MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.09.2020 Ne 2032
Kuis

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

BiamnosigHo o ctaTtTi 9 3akoHy YKpainu «IIpo mikapchbKi 3aco6m», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (Tepepeectpariii) JikapcbKuX 3aco0iB,
3aTBep/pKeHoro 1octaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 TpaBHs 2005 poKy
Ne 376 «IIpo 3arBepmxeHHs IlopsigKy [epkaBHOI peecTpalii (mepepeecTpariii)
mikapcbKmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(riepepeecTpailito)», ab3alfy ABaALATL CbOMOTO MiANMYHKTY 12 myHKTY 4 IlonoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 340pPOB’S  YKpaiHW, 3aTBepKeHOro I[OCTaHOBOK)
Kabinety MinictpiB Ykpainu Bimg 25 Gepe3ns 2015 poky Ne 267 (B pegmakiii
nocraHoBu Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizacTaBi
pe3y/bTaTiB eKCIIepTU3X peecTpalliiHUX MarepiaiiB JiKapCchbKUX 3aco0iB (MeauUHUX
iMyHoOionoriuHuMX  mpemapartiB), 1[0 T[OJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpalliiHUX MaTepiasiB, MpOBe/eHUX
[ep>kaBHMM TANPUEMCTBOM  «Jlep)KaBHUM eKCrepTHUKM LeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHCHOBKIB 11070 eheKTUBHOCTi, Oe3reuyHoCTi Ta
AKOCTI, WJOAO0 €KCIIepTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpaiiii), 070
BHECeHHS1 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (mepepeecTpariii) abo BHeCeHHsI 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH 70 Jlep>KaBHOTO DPeECTPY JTiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rifHO 3
riepestikoM (JoAaTok 1).

2. TlepepeecTtpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOionoriuHi mperapaTv) 3rigHO 3
riepesikoM (JOoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. KOHTPOHB 3d BHKOHAHHAM 1BOT'O HdKAd3y IIOK/IdCTH Hd4 3dCTYITHHUKA

MiHicTpa OXOpOHM 3[40pOB’ YKpaiHM 3 TMWTaHb €BPOMEMCHKOI iHTerparil
IBaiienka I.A.

MinicTp Maxkcum CTEITAHOB



HopaTok 1
Ao Haka3y MiHicTepcTBa 0X0poHHU

30pOB’sl YKpaiHu

04.09.2020 Ne 2032

NMEPENIK

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIO/TONYHUX MPEMNAPATIB), AKI BHOCATLCA A0
AEP>XABHOI'O PEECTPY JNNIKAPCbKUNX 3ACOBIB YKPAIHA

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/ | nikapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | yBaHHsI | peecmpayiliHo20
n 3acoby yrnakoska) nocsi0O4YeHHs
1. AWrNIMET TabneTku, BKPUTI AT YkpaiHa OmaH OmaH PeecTpauis Ha 5 pokis - He UA/18278/01/01
NNiBKOBOI 060/10HKOID, MO "papmak” PapmacbloTukan MepioAnYHICTb NOfAHHA PerynsapHo niosnsieae
50 mr/850 wr, in bulk no 20 MpoaakTc KomnaHi OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
Kr y nonieTuaeHoBoOMy nnc Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
nakeTi, BKNageHomy y 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
NOTPIHWIA naMmiHoBaHWi 300pOoB’A YKpainu Big, 27 rpyaHa 2006 poky Ne
naker, Lo MiCTUTb 898, 3apeecTpoBaHoro B MiHicTepcTBi loCcTuLji
nakeTukK 3 cunikarenem, Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
BK/1afleHUli y NNacTUKOBWIA pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
6apabaH Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4eHUMn y
nepiognMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku
2. AWUrAIMET TabneTkn, BKpUTI AT Ykpaina AT "dapmak” YkpaiHa PeecTtpauis Ha 5 pokis 3a He UA/18279/01/01
NNiBKOBOI 060/I0HKOHD, MO "Papmak” (nepBuHHe Ta MepiognyHICTb NOAHHS PEryNspHO peuenmom | nidssieae
50 mr/850 mr; no 7 BTOPUHHE OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO f0
TabneTok, BKPUTMX nakyBaHHs, Mopsiaky 34icHeHHs hapmakoHarnagy,
NAiBKOBOK 0BOJI0HKOLO, Y MapKyBaHHs1, 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
6nictepi, no 4 6nictepn y BUMYCK cepii 3 300poB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
nauui i3 kKapToHy npogykuii in bulk 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
hipMUn-BMPOGHMKaA Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
OmaH pefakuii Hakasy MiHicTepcTBa 0XOpPOHK 3[40POB'SA
dapmacboTuKan YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
Mpopaktc KomnaHi CTaAHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
NINC, OmaH) nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
3. | ATPONIHY KpucTaniyHWin NOpoLLOK MpAT YkpaiHa MiHweH Mpyn Kutaii peecTpauis Ha 5 pokis - He UA/18280/01/01
CYNb®AT abo kpuctanu "®apmaueBT LLlaociHb niosnsieae
(cy6cTaHuis) y noagiliHmx nyHa chipma PapmacbloTikas
nonieTMaeHoBMX NakeTax "AapHnus” Ko., /114.




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHsi | peecmpayiliHo20
n 3acooby yrnakoska) nocBi04Y€eHHs1
Ans hapmaueBTUYHOro
3aCTOCYBaHHS
4, BINTNELD Tabnetku no 50 mr, no 10 leTepo IHais leTepo /1a63 IHais PeecTtpauis Ha 5 pokis 3a He UA/18281/01/01
Tabnetok y 6nictepi, no Na63 Nivitepq MepiognyHICTb NOAAHHSA PErynspHo peuenmom | nidssieae
10 6nicTepiB y KapTOHHIl Niviten OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBIAHO A0
KopooLi Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300poB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTUL;i
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOPOHY 340POB'SA
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTL: 3rifHO 3i CTPOKaMu, 3a3Ha4eHMn y
nepiognMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
5. rnignH- TabneTkn cybniHrBasIbHI MpAT Ykpaina MpAT YkpaiHa PeecTtpauist Ha 5 pokis 6e3 nionsieae UA/18282/01/01
AAPHNUA no 100 mr, no 10 Tabnetok | “®apmaueBT "®apmaueBTuyYHa MepioAnyHICTb NOAAHHS PErYNSPHO peyenma
Y KOHTYPHIil YapyHKOBIli nyHa hipma ipma "OapHuus” OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiAnoBiAHO [0
ynakosLi; no 3 abo 6 "MapHuusa” MopsiaKy 34iicHeHHs hapmakoHarnagy,
KOHTYPHUX YapyHKOBUX 3aTBEPPKEHOro Haka3oM MiHicTepcTBa OXOPOHM
yNakoBOK B NnauLii 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi locTuLji
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pesakuii Hakasy MiHicTepcTBa OXOPOHU 3[40POB'A
Ykpainu Bif, 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTL: 3riAHO 3i CTPOKaMK, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku.
6. | AEKCKETON PO34uH ANs iH'ekuii, 50 AT YkpaiHa AT "Nly6Hnchapm"” YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/18283/01/01
PO®EH Mr/2 M7 No 2 MmN B amnyni, "Ny6Hudpap MepioAnYHICTb NOfAHHA PerynsapHo peuenmom | nidsisieae
no 5 amnyn y 6nictepi 3 Mm" OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
nniBku, No 2 6icTpu B Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
nauui 3 kapToHy; no 10 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
amnyn y énictepi 3 nNiBkK, 300pOoB’A YKpainu Big, 27 rpyaHa 2006 poky Ne
no 1 6nictepy B nauui 3 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
KapToHy; no 10 amnyn y Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
nauuj 3 KapToHy 3 pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
KapTOHHUMU Ykpainu Big 26 BepecHs 2016 poky Ne 996),
neperopogxamm CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4eHUMn y
nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
7. AEUWN COAN niocpinizaT 4N po3ynHy PP IHais Cnn Akyp laéc IHais PeecTtpauis Ha 5 pokis 3a He UA/18284/01/01
50 4N iHdysii no 50 mr; no 1 | d®apmacbHoTi MeT. NIT4. MepiognyHICTb NOAHHS PEryNspHO peuenmom | nidssieae
h1akoHy B KOpO6Lyi Kans OHOB/IHOBAHOrO 3BITY 3 6e3Mnekun BiANOBIAHO A0
Mpaviset MopsiaKy 34ifcHeHHs1 hapmakoHarnagy,




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHsi | peecmpayiliHo20
n 3acooby yrnakoska) nocBi04Y€eHHs1
NimiTen 3aTBEepKEHOro Hakasom MiHicTepcTBa OXOPOHU
300poB’A YKpainu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCcTULil
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU
300poB’A YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU Y NepiognMYHOCTI NoAaHHSA
perynspHux 3BiTiB 3 6e3neku.
8. AIEMOHO® TabneTkn, BKpUTI Mibe Mmb6X HimeuyunHa Mmi6e Mv6X HimeuunHa PeecTtpauist Ha 5 pokis 3a He UA/18286/01/01
NNiBKOBOI 060/I0HKOM, 2 ApuHaimiTT ApuHalimitTens MepioAnyHICTb NOAAHHS PErYNSAPHO peuenmom | nidsseae
Mr, No 28 TabneTok y enb OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
6nictepi, no 1 a6o no 3, Mopsaaky 3ailicHeHHs chapmakoHarnaay,
abo no 6 6nictepis y nauui 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
300p0B’s YKpainu Bif 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
Ykpainu 29 ciuHg 2007 poky 3a Ne 73/13340 (y
pefakuii Hakady MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMA Y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BITIB 3
6e3neku.
9. EK30-TI®IH crpeli HaWwKipHWiA, po3unH, | ToBapucTBO YkpaiHa ToBapucTBo 3 YkpaiHa PeecTtpauist Ha 5 pokis - He UA/18287/01/01
10 mr/mn, in bulk: no 10 n 3 obMexeHo MepioAnYHICTb NOJAHHA PErynsapHo niosnsieae
a6o no 50 ny 6o4ui 06MEeXEHO BiANOBIAA/ILHICTIO OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
BignoBigab "hapmaleBTUYHa Mopsigky 34iiicHeHHs hapmakoHarnsgy,
HiCTIO KOMNaHis 3aTBEPKEHOro Hakasom MiHicTepcTBa OXOPOHU
"®apmaveBT "3p0pos'a" 340poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
NyHa 898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuuji
KOMNaHis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
"3p0pos'a” pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHMn y
nepioguMYHOCTI NoAaHHA perynsipHux 3siTiB 3
6e3neku.
10. | EK3O-TI®PIH cnpeii HalKipHWiA, po3unH, | ToBapuCTBO Ykpaina ToBapucTso 3 YkpaiHa PeecTtpauis Ha 5 pokis 6e3 niosnsieae UA/18288/01/01
10 mr/mn, no 8 ma abo no 3 06MEXEHOI0 MepiognyHICTb NOAAHHSA PErynspHo peyenma
15 mn y chnakoHi; no 1 06MEXEHOI0 BiANOBiAA/IbHICTIO OHOB/IHOBAHOrO 3BITY 3 6e3neku, BiANoBiAHO A0
hN1akoHy y KopooLii 3 Bignosigab "papmaLeBTUYHa Mopsaaky 3aiicHeHHs chapmakoHarnagy,
KapToHy HiCTIO KoMMaHis 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
"®apmaueBT "3p0pos'a” 300poB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
N4Ha 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
KOMNaHis YKpaiHu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
"3p0pos'a” pefakuii Hakasy MiHicTepcTBa 0OXOPOHW 340POB'A

YKpaiHu Bif 26 BepecHsi 2016 poky Ne 996),




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHsi | peecmpayiliHo20
n 3acooby yrnakoska) nocBi04Y€eHHs1
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepiogMyYHOCTI MoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
11. | EK3O-TI®IH Kpem, 10 mr/rno 15ry ToBapucTBO Ykpaina ToBapucTBo 3 YkpaiHa PeecTtpauist Ha 5 pokis 6e3 nionsieae UA/18288/03/01
Ty6i, no 1 Ty6i y Kopobui 3 obmexeHoro MepiognyHicTb NoAaHHA perynspHo peyenma
06MEeXeHO Bi4nNoBiAaNbHICTIO OHOB/IHOBAHOrO 3BiTYy 3 6e3neku, BiAnoBiAHO A0
Bignosiganb "papmaLeBTUIHa Mopsaaky 3ailicHeHHs1 chapmakoHarnagy,
HICTtO KOMNaHis 3aTBEpAKEHOro Hakaszom MiHicTepcTBa OXOPOHHU
"®apmaueBT "3p0pos'a” 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
n4Ha 898, 3apeecTpoBaHoro B MiHicTepcTBi toCcTuULji
KOMNaHis YKpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
"3p0pos'a” pefakuii Hakady MiHicTepcTBa OXOPOHU 340POB'A
YkpaiHu Bif 26 BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMU, 3a3Ha4YeHUMA Y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BITiB 3
6e3neku.
12. | EK3O-TI®IH PO34MH HalLKipHWiA, 10 ToBapncTBO YkpaiHa ToBapucTBo 3 YkpaiHa PeecTtpauist Ha 5 pokis 6e3 nionsieae UA/18288/02/01
mr/mn no 8 mn abo no 20 3 06MEXEHOI0 MepiognyHICTb NOAAHHS PerynsipHo peyenma
My thnakoHi, no 1 obmexeHo BiAANOBIAALHICTIO OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
hnakoHy y kopobLi 3 BignoBigab "hapmaleBTUYHa Mopsigky 34iiicHeHHs hapmakoHarnsgy,
KapToHy HicTio KoMnaHis 3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
"®apmaveBT "3p0pos'a" 340poB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
NyHa 898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuuji
KOMNaHis Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
"3p0pos'a” pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHUMn y
nepiognMYHOCTI NoAaHHA perynsipHux 3BiTiB 3
6e3neku.
13. | EK3O-TI®PIH PO34UH HaLLKipHWiA, 10 ToBapucTBO Ykpaina ToBapucTso 3 YkpaiHa PeecTtpauis Ha 5 pokis - He UA/18287/02/01
mr/mn, in bulk no 10 n a6o 3 06MEXEHOI0 MepiognyHICTb NOAAHHS PErynsapHo nionsieae
no 50 ny 6ouui 06MEXEHO0 BiANOBiAA/IbHICTIO OHOB/IHOBAHOrO 3BIiTY 3 6e3neku, BiANoBiAHO A0
Bignosigab "papmaLeBTUYHa Mopsaaky 3aiicHeHHs chapmakoHarnagy,
HICTtO KOMNaHis 3aTBEpPMAKEHOro Hakaszom MiHicTepcTBa OXOPOHU
"®apmaueBT "3p0pos'a” 300poB’A YKpaiHu Big 27 rpygHsa 2006 poky Ne
N4Ha 898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
KOMNaHis YKpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
"3p0pos'a” pefakuii Hakasy MiHicTepcTBa 0OXOPOHY 3[40POB'A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTAHOBWTb: 3riHO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
14. | EK30O-TI®IH Kpem, 10 mr/r, in bulk no TosapucTBo YkpaiHa ToBapucTBo 3 YkpaiHa PeecTpauis Ha 5 pokis - He UA/18287/03/01
10 kr y 604w 3 obmexeHo MepiognyHicTb NogaHHsA perynsipHo nionsizae
06MEXEHO Bi4NOBIAA/ILHICTIO OHOBJIOBAHOrO 3BIiTY 3 6€3neku, BiANoBigHO [0




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHsi | peecmpayiliHo20
n 3acooby yrnakoska) nocBi04Y€eHHs1
Bignosiganb "papmaLeBTUIHa Mopsaaky 3ailicHeHHs chapmakoHarnaay,
HICTtO KOMNaHis 3aTBEpPMAKEHOro Hakaszom MiHicTepcTBa OXOPOHHU
"®apmaueBT "3p0pos'a” 300poB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
n4Ha 898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTULi
KOMNaHis Ykpainm 29 ciuHsa 2007 poky 3a Ne 73/13340 (y
"3p0pos'a” pefakuii Hakasy MiHicTepcTBa 0XOpPOHW 3[40POB'SA
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
15. | IXTAMMON cybcTaHuis (pignHa) y MPAT YkpaiHa "EcTepaiixiwe ABcTpis PeecTpauis Ha 5 pokis - He UA/18289/01/01
(IXT1on) nnacTrkoBmx 6apabaHax "®ITOPAPM IXbTH0O/Tb niosnsieae
4ns hapmaleBTUYHOro " lesenbwadpT Me
3acTocyBaHHA Bbe Xa HyHmep Ka
re"
16. | NINOBOH Tabnetku no 10 mr, no 10 3AT YropwmHa 3AT YropwumHa PeecTtpauist Ha 5 pokis 3a He UA/18290/01/01
Tabnetok y 6nictepi; no 3 dapmaueBT dapmaueBTUUHWIA MepioAnyHICTb NOAAHHS PErYNSPHO peuenmom | nidssieae
6nictepwn, abo no 6 WNYHWIA 3aBOJ, 3asopg ElC OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiAnoBiAHO [0
6nictepis abo no 9 ErIC MopsiaKy 34iicHeHHs hapmakoHarnagy,
6nicTepiB BKI1aAeHi B 3aTBEepAKEHOro Hakazom MiHicTepcTBa OXOPOHHU
KapTOHHY nayky 300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTsi locTuLji
YKkpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pesakuii Hakasy MiHicTepcTBa OXOPOHU 3[40POB'A
Ykpainu Bif, 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTL: 3riAHO 3i CTPOKaMK, 3a3Ha4YeHnMn y
nepioguYHOCTI NOAAHHS PerynsapHuX 3BiTiB 3
6e3neku
17. | MIGA3SONIAM PO34UH NS iH'eKUi, 5 AT NaTtsis BCi cTagii CnoBayuymHa peecTpauisi Ha 5 pokis 3a He UA/18291/01/01
KANUEKC mr/ma no 1 mn a6o 3 mn B "Kanuekc" BMPOGHNYOro / MepioAnYHICTb NOfAHHA PerynsapHo peuenmom | nidsisieae
amnyni, no 5 amnyn 'y npovecy, Kpim Natsis OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO 40
KOHTYPHIli YapyHKOBIi BUWMYCKY Cepii: Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
ynakoBui (niggoHi), no 1 XBM dapma 3aTBEepKEHOro Hakasom MiHicTepcTBa OXOPOHU
a60 2 KOHTYPHI YapyHKOBI c.p.o., 300p0B’s1 YKpaiHu Bif 27 rpyaHs 2006 poky Ne
yMakoBku (NiagoHW) B CnoBayuuHa; 898, 3apeecTpoBaHoro B MiHicTepcTBi loCTuLji
nauui 3 KapToHy KOHTPONb Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
cepii/sunpobysaHH pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
a: Ykpainu Big 26 BepecHs 2016 poky Ne 996),
AT "T'piHaekc", CTaHOBUTb: 3rigHO 3i CTPOKaMu, 3a3HaYeHnmu y
Nartsis; nepiognMYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
BWMNYCK cepil: 6e3neku
AT "Kauiuekc",
Natsis
18. | ONTIH OuYHi kpanni, po3uuH 0,5 AppaH- XopBarTis AppaH- XopBarTis PeecTpauis Ha 5 pokis 6e3 nionsizae UA/18293/01/01
Mr/mn, no 10 mn y [aneHcbKuit [aneHcbKuit MepioANYHICTb NOAAHHS PerynspHo peyenma




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHsi | peecmpayiliHo20
n 3acooby yrnakoska) nocBi04Y€eHHs1
dhnakoHi 3 O3yHUnM Na6opatopi Na6opaTopiit a.4. OHOB/IOBAHOrO 3BIiTY 3 6€3neku, BiANoBIAHO A0
npuUCTpoeM, no 1 doiakoHy na.a. Mopsaaky 3aiicHeHHs dhapmakoHarnagy,
B KQpPTOHHI kopobLj 3aTBEPMAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300p0B’s YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi locTuLji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Big 26 BepecHsa 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMK, 3a3Ha4eHnmMn y
nepioguYHOCTI NOAAHHA perynspHuX 3BiTiB 3
6e3neku.
19. | PUBO®P/ABI NMOPOLLIOK (cybCcTaHUis) y AT YkpaiHa Xy6eli MN'yaHu3n Kutaii peecTpauist Ha 5 pokis - He UA/18294/01/01
H (BITAMIH nakeTax noABinHMUX "KNIBCbKU dapmac'ioTikan nionsieae
B2) nonieTuneHoBnx ans 7 Ko., NTa.
hapmaueBTUYHOIO BITAMIHHU
3aCTOCYBaHHS 1 3ABOA"
20. | PUNMPOHAT kancynu TBepgi no 500 wr, YOPNA Ipy3ia YOPAA TypeyunHa PeecTtpauist Ha 5 pokis 3a He UA/18295/01/01
no 15 kancyn y 6nictepi, MEAVUVH MEANUWNH INAY MepioAnYHICTb NOJAHHA PerynsapHo peuenmom | nidsisieae
no 4 6nicTepun y KapTOHHii nTa CAH. BE TIOX. OHOB/IIOBAHOrO 3BITY 3 6e3neku, BignoBiAHO [0
Kopoobui A.LL. Mopsigky 34iiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
340poB’A YKpaiuu Big, 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB'A
YkpaiHu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHUMn y
nepiognMYHOCTI NoAaHHA perynsipHux 3BiTiB 3
6e3neku
21. | PIHTEPA pO34uH aNns iHgysiii, no TOB Ykpaina MAT "Tanuuchapm" YkpaiHa PeecTtpauis Ha 5 pokis 3a He UA/18296/01/01
NAKTAT 200 mn a6o no 400 mny "APTEPIYM MepiognyHICTb NOAAHHS PErynsapHo peuenmom | nidssieae
PO34YNH NASILKax CKASHWUX nTar OHOB/IHOBAHOrO 3BIiTY 3 6e3neku, BiANoBiAHO A0
(chnakoHax) Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHMW
300poB’A YKpaiHu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B MiHicTepcTBi toCTULi
Ykpainu 29 ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0OXOPOHY 3[40POB'A
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTAHOBWTb: 3riHO 3i CTPOKaMu, 3a3HauYeHUMU Y
nepiognYHOCTI MOAaHHS perynsipHuX 3BiTiB 3
6esneku.
22. | CYBETTA Tabnetkn no 20 TabneTok TOB Ykpaina 3AT CaHTOHika NntBa PeecTtpauist Ha 5 pokis 6e3 He UA/18297/01/01
y 6nicTepi; no 1 a6o 2 "Martepia MepiognyHicTb NogaHHsA perynsipHo peyenma | nionsz2ae
6nicTepyn y KapTOHHIl Megauka- OHOBJIOBAHOrO 3BIiTY 3 6€3neku, BiANoBigHO [0




Ne Hassa dopma surnycky 3assBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknam Homep

n/ | nikapcbko2o (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky | ysaHHsi | peecmpayiliHo20

n 3acooby yrnakoska) nocBi04Y€eHHs1
KopoobLi YkpaiHa" Mopsaaky 3ailicHeHHs chapmakoHarnaay,

3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’A YKpaiHu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B MiHicTepcTBi toCcTULi
YkpaiHu 29 ciynsa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHW 3[40POB'SA
YkpaiHu Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMu, 3a3Ha4YeHUMN Y
nepiognYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

I'eHepaNbHUU JUPEKTOP
JupekTopary ¢apmaieBTHYHOro 3a0e3neueHHsA

0.0. Komapijga
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NMEPENIK

MopaTok 2

Jlo HaKa3y MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
04.09.2020 Ne 2032

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOINYHNX MNMPEMAPATIB), AAKI
BHOCATbCA A0 AEPXXABHOIO PEECTPY NIIKAPCbKNX 3ACOBIB YKPAIHU

nauui

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHs Ta
IHCTPYKLIT AN19 MeAUYHOro 3aCToCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITy 3 6e3mneku
niKkapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NikapcbKoro 3acoby B
nicnsapeecTpauiliHnii nepios, abo sk pesynbTar
OL}iHKM 3BITY 3 AOC/IAKEHb, NPOBEAEHMX BiAMNOBIAHO
[0 nnany negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVM
opraHom) 3MiHM BHECEHO A0 iIHCTPYKLi An1s
MeZMYHOro 3aCTOCYBaHHs MikapcbKoro 3acoby 1o
po3gainy "OcobnnBOCTi 3aCTOCyBaHHSA" (BUyYEHO
iHhopmaLito o0 NpoBeAEHHS LKIPHOT Npo6u)
BiNOBIAHO A0 OHOBNEHOI iHhopMaLlii 3 6e3nekn

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA BiOnycKy | yBaHHs | peecmpayiliHo20
n 3acoby ynakoska) nocsio4eHHs1
1. BEH3W/NBEH | masb, 250 mr/r no 30 MpAT Ykpaina MpAT Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 6e3 nidnsieae UA/4488/01/01
30AT- ry Ty6i; no 1 Ty6i B "papmaueBT "papmaLeBTUYHa MepiognyHICTb NOAAHHA PerynsipHO OHOBJIIOBAHOTO | peyenma
OAPHMLUA nauui n4yHa dipma ipma "OapHuua” 3BiTy 3 6e3neku, BignoBiaHO 0 MopsakKy 34iiCHEHHS
"fapHnus” hapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMK y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neku
2. BUMNPOCAN Masb mo 30r,50r AT Narteis AT TanniHHCbKMi EcToHin MepepeecTpauis Ha HEOOMEXeHNA TepMiH. 3MiHK | 6e3 nidnsieae UA/3885/01/01
B® abo 751y Ty6i; no 1 "I'piHaekc” hapmaLeBTUYHNIA TUny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenma
Ty6i B KQPTOHHIi 3aB0[, chapmakoHarnsgy. 3mMiHa y KOpoTkili xapakTepucTui




11

Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuk

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

3aCTOCYBaHHSA [jil0UMX PEYOBUH.
MepiognyHiCTb NOAAHHA PEryspHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO 0 Mopsaky 34iicHeHHSs
thapmakoHarnsgy, 3aTBePAKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerysapHUX
3BITIB 3 6e3neku.

BIKC
AHTUIPUN
MAKC

NOPOLLIOK A7A
0opasibHOro PO3UUHY
3i CMaKkoM NIMMOHa
no 5 a6o 10 cawe y
Kopobu,i

MpokTep
eHa Fem6bn
IHTepHeLwHN
OnepeiiwH3

CA

Lseiiapis

PadhToH
NabopaTtopis
Nimiteq,

Benvka
BpuTtaHis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHoB/eHO iHdhopMaLito y po3gini "3actocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(YTOYHEHHS) IHCTPYKLT ANA Megnu4Horo
3aCTOCyBaHHSA NikapcbKoro 3acoby BignoBigHO A0
6e3nekn 3acToCcyBaHHA [il0401 peYOBUHN
napaueTtamorn.

MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHeHHS
thapmakoHarnsgy, 3aTBEpPAXEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepioguYHOCTI NOJAaHHS PerysapHUX
3BITIB 3 6e3neKu.

6e3
peuyenma

nionsieae

UA/10925/01/01

BOBEH3M

TabneTkun
KMLUKOBOPO34UHHI,
no 20 Tabnetok y
6nicTepi; no 2 abo
10 6nicTepiB y
KapTOHHI KopobL;
no 800 TabneTok y
6aHKax

MYKOC
dapma
v6X i Ko.
K

HimeuunHa

MYKOC
EMmynbcioHcresensb
wadpT M6X

HimeuunHa

MepepeecTpauisi Ha HEOBMEXEHMI TEPMIH
OHOB/IEHO iHGhopMaL,ito B iIHCTPYKUIT 4151 MEAUYHOTO
3acToCcyBaHHs NikapcbKoro 3acoby y po3ainax
"MokasaHHA" (BHECEHI YTOUYHEHHSA Ta pefarosaHo
po34in), a TakoX A0 po34iniB "dapmakonoriyHi
BnactusocTi’, "lMpoTunokasaHHa", "B3aemopis 3
HLLIMMKM NikapcbKMKU 3acobamMu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3paTHICTb BNAMBATM Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMK
MexaHismamn”, "3acTocyBaHHSs y nepiog, BariTHOCTi
abo rogyBaHHsA rpyaar”, "Cnocib 3actocyBaHHs Ta
[031" (BHECEH] YTOUHEHHS), "[iTn" (3aTBepaxeHo:
3acTocoByBatK 4iTAM Big, 3 pOKiB; 3anponoHOBaHO:
3acTocoByBaTu fiTAM Bifg 6 pokiB),

6e3
peyenma

nionsieae

UA/2842/01/01
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Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuk

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

"Mepepo3ysaHHsa", "Mo6iYHI peakuii™ Bi4NOBIAHO A0
iHhopmauii cTocoBHO 6e3neku, ska 3a3HavyeHa B
Marepianax peecTpauiiiHoro AOoCbE.

MepiognyHiCTb NOAAHHA PErysipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO 0 MopsakKy 34iicCHeHHS:
thapmakoHarnsgy, 3aTBEPAKEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerynsapHUX
3BITIB 3 6e3nekn

FEMTEPO

niodpinizat ana
po3unHy ans
iHpysii no 1,0 ry
thnakoHax, no 1

donakoHy y
KapTOHHIlA KopoobLi

letepo
Na63
Nimiteq

IHAis

letepo /1a63
Nimiteq

IHais

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH
OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTocyBaHHSA Nikapcbkoro 3acoby y posginax
"Oco6nuBi 3axoamn 6e3nekn”, "B3aemogist 3 iHLLIMMU
nikapcbknMmn 3acobamu Ta iHWi BUAW B3aeMogiii",
"Oco6MBOCTI 3acTOCyBaHHS", "3acTocyBaHHS y
nepiog BariTHOCTi abo rofyBaHHs rpyaar”,
"3paTtHICTb BIIMBATU Ha LIBMAKICTL peakuii npn
KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMK
mMexaHiamamu”, "Cnocib 3acTocyBaHHA Ta 4o3un",
"Mo6iuHi peakwi" BigNOBIAHO 4O OHOBMEHOT
iHchopMmawii Loao 6e3nekun Ailo4oi peHOBUHN.
MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHeHHS:
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HaYeHMK y NepioanyYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3nekn

3a
peyenmom

He
nidnsieae

UA/14626/01/01

FEMTEPO

niodpinizat ana
po3unHy ans
iHdpysili no 200 mry
thnakoHax, no 1

donakoHy y
KapTOHHIi KOpoOLyi

Fetepo
Na63
Nimiteq

IHais

leTepo /1a63
Nimiten

IHais

MepepeecTpaLis Ha HEOBMEXEHWIA TEPMIH
OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acTOoCyBaHHS NikapCcbKoro 3acoby y posginax
"Oco6nuBi 3axoaun 6e3neku”, "B3aemogis 3 iHWINMK
nNikapcbkMMK 3aco6amu Ta iHLi BUAW B3aeMOSii",
"Oco6/1MBOCTI 3aCTOCyBaHHS", "3acTOCyBaHHS y
nepiof, BariTHOCTi ab0 roflyBaHHs rpyaar”,

3a
peyenmom

He
nionsieae

UA/14626/01/02
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Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuk

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

"3[aTHICTb BNAMBATMW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWKMK
MexaHismamun", "Cnoci6 3acTocyBaHHs Ta go3n",
"Mo6iyHI peakuii" BiANOBIAHO 4O OHOBNEHOI
iHchopmauii Lwoao 6e3nekn Aito4oi pevoBUHN.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
3BiTYy 3 6e3neku, BignoBiAHO A0 MopsakKy 34iiCHEHHS:
hapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’ YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 30pOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riJHO 3i CTpOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neku

AEKCA/TIH®
CALLE

rpaHynv ans
opasibHOro PO34UHY
no 25 mr; no 10 a6o
no 30 o4HOA030BUX
nakeTiB 3 rpaHy1amu
Y KapTOHHIli kopobLi

MeHapiHi
IHTEepHeLLOoH
an
OnepeiwoH
c
Mokcembypr
C.A.

Jokcembypr

NabopaTtopioc
MeHapiHi C.A.

IcnaHis

MepepeecTpavis Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHiCTb NoAaHHA perysispHO OHOBJ/IOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO 0 MopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofnNYHOCTI MOAaHHSA PerynsapHux
3BITiB 3 6e3neKu.

3a
peyerimom

He
nionseae

UA/9258/02/01

AEMONEHEM
®

MOPOLLIOK A/1A
pO34MHY ON5 iH'EKUINA
no 1000 mr, no 1
oNnakoHy 3
MOPOLLKOM Y
KapTOHHIiA ynakoBL,i

Abpun
dopmyneiLw
H3 MMBT. JlTA,.

IHais

JOEMO C.A.
PapmacboTikau
IHpacTpi

Mpeuis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
OHOB/IEHO iHGhopmaLito B IHCTPYKUIT 4151 MEAUYHOIO
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ginax
"apMakonoriyHi BnactueocTi”, "MokasaHHs"
(iHdbopmauist Lwopo 6e3neku), “B3aemogist 3 iHLLIMMU
nNikapcbkMMK 3aco6amu Ta iHLi BUAW B3aeMOSii",
"Oco6/MBOCTI 3aCTOCyBaHHSA", "3acTOCyBaHHS y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”,
"3paTHICTb BNMBATK Ha LIBMAKICTL peakLii npn
KepyBaHHi aBTOTPaHCMOPTOM ab0 iHWKMK
MexaHismamu", "Cnocib 3acTocyBaHHs Ta fo3n",
"[iTn"(yTo4YHEeHHHs iHcbopmadii), "Mo6idHi peakuir”
BiAMOBIAHO A0 iHGYopMaLiT WoA0 MegnyHoro
3acTocyBaHHs pethepeHTHOro Nikapcbkoro 3acoby
(MEPOHEM, nopoLuok Ans po3unHy Ans iH'exuii,
500 mr, 1000 wr).

MepiognYHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO

3a
peyenmom

He
nionsieae

UA/14759/01/01
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Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuk

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

3BiTYy 3 6e3neku, BignoBiAHO A0 Mopsaky 34iicHEHHS:
hapmakoHarnsgy, 3aTBepMKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[,0pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neku

AEMOMNEHEM
®

MOPOLLIOK ANs
pO34MHY ON5 iH'EKUINA
no 500 mr, no 1
donakoHy 3
MOPOLLKOM Y
KapTOHHIA ynakoBL,i

Abpun
dopmyneiL
H3 MBT. JITA.

IHais

JOEMO C.A.
PapmacboTikau
IHpacTpi

pevyis

MepepeecTpauis Ha HEOOGMEXEHUIA TEPMIH
OHOB/1EHO iHGhopmaLito B iIHCTPYKUIT 4151 MEAUYHOIO
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y posainax
"®apMakonoriyHi BnactueocTi”, "MokasaHHs"
(iHdbopmauist wopo 6e3neku), “B3aemogist 3 iHLLIMMU
nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMoSiid",
"Oco61MBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpygat”,
"34aTHICTb BNAMBATMW Ha LUBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWMMK
MexaHismamu”, "Cnocib 3acTocyBaHHs Ta fo3n",
"OiTn"(yTOUHEeHHHS iHdopmauii), "Mo6iuHi peakwii”
BiANOBIAHO A0 iH(hopMaLii WoJo MegnyHoro
3acTocyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(MEPOHEM, nopoliok A58 po34nHy ANst iH'eKLil,
500 wmr, 1000 wmr).

MepiognyHiCTb NoAaHHA perysispHO OHOBJ/IOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO 0 MopsakKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBepXeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofnNYHOCTI MOAaHHSA PerynsapHux
3BITiB 3 6e3neku

3a
peyerimom

He
niosnsicae

UA/14759/01/02

10.

AIATPN30EB
Ol KUCNOTH
JUMIAPAT

MOPOLUOK
(cybeTaHuis) y
nakeTax noaBiliHUX
nonieTUIeHOBNX
ans
hapmaLeBTUYHOro
3aCTOCYBaHHS

MNAT
"®apmak”

YKpaiHa

IOCTECA

IMAIDKNH C.ALY.

IcnaHis

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH

He
nionsieae

UA/4116/01/01

11.

EPOTOH®

Tabnetku no 50 wmr,

MPAT

YKpaiHa

BiANOBIga/IbHMIA 3a

YKpaiHa

MepepeecTpauisi Ha Heo6MexXeHuii TepMiH

3a

He

UA/4652/01/01




15

Ne Hassa dopma surnycky 3asasHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | yBaHHs | peecmpayiliHo20
n 3acoby yrnakoska) nocBi04Y€eHHs1
no 1 a6o no 2, a6o "®ITOPAPM BUPOGHULTBO, OHOB/IEHO iHGhopmaLito B IHCTPYKLT ANa MeguyHoro | peyenmom | nidssi2ae
no 4 Tabnetkn y " nepBurHHeE, 3acTOCYyBaHHSA MikapCcbKoro 3acoby y posginax
6nicTepi, no 1 BTOPUHHE "®apMakonorivyHi B1acTMBOCTI" (4OMNOBHEHHS),
6nictepy B navui 3 nakyBaHHs1, "MpoTunokasaHHA", "B3aemogis 3 iHWMu
KapToHy; no 4 KOHTPO/1b Ta BUMYCK nikapcbknMmn 3acobamu Ta iHWi BUaW B3aeMogin',
Tabnetkn y 6nictepi; cepii: "34aTHICTb BNAMBATY Ha LWBWAKICTb peakLiii npu
no 2 6nictepu B MPAT KepyBaHHi aBTOTPaHCNOPTOM abo iHWKMKU
nauuj 3 KapToHy "OITOPAPM", mexaHismamu", "Mo6iuHi peakwji" BignoBigHO A0
YkpaiHa; OHOBJIEHOI iHChopMaLii 3 6e3neky 3aCTOCyBaHHS
BiANOBIgabHMI 3a Lit040l peYOBUHN.
BVMPOGHMLTBO, MepiognyHiCTb NOAAHHA PEryssipHO OHOB/IOBAHOIO
nepBuHHE, 3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicCHeHHSs
BTOPWHHE dhapmakoHarnsgy, 3aTBepiXeHoro Hakasom
nakyBaHHs, MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
KOHTPO/Ib SIKOCTI: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
TOB "AcTpadapm”, MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
YkpaiHa,; Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
BiANoBigabHMI 3a OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
BUPOGHULTBO, poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
nepBuHHE, 3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerynsapHUX
BTOPUHHE 3BITiB 3 6e3nekn
nakyBaHHs,
KOHTPO/b AKOCTI:
MAT "BiTamiHn",
YKpaiHa
12. | EPOTOH® Tabnetku no 100 wr, MPAT YkpaiHa BignoBigasibHWi 3a Ykpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/4652/01/02
no 1 a6o no 2, abo "®ITOPAPM BVMPOGHMLTBO, OHOB/IEHO iHGhopmaLito B IHCTPYKLT N8 MeguyHoro | peyernmom | nidssi2ae
no 4 TabneTkn y " nepBuHHE, 3acTocyBaHHS Nikapcbkoro 3acoby y posginax
6nicTepi, no 1 BTOPVHHE "®apmMakonoriyHi B1acTMBOCTI" (4ONOBHEHHS),
6nicTepy B nauui 3 nakyBaHHs, "MpoTunokasaHHA", "B3aemogis 3 iHWMu
KapToHy; no 4 KOHTPO/1b Ta BUMYCK nikapcbk1UMK 3acobamu Ta iHWi BUAM B3aEMoSiid",
Tabnetkn y 6nictepi; cepii: "34aTHICTb BNAMBATY Ha LWBWAKICTb peakLiiii npu
no 2 6nictepu B MPAT KepyBaHHi aBTOTpaHCMopToM abo iHWMMK
naJui 3 KapToHy "®ITOPAPM", MexaHismamu", "lMobivHi peakuii” BignNoBigHO A0
YkpaiHa,; OHOB/EHOI iHchopMaLii 3 6e3neky 3acToCyBaHHS
BignoBiganbHWii 3a Lit040T PeYOBUHN.
BMPOBHNLTBO, MepiofnYHICTb NOAAHHS PErynsipHO OHOB/THOBAHOMO
nepBuHHeE, 3BiTY 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHeHHS:
BTOPWHHE dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
nakyBaHHs, MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27

KOHTPO/Ib SIKOCTI:
TOB "AcTpadapm”,
YKpaiHa;
BiANOBiAaIbHMI 3a
BUPOGHMLUTBO,

rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
pokKy Ne 996), CTaHOBUTb: 3rifgHO 3i CTPOKaMu,
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Ne Hassa dopma surnycky 3asasHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | yBaHHs | peecmpayiliHo20
n 3acoby yrnakoska) nocBi04Y€eHHs1
nepBuHHE, 3a3HaYeHMK y NepiognyYHOCTI NOAAHHS PerynsipHnX
BTOPUHHE 3BITIB 3 6e3nekn
nakyBaHHS,
KOHTPO/b SIKOCTI:
MAT "BitamiHn",
YKpaiHa
13. | ETO/1 ®OPT TabneTky BKPUTI HOBEN TypeuunHa HOBEN INAY TypeyunHa MepepeecTpaList Ha HEOOMEXEHN TEPMIH 3a He UA/3962/01/01
060/10HKOI0 MO 400 INIAY CAHAI CAHAI BE MepioAnyHICTL NOAAHHA PeryspHO OHOB/IIOBAHOMO | peyenmom | nidsisizae
Mr, No 4 TabneTkn y BE TIOKAPET A.LL. 3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHeHHS
6nictepi; no 1 TIOIKAPET hapmakoHarnagy, 3aTBepAXeHoro Hakasom
6nictepy B A.LL. MiHicTepcTBa 0XOPOHM 340POB’S YKpaiHu Big 27
KapTOHHI/ ynakoBLy; rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
no 14 tabneTtok y MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
6nictepi, no 1 a6o Ne 73/13340 (y pegakuii Hakaszy MiHicTepcTBa
no 2 6nictepu B OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
KapTOHHIA ynakoBL,i poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiognYHOCTI NOJAaHHS PerysapHUX
3BITIB 3 6e3nekn
14. | SAHIAIN® TabneTkun, BKpUTI Pekopgaari Ipnangis PekoppaTi IngacTpia ITanisa MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH 3a He UA/11126/01/01
NAiBKOBOIO Ainenp Nt Ximika e MepiognyHICTL NOAAHHS PerynsipHo OHOB/IIOBAHOTO | peyenmom | nidssieae
o6onoHkoto, no 10 dapmacesTika 3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iicHEHHS
Mr; no 14 TabneTok C.n.A. hapmakoHarnagy, 3aTBepAKeHoro Hakasom
y 6nictepi; no 1, abo MiHiCTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
2,a60 4, abo 7 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
6nicTepis y MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
KapTOHHIi KOpOOLyi Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0POB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHMK y NepioAnNYHOCTI NOJAaHHA PerynsapHuUX
3BITIB 3 6e3neku.
15. | BAHIAIN® TabneTkun, BKpUTI Pekopgari IpnaHgjs PekoppaTi IHgacTpia ITanisa MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH 3a He UA/11126/01/02
MN/1iBKOBOIO Aineng Ntp, Ximika e MepioguyHiCTb NOAAHHSA PEryNIiPHO OHOBJIIOBAHOTO | peyenmom | nidnsi2ae
060/10HKO10, M0 20 dPapmaceBTika 3BiTy 3 6e3Mneku, BignoBiaHO A0 MopsakKy 34iicHEHHS
Mr; no 14 TabneTok C.n.A. hapmakoHarnagy, 3aTBepAKeHoro Hakasom
y 6nicTepi; no 1, abo MiHicTepcTBa 0XOPOHM 340POB’S YKpaiHu Big 27
2,a60 4, abo 7 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoOro B
6nicTepis y MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
KapTOHHIlA KopoobLi Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0POB'sA YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAaHHA PerynsapHUX
3BITiB 3 6e3neKu.
16. | IHCTI 3I rpaHynu, no 56 ry XepbioH MakuctaH XepbioH MakuctaH MakncraH MepepeecTpauis Ha HEOBMEXEHU TEPMIH 6e3 nionsizae UA/9042/01/01
CMAKOM calle-nakeTi; no 5 MakuctaH MpaiiseT fimiTeq, OHoBeHO iHhopMaLiio Yy po3ginax peyenma
JTMMOHA a6o 10 cawle- MpaiiBet "MpoTmnokasaHHsa", "Ocob/MBOCTi 3aCTOCYBaHHSA",
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Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuk

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

NakeTiB y KAPTOHHIi
Kopobu,i

NimiTeq

"3acTocyBaHHSA y nepiof, BariTHOCTi abo rogyBaHHs
rpyaato” (yTouHeHHs iHgopMmauii), "Mepepo3yBaHHs",
"Mo6iuHi peakwyii" IHCTPYKLii AN MeAUYHOro
3aCTOCYyBaHHSA Nikapcbkoro 3acoby BiANoOBIAHO A0
OHOB/EHOT iHhopMaLii LWoAo 6e3nekn 3acTOCyBaHHS
[il04NX PeYOBUH.

MepiofnyHICTb NOAAHHS PErynsipHO OHOB/HOBAHOMO
3BiTY 3 6e3neku, BignoBigHO A0 Mopsaky 34iiCHEHHA
dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pO0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpPOKamMu,
3a3HaYeHMK y NepiognyYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3nekn

17.

INATOH®

TabneTku, BKpUTI
06010HKO0, MO 250
mr no 10 TabneTok y
6nicTepi; no 2
6nictepn y
KapTOHHI/ ynakosL,i

3AT
dapmaueBT
NYHUIA 3aBOS,

Eric

YropmHa

3AT
dapmaleBTUYHNIA
3asopg ElIC

YropumHa

MepepeecTpalisi Ha HeOOMEXEHW TEPMIH
OHOB/IEHO iH(hopmaLilo y po3ainax "®apmakonoriyHi
BnacTMBOCTI" (YTOUHEHHS iHchopmalii),
"MpoTunokasaHHA", "B3aemogis 3 iHWMu
nikapcbk1MK 3acobamu Ta iHWi BUAW B3aEMoSiid",
"Ocob6nuBocTi 3acTocyBaHHs", "lMepeao3yBaHHs",
"Mo6iuHi peakyii" IHCTPYKLii AN MeANYHOro
3aCTOCYyBaHHSA NMikapcbkoro 3acoby BiANOBIAHO A0
OHOBEHOT iHhopMaLii LWoAo 6e3nekn 3acToCyBaHHS
Lit040T PeYOBUHN.

MepiognyHiCTb NOAAHHA PerysispHO OHOBIIOBAHOIO
3BiTY 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHeHHS:
hapmakoHarnagy, 3atBepKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3Ha4YeHMN y NepiofnMYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3nekn

3a
peyenmom

He
nionsieae

UA/3965/01/01

18.

KNTOTPUMA3
on-
DITOPAPM

Ma3b 1% no 15 r
a6o no 25 r y Ty6i,
no 1 1y6i y navuy,i

MPAT
"®ITOPAPM

Ykpaina

MPAT "®ITO®PAPM"

YkpaiHa

MepepeecTpallisi Ha HeOOMEXEHW TEPMIH
OHOB/EHO iHGhOpMaLito B IHCTPYKLIT 4719 MeANYHOro
3acToCyBaHHS fikapcbKoro 3acoby y po3gin "Cnocié
3acTocyBaHHs Ta fo3u" (iHopmauis woao 6esnekm)

BiAANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3neku
L0401 peYOBUHN.
MepiognYHICTb NOAAHHS PerynsipHO OHOB/IHOBAHOrO

6e3
peyenma

nionsieae

UA/3967/01/01
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Hassa
JliKapcbKo20
3acoby

dopma surnycky
(nikapcbka gpopma,
yrnakoska)

3asaBHuk

KpaiHa
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknam
yBaHHs

Homep
peecmpayitiHo2o
nocsio4eHHs

3BiTYy 3 6e3neku, BignoBiAHO A0 Mopsaky 34iicHEHHS:
hapmakoHarnsgy, 3aTBepMKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[,0pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKu.

19.

KOrHI®PEH®

Kancynu Teepai no
300 mr/5 wr; no 10
Kancyn y 6nictepi;
no 3 6nictepu 'y
KapTOHHI navwi

TOB
"OJTPA"

YkpaiHa

AT "OnaiiHdpapm"

Nartgis

MepepeecTpavisi HA HEOOMEXEHWNI TEPMIH
OHOB/IEHO iHghopmaLito y po3ginax "3actocyBaHHA y
nepiog BariTHoOCTi abo rogyBaHHsA rpyaaro”
(pepaxuiriHe yTouHeHHs), "Cnocib 3acTocyBaHHA Ta
0o3n" (pepakuiiHe YTOUHEHHST) IHCTPYKLUii ans
MeAMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby
BiANOBIAHO [0 MaTepiasliB peecTpayiiHoro foChe.
Pestome nnaHy ynpasniHHA pu3ukamn Bepcis 1.0
[0Ja€ETbCA.

MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHeHHS
thapmakoHarnsgy, 3aTBEpPAXEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepioguYHOCTI NOJAaHHS PerysapHUX
3BITIB 3 6e3nekn

3a
peyerimom

He
niosnsicae

UA/14574/01/01

20.

NEBEN

TabneTkun, BKpUTI
o060n0Hkoto, no 500
Mr no 7 TabneTtok y
6nictepi, no 1
6nictepy y
KapTOHHIA ynakoBL,i

HOBE/
INAY CAHAI
BE
TIIXKAPET
A.LL.

TypeuunHa

HOBEN INAY
CAHAI BE
TII>KAPET A.LL.

TypeyuunHa

MepepeecTpavis Ha HEOGMEXEHUIA TEPMIH.
OHOB/IEHO iHGhopMaL,ito B iIHCTPYKUIT 4151 MEAUYHOTO
3acToCcyBaHHs NikapcbKoro 3acoby y po3ainax
"MokasaHHsA", a TakoxX y po3ginu: "®apmakonoriyHi
BnacTuBocTi", "MpoTnnokasaHHa", "B3aemopis 3
iHLWIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemMogiin", "OcobnnBoCTi 3acTocyBaHHA",
"3acTocyBaHHS y nepiog, BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta fo3m”,
"MepeposysaHHsa", "Mob6iyHI peakuil BiANOBIAHO A0
iHhopMmaLii WoA0 MegnyHoOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (Tavanic, He
3apeecTpoBaHuii B YKpaiHi).
MepioguyHiCTb NOAAHHSA PErysiipHO OHOBJIOBAHOTO
3BiTY 3 6e3neku, BianoBigHO a0 Mopsaky 3AilCHEeHHS

3a
peyenmom

He
nidnsieae

UA/10958/01/01
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dhapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerynsapHUX
3BITIB 3 6e3neku.

21.

NENKEPAH™

TabneTtku, BKPUTI
NAiBKOBOIO
060/10HKOI0, N0 2 MF
no 25 tabneTtok y
donakoHi; no 1

donakoHy y
KapTOHHIlA KopooLi

AcneH
Papma
TpeigiHr
Nimiteq

Ipnangis

Exkcenna 'm6X i Ko.
KIr

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHMI TEPMIH
OHoOB/EHO iHhopmaLito y po3ginax "®apmakonoriyHi
BNAcTUBOCTI", "B3aemMogis 3 iIHLWUMMM NiKapCbKUMM
3aco6amu Ta iHWi BUAY B3aemogiii*, "OcobnmBocTi
3acTocyBaHHS", "34aTHICTb BM/IMBATK Ha LUBUAKICTb
peakL,ii Npn kepyBaHHi aBTOTPaHCMoOpPTOM abo
IHLWMMK MexaHiamamu", "Cnocib 3acTocyBaHHS Ta
fo3n", "Mo6iuHi peakwyii” BiANOBIAHO A0 iHhopMmaLi
CTOCOBHO 6e3neku, sika 3a3HayeHa B maTtepianax
peecTpaLiiHoro A0ChbeE.
MepiognyHiCTb NOAAHHA PerynsipHO OHOB/IOBAHOIO
3BiTy 3 6e3neku, BignoBigHO A0 MopsakKy 34iicHeHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHW 3[0pPOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepioguYHOCTI NOJAaHHS PerysapHUX
3BITIB 3 6e3nekn

3a
peyenmom

He
nidnsieae

UA/3396/01/01

22.

nmsunHonPun
-TEBA

Tabnetku no 5 mr,
no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepis y KOopoobLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne Mm6X
(Bnpo6HUuTBO
Hepo3acoBaHol
npoayKuii, f03BIN Ha
BUNYCK cepii;
lNepBuHHa Ta
BTOPUHHA YNaKoBka,
KOHTPO/b SIKOCTI)

HimeuunHa

MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH
OHOB/IEHO iHGhopMaL,ito B iIHCTPYKUIT 4151 MEAUYHOTO
3acToCcyBaHHs NikapcbKoro 3acoby y po3ainax
"Ocob6nmBocCTi 3acTocyBaHHA", "MobiuHI peakuii”
BIAMOBIAHO 4O OHOBNEHOT iHGhopMaLi 3 6e3nekn
L0401 pevOBUHN.

