPKEHHS)
168. | UMNPONET® A | TabneTtku, BKpUTI O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/11851/01/01
NNiBKOBOIO Nab6opaTtopic Nab6opaTopic /Ta, 3MiHK | TURY - 3MiHW [0 IHCTPYKLUiT 418 MeanyHoro peuyenmom
o6onoHkoto no 10 nTp Brpo6Huya 3aCTOCyBaHHSA NikapcbKoro 3acoby y po3ainu: "OcobnmBocTi
Tabnetok y OinbHuus - 11, 3actocyBaHHsA", "Mo6iYHi peakuii" BIANOBIAHO A0 OHOBNEHOI
6nicTepi; no 1 iHchopmauii Lwoao 6e3nekmn Aitoyoi pevoBUHN; 3MiHK | Tvny -
6nictepy B 3MiHM A0 iHCTPYKLIi 415 MeAUYHOro 3acTOCyBaHHS ikapCbKoro
KapTOHHIA KOpooLi 3acoby y posginu: "MpotunokasaHHsa", "B3aeMogis 3 iHWMMK
nikapcbknMmn 3acobamu Ta iHWi BUaW B3aEMogiin",
"Oco6nmBocTi 3acTocyBaHHs", "Mepepo3yBaHHS", "TT06IYHI
peakuii” BignoBigHO A0 OHOBNEHOT iHChopMaLii LWoao 6e3neku
Ait040T peyoBVHN. BBEAEHHS 3MiH NPOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
169. | UMMNPO®D/IOKC | kpucTaniyHwmii TOB "TK YkpaiHa AAPTI APAI3 IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - - UA/14021/01/01
AUNHY NOPOLLOK "Aspopa” NIMITEL BHECEHHS 3MiH [0 p. «MapKyBaHHs»; 3anponoHoBaHo: Ha
riAPOXNOPUA | (cybecTaHuis) B eTUKeTLi BKasyloTb: iHhopMaLiito LWoA0 TOBAPHOT0 3HakKy
noaBiliHMx 3asBHMKa, Ha3BY NPOAYKTY, KpaiHy BUPOGHUK, dhipmy
nonieTnIeHoBmX BMPOGHWK Ta agpecy posTallyBaHHS, HOMep napTii, macy
MiLLKax s HeTTO, AaTy BUrOTOB/IEHHS, KIHLLEBUIA TePMiH BUKOPUCTAHHS,
hapmaL,eBTUYHOT yMOBWU 36epiraHHs
0 3acTOoCcyBaHHSA
170. | UWANPO®MPZIOKC | nopoLiok TOB "TK YkpaiHa LLaHtol LIBMHCUHB Kutaii BHECEHHS1 3MiH 0 peecTpauiiHNX MaTepiasiB: 3miHu | Tuny - - UA/11765/01/01
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Ne Hassa ®dopma BunycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky | peecmpayiliHo2o
3acoby nocsioYyeHHs
ALUUNHY KpucTaniyHmi "ABPOPA" dapmacboTuKa BHECEHHS 3MiH [0 p. «MapkKyBaHHS»; 3anponoHoBaHo: Ha
riAPOXNOPUL | (cybeTaHuis) y Ko., NTA. eTukeTLi 6apabaHy KapTOHHOTO Ma€ 6yTy BKa3aHo:
NOABINHMX iHhopMmaLito o040 TOBAapHOro 3Haky 3asiBHMKA, KpaiHa-
nonieTuIeHoBMX BMPOGHWK, thipma-BUPOOHNMK, Ha3Ba cybcTaHLjii, Maca
Milkax ans cy6CTaHLii, Homep peecTpaviiHoro NoCBiAYEHHSs, YMOBU
BMPOGHMLITBA 36epiraHHs, gara BUroTOB/IEHHS, HOMEp cepii Ta TepMiH
HecTepuIbHNX NpUAATHOCTI
niKapcbknx oopm
171. | UMUHY eKCTpaKT cyxuii MAT YkpaiHa MAT "Fanuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: - UA/13551/01/01
MILWAHOIo (cybcTaHuis) y "Tanuucapm”
KBITIB Mitukax 3MiHV | TUNY - 3MiHa HaliMeHyBaHHs BUPO6HMKA AdI, 6e3 3MiH
EKCTPAKT MOJIIETUNIEHOBIX y MeTo/1ax KOHTPOSIO SIKOCT JiKapCbKoro 3acoby;
CyxXum AN BUpO6HMLTBA