MepiognyHiCTb NOAAHHA PerynsgpHO OHOBIOBAHOIO
3BiTYy 3 6e3neku, BignoBigHoO A0 Mopsaky 34iCHEeHHS
thapmakoHarnsay, 3aTBep)KeHOro Hakaszom
MiHicTepcTBa OXOPOHU 340pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakLuii Hakady MiHicTepcTea
OXOPOHW 340pO0B'st YKpaiHu Big 26 BepecHst 2016
pokKy Ne 996), CTaHOBUTb: 3rigHO 3i CTPOKaMu,

3a
peyenmom

He
nidnsieae

UA/1572/01/01
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Ne Hassa dopma surnycky 3asasHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | yBaHHs | peecmpayiliHo20
n 3acoby yrnakoska) nocBi04Y€eHHs1
3a3HaYeHMK y NepiognyYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3nekn
23. | NIBUHOMPWUAN | TabneTku no 10 mr, TOB «TeBa YkpaiHa Mepkne M'm6X HimeuuunHa MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 3a He UA/1572/01/03
-TEBA no 10 TabneTtok y YkpaiHa» (Bnpo6bHULTBO OHOB/IEHO iHGhopMaLLito B IHCTPYKLUIT ANA MeAWYHOro | peyenmom | nidssieae
6nicTepi; no 3 abo 6 Hepo3dacoBaHoi 3acToCyBaHHS Nikapcbkoro 3acoby y po3ginax
6nicTepiB y KopobLi npoaykuii, 103BiN Ha "Ocob6nmBoCTi 3acTocyBaHHA", "MMobiuHI peakuii”
BUNYCK cepil; BiANOBIAHO 4O OHOBNEHOT iHGhopMaLii 3 6e3nekn
MepBuHHA Ta Ait04OT PEYOBUHN.
BTOPVHHA YMakoBKa, MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOMO
KOHTPO/b SKOCTI) 3BiTy 3 6e3neku, BignoBiaHO 0 MopsakKy 34iiCHEHHS
hapmakoHarnagy, 3aTBep)KeHOro Hakasom
MiHicTepcTBa OXOPOHU 3[0POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 30pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMK y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neku
24. | NIBUHONPUAN | TabneTtku no 20 mr, TOB «TeBa YkpaiHa Mepkne Mm6X HimeuunHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/1572/01/02
-TEBA no 10 Tabnetok y YkpaiHa» (BupobHuutBo OHOB/IEHO iHGhopMmaLLito B IHCTPYKLUIT 418 MeAWYHOro | peyenmom | nidssieae
6nictepi; no 3 abo 6 Hepo3gacoBaHol 3acTOCyBaHHSA NikapcbKoro 3acoby y posainax
6nicTepiB y kKopobui npoaykuii, 403BiN Ha "Oco6nmBoCTi 3acTocyBaHHsA", “Mo6iYHI peakuii”
BUNYCK cepil; BiANOBIAHO O OHOBNEHOT iHGhopMaLlii 3 6e3neku
MepBuHHaA Ta Ait04OT PEYOBUHN.
BTOPWHHA YMakKoBKa, MepiognyHICTb NOAAHHS PerynsipHO OHOB/THOBAHOrO
KOHTPO/b SIKOCTI) 3BiTy 3 6e3neku, BignoBigHO A0 Mopsaky 34iicHeHHS
hapmakoHarnsagy, 3aTtsepakeHoro Hakasom
MiHiCTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[0pOB's YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOJaHHA PerynsapHUX
3BITIB 3 6e3nekmn
25. | NIHEKC MOPOLLIOK AN CaHp03 CnoBeHis Brpo6HMuTBO "in CnoseHis MepepeecTpaList Ha HEOBMEXEHNI TEPMIH 6e3 He UA/14576/01/01
BEBI® opasibHOT CycneHsil, dapmacbHoTi bulk", nepBmHHe Ta OHOB/EeHO iHGhopMaLito B IHCTPYKLIT 4519 MeAMYHoOro | peyenma | nidssizae
1 000 000 000 Kans3 a.4. BTOPUHHE 3acToCyBaHHSA Nikapcbkoro 3acoby B po3ginax
KYO/nakeT; no 1,5t nakyBaHHs: "dapmMakoorivyHi BlacTMBOCTI" (pefaryBaHHsA TEKCTY
y nakeTi; no 10 a6o Nex Ta yTOYHeHHs iHdopmadii), "OcobnnBocCTi
20 nakeTiB B PapmaueBTUYHa 3acTocyBaHHSA", "3acToCyBaHHS Yy nepiog BarirTHOCTi
KapTOHHI KOpO6L KomnaHia 4.4., abo rogyBaHHsA rpyaa" (pegaryBaHHs TEKCTY Ta
CnoBeHis; YTOYHeHHS iHdhopmauii), "AiTn" (pegaryBaHHs TEKCTY

KOHTposb Ta BUnyck

Ta YTOYHEHHs iHcpopMmalii), "Mo6iyHi peakuyii”
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Ne Hassa dopma surnycky 3asasHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | yBaHHs | peecmpayiliHo20
n 3acoby yrnakoska) nocBi04Y€eHHs1
cepii: BiANOBIAHO [0 MaTepianiB peecTpauiliHoro foche.
Nek MepiognyHiCTb NOAAHHSA PerynsipHo OHOB/IOBAHOTO
dapmaneBTUYHA 3BiTy 3 6e3neku, BignoBigHO 0 Mopsaky 34iicHeHHSs
KoMnaHia a.4., thapmakoHarnsgy, 3aTBePAKEHOr0 Haka3oMm
CnoBeHis; MiHicTepcTBa 0XOPOHY 340POB’S YKpaiHu Big 27
KoHTponb cepii: rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
Nex MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
hapmaueBTNYHA Ne 73/13340 (y pegakuii Haka3y MiHicTepcTBa
KomMaHia 4.4., OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
CnoBeHis poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerysapHUX
3BITIB 3 6e3nekn
26. | MOTUNIYM® TabneTtku, BKPUTI MakHin AHrnis Anccen-Cinar PpaHuis MepepeecTpavisi Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/10190/01/01
NAiBKOBOIO MpopakTc MepiognyHICTL NOAAHHSA PErynsipHO OHOB/IIOBAHOTO | peyenma
060/10HKOH0, Mo 10 Nimiteq 3BiTy 3 6e3Mneku, BignoBigHO A0 MopsakKy 34iicHeHHS
mr, no 10 TabneTok thapmakoHarnsgy, 3aTBEPAKEHOI0 Haka3oM
y 6nicTepi; no 1 abo MiHicTepcTBa 0XOPOHM 340POB’S YKpaiHu Big 27
3 6nictepu B rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIA ynakoBLy; MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
no 30 TabneTok y Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
6nicTepi; no 1 OXOPOHW 3[0pPOB'sA YKpaiHu Bif 26 BepecHs 2016
6nictepy B poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
KapTOHHI/ ynakosL,i 3a3Ha4YeHUMY Y NepioguYHOCTI NOJaHHS PerysapHUX
3BITIB 3 6e3neKu.
27. | M'ATA NOpPOLLOK AT YkpaiHa dpyTapom LLIBeiiuapis MepepeecTpaLisi Ha HEOBMEXEHUIA TEPMIH - He UA/4308/01/01
NEPLEBOI (cybeTaHuin) y "KNIBCbKW CeiTuepneng /ta, nidnsieae
EKCTPAKT nakeTax noABiNHUX "
CYXuUii nonieTnieHoBmx BITAMIHHW
0151 BUpo6HMLUTBA 1 3ABOA"
HecTepunbHNUX
Nikapcbknx hopm
28. | CTPENCINIC® | nboAsHWKK; no 8 PekkiTT Benvka PekkiTT BeHkizep Benvka nepepeecTpawist Ha HeobMexeHuit TepMiH 6e3 niosnsieae UA/3915/01/01
nnoc NbOASAHUKIB Y BeHkizep BputaHis Xenckep BpuTtaHis OHoBneHa iHhopmaLis 3 6e3neku B IHCTPYKUii Ans peyenma
6nicTepi; no 2 Xenckep IHTepHewHn JlimiTeq, MeJMNYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
6nictepu B IHTEepHeLHN po3ginax "®apmakosioriyHi BNacTuBocTi" (YTOYHEHHS
KapTOHHI KOpO6L Nimiteq iHchbopmawii),"MpoTrnnokasaHHs", "B3aemogis 3

IHLIMMK NikapcbkMKM 3aco6amMu Ta iHLWi BUan
B3aemogiit", "3actocyBaHHs y nepiog, BaritTHoCTi abo
roflyBaHHs rpyaat”(yTouHeHHs iHdopmauii),
"Cnoci6 3acTocyBaHHS Ta A031" (YTOYHEHHS
iHdbopmawii), "MepenosyBaHHsa", "Mo6IYHI peakuii”
BiNOBIAHO A0 MaTepianiB peecTpauiliHoro foChe.
MepioguyHICTb NOAAHHS PEryNsiPHO OHOB/TIOBAHOrO
3BiTYy 3 6e3Mneku, BignoBiaAHO 0 Mopsaky 34iicHEHHS
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thapmakoHarnsgy, 3aTBEPAKEHOI0 Haka3oMm
MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPOB's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerynsapHUX
3BITIB 3 6e3nekn

29.

TPUBYAAT

Tabnetkun no 200 mr
no 10 Tabnetok y
6nictepi, no 1 a6o 2
6nicTepu y nauui

Hoseko
IHBECT eHp,
Tpeiig Kopn.

CLA

dynToH MeguumHani
C.n.A.

ITanis

MepepeecTpavisi HA HEOOMEXEHWNI TEPMIH
OHOBNEHO iHhopmaLito y po3ginax "3aaTHicTb
BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI

aBTOTPaAHCMOPTOM a60 iHWKMK
MexaHisMamu'"(yTOUHeHHs iHdhopmadii), "Croci6
3acToCyBaHHA Ta 031" (YTOYHEHHS iHchopmaLii),
IHCTPYKLi 415 MeAUUYHOro 3acTOCyBaHHS
nikapcbKoro 3acoby BignoBigHO A0 OHOBMEHOI
iHbopMmawii woao 6e3nekn 3acTocyBaHHA Aitouoil
peyoBUHN.

MepiognyHiCTb NoAaHHA perysispHO OHOBJIOBAHOIO
3BiTy 3 6e3neku, BignoBiaHO 0 MopsakKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 340pOB's YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofnNYHOCTI MOAaHHSA PerynsapHux
3BITiB 3 6e3nekn

3a
peyerimom

He
niosnsicae

UA/9496/02/02

30.

TPUBYAAT

Tabnetku no 100 mr
no 10 TabneTtok y
6nictepi, no 1 a6o 2
6nictepn y navui

HoBeko
IHBECT eHf
Tpeiig Kopn.

CWA

dynToH MegmuuHani
C.n.A.

ITanisa

MepepeecTpaLisi Ha HEOBMEXEHWIA TEPMIH
OHoB/eHO iHhopmalito y po3ainax "OcobmMBOCTi
3acTocyBaHHS", "34aTHICTb BM/IMBATK Ha LUBUAKICTb
peakLujii npy KepyBaHHi aBTOTpaHCNopToM abo
HLWMMK MeXaHi3maMn"(yTOYHeHHS iHdopmalLlii)
IHCTPYKLi 415 MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby BifnoBigHO A0 MaTepianis
peecTpaLiiHoro Jocbe.
MepioguyHiCTb NOAAHHSA PErysiipHO OHOBJIOBAHOTO
3BiTy 3 6e3neku, BignoBiaHO A0 Mopsaky 34iicHeHHS
hapmakoHarnsgy, 3atsepixeHoro Hakasom
MiHiCTepCcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsieae

UA/9496/02/01
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Ne Hassa dopma surnycky 3asasHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | yBaHHs | peecmpayiliHo20
n 3acoby yrnakoska) nocBi04Y€eHHs1
MiHicTepcTBi tocTuLii Ykpainu 29 ciuHs 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pPO0B's YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3Ha4YeHUMY Y NepiogNYHOCTI NOJAHHS PerynsapHUX
3BITiB 3 6e3nekn
31. | DIANIKN TpaBa (CcybcTaHuis) MpAT YkpaiHa MpAT "NikTpasun” YkpaiHa MepepeecTpauis Ha HEOBMEXEHU TEPMIH - He UA/5606/01/01
TPABA y MilLKax, ToKax, "NikTpasun" niosnsieae
Kinax gns
thapmavLeBTUYHOro
3aCTOCYBaHHSA
32. | ®OCPOMILUN | nopoLuok IHTepKiMm, Mekcuka IHTepkim, C.A., ge Mekcuka MepepeecTpallisi Ha HEOBMEXEHNI TEPMIH - He UA/15081/01/01
HY (cybeTaHuin) y C.A., pge C.B. nionsieae
TPOMETAMO | noggiiiHnx C.B.
n nonieTnieHoBmx
nakeTtax Ans
dhapmaL,eBTU4YHOro
3acToCcyBaHHsA

I'eHepanbHUU JUPEKTOP

Jupekropary ¢apmaiieBTHUHOr0 3a0e3neueHHsA

0.0. Komapiga
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MEPENIK

Moparox 3

Jlo HaKa3y MiHicTepcTBa 0X0poHH

300pOB’A YKpaiHu
04.09.2020 Ne 2032

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TIOTYHUX MPEMAPATIB), LLLOAO AKUX BY/TIN BHECEHI 3MIHU O
PEECTPAUINHNX MATEPIANIB, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHA

Ne Hassa ®dopma sunycKy 3assHUK Kpaina Bupo6HuUK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs1
1. ABUDMIOKC® | po3unH ans iHdysiid, Abpun IHais LOEMO C.A. Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14416/02/01
500 mr/100 mn no dopmynenwH3 dapmacbloTikan YTOUYHEHHS1 HanucaHHA BMPOOHMKa B Haka3i MO3 YkpaiHu Ne | peyenmom
100 M1 pO3UmnHY y Met. N14. IHoacTpi 1394 Big 15.06.2020 B npoLieci BHeCEHHS 3MiH (3MiHu | Tuny -
dhnakoHi; no 1 BHECEHHS 3MiH 0 po3ainy “MapkysBaHHA" MKA N13:
chnakoHy y 3anponoHoBaHo: MAPKVIPOBKA. CornacHo yTBepaeHHoOMY
KapTOHHI ynakoBL,i TEKCTY MapknMpoBku). Pefakuis B Hakasi: JEMO C.A
SAPMACBIOTIKAN IHOACTPI, Ipeuis. BipHa pegaxkuis: AEMO
C.A. dapmacbloTikan IHgacTpi, Mpeuis.
2. A3NTPOMIL, TabneTku, BKPUTI "FOHiK IHais tOHiK IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasiB: 3MiHU | TUMY - 3MiHK 3a UA/7280/01/01
NH €EBPO 060/10HKOI0, M0 125 PapMacboTUK PapmacboTuKan [0 IHCTPYKLT N8 MeAMYHOro 3aCTOCyBaHHSA NikapcbKoro 3acoby y | peyenmom
Mr; Mo 6 TabneTok y an NabopaTtopis po3ginu: "B3aemogist 3 iHWMMK MiKapCbKMMK 3acob6amu Ta iHLWi
6nictepi; no 1 Na6opatopiz" (BioAineHHs dipmu BMAW B3aemogiin", "OcobmBocTi 3acTocyBaHHA", "IM06iYHI peakuii”
6nictepy y Kopoobui (BipAineHHs "[x. B. Kemikans Ha nigcTasi iHhopmaLii pethepeHTHOro NikapcbKoro 3acoby
dipmn "Ox. B. eHf, CYMAME/®. BBegeHHs 3MiH NpoTsArom 3-x micsAuis nicas
Kemikans eHg, dapmacbloTUkan3 3aTBEPAKEHHS.
PapmMacbloTuK Nt
an3 Jitg.")
3. A3NTPOMIL, TabneTku, BKPUTI "FOHiK IHais tOHiK IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiastiB: 3MiHU | TUMY - 3MiHK 3a UA/7280/01/02
MH €BPO 060/10HKOH0, MO0 250 dapmacboTuK dapmacboTuKa [0 IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA NiKapcbKoro 3acoby y | peyenmom
Mr; no 6 TabneTok y an NabopaTtopis po3ainuv: "B3aemMogis 3 iHLIMMK NiKapCbKUMK 3acobamu Ta iHLWi
6nictepi; no 1 Na6opatopis" (BigAineHHs dipmu BMAW B3aemogiit", "OcobmBocTi 3acTocyBaHHA", "IM06IYHI peakuii”
6nictepy y Kopobui (BipgAaineHHs "[x. B. Kemikans Ha nigcTasi iHhopmaLii petepeHTHOro NikapCbKoro 3acoby
cipmm "Ox. B. eHf, CYMAME/®. BBefeHHsA 3MiH MPOTAroM 3-x micsuis nicns
Kemikans eHg, dapmacbloTukans 3aTBEPAKEHHS.
PapmacboTuK nrp")
an3 Jitg.")
4, A3NTPOMIL, TabneTku, BKPUTI "FOHiK IHais HOHiK IHais BHECEHHS 3MiH [J0 peECTpaLiiiHuX MaTepiasiB: 3MiHU | TUMY - 3MiHK 3a UA/7280/01/03
MH €EBPO 060/10HKO0, Mo 500 dapmacboTuK dapmacboTuKa [0 IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA NikapcbKoro 3acoby y | peyenmom
Mr; no 3 TabneTkn y an NabopaTtopis po3ainu: "B3aemMogis 3 iHLIMMK NiKapCbKUMK 3acobamu Ta iHLWi
6nictepi; no 1 Jlabopatopis" (BigAiNeHHs dipmu BMAW B3aemogiit", "OcobmBocTi 3acTocyBaHHs", "M06iYHI peakuii”
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nicTepy y kopoobui (BigAineHHs "x. B. Kemikans Ha nigcTasi iHopmaLii pechepeHTHOro NikapcbKoro 3acoby
ipmm "Ox. B. eHf CYMAME/I®. BBefeHHs 3MiH MpoTsArom 3-x micsAuis nicns
Kemikans eHg, dapmacbloTUKan3 3aTBEPAKEHHS.
dapmacboTUK nra.)
an3 Jitg.")
5. AUrNIN® Tabnetku no 50 mr; AT "dapmak” YkpaiHa AET JlabopaTtopi3 IHais BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3miHu | Tvny - - UA/17555/01/01
in bulk: no 11,5 kry MpaiiseT NiT4. AZMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
H6apabaHax 3a8BHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) 3MiHa Ha3su
Ta afpecy 3asBHVKa. 15 MeToAiB KOHTPOII0 AKOCTI Ta A/15 TEKCTY
MapKyBaHHS BBefeHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMAKEHHS.
6. ANEPOH TabneTku, BKpUTI TOB «TeBa YkpaiHa Emkiiop IHais BHECEHHS 3MiH 10 peecTpaviiiHux MmaTepianiB: 3MiHu | Tuny - 3MiHK 6e3 UA/5615/01/01
060/10HKOI0, M0 5 Mr, YkpaiHa» $apmacbloTikanc wopo 6esneku/edpekTMBHOCTI Ta hapmakoHarnsaay (iHWwi 3miHn) - peuenma
no 10 Tabnetok y nrp. OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro 3acoby 3
6nictepi; no 1 abo BHECEHHSAM iHdhopMaLil LWoA0 3a3HAaYeHHS OAVHULb BUMIPHOBaHHSA
no 3 6nictepu B y cuctemi Sl. BHeceHHs 3MiH fo po3giny “MapkysaHHs" MKA 13
KapTOHHI KOpooLi (BBEAEHHS 3MiH MPOTArOM 6-T1 MicSILIB NiCNs 3aTBEPAKEHHS);
3MiHY | TNy - AAMiHICTPaTWBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy MicusA NPoBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JIikapcbKoro 3acoby, BK/IYaoUn
OinbHULI BUNYycKy cepii abo MicLie NpoBeAEHHS KOHTPOJIKO SKOCTI.
(AisnbHICTB, 3a AKy BigNoBiAae BUPOOHUK/IMIOPTEP, BKIKOYAKOUM
BMNYCK Cepiit) - 3MiHa Ha3BW Ta agpecu BUPOGHuKa 13, 6e3 3MiHu
MicLst BUpO6HULTBA (BBEAEHHS 3MiH NpOTArom 6-Tu MicsuiB nicns
3aTBEPAKEHHS)
7. ANMbBYMIH PO34uH AN1s iHQY3il, KegnpioH ITanis KegpioH C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15876/01/01
NHOANHW 200 | 200 r/n, no 50 mn C.n.A. 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
rin a6o no 100 mn hapmakoHarnsagy (iHwi 3MiH) - 3MiHW BHECEHI B TEKCT
PO3UMHY Y NAALLILY; MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby LWoA0 3a3HaueHHs
no 1 naswui B MDKHapOAHWNX NO3HAYeHb OAMHULb BUMIpOBaHHA. TepMiH
KOpO6Lii 3 KApTOHY BBE/IEHHS 3MiH - NPOTArom 6 MicsiliB nicns 3aTBepAKEHHS.
8. ANBbrEPIKA Kancysv Teepgi no TOB "TeBa YkpaiHa MAIBA Xpartcka XopBaris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13629/01/01
75 wr; no 14 kancyn YkpaiHa" 4.0.0. 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
y 6nicTepi; no 1, 2, hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
abo 4 6nictepn y “MapkyBaHHa" MK4A /13: 3anponoHoBaHo: MAPKYBAHHA 3rigHo
Kopo6Li 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
MapKyBaHHS! YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmaii LWoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHS y CUCTEMI
S| Ta yHichikaLis BUKIafeHHs TeKCTy (Hanpukiag po3ainis
"Cepis:", "0o:", "P.M. Ne"). BBeAeHHs 3MiH NPOTAromM 6-Tn MicsLis
nicns 3aTBepAKeHHs
9. ANbrrEPIKA Kancynu TBepAi no TOB "TeBa YkpaiHa MNIBA XpBaTtcka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13629/01/02
150 wmr; no 14 Ykpaina", A.0.0., XopsarTis 3MiHM | TUNY - 3MiHK W0 6e3nekn/echeKTUBHOCTI Ta peyenmom
Kancyn y énictepi; Ykpaina hapmakoHarnsagy (iHwi 3MiHK1) - BHECEHHSA 3MiH 40 po34iny
nol, 2, a6bo4 “MapkyBaHHs" MKA 13: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nictepn y kopobuj 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
MapKyBaHHS! YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LWoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHS y CUCTEMI
S| Ta yHichikaLis BUKIafeHHs TeKCTy (Hanpukiag po3ainis
"Cepis:", "0o:", "P.M. Ne"). BBeAeHHS 3MiH NPOTAroM 6-Tn MicsLiB
nicns 3aTBepKeHHs
10. | A/IbF'O3AH® | renb no 35ry Ty6i; MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/14102/01/01
no 1 Ty6i y nauuj 3 "Ximcpapmsas "Ximcpapmsasos 3MiHM | TUNY - 3MiHK W0 6e3nekn/echekTUBHOCTI Ta peyenma
KapToHy o, "YepsoHa "UepBoHa 3ipka" hapmakoHarnsagy (iHwi 3MiHK1) - BHECEHHSA 3MiH 40 po34iny
3ipKa" “MapkyBaHHa" MKA /13”: 3anponoHoBaHO: MapKyBaHHS.
BignoBigHO 40 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS. OHOBEHHSA
TEKCTY MapKyBaHHA yNakoBKMN /liKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii Wwoao 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS1 3MiH NPOTArom 6-T1 MiCALB Nicia 3aTBEPAKEHHS
11. | Allb®A- TabneTku, BKPUTI AT YkpaiHa AT "KMUIBCbKUIA Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux MmaTepianiB: 3MiHu | Tuny - 3MiHN 3a UA/4766/01/02
NINOoH NNiBKOBOO "KNIBCbKM BITAMIHHW 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKOH0, M0 600 BITAMIHHW/IA 3ABO/" KOHTeliHep/3akKynoptoBa/ibHUIA 3aci6. 3MiHa po3Mipy YNakoBKM
mr; no 10 TabneTok 3ABOA" rOTOBOrO JliKapcbKoro 3acoby (Buy4YeHHs yNakoBKy NEBHOro
y 6nicTepi, no 3 abo pO3Mipy) - BUSTyYEHHS YNakoBKK No 6 TabneTok y 6nictepi; no 5
6 6nicTepiB y nauuy,i 6nictepiB y nayui (Ne 30 (6 x5)) ans gosysaHHs 600 mr 3
Bi4NOBIAHMMM 3MiHaMK y po3aini “Ynakoska” (BBeeHHs 3MiH
NPOTAroM 6-T1 MICALIB MICNA 3aTBEPLKEHHS); 3MiHU | TUMY - 3MiHK
wopo 6e3nekn/edpekTMBHOCTI Ta chapmakoHarnsagy (iHwi 3miHn) -
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHthopmav,ii LoAO 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS
y cucTemi Sl. BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA 13
(BBefeHHs 3MiH NpoTSaromM 6-Tv MicsLiB NiCNsA 3aTBEPAKEHHS)
12. | AIb®APEKI niodpinizat gns TOB YKpaiHa TOB "HaykoBo- YKpaiHa BHECEHHS 3MiH 40 peecTpaviitHux maTepiasis: 3MiHu | Tuny - - UA/15134/01/01
H® PO34nHY A5 iH'EKL "BANIAPTIH BMPOGHMYA AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
no 1 maH MO in PAPMA" KOMnaHis MicLA NPOBaKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro

bulk: no 50, 500 a6o
1000 dhnakoHiB 3
niodpinizatom B
KOpOG6Lii 3 KapTOHY

"IHTepchapmbioTek"

nikapcbKoro 3acoby, BKIYAKUM 4ilbHUL BUNYCKY cepii abo micue
NpOBeLEHHS KOHTPOJIIO SIKOCTI. (ZiANbHICTb, 3a AKy BignoBigae
BMPOGHMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepiii) - 3MiHa agpecun
BMpo6HMKa TOB "HaykoBo-B1po6HMYa KOMMaHis
"IHTepcapmbioTek", YkpaiHa, 6e3 3mMiHM Micus BUPOOHNLTBA;
3MiHY | TNy - AAMiHICTPaTMBHI 3MiHU. 3MiHa HaliMEHYBaHHS
Ta/abo agpecun micua NpoBaMKEHHS AiANbHOCTI BUPOOHMKA
(BKNtOYAKOUM, 38 HEOOXIAHOCTI, MiCLle NPOBEAEHHSI KOHTPOSIO
SIKOCTi), ab0 BNacHvKa macTtep-chaiina Ha A®l, abo noctavanbHuKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMIXXHOIO NPOAYKTY, LLO
3aCTOCOBYHOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y AO0CbE Ha
nikapcbkuii 3acib) 3a BifCYTHOCTI cepTudpikaTa BifnoBiAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAXEHOMY [0Cbe, ab0
BMPOGHMKA HOBOI AOMOMIXXHOI PEeYOBUHU (SKLLO 3a3HaYeHO y
[0CbE) - 3MiHa agpecu BupobHrka APl TOB "HaykoBO-BUPO6GHMYA
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
KoMnaHis "IHTepdapmbioTek”, YkpaiHa, 6e3 3MiHM micLsa
BMPOGHMLTBA
13. | AMOKCUN-K NopoLLOK AN MAT YkpaiHa MAT Ykpaina BHeceHHs 3MiH 0 peecTpaviitHux maTepianis: 3miHu | Tuny - 3a UA/10656/01/01
pO34MHy ANns "Kuismegnpen "KuiBmegnpenapart" AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
iH'ekuin; no1,2r apat” MicList MPOBAKEHHS AisANIbHOCTI BUPOGHMKa/imnopTepa rotoBoro
NOPOLLKY Y (hNaKoHi; nikapcbKoro 3acoby, BKIOYaun AinbHULi BUMYCKy cepii abo micue
no 10 donakoHiB y NpoBeAEeHHS KOHTPO/IIO AKOCTI. (AisANbHICTb, 3a AKy Bignosigae
KOHTYPHIl BMPOGHMK/IMNIOpPTEp, BK/IKOYAOUM BUMYCK cepili) - 3MiHa Ha3BM
YapyHKOBIl BMpOGHUWKa 13, 6e3 3miH y MKA /13 (3atBepaxeHo: MAT
ynakosLi; no 1 "KuiBmegnpenapart"). 3atBepaxeHo: MosHa Ha3sa lMy6niyHe
KOHTYPHIl akujioHepHe ToBapucTBo "KniBmegnpenapar” CkopoyeHa Ha3Ba
YapyHKOBIll ynakoBLi MAT "KuiBmegnpenapaT" 3anponoHoBaHo: [oBHa Ha3Ba
B nauLi AkuioHepHe ToBapucTBo "KniBmegnpenapat” CkopoyeHa Ha3Ba
MAT "Kuismegnpenapart”. 3MiHu | Tuny - AQMIHICTPaTVUBHI 3MiHW.
3MiHa HalimeHyBaHHSA Ta/abo agpecu 3asBHMKa (BNacHuKa
peecTpavuiiHoro nNocBig4eHHs1) - 3mMiHa HaliMeHyBaHHS 3asiBHIIKA,
6e3 3miH y MKA N13 (3atBepmxeHo: MAT "Knismegnpenapart")
3arBepmkeHo: MNosHa HasBa MNy6niuHe akLioHepHe TOBapUCTBO
"Kuismegnpenapat” CkopoyeHa Hassa NMAT "Kuismegnpenapar”
3anponoHoBaHo: MoBHa Ha3Ba AKLjiOHEpHE TOBapuCTBO
"KniBmegnpenapat” CkopoyeHa Ha3sa IMAT "Kuismegnpenapar”
14. | AHA®PAHIN TabneTku, BKpUTI Hosaprtic Lseliuapi Micapm C.n.A., ITanisa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/3484/01/01
® 0060/10HKOH, MO 25 dapma Al A ITanis (nepBrHHe Ta 3MiHM | TUNY - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
mr; no 10 TabneTok BTOPWUHHE hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHSA 3MiH 0 po34iny
y 6nicTepi; no 3 nakyBaHHs); “MapkyBaHHa" MKA /13": 3anponoHosaHo: MapkyBaHHs. 3rigHo
6nictepn B kopoobLi Hosapric ®apma 3aTBEPPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHSA TEKCTY
3 KapTOHYy C.n.A, Itanisa MapKyBaHHS YNakoBKV NikapCbKoro 3acoby 3 BHECEHHSIM
(BPOGHMLTBO 3a iHchopMmaw,ii LWoA0 3a3HAYEHHA OAUHULIb BUMIPIOBAHHS Y CUCTEMI
NOBHVM LIMK/IOM) Sl. BBeAEHHSI 3MiH MPOTAroM 6-TU MicsLIB NiCNs 3aTBEPAYKEHHS
15. | ACKOPBIHO apaxe no 50 mr no AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHux MmaTepianis: 3MiHu | Tuny - 3MiHK 6e3 UA/1527/02/01
BA KUCNOTA | 50 gpaxe y "KNIBCbKWM BITAMIHHWIA 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema peyenma
6nictepax; no 160 BITAMIHHWIA 3ABOA" KOHTelHep/3aKynoptoBasibHKI 3aci6. 3MiHa po3mipy ynakoBKu
Opaxey 3ABOA" rOTOBOrO JliKapcbKoro 3acoby (BUTy4eHHS yNakoBKy NEBHOro
KOHTelHepax po3mipy) - BUyYeHHs ynakosku no 10 gpaxe y 6nictepax Ta no 10

(6aHou4kax); mo 160
Apaxe y KOHTelHepi
(6aHouui), no 1
KOHTeliHepy
(6aHouui) y nayui

apaxe y 6nictepi; no 3 6nicTepn B nayli 3 BIANOBIAHUMY 3MiHAMYN
y po34ini «YnakoBka». 3MiHN BHECEHI B po3/in "YnakoBka" B
IHCTPYKL,il0 ANA MeANYHOro 3acTOCyBaHHS NiKapCbKoro 3acoby y
3B"A3KY 3 BUJIyYEHHAM NEBHOT0 PO3MIpPY YNakoBKW, AK HAC/IOK -
BU/TYYEHHS TEKCTY MapKyBaHHA BifnoBiAHOT ynakoBkn (BBeaeHHs
3MiH NPOTArom 6-Tu MicALiB NicNa 3aTBepMKeHHs); 3MiHn | Tuny -
3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - BHECEHHSA 3MiH [0 po3ainy «MapkyBaHHs» MKA /13:
3arBepmkeHo: MAPKYBAHHSA Bignosigae HagaHoMy TekcTy
MapkyBaHHs1. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby 3 BHECEHHSM
iHchopmawii LWoA0 3a3HAYEHHS OAUHULb BUMIPIOBAHHS y CUCTEMI
Sl. BBeAEHHSI 3MiH MPOTArOoM 6-TU MicsILIB NiCNs 3aTBEPAKEHHS.
16. | ACKOPIN cupon no 100 mn neHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8670/01/01
EKCMNEKTOP a6o no 200 mny PapmMacboTUK PapmacboTrKan3 3MiHK | TRy - 3MiHK 3 AKOCTIi. FOTOBWIA NTikapcbkuii 3aci6. KoHTponb | peyenmom
AHT nnacTnkosux abo an3 itg nTg., roTOBOrO flikapcbkoro 3acoby. 3MiHa y MeTofax BUNpobyBaHHA
CKNSAHUX (priakoHax; roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3MiHa y 3aTBepoKeHNX
no 1 donakoHy MeToAax BUMPOOYBaHHS) - HE3HAUYHE JOMOBHEHHS [0 METO/iB
pasom 3 MipHUM KOHTPOJIO SIKOCTI, po3ain "8. KinbkicHe BU3HayeHHs. 8.2. MeHTon" -
KOBMaYKoOM y npyBeAeHHA 3aTBEPAKEHUX METOAIB KOHTPO/IO AKOCTI NiKapCbKoro
KapTOHHI ynakosL,i 3ac06y 10 opuriHa/IbHOI AOKYMeHTaLlil BUpOGHMKa
17. | ATAKAHL Tabnetkn no 8 mrno | ACTPA3EHEK Lseuis AcTtpa3eHeka Ab, LBsewis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6559/01/01
14 TabneTok y A Ab LLiseuis 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi; no 2 (Bpo6HULTBO "in hapmakoHarnsgy (iHwi 3MiHKn) - BHECEHHS 3MiH 40 po34iny
6nictepu y bulk"); AcTpa3eHeka “MapkyBaHHs" B 3aTBepaKeHnx MKA J13. 3anponoHoBaHo:
KapTOHHilA KOpo6L M6X, HimeuunHa MapkyBaHHs 3riHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
(MepBuHHa Ta 3aTBepKeHHA albTepHATUBHOMO TEKCTY MapKyBaHHSA yNakoBKu
BTOPMHHA ynaKkoBka, NikapcbKoro 3acoby i3 3a3Ha4YeHHAM MiXKHaPOAHWNX NO3HaYeHb
[03BiN Ha BUNYCK OAVHULb BUMIPIOBAHHS.
cepii) BBefeHHs1 3MiH NPOTAroM 6-Tu MicALIB NiC/1A 3aTBepPAKEHHS
18. | ATAKAHA Tabnetku no 16 mr; ACTPA3EHEK LLiseuis AcTtpa3eHeka Ab, Lsewis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6559/01/02
no 14 TabneTtok y A Ab LLiseuis 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nictepi; no 2 (Bupo6HuLTBO "in thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po34iny
6nictepn y bulk"); AcTpa3eHeka “MapkyBaHHs" B 3aTBepaKeHnx MKA J13. 3anponoHoBaHo:
KapTOHHili KOpo6Li M6X, HimeuunHa MapKyBaHHs 3riHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
(MepBuHHa Ta 3aTBepAKeHHA albTepPHATUBHOTO TEKCTY MapKyBaHHSA yNakoBKu
BTOPMHHA ynakoBka, NikapcbKoro 3acoby i3 3a3Ha4YeHHAM MiDXKHaPOAHMX NO3HaYeHb
[03BiN Ha BUNYyCK OAVHULb BUMIPIOBAHHS.
cepii) BBefeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/1A 3aTBepAKEHHS
19. | ATAPAKC® TabneTku, BKPUTI HOCB dapma Benbris AHabioTuk HB, Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1872/01/01
NAiBKOBOIO C.A. Benebria (aogatkosa 3MiHM | TURY - 3MiHK 3 AKocTi. A®l. BupobHuLTBO. 3MiHA peyenmom

060/10HKO0, N0 25
Mr; o 25 TabneTok
y 6nicTepi; no 1
6nictepy y
KapTOHHIA KOpoo6Li

BMPOGHMYA
[iNbHULSA, Ha Kl
3[jACHIOETbCSA
KOHTpOsb cepii);
CI'C a6 CimoH CA,
Benebria (aogatkosa
BMPOGHMYA
[iNbHULSA, Ha Kl
3[jACHIOETbCSA
KOHTpOsb cepii);
HOCB ®apma C.A,,
Benebris
(BMpPOGHMLTBO 3a
NOBHUM LIMK/IOM)

BMPOGHMKA BUXIAHOrO/MPOMIXKHOTO NPOAYKTYy/peareHTy, Lo
BUKOPUCTOBYHOTbCA Y BUPO6HMYOMY npoueci A®l, abo 3MiHa
BMPOGHMKa (BKOYaouu, e HeobXifHo, MicLe NpoBeAeHHs
KOHTponto sikocTi) APl (3a BigCyTHOCTI cepTudpikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaKeHOMY A0ChE)(3MiHW A0
3axopis, NOB'A3aHUX 3 KOHTpPonem Adl, abo fgoAasaHHs fibHUL,
[e NPOBOAUTLCA KOHTPO/Ib/BUNPODBYBaHHS Cepil) - BHECEHHS 3MiH
bo p. 3.2.S.2.1 Bupo6HukK, a came fofaBaHHA komnaHii Industrias
Quimicas Falcon de Mexico S.A de C.V, Mexico (Dr Reddy’s
Laboratories Ltd.) B ikocTi 0AaTKOBOro BUPOGHKKa,
BiNoBiAaIbHOro 3a BUNPO6YBaHHA KOHTPOJIO Ai04OI peHOBUHN
rifpOKCM3nHY rigpoxnopugy. MponoHoBaHa AinbHNLA BXe
3[jicCHI0E BUPOBHMLTBO Ta BUNPOoOyBaHHSA cTabinbHocTi ADI
ri4pPOKCU3MHY rigpoxiopuay
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
20. | ATOPBACTA | Tabnetku, BKpUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/0688/01/01
TWH 10 NNiBKOBOIO Megikeap N14. BpuTaHis dapmacbioTikan3 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
AHAHTA o6onoHkoto, no 10 MeT. NIT4., IHAis; thapmakoHarnagy (iHwi 3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHS
Mr o 10 TabneTok y ®namiHro yrnakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmalii Lwoao
6nictepi; no 3 dapmacboTrKanc 3a3Ha4YeHHs OAMHMLb BUMIPIOBAHHSA Yy cucTeMi Sl. BBeAeHHS 3MiH
6nicTepun y Kopobui Jita. npoTSArom 3-Xx MicsLiB Nicais 3aTBEpPAKEHHS
21. | ATOPBACTA | Tabnetku, BKpUTI AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/0689/01/01
TWH 20 NNiBKOBOO Megikeap N14. BpuTaHis dapmacbioTikan3 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyernmom
AHAHTA o060n0Hkoto, no 20 MeT. N14., IHAN; thapmakoHarnsagy (iHWi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
Mr o 10 TabneTok y dnamiHro yrNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
6nictepi; no 3 dapmacbloTrKanc 3a3Ha4YeHHs OAMHMLb BUMIPIOBaHHS Yy cucTeMi Sl. BBeAeHHS 3MiH
6nicTepun y Kopobui Nita. NpoTArom 3-x MicauiB nicas 3aTBepaKeHHs
22. | ADP/TIA3NH® kancynu no 200 mr TOB YKpaiHa TOB "BANTAPTIH YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: B anmekax UA/11171/01/01
no 10 kancyny "BANAPTIH DAPMA" 3MiHM | TUNY - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta 3a
6nictepi; 3 6nictepu DPAPMA" hapmakoHarnsagy (iHwi 3MiHK1) - BHECEHHSA 3MiH 0 po34iny peyenmom
B ynakosLi “MapkyBaHHA" MKA /13": 3anponoHoBaHo: MapKyBaHHS.
BignoBigHO [0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHW BHECEHI
B TEKCT MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby Lwoa0
3a3HavYeHHs MiXKHapoAHMUX NO3HAaYeHb OUHULIb BUMIPIOBAHHS.
BBefeHHs1 3MiH NPOTAroM 6-Tu MicALIB NiC/1A 3aTBepPAKEHHS
23. | ALETUNCANI | tabnetkn no 500 wmr, AT YkpaiHa AT "Nly6Hncpapm” YkpaiHa BHECEHHS 3MiH 10 peecTpavjiiiHux MmaTepianis: 3MiHu | Tuny - 3MiHK 6e3 UA/5708/01/01
UMNoBA no 10 TabneTok y "Ny6Hnchapm" 3 AKocTi. FoToBUIA Nikapcbkuii 3aci6. Cuctema peyenma —
KUCNOTA 6nictepax; no 10 KOHTelHep/3aKynoptoBasibHKI 3aci6. 3MiHa po3mipy ynakoBKku Ne 10
Tabnetok y roTOBOrO NikapcbKoro 3acoby (iHLWi 3MiHW) - BBEAEHHS 3a
6nictepax, no 10 popartkosoro Buay nakysaHHa Ne 100 (10x10) no 10 TabneToky | peyenmom
6nictepiB y nauui 6nicTepi; no 10 6nicTepis, y nayui, 3 BigNOBIAHNMMN 3MiHAMU A0 —Ne 100
po3ainy “Ynakoska” MKA 13. 3MiHM BHeCeHI B po34inv "Ynakoska"
Ta "Karteropis Bignycky" B iIHCTPYKLUitO 415 MeAUYHOTO
3aCTOCyBaHHS /iKapcbKoro 3acoby y 3B"A3Ky 3 BBEAEHHAM
[04aTKOBOro BMAY YNakoBKW, SIK HACNILOK - 3aTBEPKEHHS TEKCTY
MapKyBaHHS [OAATKOBOro BUAY YNakoBKy NiKapCbKoro 3acoby
(BBEAEHHS 3MiH MPOTAroM 6-T1 MicsILIB NiCNs1 3aTBEPAKEHHS)
24. | ALETUNCANI | tabnetkn no 500 wmr, AT YkpaiHa AT "ly6Huchapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/5708/01/01
UWNOBA no 10 TabneTtok y "Nly6Hnchapm" 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
KUCNOTA 6nictepax; no 10 thapmakoHarnagy. 3MiHa y KOpOoTKiii XapakTepucTuLi NikapCcbKoro

Tabnetok y
6nictepax, no 10
6nictepiB y nayui

3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT 4719 MeANYHOro
3acTOCYyBaHHS Ha MigcTaBi perynsipHo OHOB/IOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo focnimxeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B Mic/sipeecTpaviiiHnii nepios,
ab0 Sk pe3ynibTar OLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHnx gocnimxersb (PIP) (3miHy
Y3ro[KEHO 3 KOMMNETEHTHUM YNOBHOBAXEHUM OpPraHoMm)- 3MiHW
BHECEHO A0 IHCTPYKUIiT 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ainis "B3aeMogis 3 iHLIMMK NiKapCbkUMK 3acobamu
Ta iHWi BUAW B3aemogiii", "MNepefo3yBaHHsA" 1WoA0 6e3neku
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
3aCTOCYBaHHS fitl040Tl PeYoBUHU, BIAMNOBIAHO 40O pekoMeHAaLii
PRAC /EMA. BBefieHHs 3MiH MPOTAroM 6-Tu micALiB nicns
3aTBepKEHHs
25. | ALUETUNUUC | TabneTtku no 200 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/16936/01/01
TEIH no 10 TabneTtok y 06MEXeHo 06MEXEHO 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
6nictepi, no 2 BiAnoBigasIbHi BiANoBifa/IbHICTIO hapmakoHarnsagy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT
6nictepu y KOpooKy CTHO "®apmMaLieBTUyHa MapKyBaHHS YNakoBKU /TiKapCbKoro 3acoby LoA0 3a3HauYeHHs
3 KQpTOHY "PapmaueBTn thipma "BepTekc”, MiDKHapPOAHMX NO3HAYEeHb OA4MHULb BUMIPOBAHHS. BHECEHHS 3MiH
yHa thipma Ykpaina [0 po3ainy “MapkyBaHHA” MKA /13": 3anponoHoBaHo:
"BepTekc” (BMPOGHMLTBO 3 MapkyBaHHS. BianoBigHO A0 3aTBEPKEHOTO TEKCTY MapKyBaHHs
npoaykuii in bulk BBefeHHs 3MiH NpoTArom 3-x MicsLiB NiCNsA 3aTBEPAYKEHHS
BMPOGHUKa
ToBapucTsa 3
06MEXEHOI0
BiANOBIgANbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3popos'sa’,
YKpaiHa)
26. | ALUETUNUUNC | TabneTtkn no 600 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/16936/01/02
TEIH no 10 Tabnetok y 06MexeHo 06MexeHo 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenma
6nictepi, no 2 BiANOBIAabHI BiAANOBIAA/TbHICTIO hapmakoHarnsagy (iHwi 3MiHu) - 3MiHU BHECEHI B TEKCT
6nicTepn y Kopooky CTIO "dapmMaLeBTUyHa MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs
3 KapTOHY "®apmaueBTn thipma "BepTekc”, MiDKHapPOAHMX NO3HaYeHb OANHULb BUMIPOBAHHSA. BHECEeHHS 3MiH
YyHa hipma YkpaiHa 00 po3giny “MapkysaHHa” MKA J13": 3anponoHoBaHo:
"BepTtekc" (BMPOGHMLTBO 3 MapkyBaHHs. BignoBigHO 40 3aTBEPAYKEHOTO TEKCTY MapKyBaHHs
npoaykuii in bulk BBeneHHs 3MiH NpoTAroM 3-x MicsiLiB Micns 3aTBepyKeHHs
BMPOGHUKA
ToBapucTea 3
06MeXeHoH0
BiAANOBIAA/TbHICTIO
"®apmaueBTnyHa
KoMnaHis
"3popos'a”,
YKpaiHa)
27. | BAKTOMNIK Ma3b, 2% no 15r KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17049/01/01
Masi B aJlItloMiHieBili XENTXKEP NBT NTA 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
Ty6i, no 1 Ty6i y MNBT NTA, thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po34iny
KapTOHHIA ynakoBLi “MapkyBaHHa" MKA /13: 3anponoHosaHo: MAPKYBAHHA.
BignoBigHO 40 3aTBEPAYKEHOIO TEKCTY MapKyBaHHA. OHOBEHHSA
TEKCTY MapKyBaHHS yNakoBKMN /1iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WoAo 3a3HaYeHHS OAUHULL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBefieHHS1 3MiH NPOTArom 6-T1 MiCcALB Nicia 3aTBEPAKEHHS
28. | BAHBAKT® cynosuTopii KYCYM IHgjisa KYCYM XENTXKEP IHAaisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17243/01/01
BariHasibHi no 100 XENTXKEP MBT NTA 3MiHM | TMNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta

peyenmom
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Mr 1o 3 cynosuTopii NBT NTA thapmakoHarnsagy (iHwi 3MiHKn) - BHECEHHS 3MiH 40 po34iny
y cTpuvni; no 1 “MapkyBaHHs" MKA 13: 3anponoHosaHo: MAPKYBAHHA.
CTpUNY Y KapTOHHIiiA BianosigHo [0 3aTBEPMKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
ynakoBLi TEKCTY MapKyBaHHA yNakoBKMN /liKkapCbKoro 3acoby 3 BHECEHHAM
iHchopMmawii LWoA0 3a3HAYEHHS OAUHULb BUMIPIOBAHHS y CUCTEMI
S|. BBeIEHHSsI 3MiH NPOTAroM 6-T1 MicsILIB NicNs 3aTBEPAKEHHS
29. | BPIHTENNIK TabneTtku, BKPUTI NyHpbek [aHis Enasdapm, PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14150/01/01
Cc NAiBKOBOIO Ekcnopt A/C ®paHuia (nepBrHHE [aHis 3MiHM | TUNY - 3MiHK W0 6e3nekn/echekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr Ta BTOPUHHE hapmakoHarnsagy (iHwi 3MiHn) - OHOBJ/IEHHSA TEKCTY MapKyBaHHs
no 14 tTabneTtok y nakyBaHHs); yrNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
6nictepi; no 2 EypocpiHc Biodhapma 3a3HayeHHs OAMHWLb BUMIpIOBaHHSA Y cuctemi Sl
6nictepu y MpopgakT TecTiHr
KapTOHHIA KOopooLi Oenmapk A/C, faHis
(BunpobyBaHHs 3a
MOKa3HNKOM
"Mikpo6ionoriuHa
yncroTta"); X.
Nynpbek A/C, faHis
(BUPOGHMLTBO 3a
MOBHUM LIK/IOM)
30. | BPIHTENNIK TabneTku, BKpUTI NyHpbek [aHis Enasdapm, PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14150/01/02
Cc NAiBKOBOIO Ekcnopt A/C ®paHuia (nepBrHHE [JaHis 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eteKkTUBHOCTI Ta peyenmom
0060/10HKOH, MO 10 Ta BTOPVHHE hapmakoHarnsgy (iHwi 3MiHn) - OHOBJ/IEHHS TEKCTY MapKyBaHHSI
Mr no 14 TabneTok y nakyBaHHS); yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHchopmMalL,ii Wwoao
6nictepi; no 2 EypocpiHc Biodhapma 3a3HavYeHHs OAMHULb BUMIpIOBaHHSA Y cuctemi Sl
6nictepn y MpopgakT TecTiHr
KapTOHHIlA KOpoo6Li Lenmapk A/C, faHis
(BnpobyBaHHA 3a
NOKa3HNKOM
"Mikpo6ionoriyHa
yucroTta"); X.
NyHp6ek A/IC, faHis
(BMpPOGHMLTBO 3a
MOBHUM LIMK/IOM)
31. | BPOKCIHAK Kpanni oyHi, 0,09% CEHTICC IHgjs CeHricc ®apma [MBT. IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15200/01/01
no 1,7 mn kpanesnb y PAPMA IMBT. nra. 3MiHU | TUNY - aAMIHICTpaTUBHI 3MiHU. Buny4yeHHs BUPOBHUYOT peyenmom
thnakoHi, no 1 Nra. AiNbHULUI (BKNOYatoumn AinbHUL Ana A®l, NpoMiXHOro NpoayKTy

chnakoHy 3
KpanesibHuLet B
KapTOHHIlA ynakoBL,i

abo roToBOro iKkapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs1, BUpOOHWKa, BiANOBiAaNbLHOIO 3a BUMYCK Cepiid, MicLe
NpoBefeHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMIKXHOT PEHOBMHM (SKLLO 3a3HaYeHo
Y OOCbE) - BUNYyYeHHSA BUPOOGHNYOI AinbHULI AD| GpomcbeHaky
HaTpito cecksirigpaty «ALP Pharm Beijing Co. Ltd.», KuTaii. insa
BMpo6HuuTBa 13 3anuwaeTbest AD| BupobHuka «Yonsung Fine
Chemicals Co., Ltd.», Pecny6nika Kopesi. [TponoHoBaHa pefakLis




32

Ha3ssa

Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
COCTAB: 1 M1 pacTsopa rnasHblX Kanesib COAepXUT:
[Jelictylollee Bewlectso: bpomdeHaka HaTpus ceckBurngpara
1,035 Mr aKkBUBaJIEHTHO BpomdieHaky cBo6oaHOI kucnoTsl — 0,9
mr MpowussoguTens: Yonsung Fine Chemicals Co., Ltd., Republic
of Korea
32. | BPOHXOMEK | po3uvH opanbHuii, 9 CaHpo3 CnoseHis Cantotac ®apma HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/14724/01/01
(o3 mr/1 mn; no 100 mn dapmacbioTika m6X, HimeyunHa 3MiHu || TUny - 3MiHK 3 AkocTi. ADL. (iHLWi 3MiHKW) - PONOHYETLCSA peuenma
y 6aratogo3oBomy n3 a.a. (Bunyck cepii); 3MiHa W040 CYyTTEBOro OHOB/IEHHA Mogyns 3.2.S-dpm Ta ASMF
KOHTeliHepi; no 1 dapma BepHirepoge Bif 3apeecTpoBaHoro BMpo6Huka Frutarom Switzerland Ltd.,
ab6o 2 m6X, HimeyunHa Rutiwisstrasse 7, CH-8820 Wadenswil, Switzerland fo sepcii AP
6araTof030BMUX (BMPOGHMLTBO in- 002. 3miHun, 3anponoHoBaHi B ASMF, nepeniyeHi Hx4ye: - 3MiHa
KOHTEliHepy B bulk, nakyBaHHs, AinbHULUI BUpobHMLTBa 3 Frutarom Switzerland Ltd., Rutiwisstrasse
KapTOHHIA KOopooLi KOHTPO/b cepiif) 7, CH- 8820 Wadenswil, Switzerland Ha Extract Chemie,
Blyinghausen 8, 31655 Stadthagen, Germany. Extract Chemie
BXOAMUTb A0 rpyny Frutarom. - 3mMiHa KOHTpakTHWUX naboparopiii
(KOHTpakTHI NabopaTopii 3a3HayeHi y A03BO/i HA BUPOOBHULTBO
ans Extract Chemie), - MNpouec BUroTOBAEHHS 3MIHWMBCA 3 spray
drying Ha vacuum belt drying Ta 3MiHeHi geski napameTpu
06nagHaHHA - 3MIHEHO KOHTPOIb NPOMIXXHUX NPOAYKTIB Nicns
ekcTpakuii - Cneyucpikauiss pocMHHOIO Npenapaty 3MiHWAacsa ans
bulk density, residual solvent content (3By>XeHHS MeXx
cneumaikauii) Ta microbial purity (3By>eHHS Mex cneuudikauir) -
3MiHEeHi aHauTiTUYHI MeToAw i BIANOBIAHO HadaHa Banigauis
MeToAiB - 3MIHEHO [HKepeno cTaHA4apTHOI peyoBuHM alpha
Hederin. Cneundpikaulisi rotoBoro NPOAyKTY AUWAETLCSA HE3MIHHOK
33. | BPOHXO- Kancynu TBepai no 7 CaHpo3 CnoBeHisi Nex CnoseHis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/14314/01/01
MYHAN® Mmr; no 10 kancyny PapmacbioTika dapmaLeBTUYHa LBeiiLapis 3MiHM | TURY - 3MiHKW WoA0 6e3nekn/eddeKTUBHOCTI Ta peuenma
6nictepi; no 1 a6o 3 n3 a.n. KoMnaHisa 4. 4., thapmakoHarnsgy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po34iny
6nictepn B CnoBeHis (nepBunHHe “MapkyBaHHs” MKA J13: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
KapTOHHI KOpo6Li Ta BTOPWHHE 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
nakyBaHHs, MapKyBaHHS YNakoBKW MikapcbKoro 3acoby. BeefeHHs 3MiH
KOHTPO/b Cepii, NPOTAroM 6-TW MICALIB NIiC/A 3aTBePAKEHHS
BMnNyck cepir); OM
®apma CA,
LLIBeliyapis
(BMpOGHMLTBO in
bulk, KoHTpOsb
cepii)
34. | BANNIEPIAHA TabneTku, BKPUTI MAT YkpaiHa MAT Ykpaina BHeCceHHs 3MiH 10 peecTpaviiiHix maTtepianiB: 3MiHK | TUNYy - 3MiHa 6e3 UA/0265/02/01
DPOPTE NNiBKOBOIO "ranuucapm” "Kuismegnpenapar" HaliMeHyBaHHS 3asBHMKa, 6e3 3MiH y MKA /13 - 3anponoHoBaHo: peyenma

060/10HKOH, MO 40
mr, no 10 TabneTok
y 6nicTepi; no 5
6nicTepiB y nauui

MoBHa Ha3Ba AkLjioHepHe ToBapucTBo "Tannydapm”, CkopoyeHa
HasBa MAT " FanuudpapM"; 3miHM | TUMY - 3MiHa Ha3BW BUPOBHUKA
N3, 6e3 3miH y MKA N13, a Takox 6e3 3MiH B iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA Ta Y TeKCTi MapkyBaHHSA J13.
3anponoHosaHo: NMoBHa Ha3Ba AKLiOHepHe TOBapUCTBO
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
"Knismegnpenapar"”, CkopoyeHa Ha3ga NAT "Kuismegnpenapar”
35. | BEHK/IIKCTO | Tabnetku, BKPUTI E66Bi Lseiuapi E668i Aipneng HN IpnaHgis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn 3a UA/16667/01/01
® NNiBKOBOO Biothapmacbto A B.B., IpnaHgis HimeyunHa oo 6e3nekn/ehekTnBHOCTI Ta chapmakoHarnagy (iHwi 3miHu) - | peyenmom
060/10HKO0, 10 Mr; Tikan3 M’m6X (BUPOGHMLTBO OHOBJIEHHA TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKOBKMN
Ne 14: no 2 NiKapcbKoro 3acooy, 13, BBeAEHHS HaNMCcaHHA 0AnHMLb S| natuHeleto (4O0AaTKOBO 40
Tabnetku y 6nictepi TeCcTyBaHHs); Kpunuui) y TekcTi mapkyBaHHA OHOBJ/IEHHA TEKCTY MapKyBaHHS
no 7 6nictepis y E66BI [oiiuneHs, BTOPVHHOT YNaKOBKM /iKapCbKOro 3ac06y 3 BHECEHHAM iHdhopmaLii
KapTOHHI/ KopoobLi v6X i Ko. KT, LL{0/0 3a3HAaYEHHS O4MHULb BUMIpIOBaHHSA y cuctemi Sl (BBegeHHs
HimeuunHa 3MiH NPOTArOM 6-TW MICALIB NIiC/A 3aTBEPIXKEHHSR); 3MiHW | TNy -
(BUPOGHMLTBO, AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby - 3mMiHa
nakyBaHHs Ta Ha3Bu nikapcbkoro 3acoby. 3BATBEPIXKEHO: BEHK/NIKCTO
TeCcTyBaHHS (VENCLYXTO) 3AMNMPOMNOHOBAHO: BEHK/TIKCTO® (BBefeHHs
NMPOMDXHOro 3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS)
ekcTpygary
BEHETOK/TaKCy;
nepBuHHE Ta
BTOPUHHE
nakyBaHHS, BUNYCK
cepii roToBoro
nikapcbKoro 3acoby)
36. | BEHK/IKCTO | Tabnetku, BKpUTI E66Bi Lseiiuapi E66Bi AlipneHg HN IpnaHgis/ BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianiB: 3MiHu | Tuny - 3MiHN 3a UA/16667/01/02
® NNiBKOBOO Bioghapmacbto a B.B., IpnaHgis HimeyunHa wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - | peyernmom
060/10HKO0, 50 Mr; Tikans MmexX (BMPOGHMLTBO OHOBJIEHHA TEKCTY MapKyBaHHsi NEPBUHHOI Ta BTOPUHHOI YNaKkoBKu
Ne7: no 1 Tabnetui y nikapcbkoro 3acoby, 13, BBeEHHSA HanUcaHHA 0AnHULb Sl natuHeleto (0o04aTKOBO 40
6nictepi, no 7 TeCcTyBaHHs); KMPUAULL) y TeKCTIi MapkyBaHHs: OHOBJ/IEHHSA TEKCTY MapKyBaHHS
6nictepiB y E66BIi [jouneHg, BTOPVHHOI YNaKOBKM JTiKapCbKOro 3ac00y 3 BHECEHHSIM iHdhopmav,ii
KapTOHHIlA KOpoo6Li v6X i Ko. KT, LLIOA0 3a3Ha4YeHHsA OAVMHULL BUMIpIOBaHHSA y cucTemi Sl (BBegeHHs
HimeuunHa 3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPAKEHHS); 3MiHW | TUMY -
(BUPOGHMLTBO, AAMIHICTpaTVBHI 3MiHW. 3MiHA Ha3BW NiKapCbKOro 3acoby - 3mMiHa
nakyBaHHs Ta Ha3Bu nikapcbkoro 3acoby. 3ATBEPIXKEHO: BEHK/TIKCTO
TeCTyBaHHSA (VENCLYXTO) 3AMNPONOHOBAHO: BEHK/TIKCTO® (BBepgeHHs
MPOMIXXHOTO 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS)
ekcTpygary
BEHETOK/aKcy;
nepBuHHE Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii roToBoro
nikapcbkoro 3aco6y)
37. | BEHKMIKCTO | Tabnetku, BKPUTI E66Bi LBeliuapi E66BI Alipneng HN Ipnangis/ BHECEHHSA 3MiH 10 peecTpauiiiHuX maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/16667/01/03
® NiBKOBOIO Biodhapmachbto A B.B., IpnaHgis HimeuyunHa woao 6e3nekn/ehekTnBHOCTI Ta dhapmakoHarnagy (iHwi 3MiHn) - | peyenmom
060/10HKO0, 100 Mmr; Tikan3 Fm6XxX (BUpPOGHMLTBO OHOBJIEHHA TEKCTY MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNaKkoBKM
Ne7, Ne14: no 1 a6o NiKapcbKoro 3acooy, 13, BBeA4EHHS HanMcaHHA 0AnHULb Sl natuHeleto (4oAaTKOBO 40
2 TabneTkn y TeCTyBaHHS); KMpUANLL) y TEKCTi MapkyBaHHA OHOBMEHHS TEKCTY MapKyBaHHS

6nictepi, no 7

E66Bi [loiiuneHs

BTOPVHHOI YNaKOBKM J1iKapCbKOro 3aco6y 3 BHECEHHAM iHhopmauii
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nictepiB y m6X i Ko. KI, LLIOAI0 3a3Ha4YeHHsA OAMHULL BUMIpIOBaHHSA y cucTemi Sl (BBegeHHs
KapTOHHI kopo6Lyj; HimeuunHa 3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPMAKEHHS); 3MiHW | TURY -
Ne 112: no 4 (BMpOGHMLTBO, AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW Jlikapcbkoro 3acoby - 3miHa
Tabnetku y 6nictepi, nakyBaHHs Ta Ha3BW fikapcbkoro 3acoby. 3ATBEPIKEHO: BEHK/IKCTO
no 7 6nictepis y TEeCTyBaHHS (VENCLYXTO) 3AMNPONOHOBAHO: BEHK/TIKCTO® (BBegeHHs
KapTOHHI kopo6uyj, NMPOMiXXHOro 3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBEPAKEHHS)
4 KapTOHHI KOPOGKYK ekcTpyaarty
y rpynoBii ynakosLi BEHETOK/TaKCy;
nepBuHHEe Ta
BTOPVHHE
nakyBaHHs, BUMYCK
cepii rotoBoro
nikapcbKoro 3acoby)
38. | BEHNTA®AKC | Tabnetku no 37,5 mr | ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/13809/01/01
NH-3H no 10 Tabnetok y 0bMexeHo 06MexeHo 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 3 abo 5 BiANoBiAa/bHI BiANoBifa/IbHICTIO thapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po34iny
6nicTtepis y kopobuij CTIo "XapkiBcbke “MapkyBaHHs" B 3aTBepakeHnx MKA J13. 3anponoHosaHo:
3 KapTOHY "XapkiBcbke dhapmaLeBTNYHE MapkyBaHHs. BignoBigHO A0 3aTBEPAXEHOIO TEKCTY MapKyBaHHS.
thapmaveBTny nigNpPUeEMCTBO 3MiHV BHECEHI B TEKCT MapKyBaHHS YNakoBKW MikapCbKoro 3acoby
He "3p0poB'a Hapoay" LLI0A0 3a3HAaYEHHA MDKHAPOAHUX NO3HAYeHb OAVHULb
nigNpPUEMCTBO BMMIipIOBaHHA. BBeAEeHHs 3MiH NpOTArom 6-Tu MicALiB nicns
"340poB'|a 3aTBEPAKEHHSA
Hapoay",
39. | BEHNIA®AKC | Ttabnetku no 75 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13809/01/02
NH-3H no 10 TabneTtok y 06MmeXeHo 06MEXEHO0 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
6nicTepi; no 3 abo 5 BigNoBiAa/bHI BiAgNOBiga/IbHICTIO hapmakoHarnsgy (iHwi 3MiHKn) - BHECEHHS 3MiH 40 po34iny
6nictepiB y kopobui CTIO "XapkiBcbke “MapkyBaHHA" B 3aTBepaeHnx MKA /13. 3anponoHoBaHo:
3 KapTOHY "XapkiBCcbke hapmaveBTuyHe MapkysaHHs. BianosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS.
thapmaueBTny nigNPUEMCTBO 3MiHV BHECEeHI B TEKCT MapKyBaHHS YNakoBKW MiKapCbKOro 3acoby
He "340poB'a Hapoay" LLOA0 3a3Ha4YeHHA MDKHAPOAHMX NO3HAYEHb OAUHULb
nignpUeEMCTBO BMMIpIOBaHHSA. BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
"300p0oB'a 3aTBepKEHHS
Hapogay"
40. | BEPAMAMINT- | po3uuH ANst iH'eKUN, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/3582/02/01
AAPHNUA 25mr/Mn;no2mnB | “"dapmauesTtu "®dapmavueBTuyHa 3MiHM | TURY - 3MiHK Woao0 6e3nekn/eddeKkTUBHOCTI Ta peyenmom
amnyni; no 5 amnyn yHa hipma thipma "OapHuus” thapmakoHarnagy (iHwWi 3MiHW) - OHOBNEHHS 3aTBEPKEHOIO TEKCTY
Y KOHTYpHilA "AapHuus” MapKyBaHHS yMakoBKM iKapCbKoro 3acoby. 3aTBepkeHHs
YapyHKOBIM a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro

ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBkmM B naulj; no
2 mn B amnyni; no
10 amnyny
KOHTYPHIl
YapyHKOBIl

3acoby i3 3a3HaueHHsM 2D-koay. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAiB NicnsA 3aTBepAXKEHHSA. 3MiHN | TUMY - 3MiHW 3
AKocTi. [oToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWA 3aci6 (iHLWi 3MiHK) - AoAaBaHHS
anbTepHaTUBHOINO BTOPUHHOIO NakyBaHHs (3 2D-kofom; 3 2D-
KOAOM Ta KOHTPO/IEM BiAKPWTTA) A0 MaTepianiB peecTpauiiHoro
[oCbe, a came: o po3giny 3.2.P.3.3. Onuc BUpo6bHMYOoro npolecy
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

ynakosLi; no 1
KOHTYPHIl
YapyHKOBIll ynakoBLi
B nauLi

Ta KOHTPOIo npovecy, o posginy 3.2.P.7 Cuctema
KOHTeliHep/3akynopioBasibHMIA 3aci6 Ta Ao po3ainy "Ynakoska"
MKA N3.
3anponoHoBaHo: YMAKOBKA Mo 2 mn B amnynin CIsHI.
[onyckaeTbcsl Ha amnyy Hak/elBaTn eTUKETKY 3 nanepy i3
camMoK/1elounm NokpuTTAM. Mo 10 amnyn pasoM 3 HOXeM s
PO3KPUTTA amnyn BKNafaloTb Y KOHTYPHY YapyHKOBY yNakoBKy
(kaceTy).

Mo ofHili KOHTYPHI YapyHKOBI yNakoBLj pa3oM 3 IHCTPyKUieo Ans
MeAMYHOro 3aCTOCYBaHHA BKNaAaloTh B Mauyky.

Mpy nakyBaHHi amny”n i3 KO/ILOPOBUM KinbLEM 31amy abo 3
KOMIbOPOBOIO TOYKOIO 31aMy HOXI /15 PO3KPUTTSA aMnyn He
BKafaTu.
3a Heob6XigHOCTI, AONYCKAETbCA Ha NayKy HaKNeBaT eTUKETKY
KOHTpOIO BigKpWTTA. Mo 5 amnyn pasom 3 HOXeM A/151 PO3KPUTTS
amnyn BKI1afalTb Y KOHTYPHY YapyHKOBY ynakoBky (kaceTy). Mo 2
KOHTYPHI YapyHKOBI YNakoBK/ PO30M 3 iHCTPYKLIEO AN MEANYHOTO
3acTocyBaHHS BKadatoTb B nauky. MNpu nakyBaHHi amnys i3
KO/IbOPOBWM KinbLieM 311amy ab0 3 KO/IbOPOBOK TOUKOHD 3n1aMy
HOXi ANS pO3KPUTTSA aMnyn He BKnagaTtu. 3a HeobXiAHOCTI,
[0NyCKaETbCA Ha NauKy HakelBaTn eTUKETKY KOHTPO/IO
BiAKPUTTSA.

41.

BIJJOPA

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKoM, 3,0
mr/0,03 mr no 28
Tabnetok B 6nicTepi
(21 Tabnetka
)KOBTOrO KOMbOpY Ta
7 TabneTok 6inoro
Konbopy); no 1 a6o
no 3 6nictepu B
KapTOHHIA Kopoo6Li

AnBsoreH
Papma
TpehguHr
HOpon OTOB

Bonrapis

NabopaTopioc J/leoH
dPapwma, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHMx maTepiasis: 3MiHa 3asBHMKa
(BnacHviKa peecTpauiiHoro noceigueHHs) (3rigHo Hakazy MO3 Big,
23.07.2015 Ne 460) (BBefeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS); 3MiHN | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI

Ta hapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHeHNX
[aHvX Npo cuctemy thapmakoHarnsagy (BBefieHHs y3arasibHeHUX

[AaHvx Npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXeHOT

ocobu, BignoBifanbHOI 3a 34iliCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnaay 3asBHMUKa A5 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
yMOBHOBaXeHOT 0co6u, BiANOBiAaNbHOI 3a 34iCHEHHS

hapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y

po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKA, BiAMNOBiAaNbHOT 3a 34iACHEHHS

hapmakoHarnsagy: Aitova pegakuis — Maria Angeles Rodriguez
Martinez, PhD MD; NponoHoBaHa peaakuist — CopiHa JliaHa Mato
Sorina Liana Paiu, MD. 3miHa KOHTaKTHOI 0CO6GU 3asBHNKa,

BiANOBIAA/ILHOI 3a 34ilicHeHHA hapmakoHarnsgy B Ykpaini: ditoua
pegakuis — Onbra boHAaaps; MponoHoBaHa pegakuis — MepexpecT
OneHa IBaHiBHa. 3MiHa KOHTaKTHMX AaHUX YNIOBHOBAXEHOI 0CO6U
3asBHUKA, BiANOBIAA/ILHOI 3a 34ilicCHEHHS papmakoHarnsgy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M 3asBHYMKa, BifnoBianbHOT 3a
3iicHeHHs1 hapMakoHaraisgy B YkpaiHi. 3miHa micus 3iicCHeHHs

3a
peuyerimom

UA/13404/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
OCHOBHOI Aisi/IbHOCTI 3 hapmakoHarnsgy. 3miHa Homepa Ta
MicLie3HaxXOPKEHHA MacTep-daiina
42. | BIOOPA TabneTku, BKpUTI AnBsoreH Bonrapis Na6opaTtopioc /leoH IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: 3MiHa 3asBHMKa 3a UA/13405/01/01
MIKPO NNiBKOBOO dapma dapwma, C.A. (BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakady MO3 Big, | peyenmom
o6onoHkoto, 3,0 TperguHr 23.07.2015 Ne 460) (BBegeHHs 3MiH MpOTAroM 6-Tv micsLiB nicns
mr/0,02 mr no 28 Opon OTOB 3aTBEPMKEHHS); 3MiHM | TMny - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI
TabneTtok B 6aicTepi Ta hapmakoHarnsgy. BeefeHHs abo 3miHW 40 y3arasibHEeHNX
(21 Tabnetka AaHyx npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
POXEeBOro Kobopy [aHux Npo cuctemy chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT
Ta 7 TabneTok ocobu, BignoBifasbHOI 3a 34iiCHEHHS hapMakoHarnsay;
6inoro Konbopy); no KOHTaKTHOI 0co6u 3 chapmakoHarnsgy 3asBHVKa A1 34iACHEHHS
1 a6o 3 6nicTepu B hapmakoHarnsgy B YkpaiHi, AKLWO0 BOHA BigMiHHA Bif,
KapTOHHIA KOopooLi YMNOBHOBaXXEHOT 0CO6U, BifNOBiAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MiLLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) - 3miHa
YNOBHOBaXKEHOT 0CO6M 3as1BHMKA, BiAnoBigaIbHOI 3a 3AiACHEHHS
hapmakoHarnsgy: Litoua pegakuis — Maria Angeles Rodriguez
Martinez, PhD MD; NponoHoBaHa peaakuis — CopiHa JliaHa Mato
Sorina Liana Paiu, MD. 3MiHa KOHTaKTHOI 0CO6U 3asBHNKa,
BiANOBIAA/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsgy B Ykpaini: [itoua
pepakuis — Onbra BoHgapb; MponoHoBaHa pefakLis — Mepexpect
OneHa |BaHiBHA. 3MiHa KOHTAKTHMX JaH/UX YNOBHOBaXKEHOI 0CO6U
3asBHMKA, BIANOBIAA/LHOI 3a 34iiCHEHHSA hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBiAa/IbHOT 3a
3[ilicCHeHHs1 hapMakoHarisay B YkpaiHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsagy. 3miHa Homepa Ta
MicLle3HaxoMKeHHs1 MacTep-chaina
43. | BITONPUN Tabnetku no 5 mr; CTALA HimeuuunH Bunyck cepiii: HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3886/01/02
no 10 TabneTtok y ApuHaimitTen a CTALA B’eTHam AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peyenmom
6nictepi, no 3 b Al ApuHaiimitTens Arl, MiCLii NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nictepu B HimeuunHa,; nikapcbKoro 3acoby, BKIYaUM 4iibHUL BUNYCKY cepil abo micue
KapTOHHI KOpooLi BupobHnyTBO, NpoBeAEeHHS KOHTPOIHO AKOCTI. (AisNbHICTb, 3a AKy Bignosigae
nepBuHHE Ta BMPOGHUWK/iMNOpPTEpP, HE BK/IKOYAKUM BUMYCK Cepii) - 3MiHa
BTOPUHHE HaliMeHyBaHHA Ta agpecy BUPOGHMKa BiNOBigabHOTO 3a
nakyBaHHS: BUPOOHWLITBO, NEPBUHHE Ta BTOPUHHE NakyBaHHA, 6e3 3MiHn Micus
CTE/NNTAGAPM BMPOGHMLTBA
[DK.B. KO, NTA. -
napPo3ain 1,
B’eTHam;
lMepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b/BUNPOGYB
aHHA cepii:

CTALA
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
ApuHaiimiTTens Arl,
HimeuunHa
44. | BITONPUN Tabnetku no 10 mr; CTALA HimeuuunH Bunyck cepiii: HimeyunHa/ BHECEHHS 3MiH 40 peecTpauiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3886/01/03
no 10 TabneTtok y ApuHaiimitten a CTALOA B’eTHam AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
6nictepi, no 3 b Al ApuHavimittens Arl, MiCLil NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
6nictepu B HimeyunHa,; nikapcbKoro 3acoby, BKIOYaun AinbHULi BUMYCKy cepii abo micue
KapTOHHIA KOopooLi Bupo6bHnuTBO, NpoBeAEeHHS KOHTPO/IIO AKOCTI. (AisANbHICTb, 3a AKy Bignosigae
nepBuHHE Ta BUPOGHMK/IMMOPTEP, HE BK/OUAKUM BUMNYCK Cepiil) - 3MiHa
BTOPVIHHE HaliMeHyBaHHA Ta agpecy BUPOGHMKa BiNOBigaIbHOTO 3a
nakyBaHHs: BMPOBHWLTBO, NEPBUHHE Ta BTOPUHHE NakyBaHHSA, 6e3 3MiH1 Micus
CTENNA®APM BMPOGHMLTBA
I)K.B. KO., T4, -
napPo34in 1,
B’eTHam;
MepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b/BUNPOOYB
aHHs cepili:
CTAOA
ApuHavimitTens Arl,
HimeuunHa
45, | BITOMNPUN Tabnetku no 20 mr; CTALA HimeuumnH Bunyck cepiii: HimeuunHa/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHuW | Tuny - 3a UA/3886/01/04
no 10 TabneTok y ApuHaiimitten a CTALOA B’eTHam AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
6nictepi, no 3 b Al ApuHaiimiTTens Arl, MiCLil NPOBaKEHHA Ais/IbHOCTI BUPOOHUKa/iMNopTepa roToBoro
6nictepn B HimeuunHa; NiKapcbKoro 3acoby, BK/IOUAUmM 4ifibHUL BUNYCKY cepii abo micue
KapTOHHIlA KOpoo6Li Brpo6HMUTBO, NPOBeEeHHS KOHTPOJIIO AKOCTI. (LisANbHICTb, 3a AKY Bignosigae
nepBuHHe Ta BMPOGHUK/IMNOPTEP, HE BK/IKOYAKUM BUMYCK CEpill) - 3MiHa
BTOPWHHE HaliMeHyBaHHSA Ta aApecu BMPOOHMKA BigNOBIigaIbHOrO 3a
nakyBaHHs: BMPOOHWLTBO, NEPBUHHE Ta BTOPUHHE NakyBaHHSA, 6e3 3MiH1 Micus
CTENMNA®APM BMPOGHMLITBA
I>K.B. KO., T4, -
nmaprpo3ain 1,
B’eTHam;
MNepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb/BNNPOGYB
aHHs cepiii:
CTALA
ApuHalimittens Arl,
HimeuyunHa
46. | BITONPUN Tabnetkv no 2,5 wr; CTALA HimeuunH Bunyck cepiii: Himeuunna/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHu | Tuny - 3a UA/3886/01/01
no 10 Tabnetok y ApuHaiimitTen a CTAOA B’eTHam AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
6nictepi, no 3 b Al ApuHavimitTens Arl, MicLA NpoBaKEHHS AiANbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
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CTpUnax B KapTOHHIlA
Kopoo6Ui

Ta hapmakoHarnsgy. BeefeHHa abo 3miHu J0 y3araslbHEHNX
AaHvx nNpo cuctemy thapmakoHarnsagy (BBefeHHs y3araslbHeHUX
[aHux Npo cuctemy chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBifanbHOI 3a 34iliCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnaay 3asBHMUKa A5 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Bifg,
YNOBHOBaXeHOT 0co6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiina cuctemn dhapmakoHarnsgy) - 3MiHa
YNOBHOBaXEHOI 0CO6M 3asBHVKA, BiAMNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsagy: Aitova pegakuis — Maria Angeles Rodriguez
Martinez, PhD MD; NponoHoBaHa peaakuist — CopiHa JliaHa Mato
Sorina Liana Paiu, MD. 3miHa KOHTaKTHOI 0COGU 3asBHNKa,
BiNOBIgaNbHOI 3a 3fjicHEHHS dhapmakoHarnsgy B Ykpaini: [jroya
pepakuis — Onbra boHgape; MponoHosaHa pefakLis — Mepexpect

OneHa |BaHiBHa. 3MiHA KOHTAKTHMX laHNX YNOBHOBaXKEHOI 0Cco6u

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nictepu B HimeyunHa,; nikapcbKoro 3acoby, BK/IYaoUmM AinibHUL BUNYCKY cepii abo micue
KapTOHHI KOpooLi BupobHuyTBo, NpOBeAEHHS KOHTPOIO AKOCTI. (4isNbHICTb, 3a Ky Bignosigae
nepBuHHe Ta BMPOGHUWK/IMNOpPTEpP, HEe BK/TKOYAKUM BUMYCK Cepili) - 3MiHa
BTOPVHHE HaliMeHyBaHHA Ta agpecy BUPOGHMKa BiNOBigabHOTO 3a
nakyBaHHs: BVMPOGHWLTBO, MEPBMHHE Ta BTOPVHHE NakyBaHHs, 6€3 3MiHW micus
CTENNTA®APM BMPOGHMLTBA
I)K.B. KO., N1TA4,. -
narPo3ain 1,
B’eTHam;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb/BUNPOGYB
aHHs cepili:
CTALA
ApuHaiimiTTens Arl,
HimeuunHa
47. | BOBEH3M Tabnetkun MYKOC HimeuuunH MYKOC HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/2842/01/01
KMLLUKOBOPO34YMHHI N0 | dapma M'moX i a EmynbcioHcresensb 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peuenma
20 TabneTok y Ko. KI wadt M6X hapmakoHarnsgy (iHwi 3MiHKn) - BHECEHHS 3MiH 40 po34iny
6nictepi; no 2 abo «MapkyBaHHsa» MKH J/13: 3anponoHoBaHo: MapkyBaHHSA. 3rifHO
10 6nicTepiB y 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
KapTOHHI kopo6Lyj; MapKyBaHHS! YNakoBKW MiKapCbKOro 3acoby 3 BHECEHHAM
no 800 TabneTok y iHhopmauii Wwoao 3a3HaYeHHs OAUHULL BUMIPIOBAHHSA Y CUCTEMI
HaHKax Sl. BBeieHHS1 3MiH NPOTArOoM 6-T1 MicsLIB NiCNSA 3aTBEPKEHHS.
48. | TAMHOMAKC | cynosuTtopii AnBoreH Bonrapis EkcenTic lnay CaHai TypeyunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKa 3a UA/15953/01/01
BariHasibHi, 100 Papma Be TimxapeT AHOHIM (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, | peyenmom
Mmr/150 mr no 7 TpenanHr LWipkeTi 23.07.2015 Ne 460) BeefeHHA 3MiH NPOTAroM 6 MicALIB nicns
CynosnTopiiB y KOpon OTOB 3aTBEPLKEHHS; 3MiHM | Tuny - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
3asBHUKA, BiANOBIAA/ILHOI 3a 34ilicCHEHHS papmakoHarnsgy. 3MmiHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiAMNOBIAA/IbHOT 32
3AjiCHeHHs1 hapMakoHarnisay B YkpaiHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI Aisi/IbHOCTI 3 hapmakoHarnsgy. 3miHa Homepa Ta
MicLie3HaxXOPKEHHA MacTep-daiina
49. | FANNIA30/IIH® | kpanni Ha3aslbHi, BapLuaBcbkuii MonbLa BapLuaBcbkuii Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/0401/02/01
po3uunH 0,05 % no thapmaveBTny thapmaLeBTUYHWI 3MiHuM | TUNY - 3MiHK 3 sKocTi. CepTudikaT BignosigHOCTI/lE- peuenma
10mny HW 3aBOf, 3aBog, Monbha AT cepTudiikaTt BiANOBIAHOCTI E€Bponeiichkili hapmakonei/moHorpadii.
nosieTUIEeHoBMX Monbtha AT MoaaHHA HoBOro abo OHOBEHOTO cepTudikaTa BignoBigHOCTI abo
donakoHax- BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
KpanenbHuusax 3 thapmakonei: gns A®l; ons BUXigHOro
KOHTpONEM nepLioro martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BigKpUTTA; no 1 BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI ADI; Ans AONOMDKHOT peYOBUHU
chnakoHy y (cepTudbikaT BignoBigHOCTI €Bponeiicbkili hapmakonei) - Hosuii
KapTOHHIA KopoobLi cepTudikaT Bif, BXe 3aTBEpAKEHOr0 BUPOGHMKA - MOAAHHS HOBOTO
cepTudikaTy BianoBigHOCTI EBponeiickkili hapmakonei RO-CEP
2017-054 Rev 00 Big 3aTBEPAXEHOIO BUPO6HMKA OO0
WHHOBaUWOoHHoe npeanpusaTre MMNOXEM (IPOCHEM) MonbLwa
L0401 pevyoBMHM KCUIOMEeTas30iHy rigpoxniopua
50. | FTA/TIA3O/1IH® | kpanni HasasbHi, BapwaBcbkuii MonbLia BapLuiaBcbkuii Monbwa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/0401/02/02
po3uunH 0,1 % no 10 chapmaueBTny thapmavueBTUYHWI 3MiHuM | TUNY - 3MiHK 3 siKocTi. CepTudikaT BignosigHOCTI/lE- peuenma
MmNy HWiA 3aBOf, 3aBof Monbha AT cepTudikaT BignoBigHOCTI €Bponeiickkiin thapmakonei/MoHorpadii.
noslieTUNEHOBMX Monbctha AT MogaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
donakoHax- BUYYEHHS cepTudikaTta BignoBigHOCTI EBponeiickkiii
KpanenbHuuax 3 thapmakonei: ana A®l; ans BUXigHOTO
KOHTPOMIEM MepLIoro mMartepiany/peareHTy/NPoMiKHOIO NPOAYKTY, WO
BigKpUTTA; no 1 BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANs AONOMIKHOI pEHOBUHN
hnakoHy y (cepTudpikaTt BignoBigHoCTI EBponelickkili hapmakone’) - HoBui
KapTOHHI KOpooL cepTuaikaT Bif BXe 3aTBepA)KEHOr0 BUPOOHMKA - NOAAHHS HOBOrO
cepTudikaTy BignoBigHOCTI EBponeiickkili hapmakonei RO-CEP
2017-054 Rev 00 Bif 3aTBEPAXEHOIO BUPO6GHMKA OO0
MHHOBaUMoHHoe npeanpusaTtne MMNOXEM (IPOCHEM) Monbwa
Ajt0401 peyoBUHN KCUIOMETA30iHY TigpoXa0pua
51. | FEKCIKOH necapii no 16 mr no TOB «®3 YkpaiHa TOB «®3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 3MiHu | Tuny - 6e3 UA/15850/01/01
5 necapiiB y «BIOPAPMA> «BIO®APMA>» AAMiHICTpaTuBHI 3MiHWU. 3MiHa Ha3BWM Jlikapcbkoro 3acoby - 3MiHa | peyernma
KOHTYPHIl Ha3BW Jlikapcbkoro 3acoby. 3ATBEPIXKEHO: TEKCIA
YapyHKOBIM 3AMPOMNOHOBAHO: 'EKCIKOH (BBeaeHHs 3MiH NpOTAromM 6-Tn
ynakoBLi; no 2 MicALIB MiCNSA 3aTBEPAKEHHS)
KOHTYPHI YapyHKOBI
ynakoBKM y navui 3
KapTOHY
52. | FIAUMHTIA TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 pEECTPaLiiiHUX MaTepiasliB: 3MiHU, L0 3a UA/17455/01/02
NNiBKOBOIO "KNIBCbKWM BITAMIHHWIA noTpebyoTb HOBOI peecTpadii - logasaHHa HOBOI cunu Aii 20 mr | peyenmom
o6onoHkoto, no 20 BITAMIHHWIA 3ABOA" (3aTBEpAXEHO: TabnIeTKW, BKPUTI NIIBKOBOK 060/10HKO No 10 Mr)

Mmr, no 10 TabneTok

3ABO4"
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
y 6nicTepi, no 3 MepioAnyHICTb NOAAHHA PErynspHO OHOB/OBAHOIO 3BITY 3
6nictepun y nauui 6e3neku, BigNoBigHO Ao Mopaaky 3aiicHeHHA dhapmakoHarnsgy,
3aTBEepPKEHOro Haka3oM MiHiCTepcTBa OXOPOHM 34,0POB’A YKpaiHu
Bif, 27 rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
rocTuruii Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHM 30POB'A YkpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMW, 3a3HaYEHUMU Y
nepiognyYHOCTI NoJaHHS perynsipHux 3BiTiB 3 6e3neku.
53. | FNEHUET TabneTku, BKpUTI neHmapk IHais neHmapk IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/13538/01/01
EABAHC NNiBKOBOO dapmacboTuK dapmacbloTnkans 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, M0 7, ans ita. Nra. thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
abo no 14, a6o no yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHchopMalL,ii Woa0
28, abo no 50 3a3HaYeHHs OMHYL BUMIPOBaHHS Y cucTeMi Sl. BHECEHHS 3MiH
Tabnetoky [o p. "MapkyBaHHa" MKA /13: 3anponoHosaHo: CorsiacHo
KOHTeliHepi; no 1 YTBEPXAEHHOMY TEKCTY MapK1poBK/. BBeeHHA 3MiH NpoTArom 6-
KOHTEliHepy B TV MiCALIB Nicns 3aTBepAKEHHS
KapTOHHI/ KopobLi
54. | rNIBO®OP® TabneTku, BKpUTI AT "dapmax" YkpaiHa AT “dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12062/01/01
NAiBKOBOIO (nakyBaHHs i3 ApMiHicTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu peyenmom
060/10HKOH, 500 doopmu in bulk 3as1BHMKA (B/1aCHMKA PEECTPALiiHOrO NOCBIAYEHHS) - 3MiHa
mr/5 mr no 10 hipMmn-BUPOGHMKa HaliMeHyBaHHS Ta afpecu 3asiBHUKa (BNacHMKa peecTpauiiiHoro
Tabnetok y 6nictepi; "USV Private nocsifgyeHHs) BeefeHHs 3MiH NpoTArom 6-Tv MicsauiB nicns
no 3, 6, abo 10 Limited", IHgjs) 3aTBEPMKEHHS; 3MiHM | TUNY - AOMIHICTPATVBHI 3MiHW. 3MiHa

6nictepiB y nauui 3
KapToHy

HaliMeHyBaHHs Ta/abo aApecy MiCLsA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby, BK/IoYaoun
AiNbHMLI BUMYCKY cepii abo Micue NpoBeAeHHsS1 KOHTPOSI0 SKOCTI.
(misnbHicTb, 3a Ky BiAMNOBigaE BUPOOHMK/IMNOPTEp, BKIKOYAKUN
BUMYCK cepili) - 3MiHa HalimeHyBaHHA Ta agpecy BUpobHuka 6e3

3MiHN Micusl BUPOGHMUTBA. 3MiHWM BHECEHI B iHCTPYKLiO A5
MeJMYHOro 3actocyBaHHs f13 y. "Bupo6HuK”, "MicLe3HaxomKeHHs

BMPOGHMKa Ta oro agpeca Micus NpoBapKeHHs AisNbHOCTI" 3
Bi4MOBIAHVMMM 3MiHAMM B TEKCTI MaKyBaHHS yNnakoBOK (BBeAeHHs
3MiH NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHSR); 3MiHW | TNy -

3MiHu Wwopao 6esnekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHLwi

3MiHW) - BHECEHHS 3MiH 40 po34iny «MapkyBaHHs» MKA /13.

OHOB/IEHHSI TEKCTY MapKyBaHHS1 YNakoBKy J1ikapCbKoro 3acoby 3

BHECEHHAM iHthopmav,ii LWoAO 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS
y cuctemi Sl (BBefeHHs 3MiH NpOTArom 6-Tv MicsiliB micns
3aTBEPMAKEHHS); 3MiHM | TNy - 3MiHKW 3 AKOCTi. FOTOBWIA NiKapCbKuii
3aci6. KoHTposib roTOBOro Nikapcbkoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSI TOTOBOTO J1iKapCbKOro 3acoby (415 NpMBEAEHHS y
BignoBigHicTb 3 dY abo €Bponeiicbkolo hapmakoneeo Ta
BU/TYYEHHS NOCUIAHHA Ha 3acTapinvii BHYTPILLHIA MeToq,
BMNPOOGYBaHHS i 1Or0 HOMep) - BUTyYEHHSI MOBHOIO BUKIa4y
METOAMKM 3 METO/IB KOHTPO/IH 3a NOKa3HMKOM «MikpobionoriyHa
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

ynctoTa». HopMyBaHHs 3a/IMLLEHO 6e3 3MiH. 3a/IMLIAETLCS
nocuaaHHsa Ha EP (APY)

55.

FNIBEK®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, M0 400
mr no 10 TabneTok y
6nicTepi; no 6
6nictepis B KOPOO6L

Hosapric
dapma Al

LBeiiuapi
A

HosapTic ®apma
LTeitH Al'; HoBapTic
dapma MpogakLuH
rmM6X

LBeiiuapis
HimeyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu |l Tuny - 3MiHK Wono 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi Nikapcbkoro
3ac00y, TEKCTi MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMW AaHUMW 3 SKOCTi, AOKTIHIYHUMM,
KMIHIYHUMW AaHMU Ta JaHumy 3 dpapmakoHarnsgy - 3MiHun
BHECEHO [0 IHCTPYKLIT 4719 MEANYHOrO 3aCTOCYBaHHA NiKapCbKoro
3acoby Ao po3zinis "OcobamBoCTi 3acTocyBaHHA", "Mo6IUHI
peakuji" cToCOBHO TPOMBOTUYHOI MiKpoaHrionaTii . BBeieHHS 3MiH
NPOTArom 6-Tv MiCALiB MicNs 3aTBepKeHHS. 3MiHu I Tuny - 3MiHn
oo 6esnekn/edekTMBHOCTI Ta hapMakoHarnsagy. [Hwi 3miHu, aki
He BBIlLLAW Y Ueli po34in, SKi BKIYa0Tb NOAAHHS pesyibTaTiB
[ocnigKeHb 10 KOMMNETEHTHOTo opraHy. 3MiHN BHECEHO 0
IHCTPYKUIT 4N MEeAMYHOro 3aCTOCYBaHHA NikapCbKoro 3acoby [0
po3ainy "3acTocyBaHHS y Nepio BariTHOCTI abo rogyBaHHs
rpyaaro” CTOCOBHO pesynbTartiB gocnimpkeHHs CST157112401
LLOA0 NOBIAOM/IEHb NPO CMOHTaHHI abopTy Ta BPOLKEHI AedeKTn
Yy HOBOHAPOMKEHUX, MaTepi AKMX 3acTOCOBYBasIM npenapar
IniBek®. BBeeHHS 3MiH NPOTArOM 6-TW MicALIB nicns
3aTBEepMKEHHS. 3MiHM Il TMNY - 3MiHK WoA0 6e3nekn/etheKkTUBHOCTI
Ta papmakoHarnsagy. IHwi 3amiHu, sk He BBIALWAN y Lield po3ain, ski
BK/1OYAOTb NOAAHHA pe3y/ibTartiB JOCNiMKeHb [0 KOMMNETEHTHOroO
opraHy. 3MiHW BHECEHO [0 IHCTPYKLUiT ANs MeANYHOro
3acTOCyBaHHS fikapcbKoro 3acoby Ao po3giny "OcobnmBocTi
3acTocyBaHHSA" CTOCOBHO pe3ybTarTiB 06cepBaLliiHoro
pocnigpkeHHa ST1571A2405 wopo aiteld 3 XM/, siki oTpuMyBanu
iMaTuHI6, cnocTepirasiocb CTaTUCTUYHO 3HAYYLLLE 3HKEHHS (ane
HEBU3HAYeHOT KiHIYHOT 3HaYYLLOCTi) cepeHbOro iHAeKCy
CTaHAAPTHOrO BiAXUNEHHSA POCTy. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MicsILiB nicns 3aTBepAKEHHS

3a
peyenmom

UA/9469/01/02

56.

FNIBEK®

TabneTku, BKPUTI
NAiBKOBOIO
o60s10HKo0, No 100
mr no 10 TabneTok y
6nicTepi; no 6
6nicTepiB B KOpoobLi

Hosapric
Papma Al

Lseiiuapi
A

HosapTic ®apma
LUTeliH AT'; HoBapTic
®apma MpogakwH
rmM6X

LBeiiapis
HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHY Il TMny - 3MiHK WoAo 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KOpoTKiil XapaKTepuCTULi Nikapcbkoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MeauyHoro
3aCTOCYBaHHSA Yy 3B'A3KY i3 HOBUMU AaHUMU 3 SKOCTI, AOKIIHIYHUMM,
KAIHIYHUMW faHMK Ta aHuMK 3 dapMakoHarnsgy - 3miHv
BHECEHO A0 IHCTPYKLUIiT 4518 MeANYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3ginis "OcobaMBoCTi 3acTocyBaHHA", "Mo6IYHI
peakuii" CTOCOBHO TPOMOOTUYHOI MikpoaHrionarii . BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALiB Nicns 3aTBepKeHHs. 3MiHu Il Tuny - 3MiHn
oo 6e3snekn/edekTMBHOCTI Ta hapmakoHarnagy. [Hwi 3MiHK, Aki
He BBIlLLAM Y Ueli po34in, SKi BKIYaloTb NOAAHHS pesyibTaTiB
[ocnimpKeHb 10 KOMNETEHTHOrO opraHy. 3MiHM BHECEHO A0

3a
peyenmom

UA/9469/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
IHCTPYKUIT 415 MeANYHOro 3aCTOCyBaHHSA Nikapcbkoro 3acoby Ao
po3ainy "3acTocyBaHHS y Nepio BariTHOCTI abo rogyBaHHs
rPYAAH0" CTOCOBHO pe3yrbTartiB gochimkeHHss CST1571L2401
LLIOA0 NOBIAOM/IEHb NPO CMOHTaHHI abopTy Ta BPOKEHI AedeKTn
Yy HOBOHAPOMKEHUX, MaTepi AKMX 3acTOCOBYBasIM npenapar
I'niBek®. BBegeHHs 3MiH NpoTArom 6-Tv MicsLiB nicns
3aTBEepMKEHHS. 3MiHM Il TNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnsagy. IHwi 3miHu, sKi He BBIALWAN y Lield po3ain, ski
BK/TIOHAIOTb NOAAHHA pe3y bTaTiB fOC/iKEeHb 40 KOMMNETEHTHOro
opraHy. 3MiHW BHECEHO [0 IHCTPYKLUiT ANs MeAUYHOro
3acTOoCyBaHHS fikapcbKkoro 3acoby Ao po3giny "OcobnmBocTi
3acTocyBaHHSA" CTOCOBHO pe3y/bTaTiB 06cepBaLiiiHoOro
pocnimpkeHHa ST1571A2405 wopo aiteld 3 XM/, siki oTpuMyBann
iMaTuHI6, cnocTepiraiocb CTaTUCTUYHO 3HAYYLLE 3HKEHHS (ane
HEeBM3HAYEHOI KMiHIYHOT 3HAYYLLIOCTi) cepefHbOro iHAeKCy
CTaHAapTHOrO BiAXUIEHHA POCTy. BBeAEeHHS 3MiH NpoTAarom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS
57. | TMIMENIPUA- | TabneTku no 2 mMr no TeBa I3painb AT I3painb BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/7800/01/01
TEBA 10 TabneTok y dapmaueBTika dapmanleBTUYHNI YropwmHa 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 n lHaacTpi3 3aBog, TEBA, thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepu y kopobui nrp. YropwmHa; TeBa yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
dapmaveBTikan 3a3HayeHHs OAVHNLbL BUMIPIOBaHHS Y cucTeMi Sl. BHeceHHs 3miH
IHpacTpis N14., A0 posainy “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
13painb MAPKYBAHHSA 3rigHo 3aTBEpAXXeHOro TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpOTAroM 6-Tu MiIcALIB Nic/a 3aTBePAKEHHSA
58. | TNIMENIPUA- | TabneTtku no 3 Mr no TeBa I3painb AT I3painb BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/7800/01/02
TEBA 10 TabneTok y $apmaueBTika dapmaneBTUYHNI YropumHa 3MiHM | TURY - 3MiHKW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 3 n lHpacTpi3 3asof, TEBA, hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepun y Kopobu,i NTa. YropuwmHa; TeBa YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
dapmaueBTikan 3a3HayeHHs OAVHWLbL BUMIPIOBaHHSA y cucTeMi Sl. BHeceHHs 3miH
IHpacTpis N14., A0 posainy “MapkysaHHa” MKA /13: 3anponoHoBaHo:
I13painb MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY MapKyBaHHS.
BBefeHHS 3MiH NpOoTAroM 6-Tu MicALiB Nicas 3aTBEPAKEHHS
59. | TNIMENIPUA- | TabneTtku no 4 mr no TeBa I3painb AT I3painb BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7800/01/03
TEBA 10 TabneTtok y dapmaueBTika dapmanleBTUYHNI YropuwHa 3MiHM | TURY - 3MiHK Woao0 6e3nekn/eddeKkTUBHOCTI Ta peyenmom
6nictepi; no 3 n lHpacTpis 3aBog TEBA, thapmakoHarnsgy (iHWwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepun y kopobui nra. YropuwHa; Tesa ynakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHhopmaLi Woao
dapmaueBTiKan 3a3HayeHHs OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl. BHeceHHs 3miH
IHpacTpi3 N4, 00 po3sgainy “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
13painb MAPKYBAHHSA 3rigHo 3aTBEpAKEHOrO TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBepAKEHHS
60. | FMMIOKO3U pO34uH ANs iHgy3ilt MpusaTHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12138/01/01
PO34UNH 10% | 10 % no 200 mn, akujioHepHe akujioHepHe 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTUBHOCTI Ta peyenmom
ONSA IHOY3IA | a6o no 250 mn, a6o TOBapUCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHI B TEKCT
no 400 mn, a6o no "IHdoy3isn” "IHdy3in" MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby o0 3a3HaYeHHs
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
500 M y naswkax MDKHapOAHWX NO3HAYEHb OAVHWLL BUMIPIOBAHHA. BHECEHHSA 3MiH
00 po3ainy «MapkyBaHHs1» MKSA J/13: 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHSA. TepMiH BBeA,eHHS 3MiH NPOTAroMm 6 MicsLiB nicns
3aTBEPKEHHS
61. | FMMIOKO3U pO34uH ANA iHdy3il MpuBaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12138/01/02
PO34UH 5% 5 % no 200 mn, abo akuioHepHe akuioHepHe 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
ANS IHOY3IA | no 250 mn, a6o no TOBapUCTBO TOBapuCTBO hapmakoHarnsgy (iHwi 3MiHK) - 3MiHN BHECEHi B TEKCT
400 mn, a6o no 500 "IHdpy3ia” "IHcpy3ia" MapKyBaHHS! yNakoBKU JlikapcbKoro 3acoby LoA0 3a3HauyeHHst
M1 Y MASLLKaX MiKHapOAHWX NO3HAYEHb OAMHWLL BUMIPIOBAHHA. BHECEHHS 3MiH
00 po3ainy «MapkyBaHHs1» MKSA J/13: 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo [0 3aTBEPOKEHOr0 TEKCTY
MapkKyBaHHS. TepMiH BBeA,eHHA 3MiH NPOTArom 6 MicsLiB nicns
3aTBEPAKEHHS
62. | remnro rpaHynun ans KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/16502/01/01
XOTMIKC® OpPa/ILHOIO PO3UNHY XENTXKEP MBT NTA 3MiHU | TUNY - 3MiHKU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHW y peyenma
3i CMakoM JIMMoHa NBT NTA BMPOGHULTBI. 3MiHa pO3Mipy cepii (BKIOUaKumM gianasoH po3mipy
no5ry cauwe, no5 cepil) roToBOro nikapcbkoro 3acoby (36inbweHHs fo 10 pasis
abo no 10, a6o no NOPIBHAHO i3 3aTBEPAKEHNUM PO3MIPOM) - BBEEHHS [0AATKOBOro
20, abo no 50 cawwe PO3Mipy cepii rOTOBOrO /liKapCbKOro 3acoby. 3anponoHoBaHo: 70
Y KapTOHHiii 000 cawe
ynakoBLi
63. | AEAKYPA Tabnetkv no 5 wmr; [Jepmadhapm HimeuunH mi6e MmbX HimeuyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/11339/01/01
no 50 a6o no 100 Al a ApuHalimiTTens 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenma
TabneTok y piakoHi; thapmakoHarnsgy. 3MiHa y KopoTkili XxapakTepucTuL NlikapCbKoro
no 1 donakoHy y 3ac00y, TeKCTi MapKyBaHHS Ta IHCTPYKL,i 415 MeanyHoro
KapTOHHI navi 3aCcTOCyBaHHSA Ha niAcTasi perynsipHo OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B MiC/IApeecTpaviiiHvi nepiog,
abo sK pe3ynbTar OUiHKM 3BiTY 3 AOCNIMKEHb, MPOBEAEHNX
BiANOBIAHO [0 NnaHy negiatpuyHnx gocnigxers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOB&XKEHNM OPraHoM) - 3MiHU
BHeCeHO A0 IHCTpyKLUii 418 MeAUYHOro 3acToCyBaHHSA NikapCbKoro
3acoby A0 po3ainiB "Oco6/MBOCTI 3aCTOCYBaHHSA" LWoA0 6e3nekn
3aCToCyBaHHA Ail040i peyoBrHY GiOTUHY, BiANOBIAHO A0
pekomeHgauili PRAC EMA. BBefgHHs 3MiH MPOTSAroM 6 Micsuis
nicns 3aTBepmKeHHs
64. | AEKCAMETA | Tabnetku no 4 mr, KPKA, a.4., CnoBeHisi BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH O peecTpaviiiHuX maTepianiB: 3MiHu | Tuny - 3MiHN 3a UA/16902/01/03
30H KPKA no 10 TabneTtok y HoBo mecTo bulk", nepsuHHe Ta o0 6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsgy. 3miHa y peyenmom

6nictepi; no 1, 2 abo
3 bnictepuy
KapTOHHIA KOpoo6Li

BTOPWHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CNnoBeHis;

KOPOTKIil XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
Ta IHCTPYKUiT AN MeANYHOro 3aCTOCYBaHHS Ha NigcTasi perynsipHo
OHOBJ/OBAHOIO 3BITY 3 6e3neKkn NikapcbKoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acTocyBaHHS NMikapCbKOro 3acoby B
nicnsapeecTpauiiiHnii nepios, abo Sk pe3y/sibTaT OLiHKM 3BIiTY 3
[ocnimkeHb, NpoBeAeHnX BiANoBIAHO A0 NaHy neiaTpuydHmux
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

nepBuHHe Ta
BTOPWHHE
naxkyBaHHs:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTpO/b cepii:
KPKA, a.4., HoBo
mecTo, CroBeHis

pocnipkeHs (PIP) (3MiHY y3roikeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVMM OpraHoM) - 3MiHW BHECEHI [0 IHCTPYKUIii Ans
MeAMYHOro 3acTOCYBaHHSA ikapCbKoro 3acoby y po3ginu:
"Oco61mBocTi 3acTocyBaHHA", "Mo6ivHI peakuii” BignosBigHO A0
OHOB/EHOI iHchopmaLii 3 6e3neku gjtoyoi peyosuHn (BeegeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPAKEHHS); 3MiHW | TUny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roTOBOro
nikapcbKoro 3acoby (36i/bLUeHHs TepMiHY NpUAATHOCTI TOTOBOro
nikapcbKoro 3acoby) - [1na Toproeoi ynakosku (MiATBEPOKYETbCA
AaHVMU peanbHOro vacy) - 36ibLeHHA TePMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha MigcTaBi pe3y/bTarTis
LocnimKeHHs cTabinbHOCTI. 3aTBEpAXEHO: 2 PoKu
3anponoHoBaHo: 3 poku 3MiHN BHECEHI A0 IHCTPYKLi ANns
MeZJMYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby y po3ain "TepMiH
npuaatHocTi" (BBeAeHHS 3MiH NPOTAroM 6-TW MicALiB nics
3aTBEPAKEHHS); 3MiHN | TUNY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTu,i
NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
MEeAMYHOro 3acTOCyBaHHSA Ha MiACTaBi perynsipHO OHOB/IOBAHOMO
3BiTYy 3 6e3Mnekn Nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCbKoro 3acoby B Mic/sipeecTpaviiiHnii nepios,
ab0 fK pe3ynibTar OLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHnx gocnimxersb (PIP) (3miHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm) - 3MiHW
BHECEHI [0 iHCTPYKLiT 4715 MeAMYHOro 3acTOCyBaHHS NikapCbKoro
3acoby y po3ginu: "B3aemogis 3 iHWMMK NikapCbKumy 3acobamu
Ta iHWi BMAM B3aemogiit”, "OcobmBoCTi 3acTocyBaHHSA"
BIANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekn A4itoyoi pevoBUHN
(BBEAEHHS 3MiH MPOTAroM 6-T1 MicsILIB NicNs1 3aTBEPAKEHHS)

65.