HecTepuIbHMUX
nNikapcbknx hopm

3arnpornoHoBaHo:
MoBHa Ha3Ba AKLioHepHe ToBapucTBo “lrannudgapm”
CkopoueHa Ha3Ba MNAT "lanunychapm”; 3miHu | TUNY - 3MiHa
HaliMeHyBaHHS 3asiBHMKa, 6€3 3MiH Y MeTo4ax KOHTPO/I0
AKOCTI NikapcbKoro 3acoby; 3anpornoHoBaHo: MNoBHa Ha3Ba
AkujioHepHe ToBapncTBo " Mannudapm” CkopoyeHa Ha3Ba
MAT " lanunucapm”

HavyanbHUK Bigainy 3 nutaHb papmaueBTUYHOI
AisnbHoCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IacKOBCbKUn




MEPENIK

Jopatok 4

[0 Hakasy MiHicTepcTBa OXOpPOHMU
300pOB’'A YKpaiHu
06.02.2020 Ne 269

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOIYHNX NPENAPATIB), AKUM BIAMOB/IEHO Y AEP)XXABHIN PEECTPALI, NEPEPEECTPALJI TA
BHECEHHI 3MIH A0 PEECTPALUIMHNX MATEPIANIB
TA LEPXXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHWN

NbOAAHUKN 3i
CMakoM YOpHOT
CMOpoAuHY, no 8

Ne Ha3ssa Popma sunycKy 3asasHuUK KpaiHa Bupo6HUK KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
1. BOKACENT NbOAAHUKA 3i Manekc IHAjs MakcoH IHAjs 3acigaHHs HEP Ne | BigmMoBUTM y fiepXXaBHili peecTpalii - peectpaLis Ha 5 pokis
nnc CMakoM anefibCuHy; KoHcblomep Xentkep MBT. 20 Big 08.11.2018; | BigMOBa Ha eTani cnewjianizoBaHoi €KCNepTUsM BifMOBIAHO A0 BUCHOBKY

NbOASHUKM 3i Xenckep nTAa. 3acigaHHa HEP [enaptameHTy hapMaLeBTUUHOT LisiNbHOCTI:
CMakoMm Megy Ta Mpawsit Ne 03 Big, Y 3B'A3Ky 3 TUM, LLIO NpeAcTaB/eHi MaTepiasin peecTpauinHoro Aocbe Ha /13 He
JIIMOHY; NIbOAAHUKN Niviteq 14.02.2019 MICTATb iHchopmawii, Aka niaTBEpAXYE CTBOPEHHSA n3 K
3i CMakoM MeHTony. ribpuaHoro/reHepuyHoro /13, TO06TO BigOMOCTI npo /13, npeacTaBneHi y
Mo 8 nboasHukKiB y peecTpauiiHux maTepiasiax, He MOXyTb OyTV OUIHEHI SiK Taki, WO BiAMNoBiAalTb
6nictepi no 2 BUMMOram, BuUKnageHum y gogatky 5 1a 6 opsgky npoBefdeHHs ekcnepTvsn
6nictepay mMartepianis Ha nikapcbki 3acobu, WO NOAATbCA Ha AepxaBHy peecTpaviio
KapTOHHI Kopoo6L; (nepepeecTpalilo), a TakoX eKCnepTu3n martepianiB Mpo BHECEHHS 3MiH A0
no 12 NboAsHUKIB y peecTpauiiiHux maTepianiB npoTArom Aii  peecTpauiiiHoro  NocBiAYEeHHS,
6nictepi no 2 3aTBepmKeHoro Hakazom MO3 Ykpainu Big 23.07.15 Ne 460
6nictepay
KapTOHHI Kopoo6Li