OEKCAMETA
30H KPKA

Tabnetku no 8 mr,
no 10 TabneTtok y
6nictepi; no 1, 2 abo
3 6nictepu y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBso mecTo

CnoseHis

BMPOBHULTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepit:

KPKA, a.4., HoBo
mecTo, CnoBeHis;
nepBuHHE Ta
BTOPWHHE
nakyBaHHS:
KPKA, a.4., HoeBo
mecTo, CnoBeHis;
KOHTpOb cepii:
KPKA, a.4., HoBo

CnoseHis

BHECEHHS 3MiH [J0 peecTpavjiliHix maTepianis: 3MiHu | Tuny - 3MiHK
o0 6e3nekun/edheKTMBHOCTI Ta papMakoHarnsay. 3miHa y
KOPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
Ta IHCTPYKUiT 415 MeQuyYHOro 3acTocyBaHHA Ha niAcTasi perynsipHo
OHOB/OBAHOIO 3BITY 3 6e3NeKN Nikapcbkoro 3acoby, abo
JocnifmxeHb 3 6e3nekn 3acToCcyBaHHS Nikapcbkoro 3acoby B
nicnspeecTpauiliHnii nepios, abo K pe3ysibTaT OLiHKM 3BiTY 3
JocnigpKeHb, NpoBeAeHVX BiANOBIAHO A0 NiaHy negiaTpuyHmnx
pocnipxeHb (PIP) (3MiHY y3roapkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHI [10 iIHCTPYKUiT ANs
MeJMYHOro 3aCTOCYBaHHS /TiKapCbKOro 3acoby y po3ainu:
"Oco6n1BOCTi 3acTocyBaHHs", "Mo6iuHI peakwii” BignoBigHO A0
OHOB/EHOI iHGhopMaLii 3 6e3nekn Ailo4oi peyoBrHU (BBeaeHHS
3MiH NPOTArOM 6-TW MICALB NiCNs 3aTBEPAKEHHS); 3MiHW | TURY -
3MiHuM 3 siKOCTi. [0TOBMIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y

3a
peyenmom

UA/16902/01/04
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

mecTo, CnoseHis

TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roToBOro
niKapcbKoro 3acoby (36i/bLUeHHs TepMiHY NPUMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 TOproeoi ynakoBku (NigTBEpMAXYETLCA

OaHUMK peasibHOro Yacy) - 36i/bLUeHHS TepPMiHY NPUAATHOCTI
rOTOBOrO /iKapCbKOro 3acoby Ha nifcTasi pe3y/bTarTis
[OCNigpKEHHS cTabiNnbHOCTI. 3aTBEpAXXEHO: 2 POKM
3anponoHoBaHo: 3 poky 3MiHM BHECEHI [0 IHCTPYKUIT AN
MEeAMYHOro 3aCTOCyBaHHSA NikapCbKoro 3acoby y po3gin "TepmiH
npugaTHocTi" (BBeAEHHS 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPKEHHS); 3MiHM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI

Ta hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTu,i

nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi peryispHo OHOB/IOBAHOTO
3BiTY 3 6e3nekun Nikapcbkoro 3acoby, abo focnigpkeHb 3 6e3neku
3aCTOCyBaHHS NiKapcbKoro 3acoby B Mic/IApeecTpaviiiHvin nepios,
abo sK pe3ynbTar OUiHKM 3BiTY 3 OCNIKEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy negiatpuyHnx gocnigxers (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM YNOBHOB&XKEHNM OPraHoM) - 3MiHU
BHECEHI [0 IHCTPYKLi N8 MeAUYHOro 3aCTOCyBaHHS NiKapcbKoro
3acoby y po3ginu: "B3aemogis 3 iHWMMK Nikapcbknmy 3acobamm

Ta iHWi Buamn B3aemogiii", "OcobnmMBOCTi 3acTocyBaHHS"

BiANOBIAHO 4,0 OHOBNEHOT iHChopMaLii 3 6e3neky Ailo4oi peyoBUHU
(BBeAEeHHSA 3MiH NPOTAroM 6-TW MicsLiB Nicns 3aTBEPAKEHHS)

66.

AEKCAMETA
30H KPKA

Tabnetku no 40 mr,
no 5 tabnetok y
6nicTepi; no 2, 4 abo
6 6nicTepiB y
KapTOHHIA KOopooLi

KPKA, 4.4.,
HoBo mecTo

CnoBeHis

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiit:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
KPKA, 4.4., HoBo
MecTo, CnoBeHis;
KOHTPO/b Cepili:
KPKA, 4.4., HoBo
mecTo, CrioBeHis

CnoseHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHn
o0 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay. 3miHa y
KOPOTKIil XxapakTepucTuLi NikapcbKoro 3acoby, TEKCTI MapKyBaHHS
Ta IHCTPYKUiT 4151 MeAuYHOro 3acTocyBaHHA Ha nigcTasi perynspHo
OHOBJ/OBAHOIO 3BITY 3 6e3neKkn NikapcbKoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn 3acTocyBaHHSA NikapCbKOro 3acoby B
nicnsapeecTpauiiHnii nepios, abo Sk pe3ysibTaT OLiHKM 3BIiTY 3
LocnimpkeHb, NpoBeAeHNX BigNoBIAHO A0 NnaHy neaiatpuyuHmnx
pocnigmkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YMNOBHOB&XXEHUM OpPraHoMm) - 3MiHW BHECEHI [0 iIHCTPYKUiT ANns
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro 3acoby y po3ginu:
"Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHI peakwii" BignoBigHO A0
OHOBJIEHOI iH(hopMaLii 3 6e3neku Ajtoyoi pevyoBuHN (BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NIiCNA 3aTBEPAXEHHS); 3MiHW | TRy -
3MiHu 3 aKocTi. [oToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMmiHax NpUAATHOCTI abo ymoBax 36epiraHHsi roToBOro
niKapcbKoro 3acoby (36inbLUeHHs TepMiHy NPUMAATHOCTI FOTOBOro
nikapcbkoro 3acoby) - [na Toproeoi ynakoBky (MiATBEPOKYETLCA
[aHVIMU peanbHOro vacy) - 36ibLEeHHA TepPMiHy NPUAATHOCTI
roTOBOrO JlikapCbKOro 3acoby Ha niacTasi pe3ynbTatis
AOCNigpKEHHS cTabiNbHOCTI. 3aTBEPAXEHO: 2 POKM
3anponoHoBaHo: 3 pokuM 3MiHN BHECEHI A0 iIHCTPYKUii Ans

3a
peyenmom

UA/16902/01/02
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby y po3ain "TepMiH
npugaTtHocTi" (BBEAEHHSA 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPMKEHHS); 3MiHM | TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTuL,i
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha NiACTaBi peryispHo OHOBJIOBAHOTO
3BiTY 3 6e3neku NikapcbKoro 3acoby, abo focnimpKeHb 3 6e3neku
3acTOCyBaHHS MikapCcbKOoro 3acoby B nicnsipeecTpauiiiHnii nepiog,
ab0 fK pe3ysibTar OLiHKM 3BTy 3 AOCNiAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuuHux gocnigxeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVM OPraHOM)- 3MiHN
BHECEHI [0 iHCTPYKLiT 4719 MeAVMYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ginu: "B3aemopis 3 iHWMMKU NiKapcbknumy 3acobamu
Ta iHWi B1nan B3aemMogiin”, "OcobmMBoCTi 3acTocyBaHHSA"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaL,ii 3 6e3Mnekun Ailoyoi pevoBUHN
(BBEAEHHS 3MiH NPOTAroM 6-T MicsLIB NiCNs 3aTBEPIKEHHS)

67.

AEKCAMETA
30H KPKA

Tabnetku no 20 mr
no 10 Tabnetok y
6nictepi; no 1, 2 abo
3 6nictepu y
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiii:
KPKA, 4.4., HoBo
mecTo, CroBeHis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTPO/b Cepili:
KPKA, a.4., HoBo
mecTo, CnoBeHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavyiiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn
oo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. 3miHa y
KOPOTKiil XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi MapKyBaHHsI
Ta IHCTPYKUiT AN MEeAMYHOro 3aCTOCYBaHHA Ha NigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3Mnekn NikapcbKoro 3acoby, abo
nocnimkeHb 3 6e3neky 3acTocyBaHHSA NMikapCcbKoro 3acoby B
nicnsapeecTpauiiHniii nepiod, abo Sk pesynbTar OLiHKM 3BITY 3
nocnimpkeHb, NpoBeAeHnX BigMnoBigHO 40 NnaHy negiatpuyHmnx
pocnipkeHs (PIP) (3MiHy y3roikeHo 3 KOMNETEHTHUM
YMOBHOB&XEHNM OpraHoM) - 3MiHW BHECEHI [0 IHCTPYKUii Ans
MeAMYHOro 3acTOCYBaHHA /ikapCbKoro 3acoby y po3ginu:
"Oco6mBocTi 3acTocyBaHHA", "Mo6iYHI peakuii” BignosBigHO A0
OHOB/EHOI iHchopMmaLii 3 6e3neku Ajtoyoi peyoBuHn (BBegeHHs
3MiH NPOTArOM 6-TW MICALB NIiC/A 3aTBEPAXKEHHSA); 3MiHW | TUNY -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y
TepMiHax npuaaTHOCTi abo ymoBax 36epiraHHs roToBoro
nikapcbKoro 3acoby (36i/bLUeHHs TepMiHY NpUAATHOCTI TOTOBOro
nikapcbKoro 3acoby) - [1na Toproeoi ynakosku (MiATBEPOKYETbCA
AaHVMU peanbHOro vacy) - 36ifbLeHHs TepMiHy NPUAATHOCTI
roTOBOrO /ikapCbKOro 3acoby Ha MifcTaBi pe3y/bTarTiB
[ocnimKeHHs1 cTabinbHOCTI. 3aTBEpPAXEHO: 2 POKK
3anponoHoBaHo: 3 poku 3MiHN BHECEHI A0 IHCTPYKLi Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby y po3gin "TepmiH
npuaatHocTi" (BBeAeHHs 3MiH NPOTAroM 6-TW MicALiB nicas
3aTBEPAKEHHS); 3MiHN | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTu,i
NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta IHCTPYKUii Ans
MeJMYHOro 3aCTOCYBaHHA Ha NigcTasi perynsipHo OHOB/IIOBAHOTO
3BiTY 3 6e3neKkun NikapcbKoro 3acoby, abo AocnimkeHb 3 6e3neku

3a
peuyerimom

UA/16902/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
3aCTOCYBaHHS NiKapCbKoro 3acoby B Mic/sipeecTpaviiiHnii nepios,
ab0 fK pe3ynibTar OLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHnx gocnimkersb (PIP) (3miHy
Y3roKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHUM OpPraHoMm)- 3MiHN
BHECEHI [0 iHCTPYKLIT 4715 MeAMYHOro 3acTOCyBaHHS NikapCbKoro
3acoby y po3ginu: "B3aemogis 3 iHWMMK NikapCbKumy 3acobamu
Ta iHWi B1uAmn B3aemogiii", "Oco61MBOCTi 3aCTOCyBaHHS"
BIANOBIAHO [0 OHOBMEHOT iIHGhopMaLii 3 6e3nekn Aitoyoi pevoBUHN
(BBEAEHHS 3MiH MPOTAroM 6-T1 MicsILB NiCNs1 3aTBEPAKEHHS)
68. | AEKCANON Kpansi OuYHi, BapLuaBcbkuii MonbLia BapLuaBcbKuii Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15434/01/01
cycnensis (1 mr + thapmavneBTuy hapmaueBTUYHWI 3MiHM | TURY - 3MiHK 3 AkocTi. CepTudikat BignosigHOCTI/TE- peyenmom
3500 MO + 6000 HW1 3aBOf, 3aBog, Monbha AT cepTudikaTt BiANOBIAHOCTI E€Bponeiickkili hapmakonei/MoHorpadii.
MO)/1 mnno5mny Monbcha AT 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIAMNOBIAHICTL A0
MET chnakoHi- MoHorpadii APY abo Esponeiicbkoi chapmakonei, abo iHwoT
KpanenbHuLi 3 HauioHas1bHOT hapmakonel gepxasun €C (3MiHa y cnevumdikauisx,
KPULLIKOO 3 nos's3aHa 3i amiHamu B 1dY, abo €Bponeiickkilt thapmakonei, abo
rapaHTiiHum iHLWIA HauioHanbHiV dhapmakonei gepxasn €C) - 3MiHa Y
Kinbuewm; no 1 cneumagikauii A®I nonimikcnHy B cynbar, B 3B’a3ky 3
donakoHy B nauui 3 NpUBEAEHHSAM Y BiANOBIAHICTb 40 BUMOr MOHOrpadii
KapToHy €Bponeiicbkoi dhapmakonei Ha Polymyxini B sulfas. 3miHu | Tuny -
3MiHu 3 AKkocTi. CepTudikaT BignosigHocTi/IE-cepTudikat
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MmoHorpadii. MogaHHA
HOBOro ab0o OHOB/IEHOTO cepTudikaTa BignoBiAHOCTI abo
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
thapmakonei: s A®l; ans BUXigHOrO
marepiany/peareHTy/npomMikKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOI peHOBUH
(cepTuchikaT BignoBigHOCTI EBponelickkiii hapmakonet) -
OHOBJ/IEHWIA cepTUdiKaT Bif y)e 3aTBepKeHOro BUpobHuKa -
noAaHHA OHOBNIEHOTro cepTudpikaTy BiANOBIAHOCTI EBPONECHKIi
thapmakonei R1-CEP 2000-261-Rev 04 Big, 3aTBep4KEHOr0
BMpo6bHMKa Pharmacia & Upjohn Company, United States gitouoi
peyoBUHM fekcameTasoH (3aTBepaxeHo: R1-CEP 2000-261-Rev
03; 3anponoHoBaHo: R1-CEP 2000-261-Rev 04)
69. | AEPEBIKO TpaBa, mo50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/2357/01/01
TPABA naJui 3 BHYTPILLHIM dapmaLeBTuy dapmaLeBTUYHa 3MiHM | TUMy - 3MiHK 3 AKOCTIi. FOTOBUIA Nikapcbkuii 3aci6. KoHTponb | peyenma
naketom; no 1,5ry Ha habpuka habpuka "Biona" roTOBOro Nikapcbkoro 3acoby. 3MiHa y MeTofax BUNpobyBaHHS
iNbTP-NakeTi; no "Biona" roTOBOrO MiKapCbKoro 3acoby (419 NPUBEAEHHS Y BiANOBIAHICTb 3

20 hinbTp-nakeTiB y
nauuj

[®Y abo €Bponeiicbkolo hapMakoneeko Ta BUTyHYEeHHSI NOCUIaHHS
Ha 3acTapinunii BHYTPILLHIA MeTog, BUNpoOyBaHHS i iioro Homep) -
BHECEHHS 3MiH 40 MeTOoAiB KOHTPO/IH SKOCTI NiKapCbKoro 3acoby

3a nokasHukamu «BTparta B Maci npu BUCYLLYBaHHi»,
«MikpobionoriyHa ynctota», «3arasibHa 30M1a», «30Ma, He
PO34YMHHA Y X/TOPUCTOBOAHEBIN KNCMOTI», «CTOPOHHI AOMILLKU», a
came 3amiHa nocuaiaHb 3 AdY 1.0 Ha «aitody pegakuito» JdY.
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
3MiHu | TUnYy - 3MiHK Wono 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
YMaKoBKM NiKapCbKOro 3acoby i3 3a3Ha4YeHHSAM MKHApPOAHUX
no3HayeHb OAUHULL BUMIpIOBaHHA. 3MiHa A0 po3ainy MKA /13
(po3gain «padhiyHe 0YOPM/IEHHS» 3aMiHEHO PO34i/IOM
«MapkyBaHHs» (BianosigHo [0 3aTBEpPAXEHOr0 TEKCTY
MapKyBaHHs)).
BBefeHHs 3MiH NpoTArom 6-Tu MIiCALB MiCAA 3aTBEPMAKEHHS.
3MmiHu | TMNy - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapCcbKoro 3acoby. 3miHa napameTpis crnevumdikawii
Ta/abo [OMYCTVMUX MEX rOTOBOrO MiKapCbKoro 3acoby (iHLwi 3MiHM)
BHeceHHs 3MiH fo Cneumdikauii/MeToaiB KOHTPOO AKOCTI
nikapcbkoro 3acoby 3a NokasHWKOM «CTOPOHHI AOMILLKW», a came
nprBeaeHHA A0 BUMOTr MoHorpadii «epesii» APY
70. | OETPAJIEKC TabneTtku, BKPUTI ne PpaHuin Na6opatopii Ceps'e PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/4329/01/02
® 1000 MI NNiBKOBOIO NABOPATYA IHgacTpi 3MiHK | TUNYy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peyenma
060/10HKO0, No 1000 P CEPB'E thapmakoHarnagy (iHwWi 3MiHW) - 3aTBEPKEHHA a/lbTepHaTUBHOIO
Mr no 9 TabneTok y TEKCTY MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby i3 3a3HayeHHs M
6nictepi; no 2 MiXXHapPOAHMX NO3HAYeHb OMHULb BUMIpIOBaHHSA. TepMiH
6nictepi B kopobu,j 3 BBEEHHS 3MiH NMPOTAroM 9 MicALiB Nic/a 3aTBepAKEHHSA
KapToHy; no 10
TabneTtok y bnictepi;
no 3 6nictepu B
KOpobLi 3 KapTOHY
71. | AIHOPET TabneTkn, BKPUTI AnBoreH Bonrapis KOHTPO/b SKOCTI, Icnanis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKa 3a UA/13406/01/01
NNiBKOBOO Papma BVMPOGHMLTBO (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, | peyenmom
060/10HKOI0, 2,0 TpeiguHr roTOBOrO MPOAYKTY, 23.07.2015 Ne 460) (BBefeHHS 3MiH NpOTArom 6-Tu MicaLiB nicns
mr/0,03 mr, no 21 KOpon OTOB nakyBaHHs, BUMYCK 3aTBEPMAKEHHS); 3MiHM | TNy - 3MiHK WoA0 6e3nekn/etheKTMBHOCTI

Tabnetui B 6nicTepi;
no 1 a6o no 3
6nictepn B
KapTOHHIlA KOpoo6Li

cepit:
Nab6opaTopioc J/leoH
dapma, C.A.,
IcnaHis;
MiKpoBionorivuHuii
aHanis:
NabopaTtopio fe
Ananicic [p.
EuaBapHe, C.A.,
IcnaHis;
anbTepHaTUBHA
ninsiHka ans
BTOPUHHOTO
nakyBaHHs:
TOB "MaHaHTian
IHTerpa”, lcnaHis

Ta hapmakoHarnsgy. BeefeHHa abo 3miHu J0 y3araslbHEHNX
AaHvx nNpo cuctemy thapmakoHarnsagy (BBefeHHs y3araslbHeHUX
[aHux Npo cuctemy chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHoT
ocobu, BignoBifanbHOI 3a 34iliCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnaay 3asBHMUKa A5 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHA BigMiHHA Bifg,
YNOBHOBaXeHOT 0co6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiina cuctemn dhapmakoHarnsgy) - 3MiHa
YNOBHOBaXEHOI 0CO6M 3asBHVKA, BiAMNoBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnagy B Ykpaini: [itoua pefakuis — Maria Angeles
Rodriguez Martinez, PhD MD; NMponoHoBaHa pegakuisi — CopiHa
NiaHa MNato Sorina Liana Paiu, MD. 3MiHa KOHTaKkTHOI 0co6K
3asBHUKA, BiAMNOBiAaIbHOI 3a 3AiiCHeHHS hapmakoHarnagy B
YKpaiHi:

[itova pegakuisa — Onbra boHaapsb; MponoHoBaHa pegakuis —
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Mepexpect OneHa IBaHiBHA.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXXEHOT 0CO6M 3asBHUKA,
BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBIAA/ILHOT 3a
3fjificHeHHs chapmakoHarnsagy B YkpaiHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AjsiNIbHOCTi 3 hapmakoHarnsagy. 3miHa Homepa Ta
MiCLie3HaXO/DKEHHSA MacTep-daiina
72. | AOKCUUMKAI | kancynu no 100 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1307/01/01
HY no 10 kancyn y 06MexeHo 06MexeHo 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
FIAPOX/TIOPWU | 6nicTepi; no 1 BiANoBiAa/bHI BiANoBifasIbHICTIO thapmakoHarnsgy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po34iny
a 6nictepy y kopobui 3 CTHO "®apmaveBTuyHa “MapkyBaHHs" B 3aTBEpaXeHnx MKA /13. 3anponoHoBaHo:
KapTOHy "XapkiBcbke KomnaHis MapkyBaHHs. BignoBigHO A0 3aTBEPAXEHOIO TEKCTY MapKyBaHHS.
hapmaveBTny "300poB'a”, YkpaiHa OHOBJIEHHSA TEKCTY MapKyBaHHS YNakoBKM J1ikapCbKoro 3acoby 3
He (Bci cTagji BHECEHHAM iHchopmav,ii LWoAO 3a3HaYEHHS OAUHULb BUMIPIOBAHHS
nigNpPUEMCTBO BMPOGHMLITBA, y cuctemi Sl.
"340poB's KOHTPO/b SKOCTI); BBeneHHs 3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBePAKEHHS
Hapoay" ToBapucTso 3
06MeXeHoH
BiANoBifa/IbHICTIO
"®APMEKC Irpyn",
YkpaiHa (Bci cTagii
BMPOGHULTBA,
KOHTPO/Ib SKOCTI);
ToBapucTso 3
obmexeHoro
BiANOBIAA/TbHICTIO
"XapkiBCcbke
hapmaueBTNyHE
nignpyeMCcTBO
"300p0oB'A Hapoay",
YkpaiHa (Bunyck
cepii)
73. | AOKTOP NbOASHWKK 1O 4 TOB YkpaiHa tOHiK IHais BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - Ne 1, Ne 16, UA/2412/01/01
MOM® 31 NbOAAHVKN Y CTpUni, "[IXXOHCOH i PapmacbioTuKas ApMiHicTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHs Ta/abo agpecu Ne 20, Ne 24
CMAKOM no 5 ctpunis y LDKOHCOH NabopaTtopis 3as1BHMKA (B/1aCHMKA PeECTPaL,iiHOro NOCBIAYEHHS) - 3MiHa agpecu - 6e3
NMOHA KapTOHHI Kopobuyj; YkpaiHa" (BioAineHHs dipmu 3asBHVKa. 3MiHW BHECEHI Y po3in "Micue3HaxoxeHHs 3aaBHUKa" | peyenma;
no 8 NboAsHUKIB y "x. B. Kemikans B IHCTPYKLiIO 419 MeAMYHOro 3aCTOCyBaHHA Nikapcbkoro 3acoby | Ne 100 - 3a
6nictepi, no 2 abo eHf, (BBEAEHHS 3MiH MPOTArOM 6-T MicSILIB NiCNs 3aTBEPAKEHHS); peyenmom
no 3 6nictepu B PapmacbloTnKans 3MiHM | TNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta
KapTOHHIiA Kopo6L; nrp") thapmakoHarnagy (iHwi 3MiHK) - OHOBIEHHSA TEKCTY MapKyBaHHS
no 1 NboAsHUKY B YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
nnisuji, no 100 3a3HayYeHHs OAVHYLb BUMIpOBaHHSA Y cucTemi S| (BBegeHHsS 3MiH
NbOASAHNKIB B NAIBL NPOTArom 6-T1 MIiCALB MiCNA 3aTBEPKEHHS)
y 6aHui
74. | AOMPNA® CyCneHsisi opasibHa, TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8976/02/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
1 mr/mn, no 60 Mn PAPM" PAPM" 3MiHU | TUny - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuid 3aci6. 3MiHM Yy | peyenmom
a6o 100 mny BMPOGHMLTBI. 3MiHN Y NpoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
chnakoHi, no 1 3aco6y, BK/IH0YaKuM NPOMDKHUIA NPOAYKT, LLIO 3aCTOCOBYETLCS NpU
oNnakoHy 3 MipHOK BUPOGHMLTBI FOTOBOrO NikapCbKoro 3acoby (He3HayHa 3miHa y
JIOXKOI Y KapTOHHiIl npoueci BUpo6HULTBA BOAHOI CycneHsil 415t nepopasibHoro
ynakoBLi 3aCcTOCyBaHHs) - BHECEHHS 3MiH 40 po3ainy 3.2.P.3. Mpouec
BUPOGHMLTBA NiKapCbKOro 3acoby, 3o0kpema: 3MiHEHO NopsAoK
TEXHOSOTYHNX CTagin Ta MOANGIKOBaAHO NOCMIAOBHICTb
[0[aBaHHA AOMOMDKHUX PEYOBWH A0 cTagii AoaaBaHHs Adl.
3riHO 3 Ail0YO0I0 TEXHOSOTIE BUPOBHULTBA NOCAILOBHICTb
BMPOGHMUMX CTagili 6yna HacTynHot: 1) npurotyBaHHs
CYCMEHAYIUOro areHTy; 2) NpuroTyBaHHA Ta fofaBaHHS PO3YnHY
KOHCEPBAaHTIB; 3) NPUroTyBaHHA NacTu 3 Ail04OI0 PEYOBKHOIO.
Micna nposeaeHHA MoAndikavii BUPO6HMYOro npouecy
3anponoHOBaHO BiANOBIAHY NOCAIAOBHICTL: 1) NPUroTyBaHHA Ta
[ofaBaHHsA PO34MHY KOHCEPBAHTIB; 2)NPUroTyBaHHsA
CYCMeHAYU0ro areHTy; 3) NpurotyBaHHs Ta foAaBaHHA nactu 3
Ail040I0 PEYOBUHOK. 3aBAAKN YAOCKOHAIEHHIO TEXHOIOMNYHOIO
npoLecy CTBOPEHO MikpocepeAoBuLLe ANA Aio4O0T pe4oBUHN
nepeg, AogasaHHAM [0 LiyKPOBOro CUpony, sike B CBOKO Yepry,
[03BONISIE YTPUMYBATK [il04y PEYOBUHY Y CyCMEeHAYOHOMY areHTi,
LLIO0 [,03BOISIE NErke CTPYLUYBaHHS 3aMiCTb eHepriiHoro
CTPYLUYBaHHS, | K HACNiAOK NPU3BOANTL A0 PIBHOMIPHOrO Ta
TOYHOTO MPOLEeCy HaNnOBHEHHS nakoHy
75. | OHONOK® Kancynu AT "dapmax" YkpaiHa NABOPATOPIOC IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - - UA/16565/01/01
KMLLKOBOPO3YMHHI HOPMOH, C.A. AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu
TBepAi no 30 mr; in 3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs) - 3MiHa Ha3Bu
bulk: no 11,66 kry Ta agpecu 3asiBHVKa (BBeAeHHs 3MiH NpoTAroM 6-tu micAuiB nicns
H6apabaHax 3aTBEPAKEHHS)
76. | OHONOK® Kancynm AT "dapmax” YkpaiHa NABOPATOPIOC IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/16565/01/02
KMLLKOBOPO3YMHHI HOPMOH, C.A. AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
TBEpAi no 60 mr; in 3as1BHMKa (B/1aCHMKA PEECTPALiiHOro NOCBIAYEHHS) - 3MiHA Ha3BU
bulk: no 11,66 kry Ta agpecu 3asBHVKa (BBeAeHHs 3MiH npoTaromM 6-tu micAuis nicns
H6apabaHax 3aTBEPKEHHS)
77. | EAIOPAHT® TabneTku, BKpUTI TOB YkpaiHa AHccen-Cinar C.n.A. ITanisa BHECEHHS 3MiH 40 peecTpavliiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/14060/01/01
NNiBKOBOO "[I>XOHCOH i AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKOI0, N0 25 [xoHCcoH 3asBHUKa (BlaCHMKa peecTpauiiHoro Noceig4eHHs) - 3MiHa agpecu
mr; no 30 TabneTok YkpaiHa" 3asBHMKa
y thnakoHi; no 1
chnakoHy B
KapPTOHHIM nauuj
78. | ENENICO NOpOLLOK MNOAN3EP CWA Mpotanikec N14., CWA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14379/01/01
niodpinizoBaHnii ons EAY.CLII. I3painb (KOHTposb Ipnangis 3MiHuM I TMny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peyenmom
pOo34unHy Ana KOPMOPEWLL SAKOCTi NpW BUMYCKY I3painL KoHTposb roToBOro fnikapcbkoro 3acoby. 3MiHa napameTpis
iHcpysiii no 200 Of, H Ta AOCAIMKEHHS cneuudikaliin Ta/abo 4oNyCTUMUX MEX FTOTOBOTO J1iKapCbKOro
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NOpOLLOK CTabisIbHOCTI); 3aco6y (BUYyYEHHS MOKa3HKKA, KU MOXe MaTu iCTOTHUIA BNMB
niodpinisoBaHnii gns Mdpaiizep Ipnaxgis Ha AKICTb FOTOBOrO /NiKapCbKOro 3acoby)- JaHa 3miHa
pO34nHy Ans dapmMacbloTUKan3, MPOMNOHYETLCA 3 METOK OHOB/IEHHS crnevumndikaLii roToBoro
iHchysiii no 200 Of; Ipnangis (KOHTpPOsb NiKapcbKoro 3acoby, Lo CTOCYETbCA BUTYYEHHS TECTiB
1 donakoH 3 SAKOCTI NpW BUMYCKY «lpgeHTudikauis 1» Ta «lgeHtTudikauis 11» npn TectysaHHi Ha
MOPOLLKOM Y Ta JocnimpKeHHs cTabiNbHICTb rOTOBOrO NiKApPCbLKOro 3aco6y. YTOUYHEHHS WoA0
KapTOHHI Kopo6uyj; CTabisIbHOCTI); nepiognYHOCTI NPOBELEHHA TeCTiB «BMIiCT BOAW»,
1 donakoH 3 dapmauis i AnNKOoH «OCMONANBHICTb», «MexaHiUHi BKIIOUYEeHHS» "BakTepiasibHi
MOPOLLKOM Y KomnaHi /1N1C, CLWA €HIOTOKCUHK", "CTepu/bHICTL" B cneyndikauii ns TepmiHy
KapTOHHIA KOpoo6Li (BUPOGHMLTBO NPUAATHOCTI Ta YTOYHEHHS 40 NOCUaHb Ha METOAMKM A1 TecTiB
(dbopmyna, «MexaHiuHi BK/TIYEHHS», «DepMeHTaTUBHA aKTUBHICTb i
acenTuyHe «®depmeHTaTBHa KIHETVKaY.
HanoBHEHHS, BBegeHHS 3MiH NPOTAroM 6-Ty MICALIB NIiCNS 3aTBEPAKEHHS.
niodgpinizauis), 3MiHn Il Tuny - 3miHn 3 akocTi. A®I. KoHTponb A®L. 3miHa y
nepBuHHe Ta napameTpax crneuudikauii Ta/abo JOMyCTUMUX MeX, BUSHAYEHUX
BTOPWUHHE y cneyudikauisix Ha A®l, abo BUXiLHWUIA/MPOMIXHWIA
nakyBaHHs, NpoAyKT/peareHT, WO BUKOPUCTOBYOTLCS Y MPOLLECI BUPOGHMLITBA
MapKyBaHHS1, BUMYCK A®| (BUnyyeHHs napameTpa cneuudikauii, Skuii Moxe mMaTu
cepii) CYTTEBUIA BNUB Ha siKicTb AD| Ta/abo roToBOro Nikapcbkoro
3aco6y) - BUTyYEHHS TECTY 47151 BUSHAUYEHHS MOJIEKYNSAPHOI Macu
3i cneuwmdikauii gitovoi peyosuHmn (DS) Tanirnouepasa anbga npu
BMPOBHULTBI FOTOBOrO JlikapCbkoro 3acoby Enenico, ockisibku B
MeTofax BUMPOOYBaHHS HasiBHI TECTU LWOA0 NiATBEPIKEHHS
MOJIEKY/IAPHOT Macu, a caMme npodpinib NenTuAHOI kKapTu, BMICT
i3othopm MeTOAOM enekTpodopesy TOLLO, Ta HaZlaHO CTaTUCTUYHI
AaHi ansa nokasHuka "MonekynsipHa maca'". BifnosigHO BUAAIEHHS
aHaniTn4Hoi naboparopii ANA TeCTyBaHHS MOJIEKY/IAPHOT Macu
Intertek Pharmaceutical Services Manchester BBeeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMAKEHHS.
3MmiHu |l TURY - 3MiHK 3 AkocTi. ADI. KoHTponb AdL. 3miHa 'y
MeToAax BUNpobysaHHA A®| abo BUXIAHOTO
MaTepiany/npomMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCS
y npoueci Bupo6HuuTBa A®| (CyTTEBA 3MiHA Y
6ionoriyHOMyY/iMyHONOr4YHOMY/IMyHOXIMIYHOMY MeTOAj
BMNpoGyBaHHA abo MeTofi, Y AKOMY BUKOPUCTOBYETHLCSA
6ionoriyHWin peareHT ans 6ionorivHoro A®l, abo iioro 3amiHa)
BBefieHWii fBOPIBHEBUI pechepeHTHUIA cTaHaapT (NepBUHHNIA
pedoepeHTHUiA cTaHgapT (PRS) Ta pobounii pedhepeHTHUiA
ctaHpapTHuii (WRS)), npoTokon kBasigoikauii cTaHAapTHOro
3paska Ta OHOBJ/IEHHS METOAVKN BUNPOOYBaHHSA AdI.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
79. | EHTEPOCIMA | kancynu; no 15 Anbpacirma PpaHuis Anbcpacirma C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/11345/01/01
3Min Kancyn y énictepi; dpaHc 3MiHK | TUNY - aAMIHICTpaTUBHI 3MiHU. BunyyeHHs BUPOGHNYOT peuenma

no 1 a6o 2 6nictepu
B KAPTOHHIli KopobLi

AiNbHUUI (BKAOYatoum AinbHudi ans A®l, npomikHOro NpoayKTy
ab0 rotToBOro /ikapcbkoro 3acoby, AifbHuL 418 NPpoBeAEeHHs
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
nakyBaHHs1, BUpOOHYKa, BiANOBiAaIbHOIO 3a BUMYCK Cepiid, MicLe
NpoBefEHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMIKXHOT PeHOBMHU (SIKLLLO 3a3HaYeHO
Y OOCbE) - BUNYYEHHS 3aTBEPAXEHOr0 BUPO6HMKa ADI
hnoporaouuHony gurigpaty DSM Pharma Chemicals,
Higepnangn. 3anponoHoBaHo: Shouguang Fukang
Pharmaceutical Co.,, Ltd., Kutaii
80. | ECNA- TabneTtku, Wwo Ecnapma HimeuumnH ApgaHc ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 6e3 UA/17918/01/01
BACTUH® aucnepryloTbes B rM6X a vm6X, HimeuuunHa; TexHiyHa nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peuyenma
POTOBI NOPOXHWHI dapma BepHirepoge BUNPAB/IEHHS TEXHIYHOI NOMUIKM Y cneuundikadii. Y cneuudikauii
no 10 mr no 10 6X 3aTBEpAXKEHNX MeToaiB KoHTponto (MKA) y po3gini
Tabnetok y 6nictepi, «MikpobionoriyHa YncToTa» NOMWUIKOBO 3a3HAYEHO HACTYMHUI
no 1 6nictepy B KpUTepili NPUIAHATHOCTI: «3arasibHa CyKynHa KiNbKiCTb
ynakoBLi apixpkis/nnicHsasm (TYMC) ? 103 KYO/r», 3amicTb «3aranibHa
CYKyMHa Kinbkictb gpixaxis/nnicHasu (TYMC) ? 102 KYO/r»
81. | ECMNA- TabneTtku, Wo Ecnapma HimeuuunH ApgaHc dapma HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/17918/01/02
BACTUH® ancnepryoTbes B 6X a 'm6X, HimeuunHa; TexHiuHa nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenma
POTOBI NOPOXHWHI dapma BepHirepoge BUNPAB/IEHHS TEXHIYHOI NOMUIKM Y cneuundikadii. Y cneuudikauii
no 20 mr no 10 6X 3aTBEpAXEHNX MeToaiB KOHTponto (MKA) y po3aini
TabneTtok y 6nictepi, «MikpobiofioriyHa yncToTa» NOMWUIKOBO 3a3Ha4YeHO HaCTYMHUIA
no 1 6nictepy B KpUTepili NPUIAHATHOCTI: «3arasibHa CyKynHa Ki/bKiCTb
ynakoBLi Apixpkis/nnicHsasm (TYMC) ? 103 KYO/r», 3amicTb «3arasibHa
CYKynHa KinbkicTb apikmxkis/naicHasu (TYMC) ? 102 KYO/r»
82. | ECNA- NopoLUoK AN Ecnapma HimeuuunH ecnapma ®apma HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14782/01/01
DPOLUNH® OpPa/ILHOIO PO3UNHY M6X a Cepsices 'M6X, 3MiHW | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
no 3000 mr/naker; HimeuunHa thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
no 8 r NopoLUKy (BTOpUHHE “MapkyBaHHA" B 3aTBepaeHnx MKA /13. 3anponoHoBaHo:
(3000 mr gitouoi nakyBaHHs); MapkyBaHHs. 3riflHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
PEYOBUHN) Y MaKeT; Ninpodapm Mm6X, OHOB/IEHHSI TEKCTY MapKyBaHHS1 YNakoBK J1ikapCbKoro 3acoby 3
no 1 nakety B Himeyunna BHECEHHAM iHdhopMaLlii LWOAO 3a3HaYeHHS OAMHUL BUMIPIOBaHHS
KapTOHHIlA ynakoBLi (BMPOGHNLTBO y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-x MicAUiB nicns
Hepo3dacosaHoro 3aTBEPAKEHHSA
NPOAYKTY, NepBUHHE
nakyBaHHs,
BTOPVIHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
83. | EPMEPVH NopoLUOK ANs AHaHTa Benvka "BeHyc Pemegic IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16125/01/02
pO34UnHy AN Megikeap /114. BputaHis Nimiten" 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTMBHOCTI Ta peyenmom
iHekuiimo 2r, 1 thapmakoHarnagy (iHwi 3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHS
oN1akoH 3 NOPOLLKOM yrnakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
B KOpPOO6Li 3a3Ha4YeHHs OAMHMLb BUMIPIOBAHHSA Y cucTeMi Sl. BBeAeHHS 3MiH
npoTsArom 3-X MicsLiB Nicais 3aTBEepAKEHHS
84. | EPMEPVH NOpoLUIOK ANst AHaHTa Benvka "BeHyc Pemegic IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16125/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
pO34MHy AN Megpikeap N14. BpuTaHia Nimiten" 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
iHekyiinolr, 1 thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
h/1aKoH 3 MOPOLLUKOM yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
B KOpPOOLL 3a3HavyeHHs OAVHULLL BUMIPIOBaHHSA y cucTemi Sl. BBeeHHs 3MiH
npoTArom 3-x MicsUiB NicNsA 3aTBEPAKEHHS
85. | BIATEH™ PO34UH OpasbHUIA, BiiB Xenckep Benvka nakcoCmiTKnsiiH KaHapa BHECEHHS 3MiH IO peecTpavjiiiHux MmaTepianiB: 3MiHu | Tuny - 3MiHn 3a UA/4163/01/01
20 mr/mn; no 240 mn HOK Nimitepq, BpuTaHis IHK. wopo 6e3snekv/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) - | peyernmom
y hnakoHi; no 1 OHOBJ/IEHHS po34iny «MapkyBaHHs» B MKA /13: 3atBepaxeHo:
donakoHy 3 MAPKV/POBKA (npunaraeTtcs No/HbIA TEKCT MapKMpPOBKH).
[103YHOUMM LUNPULLOM OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
Ta afiantepomM ans BHECEHHAM iHchopmav,ii LWoAO 3a3HaYEHHS OAUHULb BUMIPIOBAHHS
LNpuLa y KapTOHHIi y cuctemi Sl; 3MiHu | Tuny - AgMiHiCTpaTUBHI 3MiHK. 3MiHa
Kopobui HalilMeHyBaHHs Ta/abo aapecy MicLs NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JIikapCbKoro 3acoby, BK/IYaoun
AinbHULI BUNYCKY cepii abo MicLe NPoBeAEeHHS KOHTPOJIHO SIKOCTI.
(misnbHICTB, 3a AKy BigNOBIAAE BUPOOHUK/IMNOPTEp, BKIHOYaOUN
BMNYCK Cepiit) - 3MiHa agpecy BupobHuka M13 MakcoCmiTKnsinH
IHK., KaHaga, 6e3 3MiH1 MicLA BUPOGHMLTBA. 3MiHM BHECEHO B
IHCTPYKUiO AN MeAMYHOro 3aCTOCYBaHHS LLLOAO
MiCLLe3HaxX0MKEHHS BUPOOHMKA 3 BifNOBIAHUMMN 3MiHAMM Y TEKCTi
MapKyBaHHS YNakoBKW ikapcbkoro 3acoby
86. | 30OKCI TabneTku, BKpUTI OPIrAHOCUH OAE EBepTompKeH Naid IHAain BHeceHHs 3MiH 10 peecTpaLiiiHnx maTepianisa: 3MiHu | Tuny - 3a UA/17229/01/01
NNiBKOBOIO NAN®CAEHC CaeHcms Jliviteq 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgy. 3mviHay | peyenmom
060n10HKOt0, No 250 N3 (E® 3ET KOPOTKiil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
Mr, No 3 TabneTkn y Cl) Ta IHCTPYKUiT AN MeAMYHOro 3aCTOCyBaHHA Ha NigcTasi perynsipHo
6nicTepi; no 1 abo OHOBJ/1OBAHOIO 3BITY 3 6Ge3NeKN ikapcbkoro 3acoby, abo
no 2 6nictepun y JocnifmxeHb 3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
naui 3 KapToHy nicnsapeecTpauiliHnii nepios, abo K pe3ysibTaT OLiHKM 3BIiTY 3
[ocnigpkeHb, NPoOBeAEHMX BigMNOBIAHO A0 NaHy negiatpuydHnx
pocnipkeHs (PIP) (3MiHY y3roikeHo 3 KOMNETEHTHUM
YNOBHOBaXEHVM OpraHoMm) - 3MiHN BHECEHI [0 IHCTPYKLi A1
MeJMYHOr0o 3acTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"B3aemogis 3 iHWMMU NikapcbkMKU 3acob6amu Ta iHLi BUau
B3aemogiin", "OcobnunsocTi 3acTocyBaHHA", "T06GIYHI peakuii"
BiNMOBIAHO 40 OHOBEHOI iHChopMaL,ii 3 6e3nekn Ailo4oi peyYoBUHU
87. | 30KCI TabneTku, BKPUTI OPIrAHOCWH OAE EBepTomKeH Navic IHais BHeceHHs 3MiH 10 peecTpaviitHux maTepianis: 3miHu | Tuny - 3a UA/17229/01/02
NNiBKOBOIO JNIAVOCAEHC CaeHcus fimiteq 3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta thapmakoHarnsagy. 3miHay | peyernmom
o6010Hkot0, No 500 N3 (Ed 3ET KOPOTKIil XapakTepuCTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS
Mr, o 3 TabneTkn y Cl) Ta IHCTPYKUiT 4151 MeguyYHOro 3acTocyBaHHA Ha nigcTasi perynspHo

6nictepi; no 1 abo
no 2 6nictepu y
naJui 3 KapToHy

OHOBJ/OBAHOrO 3BITY 3 6e3neKn NikapcbKoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acTocyBaHHS NikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepios, abo Sk pe3ysibTaT OLiHKM 3BiTy 3
JocnigpKeHb, NpoBeAeHNX BIANOBIAHO A0 NiaHy nediaTpuyHnx
pocnimkeHb (PIP) (3MiHy y3rofkeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3MiH1 BHECeHi A0 IHCTPYKLUIT Ans
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
MeAUYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoby y po3ainu
"B3aemogis 3 iHWVMK nikapcbkuMu 3acobamu Ta iHLWi BUan
B3aemogiin, "OcobmBocTi 3acTocyBaHHs", "lMo6iyHI peakuii™
BiANOBIAHO A0 OHOBAEHOT iHhopMaLii 3 6e3neky Ail4oi peyoBUHU
88. | IBYHOPM CyCneHsis opasibHa, ToBapucTBO 3 YkpaiHa ToBapucTeo 3 Ykpaina BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn 6e3 UA/11513/01/01
BEBI 100 mr/5 mn, no 100 06MexeHo 06MexeHo 3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
M a6o no 200 mny BiANoBiAa/bHI BiANoBifa/IbHICTIO KOHTelHep/3aKkynoptoBasibHKI 3aci6. 3MiHa po3mipy ynakoBKu
donakoHi; no 1 CTIO «PapmMaLeBTUyHa roTOBOrO NiKapCbKOro 3acoby (BW/IyYEHHST yNakoBK/ NEBHOIO
donakoHy pasom 3 «®apmauesTu KOMnaHis po3Mipy) - BUNyYeHHS ynakoBkv no 50 mn y donakoHi y Kkopobui, 3
[03yo4nM YHa KOMNaHis «30,0pOB'sA» BiA4NoOBigHMMM 3MiHaMKM y po34ini YnakoBka, Cnevudikauis/
NPUCTPOEM Y «300p0B’'A» MeToan KoHTposnto AKOCTi: Noka3HUK «O6’eM BMICTY YNaKOBKM».
KOpPOOLii 3 KApTOHY 3MiHM BHECEHI B iHCTPYKLit0 A1 MeAUYHOro 3acTocyBaHHA /13 'y p.
"YnakoBka" (BUNy4YeHHS yNnakoBKM NEBHOro po3Mipy) BeeaeHHs
3MiH NpOTArom 6-T1 MicALIB Nicas 3aTBEpPAKEHHS
89. | IBO-MIK® KOHUEHTpaT ons TOB HB® YkpaiHa AT "dapmak”, Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3186/02/02
pO34UMHy Ans "MIKPOXIM" Ykpaiva; TOB HB® 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eteKkTUBHOCTI Ta peyenmom
iHdysilA, 1 mr/mn; no "MIKPOXIM", hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHs
10 mn B amnyni; no Ykpaina YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
5 amnyn y 6nictepi; (BignoBiganbHuiA 3a 3a3HaYeHHA O4MHMLb BUMIPOBaHHS Y cucTeMi SI. BHECEHHS 3MiH
no 2 6nictepn y BMNYCK cepii) 00 po3giny “MapkyBaHHS" B 3aTBepaKeHnx MKHA /13.
nauLii 3 KapToHy; 3anponoHoBaHo: MapKyBaHHS. 3rifHO 3aTBEP)KEHOr0 TEKCTY
no 10 mn B amnyni; MapKyBaHHSA. TepMiH BBE,€HHSA 3MiH: NPOTAroM 6 MicALUiB nicns
no 5 amnyn y kaceri; 3aTBEPKEHHSA
no 2 kacetu y nauuj
3 KapTOHY
90. | IHCTIPA Ta6neTku, BKpUTI Emkyp IHgjs Emkyp IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/16990/01/01
NNiBKOBOIO dapmacbloTika dapmacbloTikasc YTOUYHEHHS NikapcbKoi hopMu, a came: BUNPaB/IEHHSA peyenmom
o060n0Hkoto, No 50 nec nitg, nrp rpamMaTu4Hoi Nnomuaku B Hakasi MO3 Ykpaiuu Ne 1789 Big

mr; no 30 TabneTok
y N1acTuKoBomy
KOHTeliHepi, no 1
NNacTUKoBOMY
KOHTEliHepy y
KapTOHHIlA ynakoBLi

04.08.2020 B npoLieci BHECEHHSA 3MiH (3MiHu | TuMny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLii NPOBaKEHHA Ais/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro
nikapcbKoro 3acoby, BKIOYauM AinbHUL| BUMYCKy cepii abo micue
NpoBeAeHHS KOHTPOJII0 AKOCTI. (LisNbHICTb, 3a AKY Bignosigae
BMPOGHWK/IMNOPTEp, BKIKOYAOUM BUMYCK CEPiid) - 3MiHa agpec
BMpo6Huka 13 Emkyp d®apmacbtoTikanc JItg, IHais, 6e3 3miHn
Micusi BUPOOHULTBA. 3MIHWM BHECEHO B iHCTPYKLiO 4151 MeanyHOro
3aCTOCYBaHHS LLO0 MiCLLe3HaXOMKEHHS BUPOOHMKA 3
BiAMOBIAHMMM 3MiHAMW Y TEKCTi MapKyBaHHS YNakoBKU JTiKapCbKoro
3acob6y. BBeaeHHs 3MiH npoTsiroM 3-x Micsiuis nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK Woao 6e3neku/ethekTnBHOCTI
Ta chapmakoHarnsagy (iHwi 3miHn) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby 3 BHECEHHSM
iHchopMmaw,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH A0 po3giny “MapkyBaHHa" MKA N13:
3arBepaxeHo: MAPKYBAHHSA 3rigHo 3aTBEP)KEHOIO TEKCTY
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
MapKyBaHHs, Lo AofaEeTbeA. 3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. BBeAeHHS 3MiH
npoTArom 3-x MicsLIB 3 AaTu 3aTBeppKeHHs.) Pefakuis B Hakasi:
Tabnetu. BipHa pegakuisi: TaGNeTKu.
91. | IHTENEHC® Tabnetku no 100 wmr; TOB YKpaiHa AHccen-Cinar C.n.A. ITanis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepianiB: 3MiHuW | Tuny - 3a UA/9963/01/01
no 120 TabneTok y "[I>XOHCOH i AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
donakoHax 3 LKOHCOH 3asBHUKa (BNacHMKa peecTpaLiiHoro NocBigYeHHs1) - 3MiHa agpecu
nonietTunexy; no 1 YkpaiHa" 3aABHMKa
donakoHy B
KapTOHHI nayui
92. | IHTE/IEHC® Tabnetkn no 200 wmr; TOB YkpaiHa AHccen-Cinar C.n.A. ITanis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiiB: 3MiHu | Tuny - 3a UA/9963/01/02
no 60 TabneTok y "[I>XOHCOH i AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
hnakoHax 3 [xoHCcoH 3asBHUKa (B1acHKKa peecTpauiiHoro Noceig4eHHs) - 3MiHa agpecu
nosietTunexy; no 1 YkpaiHa" 3asBHUKa
donakoHy B
KapTOHHIiA nayui
93. | IH®TYBAK® cycneHsis ons AG6OTT HinepnaH AB6OTT Hinepnangu BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu | Tvny - 3a UA/13027/01/01
(INFLUVAC®) | iH'ekuiit; no 0,5 mn Bionogpxikans an Bionoaxikan3s 6.B. 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy (iHwi peyenmom
BAKLUVHA cycneHsii ans b.B. 3MiHK) - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
ansa iH'eKLin y 3ac06y 3 BHECEHHAM iHhopMaLi LWoA0 3a3HaYeHHS OANHULb
MPO®INAKT nonepegHsL0 BUMIiptoBaHHsA y cuctemi Sl. 3miHn Il Trny - 3MiHK 3 aKocTi. AdI.
WKW reuvny, HanoBHEHOMY B1po6HMLUTBO. 3MiHW B aKTVBHIli PEHOBWHI CE30HHUX,
NMOBEPXHEB | ogHopa3oBomy nepegnaHaemiyHux abo naHAeMIYHMX BakUyH MPOTY BipyCy rpumny
nin wnpuui; no 1 a6o 10 noanHN (3amiHa Wwramy(iB) y Ce30HHUX, NnepeanaHaeMiyHmx abo
AHTUTEH, LnpuLiB y naHAeMi4yHNX BakLuuHax npoTu BipyCy rpuny NoguHmn) - 3miHa
IHAKTUBOBA | KapTOHHIli Kopoo6Li LUTAMOBOr0 CKnafy BakUUHU 4718 NpodiakTvkv rpuny BignoBigHO
HA [0 pekomeHgauin BOO3 ans MiBHiuHOT NiBKyNi ce3oHy 2020-2021
pp. 3MiHM BHOCATbCA y p."Cknag" peecTpayjiiiHoro nocBifueHHs,
MKS$, iHCTpYKLji ANs MeAnYHOro 3acToCyBaHHS Ta TEKCTY
MapKyBaHHS yNakoBKW flikapcbKoro 3acoby. HasBHe rapaHTiiiHe
3000B'A3aHHSA LWOA0 HaAaHHA MigTBEPAKEHHS 3aTBEPKEHHS
3anporoHOBaHVX 3MiH YNIOBHOBaXKEHVIM OPraHoM KpaiHu
BMPOGHMWKa/3asiBHUKA ab0 iHLLOT KpaiHW, Ha PUHKY SIKOT PO3MiLLLeHWi
Lieil nikapcbkmii 3aci6.
94. | IHOY3O0NIA® | po3uvH Ans iHdysii, MpuBaTtHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17022/01/01
2 mr/mn no 300 mny akuioHepHe akuioHepHe 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
nakeTi TOBapucTBo TOBapuncTBo dhapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHI B TEKCT
nonimepHomy, "IHdpy3ia” "IHdpy3ia” MapKyBaHHS! yNakoBKU JTiKapcbKoro 3acoby LoA0 3a3HauyeHHs
noMileHomy y MDKHapPOAHMNX MO3HAYEHb OAMHULb BUMIpOBaHHSA. TepMiH
naker 3 BBE/IEHHS 3MiH MPOTAroM 6 MicALiB Nicns 3aTBepAkKeHHS
MeTanizoBaHvMm
NOKPUTTSIM
95. | KANbAlYM® Kancynm 3AT YropLmHa 3AT YroplmHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/6741/01/01
NPOIOHroBaHoI Aji dapmaueBTny dapmaneBTUYHNI 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
no 600 mr; no 50 HWIA 3aBOA 3aBog ElIC dhapmakoHarnagy (iHwi 3miHu) - 3amiHa po3sginy «padmyeckoe
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
a6o 100 kancyn y ETIC ohopmieHne ynakoBku» Ha «MapknpoBka» B 3aTBepxeHnx MK
chnakoHi; no 1 N13: 3anponoHoBaHo: MapknpoBska. B cooTBeTCTBUK C
chnakoHy y YyTBEPXAEHHBIM TEKCTOM MapK1POBKX. TakoX BBEEHHSN
KapTOHHI navi [04aTKOBOro NakyBaHHS 3 BHECEHHSIM iHhopMaLii woao
3a3Ha4YeHHs OAMHMLb BUMIPIOBAHHSA Yy cucTeMi Sl. BBeAeHHS 3MiH
NpoTAroM 6-Tu MicALB Nic/1a 3aTBepAKEHHS
96. | KANbUIN-43 TabneTku XyBasbHi Takepa AC Hopseris Takepa AC Hopseris BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 6e3 UA/12922/01/01
HIKOMEJ, no 30 a6o no 60, 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
OCTEO®OPT | a6o no 90 TabneTtok hapmakoHarnsagy (iHwi 3MiHK1) - BHECEHHSA 3MiH 40 po34iny
E y thnakoHi; no 1 “MapkyBaHHA” MKA /13": 3anponoHoBaHo: TEKCT MapKyBaHHA
chnakoHy B (3rigHO 3aTBEPAXXEHOrO TEKCTY MapkKyBaHHs) OHOB/IEHHS TEKCTY
KapTOHHIV KOpo6Li MapKyBaHHS YNakoBKV NiKapCbKOro 3acoby 3 BHECEHHSM
iHhopmaLii Wwoao 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS1 3MiH NPOTArom 6-T1 MiCALB Nicia 3aTBEPAKEHHS
97. | KAMICTAA® - | renb no 10 r B Ty6i; CTALA HimeuuunH CTALOA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/6590/01/01
FrENb H no 1 Ty6i B ApuHaiimitTen a ApuHaiimiTTens Arl, 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eteKkTUBHOCTI Ta peyenma
KapTOHHI KOpooLi b Al HimeuunHa hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHs
(BUPOGHMK, YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
BianoBiganbHMii 3a 3a3HaYeHHs OA4MHYLb BUMIpIOBaHHSA Y cucTemi Sl. 3amiHa posginy
BUNycCK cepii); «['pachnueckoe ochopmeHne ynakoBkmn» Ha «MapKyBaHHSI» B
CTALA 3aTBepxeHnx MKA /13: 3anponoHoBaHo: MapkyBaHHSs. 3rigHo
ApuHaiimiTTens Arl, 3aTBEPKEHOro TEKCTY MapKyBaHHS. BBeAeHHSA 3MiH NpOTSArom 6-
HimeuunHa TV MiCALIB MicNsi 3aTBePAKEHHSI
(BMPOGHUK);
Xaynt ®apma
BondgpatcxayseH
rm6X
98. | KAMEUWMBEK | Tabnetku, BKpUTI Akkopa Benuvka Brpo6HMLTBO Ingis/ BHECEHHSA 3MiH 10 peecTpauiiiHuX maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/14799/01/02
C 500 NiBKOBOIO Xenckea BputaHis roToBOro Benuka 3 AKocTi. [oTOBWMIA Nikapcbknii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa | peyenmom
060/10HKO10, Mo 500 Nimiteq nikapcbKkoro 3acoby, BpuTaHis/ a60 BBeleHHA 104aTKOBOI AiNbHUL BUPOBHULTBA 415 YACTUHU
mr, no 10 TabneTok nepBuHHE Icnanis/ a60 BCbOro BUPOGHMYOro npoLecy rotoBOro fAikapcbkoro 3acoby
y 6nicTepi, mo 3, 6 nakyBaHHs, ITanisa (AiNbHUUA ANS BTOPMHHOIO MakyBaHHS) - 3MiHa BUPO6HWYOT
a6o 12 6nictepiB y BTOPWUHHE AinbHULI, BiANOBIAa/IbHOI 3@ BTOPUHHE NaKyBaHHS BUPOOHMKa
KapTOHHilA KOpo6Li nakyBaHHs, Akkoppg, Xenckea JlimiTeg, Benvika BputaHis; 3miHu | Tuny - 3miHu 3
KOHTPO/Ib SKOCTI AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI. 3amiHa
cepit: a60 BBeleHHA 104aTKOBOI AiNbHUL BUPOBHULTBA 415 YACTUHU
IHTac a60 BCbOro BUPOGHMYOro npoLecy rotoBOro fAikapcbkoro 3acoby

dapmacbloTikans
Nimiten, IHAis;
Brpo6HMLTBO
roToBOro
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHs,
BTOpVHHE

(4inbHULA A8 NEPBUHHOIO NakyBaHHS) - 3MiHa BUPOOHUYOI
AOinbHWLUI, BiANOBIgaNbHOI 3a NEPBUHHE NakyBaHHA BUPOOHUKA
Akkoppg, Xenckea JlimiTeg, Benvika BputaHis; 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULITBI. 3MiHA
iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY Cepii Ta KOHTPO/I0
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
AiNbHULI, Ha 5K 34JCHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) -
BBE/IEHHA aNlbTepHaTMBHOrO BYPO6HWMKa /13 BiANoBigaIbHOMO 3a
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
nakyBaHHs, KOHTpONb AKOCTI cepii Jlabopatopi ®yHaacio Jay, IcnaHis; 3miHn |
KOHTPO/1b SKOCTI TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKWii 3aci6. 3MiHN Y
cepil BMPOOHULTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTLCS BUMYCKY
(anbTepHaTuBHWIA cepil Ta KOHTPOJII0 SAKOCTI FOTOBOrO NiKapCbKoro 3acoby (3amiHa
BVMPOGHUK): abo gojaBaHHS AiNbHULI, Ha AKili 34iACHI0ETbCA
IHTac KOHTPO/Ib/BMNPOBYBaHHSA cepil) - BBEAEHHS anlbTePHATUBHOIO
dapmacbioTikans BMpo6HuKa MN13 BignoBiganbHOro 3a KOHTPOsIb SAKOCTI cepii ANIC
Nimiten, HAais; Na6opaTopic (KOKeii) Nimiten, Benvka BputaHis; 3miHu | Tuny -
MepBuHHE Ta 3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
BTOPWHHE 3MiHa po3Mipy cepii (BkNOYatoun AianasoH po3mipy cepii)
nakyBaHHs:

Akkopf Xesnckea
Nimiten, Benvka
BpuTaHis;
BignosiganobHuii 3a
BUNYCK cepil:
AKKopA, Xesckea
Nimiten, Benvka
BpuTaHis;
BTopuHHe
nakyBaHHs:
A4 Canni Yeiin,
ITania CMNA, Itanis;
KoHTponb skocTi
cepiii:
AcCTpOH Pe3bopuy
Nimiten, Benvka
BpuTaHis;
KOHTPO/1b SKOCTI
cepii:
Nab6opaTtopi
dyHaacio JAY,
IcnaHis;
KOHTPO/b AKOCTI
cepii:
AJIC Nabopartopic
(FOKen) NMimiTen,
Benuka BpuTaHis

rOTOBOrO /liKapCbkoro 3acoby (36inbleHHs Ao 10 pasis NOpiBHAHO
i3 3aTBEPAKEHUM PO3MiIpOM) - 3MiHa po3mipy cepil
3aTtBepmkeHo: 120 000 TabneTok, 260 000 TabneTok;
3anponoHoBaHo: 120 000 TabneTok, 260 000 Ta6neTok, 700 000
Tabnetok; 3miHu | TMny - 3miHKn 3 AkocTi. CepTudikar
BianoBigHOCTI/IE-cepTudpikaTt BiANOBIAHOCTI EBPONEChKIl
thapmakonei/MoHorpadii. NMogaHHsA HOBOro a6o OHOBIEHOTO
cepTudcikaTa BiANOBIAHOCTI a60 BUyYEHHS cepTudikata
BiANoBiAHOCTI EBponeiickkilt hapmakonei: ans A®l; ans BUXigHOTo
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOI pEYOBUHY
(cepTuchikaT BignoBigHOCTI EBponelickkiii hapmakonel) -
OHoBreHWiA cepTUddikaT Bif Yxe 3aTBEPAXEHOr0 BUPOOHMKA -
noAaHHA OHOBMIEHOro cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei Ne RO-CEP 2013-309-Rev 03 (3atBepmkeHo: RO-
CEP 2013-309-Rev 02) gns gitouoi pevosnHu Capecitabine Big,
BXe 3arBepxeHoro BupobHnka ACEBRIGHT (INDIA) PHARMA
PRIVATE LIMITED; 3miHu | TUny - 3MiHu 3 aKocTi. CepTudikaT
BignosigHocTi/lE-cepTudikaTt BiANOBIAHOCTI EBPONENChKIl
thapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO
cepTudikaTa BiZnNoBIiAHOCTI abo BUNYy4YeHHs cepTudikara
BiANoBigHOCTI E€Bponelickbkin thapmakonei: ans A®l; ons BUXigHOro
matepiany/peareHTy/npoMiKHOro NpPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; Ana AONOMDKHOT peYOBUHU
(cepTuchikaT BignoBigHOCTI €Bponelickbkii hapmakoneri) -
OHoB/eHWIA cepTUdikaT Bif yXe 3aTBEepAXEeHOro BUPOOHUKA -
noAaHHs OHOB/IEHOTO cepTudpikaTa BignoBiAHOCTI EBponeiichkkiii
thapmakonei Ne RO-CEP 2013-309-Rev 04 gns gito4oi peyoBuHn
Capecitabine Big Bxe 3aTBepmkeHoro BupobHmka ACEBRIGHT
(INDIA) PHARMA PRIVATE LIMITED, siK Hacnifok 3a3HayeHHs B
MKSA N3 p. Cknag BUpo6HWUYOT AiNbHULI BiANOBIAa/IbHOT 3a
BMPOGHMLITBO Ta KOHTPO/1b IKOCTi MPOMIKHOTO nNpoAykTy Guangan
Kingday Pharma & Chem Co., Ltd., P.R. China; 3mMiHu | Tuny -
3miHn 3 sKocTi. CepTudikat BignosigHocTi/l E-cepTudiikat

BignoBigHOCTI €Bponelicbkili hapmakonei/moHorpadii. MogaHHs
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

HOBOro abo OHOB/IEHOro cepTudikaTa BigNoOBIAHOCTI a60
BWYYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: gns Ad®l; ana BuxigHoro
martepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI AD|; 415 AONOMDKHOI pEYOBUHM
(cepTtudhikaT BignoBigHOCTI EBponelickkii hapmakonerl) -
OHoB/EHMIA cepTUdikaT Bif yxe 3aTBEpAXEHOr0 BUPOOHUKA -
noAaHHA OHOBMIEHOTO cepTudikaTa BignoBigHOCTI EBponeichkii
thapmakonei Ne RO-CEP 2014-332-Rev 01 (3aTBepaxeHo: RO-
CEP 2014-332-Rev 00) ans aitouoi pevosuHu Capecitabine Big,
BXe 3aTBepaKeHoro BupobHmka SHILPA MEDICARE LIMITED,
India; 3miHun | TMNy - 3MmiHK 3 AkocTi. CepTudikar BignosigHocTI/IE-
cepTudikaTt BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
thapmakonei: s A®l; ans BUXiAHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns AONOMDKHOI pEHOBUH
(cepTuddikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hosuii
cepTugikar Bi HOBOrO BUPO6HMKA (3amMiHa ab0 AOMNOBHEHHS) -
noAaHHs HOBOro cepTtudikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2014-355-Rev 03 o514 Ait040i pevoBuHU
Capecitabine Big HoBoro Bupo6Huka HETERO LABS LIMITED., sik
Hacnifok 3asHadveHHs B MKA 13 B p. Cknag BUpPo6HUKa Aitoyol
peyoBuHn: HETERO LABS LIMITED, India Ta BUpO6GHMKIB
npomixHoi npogykuii: HETERO LABS LIMITED, India; Jiangsu
Acebright Pharmaceuticals Co. Ltd, China; Shanghai Acebright
Pharmaceuticals co. Ltd., China; Hazelo Lab Private Limited, India

99.

KAOTONPUN

Tabnetkn no 12,5 mr
no 10 Tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHIA Kopoo6Li

KPKA, a.4.,
HoBo mecTto

CnoBeHis

KPKA, 4.4., HoBo
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:

3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta

thapmakoHarnsgy (iHwi 3MiHK) - 3MiHU BHECEHI B TEKCT
MapKyBaHHS! yNakoBKU /likapcbKoro 3acoby L0A0 3a3HauyeHHs

MDKHapOAHMX NO3HaYeHb OAMHMLb BUMIpIOBaHHSA. 3aMiHa po3ainy
«[pachiuHe ohopmNeHHST ynakoBKu» Ha po3ain «MapkyBaHHS»
MK$A N3: 3anponoHoBaHo: MAPKYBAHHSA. Y BignosigHocTi Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBEAEHHS 3MiH
NpoTsArom 6 MicsiLiB NiCNs 3aTBEPAXKEHHS.

3a
peuyerimom

UA/4800/01/01

100,

KANOTOMNPUN

Tabnetku no 25 mr
no 10 Tabnetok y
6nicTepi; no 2
6nictepn B
KapTOHHIlA KOpoo6Li

KPKA, 4.4.,
Hoso mecTto

CnoBeHisi

KPKA, a.4., Hoeo
MecTo

CnoseHis

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:

3MiHM | TURY - 3MiHKW WoA0 6e3nekn/eddeKTUBHOCTI Ta

hapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHI B TEKCT
MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs

MDKHapOAHMX NO3HAaYeHb OAMHNLb BUMIpIOBaHHSA. 3aMiHa po3gainy
«["padhiuHe ohopMIEHHS YNakoBKu» Ha po3Ain «MapKyBaHHS»
MKSA N13: 3anponoHoBaHo: MAPKYBAHHSA. Y BignoBigHocTi Ao
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH

3a
peyenmom

UA/4800/01/02
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NpoTSArom 6 MicsLiB NicNs 3aTBEPXKEHHS.
101, KAOTOMNPWUAN | Tabnetkn no 50 mr KPKA, 4.4., CnoseHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/4800/01/03
no 10 Tabnetok y HoBo mecTO MecTo 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 2 thapmakoHarnsgy (iHwi 3mMiHN) - 3MiHU BHECEHI B TEKCT
6nictepu B MapKyBaHHS! yNakoBKU /likapcbKoro 3acoby L0A0 3a3HauyeHHs
KapTOHHIA Kopoo6Li MDKHapOAHMX NO3HaYeHb OAMHMLb BUMIpIOBaHHSA. 3aMiHa po3ainy
«[pachiuHe ohopmNeHHST ynakoBKu» Ha po3ain «MapkyBaHHS»
MK$A N3: 3anponoHoBaHo: MAPKYBAHHSA. Y BignosigHocTi Ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBEAEHHS 3MiH
NpoTsArom 6 MicsiLiB NiCNs 3aTBEPAXKEHHS.
102, KAPBEOWNO | Tabnetkn no 12,5 AT YkpaiHa AT "KUNIBCbKU YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/8685/01/01
n-KB mr; no 10 Tabnetok "KNIBCbKW BITAMIHH 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
y 6nicTepi; no 3 BITAMIHHWIA 3ABO4" hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy
6nicTepn B nauuj 3ABOL" “MapkyBaHHs” MKA J13: 3aTBepakeHo: MapkyBaHHs Bignosigae
HafjaHoOMy TeKCTy MapKyBaHHS. 3anponoHoBaHo: MapkyBaHHS
3rigHo 3aTBEpPAKEHOMY TEKCTY MapKyBaHHS. OHOBMEHHSA TEKCTY
MapKyBaHHS YNakoBKV NiKapCbKOro 3acoby 3 BHECEHHSM
iHhopmaLii Wwoao 3a3HaYeHHS OAUHULL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBefleHHs 3MiH NPOTArom 6-T1 MicALiB Nicia 3aTBEPAKEHHS
103.| KAPBEOWNO | Tabnetku no 25 mr; AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8685/01/02
n-KB no 10 TabneTtok y "KNIBCbKW BITAMIHHW 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 BITAMIHHWIA 3ABO4" hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH A0 po34iny
6nictepu B navui 3ABOL" “MapkyBaHHa" MKA N13: 3aTBepmkeHo: MapkyBaHHs Bignosigae
HajaHoOMy TeKCTy MapKyBaHHS. 3anponoHoBaHo: MapkyBaHHS
3rigHo 3aTBEpPAKEHOMY TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKV NiKapCbKOro 3acoby 3 BHECEHHSIM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y CUCTEMI
Sl. BBefieHHS1 3MiH NPOTArom 6-T1 MiCALB NiCia 3aTBEPAKEHHS
104.| KAPAUNOPUAN | kancynu no 10 mr no AHaHTa Benuka ApTypa IHAaisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/5200/01/04
10 10 kancyny Megpikeap N14. BpuTaHis dapmacbioTikans 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nictepi; no 3 Met. NIT4., IHGis; thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepu B nayui dnamiHro yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
dapmacbloTukanc 3a3HaYeHHs O4MHULL BUMIpIOBaHHSA Y cucTemi Sl. BBefeHHS 3MiH
Nita. npoTArom 3-x MicsaUiB NicNsA 3aTBEPAKEHHS
105, KAPAMNPUN Kancynu no 2,5 mr AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5200/01/02
25 no 10 kancyny Megpikeap N14. BpuTaHis dapmacbioTikan3 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nictepi; no 1 a6o 3 Met. NIT4., IHGis; thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepu B nayui ®namiHro yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
dapmacbloTukanc 3a3HaYeHHs O4MHULL BUMIPIOBaHHSA Y cucTemi Sl. BBefeHHS 3MiH
Nita. npoTArom 3-x MicsauiB Nicns 3aTBEPAKEHHS
106., KAPAMNPUN Kancynu no 5 mr, 10 AHaHTa Benvka ApTypa IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5200/01/03
5 Kancyny énictepi; Megikeap NT4. BputaHis PapmacbloTikans 3MiHM | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
no 3 6nictepu B MeT. N74., IHAIS; thapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHs
nauui dnamiHro yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSM iHchopMalLlii LLoao

PapmacbroTrKanc

3a3HayYeHHs OiMHULL BUMIPIOBAHHSA Y cucTeMi Sl. BBefieHHs 3MiH
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Nta. npoTAarom 3-X MicsLiB Nicns 3aTBEpKEHHS
107.| KAPAIOCTAL | tabnetkv no 6,25 mr CTALA HimeuunH "Xemodpapm" ALl , HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/3966/01/01
no 7 TabneTtok y ApuHaiimitten a Cepbis 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 4 b Al (BMPOGHULITBO thapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY MapKyBaHHS
6nictepu B Hepo3acoBaHOro yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMalLlii LLoao
KapTOHHIA Kopoo6Li NpoAyKTY, NEepBUHHE 3a3HayvYeHHs O4MHYLb BUMIPIOBaHHSA Y cucTeMi Sl. BHECEeHHS 3MiH
Ta BTOPUHHE 0o p. MapkysaHHs MKSA /13: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
nakyBaHHs, 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH npoTsarom 6-
KOHTPO/b cepiid); TW MiCALIB Nic/1A 3aTBEPXKEHHS.
CTALA
ApuHavimittens Arl,
HimeyuuunHa (Bunyck
cepiif)
108. KAPAIOCTAQ[, | Tabnetku no 12,5 mr CTALA HimeuumnH "Xemopapm" ALl , HimeyuunHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/3966/01/02
no 7 TabneTtok y ApuHaiimitten a Cepbis Cepbis 3MiHM | TURY - 3MiHKW Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 4 b Al (BUPOGHNLTBO hapmakoHarnsagy (iHLwi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHS
6nictepn B Hepo3dhacoBaHOro YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
KapTOHHI KOpo6Li NPOAYKTY, NEPBUHHE 3a3HayeHHs OAVHWLb BUMIPIOBaHHSA Y cucTeMi Sl. BHeceHHs 3miH
Ta BTOPUHHE 0o p. MapkysaHHs MK#A /13: 3anponoHosaHo: MapkyBaHHs. 3rifHo
nakyBaHHs, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. BBeleHHs 3MiH NpoTArom 6-
KOHTPO/b cepiid); TW MicAUIB Nicnsa 3aTBEPXKEHHS.
CTALA
ApuHalimittens Arl,
HimeuuunHa (Bunyck
cepii)
109.| KAPAIOCTAQL, | Tabnetkn no 25 mr CTALA HimeuumnH "Xemodpapm" AL, HimeyunHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/3966/01/03
no 14 tabneTtok y ApuHaiimitten a Cepbis Cepbis 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 2 b Al (BMPOBHNLTBO hapmakoHarnsagy (iHLwi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHSA
6nictepu B Hepo3acoBaHOro yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
KapTOHHiA KOopooLi nNpoayKTy, NepBUHHE 3a3HayvYeHHs O4MHYLb BUMIPOBaHHS Y cucTeMi Sl. BHECEHHS 3MiH
Ta BTOPUHHE 0o p. MapkysanHs MK#A /13: 3anponoHoBaHo: MapkyBaHHS. 3rifgHo
nakyBaHHs, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. BBeleHHs 3MiH NpoTArom 6-
KOHTPO/b cepiid); TU MicALIB Nicnsa 3aTBEPAXKEHHS.
CTALA
ApuHavimitTens Arl,
HimeuuunHa (Bunyck
cepiin)
110.. KBETUPOH TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8372/01/02
100 NNiBKOBOO YKPAIHA" 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom

06010HKOt0, N0 100
mr, no 10 Tabnetok
y 6nictepi; no 1, 3
abo 6 6nicTepis B
KapTOHHI navi

thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
3a3HaYeHHs O4MHULL BUMIpIOBaHHSA Y cucTemi Sl. BBefeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNSA 3aTBEPLKEHHS. 3MiHM | TNy - 3MiHK
woao 6e3nekn/edpekTBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3amiHa p. «padiiyHe 0dpOpPM/IEHHS YNaKOBKM» Ha p.
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

«MapkyBaHHS». 3anponoHoBaHO: MapkyBaHHS. 3rifHO
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.

BunyueHHs iHchopmaii wopao ynakosku in bulk 3 matepianis
peecTpaLiiHoro Aocke (3 TUTYNLHOI CTOPIHKK, po3ainy
«[MakyBaHHs» Ta «MapkyBaHHs» MKHA J13) y 3B'13Ky 3 TUM, LLO Aito
peecTpaLiiHOro NocBig4YeHHs He 6y/10 MoAOBXeHO Ha J13
KBeTupoH 25, TabneTku, BKPUTI NAIBKOBOH 060/10HKOIO MO 25 Mr
nakyBaHHs in bulk: no 5 kr (PN Ne UA/8373/01/01 Big, 13.05.2013);
KBeTupoH 100, TabneTkun, BKpUTi NAiBKOBOK 060/10HKO0 No 100 mr
nakyBaHHs in bulk: no 6 kr (PN Ne UA/8373/01/02 Big, 13.05.2013);
KseTupoH 200, TabneTkun, BKpUTI NAiBKOBOKO 060/10HKO0 Nno 200 mr
nakyBaHHs in bulk: no 7 kr (P Ne UA/8373/01/03 Big 13.05.2013).

111,

KBETUPOH
200

TabneTtku, BKPUTI
NNiBKOBOO
060n0HkKot0, No 200
mr, no 10 TabneTok
y 6nictepi; no 1, 3
abo 6 6nicTepis B
KapTOHHI nayi

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNy - 3MiHK W0 6e3nekn/echekTMBHOCTI Ta
thapmakoHarnsagy (iHWi 3MiHKX) - OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmalii oo
3a3Ha4YeHHs OAMHMLb BUMIPIOBaHHSA Y cucTeMi Sl. BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALB Nic/1A 3aTBEPAXEHHSA. 3MiHN | TUny - 3MiHK
wopo 6esnekv/edpekTMBHOCTI Ta hapmakoHarnsaay (iHwwi 3miHn) -
3amiHa p. «[padiyHe ochopMNEHHS yNakoBKM» Ha p.
«MapkyBaHHs». 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHS.

BunyueHHs iHchopmau,ii woao ynakosku in bulk 3 matepianis
peecTpauiiHoro Aockbe (3 TUTYNLHOI CTOPIHKK, Po34iny
«[MakyBaHHs» Ta «MapkyBaHHsA» MKHA /13) y 3B'3Ky 3 TUM, LLO A0
peecTpaLiniHOro NoceigYeHHs He 6y/10 NOAOBXEHO Ha /13
KBeTupoH 25, TabneTku, BKPUTI NNIBKOBOK 060/10HKOK No 25 Mr
nakyBaHHs in bulk: no 5 kr (PN Ne UA/8373/01/01 Big, 13.05.2013);
KseTupoH 100, TabneTkun, BKpUTI NAiBKOBOKO 060/10HKO0 Nno 100 mr
nakysaHHs in bulk: no 6 kr (PN Ne UA/8373/01/02 Big, 13.05.2013);
KBeTupoH 200, TabneTkn, BKPUTI NAIBKOBOK 060/10HKOK Nno 200 Mr
nakyBaHHs in bulk: no 7 kr (PN Ne UA/8373/01/03 Big 13.05.2013).

3a
peyenmom

UA/
8372/01/02UA/
8372/01/03

112,

KBETUPOH
25

TabneTku, BKPUTI
NNiBKOBOO
060/10HKOI0 NO 25
mr; no 30 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI navi

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHs
YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
3a3HavYeHHs OAVHULb BUMIPIOBaHHSA Yy cucTeMi Sl. BBeieHHS 3MiH
NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHSA. 3MiHN | TURy - 3MiHK
wono 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnagy (iHwi 3MiHn) -
3amiHa p. «[padiyHe ohopMNEHHSA YNakoBKM» Ha p.
«MapkyBaHHs». 3anponoHoBaHo: MapkyBaHHs. 3rigHO
3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
BunyueHHs iHcbopmau,ii Wwoao ynakosku in bulk 3 martepianis
PEECTPALLHOIO AOCLE (3 TUTY/NBHOI CTOPIHKK, po34iny
«[NakyBaHHs» Ta «MapkyBaHHs» MKHA J13) y 3B’A3KY 3 TUM, LLO Ait0

3a
peyenmom

UA/8372/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
peecTpauiiHoro noceig4YeHHs He 6yn10 NoAOBXeHO Ha J13
KBeTupoH 25, TabneTku, BKPMTI NNIBKOBOK 060/10HKOI No 25 Mr
nakyBaHHs in bulk: mo 5 kr (PN Ne UA/8373/01/01 Big, 13.05.2013);
KBeTupoH 100, TabneTku, BKPUTI NAIBKOBOK 060/10HKOK Nno 100 Mr
nakyBaHHs in bulk: no 6 kr (PN Ne UA/8373/01/02 Big, 13.05.2013);
KBeTupoH 200, TabneTkun, BKpUTi NAiBKOBOK 060/10HKO0 No 200 Mr
nakysaHHs in bulk: no 7 kr (P Ne UA/8373/01/03 Big 13.05.2013).
113.| KNOTPUMA3 | TabneTku BariHa/bHi My6nivHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 6e3 UA/1645/04/01
on no 100 mr no 10 akuioHepHe akuioHepHe 3MiHuW | TUNY - 3MiHK 3 sKocTi. CepTudikaT BignosigHOCTI/IE- peuyenma
Tabnetok y 6nictepi; TOBapucTBo TOBapucTBo cepTudikaTt BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
no 1 6nictepy y "HaykoBo- "HaykoBo- MogaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa BignNoBigHOCTI a60
nauuj 3 KapToHy BVPOGHWYNIA BUPOGHUYUIA LLEHTP BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
LEeHTp "BopLiariBcbkuii thapmakonei: gns A®l; ans BUXigHOrO
"BopLiariscbk XiMiko- marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
uii Ximiko- dhapmaLeBTUYHWI BUKOPVCTOBYIOTbCS y BUPOOHWLTBI ADI; 4151 LOMOMIKHOI PEHOBUHM
hapmaveBTny 3aBog" (cepTuchikaT BignoBigHOCTI EBponelickkiii hapmakonet) -
HWii 3aBog" OHoBeHWit cepTudpikat Big, y)e 3aTBEPLKEHOr0 BUPOOHMKA -
MofaHHs OHOB/IEHOrO cepTudikaTy BigNoOBiAHOCTI EBpoONeECHKOI
thapmakonei Ne R1-CEP 2000-009-Rev 01 Bif 3aTBEp)KEHOTO
BMpo6HUKa APl Knotprmasony BnpobHuutBa Amoli Organics
Private Limited, IHais (3aTBepmxeHunii cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkoi dhapmakonei Ne R1-CEP 2000-009-Rev 00).
BrpaneHo nokasHunk «Baxki meTanu» Ta HaAaHo 3BiT 3 OLiHKM
pV3VKiB eNeMEHTHNX JOMILIOK y foaaTky Ao CEP. 3a3HaueHuit
nepiog, nepekoHTpons 5 pokis
114.| KO/INOTPO® | kancy/nu BariHa/IbHi AnBoreH Bonrapis Bupo6HMLTBO dpaHuis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHuW | Tuny - 3a UA/3481/03/01
IH M’siki o 10 mr; no 10 Papma Hepo3gacoBaHOT ALMiHICTpaTWBHI 3MiHU. Buly4YeHHS BUPOGHWYOT AibHNL peyenmom
Kancyny énictepi; TpenanHr NPOAYKLi, KOHTPO/b (BKmtovatoun AinbHuui na A®l, npoMixxHOro NpoaykTy abo
no 1 6nictepy B KOpon OTOB cepit: roTOBOrO NiKapCbKoro 3acoby, AiNbHULi 4715 MTPOBEAEHHS
KapTOHHIlA KOpoo6Li Kancyxernb nakyBaHHs1, BUpOOHWKa, BiANoBiAaNbHOIO 3a BUMYCK Cepiid, Micue
Mnoepmerns, nNpoBeAEeHHS KOHTPOO cepil) abo nocTavyasibHMKa BUXigHOro
dpaHuis; marepiany, peareHTy abo AONOMKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO
MepBuHHa Ta Y [OCbE) - BUNYHYEHHS OAHIET 3 BUPOOHNUNX AifIbHAL BUPOGHUKA
BTOPVHHA ynakoBska, roTOBOroO flikapcbkoro 3acoby Tesa PapmacbioTvkans tOepon b.B.,
[03BiN Ha BMMYCK HigepnaHgw (803Bin Ha BUMYCK cepii). 3MiHN BHECEHO B IHCTPYKL,it0
cepii: AN MeAMYHOro 3acToCyBaHHA LWOAO HaliMeHyBaHHSA Ta
Nacbans EHAtocTpi, MiCLLe3HaxXOMKEHHS BUPOOHMKA 3 BifNOBIAHUMMN 3MiHAMM Y TEKCTi
dpaHuis; MapKyBaHHSs1 YNakoBKM JlikapCbKOro 3acoby (BeegeHHs1 3MiH
KoHTponb cepil NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPXKEHHS)
(Tinbku
MiKpOGiooriyHe
TEeCTyBaHHs):
KoHchbapma PpaHc,
dpaHuis
115.| KO/INOTPO® | kpem BariHa/ibHuiA 1 AnBsoreH Bonrapis KoHhapma ®paHc, PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3481/02/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
IH % no 15 r y Ty6i; no dapma ®paHuia (KOHTponb 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
1 Ty6i B kOpOOL,i TperguHr cepii (Tinbkn hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
Opon OTOB Mikpob6iosoriyHe “MapkyBaHHa" MK /13": 3anponoHoBaHo: MapkyBaHHS. 3rigHo 3
TecTyBaHHS)); 3aTBEPAKEHNM TEKCTOM MapKyBaHHA OHOB/IEHHA TEKCTY
NabopaTtopis MapKyBaHHS1 YNakoBKM /iKapCbKOro 3aco0y i3 3a3HaYeHHsIM
LemiHo, ®paHuis MiXXHapOAHMX MOo3Ha4YeHb OAUHULIL BUMipOBaHHS BBeeHHS 3MiH
(BUPOBHMLTBO 3a NpoTArom 6 MicsiLiB Nicns 3aTBepPIKEHHS
MOBHUM LIK/IOM)
116., KPYPOBIT Tabnetku no 50 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/16396/01/01
no 14 tTabneTtok y dapmaneBTuy dapmanleBTUYHNI 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo 4 HWIA 3aBOf, 3aBog ElIC hapmakoHarnsgy (iHwi 3miHKn) - BBEAEHHS 404ATKOBOroO TEKCTY
6nictepu B EriC MapKyBaHHS YNakoBKW NikapcbKoro 3acoby i3 3a3Ha4yeHHAM
KapTOHHIA ynakoBLi MDKHapPOAHMNX NO3HAYeHb OAMHNLL BUMIpIOBaHHSA. 3aMiHa po3ainy
«[padhnyeckoe ochopmieHne ynakoBku» Ha «MapKmpoBka» B
3arBepaxeHnx MKA /13: 3anponoHoBaHo: MapkupoBska. B
COOTBETCTBUM C YTBEPXAEHHbIM TEKCTOM MapkMpoBK1. BBeaeHHS
3MiH NpOTArom 6-T1 MicALIB Nicas 3aTBEpPAKEHHS
117.| KPYPOBIT Tabnetku no 100 mr 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16396/01/02
no 14 tabnetok y PapmaLeBTuy dapmaveBTUYHUI 3MiHM | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo 4 HWIA 3aBOf, 3aBog ElIC hapmakoHarnsgy (iHwi 3mMiHn) - BBEAEHHS 404ATKOBOrO TEKCTY
6nictepu B EriC MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby i3 3a3Ha4yeHHAM
KapTOHHIlA ynakoBLi MiXKHapOAHMX NO3HAaYeHb OAMHULL BUMIPIOBaHHSA. 3aMiHa po3giny
«[pachnyeckoe ohopmieHne ynakoBkm» Ha «MapKnpoBka» B
3aTBepaxeHnx MK4A J13: 3anponoHosaHo: Mapkuposka. B
COOTBETCTBUW C YTBEPXAEHHBIM TEKCTOM MapKMPOBKW. BBeaeHHSA
3MiH NPOTArOM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS
118, KCIrayo TabneTku, BKPUTI ACTPA3EHEK LLiseuis AcTpa3eHeka CWA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15983/01/01
MPOJIOHI NNiBKOBOIO A Ab PapmacbioTrKanc 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKOI0, nn, CWA thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po34iny
NPONOHIroBaHol Aji (BMPOGHMLTBO in- «MapkyBaHHs» MKSA /13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
no 10/1000 mr no 7 bulk, KoHTpOsb 3aTBEP)KEHOro TeKCTY MapKyBaHHSA. 3aTBepiKeHHs
TabneTok y 6nictepi; AKOCTI, NEPBUHHE Ta a/IbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
no 4 6nictepun y BTOPVHHE 3aco0y i3 3a3Ha4eHHAM MKHAPOAHUX NO3HAYEHb OAUHNLb
KapTOHHilA KOpo6Li nakyBaHHSs, BUMYCK BMMIpIOBaHHS. BBeeHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
cepii); bpicton- 3aTBEPIKEHHS
Maiiepc CkBi66
MaHyhakTypiHr
Komnari, CLUA
(BUPOBHMLTBO in-
bulk)
119. KCIrgyo TabneTku, BKpUTI ACTPA3EHEK LLiseujs AcTpa3eHeka CLIA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15984/01/01
MPOJNIOHI NNiBKOBOO A Ab dapmacboTukanc 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
060/10HKOI0, nn, CWA hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny

NPOJIOHroBaHoI fji
no 5/1000 mr no 7

(BMpPOGHMLTBO in-
bulk, KOHTpoOIb

«MapkyBaHHs» MKA /13: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPAKEHOIO TEKCTY MapKyBaHHs. 3aTBepAXEHHS
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
TabneTok y 6nictepi; AKOCTi, NEPBUHHE Ta albTEPHATMBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
no 4 6nictepu y BTOPWHHE 3aco06y i3 3a3Ha4YeHHAM MKHApPOAHWMX NO3HAYeHb OAVHULb
KapTOHHIA KOopoo6Li nakyBaHHs, BUMYCK BMMIpIOBaHHS. BBeeHHS 3MiH NpoTArom 6-Tm MicAUiB micas
cepii); bpicTton- 3aTBEPKEHHS
Maiiepc Ckgi66
MaHythakTypiHr
KomnaHi, CLLA
(BMPOGHMLTBO in-
bulk)
120, KCIrayo TabneTku, BKPUTI ACTPA3EHEK LLiBeuis AcTpa3eHeka CWA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15985/01/01
MPOJIOHI NNiBKOBOO A Ab PapmacbioTrKanc 3MiHK | TUNy - 3MiHK WoA[0 6e3nekn/edekTUBHOCTI Ta peyernmom
060/10HKO0, nn, CWA hapmakoHarnsagy (iHWwi 3MiHK1) - BHECEHHSA 3MiH 40 po34iny
NPONOHIOBaHoI Aji (BMPOGHMLTBO in- «MapkyBaHHs» MKSA /13: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
no 10/500 mr no 7 bulk, KoHTpOsb 3aTBEPA)KEHOIO TEKCTY MapKyBaHHSA. 3aTBepyKeHHs
TabneTok y 6nictepi; AKOCTI, NEPBUHHE Ta a/IbTEPHATMBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
no 4 6nictepu y BTOPWHHE 3acoby i3 3a3HaYeHHAM MKHapPOAHUX NO3HAYEeHb OAVHULLL
KapTOHHI/ KopoobLi nakyBaHHS, BUMYCK BMMIpIOBaHHS. BBeeHHS 3MiH NpoTArom 6-T1 MicaUiB micns
cepii); bpicTton- 3aTBEpKEHHS
Maiiepc CkBi66
MaHyhakTypiHr
KomnaHi, CLLIA
(BUPOBHMLTBO in-
bulk)
121.| NAHTEC PO34UH OpasbHUIA, CninbHe YkpaiHa CniflbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/11561/01/01
50 mr/mn; no 60 mn YKpaiHCbKO- icnaHcbke ApMiHicTpaTUBHI 3MiHW. 3MiHa HalimeHyBaHHS Ta/abo agpecu peyenma
B KOHTeliHepi; no 1 icnmaHcbke nigNPUEMCTBO MicLst MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotToBoro
KOHTeliHepy 3 nigNPUEMCTBO "Cnepko YkpaiHa" nikapcbKoro 3acoby, BKIOYauM AinbHULi BUMYCKy cepii abo micue
[,03YH4YUM LINPULOM "Cnepko NpoBeAEeHHS KOHTPOIO AKOCTI. (AisANbHICTb, 3a AKy Bignosigae
y nayui 3 KApTOHY; YkpaiHa" BMPOGHUK/IMMOPTEP, HE BK/IOYAKYM BUMYCK CEpIiii) - BHECEHHS
no 200 mn B 3MiH 0 MaTepianiB peecTpaviiiHoro gocke p. 3.2.P.3.1
KOHTeliHepi, no 1 Bupo6HukuM, a came 3MiHa agpecy BUpo6Huka CninbHe
KOHTeliHepy 3 yKpaiHCbKO-icnaHcbke nignpuemctso "CMEPKO YKPAIHA",
MipHUM YkpaiHa, 3 3a3HaveHHAM hyHKLi BxXe 3aTBEpPAKEHOro BUPOGHUKA,
CTakaH4MKOM y 6e3 3mMiHn Micus BUpobHULTBA
nayi 3 KapTOHY
122.| NEBIHOP pO34uH ANs iHgy3il MpuaTHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15477/01/01
0,5 %, no 100 mny aKujoHepHe akujioHepHe 3MiHW | TURY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
naswui; no 1 TOBapUCTBO TOBapuCTBO" thapmakoHarnagy (iHwi 3MiHN) - 3MiHWM BHECEHI B TEKCT
nasaWwLi y navui "IHgy3is IHGy3isn” MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby L0A0 3a3HaYeHHs
MDKHaPOAHUX MO3HaYeHb OANHULLL BUMIPIOBAHHSA. BHECEHHS 3MiH
[0 po3gainy «MapkyBaHHs» MKA /13: 3anponoHoBaHo:
MAPKYBAHHSA BignosigHoO A0 3aTBEpPKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBE,E€HHSA 3MiH: NPOTAroM 6 MicAUiB nicns
3aTBEPAKEHHSA
123.| NEBIUATAM TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX MaTepianis: 3a UA/11396/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
250 NNiBKOBOO YKPAIHA" 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
060/10HKOI0, N0 250 hapmakoHarnagy. 3MiH1 y KOPOTKiil xapakTepucTuLi NikapCbkoro
mr, no 10 Tabnetok 3ac00y, TeKCTi MapKyBaHHS Ta iHCTPYKL,i 415 MeauyHoro
y 6nicTepi; no 3 abo 3acToCyBaHHA reHepuyHNX/ribpuaHnx/6ionoaibHNX Nikapcbknx
6 6nictepis y 3ac06iB NicNs BHECEHHS TiET camol 3MiHN Ha pedyepeHTHWi
KapTOHHI navi npenapar (3mMiHa He NoTpebye HagaHHs XOOHUX HOBUX
[0[aTKOBUX AaHWX) - 3MIHW BHECEHI 10 iIHCTPYKUIT 415 MegnyHoro
3aCTOCyBaHHSA NikapCcbKOro 3acoby y po3ainu "®apmMakosiorivHi
BnacTmBocTi", "B3aemMogis 3 iHLIMMKM NiKkapCcbkMu 3acobamu Ta
iHWI BMAW B3aemogijin”, "OcobmBoCTi 3acTocyBaHHs", "Crnocio
3acTocyBaHHs Ta fo3u", "MobiuHi peakwii” BiANOBIAHO A0
iHchbopma,ii pedhepeHTHOro fnikapcbkoro 3acoby KEMMNPA®
(Tabnetku, BKpUTI 060/10HKOI0, Mo 250 mr, no 500 mr). BBeaeHHs
3MiH NpoTArom 3-X MicAUiB Nicns 3aTBepAKeHHS
124.| NEBIUATAM TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11396/01/02
500 NNiBKOBOO YKPAIHA" 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
060/10HKOt0, N0 500 hapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi Nikapcbkoro
mr, no 10 TabneTok 3ac00y, TEKCTi MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
y 6nicTepi; no 3 abo 3acToCyBaHHA reHepuyHNX/ribpuaHnx/6ionoaibHnX Nikapcbknx
6 6nictepi y 3ac06iB Nic/s BHECEHHS TiET camol 3MiHN Ha ped)epeHTHWiA
KapTOHHI navi npenapar (3mMiHa He NoTpebye HafaHHsA XOO4HUX HOBUX
[0[aTKOBUX AaHWX) - 3MIHW BHECEHI 0 iIHCTPYKLIT AN MegnyHoro
3acTOCyBaHHSA NikapCcbKoro 3acoby y po3ainu "®apMakosiorivHi
BnacTMBocTi", "B3aeEMogis 3 iHLLIMMKM NiKapCbknMK 3acobamu Ta
iHWi BMAW B3aemogijit”, "OcobmBoCTi 3acTocyBaHHs", "Crnocio
3acTocyBaHHsA Ta fo3u", "MobiuHi peakuii” BigNoBIgHO A0
iHchbopmaLii pedhepeHTHOro nikapcbkoro 3acoby KEMMNPA®
(Tabnetku, BKpUTI 060/10HKOI0, Mo 250 mr, no 500 mr). BBeaeHHsA
3MiH NpoTArom 3-X MicAUiB Nicns 3aTBepAKeHHS
125., NTEBOMIH 30 TabneTku, BKpUTI mi6e Mm6X HimeuuunH mi6e Mm6X HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16583/01/01
NNiBKOBOO ApuHaiimitten a ApuHalimiTTens 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKOH0, 0,03 b hapmakoHarnsgy. 3miHa y KopoTKiil XxapaKTepucTuLli Nikapcbkoro
mr/0,15mr no 21 3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLi 41s MeauyHoro
Tabnetui y 6nictepi; 3acTOCyBaHHA Ha MifgcTaBi peryspHoO OHOBJ/IIOBAHOIO 3BITY 3
no 1 a6o no 3, abo 6e3mnekmn Nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
no 6 6nictepiB y 3aCTOCYBaHHS NikapcbKoro 3acoby B Mic/speecTpaviiiHvii nepios,
KapTOHHilA KOpo6L ab0 K pe3ynbTar OLiHKM 3BITY 3 AOCNiMKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NaHy negiatpuuHmnx gocnigxkeHs (PIP) (3MiHy
Y3rOXKEeHO 3 KOMMETEHTHUM YNOBHOB&XKEHNM OPraHoM) - 3MiHN
BHECEHO [0 IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS NiKapCbKOro
3acoby y posginu: "MpoTtunokasaHHsa", "B3aeMogis 3 iHW1Mn
nikapcbkMun 3acobamu Ta iHWi BUuAn B3aemogiii”, "OcobnmBocCTi
3actocyBaHHs", "Mob6iyvHi peakuii" BigNoBigHO [0 OHOBNEHOI
iHhopmauii 3 6e3nekun Aikyoi pe4yoBUHM
126. NEWNPOPENI | imnnaHTat no 3,6 mr CaHpo3 CnoBeHisg EBEBE ®apma ABCTpist BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13229/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
H CAHOO3® no 1 wnpuuy 3 dapmacbioTika ec.m.6.X. Hdpr. KI"., HimeyunHa 3MiHuM | TUNY - 3MiHK 3 sKocTi. CepTudikaT BignoBigHOCTI/IE- peyenmom
iMnnaHTaTom Ta n3 a.a. AscTpis (Bunyck ABcCTpis cepTudikaTt BiANOBIAHOCTI E€BpOneiichbkili hapmakonei/moHorpadii.
BOJIOrONOrnvHaYemM cepii); EBEP ®apma MoaaHHA HoBOro abo OHOBIEHOTO cepTudikaTa BignoBigHOCTI abo
y nakeri, no 1, a6o Vena Mm6X, BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
3, abo 6 nakeTis B HimeuunHa dhapmakonei: gna A®l; ans BuxigHoro
KapTOHHIA KOopoo6Li (BMPOGHMLTBO "in matepiany/peareHTy/npoMiKHOro NPOAYKTY, WO
bulk", nakyBaHHs, BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI ADI; Ana AONOMDKHOT peYOBUHU
BUWMYCK Cepii, (cepTuchikaT BignoBigHOCTI €Bponelickbkii hapmakoneri) -
BTOPUHHE OHoB/eHWIA cepTUdikaT Bif yxe 3aTBepAXeHOro BUPOOHUKA -
nakyBaHHs); CaHi03 noAaHHs OHOB/IEHOTO cepTudpikaTa BignoBiAHOCTI EBponeiichkkiii
vM6X - BupobHunya thapmakonei Ne R1-CEP 2000-078-Rev 04 (3aTBepmxeHo: R1-
LinbHUUA CEP 2000-078-Rev 03) gns gitoyoi pevoBnHu Leuprorelin sterile
AHTWIHEKUIHI TN3 Bif, BXe 3aTBepxeHoro Bupo6Hrka BCN PEPTIDES S.A
Ta XimiyHi onepauii
KyHanb (AIXO N3
KyHAa/1b), ABCTPIs
(Bunyck cepii)
127.| NEH3ETTO® cnpei BAT "leneoH YropwmHa 'epeoH Pixtep PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/17185/01/01
TpaHcaepMasibHUiA, PixTep" PymyHia A.T. 3MiHK | TUny - 3iHK Wopao 6e3nekn/edpekTMBHOCTI Ta peyenmom
po3yuH, 1,53 thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
mr/gosy; no 8,1 mn yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
po3uunHy (56 f03) y 3a3HaYeHHs OAMHULL BUMIpIOBaHHSA Y cucTemi Sl. TepmiH
CKSiHOMY (hN1aKoHi, BBE/EHHS 3MiH MPOTAroM 6 MicAuiB nicns 3aTBepAkKeHHs
Akuii 3abesneveHnin
[103YH04MM HACcCOCOM
3 pO3Nu/ItBaYeEM i
akTmBatopom; no 1
donakoHy B
annikaTtopi 3
KOHIYHUM
KYNonbHUM
OTBOPOM, LU0
3aKpnBaeTbCA
KPWLLIKOO, sika MaE 3
BHYTPILLHbOI
CTOPOHU
nornnHarvy
npoknagky; no 1
annikaTopy B
KapTOHHI KOopoo6Li
128.| NIBPA® PO34MH AN iHQY3iiA, MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/15578/01/01
42 mr/mn no 100 mn akuioHepHe akuioHepHe 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
y naswuj; no 1 TOBapucTBo TOBapucTeo hapmakoHarnsagy (iHwi 3MiHu) - 3MiHU BHECEHI B TEKCT
nAsaWwyi y navui "IHgpy3isa” "IHdpy3ia" MapKyBaHHS1 YNakoBKM /iKapCbKOro 3aco0y L0A40 3a3HaUYEHHs!

MiXXHAPOAHMX NO3HAYeHb OAMHMULL BUMIpHOBaHHS. BHECEHHS 3MiH
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
0o po3ainy «MapkyBaHHs» MKSA J/13: 3anponoHoBaHoO:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHsl. TepMiH BBEAEHHS 3MiH MPOTAroM 6 MicAuiB nicns
3aTBEPAXKEHHS
129.| NIBEPIA® IC Tabnetkn no 0,5rno | ToBapucTeo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/13164/01/01
10 TabneTok y [04aTKOBOKO [04aTKOBOKO 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peuyenma
6nictepi; no 2 BiANoBiAa/bHI BiANoBifa/IbHICTIO thapmakoHarnsgy (iHwi 3MiHK1) - OHOB/IEHHS TEKCTY MapKyBaHHS
6nictepun y nauui 3 CTIo "IHTEPXIM" yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMalLlii LLoao
KapToHy "IHTEPXIM" 3a3HayYeHHs O4MHYLb BUMIPIOBaHHSA Y cuctemi Sl. 3amiHa posginy
“I'pachiuHe ochopmneHHs ynakoBkn” Ha “MapkyBaHHS" B
3arBepmxeHnx MKA N13. 3anponoHosaHo: PO3 /11
“MAPKYBAHHSA" 3rigHo 3aTBepyKeHOro TEKCTY MapKyBaHHS.
BBefeHHSA 3MiH NPOTAroM 6-TW MICALLIB NiC/A 3aTBEPAKEHHS.
130.| NIBOCTOP TabneTkn, BKPUTI AT YkpaiHa AT "KUNIBCbKU YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/6452/01/01
NNiBKOBOO "KNIBCbKW BITAMIHH 3MiHM | TURY - 3MiHKW Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKOt0, MO 10 BITAMIHHWIA 3ABO4" hapmakoHarnsagy (iHLwi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHS
mr, no 10 TabneTok 3ABOL" YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
y 6nicTepi; no 3 abo 3a3HayvYeHHs OAMHMLb BUMIPIOBAHHS Y CUCTEMI Sl. BHECEHHS 3MiH
no 7 6nictepis y 0o po3sgainy “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
nauui MAPKYBAHH$A 3rigHo 3aTBEpAKEHOMY TEKCTY MapKyBaHHSI.
BBefeHHS 3MiH NpOoTAroM 6-T MicALiB Nicas 3aTBEPAKEHHS
131, NIBOCTOP TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3a UA/6452/01/02
NiBKOBOIO "KNIBCbKWM BITAMIHHWIA 3MiHM | TURY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO10, M0 20 BITAMIHHUIA 3ABO4" thapmakoHarnsgy (iHwWi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
mr, no 10 TabneTok 3ABO" yNaKkoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii oo
y 6nicTepi; no 3 abo 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHS Y cucTeMi Sl. BHECEHHS 3MiH
no 7 6nictepiB y 00 po3sginy “MapkyBaHHA” MKA J13: 3anponoHoBaHo:
nauuj MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOMY TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/1A 3aTBepAKEHHS
132, NIBOCTOP TabneTku, BKPUTI AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6452/01/03
NNiBKOBOIO "KNIBCbKM BITAMIHHW 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
o6onoHkoto, no 40 BITAMIHHWIA 3ABOA" thapmakoHarnagy (iHwi 3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHS
Mr rno 10 TabneTok y 3ABO4" yrnakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
6nictepi; no 3 3a3HavyeHHs OAMHMLb BUMIPIOBAHHS Y cucTeMi Sl. BHECEHHS 3MiH
6nictepun y nauui [0 po3giny “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3aTBEpAXeHOMY TEKCTY MapKyBaHHS.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
133. MNIHE3O0NIA4, PO34uH ANs iHQY3il, KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/16130/02/01
KPKA 2 mr/mn no 300 mny HoBo mecTo mMecTo, CnoBeHis PymyHis 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom

cuctemi gnsa
BHYTPILLHLOBEHHOTO
BBe/leHHs; no 1
cuctemi gnsa
BHYTPILLHLOBEHHOTO
BBE/IEHHS B NakeTi 3

(koHTpoOsb cepii);
KPKA, a.4., HoeBo
mecTo, CnoBeHis
(TpeTvHHe
nakyBaHHs); KPKA,
4.4., Hoso mecrto,

thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
3a3HaYeHHs O4MHULL BUMIPIOBaHHSA Y cucTemi Sl. BBefeHHS 3MiH
MPOTAroM 6-T! MICALIB MiCNSA 3aTBEPAKEHHS
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
namiHoBaHoi CnoBeHisa (TpeTuHHe
¢onbru; no 1 a6o 10 nakyBaHHs,
nakeTiB y kopobu,i KOHTpPO/Ib cepii Ta
Bunyck cepii); C.K.
IHpomeg Pnroig3
C.p.n., PymyHis
(BUPOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPVIHHE
nakyBaHHs1,
TPETUHHE
nakyBaHHs)
134.| NICOBAKT® NbOASAHNKN BocHanek g.4. BocHist i BocHanek g.4. BocHis i BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/2790/01/01
npecosaHi no 10 lepuerosun l'epuerosuH 3MiHV | TUNY - 3MiHK 3 AKOCTIi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema | peyenma
NbOASHVKIB Y Ha, a KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa chopmu abo po3mipy
6nictepi, no 1 a6o 3 KOHTEelHepa uM 3aKynoptoBaslbHOTo 3acoby (NepBUHHOT YNakoBKK)
6nictepu y (HecTepusbHI nikapcbki 3ac06u) - 3MiHa PO3Mipy NepBUHHOT
KapTOHHIA KopoobLi ynakoBku. 3anponoHoBaHo: bnictep 103 MM x 54,5 mMm. BBeeHHs
3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAXKEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHWii 3aci6 (iHLWi 3MiHK) - 3MiHa po3Mipy
BTOPWMHHOI ynakoBku. 3anponoHoBaHo: Kopobka 110,5 mm x 59,5
MM X 24,5 MM. BBefeHHst 3MiH NpoTArom 6-Tv MicauiB nicas
3aTBEPAKEHHSA
135/ TIOMEKCUH® | kancynu sariHa/bHi Pekoppaari Ipnangis KartaneHT Itani ITanisa BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 6es UA/6094/01/01
M'siki o 600 mr no 1 AineHpg Ntg C.nA 3MiHuM | TUNY - 3MiHK 3 siKocTi. CepTudikaT BignoBigHOCTI/lE- peyenma

abo no 2 kancynu y
6nictepi, no 1
6nictepy B
KapTOHHIlA KOpoo6Li

cepTudikaTt BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOBEHOrO cepTudikaTa BigNoBiAHOCTI a60
BWTy4EHHS cepTudikaTa BignoBigHOCTI €Bponeiichbkiii
thapmakonei: gns A®l; ans BUXigHOro
marepiany/peareHTy/npomMiHOro nNpPoAyKTy, LWo
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ans AONOMIKHOT peYOBUHN
(TE-cepTudikat BignoBigHOCTI EBponeiickkiin hapmakonei Ans
Adl/suxigHoro matepiasny/peareHTy/NpPOMiIKHOro NpoayKTy abo
[0NOMIKHOT pedoBuHM) - OHOB/IEHWI cepTudpikar Big, Bxe
3aTBEPPKEHOrO BUPOBHMKA - NOAaHHS OHoBNeHoro IME-
cepTundikaTy BignoBigHOCTI €Bponeiickkiin chapmakonei Ne R1-CEP
2000-182-Rev 02 Big, 3aTBEPAKEHOrO BUPOOHUKA [OMOMIKHOI
pevoBuHM XenatuH BupobHuutea LAPI GELATINE SPA, Itanis
(3aTBEpmXEHN TE-CcepTudikaT BifNOBIgHOCTI €Bponelichkil
thapmakonei Ne R1-CEP 2000-182-Rev 01). 3miHu | TUny - 3MiHM 3
AkocTi. CepTudpikar signosigHocTi/l'E-cepTudikat BianoBiAHOCTI
€sponeiicbkili hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJIEHOTO cepTudlikaTa BigNoBIigHOCTI ab0 BUNYYEHHS
cepTuduikaTa BignoBigHOCTI €EBponeichkiin hapmakonei: ans Adl;
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

015 BUXIAHOTO MaTepiany/peareHTy/npoMiXKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI AD|; 415 AONOMDKHOI pEYOBUHM
(TE-cepTudikat BignoBigHOCTI EBponeiichbkiin hapmakonei Ans
Ad|/BMxigHOro MaTepiany/peareHTy/NpoMKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBuHW) - OHOBMEHWi cepTudikaT Bif BXe
3aTBEPKEHOrO BUPOBHMKA - NOAAHHS OHOBNEHOro IME-
cepTudikaTy BignosigHoOcTi EBponeiickkili hapmakonei Ne R1-CEP
2003-172-Rev 02 Bif 3aTBEPAKEHOr0 BUPOOHMKA [OMNOMIKHOI
peyoBuHM XenatuH BupobHuutea GELITA GROUP, HiveuunHa
(3aTBepmxeHuii FE-cepTudikaT BignosigHOCTI EBponeiickkiii
hapmakonei Ne R1-CEP 2003-172-Rev 01)

136,

NOMEKCUH®

Kancynu sariHasibHi
M’k no 200 mr no 3
ab6o no 6 kancyny
6nictepi, no 1
6nictepy B
KapTOHHI/ KopoobLi

Pekoppaarti
Ainenp Nta

Ipnangis

KaTtaneHT Itani
C.n.A.