2. AYPOD/TAM NbOAAHUKN 3i Manekc IHAjs MakcoH IHAjs 3acigaHHa HEP Ne | BigmMoBUTU y fiepxaBHiii peecTpaLii - peectpauis Ha 5 pokis
CMakoM Megy Ta KoHcblomep XenTtkep MBT. 20 Big 08.11.2018; | BigMoBa Ha eTani cnewiasizoBaHOi ekcnepTusv BiAMOBIAHO [0 BUCHOBKY
NIMMOHY; NbOAAHWNKM Xerckep nTA. 3acigaHHa HEP [enaptameHTy (hapmaLeBTUYHOI AiANbHOCTE: Yy  3B'A3KY 3 TuUM, LWO
3i cMakom MpavisiT Ne 03 Big, npefcTaBneHi MaTepiaim  peecTpauiiiHoro gocbe Ha J13 He MicTATb
anesibCuHy; Nimitep 14.02.2019 iHcbopma,ii, sika migTBEepAKye CTBOpPEHHN J13 sk ribpugHoro/reHepuyHoro 13,
NbOASHUKN 3i TO6TO BigoMoOCTi npo /13, npefcTaBfieHi y peecTpauiiHux maTepianax, He
CMaKkoM MauinHu; MOXYTb OyTW OLiHEHI SK Taki, L0 BiANOBIAAIOTL BUMOraMm, BUKIALEHUM Y
NbOASAHWUKN 3i popatky 5 Ta 6 Nopagky NpoBefeHHA eKkcnepTusy MaTepiasliB Ha sikapcbki
CMakom M'aTu no 8 3aco6u, Lo NoAaThbCs Ha AepXaBHy peecTpauiio (NepepeecTpaviio), a Takox
NbOASAHUKIB Y eKCnepTn3n martepianis NpPo BHECEHHS 3MiH [0 peecTpauiiHnx maTepiasnis
6nictepi, no 2 NpoTArom il peecTpavuiiiHoro NocBifgYeHHs, 3aTBepaxeHoro Hakasom MO3
6nictepay Ykpainm Big 23.07.15 Ne 460
KapTOHHI/ KopoobLi

3. AYPOD/TAM NbOASAHUKM 3i Manekc IHais MakcoH IHais 3acigaHHA HEP Ne | BigmMoBUTU y AiepaBHili peecTpauii - peecTpauis Ha 5 pokiB

AKTNB CMakoM mMefy Ta KoHcblomep Xentkep MNBT. 20 Big 08.11.2018; | BigMOBa Ha eTani cnewujianizoBaHoi €eKCnepTusn BifMoOBIAHO [0 BUCHOBKY

JIMMOHY; JIbOAAHUKN Xenckep NTAa. 3acigaHHs HEP JenaptameHTy hapMaLeBTUYHOT LisiNIbHOCTI:
3i CMakoM eBKasinTy MpaiiBiT Ne 03 Big, Y 3B’513Ky 3 TUM, LLIO NPeACTaBneHi MaTepiasin peecTpauiiHoro focke Ha /13 He
Ta MeHTonNy; Nimiteq, 14.02.2019 MICTATb iHchopmawyii, fAKa niATBEPAXYE CTBOPEHHSA N3 AK
NbOASHUKM 3i riopugHoro/reHepuyHoro /13, T06TO BiAOMOCTI mpo J13, npeacTaBneHi y
CMakoMm Arig; peecTpauiiiHux maTepianiax, He MOXyTb OyTy OUIHEHI siK Taki, Lo BiAnoBigalTb