ITania

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis:
3MiHuM | TUNY - 3MiHK 3 siKocTi. CepTudikaT BignosigHOCTI/lE-
cepTudiikaTt BiANOBIAHOCTI E€Bponeiichbkili hapmakonei/MmoHorpadii.
MoaaHHA HoBOro abo OHOBEHOTO cepTudikaTa BignoBigHOCTI abo
BUYYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
hapmakonei: gna A®l; ana BuxigHoro
martepiany/peareHTy/npoMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; Ana AONOMDKHOT peYOBUHU
(FCE-cepTudikat BignosigHOCTI EBponelichbkin hapmakonei Ans
Adl/BnxigHoro matepiany/peareHTy/NPOMiXXHOTO NPoaykTy abo
[ONOMDKHOT peyoBUHK) - OHOBMEHWI cepTudikaT Big BXe
3aTBEPAKEHOr0 BUPOOHMKA - MOAAHHS OHOBAeHoro ME-
cepTudikaTy BignosigHoOcTi €Bponeiickkili hapmakonei Ne R1-CEP
2000-182-Rev 02 Big, 3aTBEPAKEHOrO BUPOOHUKA AOMOMDKHOT
peyoBuHM xenatuH BupobHuutea LAPI GELATINE SPA, Itanis
(3aTBepmxeHuii FE-cepTudikaT BignoBigHOCTI EBponeiickkiii
thapmakonei Ne R1-CEP 2000-182-Rev 01). 3miHu | TUny - 3MiHK 3
akocTi. CepTudiikaTt BignosigHocTI/lE-cepTudikar BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. NMogaHHA HoBoro a6o
OHOBJ/IEHOTO cepTudiKaTa BiANOBIAHOCTI 260 BUNYYEHHS
cepTuddikaTa BignNoBiAHOCTI EBponelickbkin dhapmakonei: ana Adl;
015 BUXIOHOTO MaTepiany/peareHTy/npoMixXHOro nNpoayKTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; Ana AONOMDKHOT peYOBUHU
(FCE-cepTudikat BignosigHOCTI EBponelichbkin hapmakonei Ans
Adl/BnxigHoro matepiany/peareHTy/NPOMiXXHOTO NPoaykTy abo
[ONOMDKHOT peyoBUHK) - OHOBMEHWI cepTudikaT Big BXe
3aTBEPAKEHOr0 BUPOOHMKA - MOAAHHS OHOBMIeHoro ME-
cepTudikaTy BignoBigHocTi €Bponeiickkili hapmakonei Ne R1-CEP
2003-172-Rev 02 Big, 3aTBEPAKEHOrO BUPOOHUKA [OMOMDKHOT
peyoBuHM xenatuH BupobHuutea GELITA GROUP, HiveuunHa
(3aTBepmxeHuii FE-cepTudikaT BignoBigHOCTI EBponeiichkiii
dhapmakonei Ne R1-CEP 2003-172-Rev 01)

6e3
peyenma

UA/6094/01/02

137,

NOMEKCUH®

Kancynu BariHasibHi
M’siki no 1000 Mr no

PekopgaarTi
Aineng 14

Ipnangis

KataneHT ITani
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis:
3MiHK | TMNYy - 3MiHM 3 sKocTi. CepTudikaT BignosigHoCTI/I E-

6e3
peuyenma

UA/6094/01/03
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjiliHo2o

nocsi0YeHHs1

1 a6o no 2 kancynu
y 6nicTepi, no 1
6nictepy B
KapTOHHiA KOpoo6Li

cepTudikaTt BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MogaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60
BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkii
thapmakonei: s A®l; Ans BUXiAHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI AD|; ANns AONOMDKHOI pEYOBUHN
(TE-cepTudikat BignoBigHOCTI E€Bponeiichkiin hapmakonei aAns
Adl/BnxigHoro matepiany/peareHTy/NPOMiXHOTO NpoayKTy abo
[OMNOMDKHOT peyoBuHM) - OHOBMEHWT cepTudikaT Bif, BXe
3aTBEPAKEHOTO BUPOGHMKA - NOAaHHS OHOBNEeHOro ME-
cepTugikaTy BigNoBiAHOCTI €Bponelicbkili hapmakonei Ne R1-CEP
2000-182-Rev 02 Bif 3aTBEpAXEHOr0 BUPOOHMKA JOMOMIKHOI
pevoBUHU XxenatuH BupobHuuTea LAPI GELATINE SPA, Itanis
(3atBepmxeHuii E-cepTudikaT BignosigHOCTI EBponeichKii
thapmakonei Ne R1-CEP 2000-182-Rev 01). 3miHu | Tvny - 3MiHu 3
sAkocTi. CepTudpikat BignosigHocTi/lE-cepTudikat BianoBiAHOCTI
€sponelicbkin thapmakonei/moHorpadii. NMogaHHA HoeBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifgnoBiAHOCTI abo BUTy4YEHHS
cepTudpikaTa BignoBiaHOCTI E€Bponeiickbkiit hapmakonei: ana Adl;
ANs BUXIAHOrO MaTepiasy/peareHTy/MPOMIXXHOIO NPoAyKTY, L0
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOI pEYOBUHY
(TE-cepTudikat BignoBigHOCTI E€Bponeiichkiin hapmakonei aAns
Adl/BnxigHoro matepiany/peareHTy/NPOMiXHOTO NpoaykTy abo
[OMNOMDKHOT peyoBuHM) - OHOBMEHWT cepTudikaT Bif, BXe
3aTBEPAKEHOTO BUPOGHMKA - NOAaHHS OHoBNeHoro ME-
cepTugikaTy BigNoBIAHOCTI €Bponelicbkili hapmakonei Ne R1-CEP
2003-172-Rev 02 Bif 3aTBEpAXEHOr0 BUPOOHMKA JOMOMIKHOI
pevoBUHM xenatuH BupobHuuTea GELITA GROUP, HimeuunHa
(3aTBepmxeHuii E-cepTudikaT BignosigHOCTI EBponeichKii
chapmakonei Ne R1-CEP 2003-172-Rev 01)

138.

NOMNEPAMIJ,
y
rigPOXnorPu

A

Kancynv no 2 mr, no
10 kancyny
6nictepi; no 1 abo
no 2 6nictepu B
KOpOO6Lii 3 KApTOHY;
no 10 kancyny
6nictepi

ToBapucTBo 3
0bMexXeHot
BignosiganbHi
CTHO
"XapkiBcbke
thapmaueBTny
He
nignpYeMCTBO
"3a0poB'a
Hapoay"

YKpaiHa

ToBapucTso 3
06MEXEHOI0

BiANOBIgANbHICTIO

"XapkiBcbke

thapmavueBTuuHe

nigNpPUeEMCTBO

"300p0oB'A Hapoay'

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTMBHOCTI Ta

hapmakoHarnsagy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT

MapKyBaHHS YNakoBKU /TiKapCbKoro 3acoby LoA0 3a3HauYeHHs
MiXXHapPOAHMX NO3HAaYeHb OAMHULb BUMIPIOBaHHSA. 3amiHa po3giny

“I'pahivuHe ohopmneHHs ynakoBkn” Ha “MapkyBaHHSA" B

3aTBepaxeHux MKA J13. 3anponoHoBaHo: MapKyBaHHS.
BignoBigHO A0 3aTBEPAKEHOro TEKCTY MapKyBaHHS. BBegeHHs

3MiH NPOTATOM 6-TW MICALB NIC/1A 3aTBEPAXEHHS.

6e3
peyenma

UA/6599/01/01

139,

NOPASENAM
-3H

PO34MH A5 iH EKUiA,
2 mr/mnno 1 mn B
amnyni; no 5 amnyn
y 6nicTepi; no 1 abo
2 6nictepun y

ToBapucTtso 3
06MexeHo
BiANOBIAabHI
cTIo
"XapkiBcbke

YKpaiHa

ToBapucTBo 3
06MEXEHO

BiAANOBIAA/TbHICTIO

"XapkiBcbke

hapmaueBTUyHe

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy
“MapkyBaHHs" B 3aTBepakeHnx MKA /13. 3anponoHoBaHo:
MapkyBaHHs. BianosigHo [0 3aTBEPAXEHOr0 TEKCTY MApKyBaHHS.

3a
peyenmom

UA/16804/02/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
KopobLi 3 KapTOHY hapmaveBTny nigNpPUeEMCTBO 3MiHV BHECEeHI B TEKCT MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
He "3p0poB'a Hapoay" LLIOA0 3a3HAYEHHA MDKHAPOAHUX NO3HAYeHb OAVHULb
nignpyeMCcTBO BMMIpIOBaHHS. BBeeHHS 3MiH NpoTArom 6-Tm MicAUiB micas
"340p0oB'|a 3aTBEPAKEHHSA
Hapoay"
140.| NOPA3ENAM | Tabnetknno 1l mrno | ToBapucTso 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16804/01/01
-3H 10 TabneTok y 06MmexXeHo 06MEXEHO 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nictepi; no 1, 2, 3 BiANOBIAabHI BiANOBIAA/TbHICTIO dhapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHI B TEKCT
abo 5 6nicTepiB y CTI0 "XapkiBcbke MapKyBaHHS YNakoBK/ NikapCcbKoro 3acoby LL0A0 3a3HauYeHHs
KOpo6Li 3 KapTOHY "XapkiBcbke hapmaueBTNyHE MiDKHapPOAHWX NO3HaYeHb OAMHULb BUMIPOBAHHS. BHECEHHS 3MiH
thapmavneBTuy nignpveMcTBO 00 po3ainy «MapkyBaHHs» B 3aTBepxeHnx MKA N3.
He "300poB'a Hapoay" 3anponoHoBaHo: MapkyBaHHS. BignosifHO [0 3aTBepaKEHOro
nigNPUEMCTBO TEKCTY MapKyBaHHS. BBefieHHS 3MiH NpOTSArom 6-Tu MicsiLiB nicns
"3a0poB's 3aTBepKEHHSA
Hapoay"
141, NOPA3ENAM | TabneTku no 2,5 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16804/01/02
-3H no 10 TabneTtok y 06MeXeHOo 06MEXEHO 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
6nictepi; no 1, 2, 3 BignoBigasIbHI BiANoBigasIbHICTIO thapmakoHarnsgy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT
abo 5 6nictepis y CTHO "Xapkiscbke MapKyBaHHS YNakoBKU /TiKapcbKoro 3acoby LoA0 3a3HauYeHHs
KOpo6L,i 3 KApTOHY "XapkiBcbke hapmaueBTNyHE MiDKHapPOAHMX NO3HAYEHb OA4MHNLb BUMIPOBAHHSI. BHECEHHS 3MiH
chapmaueBTny nigNpPUEMCTBO [0 po3gainy «MapkyBaHHs» B 3aTBepmkeHnx MKA N3.
He "3p0pos'a Hapoay" 3anponoHoeaHo: MapkyBaHHs. BianosigHo Ao 3aTBepaXeHoro
nigNPUEMCTBO TEeKCTY MapKyBaHHSl. BBefeHHS 3MiH NpoTArom 6-Tu MicsiliB nmicas
"340p0oB'a 3aTBEPKEHHSA
Hapoay"
142, NYUETAM® PO34UH A1 iH'EKLLNA, 3AT YropwuHa 3AT YropuwHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/8165/01/01
200 mr/mn; no 5 mn dapmaLeBTUy dapmaneBTUYHNI 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
(1r)Bamnyni;no5 HWiA 3aBOf, 3aBof EliC hapmakoHarnagy (iHLwi 3MiHW) - BBEAEHHS A04ATKOBOrO TEKCTY
amnyn y 6nictepi; no Eric MapKyBaHHS! YMakoBKU NiKapCbKOro 3acoby i3 3a3Ha4eHHAM
2 6nictepu B MDKHapPOAHMNX NO3HAYeHb OAMHNL BUMIpOBaHHSA. 3aMiHa po3ainy
KapTOHHIiA Kopo6L; «["pachnyeckoe ochopMneHre ynakoBkm» Ha «MapkmpoBka» B
no15wmn (3r)B 3arBepxeHnx MKA J/13: 3anponoHoBaHo: MapkupoBska. B
avnyni; no 4 COOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM MapkMpoBK1. BBeaeHHS
amnynu B 6nictepi; 3MiH NPOTAroM 6-TU MiCALIB NiCNA 3aTBEPMXKEHHSA
no 1 a6o no 5
6nictepiB y
KapTOHHii Kopo6Lli
143.| MENCI PO34UH OS5 iH'EKLINA, ToBapucTBo 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX MmaTepiasti: 3MiHU | TURY - 3MiHK 3a UA/18058/01/01
10 mr/ mn; no 1,5 mn 06MeXeHo 06MEeXEHO wopo 6e3nekv/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - | peyernmom
y hnakoHi; no 5 BiANOBIAaA/bHI BiANOBIAA/TIbHICTIO OHOBJIEHHSA TEKCTY MapKyBaHHSA NMePBUHHOT Ta BTOPMHHOT YNakoBKu
h1akoHiB y CcTio chipma thipma "HoBodhapm- nikapcbKkoro 3acoby. BBegeHHs 3MiH NpoTArom 6-Tu micAuis nicns
KOHTYPHIl "HoBothapm- BiocnHTes" 3aTBEPKEHHS
YapyHKOBI BiocuHTes"

ynakosui; no 1
KOHTYPHil
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
YapyHKOBIll ynakoBLi
y nayui 3 KApPTOHY
144, MINICTAH Kannetu, BKpUTI Mini Xenckepe Benvka Menpo IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/6458/01/01
MYNbTUCUM | o6onoHkoto; no 12 Nimiteq BpuTaHis $apmacboTukanc 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta peuenma
NTOMHWIA Kannet y 6nictepi; Mpisart JlimiTeq hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 1 6nictepy y yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
KapTOHHIA KOopooLi 3a3HaYeHHs OMHYLb BUMIPIOBaHHS Y cucTeMi Sl. BHECEHHS 3MiH
[0 po3ainy «MapkyBaHHs» MKA 13. 3anponoHoBaHo: 3rigHo
3aTBEPPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEEHHS 3MiH - 6
MiCALB Nicasa 3aTBepAKEeHHs
145, MOMELEPM Masb, 1 Mr/r;no 15t TOB "bayw YkpaiHa dapmzaBog Enbga Monbwa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/10968/01/01
® y Ty6i; no 1 Ty6i B Xenc" AT. 3MiHM | TUny - 3MiHKU 3 AKocTi. A®I. (iHWi 3MiHW) - pefakuiiiHi 3MiHW, | peyerrmom

KapTOHHilA KOpo6L

LLI0 CTOCYIOTLCA HaJaHHA NOCUIaHb Ha NOTOYHUIA cepTudikaT
BignosigHocTi EP ana A®l Bupo6Huutea CRYSTAL PHARMA
S.A.U., IcnaHis, BBEEHHA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS. 3MiHM | TUMY - 3MiHK 3 sKocTi. A®l. BUpo6HULTBO.
3MiHa BMPOGHMKA BMXiAHOTO/MPOMIKHOrO NpoAyKTy/peareHTy, LWo
BMKOPWCTOBYIOTLCS Y BUPOBHMYOMY npoueci Ad®l, abo 3miHa
BMPOGHMKa (BKOYaouu, e HeobXifHo, MicLle NpoBefeHHs
KOHTPO/0 sIKOCTi) AdI (3a BigCYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponeiicbkili hapmakonei y 3aTBepaXeHoMy [0Chbe)(BBEAEHHS
HOBOI AiNbHUL, fe 3A4IACHIOETLCSA MIKPOHi3aLis) - BBEAEHHS B
peecTpavuiiiHi matepiasiv 4inbHULI0 BUPOOHNLTBA, e
3[jicCHI0ETbCS MikpoHi3alisa A®l CRYSTAL PHARMA S.A.U.,
Icnanisa, BBEEHHS 3MiH NPOTAroM 6-T1 MicALIB Micns
3aTBEpMAKEHHS. 3MiHN | TURy - 3MiHK 3 AkocTi. APl BupobHMUTBO.
3MmiHu B npoueci BUpo6bHuuTBa A®I (iHLWi 3MiHKW) - 3MiHM B onuci
npouecy BupobHuLTBa A®|I MOMeTa30Hy hypoarty y 38 3Ky
BBEJEHHSIM eTany MiKpoHi3aLjii, BBEAEHHS1 3MiH NPOTSArom 6-Tn
MicALiB nicnsa 3aTBepMKeHHs. 3MiHu | Tuny - 3MiHK 3 AKoCTi. ADI.
Brpo6HMUTBO. 3MiHM BMNpO6yBaHb abo AONYCTUMUX MEX Y
npoueci Bupo6bHuutea A®I, o BCTaHOB/EHI y cneundikauisix
(nopaBaHHs HOBOrO BMMPOOYBaHHA Ta AONYCTUMUX MEX) -
BBE[leHHs BUNpobyBaHb Ta AONYyCTUMUX MEX Y NpoLieci
BMpo6HMUTBa A®I (Ha eTani MikpoHi3aLii), a came TecT «po3mip
4YacTOK», BBEZleHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBePMKEHHS. 3MiHM | TUNy - 3MiHK 3 aKkocTi. A®I. KoHTponb AdL.
3MiHa y napameTpax crneundikauiii Ta/abo 4oNyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMIKHNIA
npoayKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NpoLeci BUPO6HULITBA
A®| (ONOBHEHHS cnevmdikaLii HOBMM NMOKa3HNKOM SIKOCTi Ta
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHS) - AONOBHEHHSA crneumdikadii
A®I| HOBUM NOKA3HUKOM SIKOCTi Ta BifNOBIAHAM METOLOM
BUMNPOOYBaHHS 3a TECTOM «PO3MIp YaCTOK», BBELEHHS 3MiH
NPOTAroM 6-TW MicsAUIB NiCNs 3aTBEPAYKEHHS.
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3MiHu | TUNY - 3miHK 3 AkocTi. APl. KoHTponb A®I. 3miHa y
mMeTofax BunpobyBaHHsa A®| abo BMXigHOro
Marepiany/npoMiXKHOTO NPOAYKTy/peareHTy, W0 BUKOPUCTOBYETbLCSA
y npoueci Bupo6HuuTBa A®I (iHWi 3MiHWM Yy MeTofax BUNPO6YyBaHHsA
(BKOvarouM 3aMiHy abo 4onoBHeHHS) Ad| abo
BVIXiZLHOro/MpOMKHOro NPOAYKTY) - BBEAEHHS iHhopmaLji woao
CTaHAapTHMX 3paskiB, L0 BUKOPUCTOBYOTLCA ANS AOCAIMKEHHS
A®|, BBEAIEHHS 3MiH MPOTAroM 6-Tu MICALIB NICNSA 3aTBEPAYKEHHS.
3miHu | TUNy - 3MiHK 3 akocTi. A®l. Cuctema
KOHTeliHep/3akKynopoBasibHWi 3aci6 (iHLWi 3MiHK) - OHOB/IEHHSI
po3ain 3.2.S.6 cuctema ynakoBkM AaHVMU LWOA0 CUCTEMU
KOHTeliHep/ 3aKyrnoproBa/ibHWiA 3acib MikpoHizoBaHoro Ad®|
MOMeTa3oHy chypoart, a came AofaHHs iHdopMaii Wwoao
nepBUHHOI ynakoBkn AP nicnsa eTany MiKpoHisawii - niaBinHWiA
nonieTuneHoBKiA NakeT, BBEAEHHS 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepKeHHNA. 3MiHW | TUNYy - 3MiHK 3 AkocTi. API.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX BUNPObyBaHb/Nepioay
36epiraHHA abo ymoB 36epiraHHs A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [10ChE cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei, Lo BK/IYae nepiod NOBTOPHOIO BUNPOOYBaHHS)
(iHWIi 3MiHW) - 4ONOBHEHHSI PeECTPALLIHOro AOCLE pe3ynbTaTamu
BUNPoByBaHb CTabiNbHOCTI MiKpOHi30BaHOro A®| MomeTasoHy
dypoaT, BBEAEHHS 3MiH NPOTArom 6-T1 MicALiB nicas
3aTBEPAKEHHS.

146.

MOHTE/TYKA
CT-TEBA

TabneTtku, BKPUTI
NAiBKOBOIO
060n10HKO0, No 10
Mr; Mo 7 TabneTok y
6nictepi; no 4
6nictepu B
KapTOHHIA KOopooLi

Tesa
dapmaueBTika
n lHpacTpis
nra.

I13painb

TOB TeBa
OnepeiiwH3 MNonaHg,

MonbLa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK W0 6e3nekn/echekTUBHOCTI Ta
hapmakoHarnsagy (iHWwi 3MiHK1) - BHECEHHSA 3MiH 40 po34iny
“MapkyBaHHs" MKA N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS. OHOBEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro 3acoby 3 BHECEHHSM
iHhopmaLii Wwoao 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y CUCTEMI
S| Ta yHidikauis BUKNageHHs TekcTy (Hanpuknag posginis
"Cepis:", "0o:", "P.M. No"). BBeieHHA 3MiH NPOTArom 6-x Micauis
nicns 3aTBepikeHHs

3a
peyenmom

UA/12439/02/01

147,

MOTUNIYM®

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKOt0, No 10
mr, no 10 TabneTok
y 6nicTepi; no 1 abo
3 6nictepu B
KapTOHHIN ynakoBL;
no 30 TabneTok y
6nictepi; no 1
6nictepy B
KapPTOHHII ynakoBLi

MakHin
Mpopaktc
Nimiten

AHrnisA

AHcceH-Cinar

dpaHuis

BHECEHHS 3MiH 40 peecTpauiiHnx MaTepianis: 3miHu Il Tuny -
3MiHu Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy. 3miHm y
KOPOTKili XapakTepucTuL,i Nikapcbkoro 3acoby, TEKCTi MapKyBaHHs

Ta IHCTPYKLT 4719 MeANYHOIo 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 AKOCTi, AOKNIHIYHUMU, KNIHIYHUMU aHUMKW Ta JaHMU 3
hapmakoHarnsagy - 3miHM BHECEHO A0 IHCTPYKUIT 4N MeanyHoro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ginis "dapmakonoriyHi
B/1aCTUBOCTI" (YTOUYHEHHS iHchopmadi), "MpoTunokasaHH:A",
"B3aemogis 3 iHWMMK NikapcbKuMK 3acobamu Ta iHLi BUAn

B3aemMogiin", "Ocob6MBOCTi 3acTocyBaHHS", "3acTOCyBaHHS y

nepiof BariTHOCTi a60 royBaHHs rpyaar” (YTOYHEeHHs

6e3
peyenma

UA/10190/01/01




74

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
iHbopmauii), "Cnoci6 3acTocyBaHHs Ta 403U" (YTOUHEHHS
iHbopmawii), "Mepeno3yBaHHs”, "MobivHi peakwii”. BBeAeHHS 3MiH
NpPOTSArom 6-Tv MicsLiB Nic/1s 3aTBEPAKEHHS.
148, MOTUNIYM® TabneTtku, BKPUTI MakHin AHrnis AHcceH-Cinar PpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/10190/01/01
NNiBKOBOO Mpopaktc AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo agpecu peyenma
o60noHkoto, no 10 Nimiten MiCLil MPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
Mmr, no 10 TabneTok nikapcbKoro 3acoby, BKIYaUM 4iNibHUL BUNYCKY cepil abo micue
y 6nicTepi; no 1 abo NpoBefEeHHS KOHTPO/IIO SKOCTI. (AiANbHICTb, 3a AKy BignoBigae
3 6nictepu B BMPOGHMK/iMNOpTEp, BK/IOYao4M BUMYCK cepili) - 3miHa agpecu
KapTOHHIA ynakoBLi; BUpo6HUKa AHcceH-Cinar, ®paHuis 6e3 3MiHU Micusa BUPOOHMLTBA.
no 30 TabneTok y 3MiHVN BHECEHO B IHCTPYKLiIO 415 MEAVYHOro 3acTOCyBaHHS LLOAO
6nictepi; no 1 MiCLLe3HaX0MKEHHSI BUPOOHMKA, 3 BiANOBIAHNMMN 3MiHAMU Y TEKCTI
6nictepy B MapKyBaHHS YNakoBKM iKkapcbKoro 3acoby. BBegeHHs 3MiH
KapTOHHI ynakosL,i NPOTArom 6-T1 MiCALIB MiCNSA 3aTBEPMXEHHSA. 3MiHK | TNy -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHMKa peecTpauiliHoro nocBigveHHs) - 3MiHu
BHOCATbCS Y 3B’A3KY 3i 3MiHOIO agpecy 3asBHuKa MakHin
MpopakTc NimiTes. 3MiHW BHECEHO B iHCTPYKLIO 4151 MeANYHOro
3aCTOCYBaHHS LLOA0 MiCLLe3HaX0MKEHHS 3asBHNKa. BBeAeHH:
3MiH NPOTAroM 6-Tu MicALiB nicns 3aTBepAkKeHHN. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta oapmakoHarnsagy (iHLi
3MiHK) - BHECEHHS 3MiH A0 p. MapkyBaHHs MKA /13:
3arBepkeHo: TekcT MapkMpoBku. Mpunaraetca 3anponoHOBaHO:
MapkyBaHHS. 3rifiHO 3aTBEpAKEHOro TEKCTY MapKyBaHHS
OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHAM iHchopmav,ii LWoA0 3a3HaYEHHS OAUHULb BUMIPIOBAHHS
y cuctemi Sl. BBeieHHA 3MiH NpoTAromM 6-tu micsAuis nicns
3aTBEPMKEHHS. 3MiHM | TUNy - 3MiHM WoA0 6e3nekn/edeKTUBHOCTI
Ta papmakoHarnsagy (iHwi 3miHu) -
3MiHV BHECEHO B IHCTPYKLiI0 A1 MEAUYHOro 3aCTOCyBaHHSA LLOA0
npeAcTaBHUKa 3asBHVKA. BBeAEHHA 3MiH NPOTAroM 6-Tu MicsuiB
nicns 3aTBepAKeHHS.
149.. HABENA 0.75 | Ta6netku no 0,75 AnBoreH Bonrapis Na6opaTtopioc /leoH IcnaHis BHECEHHS 3MiH [0 peecTpaLiiiHMX maTepiasiB: 3MiHa 3asiBHMKa 3a UA/17092/01/01
Mr; 0 2 TabneTkn y Papma Papma, C.A. (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakady MO3 Big, | peyenmom
6nicTepi; 1 6nictep TpengnHr 23.07.2015 Ne 460) (BBefeHHS 3MiH NpoTArom 6-Tv MicsiLiB nicas
Y KapTOHHiii Opon OTOB 3aTBEPMXEHHS); 3MiHM | TNy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI
ynakoBLi

Ta hapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3arasibHEHNX
AaHnx npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX
[aHnx nNpo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT
0co6wu, BiAnNoBifaNbHOI 3a 34iiCHEHHA hapMakoHarnsay;
KOHTaKTHOT 0CO6U 3 chapMakoHarnsay 3asiBHUKa A5 34iINCHEeHHs
thapmakoHarnsgy B YkpaiHi, K0 BOHA BigMiHHA Bif,
YNOBHOBaXXeHOI 0c0bK, BifNOBIAa/IbHOT 3a 34iICHEHHS
thapmakoHarniagy (BKIYaoUn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pOo3MilLeHHI MacTep-haiina cuctemMn dpapmakoHarnsay) - 3miHa
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

YNOBHOBaXXEHOT 0CO6M 3as1BHUKA, BiAMoBigabHOI 3a 3AiACHEHHS
thapmakoHarnagy B Ykpaini: [itoua pegakuis — Maria Angeles
Rodriguez Martinez, PhD MD; NponoHoBaHa peaakuis — CopiHa
NiaHa MNato Sorina Liana Paiu, MD. 3MiHa KOHTaKkTHOI 0co6K
3asBHVKa, BiANOBIAANbHOI 3a 34iiCHEHHS thapmakoHarnagy B
YkpaiHi: [itova pegakuis — Onbra boHgapb; MNponoHoBaHa
pepakuis — MNMepexpect OneHa IBaHiBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOB&XEHOI 0CO6M 3asBHVKa, BiANoBiAaNbHOT 3a 34iNCHEHHS
thapmakoHarnsgy.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOT 0CObM 3asBHMKa,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsgy B YkpaiHi. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisNibHOCTI 3 hapmakoHarnsgy. 3miHa
HoMepa Ta MicLie3HaxoKeHHs1 macTep-haiina

150.

HABE/NA 1.5

Tabnetkn no 1,5 wr;
no 1 Tabnetuiy
6nictepi, no 1
6nictepy y
KapTOHHI ynakoBL,i

AnBsoreH
Papma
TpehguHr
HOpon OTOB

Bonrapis

NabopaTopioc J/leoH
dPapwma, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiiHMX maTepiasis: 3MiHa 3asBHMKa
(BnacHviKa peecTpauiiHoro noceigueHHs) (3rigHo Hakazy MO3 Big,
23.07.2015 Ne 460) (BBefeHHS 3MiH NpOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHS); 3MiHN | TUMY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI

Ta hapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHeHNX
AaHvx Npo cuctemy thapmakoHarnsagy (BBefieHHs y3araslbHeHUX

[AaHvx Npo cuctemy capmakoHarnsgy, 3MiHa ynoBHOBaXeHOT

ocobu, BignoBifanbHOI 3a 34iliCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnaay 3asBHMUKa A5 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLL0 BOHA BigMiHHA Bif,
YMOBHOBaXeHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS

hapmakoHarnagy (BKIvaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y

pO3MilLEeHHI MacTep-ghaiina cuctemun papmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVKA, BiAMNOBiAaNbHOT 3a 34iACHEHHS

thapmakoHarnsgy B Ykpaini: [itova pegakuis — Maria Angeles

Rodriguez Martinez, PhD MD; NponoHoBaHa pegakuis — CopiHa

Niana Mato Sorina Liana Paiu, MD. 3MiHa KOHTaKTHOT 0co6u

3asBHKa, BiANOBiAANLHOI 3a 34iicCHEHHS chapmakoHarnsgy B

YKpaiHi:

[Oitova pepakuis — Onbra boHgapk; MNponoHoBaHa pefakuis —
MepexpecT OneHa IBaHiBHA. 3MiHA KOHTAKTHUX AaHNX
YNOBHOB&XEHOI 0C06YM 3asBHVKa, BignoBiAanbHOT 3a 34jiCHEHHS
hapmakoHarnagy.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6U 3asBHNKa,
BIANOBIAA/IbHOI 3@ 34iliCHEeHHSA dhapmakoHarnsagy B YkpaiHi. 3miHa
MicL$S 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3 chapMakoHarnsgy.
3MiHa HoMepa Ta MicLle3HaX0KEHHA MacTep-ghaiina

3a
peuyernmom

UA/17092/01/02

151,

HATNA3UM

KOHLeHTpaT Ans
pO34uHy ons
iHdpy3iid, 1 mr/mn; no
5 mMn 'y dhriakoHi; no
1 donakoHy B

BioMapuH
IHTEpHeLLHN
Nimiten

Ipnangis

Bupo6HMLTBO
6asiKy, HanoBHEHHS
B NEPBUHHY
ynakoBky Ta
KOHTPOMb Ganky:

CLUA/
HimeuunHa/
Ipnangis/
Benvka
BputaHis

BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKa
(BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakazy MO3 Big
23.07.2015 Ne 460) (BBefeHHs 3MiH NpoTAroM 6-Tv micsLiB nicns
3aTBEPMAKEHHS); 3MiHM | Tuny - 3MiHK WoA0 6e3nekn/etheKTMBHOCTI

Ta hbapmakoHarnsigy. BeeeHHsi abo 3MiHM 0 y3aralbHEHUX

3a
peyenmom

UA/13183/01/01
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

KapTOHHiA KOpoo6Li

[xy6inaHT
XonnictepCrtep
NNC, CWA;
BeTTep dapma-

®epTiryHr M'm6X i Ko.

Kr, Himeuunna;
KoHTposb siKocTi
roTOBOro
nikapcbkoro 3acoby:
Betep dapma-

®epTiryHr M'm6X i Ko.

K, HimeuunHa;
BeTTep dapma-

depTiryHr M'm6X i Ko.

KI, HimeuuuHa;
BeTTep dapma-

®epTiryHr M'm6X i Ko.

Kr, Himeuunna;
EHBiro AHasnitukc
Nimiten, Benvka
BputaHis;
MapkyBaHHA Ta
BTOPUHHE
nakyBaHHS roToBOro
nNiKapcbKoro 3acoby:
AHpepcoHBbpekoH
(FOK) Nimites,
Benvka bputaHis;
KoHTponb skocTi
roToBOro
nNiKapcbKoro 3acooy,
MapKyBaHHS,
BTOPVIHHE
nakyBaHHs1,
BiAnoBigaNbHWI 3a
BUWMYCK Cepii:
BioMapuH
IHTepHeLuHN
NimiTea, lpnaHgis

[OaHnX Npo cuctemy chapmakoHarnsgy (BBeAeHHs y3aralbHEeHUX
[aHux Npo cuctemy chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHo
ocobu, BignoBifanbHOI 3a 34iliCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asBHUKa 151 34iACHEHHS
hapmakoHarnsagy B YKpaiHi, SKWwo BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6u, BigNoBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIovaoUun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLLeHHi MacTep-chaiina cuctemmn hapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M BiANoBigasbHOT 3a thapmakoHarnag: fitova
pepaxuis - CeprieHko C. B. NMponoHoBaHa pefakuis - CayeHko [.
C. 3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOT 0CO6MU, BigNOBigaIbHOI 3a
hapmakoHarnsg,

152,

HAKNO®EH

TabneTtku
KMLLKOBOPO3UMHHI N0
50 mr no 10
Tabnetok y 6nictepi;
no 2 6nictepu y
KapPTOHHI KOpoOLyi

KPKA, a.4.,
HoBso mecTo

CnoseHis

KPKA, a.4., HoBo
MecTo

CnoseHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT
MapKyBaHHS YNakoBKV Nikapcbkoro 3acoby LL0A0 3a3HaYeHHs
MDKHapPOAHUX MNO3Ha4YeHb OANHULLL BUMIPIOBAHHSA. BHECEHHS 3MiH
00 po3ainy «MapkysaHHsa» MKA /13: 3anponoHoBaHo:

3a
peyenmom

UA/3480/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
MAPKVPOBKA. B cOOTBETCTBUM C YTBEPXKAEHHbLIM TEKCTOM
MapKMpoBKW. TepMiH BBEAEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPMAKEHHSA
153, HATPIO NOPOLLIOK ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3MiHK - UA/14660/01/01
UNTPAT (cy6eTaHuis) y [04aTKOBOIO [04aTKOBOIO 3 aKocTi. A®Il. CtabinbHicTb. 3MiHa nepiogy NOBTOPHUX
nakeTax noABinHNX BiAnoBigasIbHi BiANoBifa/IbHICTIO BMNpoGyBaHb/nepiody 36epiraHHs abo yMoB 36epiraHHs Ad®l (3a
i3 nniBkn cTHo "IHTEPXIM" BiJCYTHOCTI Y 3aTBEp)KEHOMY [0ChE cepTudikaTa BignoBigHOCTI
nonieTuneHoBoi Ans "IHTEPXIM" €Bponeiicbkili hapmakonei, Lo BKIoYae nepiog NOBTOPHOTO
hapmMaueBTUYHOIO BMNpo6YBaHHS) (Nepiog NOBTOPHOrO BUNPOGYBaHHs/Nepiog,
3aCcTOCyBaHHA 36epiraHHs) - 36inbLUeHHs abo BBeAEHHS nepiogy NOBTOPHOIO
BMNpO6yBaHHs/Nepiogy 36epiraHHA Ha OCHOBI pe3yfbTaTiB
[OCNiMpKeHb y peanibHOMY 4aci - 36i/bLIeHHs nepiofy 36epiraHHs
Ha OCHOBI pe3y/bTaTiB AOCiMKeHb Y peanbHoMy yaci APl Hatpito
umTpar. 3aTtBepKEHHO: 2 PoK1 3anponoHOBaHo: 3 poku
154. HEBIAP® Tabnetku no 5 mr; TOB YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17235/01/01
no 10 TabneTok y "APTEPIYM "Kuismegnpenapart”, 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eteKkTUBHOCTI Ta peyenmom
6nictepi, no 3 nTar YkpaiHa thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY MapKyBaHHS
6nictepu B nayui (BUpPOOHMLTBO 3 YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
npoaykuii in bulk 3a3HavyeHHs OAVHULL BUMIPIOBaHHSA Y cuctemi Sl. TepmiH
ipMUn-BMpPOBGHUKA BBEJEHHS 3MiH: NPOTArom 6 MicsILiB MiCNs 3aTBEPAKEHHS 3MiH
AKTABIC 1T,
ManbTa, thipmu-
BMPOGHMKA
"BasikaHhapma-
fynwiua”, AL,
Bonrapisi, KOHTpON
SIKOCTi, BUMYCK cepii)
155., HEBIAP® TabneTku, BKPUTI TOB YkpaiHa MAT YKpaiH BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3a UA/17352/01/01
nnwc NiBKOBOIO "APTEPIYM "KviBmegnpenapat", 3MiHM | TURY - 3MiHK Woa0 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKOI0, M0 5 nTgr Ykpaina thapmakoHarnagy (iHwi 3MiHK) - OHOBMIEHHSA TEKCTY MapKyBaHHS
mr/12,5 mr no 10 (BMPOGHMLITBO yMNaKkoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii oo

Tabnetok y 6nictepi,
no 3 6nictepu B
nauuj

(dhacyBaHHs) 3
npoaykuii in bulk
hipMmn-BUPOGHMKa
BankaHdapma -
Aynwiua AL,
Bonrapisi (nepsuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/Ib SIKOCTi Ta
BWMYCK cepil);
BatcoH ®apma
MpuBart Jiumnten,
IHAjA (BMpOBHULTBO,
KOHTPO/1b SKOCTI);

3a3HayeHHs OAVHMLB BUMIPIOBaHHA Y cucTemi Sl. TepmiH
BBEJEHHS 3MiH: NPOTArom 6 MicsUIiB NicNsA 3aTBEP)KEHHSA 3MiH
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
daiiH dyac eHa
dapmacbloTikasic
H.T.M. C.MN.A,,
ITanis
(Bpo6HMLTBO,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYyCK cepii))
156. HEO- cynosuTopii AnBsoreH Bonrapis Ekcenrtic Inay CaHali TypeyunHa BHECEHHS 3MiH 40 peecTpaLiiiHMxX maTepiaslis: 3MiHa 3asBHMKa 3a UA/5477/01/01
MEHOTPAH® | BariHasbHi; no 7 Papma Be TimxapeT AHOHIM (BnacHvKa peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, | peyenmom
DOPTE CynosuTopiiB y TpehguHr LipkeTi 23.07.2015 Ne 460) (BBefeHHs 3MiH NpOTArom 6 Micsiis nicns
6nicTepi B KapTOHHIi Opon OTOB 3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI
KOpo6Li Ta hapmakoHarnsgy. BeefeHHa abo 3MiHu [0 y3araslbHeHNX
[aHux Npo cuctemy hapmMmakoHarnsgy (BBeAeHHs y3arasibHeHnX
[AaHvx Npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT
ocobu, BignoBifanbHOI 3a 34iiCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0c06M 3 chapMakoHarnaay 3asBHMUKa A5 34iNCHEHHS
thapmakoHarnagy B YkpaiHi, SKLLO0 BOHA BigMiHHA Big,
YMOBHOBaXEHOT 0co6u, BiANOBiAaNbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3MiHW Y
po3MilLeHHi MacTep-chaiina cuctemun hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0CO6M 3asBHVIKA, BiAMNOBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnsagy: Aitova pepakuis — Maria Angeles Rodriguez
Martinez, PhD MD; NponoHoBaHa peaakuist — CopiHa JliaHa Mato
Sorina Liana Paiu, MD. 3MiHa KOHTaKTHOT 0CO6Y 3aABHNKa,
BiANOBIAA/IbHOI 3a 34ilicHeHHA hapmakoHarnsgy B Ykpaini: ditoua
pegakuis — Onbra boHaaps; MponoHoBaHa pegakuis — MepexpecT
OneHa IBaHiBHa. 3MiHa KOHTaKTHMX AaHUX YNIOBHOBaXEHOI 0CO6U
3asBHUKA, BiANOBIAA/ILHOI 3a 34ilicCHEHHS papmakoHarnsgy. 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M 3asBHYKa, BifNoBigaNbHOT 3a
3AjliCHeHHs1 hapMakoHarisay B YkpaiHi. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AifiNIbHOCTI 3 hapmakoHarnsgy. 3miHa Homepa Ta
MicLie3HaxXoKeHHA MacTep-daiina
157, HEO®PINIH Tabnetkun MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3793/01/01
NPOJIOHroBaHoi fji "®GapmaueBTu "dapmMaLeBTnYHa 3MiHU | TUNY - aAMIHICTPaTUBHI 3MiHW. BUy4yeHHss BUPOGHUYOT peyenmom
no 100 mr no 10 yHa chipma ipma "JapHuus” OinbHUUI (BKIOYatoun ginbHWL 4na Ad®l, NpoMiKHOTO NPoAayKTy
Tabnetok y "fNapHuus” ab0 roToBOro ikapcbkoro 3acoby, AiNbHULI 415 NPOBeAEHHS
KOHTYpHilA nakyBaHHs1, BUPOOHWKa, BifiNOBifa/IbHOTO 3a BUMYCK Cepild, Micue
YapyHKOBIl NpoBeAEeHHS KOHTPO/IO cepil) abo nocTavyasibHNKa BUXigHOrO
ynakosLi; no 5 maTepiany, peareHTy abo AONOMiIXHOT Pe4OBUHY (SIKLLO 3a3Ha4YeHO
KOHTYPHUX y [OCbE) — BUTYYEeHHS BUPO6HKKa AD| TeodiiniHy MoHorigpar,
YapyHKOBMUX LaHaoHr KciHxya ®apmac'totukan Ko., /itg., Kutain (Shandong

YNaKoBOK Y nmauyll

Xinhua Pharmaceutical Co., LTD, China), 3 maTepianis
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
peecTpauiiiHoro focke. B pamkax npoueaypu iHgpopMaLiito npo
ynakoBKy Ta TepmiH npugaTtHocTi A®l, BupobHuuTea LaHaoHr
Kcinxya ®apmac'tiotukan Ko., /ITa, BunyyeHo 3 matepianis
peecTpaLiiHoro AocbeE.
3anponoHoBaHo: Jilin Shulan Synthetic Pharmaceutical Co., Ltd.,
Kntaii
158. HEO®I/1IH TabneTtku MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3793/01/02
NPOJIOHroBaHoI fji "®GapmaueBTu "®apmaueBTnyHa 3MiHW | TUNY - aAMiHICTPaTWBHI 3MiHU. Buiy4yeHHss BUPOGHUYOT peyenmom
no 300 mr no 10 yHa thipma ipma "OapHuus” OinbHUUI (BKIOYaouM AinbHUL Ana AP, NPOMDKHOTO NpoayKTy
Tabnetok y "OapHuus" ab0 roToBOro Nikapcbkoro 3acoby, AiNbHULI ANs NPOBeAEHHS
KOHTYPHIl nakyBaHHs1, BUPOOHYKa, BiAnoBiAabHOro 3a BUMYCK Cepiid, micue
yapyHKOBIM npoBefeHHA KOHTPOIO cepii) abo nocTavasibHMKa BUXIGHOMO
ynakoBLi; no 5 marepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO
KOHTYPHUX y [OCbE) — BUTyYeHHS BUPOGHKKa AD| TeoduiniHy MoHorigpar,
YapyHKOBUX LWaHpoHr Kcixya ®@apmac'totukan Ko., ITa., Kutaii (Shandong
yNakoBOK y nauywi Xinhua Pharmaceutical Co., LTD, China), 3 maTtepianis
peecTpauiiHoro gocbe. B pamkax npoueaypu iHgopmaLito npo
yNakoBKy Ta TepMiH npugaTtHocTi A®l, BupobHuuTtea LaHaoHr
Kcinxya ®apmac'totukan Ko., /ITg, BunyyeHo 3 marepianis
peecTpavLiniHoOro Aochbe.
3anponoHosaHo: Jilin Shulan Synthetic Pharmaceutical Co., Ltd.,
KnTaii
159. HIKOPETTE® | rymka yBaslbHa MakHin Ab LLiBeuis MakHin Ab LBewis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/8878/01/01
31 CMAKOM nikyBasnibHa no 4 mr, 3MiHM | TNy - 3MiHK Woao 6e3nekn/edpeKTBHOCTI Ta peuenma
CBIKOI no 15 rymok thapmakoHarnagy (iHwi 3MiHK) - Ana Ao3yBaHHA 4 mr
M'ATU KYBaUTbHUX Y BHECEHHS 3MiH 40 po3ainy “MapkyBaHHA" MKA /13

6nictepi; no 2
6nictepu B
KapTOHHI ynakoBuUi

3anponoHoBaHo: MapkyBaHHS. 3rifHO i3 3aTBEPAKEHNM TEKCTOM
MapKyBaHHS.
3MiHM BHECEHO [0 MapKyBaHHS ynakoBKM iKapCbKoro 3acoby
(oofaBaHHA OAVHUL BUMIPIOBAHHSA TATUHCLKUMW fliTepamMm).
BBefeHHs 3MiH NpoTArom 6-Tu MIiCALIB MiCNA 3aTBEPMAKEHHS.
3MiHM | TMNY - 3MiHM Wodo 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)-A1s [o3yBaHHA 4 Mr. 3MiHW
BHECEHO [0 IHCTPYKLi 415 MeAMUYHOro 3acTOCyBaHHS NiKapCbKoro
3aco6by y po3gin "MicLe3HaxoMpKeHHs1 NpeacTaBHMKA 3asiBHMKA".
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXKEHHS.
3MiHu Il TRy - 3mMiHK Wogo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KOpoTKiili XapaKTeprCTuULi Nikapcbkoro
3aco0y, TEKCTi MapKyBaHHS Ta iHCTPYKLi 41s MeauyHoro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMU AaHUMU 3 SKOCTI, AOKIIHIYHUMM,
KNIHIYHMW faHUMK Ta gaHumm 3 chapmakoHarnsgy - gns
[03yBaHHSA 4 Mr.3MiHW BHECEHO [0 IHCTPYKLUIT 515 MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3ginu "B3aemogis 3 iHwWmmMu
nikapcbknMy 3acobamu Ta iHLWi BUAW B3aemogiin”, "Oco6/mBoCTi
3acTocyBaHHs", "3acTocyBaHHs Y nepioa BariTHOCTi abo
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roflysaHHs rpygao”, "Cnocib 3actocyBaHHs Ta 4o3un",
"Mepepo3ysaHHsa", "MobiyHI peakuii”. BBeAeHHSA 3MiH NpoTArom 6-
TW MicALiB Nicnsi 3aTBepAKEHHSs!

160.

HIKOPETTE®
31 CMAKOM
CBDKOI
M'ATU

ryMKa xyBasibHa
niKkyBasibHa no 2 mr,
no 15 rymok
XKyBasIbHUX Y
6nicTepi; no 2
6nictepu B
KapTOHHIA ynakoBLi

MakHin Ab

LLiBeuis

MakHin Ab

Lsewis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHK) - 418 A03yBaHHA 2 Mr .3MiHn
BHECEHO [0 iHCTPYKL,iT 415 MeAMYHOro 3aCTOCyBaHHS NiKapCbKoro
3acoby y po3gin "Micue3HaxoMKeHHs npeAcTaBHMKa 3asiBHMKA".
BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHuM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) - ANs [O3yBaHHS 2 MI. BHECEHHS
3MiH 40 po3giny “MapkyBaHHA” MKA /13”: 3anponoHoBaHo:
MapkyBaHHs. 3rifHO i3 3aTBEPMAKEHNM TEKCTOM MapKyBaHHSI.
3MiHM BHECEHO [0 MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby
(DopaBaHHA OAMHMLL BUMIPIOBAHHS NTATUHCBLKUMU SliTepamMim).
BBefeHHS 3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS.
3MiHn |l TUny - 3miHK Wogo 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKili XapakTepucTuLi NikapcbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT 419 MeANYHOro
3aCTOCYBaHHS y 3B'A3KY i3 HOBVMMW JAaHUMW 3 SKOCTI, AOKNIHIYHUMU,
KNIHIYHMYW faHuMKU Ta jaHumu 3 dpapmakoHarnsagy - ons
[03yBaHHSA 2 Mr. 3MiHW BHECEHO [0 IHCTPYKLii A8 MeAnYHOoro
3acToCyBaHHSA NikapcbKoro 3acoby y po3ainu "B3aemogis 3 iHwmmMu
nikapcbkMu 3acobamu Ta iHWi BUAn B3aemogiii”, "OcobnmBocTi
3acTocyBaHHSA", "3acTocyBaHHS Y nepiog, BariTHOCTi abo
rofyBaHHs rpygar”, "Cnocibé 3actocyBaHHs Ta Ao3un",
"Mepepo3yBaHHsa", "Mo6iYHI peakuii”. BBeAeHHS 3MiH NpoTArom 6-
TW MiCALIB Nicns 3aTBepAKEHHS

6e3
peyenma

UA/8878/01/02

161.

HITPECAH®

Tabnetku no 10 mr
no 10 Tabnetok y
6nicTepi; no 2 abo 3,
abo 6 6nictepiB y
KapTOHHIlA KOpoo6Li

MPO.MEA.LIC
MNpara a.c

Yecbka
Pecny6nik
a

MPO.MEA.LIC
MNpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHu) - 3MiHU BHECEHI B TEKCT
MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs
MDKHapPOAHMX NO3HAaYeHb OAMHNLb BUMIpIOBaHHSA. 3aMiHa po3gainy
«["pachnyeckoe ochopMeHne ynakoBknu» Ha «MapkupoBka» B
3aTBepgkeHnx MK4A J13: 3anponoHoBaHo: Mapkuposka. CorsiacHo
YyTBEPXAEHHOMY TEKCTY MApKMPOBKW. TePMiH BBEAEHHS 3MiH
npoTsArom 6 micsuis nicns 3aTBepKeHHs

3a
peyenmom

UA/13146/01/01

162,

HITPECAH®

TabneTku no 20 mr
no 10 TabneTtok y
6nicTepi; no 2 abo 3,
abo 6 6nictepiB y
KapTOHHiA KopooLi

MPO.MEA.LIC
MNpara a.c.

Yecbka
Pecny6nik
a

MPO.MEA.LIC
MNpara a.c.

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiH) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LWoA0 3a3HauYeHHs
MDKHapOAHMX NO3HAYeHb OAMHMLL BUMIpOBaHHSA. 3aMiHa po3gainy
«[padhnyeckoe ohopmneHne ynakoBku» Ha «MapKkmpoBka» B
3arBepaxeHnx MKA J13: 3anponoHoBaHo: Mapkuposka. CornacHo
YTBEPXAEHHOMY TEKCTY MApPKMPOBKW. TepMiH BBEIEHHS 3MiH

3a
peyenmom

UA/13146/01/02
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NpoTArom 6 MicsiLiB Nicns 3aTBepKEHHs
163., HOBOPATmMIA, PO34nH A4N11 iH ek, A/T HoBo [JaHis AIT Hoso Hopagick, [aHis TexHiuHa nomuka (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - 3a UA/4863/01/01
® 100 O4/mn no 3 mn Hopgaick [aHis (BUpo6HMK Bpa3nnis BMNPAaB/IEHO TEXHIYHY NMOMUKY B iIHCTPYKUIT 415 MeAUYHOTO peyenmom
®NIEKCMNEH® | y kapTpuaxi; no 1 0Ns 36upaHHs, PpaHuis 3acTocyBaHHSA nikapcbkoro 3acoby: SATBEPAXXEHO - Hakas
KapTpuaxy y MapKyBaHHA Ta MiHicTepcTBa OXOpPOHHM
6araTtof030Biii ynakoBKun 300pOB’A YKpaiHu. PeecTpauiliHe nocBigyeHHs - No
ofHopa3oB.ili dnekcleH®, UA/4863/01/01. BATBEPIXKEHO: Haka3 MiHicTepcTBa 0XOpPOHU
LnpuLY-pyyL; no 1 BTOPVHHOIO 300poB’a YkpaiHu 26.08.2016 Ne 897 PeecTpaujiiHe nocBig4yeHHs
ab6o 5 wnpuu-pyyok nakysaHHs); A/T Ne UA/4863/01/01. Takox BUNPaB/IeHO TEXHIYHY MOMWUSIKY B
Y KapTOHHIli kopobui Hoso Hopagaick, IHCTPYKLiT AN18 MeAMYHOro 3aCTOCYBaHHA NiKapcbKoro 3acoby y
[NaHis (BUpoGHMK po3gini "Micue3HaxomkeHHs BUpoOHMKa Ta ioro agpeca micus
AN 36upaHHs, npoBapkeHHs aisnbHocTi." 3AMNPOMNOHOBAHO:
MapKyBaHHS Ta Micue3HaxopKeHHs1 BUpOGHMKa Ta iioro agpeca Micus
ynaKoBKU NPOBaKEHHS AiS/IbHOCTI.
dnekcleH®, HoBo Anne, 2880, barceaepyg, JaHis. 45, aBeHio g'OpreaH,
BTOPWHHOr0O 28000, WapTp, PpaHuin. 3azHayeHe BUNPaB/IeHHA BignoBigae
nakysaHHs); A/T apxiBHMM maTtepiasiaM peecTpauiiiHoro Aocbe
Hoso Hopgick,
[aHis (BUpo6HMK
Hepo3acoBaHOro
NPOAYKTY,
HarnoBHEHHSA B
MeHpin®, nepsrHHa
ynakoBKa, KOHTPOS1b
AKOCTI Ta
BiAnosiganbHM 3a
BWMYCK Cepiii
KiHLLeBOro
npoaykTty); Hoso
Hopgaick MNpoaykao
dapmaceyTika g0
Bpasinb NTga.,
Bpasunisi (BUPOGHMK
Hepo3gracoBaHol
npoAayKLUii, NnepBnHHa
Ta BTOPVHHA
ynakoBka); HoBo
Hopgaick
MpoatokcboH CAC,
®paHuia (BUPOBHUK
NpoAyKLii 3a NOBHUM
LMKIOM)
164.| HONMbMNA3A® | TabneTtku KPKA, a.4., CnoseHis BMPOGHULTBO «in CnoseHis/ BHECEHHS 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/7955/01/01
racTpope3nCTeHTHI HoBo mMecTo bulk», nepBnHHe Ta IHZis 3 AIKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHN y BUPOOHMLTBI. 3MiHa | peyenmom
no 20 mr, no 14 BTOPUHHE iMmnopTepa/aMiHu, L0 CTOCYTLCSA BUNYCKY Cepii Ta KOHTPO/I0
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Tabnetok y 6nictepi;
no 1 a6o no 2, abo
no 4 6nictepu y
KapTOHHiA KOpoo6Li

nakyBaHHs1,
KOHTPO/b cepii Ta
BUNyCK cepil
KPKA, a.4., HoBo
mecTo, CnoBeHis;
BMPOGHMLTBO «in
bulk», nepsuHHe Ta
BTOPVHHE
nakyBaHHS
Naypyc Na6c IMBT.
nra., IHgis;
KOHTpO/b cepii
KPKA, a.4., HoBo
mecTo, CnoBeHis;
KOHTpO/b cepii
KeMilickili iHCTUTyT,
CnoBeHis;
KOHTPO/Ib Ccepii:
Nab6eHa a.0.0.,
CnoBeHis

SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
AiNbHULI, Ha 5K 34JCHIOETLCS KOHTPOb/BUNPOBYBaHHS cepii) -
[0AaBaHHA AinbHULI AN KOHTposo cepii /13 /labeHa 4.0.0.,
CnoBeHis, po3TalloBaHili 3a agpecoto: Tecnosa 30, 1000
NMobnsaxa, CnoseHis

165.

HO/NNbMNASA®

Tabnetkun
racTpopesnCTeHTHi
no 40 wmr, no 14
Tabnetok y 6nictepi;
no 1 a6o no 2, a6o
no 4 6nictepn y
KapTOHHIA KopoobLi

KPKA, 4.4.,
HoBo mecTo

CnoseHis

BMPOGHULTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
BUNYCK cepii
KPKA, a.4., HoeBo
mecTo, CroBeHis;
BMPOGHULTBO «in
bulk», nepsuHHe Ta
BTOPVHHE
nakyBaHHs
Naypyc Na6c MNeT.
nrta., Hais;
KOHTpO/b cepii
KPKA, a.4., HoeBo
mMecTo, CrnoBeHis;
KOHTpO/b cepii
KeMilickili iHCTUTYyT,
CnoseHis;
KOHTPO/Ib cepii:
Nab6eHa g.0.0.,
CnoseHis

CnoseHis/
IHais

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn
3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
AIKOCTi FOTOBOrO flikapCbKoro 3acoby (3amiHa abo foAaBaHHS
[iNbHULI, Ha 5Kl 3AJCHIOETCS KOHTPO/L/BUNPOGYBaHHS cepil) -
[oaaBaHHA AinbHULI AN KOHTponto cepii 13 labeHa 4.0.0.,
CnoBeHis, po3TalloBaHili 3a agpecoto: Tecnosa 30, 1000
Mobnsaxa, CnoseHis

3a
peyenmom

UA/7955/01/02

166.

HOPAAPEHA
NIHY

KOHLEHTpAT Ansi
pO3uuHy Ansi

Nab6opaTtopis
AretaH

dpaHuis

JNlabopaTtopia AretaH

dpaHuis

BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis:
3MiHM | TMNY - 3MiHK LWoa0 6e3nekn/edeKTMBHOCTI Ta

3a
peyenmom

UA/4671/01/01




83

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
TAPTPAT iHcpysiiA, 2 mr/mn no thapmakoHarnagy (iHwWi 3MiHK) - 3aTBEPKEHHSA a/lbTepPHATUBHOIO
ATETAH 2 4 mn abo 8 mny TEKCTY MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby i3 3a3Ha4yeHHsAM
Mr/imn (Be3 amnyni; no 5 amnyn MiXXHapOAHMX NO3Ha4YeHb OAUHULb BUMipIOBaHHS. BBeAEeHHS 3MiH
CYNb®ITIB) y 6nicTepi; no 2 NPOTAroM 6-TW MICALB NiCNA 3aTBepAKEHHS
6nictepn y
KapPTOHHI KOpooLyi
167, HYMETA eMynbCisa Ans Bakctep C.A. Benbris Bakctep C.A,, Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17605/01/01
G16E iHdhy3iiA; no 500 mn Benbris 3MiHK |l Tuny - 3MiHK Wop[o 6e3nekn/edeKTUBHOCTI Ta peyernmom
(50 % po3uunH (BUNpobyBaHHs thapmakoHarnagy. 3MiH1 y KOPOTKili XapakTepucTuLi NikapcbKoro
rNOKo3n — 155 m; KOMMOHEHTIB 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT 419 MeANYHOro
5,9 % po3unH cknagy; 3aCTOCYBaHHS y 3B'AA3KY i3 HOBYMM JAaHUMW 3 SKOCTI, AOKNIHIYHUMU,
aMiHOKMCNOT 3 BMMNPOBYBaHHSA KNIHIYHUMY faHMK Ta faHuMK 3 dpapMakoHarnsagy - 3miHu
enekTponiTamu — NPOMiXXHOro BHeCeHO A0 IHCTpyKLUii 418 MeAUYHOro 3acToCyBaHHS NikapCbKoro
221 mn; 12,5 % npoaykTy (cymiLu 3aco6y A0 pos3ainis "OcobmBOCTi 3acTocyBaHHs", "Cnocio
ninigHa emynbcis — aMiHOKMCOT); 3acTocyBaHHsa Ta Ao3u", "MobiuHi peakyii”, "HecyMicHicTb".
124 mn) y BUPOGHMLTBO BBefeHHSA 3MiH NPOTAroM 6 MiCALiB Nicns 3aTBepIKEHHS
TpryKaMmepHoOMy cmuctemn
nnacTKoBoMy KOHTelHep/3akynop
nakeri. toBasIbHUIA 3aci6;
TpukamepHuii BVPOGHMLTBO
nNacTyKoBuiA NakeTt nikapcbkoro 3acoby,
ynakoBaHuil y HanoBHEHHS,
3axMCHy NiBKOBY NOKPUTTS 3aXMCHOI0
060/10HKY, L0 060/10HKOI0
MiCTUTb NOrAnHaY (overpouching);ctep
KMUCHIO Ta iHgMKaTop unisauis Ta
KMCHIO; MO 6 NakeTis ynakoBKa;
Y KapTOHHIli kopobui BUNPOGYBaHHSA
NiKapcbKoro 3acooy;
BUMYCK cepil)
168.f OMEMNPA30/1 | kancynu no 20 mr; TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/9067/01/01
no 10 kancyny "ACTPAGAPM "ACTPAGAPM" AZMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW JliKapCbKOro 3acoby - peyenmom
6nictepi; no 1 a6o 3 " 3arsepaxeHo: OMEMNPA3O0/T-ACTPA®APM OMEPRAZOLE-
6nicTepun B KOpooOLi ASTRAPHARM 3anponoHosaHo: OMEINPA30/1 OMEPRAZOLE
3 KAPTOHY
169. OPNIN® Kancynu Teepgi no xn Em Ipysia kv Em Ipysia BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/10148/01/01
120 wr; no 10 PapMacboTuK PapmacbioTrKanc AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
Kancyn y énictepi; anc MiCLil MPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro
no 3 6nictepu B nikapcbKoro 3acoby, BK/IYaoumM 4inbHULI BUNYCKy cepii abo micue
KapTOHHIA ynakoBL,i NpoBeAEHHS KOHTPO/IO AKOCTI. (4isANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, BK/IOYAKYM BUMYCK Cepili) - 3MiHa Ha3Bu
BMpo6HUKa M3, 6e3 3MiHn Micusi BUpobHULUTBA
170., OPYHIAN® PO34MH OpanbHUiA, TOB YKpaiHa AHcceH Benbris BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepianiB: 3MiHn | Tuny - 3a UA/2415/01/01
10 mr/mn; no 150 mn "[I)XOHCOH i dapmaueBTmka HB AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
y thnakoHi; no 1 L[DKOHCOH 3asBHUKA (BNACHMKA PeECTPaLLiiHOro NocBigYeHHs) - 3MiHa agpecu
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
donakoHy 3 YkpaiHa" 3aABHMKa
[103aTOpPOM B
KapPTOHHI KOpooLyi
171, OPTAKBIKC Kpanni ouHi, 5 CaHTeH AT PiHNsAHAA Bupo6HMK PiHnsaHgia/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/3755/01/01
® mr/Ma, no 5 mny BiAnoBiganbHW 3a HigepnaHngu 3MiHu 3 SKocCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. | peyernmom
donakoHi 3 BMPOGHMLITBO in 3amiHa abo BBeAEeHHSA 40AATKOBOI Ai/bHNL BUPOGHULTBA A5
KpanenbHuueto, no 1 bulk, nepBuHHe Ta 4acTUHM ab0 BCbOro BUPOBHMYOro NPoLEeCy roTOBOrO JliKapCbKOro
chnakoHy B BTOPUHHE 3ac06y (AinbHMLA AN BTOPUHHOTO NakyBaHHS) BBEAEHHS
KapTOHHIA Kopoo6Li nakyBaHHs, [04aTKOBOT AiNbHUL 4151 BTOPUHHOIO NakyBaHHSA MaHyhakTypiHr
KOHTPO/b SAKOCTI: MakariHr ®apmaka (MMN®) B.B., Higepnangu / Manufacturing
Hekct®apma AT, Packaging Farmaca (MPF) B.V., Netherlands. BeeaeHHs 3MiH
PiHNAHAIS,; NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAXEHHSA. 3MiHN | TUNy - 3MiHK
Bupo6HMK oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHm)
BiAnoBiganbHW 3a BHeceHHs 3MiH Ao po3giny “MapkysaHHsA" MKA 13"
BUMYCK cepii: 3artBepkeHo: MapkyBaHHsA. 3anponoHoBaHo: MapKyBaHHS.
CaHTeH AT, 3rigHO 3aTBEpAKEHOr0 TEKCTY MapkKyBaHHS. OHOB/IEHHS TEKCTY
PiHNaHAIS; MapKyBaHHS! YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
anbTepHaTUBHUI iHhopmauii Wwoao 3a3Ha4YeHHs OAUHULL BUMIPIOBAHHSA Y CUCTEMI
BUPOBHUK, Sl. BBeieHHS 3MiH NPOTAroM 6-T1 MicSLIB NiCNSA 3aTBEPLKEHHS.
BiAnoBiganbHW 3a 3MiHu | TURNY - AgMIHICTPaTUBHI 3MiHW. BunyyeHHs BUpo6HUYOT
BTOPUHHE OinbHUU (BKIOYaouM AinbHUL Ana AP, NPOMDKHOTO NpoayKTy
nakyBaHHs: ab0 roToBOro Nikapcbkoro 3acoby, AiNbHULI ANs NPOBeAEHHS
MaHyhakTypiHr nakyBaHHs1, BUPOOHYKa, BiANoBiAaNbHOro 3a BUMYCK Cepiid, micue
MNakariHr ®apmaka npoBefieHHA KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
(MMNo) b.B., martepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO 3a3HAYEHO
Higepnangu y [0CbE) BunyyeHHs BUPOGHWYOI AinbHuLi CaHTeH
dapmacbtotikan (Kutait) Ko. /itg., Kutaii (BUpo6HMK
BiAnoBiaanbHWIA 3a BUPo6HNMLTBO in-bulk, NnepBUHHE NakyBaHHS).
BBefieHHs1 3MiH NpoTArom 6-T1 MiCALIB MiC/1A 3aTBEPKEHHS
172, NEHTAKCUM | nopoLuok CaHodi PpaHuis CaHodpi MNactep, PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13010/01/01
® BAKUVNHA Haemophilus Mactep C.A. ®paHuia; CAHO®I ITanisa 3MiHuY Il TMny - 3MiHK 3 aKocTi. A®l. Cuctema peyenmom
ansa influenzae Tuny b Ta C.N.A., ITanis; YropwmHa KOHTeliHep/3akynoptoBasibHMIA 3aci6 (iHLWi 3MiHK) - 3MiHa cknagy
MPO®INAKT cycneHsis gns CaHodi-ABeHTiC CUCTEMU YNakoBKalyKynopka, sika BUKOPUCTOBYETLCA A1
KN iH'ekwii (0,5 mn); no Mpaiisit Ko. N74,, 36epiraHHsA KOH'fOroBaHoOro HeposdgacosaHoro nosicaxapuay
ONDTEPII, 1 cbnakoHy 3 YropwmHa Haemophilus b (PRP-T) — 3 noninponineHoBMx KOHTEHEpIB Ha
MPABLA, nopowkom Ta 1 KOHTeliHepy 3 nonieTnneHy BUCOKOI WinbHocTi (HDPE)
KALLUNMOKY nonepegHLoO
(ALUENMKONAP | 3anoBHEHOMY
HIA wnpuuy (0,5 mn) 3
KOMMOHEHT | npukpinneHoto
), ronkoto (a6o 2
noniomieni OKpemMnmu rosikamu),
Y LLIO MICTUTb
IHAKTUBOBA | cycneHsito ans
HA TA iH'EKLIiI, B KAPTOHHIl
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
BAKUUHA Kopobui; no 1
ansa donakoHy 3
MPO®INAKT nopoLukom Ta 1
KN nonepegHs0
IHOEKLLIIA, 3aroBHEHOMY
CMPUYUNHEH | wnpuuy (0,5 mn) 3
nx NPUKPINIEHO0
HAEMOPHIL ronkoto (a6o 2
usTuny B OKpeEMUMU rofiKkamu),
KOH'FOFOBA O MICTUTb
HA, cycneHsito g
AACOPBOBA | iH'ekuiii, B
HA cTaHfapTHO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHI Kopo6Li (3
iHCTpYKLUj€lo Ans
MeAMYHOro
3acToCyBaHHs)
173, NTOMANIAOMI | kancynu TBepgi no 2 TOB YkpaiHa BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/18299/01/01
A-BICTA Mr; no 21 kancyniy "papmaueBTu (NOBHWIA LWKN): Yecbka 3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6. Cuctema peyenmom
thnakoHi, no 1 YyHa KOMNaHis CiHTOH Xicnanis, Pecny6nika KOHTeliHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
donakoHy B Bicta" C.J1., IcnaHis; rOTOBOrO JlikapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb

KapTOHHIA KOpooLi
abo Mo 7 kancyny
6nictepi, no 3
6nictepun B
KapTOHHI/ KopoobLi

KOHTPO/b SKOCTI
(hizvKo-XiMiuHWMiA):

KBiHTa-AHaniTika

C.p.o., Yecbka
Pecnyb6nika;

KOHTPO/b AKOCTI
(MikpobionoriyHmi):
ITECT nntoc, c.p.o.,
Yecbka Pecnybnika

(Hanpuknag TabneTok, amnys TOL0) B YNakoBL;i:) - 3miHa nosa
Aiana3oHoM 3aTBepA)KeHNX PO3MIpIB yNakoBKM - BBEAEHHS
[0[aTKOBOT yNakoBku - No 21 kancyni 'y nakoHi, no 1 dpnakoHy B
KapTOHHI KopobLi anst 4o3yBaHHs 2 Mr, 3 Mr, 4 Mr, 6e3 3MiHU
nakyBa/IbHOro mMatepiasy, 3 BiANOBIAHUMY 3MiHAMU Y p.
«YnakoBka»; 3MiHu | Tuny - 3MiHu Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHLi 3MiHW) - 3aTBEPKEHHS IHCTPYKUIT Ans
Me[MYHOr0 3aCTOCYBaHHS Ta TEKCTY MapKyBaHHA A48 JOAATKOBUX
yMakoBOK roTOBOI (hOpMM NiKapCbKOro 3acoby; 3MiHu | Tuny - 3MiHn
3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWi 3aci6. 3MiHa Y NepBUHHIV ynakoBsLj
roTOBOrO JliKapcbKoro 3acoby (SKiCHUIA Ta KinbKiCHWIA cknag) -
Teepai nikapcbki hopmun
CynyTHS 3miHa
- 3MiHK 3 AKoCTi. FoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
(Hanpuknag TabneTok, amnys TOLLO) B ynakoBLi:) - 3MiHa no3a
JianasoHoM 3aTBepKEHUX PO3MipiB YNakoBKM - BBEAEHHS
[04aTKOBOI NEPBMHHOT ynakoBkm (6s1icTep), a came no 7 kancyny
6nicTepi, No 3 61icTepy B KAPTOHHI KOPOOLi ANsi 4O3YBAHHS 2 Mr,




86

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
3 Mr, 4 mr, 3 BIANOBIAHMMU 3MiHAMU Y P. «YNaKoBKa»
174 NOMANIAOMI | kancynu TBepai no 3 TOB YkpaiHa BVPOGHMLTBO Icnanis/ BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn 3a UA/18299/01/02
A-BICTA Mr; no 21 kancyniy "hapmaueBTu (noBHWIA LyKN): Yecbka 3 AKoCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
donakoHi, no 1 YHa KOMNaHis CiHTOH XicnaHisi, Pecny6nika KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
chnakoHy B Bicta" C.J1., IcnaHis; rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
KapTOHHIA Kopoo6Li KOHTPO/b AKOCTI (Hanpuknag TabneTok, amnys TOLLO0) B yNakoBLi:) - 3MiHa no3a
abo no 7 kancyny (pi3vKO-XiMiuHWMiA): Liana3oHOM 3aTBEpPKEHNX PO3MIpIB YNakoBKX - BBEAEHHS
6nictepi, no 3 KBiHTa-AHaniTika [04aTKOBOI yNakoBKy - No 21 kancyni y ¢pnakori, no 1 onakoHy B
6nictepu B c.p.o0., Yecbka KapTOHHI KopobLi Ans fo3yBaHHS 2 Mr, 3 Mr, 4 Mr, 6e3 3MiHU
KapTOHHIA KOopooLi Pecny6nika; nakyBaslbHOrO MaTepiany, 3 BignoBigHVMM 3MiHAMK Y p.
KOHTPOb SKOCTI «YnakoBKa»; 3MiHu | Tuny - 3MiHK Wopao 6e3nekn/edheKTUBHOCTI Ta
(mikpobionoriyHui): thapmakoHarnagy (iHwi 3MiHW) - 3aTBEePKEeHHS IHCTPYKUIT Ans
ITECT nntoc, c.p.o., MeAMYHOro 3aCTOCYyBaHHA Ta TEKCTY MapKyBaHHSA AN15 A04ATKOBUX
Yecbka Pecnybnika yMakoBOK roTOBOI (hOPMM NiKAPCbKOro 3acoby; 3MiHu | Tuny - 3MiHu
3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHK 3aci6. 3MiHa Y NepBUHHI ynakoBLj
roTOBOrO MiKapCbKOro 3acoby (SKiCHWIA Ta KifbKICHWI cknag) -
Teepai nikapcbki hopmun
CynyTHS 3MiHa
- 3MiHK 3 AIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBKu
roTOBOro Nikapcbkoro 3acoby (3miHa KiNbKOCTi OAUHULE
(Hanpuknag TabneTok, aMmnyn TOLLO) B yNakoBLi:) - 3MiHa nosa
JianasoHoM 3aTBepKEeHUX PO3MIpIB YNakoBKKN - BBEAEHHS
[0[aTKOBOT NEePBUHHOI ynakoBku (6nictep), a came no 7 kancyny
6nicTepi, no 3 6ricTepyn B KAPTOHHI KOpOOL,i AN18 A03YBaHHA 2 M,
3 ™r, 4 Mr, 3 BiANOBIAHUMUN 3MiHAMU Y P. «YTNaKoBKa»
175 NOMANIAOMI | kancynu TBepai no 4 TOB YkpaiHa BVPOGHNLTBO Icnanis/ BHECEHHSA 3MiH [0 peecTpauiiiHux maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/18299/01/03
A-BICTA Mr; Mo 21 kancyniy "®hapmaueBT (MOBHWMIA LMKN): Yecbka 3 sKoCTi. [0TOBWI Nikapcbkuii 3aci6. Cuctema peyenmom
donakoHi, no 1 YHa KOMNaHis CiHTOH XicnaHis, Pecny6nika KOHTeliHep/3aKynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBKu
hnakoHy B Bicta"

KapTOHHI KOpooLi
abo no 7 kancyny
6nictepi, no 3
6nictepn B
KapTOHHIlA KOpoo6Li

C.J1.,, IcnaHis;
KOHTPO/Ib SKOCTI
(pizvKo-XimMiuHWMiA):
KBiHTa-AHaniTika
C.p.0., Uecbka
Pecny6nika;
KOHTPO/b SKOCTI
(mikpo6ionoriuHuni):
ITECT nntoc, c.p.o.,
Yecbka Pecny6nika

rOTOBOrO /iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
(Hanpuknag TabneTok, aMmny TOLL0) B yNakoBLi:) - 3MiHa nosa
JianasoHoM 3aTBepAKEHUX PO3MIPIB YNaKoBKMN - BBEAEHHS
[04aTKOBOI YNakoBKu - No 21 kancyni y pnakoHi, no 1 onakoHy B
KapPTOHHI KOPOOLj 419 A03yBaHHSA 2 Mr, 3 Mr, 4 Mr, 6€3 3MiHK
nakyBaslbHOro MaTepiany, 3 Bi4noBigHVMU 3MiHaMK Y p.
«Ynakoska»; 3MiHu | Tuny - 3MiHK LWoAo 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - 3aTBEPAKEHHS IHCTPYKUIT Ans
MeAMYHOro 3aCTOCYBaHHA Ta TEKCTY MapKyBaHHS 415 [04aTKOBUX
yNakoBOK roToBOi (hopMM NiKapCbKOro 3acoby; 3MiHu | Tuny - 3MiHu
3 sKoCTi. [0TOBWIN Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHKiA 3aci6. 3MiHa Yy NepBUHHIV ynakoBLj
rOTOBOrO /liKapcbKoro 3acoby (siKicHUiA Ta KinbkKicHWIA cknag) -
TBepai nikapcbki hopmun

CynyTHS 3MiHa
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
- 3MiHK 3 siKOCTi. FOoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
rOTOBOrO JliKapCbKoro 3acoby (3MiHa Ki/IbKOCTi 0AMHMLb
(Hanpuknag TabneTok, amnys TOLW0) B yNakosLi:) - 3mMiHa nosa
Aiana3oHoM 3aTBepA)KEHNX PO3MIPIB YNaKkoBKM - BBEAEHHS
[04,aTKOBOT NEePBUHHOI ynakoBku (6icTep), a came no 7 kancyny
6nicTepi, No 3 61icTepU B KAPTOHHI KOPOOLi AN A03YBaHHS 2 Mr,
3 ™r, 4 mr, 3 BigNoBigHVMU 3MiHAMW Y p. «YNakoBka»
176, NPO3EPVH PO34UH OS5 iH'EKLLNA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/6253/01/01
0,5 mr/mn; no 1 mn B 06MmexXeHo 06MEXEHO 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni, no 10 BiANOBIAabHI BiANOBIAA/TbHICTIO hapmakoHarnsagy (iHWi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHS
amnyn y navuj 3 CTIo "[ocnigHnii 3aBofg yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
KapToHy; No 1 Mn B "LocnigHwnii "THUC", YkpaiHa 3a3HavyeHHs OAVHULLL BUMIPIOBaHHSA y cucTemi Sl. BBeAeHHs 3MiH
amnyni, no 10 3aB0[, (KOHTpOAb AKOCTI, NpOTArom 3-x MiCALIB NiCNA 3aTBEPAKEHHS
amnyn y 6nictepi, no "rHuIC BUNYyCK cepii);
1 6nicTepy B nauui 3 ToBapucTBO 3
KapToHy obmexeHo
BiANOBIgANbHICTIO
"GapmaueBTnyHa
KoMnaHis
"3p0poB'a”, YkpaiHa
(Bci cTagii
BMPOGHMLITBA,
KOHTPO/Tb AKOCTI,
BMNYyCK cepii)
177.| NPOTA®AH® | cycneHsis gns A/T Hoeo [aHis A/T Hoso Hopgick, [anis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/2700/01/01
HM iH'ekuiin, 100 MO/mn; Hopgaick [aHist (BUpo6HMK PpaHuis TexHiYHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015t1 Ne 460) - | peyenmom

no 10 mMn y dh1akoHi;
no 1 cpriakoHy B
KapTOHHIlA KOpoo6Li

NS MapKyBaHHS Ta
yNakoBKM ¢h/1aKOHiIB,
BTOPVHHOTO
nakysaHHs); A/T
Hoso Hopaick,
[aHist (BUpo6HMK
Hepo3dhacoBaHoro
NPOAYKTY,
HanoBHEHHSA B
h1akoHu, NepBUHHA
ynaKkoBKa, KOHTPO/Ib
AKOCTI Ta
BiANOBIAaIbHUIA 38
BMNYCK Cepiit
KiHLLeBOro
npoaykTty); Hoso
Hopgaick
MpogatokcboH CAC,

BrnpaBneHo TexHiYHY NOMU/IKY B TEKCTI MapKyBaHHS yNakoBKN
nikapcekoro 3acoby. 3AMNPOMOHOBAHO: 15. ANA NIKAPCbKNX
3ACOBIB, AKI MPU3HAUEHI /19 CAMOCTIVIHOIO
NIKYBAHHA — IHOPOPMALIA LWLOAO 3ACTOCYBAHHA. Mepep,
BMKOPUCTaHHSAM NpOYNTaTL IHCTPYKLit0.BrganaTv ronky nicns
KOXHOIT iH’eKLii.
3a3HayeHe BUMNpaB/IEHHS BiANOBiJae MaTepiasiam peecTpaviliHoro
[0CbE
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
®paHuin (BUPOOHUK
NpoAyKLii 3a NOBHUM
LIMK/TOM)
178, NYPEFOH® PO34UH ON1s1 iH'EKL;iA, LWepiHr-Mnay Lseiiuapi Bettep dapma- HimeyunHa BHECEHHS 3MiH [0 peeCTpaLjiiiHuX MmaTepiasis: 3MiHU | TUMY - 3MiHK 3a UA/5023/01/01
833 MO/mn; no CeHTpan Ict A ®epTuryHr MrmoX i 3 akocTi. CepTudpikaT BignosigHocTi/l E-cepTudikar BiANOBIgHOCTI | peyenmom
0,420 mn (300 Al Ko. KI', HimeuunHa €Bponeiicbkiin hapmakonei/MoHorpadii. 3mMiHW, NoB'A3aHi 3

MO/0,36 mn) abo
0,780 mn (600
MO/0,72 mn) y
KapTpuaxi; no 1
KapTpuaoxy y
BiAKPUTOMY
NNacTKoBOMY JIOTKY
B KOMM/IEKTI 3
rosiKkamu, no 2
KOMNEKTW roNoK — 2
KapTOHHI KOPOOKM
(KoXeH KoMNeKkT no
3 roJIKn, KOXXHa
ronka B
iHAMBIOya/ibHOMY
nnacTKoBoMy
KOHTeliHepi) y
KapTOHHI navi

(Bi3yanbHa
iHcnekuis); Bettep
Papma-depTUryHr

M6X i Ko.KT,
HimeuunHa
(BMpPOGHMLTBO
Hepo3gacoBaHO|
npoaykuii Ta
nepBUHHA ynakoBKa,
KOHTPO/b AKOCTI,
TeCcTyBaHHSA
CTEPUSILHOCTI Ta
bakTepianbHUX
€HOO0TOKCHMHIB
roToBOro
niKapcbKoro 3acoby
(koHTpO/b sIKOCTI TA
TecTyBaHHSA
CTabinibHOCTI),

BisyasibHa
iHcnekuis); BetTtep
dapma-depTiryHr

v6X i Ko. KT,

HimeuunHa
(KOHTPO/Ib IKOCTI,

TeCcTyBaHHS
CTEPUSILHOCTI Ta

bakTepianbHUX
€HOO0TOKCHYHIB
roToBOro
niKapcbKoro 3acoby
(koHTpO/b sIKOCTI TA
TecTyBaHHSA
CTabifibHOCTI),
BisyasibHa
iHcnekuis); H.B.
OpraHoH,
Higepnangu
(KOHTPO/Ib SKOCTi Ta

HeOoO6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii APY
abo €sponeickKoi hapmakonei, abo iHLOT HaLioHabHOT
thapmakonei gepxasu €C (iHWi 3MiHN) - BupobHukom
3anpornoHoBaHo 3aTBepAUTU GiflbLL XXOPCTKI BUMOTM 0
cneumdikauii Ha 6i0aKTUBHICTb 4715 BiANOBIAHOCTI €BpoONenchkil
dapmakonei, MoHorpadia 2285 ansa conitponiHy. Kpim Toro,
NPONOHYIOTLCS HE3HAYHI 3MIHU 4151 Y3rOAXXEHHS [OCbE 3 NOTOYHUM
BMPOGHMYMM NPOLLECOM Ta aHaNiTUYHUMK MeTogamu. Takox
BHOCATLCS 3MiHU 0 crevumdikaLii Ha roToBWiA flikapcbkuii 3aci6
4ns i npuBeAeHHs Yy BIANOBIAHICTL A0 OHOBMEHOI crnieuudikaLii Big,
BMPO6GHMKA, BiAMNOBIAHO OHOBMETLCA iHGhopMaLis B MeToaax
KOHTPOJIO SAIKOCTi. BBEAeHHA 3MiH NpoTArom 3-x micsAuis nicns
3aTBEPAKEHHS.
3MiHu |l TURY - 3iHK 3 AkocTi. API. KoHTponb AdI. 3miHa y meToAax
BMNpo6yBaHHA A®I abo BUXigHOro MaTepiasty/mpoMiKHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpO6HMLTBA AP (CyTTEBA 3MiHA Y
6ionoriyHOMy/iMyHONOrYHOMY/iIMyHOXIMIYHOMY MeTozj
BUNPobyBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETLCA
6ionoriyHniA peareHT s GionoriyHoro A®l, abo Moro 3amiHa) - Ha
CbOrOAHILWHIN AeHb ANs ineHTudikalii honniTponiHy 6eta
BMKOPVCTOBYETLCA METOZ, NENTUAHOT KapTU ANs eHAoNpoTeiHa3n
LysC, eksiBaneHTHu1 meTogy B Ph. Eur., moHorpacis 2285.
HoBwii meTog NenTugHoOT KapTy 3aCHOBAHWI Ha PO3LLEN/IeHHI
choniTponiHy 6eTa TPMNCUHOM 3 NOAA/TLLUNM TECTyBaHHAM
MeTOo0M 3BOPOTHLO-ha3oBoi BEPX. Lieil HoBWit meTop,
NpUHaAMHI TaKuii Xxe CyBOPWiA, SIK i NOTOYHWIA; BiH
BMKOPUCTOBYETLCA AN 13 doparMeHTiB 3aMicTb 12. OTxXe, HOBUIA
MeTof [03BOMSE HAZIHO Ta TOYHO iAeHTUAIKyBaTW NikapcbKy
peyoBuHY hoNiTPOMiH 6eTa i BBaXAETbCA afekBaTHIM A5
KOHTPO/II0 SIKOCTI, 6e3nekun Ta echekTUBHOCTI dhoniTponiHy beTa
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
TeCcTyBaHHS
cTabinbHoOCTI,
BTOPWHHA ynaKkoBka,
[103BiN Ha BUNYCK
cepii)
179. PAMINPUN- Tabnetkv no 2,5 wr; TOB "TeBa YkpaiHa Mepkne Mv6X, HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/16689/01/01
TEBA no 10 TabneTtok y YkpaiHa" HimeuunHa 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi; no 3 abo 6 (BUPOGHMLTBO hapmakoHarnsgy (iHwi 3MiHKn) - BHECEHHS 3MiH 40 po34iny
6nictepiB y kopobui Hepo3dhacoBaHOro “MapkyBaHHs"” MKA 13: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
NpOAYKTY, A03BiN Ha 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
BWMYCK cepil); MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby i3 3a3HaYeHHAM
Mepkne M'm6X, MDKHaPOAHUX NO3HAYeHb OAUHNLL BUMIPIOBaHHSA. BBeAeHHS 3MiH
HimeuunHa NPOTAroM 6-TW MICALB NiCNA 3aTBePAKEHHSA
(nepBuHHa Ta
BTOPWHHA ynaKkoBka,
KOHTPO/1b SIKOCTI)
180., PAMINPUN- TabneTtkn no 5 mr; TOB "TeBa YkpaiHa Mepkne 'vbX, HimeyunHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/16689/01/02
TEBA no 10 Tabnetok y YkpaiHa" HimeuunHa 3MiHM | TURY - 3MiHKW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 3 abo 6 (BUpPOGHNLTBO hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy
6nicTepiB y kopobu;i Hepo3dhacoBaHOro “MapkyBaHHsI” MKA N13: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
NpoAyKTY, A03BiN Ha 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
BUMNYCK cepil); MapKyBaHHS YMakoBKM NiKapCbKOro 3acoby i3 3a3Ha4eHHAM
Mepkne M'm6X, MDKHapPOAHUX NO3HAYeHb OAMHNLL BUMIPOBaHHA. BBegeHHs 3MiH
HimeuunHa NPOTAroM 6-TW MICALB NiCNA 3aTBePAKEHHSA
(nepsBuHHa Ta
BTOPWHHA ynaKoBka,
KOHTPO/b SIKOCTI)
181, PAMINPUN- Tabnetku no 10 mr; TOB "TeBa YkpaiHa Mepkne 'vbX, HimeuunHa BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepianis: 3a UA/16689/01/03
TEBA no 10 Tabnetok y YkpaiHa" HimeuunHa 3MiHM | TURY - 3MiHK Woa0 6e3nekn/edeKTMBHOCTI Ta peyenmom
6nicTepi; no 3 abo 6 (BMPOGHULITBO thapmakoHarnsagy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po34iny
6nicTepiB y kopobL;j Hepo3dghacoBaHOro “MapkyBaHHs" MKA N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
NpoAYyKTY, A03BiN Ha 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
BUNYyCK cepii); MapKyBaHHS YNakoBKM /iKapCbKOro 3aco0y i3 3a3HaYeHHsIM
Mepkne Mv6X, MiKHapOAHWX NO3HAa4YeHb OAUHULIb BUMIpIOBaHHSA. BBeAEHHS 3MiH
HimeuunHa MPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS
(nepBuHHa Ta
BTOPWMHHA YNakoBKa,
KOHTPO/b SIKOCTi)
182, PEBIT apaxe, no 80 apaxe AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/4680/01/01
B KOHTElHepax "KNIBCbKM BITAMIHHW 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
(6aHoukax); mo 80 BITAMIHHWIA 3ABOA" thapmakoHarnagy (iHwi 3MiHM) - OHOB/IEHHSI TEKCTY MapKyBaHHS
[Apaxe B KOHTeliHepi 3ABO4" yrnakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao

(6aHouui); no 1
KOHTEeliHepy
(6aHo4Ui) y nayui

3a3HavyeHHs OAMHMLb BUMIPIOBAHHS Y cucTeMi Sl. BHECEHHS 3MiH
[0 posgainy “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
MAPKYBAHH#A 3rigHo 3aTBEpAXEHOMY TEKCTY MapKyBaHHS.
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep

peecmpayjiliHo2o

nocsi0YeHHs1

BBefeHHs 3MiH NPOTAroM 6-Tu MicALIB Nic/a 3aTBepPAKEHHSA

183,

PEBMOKCUK
AM®

cynosuTopii
pekTasibHi no 15 mr,
no 5 cynosutopiis y
6nictepi; no 1
6nictepy y nauuj 3
KapToHy

AT "®dapmak”

YkpaiHa

MpusatHe
akuioHepHe
TOBapUCTBO "J1ekxim
- XapkiB", YKpaiHa;
AT “dapmak”,
YKpaiHa

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliintHux maTepiasis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
3asiBHUKA (BNacHMKa peecTpaLiiHoro nNocBig4eHHs!) - 3MiHa
HalilMeHyBaHHSA Ta agpecu 3asBHUKA. 3MiHN BHECEHI B iIHCTPYKLIiHO
0719 MeNYHOro 3acTocyBaHHsA J13 LWoA0 MiCLe3HAaXOMKEHHS
3as1BHMKA 3 BIANOBIAHUMN 3MiHAMW B TEKCTI MapKyBaHHS yNakoBOK
(BBegeHHs 3MiH MPOTAroM 6-Tv MicsLiB NiCNs 3aTBEPAXKEHHS);
3MiHY | TRy - AAMIHICTPaTVBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecun micLa NPoBaMKEHHS LiANbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JIikapcbKoro 3acoby, BK/IYaoun
AinbHULI BUNYCKY cepii abo MicLie NPOBeAEeHHS KOHTPOJIHO SKOCTI.
(misnbHICTB, 3a AKy BigNOBIAAE BUPOOHUK/IMNOPTEp, BKIHOYaOUN
BUMYCK Cepiii) - 3MiHa HallMeHyBaHHA Ta agpecu BUpobHuKa 6e3
3MiHM Micust BUpO6HULTBA. 3MiHU BHECEHI B iHCTPYKLi0 AnA
Me[MYHOro 3acTocyBaHHs /13 WoAo0 MicLe3HaxXomKeHHs
BMPOGHMKA 3 BiANOBIAHUMY 3MiHAMUW B TEKCTi MapKyBaHHS
ynakoBoK (BBefeHHS 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK Woa0 6e3nekn/edheKTUBHOCTI
Ta chapmakoHarnsgy - BHeceHHs 3MiH fo po3giny “MapkyBaHHSA"
MKS 13. OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKW JTiKapCbKOro
3aco6y 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHH OANHULLb
BMMIpIOBaHHsA y cucteMi S| Ta ONOBHEHHS iHhopMaLii Woao Aatu
3aKiHYeHHs TepMiHy nNpuaaTHocTi (BBeAeHHSA 3MiH NPOTAroM 6-Tu
MicALiB Mic/A 3aTBepAKEHHS)

3a
peuyerimom

UA/8230/01/01

184.

PEBMOKCUK
AM®

PO3YMH A8 iH'EKUIN
1%nol5wmnsB
amnyni; no 3 abo 5
amnyn y 6nictepi; no
1 6nicTepy y nauui;
no 1,5 mn B amnyni;
no 5 amnyn y navui

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHuW | Tuny -
AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
3asBHUKA (B1aCHMKa PEECTPALiHOro NOCBIAYEHHS) - 3MiHA
HaliMeHyBaHHs Ta agpecu 3asBHuka (BBefeHHSA 3MiH NpoTArom 6-
TN MICALIB NicNA 3aTBEPLKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI
3MiHW. 3MiHa HalilMeHyBaHHA Ta/abo afpecy MicLs NPOBaKEHHS
LisiNIbHOCTI BUPO6OHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IO4AK0UM AiNbHULj BUMYCKY cepil abo Mmicue npoBefeHHS
KOHTPOIO AKOCTI. (fisANbHICTb, 3a SKY BiANoBigae
BMPOGHUK/IMNOpPTEpP, BK/IOYAOYN BUMYCK CEpIii) - 3MiHa Ha3BK Ta
agpecy BUpo6HMKa, 6e3 3MiHW MicLst BUPO6HULTBA. 3MiHU BHECEHI
B IHCTPYKLiO A48 MeAMyHOro 3actocyBaHHs /13y p. "BUpPOGHUK",
"Micue3HaxoKkeHHs1 BUPOOHMKa Ta oro agpeca Micusi
NpoBaPKEHHA AiS/IbHOCTI" 3 BiANOBIAHUMMN 3MiHAMUN B TEKCTI
MapKyBaHHS ynakoBok. (BBefeHHs 3MiH NPOTAroM 6-Tu micsLis
nicnia 3aTBepMKEHHS); 3MiHN | TRy - 3MiHW WOoA0
6e3nekn/edeKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH A0 po3giny «MapkyBaHHs» MKA N13»:
3aTBep/pKkeHo: Bianosigae HagaHoMy TEKCTY MapKyBaHHS
3anponoHoBaHo: 3rifHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS

3a
peyenmom

UA/0759/02/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKY J1iKapCbKOro 3acoby 3
BHECEHHAM iHthopmav,ii LWoAO 3a3HAYEHHS OAUHULb BUMIPIOBAHHS
y cucTemi Sl, foAaHHS 10roTMny Ta AoNoBHEHO cpazsy "Ans
AeTanbHOI iHhopmauii AMB. IHCTPYKLiO ANA MeAUu4HOro
3acTocyBaHHA" (BBeAEHHS 3MiH NPOTAroM 6-T1 MicsALiB nicns
3aTBEPAKEHHS)
185, PEMATA PO34UH ON8 iH ek, AMIXKEH HigepnaH MapKyBaHHS, HigepnaHgy | BHECEHHS 3MiH 0 peecTpavliiiHux maTepianiB: 3MiHu | Tuny - 3MiHn 3a UA/17010/01/01
140 mr/mn; no 1 mn €spona b.B. an BTOPUHHE / 3 aKocTi. FoToBWIA Nikapcbkuii 3aci6. Cuctema peyenmom
pO34MHy B nakyBaHHs, BUMYCK Ipnangis/ KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu
nonepegHL0 cepil: CLWA roTOBOrO NiKapCbKOro 3acoby (BU/yYEHHs1 YNakoBK/ NEBHOIO
HarnoBHEHHOMY AmMaxeH €spona pO3Mmipy) - BUIyYEHHS YNaKoBKU MO 1 M/ po3unHy B nonepeaHbo

Lwnpu1ui-py4ui; no 1
a60 Mo 2 wnpum-
PYYKM B KAPTOHHIl
Kopoo6Li

B.B., HigepnaHaw,
BMNYCK cepil:
AMIXEH
TekHonoaxi
(AleneHnp)
AnnimiTeg Komnai,
Ipnangis;
BMPOBHULTBO,
nepBuHHE
nakyBaHHs,
MapKyBaHHS,
BTOPUHHE
naxkyBaHHs:
AMIXeEH
MaHydhekuypiHr
Nimiteq, CLUA

HanoBHeHOMY LUNpuui; no 1 wnpuuy y 6nictepi; no 1 6nictepy B
KapTOHHIiA KOPO6Li 3 MapKyBaHHSIM YKPaiHCbKOK MOBOIO Y 3B'A3KY 3
MapKeTVHIOBUM PiLLeHHSAM KOMMaHii. 3MiHM BHECEHO A0 IHCTPYKLUT

ON9 MeAUYHOro 3acTOCYBaHHS NikapCbKoro 3acoby 0 po3finis

"Cknapg" (BHeCeHO pefakuiiiHi npasku), "YnakoBka" (BUTYyYEHHS
NeBHOro po3mipy ynakoBku) BBefgeHHst 3MiH NpoTsArom 6-Tv MicsLiB

nicns 3aTBepmpKeHHs; 3MiHun | Tuny - 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabifnibHICTb. 3MiHa y TepMiHax NpUAATHOCTI
a60 ymoBax 36epiraHHs rOTOBOrO J1ikapCbKOro 3acoby
(36inbLUEHHS TEpMiHY NPUAATHOCTI FOTOBOTO JliKapcbKoro 3acoby) -
36iMbLUEeHHSA TepMiHY NPUAATHOCTI NikapCbKOro 3acoby
6i010ri4YHOro/iMyHOOMNYHOTO MOXO)KEHHS HA OCHOBI pe3y/bTarTiB
[ocnigpKeHb cTabifibHOCTI, NpoBeAeHMX BiANOBIAHO 40
3aTBEPKEHOro NPOTOKOY - 36i/1bLUEHHS TEPMiIHY NPUAATHOCTI
roTOBOrO /IiKAPCbKOro 3ac06y Ha OCHOBI NO3UTVBHUX pe3y/bTaTiB
[OBrOCTPOKOBMX AOC/iKEHb CTabiNIbHOCTi y peasibHOMY yaci:
3arBeppKeHo: TepMiH NPUAATHOCTI 2 pOKU 3anponoHOBaHO:

TepmiH npugaTHOCTi 3 pokn. 3MiHM BHECeHO [0 IHCTpyKLii Ans

MeAMYHOro 3acTOCYBaHHS MikapCbKoro 3acoby A0 po3giny "TepmiH
npuaatHocTi" (BBeAeHHS 3MiH NPOTAroM 6-TW MicALiB nicas
3aTBEPMKEHHS); 3MiHK || TMRY - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (4oAaBaHHA HOBOrO TePaneBTUYHOrO
nokasaHHs abo 3miHa y 3aTBepKEHOMY NOKa3aHHI) - 3MiHK
BHeCeHO A0 [HCTPyKLUii 419 MeAUYHOro 3acTOCyBaHHSA NiKkapCbKoro
3acoby fo po3giny "MokasaHHS"

Ta K Hacnigok Ao po3ginis "dapmakonorivyHi BNacTmeocCTi",
"Cnocib 3acTtocyBaHHS Ta fo3un" (BBeAeHHS 3MiH NpOTArom 6-Tu
MicsILiB MicNs 3aTBEpMKEHHS); 3MiHK || Tuny - 3MiHW Woao
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. 3mMiHu y KopoTkil
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHSA Ta
IHCTPYKLT A8 MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMMU
AaHVIMU 3 SKOCTi, AOK/MIHIYHAMU, KAIHIYHUMW AaHVMKU Ta AaHUMK 3
dhapmakoHarnsgy - 3miHM BHECEHO A0 IHCTPYKLIT 41 MeANYHOro
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3aCTOCYBaHHSA NikapcbKoro 3acoby A0 po3Ainis "dapmakonoriyHi
BNacTMBOCTI" (80 Migpo3ainy "dapmakogmHamika" BHECEHHS faHnX
pe3ynbTaTiB AOC/iMHKEHHA 6exnekn Ta epeKTUBHOCTI NTikapcbKoro
3ac00y y XBOPUX 3 TSHKKMMU CTaHamm CimeiHoT
rinepxonectepuHemii) BBefeHHs 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS; 3MiHU || Tuny - 3MiHK WoAo 6e3nekn/edheKTBHOCTI
Ta hapmakoHarnsgy. BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB Buaui peecTpauiliHoro noceig4eHHs, Bkaoyaroun Mnax
ynpaB/iHHA pu3nkKamn (3acTocyBaHHS 3MiH(1), Ski(a) BUMaratoTb(€)
nofasibLLIoro 06r'pyHTYBaHHS HOBUMU A0AATKOBUM AaHUMMU, LLO
MalTb HaJaBaTUCs KOMNETEHTHUM OpPraHoM, OCKifTbKn
BMMAraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) - OHOB/IEHO
MnaH ynpasniHHA pu3nkamu Bepcis 5,1. 3MiHWM BHECEHI [0 YacTuH
«Cneuudikauis 3 6esnekn», «lnaH 3 hapmakoHarnsgy», «3axogm
3 MiHimi3auii pusukiB», «Pe3tome niaHy npaBAiHHA pU3KaMu» y
3B’A3KY 3 OHOB/IEHHAM OCHOBHUX €TaniB fOC/ifKeHb Ta
3aBEpPLUEHHAM OLHOr0 3 AOCNiMKeHb, a TakoX BiAMNOBIAHO A0
pekomeHgauii Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems (Rev 2)) Ta
pe3ynbTaTiB AOCAIHKEHb. 3MiHWN BHECEHO A0 IHCTpyKuii ans
MeZJMNYHOro 3aCTOCYBaHHS fikapcbKoro 3acoby [0 po3Ainis
"®apmakonoriyHi BnactnsocTi”, "Ocob/MBOCTi 3aCTOCYBaHHS",
"Cnoci6b 3acTocyBaHHA Ta fo3mn", "MobiuHi peakui™ (BigkoperosaHa
iHchopMmavis 3 6e3neku BigNOBILHO OHOBIEHOTO NaHy YNpaB/liHHA
pu3nkamu) (BeefeHHs 3MiH NpoTAaromM 6-Tu micauiB nicns
3aTBEPAKEHHS); 3MiHN | TUNY - 3MiHK WOA0 6e3nekn/edeKTUBHOCTI
Ta dpapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTu,i
NiKapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKUii Ans
MeJMYHOro 3aCTOCYBaHHA Ha NigcTasi perynsipHo OHOB/IOBAHOTO
3BiTYy 3 6e3Mnekn Nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCbKoro 3acoby B Mic/sipeecTpaviiiHnii nepios,
ab0 fK pe3ynibTar OLiHKM 3BITY 3 AOCNiAKEHb, NPOBEAEHNX
BiANOBIAHO A0 MiaHy negiatpuyHnx gocnimxersb (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVM OPraHoMm) - 3MiHW
BHECEHO A0 IHCTPYKUIiT 4719 MEANYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "Cnocib 3actocyBaHHs Ta fo3un", "MobiyHi
peakuii” (3a pekomeHaauieto PRAC) BeefeHHA 3MiH NpOTArom 6-
TN MicsLiB Nicns 3aTBEpAKEHHSA

186.