BMMOraM, BUKNafeHuM y goaatky 5 Ta 6 lMopsaky NpPOBeAEeHHsT ekcnepTuan
martepianiB Ha nikapcbki 3acobu, WO NOAATLCS Ha AEepXaBHY peecTpauito
(NnepepeecTpaLiio), a TakoX eKcnepTusn maTepianiB Npo BHECEHHS 3MiH A0
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Ne Hassa dopma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JNliKapcbKo20
3acoby
NbOASAHUKIB Y peecTpauiiHux MmaTepianiB npoTArom Aii  peecTpauiiiHoro  NocBiAYeHHs,
6nictepi; no 2 3aTBepAKeHoro Hakazom MO3 Ykpainu Big 23.07.15 Ne 460
6nictepn y
KapTOHHI Kopoo6Li
4, IBY3ECT Kancysm M siki no Manekc IHAjs Codptrens IHAis 3acigaHHa HEP Ne | BigMoBUTU y fiepxaBHiii peecTpaLii - peectpauis Ha 5 pokis
EKCNPEC 200 mr no 10 kancyn | KoHcblomep Xenckea 8 Big 25.04.2019 BiAMOBa y pekoMeHauil 4O AepXaBHOI peecTpauii Ha eTani crneujanisoBaHoi
y 6nictepi, no 1 Xenckep MpaiiBiT eKcnepTu3y BIANOBIAHO [0 BUCHOBKY YNpaBniHHA ekcnepTusn martepianis
6nictepy y MpaiBiT Niviten 6i0eKBiBa/IEHTHOCTI - MpeAcTaBfeHi maTepiasiv peecTpauiiHoro AoCbe He
KapTOHHIA Kopoo6Li Nimiteq MOXYTb OyTM NPUAHATI ANA  Aokasy  6ioekBiBa/IEHTHOCTI  3asiBIEHOM0
reHepuyHOro Nikapcbkoro 3acoby fo3yBaHHAM 200 Mr, OCKIfIbkM 3asiBHUK He
HajaB MaTepiann, WOAO A0oKa3y eKBIBA/IEHTHOCTI A1 3asB/IEHOr0 A03yBaHHS
BignoBigHo Ao Bumor HactaHoBum 42-7.2:2018  «Jlikapcbki  3acobwu.
JocnipkeHHs 6i0ekBiBa/IEHTHOCTI» Ta He MiATBEPAUB AaHUMW MOXJ/IMBICTb
ekcTpanonsuii pesynbTaTiB AOCNiMKEHHS A03yBaHHA 400 Mr Ha [03yBaHHS
200 mr
5. IBY3ECT Kancynm m'ski no Manekc IHAis CodpTrens IHAis 3acigaHHs HEP Ne | BigmMoBWUTM y fiepXXaBHili peecTpaluii - peectpais Ha 5 pokis
EKCNPEC 400 wmr no 10 kancyn KoHcblomep Xenckea 11 Big 13.06.2019 | BigmMOBa Yy [AepXaBHili peecTpauii Ha eTani cnewiani3oBaHOi ekcnepTusmn
MAKC y 6nicTepi, no 1 Xernckep MpaiBiT BiAMNOBIAHO 4O BUCHOBKY [lenapTtameHTy dpapmaueBTUYHOI Ais/IbHOCTI
6nictepy y MpaiisiT NimiTen
KapTOHHI KOpooLi Niviteq
6. KPACABKU cynosuTopii no 15 AT Pocilicbka AT Pocilicbka 3acigaHHa HTP Ne | BigmoBUTU y pAepXaBHili nepepeecTpauii — BigvoBa Yy 3B'A3Ky 3
EKCTPAKT Mr, Mo 5 "Hwxdpapm" depepauis "Huxdpapm" depepauis 23 Big 13.06.2019 | HeMOXNMBICTIO pekoMeHAauii A0 3aTBEPMKEHHS IHCTPYKLii AN Megu4Horo
CynosmnTopiiB y 3aCTOCYBaHHSA Yepes3 He OHOBJ/IEHHS AaHUX
6nictepi; no 2
6nictepy B navui 3
KapToHy
7. MACK niodpinizat gns Pyn Pecny6nika Pyn Pecny6nika | 3acigaHHs HEP Ne | BiamoBuUTW y AepXaBHili peecTpauii - peecTpauisi Ha 5 pokis
HATPIEBA pO34nHy aons "Benmeanpe Binopycb "Benmeanpen Binopycb 4 Bipg 28.02.2019 - BiAMOBa Ha nigcTaBi BWCHOBKIB €KCMEPTHUX KOMICii  L1oao
Cllb iHy3iino3rNe 1y naparmn” apatun” ehekTMBHOCTI, 6e3Mekn, AKOCTI Ta 3 ypaxyBaHHSM PpilleHHs 3acigaHHs
chnakoHi HaykoBo-ekcnepTHoi paam Big 28.02.2019 npoTokon Ne 4
8. TOMNOTEKAH niodpinisat gna M-IHBECT Kinp BeHyc IHgis 3acigaHHa HTP Ne | BigmoBuTM Yy pAepXaBHili nepepeectpauii — BigmMoBa y 3B'A3Ky 3
pO34MHy oNns NIMITEL, Pemegic 33 Big 22.08.2019 HEMOX/MBICTIO pekoMeHgauil 00 3aTBEepXeHHS IHCTPYKUil Ana MeAUYHOro
iHcpy3iii no 2,5 wr, NimiTen 3acToCyBaHHA Yepe3 He OHOBJIEHHS AaHUX
no 4 wmr; 1 cprakoH 3
niocpinizatom y
KapTOHHIA KopooLi
9. TOPACEMIA NOPOLLOK MpueBartHe YkpaiHa Inka IHais 3acigaHHa HTP Ne | BigMoBUTW Yy 3aTBepfpKeHHi 3MiHW — BUMNPAaB/IEHHA TEXHIYHWUX MOMWUIOK Y
(cybeTaHuis) y akuioHepHe Nab6opaTtopic 48 Bif 12.12.2019 | cneuudikaLii Ta MeTogax BXigHOro KOHTposto APl 3a NOKa3HUKOM «3a/IULLKOBI
NoABINHMX TOBapuCTBO Nimiteq PO3UMHHMKU» HEe BifnoBigae MaTepianam peecTpauiiniHoro gocke Ta posginy VI
nosieTuIeHoBMX "Jlekxim- Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pepakuii Hakazy MO3
MiLLKax A Xapkis" Ykpaiuu Big 23.07.2015 p Ne 460)
chapmaLeBTU4YHOro
3acTocyBaHHs
10. TPUDAMOKC MOPOLLIOK A5t Na6opaTopi | ApreHTuHCbK | JlabopaTopioc ApreHTn | 3acigaHHsa HTP Ne | BiamoBuUTM Yy [JepxaBHili nepepeectpauii — BigMOoBa Yy 3B'f3ky 3
16N pPO34unHYy Ansa oc baro C.A. a Baro C.A. HCbka 15 Big 11.04.2019 HEMOX/MBICTIO pekoMeHauil 00 3aTBEepAXeHHS IHCTPYKLil Ans MeAUYHOro
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Ne Hassa dopma BUnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JNliKapcbKo20
3acoby
iH'ekuiin, 500 mr/250 Pecny6nika Pecny6n 3aCTOCYyBaHHS Yepes3 He OHOBJ/IEHHS AaHNX
mr, 1000 mr/500 mr, ika

1 donakoH 3
MOPOLUKOM B
KapTOHHIA KOpooLi

HavyanbHUK Bigaginy 3 nutaHb (papmaneBTUYHOI
AisnbHocCTi lenapTaMeHTy peasisauii NONiTUK

T.M. IacKOBCbKUn
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