PUBOKCUH

TabneTku, BKpUTI
NnNiBKOBOKO
060/10HKO10, M0 200
mr, no 10 TabneTok
y 6nictepax; no 10
TabneTtok y bnictepi;
no 5 6nictepis y

AT

"KUIBCbKN

BITAMIHHWA
3ABOJ"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHAI
3ABOA"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHKM | TUNY - MiHW Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
“MapkyBaHHs" MKA J13: 3anponoHoBaHo: MapkyBaHHSA. 3rifHO
3aTBEPAKEHOMY TEKCTY MapkyBaHHA. OHOB/IEHHSI TEKCTY
MapKyBaHHS! YNakoBKW MiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WoA0 3a3HaYEHHA OANHML BUMIPHOBAHHS Y CUCTEMI

3a
peyenmom

UA/0416/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
naui Sl. BBefIeHHs 3MiH NPOTArom 6-Tv MACLIB NicAsa 3aTBePAKEHHSA
187.| PUBOKCWUH- PO34UH A5 iH'EKLIN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/6209/01/01
AAPHULUA 20 mr/mn, no 5 mn B "hapmaueBTu "apmaueBTNYHa 3MiHU | TURy - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuid 3aci6. 3MiHM Y | peyernmom
amnyni; no 5 amnyn yHa chipma ipma "OapHuus" BUPOOGHMUTBI. 3MiHM y NpoLeci BUPOOGHMLTBA rOTOBOTO J1iKapCbKOro
Y KOHTYpHili "AapHuus” 3aco6y, BKNoYauy NPOMKHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPy
YapyHKOBIl BMPOGHULITBI FOTOBOr0 NiKapCbKOro 3acoby (iHLi 3MiHu) -
ynakoBLi; no 2 BHECEHHS 3MiH [0 po3gainy 3.2.P.3. Mpouec BupobHMLUTBaA
KOHTYPHI YapyHKOBI NiKapcbKoro 3acoby, 3o0Kkpema: BUKTHYeHUI BakyyMHWI cnocio
ynakoBKM y nauli; no NiAroTOBKM ammnyn CKISHWX (HANMOBHEHHA Ta 3anatoBaHHS),
10 mn B amnyni; no 3a/TMLLIEHO LUNPUHLEBWI CNOCIO NiArOTOBKN; BHECEHHSI HE3HAUHUX
5 amnyn y KOHTYpHiii pefakuinHux;
YapyHKOBIl 3MiHU | TURY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3miHK y
ynakosLi; no 2 BMPOGHULITBI. 3MiHa po3Mipy cepii (BkIOYarum gianasoH po3mipy
KOHTYPHIi YapyHKOBI cepii) roToBOro Nikapcbkoro 3acoby (iHLWi 3MiHN) - BHECEHHS 3MiH
ynakoBKU y nayw 0o 3.2.P.3.2. Cknag, Ha cepito, 30Kpema: AOMNOBHEHHS
3aTBEpMAKEHUX Po3MipiB cepili 13 iHhopMaLjier LWoA0 KiNlbKOCTi
amnyn. 3atsepmkeHo: 400 n, 750 n, 1150 n1, 1300 n, 1500 n.
3anponoHoBaHo: 400 1 (80 Tuc. amn. no 5 mn; 40 Tuc. amn. no 10
M), 750 n (150 tuc. amn. no 5 mn; 75 Tuc. amn. no 10 mn), 1150 n
(230 Tnc. amn. no 5 mn; 115 Trc. amn. no 10 mn), 1300 n (260 Tuc.
amn. no 5 mn; 130 Tuc. amn. no 10 M), 1500 n (300 T1c. amn. no 5
wm; 150 Trc. amn. no 10 mn)
188. PUCMNEPOH® | TabneTku, BKpUTI 3AT JInToBCbka BANNKAHOAPMA- Bonrapis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/13764/01/01
NNiBKOBOO "papmnira” Pecny6nik AYNHWUA AL 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKOI0, N0 4 Mr a thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 10 TabneTtok y YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
6nictepi, no 3 abo 3a3HayvYeHHs O4MHYLb BUMIPIOBaHHS Y cucTeMi Sl. BHECEeHHS 3MiH
no 6 6nictepis B 0o po3gziny «MapkyBaHHs» MKA /13: 3anponoHosaHo: CorfiacHo
KapTOHHI nauui yTBEPXEHHOMY TEKCTY MapK1MpoBKW. BBeeHHs 3MiH NpoTarom 6
MicsILIB NicNsa 3aTBEPAKEHHS
189., PUCMNEPOH® | TabneTku, BKpUTI 3AT JInToBCbka BANNKAHOAPMA- Bonrapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13764/01/02
NNiBKOBOIO "®apmnira” Pecny6nik AYNHMUA AL 3MiHM | TURY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, M0 2 Mr a thapmakoHarnsgy (iHWwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 10 TabneTok y ynakoBKM MiKapcbKOro 3acoby 3 BHECEHHAM iHchopmaLi Woao
6nictepi, no 3 abo 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs 3miH
no 6 6nictepis B 0o posginy «MapkyBaHHsA» MKA /13: 3anponoHosaHo: CornacHo
KapTOHHI navui YTBEPXEHHOMY TEKCTY MapKMpoBKW. BBefeHHs 3MiH npoTsarom 6
MiCALB Nic/a 3aTBepAKEHHS
190., PIBONTAH® Tabnetku no 10 mr; TOB "ACIHO YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15160/01/01
no 3 TabneTtkn y YKPAIHA" YTOUHEHHS peecTpauiiiHol npoueaypu B Hakasi MO3 Ykpaiuu | peyernmom

6nictepi; no 1, 2 abo
3 6nictepu y
KapTOHHIN nayyj; no
10 TabneTtok y
6nictepi; no 1

Ne 1896 Big, 17.08.2020 B npoueci BHeCEHHS 3MiH - 3MiHu | TUny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarnsgy (iHwi
3MiHV) - OHOB/IEHHA TEKCTY MapKyBaHHS YMakoBKN MiKapCbKOoro

3aco6y 3 BHECEHHAM iH(hopMaLii LWoA0 3a3HaYEHHS OAMHULbB
BMMIipIOBaHHA y cucteMi Sl. BHeceHHs 3MiH 0 p. «MapkyBaHHS»:
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nictepy y 3arBepkeHo: TeKCT MapKyBaHHA Ha NepBUHHY Ta BTOPUHHY
KapTOHHIM nayu,i yNakoBKM AOAAETLCA 3anponoHoBaHo: 3rigHO 3aTBeEpIKEHOMY
TEKCTy MapKyBaHHS. BBefeHHs 3MiH NpoTArom 6-Tv MicsauUiB nicns
3aTBEPAKEHHS.
191, PO3YNIN® Kancynu TBepgi no 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/16806/01/01
nnoc 40 mr/10 mr no 10 dPapmaneBTUY dapmaneBTUYHNI 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
Kancyn y énictepi; HWi 3aBOf, 3aBop, ETIC, hapmakoHarnsay (iHwi 3MiHK) - BBEAEHHS A04ATKOBOro
no 3 6nictepu y Eric YropLumHa (noBHUiA nakyBaHHS 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHs OANHULIb
KapTOHHIA Kopoo6Li LKA BUPOGHMLTBA, BUMIpIOBaHHA y cucteMi Sl. BBeieHHs1 3MiH NPOTAroM 6-Tn MicsuiB
BK/THOHAI0UM BUNYCK nicns 3aTBepKeHHs
cepii); 3AT
dapmaneBTUYHNI
3asog ElIC,
YropuymHa (MoBHUiA
LMK BUPOGHULTBA,
BK/THOHAI0UM BUNYCK
cepii)
192, PO3YNIN® Kancynu Teepgi no 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16807/01/01
nnroc 20 mr/10 mr no 10 PapmaueBTny dapmauleBTUYHNI 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
Kancyny énictepi; HWIA 3aBOf, 3aBog ErIC, hapmakoHarnsay (iHwi 3MiHK) - BBEAEHHSI 404ATKOBOro
no 3 6nictepu y ETIC YropuuHa (MoBHWIA nakyBaHHS 3 BHECEHHAM iHhopmMaLlii L0 3a3HauYeHHA OAVHULb
KapTOHHilA KOpo6Li LKA BUPOBHMLTBA, BMMIiptOBaHHA y cuctemi Sl. BBefeHHs 3MiH NpoTsarom 6-Tv micsuis
BK/THOHAIOUMN BUMYCK nicns 3aTBepAKeHHs
cepii); 3AT
dapmaveBTUYHUI
3aBog ErIC,
YropuuHa (MoBHWIA
LKA BUPOBHULTBA,
BK/THOHAIOUMN BUMYCK
cepii)
193, PO3YNIN® Kancynu TBepgi no 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16808/01/01
nnwc 10 mr/10 mr no 10 dapmaueBTny dapmaneBTUYHNI 3MiHM | TURY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
Kancyn y énictepi; HW 3aBOf, 3aBog ETIC, hapmakoHarnsaay (iHwi 3MiHK) - BBEAEHHS [04aTKOBOro
no 3 6nictepu y EriC YropLyHa (NoBHWiA nakyBaHHS 3 BHECEHHAM iHdhopmaLii WoA0 3a3HaYeHHA OANHULIb
KapTOHHI/ Kopoo6Li LMK BUPOGHMLTBA, BMMIipIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH MpoTsArom 6-Tv micsuis
BK/THOHAI0UMN BUNYCK nicns 3aTBepaKeHHs
cepii); 3AT
dapmaneBTUYHNI
3aBog ElIC,
YropLumHa (noBHUiA
LK BUPOGHULTBA,
BK/THOHAI0UMN BUNYCK
cepii)
194., CANO®DANDbK | rpaHynu Op. danbk HimeuumnH Bupo6HuK HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiB: 3MiHu | Tuny: 3MiHu 3a UA/3745/01/01
racTpope3nCTEHTHI, Papma M'vb6X a BiANoBiAanbHMIA 3a 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikar BignoBigHOCTI | peyernmom
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1

NPOMOHIoBaHoI Aji
no 500 mr; no 930
MT rpaHysn y
nakeTukax «paHy-
CTuke»; no 50
nakeTuKiB y KOpooLi
3 KapTOHY

BUWMYCK Cepiii
KIHL,EBOro NPoAyKTYy
Ta a/ibTepHaTVBHE

BTOPVHHE
nakyBaHHs:

Ap. danbk dapma
'M6X, HimeuuunHa;
Bunpo6HuK,
BiANOBiAa/IbHMIA 32
BUPOGHMLTBO
[030BaHoi chopmu,
nepBuHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
NozaH ®apma M'vbX,
HimeuunHa
(HoeHnbypr caiiT);
dapbin Papma
'M6X, HimeuuunHa;
Bunpo6HuK,
BiANOBiAa/IbHMIA 32
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NosaH ®apma MvbX,
HimeuumHa (Ewbax
canr)

€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHsA HoBoro a6o
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI ab0 BUTYYEHHS
cepTudpikaTa BignoBigHOCTI EBponelickbkiin hapmakonei: ana Adl;
015 BUXIAHOTO MaTepiany/peareHTy/npoMiXKHOro NpoAayKTy, Lo
BMKOPUCTOBYHOTbCSA Y BUPOOHNLTBI AD|; 415 AONOMDKHOI pEYOBUHM
(cepTudbikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hosuii
cepTudikaT Bif HOBOro BUPOOGHUKA (3aMiHa abo [LONOBHEHHS) —
noAaHHsA HOBOro cepTtudikaTy BignoBiAHOCTI EBpONeENcHKOT
hapmakonei CEP Ne R1-CEP 2004-049 Rev 03 Big HOBOro
BMpo6Huka A®| ERREGIERRE S.P.A., ITanis; 3mMiHu | Tuny: 3MiHun
3 aKocTi. A®l. Bupo6bHMUTBO. 3MiHa BUPO6HUKA
BVIXiZLHOro/MpOMKHOro NPOAYyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCS
y BUpO6H1YOMY npoueci A®l, abo 3MiHa BUPOBHUKA (BK/THOHAOUN,
[e HeobXifHO, MicLe NpoBeAeHHS KOHTPOsO skocTi) APl (3a
BiACYTHOCTI cepTudikaTa BifgnoBigHOCTI EBponechbkili
thapmakonei y 3aTBeppKeHOMY 0,0CLE)(BBEAEHHS HOBOI [ifIbHUL,
[e 30iCHINETLCA MIKPOHIi3aLis) - 4oAaBaHHA a/lbTePHATUBHOT
AinbHUUI Ana MikpoHisauii A®|I MecanasvHy Bupo6Huka Microchem
S.r.l, ITanig; 3miHu | Tuny: 3miHn 3 skocTi. APl BUpOBHULITBO.
3MiHa BUPO6HMKa BUXIAHOTO/MPOMIXXHOIO NpoAyKTy/peareHTy, Lo
BVIKOPVCTOBYIOTbCS Y BUPOBHUYOMY npoLeci ADl, abo 3miHa
BMPOGHMKaA (BK/IKOYAloUM, Ae HeobXiAHO, MicLe NpoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikaTa BifnoBIAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepAXeHOMY [0Chbe)(BBEAEHHS
HOBOT AiNbHULI, ie 3AiACHIETLCA MIKPOHi3aLlist) - JoAaBaHHS
aNbTepHATUBHOT AiNbHULI 418 MiKpoHisauii AdI
Ypcogesokcrxonesa kucnota BupobHuka IMS S.r.l., Itanis; 3miHu |
Tuny: 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO /liKapCbKoro 3acoby. 3miHa napameTpis crneumdikauii
Ta/abo [OMYyCTUMUX MeX rOTOBOro MiKapCbKoro 3acoby (3By)XXeHHS
LOMyCTUMUX MeX) — 3MiHM A0 cneundikauii [N13 (Ha MOMEHT
BMMYCKY Ta Ha TEPMIH NPUAATHOCTI» 3a NOKa3HWKOM «YucroTa.
IHLWI OKpeMi cropiAHEHI PEYOBMHM», & cCaMe: 3BYXXEHHS KpUTepIiB
npuiiHaTHocTi 3 0,1 % f0 0,10 %; 3miHu | TMny: 3MiHX 3 SIKOCTI.
[oTOBMIA Nikapcbkumii 3aci6. KOHTPOsIb FOTOBOrO /iKapCbKOro
3aco6y. 3miHa y MeToAax BUNpoGyBaHHS roTOBOTO J1iKapcbKoro
3acoby (He3HayHa 3MiHa y 3aTBEpKEHUX MeTofax
BMNPOBYBaHHS) - 3MiHN B MeTOAji BUnpobysaHHs /13 rpaHyn 3a
NoKasHNKOM «BMiCT 5-aMiHoCaniumMI0BOI KUC/IOTK» Ta «YnCToTh»,
a TakoX ONTMMI30BaHO METOAMKN KOHTPO/IO ANs YCiX [03yBaHb
rpanyn N13; 3minm | Tvny: 3MiHn 3 SKoCTi. FOTOBWIA NikapCbkuii
3aci6. KoOHTposib roTOBOro Nikapcbkoro 3acoby. 3MiHa y meToaax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPoBYyBaHHS) - 3MiHN B METOA
BMNPOGYBaHHs /13 rpaHy/1 3a NOKa3HMKOM «lAeHTudikalis TuTaHy
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1

KOHTpPO/1b rOTOBOro NikKapcbKoro 3acoby. 3miHa y MeToaax
BMNPOGYBaHHSA rOTOBOrO JliKapcbKoro 3acoby (He3HayHa 3MmiHa y
3aTBEPKEHNX METoAax BUNPOBYBaHHS) - 3MiHWU B METOZ
BMNPO6yBaHHSA /13 rpaHyn 3a NOKa3HUKOM «3a/INLLIKOBI
PO3UYMHHMKM», @ TaKOX OMTUMI30BAHO METOAVKN KOHTPOSIO AN
ycix fo3yBaHb rpaHyn f13; 3miHu | Tuny: 3miHu 3 SikocTi. FoTOBWMiA

MeToJax BUMPOOYBaHHS rOTOBOrO /likapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBepAKEHNX MeToAax BUNpobyBaHHS) - 3MiHWU B MeTOZ|
BMNpobyBaHHA /13 rpaHyn 3a nokasHnkoMm «MBUY», a Takox
ONTMMI30BaHO METOANKN KOHTPOJIIO 415 YCiX A03yBaHb rpaHyn /13;
3MiHM | Tuny: 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KOHTposb
roTOBOrO /liKapCcbkoro 3acoby. 3miHa y MeTogax BunpobyBaHHs
roTOBOrO Jlikapcbkoro 3acoby (He3HauHa 3MiHa y 3aTBepAKeHNX
MeToAax BUNPoOyBaHHS) - 3MiHW B MeTO/Ai BUNpo6yBaHHs /13
rpaHys 3a NokasHMKoM «BuBINbHEHHS Ail04OT PEYOBUHM», & TakoxX
ONTMMI30BaHO METOANKN KOHTPOJIIO 415 YCiX A03yBaHb rpaHyn /13;
3MiHM | Tuny: 3MiHW 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
[OMOMDKHMX PEYOBUH. 3amiHa mkepena ofepXaHHs [O0MOMDKHOI
peyoBMHM abo peakTuBy, L0 CTAHOBUTL pU3MK Nnepegadi 36yaHVKIB
I'E (maTepiany, L0 CTaHOBUTL pU3MK Nepedadi 36yaHvikis NE, Ha
MaTepian POC/IMHHOIO ab0 CUHTETUYHOIO NOXOMKEHHS) - NS
[OMOMDKHMX PeYOBMH abo peakTuBIB, AKi He BUKOPUCTOBYIOTLCS Y
BUPOBHULTBI aKTUBHOI peYOBUHM 6i0N0riYHOro/iMyHOOMNYHOro
NOXOAKEHHS, ab0 NikapCbKOro 3acoby
6i0/10rYHOr0/iIMyHOMOrYHOrO MOXOKEHHS - 3aMiHa AOMNOMIKXHOT
PeyYoBMHM CTeapaTy MarHito TBApMHHOTO NOXOMXKEHHS Ha cTeapat
MarHit0 POC/IMHHOTO NOXOMAXeHHs (100 %), 3 METO BMK/THOYEHHS
pv3vKy nepegadi 36yaHukiB ['E Ta BunyyeHHs ceptudikaTy
BiANOBIAHOCTI CTeapaty MarHito TBapyHHOr0 NOXOMKEHHS 3
mMaTtepianiB peecTpayiiHoro ocke; 3MiHM | TMNy: 3MiHN 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPO6HULTBI. 3amiHa abo

BBEJEHHS A0AATKOBOI Ai/IbHULi BUPOOHULTBA ANs YacTUHU abo
BCbOr0 BMPOBHNYOrO NPOLLECY FOTOBOIO /iKapCbKoro 3acoby
(4inbHWUA NS NEPBUHHOIO NakyBaHHSA) - BBEAEHHA [0AaTKOBOI
LOinbHULI 3aTBEpAKeHOro BupobHuka M3, BignosigaibLHOI 3a
nepBuHHe nakyeaHHA JlozaH ®apma M'M6X (B M. Ewwbax); 3miHu |
TUny: 3MiHW 3 AKOCTIi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHW y
BMPOOHULTBI. 3aMiHa ab0 BBeEHHS OAATKOBOI AiNbHUL
BMPOBOHULTBA 4151 YAaCTUHU abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO JliKkapcbkoro 3acoby (ZiNbHULSA 4515 BTOPUHHOMO
nakyBaHHS) - BBE,EHHS A0AATKOBOT AiNTbHULI 3aTBEPAXXEHOr0
BMpOGHMKa 13, BiANOBiga/IbHOI 38 BTOPUHHE NakyBaHHA flo3aH

dapma 'm6X (B M. Eli6ax); 3miHm | Tuny: 3miHM 3 SIKOCTi. [OTOBMIA

aiokena»; 3miHm | Tny: 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkuii 3aci6.

nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapcbkoro 3acoby. 3miHa y
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI. 3MiHa iIMnopTepa/3MiHu,
LLIO CTOCYHOTbCSI BUNYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo fJoAaBaHHA AiNbHUL, Ha SKii
3[iACHIOETLCS KOHTPOIL/BUNPOGYBaHHS cepii) - BBEAEHHS
[04aTKOBOI [i/TbHUL 3aTBEPL)KEHOro BUpo6HuKa N3,
BiANOBIAA/IbLHOI 32 KOHTPO/b AKOCTI JlozaH ®apca MM6X (B M.
Ewb6ax), a Takox, 3a3HayeHHs OYHKLiT «KKOHTPOSIb AKOCTi» ANs
3aTBEpPAXEHVX AinbHuLb 13 Nlo3aH ®apma MTM6X, OTTO-XaH-
LTpacce 13, 15, 79395, HimeuunHa Ta ®ap6in dapma M6X,
PaitueH6eprep LUTtpacce 43 33605 Baiinedens, HimeuunHa
195, CANIOPANBbK | rpaHyu Ap. ®anbk HimeuunH Bupo6HuK HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasis: 3MiHu | Tuny - 3a UA/3745/01/02
racTpope3nCTEHTHI, dapma M6 X a BiAnoBiganbHMIA 3a AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
NPONOHIOBaHoI Aji BUWMYCK cepiii MiCLiA NPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
no 1000 mr; no 1860 KiHLLeBOro NPoAayKTy nNiKapcbKoro 3acoby, BK/IUAUM 4iflbHUL BUNYCKY cepii abo micue
MT rpaHyny Ta anbTepHaTUBHe NpoBeAeHHS KOHTPOJII0 AKOCTI. (LiANbHICTb, 3a AKY Bignosigae
nakeTukax "lpaHy- BTOPWHHE BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid) - 3MiHa agpecun
Crtukc"; no 50 nakyBaHHs: BMpo6HuKa M3 fp. Panbk Papma M6X, HimeuunHa,
nakeTuKiB y KOpooLyi Ap. ®anbk Papma BiANOBIAA/ILHOrO 3a BUMYCK CEPIll KIHLLEBOro NMPOAYKTY Ta
3 KapTOHY 'M6X, HimeuuunHa; anbTepHaTMBHE BTOPMHHE NakyBaHHs, 6e3 3MiHM MicLsa
Bunpo6HuK, BMPO6HMLUTBA. 3MiHVM BHECEHO B IHCTPYKLiIO 4158 MeguyHoro
BiANOBIAaIbHUI 38 3acToCyBaHHS Nikapcbkoro 3acoby WoA0 MiCLie3HaX0mKeHHS
BUPOGHMLTBO BMPOOHUKA 3 BigNOBIAHNMM 3MiHAMMW B TEKCTI MapKyBaHHS
[[030BaHoi chopmu, yMakoBKM MikapcbKoro 3acoby. 3MiHn | Tuny - AgMiHICTpaTUBHI
nepBuHHE, BTOPUHHE 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu 3asBHUKa (BflacHUKa
nakyBaHHs Ta peecTpaLiiHOro NocBigYEHHST) - 3MiHa afpecu 3asiBHUKA.
KOHTPONb AKOCTI:
NozaH ®apma M'vbX,
HimeuunHa
(HoeHnbypr caiiT);
dapbin Papma
'M6X, HimeuuunHa,;
Bunpo6HuK,
BiANOBiAa/IbHWIA 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NosaH ®apma M'vbX,
HimeuumHa (Ewbax
caiT)
196. CAJTIOPAJbK | rpaHyu Op. ®anbk HimeuuunH Bupo6HuK HimeuunHa BHECEHHS 3MiH [0 peecTpayjiitHux maTtepianis: 3MiHu | Tuny - 3a UA/3745/01/01
racTpope3nCTEHTHI, dapma M'vbX a BiANOBIAa/IbHMI 3a AAMIHICTPaTUBHI 3MiHW. 3MiHa HallMeHyBaHHS1 Ta/abo agpecu peyenmom

NPONOHIroBaHol Aji
no 500 mr; no 930
MT rpaHysn y
naketukax «paHy-

BUWMYCK Cepiii
KIHLLeBOro NpoayKTy
Ta anbTepHaTVBHE

BTOPUHHE

MiCLii NPOBaKEHHS Ais/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
nikapcbKoro 3acoby, BKIYaUmM 4ibHUL BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOIHO SKOCTI. (AisNbHICTb, 3a Ky Bignosigae
BUPOGHMK/IMNOPTEP, BK/IKOYAKYM BUNYCK cepiii) - 3mMiHa agpecu
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CT1uke»; no 50
nakeTuKiB y KopobLyi
3 KapTOHY

nakyBaHHs:
[p. ®anbk apma
mM6X, HimeuunHa;
Bunpo6HuK,
BiAnoBigaNbHWI 3a
BVPOGHMLTBO
[030BaHol hopmu,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPONb SIKOCTI:
NosaH ®apma M'vbX,
HimeuunHa
(HoeH6ypr caiit);
dapbin dapma
'mM6X, HimeuyunHa;
Bunpo6HuK,
BiAnoBigaNbHWI 3a
nepBuHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
NozaH ®apma M'mbX,
HimeuuunHa (Ewbax
canT)

BUpo6Huka M3 Ap. Pansk ®apma MM6X, HiMevynHa, 6e3 3MiHn
MiCLiA BUPOBGHMLTBA. 3MiHWM BHECEHO B iHCTPYKLItO AN MEANYHOTO
3aCTOCyBaHHSA Nikapcbkoro 3acoby LWoA0 MiCLie3HaXOMKeHHS
BMpOBHUKA 3 BigNOBIAHUMM 3MiHAMMW B TEKCTI MapKyBaHHs
yMakoBKM MikapcbKoro 3acoby. 3MiHn | Tuny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo afpecu 3asBHUKa (BflacHUKa
peecTpaLiiHOro NocBIgYEHHST) - 3MiHa afpecu 3asiBHUKA.

197,

CANODA/IBbK

rpaHysin
racTpOPE3NCTEHTHI,
NPOJIOHroBaHoI fji
no 1000 wr; no 1860
MF rpaHyn y
nakeTnkax «paHy-
CTuKe»; no 50
nakeTuKIiB y KOpobL,i
3 KapTOHY

Ap. danbk
$apma Mv6X

HimeyunH
a

Bupo6HuK
BiagnoBiganbHuii 3a
BWMYCK Cepiii
KIHLLeBOro NpoayKTy
Ta afbTepHaTUBHE
BTOPVHHE
nakyBaHHs:

Op. ®anbk Papma
'm6X, HimeuunHa;
Brpo6HWK,
BiAnoBiganbHMii 3a
BVPOGHMLTBO
[030BaHoi hopmu,
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NosaH ®apma M'vbX,
HimeuunHa
(HoeH6ypr caiit);
dapbin Papma
'm6X, HimeuunHa;
B1po6HMK,

HimeyunHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHu | Tuny - 3MiHn
3 AkocTi. A®l. BupobHuuTBo. 3MiHa BUpPOOHUKA
BVIXiZHOro/MPOMKHOro NPOAYyKTy/peareHTy, L0 BUKOPUCTOBYHOTLCSA
y BUPO6HUYOMY npoueci A®I, abo 3mMiHa BUPOGHMKa (BKOUatouw,
e HeobXxiaAHO, MicLe NpPoBeAEHHS KOHTPOO sAKOCTi) AP (3a
BiACYTHOCTI cepTudikaTa BifgnoBigHOCTI €BpoONenchbkili
thapmakonei y 3aTBepKeHOMY 4,0CbE)(BBEAEHHS HOBOI AiIbHUL,
[e 34iiCHIOETLCA MIKPOHi3aLis) - 4oAaBaHHS aflbTepPHATUBHOT
AinbHUU Ana mMikpoHisauii A®lI MecanasvHy Bupo6Huka Microchem
S.r.l., ITanis; 3miHm | TuRy - 3MiHM 3 skocTi. A®l. BUpo6HMLTBO.
3MiHa BUpO6HMKa BMXiAHOTO/MPOMIKHOrO NpoAyKTy/peareHTy, LWo
BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoLeci ADl, abo 3miHa
BMPOOHYKa (BKtOYatoun, Ae HeobxigHo, MicLe NpoBeAeHHs
KOHTPONIO sKOCTi) AP (3a BiACYTHOCTI cepTudikaTa BiAnNoBIAHOCTI
€Bponeiicbkii hapmakonei y 3aTBepXeHOMY [0Cbe)(BBEAEHHS
HOBOT AiNbHULI, fie 34iACHIETLCA MIKpPOHi3aList) - JoAaBaHHS
aNbTepHATUBHOI AiNbHULL 415 MiKpOoHi3auil APl
Ypcoge3okcuxosieBa Knucnota Bupo6Huka IMS S.r.l., Itanist; 3miHnm |
Tuny - 3MiHu 3 akocTi. CepTudpikar signosigHocTi/I E-cepTudikar
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MmoHorpadhii. MogaHH:A
HOBOro ab0o OHOB/IEHOTO cepTudikaTa BigNoBIAHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTi €Bponeiichbkiii

3a
peyenmom

UA/3745/01/02
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1

BiAnoBiganbHMii 3a
nepBUHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b SIKOCTI:
NosaH ®apma M'vbX,
HimeuyumHa (Ewbax
cair)

thapmakonei: s A®l; ans BUXiAHOro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMDKHOI pEYOBUHY
(cepTudpikaT BignoBigHOCTI EBponeiickkiii hapmakonei) - Hosuii
cepTugikar Bi HOBOro BUPO6HMKA (3amMiHa ab0 AOMNOBHEHHS) -
noAaHHsa HOBOro cepTudikaTy BignoBifAHOCTI EBponeiicbKol
thapmakonei CEP Ne R1-CEP 2004-049 Rev 03 Big HOBOro
Bnpo6Huka A®l ERREGIERRE S.P.A., ITanis; 3miHu | Tuny - 3miHn
3 aKocTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUNpo6yBaHHS rOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEPLKEHNX METOAAX
BMMNPO6YBaHHS) - 3MiHU B MeTOAj BunpobysaHHs /13 rpaHyn 3a
nokasH1KoM «BmicT 5-amiHocaniumnnosoi KUCIOTU» Ta «HUCToTU»,
a TakoX OMTVMi30BaHO METOAVKM KOHTPOO A5 YCiX A03YyBaHb
rpaHyn /13; 3amiHm | TMny - 3MiHW 3 AKOCTI. [OTOBWIA NiKapCbKUiA
3aci6. KoOHTposib roTOBOro NikapcbKoro 3acoby. 3miHa y MeToax
BMNPOOYBaHHS rOTOBOTO JIiKAPCLKOro 3acoby (He3HauHa 3MiHa y
3aTBEPMKEHUX MeTofax BUNpobyBaHHs) - 3MiHW B METOA|
BuNpo6yBaHHA /13 rpaHy/ 3a NokasHNKOM «laeHTudikauis TuTaHy
Aiokenay; 3miHM | Tuny - 3MiHW 3 AKOCTI. MOTOBWIA NiKapCbkunii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA rOTOBOTO JIiKAPCLKOro 3acoby (He3HayHa 3MiHa y
3aTBEPI)KEHNX MeToAax BUNPoByBaHHS) - 3MiHN B METOA
BUNpo6yBaHHA /13 rpaHys 3a NOKa3HNKOM «3auInLLIKOBI
PO3YMHHMKM», @ TaKoX ONMTUMI30BAHO METOAVKN KOHTPOSO ANS
yCix f03yBaHb rpaHyn /13; 3miHu | Tuny - 3MiHK 3 SKOCTIi. 0TOBMIA
nikapcbkuii 3aci6. KOHTpoib roTOBOrO Nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPo6yBaHHA roTOBOrO J1iKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpKEeHNX MeTodax BUNPOOyBaHHS) - 3MiHV B METOSI
BMNpobyBaHHA /13 rpaHyn 3a nokasHnkoM «MBUY», a Takox
ONTMMI30BaHO METOAMKN KOHTPOJII0 AN YCiX A03yBaHb rpaHyn N13;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax BUnpobyBaHHs
roTOBOro Nikapcbkoro 3acoby (He3HauyHa 3MiHa y 3aTBepoKeHnX
mMeTofax BUNPobyBaHHS) - 3MiHWM B MeToZi BUNpobysaHHs 13
rpaHyn 3a NokasHUKOM «BuBiITbHEHHS Ail040T PEYOBUHU», & TaKoX
ONTMMI30BaHO METOAMKN KOHTPOJII0 AN YCiX A03yBaHb rpaHyn N13;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTposib
[OMOMIKHUX PEYOBWH. 3amiHa mxepena ofepXaHHa AONOMIKHOI
peyoBUHM ab0 peakTuBy, L0 CTAHOBUTL PU3KK Nepeaadi 36yAHVKIB
I'E (matepiany, Lo cTaHOBUTb pU3nk nepegadi 36yaHukis MNE, Ha
marepian POC/IMHHOrO abo CUHTETUYHOTO NOXOMKEHHS) - [ns
O0NOMDKHUX peYOBUH ab0 peakTuBiB, siki He BUKOPUCTOBYIOTLCA Y
BMPOOHULTBI aKTUBHOI peYOBUHM 6iONOrIYHOro/iMyHO/OMNYHOro
NOXO/KEHHS1, a0 NikapcbKoro 3acoby
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6i0N10riYHOro/iMyHO/IOMNYHOTO NOXOKEHHS - 3aMiHa LOMOMDKHOT
pPevYoBUHM cTeapaTty MarHito TBAPMHHOTO NOXOMXKEHHS Ha cTeapart
MarHito POC/IMHHOTO NOXoAkeHHs (100 %), 3 METOI BUK/IOYEHHS
pu3uky nepegadi 36yaHukis M'E Ta BUNyYeHHs ceptuddikary
BIANOBIAHOCTI CTeapaTy MarHilo TBapyHHOTO NMOXOKEHHS 3
marepianiB peecTpauiiHoro Jocke; 3MiHU | TUMY - 3MiHK 3 SKOCTI.
[oTOBWMIA NikapcbkMii 3aci6. KOHTPO/Ib rOTOBOrO NikapcbKoro
3acoby. 3miHa napameTpis cneuudikaLiin Ta/abo AoNyCTUMNX MEX
rOTOBOrO J1iKapCbKOro 3aco0by (3BY>XXEHHS AOMYCTUMMX MEX) - 3MiHM
0o cneumdikadii MN3 (Ha MOMEHT BUMYCKY Ta Ha TEPMIH
npuaaTHOCTI» 3a MOKa3HWKOM «YuctoTa. IHWi oKpemi cropigHeHi
PEeYOBUHM», & caMe: 3BYXEHHS KpUTepiiB npuitHaTHOCTI 3 0,1 % ao
0,10 %; 3miHK | TNy - 3MiHW 3 IKOCTi. FOTOBUIA Nikapcbkuid 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo BBEAEHHS [04aTKOBOI AiNbHUL
BMPOGHMLITBA A1 HaCTWHM ab0 BCbOro BUPOBGHMYOrO npoLiecy
roTOBOrO liKapCbKOro 3acoby (AiIbHULSA A8 NEPBUHHOTO
naxkyBaHHs) - BBE,EHHSA A0AATKOBOI AifIbHULL 3aTBEPKEHOrO
BMpOGHUWKa /13, BiANOBIAa/IbHOI 3@ NepBNHHE NakyBaHHSA J/lo3aH
dapma M'm6X (B M. Elwbax); 3miHu | Tuny - 3miHu 3 sikocTi. FoToBWMiA
nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3MiHa iIMnopTepa/3MiHu,
LLLO CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOJIt0 SIKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fofaBaHHA AiNTbHULL, Ha SKil
3[jACHIOETLCS KOHTPONB/BUNPOGYBaHHS cepii) - BBEAEHHS
[04aTKOBOI [i/TbHULL 3aTBEpXEHOro BUpobHuka MN3,
BiANOBIAA/ILHOT 32 KOHTPO/b AKOCTI JlodaH ®apca M'MO6X (B M.
Ew6ax), a TakoxX, 3a3Ha4eHHs (OYHKLii «KOHTPOsIb SKOCTi» Asi
3aTBepMxeHux AinbHuub 13 JlozaH ®apma MM6X, OTTO-XaH-
LWtpacce 13, 15, 79395, HimeuunHa Ta ®apbin ®apma MvbX,
Pariuen6eprep LUtpacce 43 33605 bavinedens, HimeuunHa; 3miHu
| Tuny - 3MiHK 3 AKOCTI. OTOBWIA NikapcbkWii 3aci6. 3MiHK Yy
BMPOOHULTBI. 3aMiHa ab0 BBeeHHS OAATKOBOI AiNbHUL
BMPOBOHULTBA 4151 YAaCTUHU abo BCbOro BUPOGHNYOro npoLecy
rOTOBOrO JliKkapcbkoro 3acoby (ZiNbHULSA 4515 BTOPUHHOMO
nakyBaHHS) - BBE,EHHS A0AATKOBOT AiNTbHULI 3aTBEPAXXEHOr0
BMpOGHMKa 13, BiANOBiga/IbHOI 32 BTOPUHHE NakyBaHHA flo3aH
dapma 'mbX (B M. Elubax)

198.

CAMITON®

TabneTku, BKPUTI
NAiBKOBOIO
060n10HKO0, Mo 500
Mr 110 4 TabneTkn y
6nictepi; no 1
6nictepy y
KapTOHHIA ynakoBL,i

KYCYM
XENTXKEP
NBT ATA

IHais

KYCYM XENTXKEP
MNBT NTA

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK W0 6e3nekn/echekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT
MapKyBaHHS YNakoBKU /TiKapCbKoro 3acoby LoA0 3a3HauYeHHs
MDKHapPOAHUX MNO3Ha4YeHb OANHULLb BUMIPIOBAHHS. BHECEHHS 3MiH
[0 po3gainy “MapkyBaHHA” MKA J13: 3anponoHoBaHo: MapkyBaHHS.
3rigHo 3aTBEPAKEHOIO TEKCTY MapKyBaHHA. TepMiH BBEEHHS
3MiH NPOTAroM 6 MiCALIB MiC/s 3aTBEPAKEHHS

3a
peyenmom

UA/16969/01/01

199,

CAHAOCTAT

PO34MH ANS iH'EKLIN,

HoBapric

Lseliuapi

HoBapric ®apma

LLiBeliuapis

BHECEHHS 3MiH 10 peecTpauiiHux martepianis:

3a

UA/9821/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NH® 0,05 mr/l mnno 1 dapmva Al A LWTeitH Al 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
M B amnysi; no 5 thapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH A0 p. MapkyBaHHs
amnyn B kopobu,i 3 MKA N3:
KapToHY 3rigHO MakeTaM. 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPIKEHOr0 TEKCTY MapkyBaHHA OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby 3 BHECEHHSM
iHhopmaLii WoAo 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-T1 MiCALB NiCiA 3aTBEPAKEHHS
200., CAHOOCTAT | po3uvH Ans iH'eKuil, Hosapric LBeiiuapi Hosaprtic ®apma LBeiiuapis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/9821/01/02
NH® 0,1 mr/lmnno 1 mn dapmva Al A LWTeiiH Al 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
B amnyni; no 5 thapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH A0 p. MapkyBaHHS
amnyn B kopobui 3 MKA N3:
KapToHY 3rigHO MakeTam. 3anponoHoBaHo: MapkyBaHHs. 3rigHo
3aTBEPIXEHOr0 TEKCTY MapkyBaHHA OHOB/IEHHSI TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro 3acoby 3 BHECEHHSM
iHhopmaLii Woa0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS 3MiH NpOTArom 6-T1 MiCALB Nicns 3aTBEPAKEHHS
201.| CENbTABIP Kancynu Teepgi no Makneoac IHais Makneopc IHais BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/17704/01/01
30 wr, no 10 kancyn PapmMacbloTuK PapmacbloTUKanc 3MiHK 3 siKoCTi. FOTOBWIA Nnikapcbkuid 3aci6. CtabinbHicTb. 3MiHay | peyenmom
y 6nicTepi; no 1 auic Nimitepq, Nimiteq TepMiHax npugaTHOCTI abo ymMoBax 36epiraHHs roTOBOro
6nictepy B nikapcbKoro 3aco6y (36i/bLUeHHs TepMiHY NpUAATHOCTI TOTOBOro
KapTOHHIlA ynakoBLi nikapcbKoro 3acoby) - [11a Toprosoi ynakosku (NigTBEPMAXKYETLCA
OaHUMK peasibHOro Yacy) - 30i/IbLUEHHST TEPMiHY NpUAATHOCTI
roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
[OBrOCTPOKOBUX AOCAIMKEHb CTAbINLHOCTI Y peasibHOMY Yaci:
3arBepkeHo: TepMiH NpuAaTHOCTI 2 PoKW. 3anponoHOBaHO:
TepMiH npugatHocTi 5 pokiB. BBeeHHA 3MiH NPOTArom 6-Tu
MicALIIB NiCNSA 3aTBEPPKEHHS.
202.| CENbTABIP Kancysv Teepgi no Makneoac IHais Makneoac IHais BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu | Tvny - 3a UA/17704/01/02
45 wmr, no 10 kancyn dapmacbioTuK $apmacbloTukanc 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHay | peyenmom
y 6nicTepi; no 1 auic Nimiteq, Nimiteq TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs rOTOBOro
6nictepy B nikapcbKoro 3acoby (36i/bLUeHHs TepMiHY NpUAATHOCTI TOTOBOro
KapTOHHIA ynakoBLi nikapcbKoro 3acoby) - [1na Toproeoi ynakosku (MiATBEPOKYETbCA
[aHVMU peanbHOro vacy) - 36ibLEeHHA TePMiHY NPUAATHOCTI
roTOBOrO JIiKAPCbKOro 3acoby Ha OCHOBI NMO3UTVBHUX PE3y/bTaTiB
[OBroCTPOKOBUX A0OCAiMKeHb CTabiNbHOCTI Y peasibHOMY Yaci:
3arBepmkeHo: TepmiH NpuAAaTHOCTI 2 poku. 3anponoHOBaHO:
TepmiH npugaTHocTi 5 pokiB. BBeAeHHS 3MiH NpOTArom 6-Tu
MicaLiB Nicnsa 3aTBepAKEHHS.
203.| CENbTABIP Kancynu Teepgi no Makneogc IHAjs Makneopc IHAia BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3miHu | Tuny - 3a UA/17704/01/03
75 mr, no 10 kancyn dapmacboThK dapmacbroTrKanc 3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHay | peyenmom
y 6nicTepi; no 1 avic Nimiteq, Nimiteq TepMiHax npuaaTHOCTI abo ymoBax 36epiraHHs roTOBOro

6nictepy B
KapTOHHI ynakoBL,i

niKapcbKoro 3acoby (36i/bLUeHHs TepMiHY NPMAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - 115 Toproeoi ynakoBky (NigTBEPAXYETbCA
[aHUMW peasibHOro Yacy) - 36i/IbLUEHHS TEPMiHY NPUAATHOCTI
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
roTOBOro NikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX pe3yNbTaTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTABINBHOCTI y peasibHOMY Yaci:
3arBepkeHo: TepMiH NpMAaTHOCTI 2 poKW. 3anponoHOBaHO:
TepMiH npugatHocTi 5 pokiB. BBeAeHHsA 3MiH NPOTArom 6-Tu
MicALIB MiCNsA 3aTBEPKEHHS.
204. CEPAOONEKT TabneTku, BKpUTI NyHpbek [Janis EypodiHc Biochapma [anis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5601/01/01
060/10HKOI0, M0 4 Mr; Ekcnopt A/IC MpopakT TecTiHr 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
no 10 TabneTok y [NeHmapk A/C, laHis hapmakoHarnsagy (iHWwi 3MiHN) - OHOB/IEHHS TEKCTY MapKyBaHHS
6nictepi; no 3 (BunpobyBaHHs 3a yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
6nictepu B NMOKa3HMKOM 3a3HayeHHs OAVHMLL BUMIPIOBAHHSA y cucTemi S1
KapTOHHI/ KopoobLi "MikpobionoriyHa
yucrorta"); X.
Nynp6ek A/IC, OaHis
(BUpPOBHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS, BUNYCK
cepiif)
205.| CEPAONEKT TabneTkn, BKPUTI NyHp6ek [aHis EypogpiHc Biochapma [anis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/5601/01/02
060/10HKO0, N0 12 Ekcnopt A/IC MpopgakT TecTiHr 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
Mr; no 14 TabneTok [Jenmapk A/C, laHis hapmakoHarnsagy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHS
y 6nicTepi; no 2 (BUNpobyBaHHA 3a YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
6nictepu B MOKa3HNKOM 3a3HayYeHHs OAVHVLb BUMIPIOBAHHA Y cucTemi S1
KapTOHHilA KOpo6L "MikpobionoriyHa
ynctoTta"); X.
Nynpbek A/C, faHis
(BUPOGHNLTBO
Hepo3dacosaHoro
NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHS, BUMYCK
cepii)
206.] CETErMC® Tabnetky no 1 mr no 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/4608/01/01
10 TabneTtok y dapmaveBTny dapmanleBTUYHNI 3MiHM | TURY - 3MiHK Woao0 6e3nekn/eddeKkTUBHOCTI Ta peyenmom
6nictepi; no 3 HW 3aBOf, 3aBop ElC thapmakoHarnagy (iHwi 3MiHW) - BBEeHHSA 404aTKOBOrO TEKCTY
6nictepu B kOpooLi EriC MapKyBaHHS! yMakoBKMN MiKapCbKOro 3acoby i3 3a3HaYeHHAM
MDKHapOAHWX NO3HAYeHb OAVHWLL BUMIPIOBAHHA. BHECEHHSA 3MiH
[0 p. "MapkyBaHHS" MK#A J13»: 3anponoHoBaHO: MapKupoBska.
CornacHo yTBepXAeHHOMY TEKCTY MapKUpPOBKY
BBefeHHs1 3MiH NPOTAroM 6-TW MiICALB Nic/1A 3aTBepAKEHHS
207.| CETErmCe® TabneTtky no 2 mr no 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4608/01/02
10 TabneTok y PapmaneBTuy dapmauleBTUYHNI 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTUBHOCTI Ta peyenmom
6nictepi; no 3 HW1 3aBOf, 3aBog ETIC thapmakoHarnagy (iHwi 3MiHN) - BBeAEHHS OAATKOBOro TEKCTY
6nictepu B KOpoobLi ErC MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y i3 3a3HaYeHHsIM




103

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
MDKHapOAHWX NO3HAYEHb OAVHWLL BUMIPIOBAHHA. BHECEHHSA 3MiH
[0 p. "MapkyBaHHA" MK#A J13»: 3anponoHoBaHO: MapkupoBka.
CornacHo yTBepXAeHHOMY TEKCTY MapKMpPOBKK
BBefeHHs 3MiH NpOTAroM 6-Tu MicALIB Nic/a 3aTBepAKEHHSA
208.| CETErmMcCe® Tabnetkn no 5 mr no 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/4608/01/03
10 TabneTok y dPapmaneBTUY dapmaneBTUYHNI 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 3 HWi 3aBOf, 3aBog ElIC thapmakoHarnsgy (iHwi 3miHu) - BBeAEHHS A04ATKOBOro TEKCTY
6nictepu B kOpoobLi Eric MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby i3 3a3HaYeHHAM
MDKHapOAHWX NO3HaYeHb OAVHWLL BUMIPIOBAHHA. BHECEHHSA 3MiH
[0 p. "MapkyBaHHA" MK#A J13»: 3anponoHoBaHO: MapkupoBka.
CornacHo yTBepXAeHHOMY TEKCTY MapKMpPOBKM
BBefeHHS 3MiH NpOTAroM 6-T1 MicALiB Nic/s 3aTBEPAKEHHS
209.] CETErMCe® Tabnetku no 10 mr 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4608/01/04
no 10 TabneTtok y dapmaneBTUy dapmaueBTUUHUI 3MiHM | TUNY - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
6nictepi; no 3 HW 3aBOf, 3aBop ElC thapmakoHarnsagy (iHwi 3miHu) - BBeAEHHS A04ATKOBOro TEKCTY
6nictepu B kOpooLi EriC MapKyBaHHS YMakoBKM /iKapCbKOro 3acoby i3 3a3Ha4eHHAM
MDKHapOAHWX NO3HaYeHb OAMHWL BUMIPIOBAHHA. BHECEHHSA 3MiH
[0 p. "MapkyBaHHs" MK#A J13»: 3anponoHoBaHo: MapKkupoBska.
CornacHo yTBepXAeHHOMY TEKCTY MapKUPOBKY
BBefeHHs1 3MiH NPOTAroM 6-Tu MicALIB NiC/1A 3aTBepPAKEHHS
210., CUBA30OH PO3YUH ON151 iH'EKLLNA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5794/01/01
5 mr/mnno 2 mn B 06MeXeHo 0BMEXEHO0 3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
amnyni, no 5 amnyn BiANOBIAA/bHI BiAMNOBIAA/TbHICTIO hapmakoHarnagy (iHwi 3mMiHn) - 3amiHa posginy “I'padivxHe
B 6nicTepi, no 2 cTHo "XapkiBcbke ohopmNeHHS ynakoBku” Ha “MapkyBaHHA” B 3aTBepixeHnx MK
6nicTepun B KOpooOLi "XapkiBcbke hapmaueBTnyHe N13. 3anponoHoBaHo: MapkyBaHHS. BiAnoBiAHO A0 3aTBEPYKEHOTO
3 KapPTOHY thapmaueBTuy nignpueMCTBO TEKCTY MapKyBaHHS. 3MiHW BHECEHi B TEKCT MapKyBaHHS yNakoBKu
He "340poB'a Hapoay" NiKapcbKoro 3acoby o0 3a3HaYeHHS MiXXHAPOAHMUX NO3HAYEHb
nignpYeMCTBO OVHWLb BUMIPIOBaHHS. BBEAEHHS 3MiH NPOTArom 6-T1 MicAuiB
"3a0poB's nicns 3aTBepmKeHHs
Hapoay"
211, CUOOKAPA TabneTtky no 2 mr no AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHnx martepianis: 3a UA/16389/01/01
10 TabneTtok y "KUIBCbKWM BITAMIHHWIA 3MiHM | TURY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi, no 3 BITAMIHHUIA 3ABO4" thapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepun y nauui 3ABO" yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHthopmalLii LWoao
3a3HayYeHHs OAVHMLb BUMIPIOBAHHSA Y CUCTEMi Sl. BHECEHHS 3MiH
00 po3sgainy “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOMY TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NPOTAroM 6-TW MicALB Nic/1A 3aTBepAKEHHS
212 CUMETUKOH | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15907/01/01
060510HKOM, No 125 06MexeHo obmexeHo 3MiHM | TUNY - 3MiHK W0 6e3nekn/echekTMBHOCTI Ta peyenma
Mr, No 7 TabneTok y BiAnoBigasIbHI BiANoBifa/IbHICTIO hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40 po34iny
6nictepi; no 1 a6o 2 CTIO "®apmaueBTnyHa “MapkyBaHHa" MKA /13”: 3anponoHoBaHO: MapKyBaHHS.
6nictepu y kopobui "®apmaveBTu thipma "BepTekc", BignoBigHO 40 3aTBEPAKEHOrO TEKCTY MapKyBaHHS. 3MiHN BHECEHI
YHa hipma YkpaiHa B TEKCT MapKyBaHHS yNakoBKW Nikapcbkoro 3acoby oo
"BepTekc" (BMPO6GHMLTBO 3 3a3HaYEeHHS1 MiDKHApPOAHWX NO3HAYEHb OAMHWLb BUMIPIOBAHHS.
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
npoaykuii in bulk BBefeHHS 3MiH NpoTAroM 3-x MicsILiB MiCNs 3aTBEPXKEHHS.
ToBapucTsa 3
06MeXeHOH
BigNoBigasIbHICTIO
"®apmaueBTnyHa
KomnaHis
"3popos'a”,
YkpaiHa)
213.| CUMETUKOH | kpanni opasibHi, 40 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 6e3 UA/16197/01/01
mr/mn, no 30 mny 06MmexXeHo 06MEXEHO 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peuenma
thnakoHi; no 1 BiANOBIAabHI BiANOBIAA/TbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
chnakoHy y Kopobui 3 CTI0 "GapmaueBTnyHa “MapkyBaHHA" MKA 13”: 3anponoHoBaHo: MapkyBaHHS.
KapToHy "papmaueBTu thipma "BepTekc”, BifnoBigHO A0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHA 3MiHU BHECEHI
yHa chipma YkpaiHa B TEKCT MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby Lioao
"BepTekc (BMPOGHNLTBO 3 3a3HaYeHHs1 MDKHapPOAHWNX NO3HAYeHb OAVHWLb BUMIPIOBAHHS.
npogykuii in bulk BBefeHHs 3MiH NpoTAroM 3-x MicsLiB MiCNs 3aTBEPKEHHS.
ToBapucTsa 3
06MeXeHoH
BiANoBifa/IbHICTIO
"®GapmaueBTnyHa
KoMnaHis
"3popos'a”,
YkpaiHa)
214.| CHYN® cnpeii HasasIbHUIA, CTALA HimeuuunH CTALOA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/16231/01/01
po3uuH 0,05%; no ApuHaiimitTen a ApuHaiimiTTens Arl, Icnanis 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eteKkTUBHOCTI Ta peyenma
15 mn y dpiakoHi; no b Al HimeuumnHa (Bunyck YopHoropis thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY MapKyBaHHS

1 chnakoHy B
KapTOHHilA KOpo6L

cepiid); Ypcadapm
ApuHaiimiTTeNb
v6X, HimeuunHa
(BUpPOOHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPWHHE
nakyBaHHs,
KOHTPO/Ib Cepiit);
OAMAP XEJIC KEP
CEPBICEC
MAAPWA, C.AY.,
IcnaHis
(BUPOGHNLTBO
Hepo3dacosaHoro
NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHs,

KOHTPO/Ib Cepiit);

YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
3a3HauyeHHs OAMHMLb BUMIPIOBaHHSA Y cnucTeMi Sl. BHeCeHHs 3MiH
00 po3giny «MapkyBaHHs» MKSA J13: 3anponoHoBaHo: 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHsA. TepMiH BBEEHHS 3MiH -
npoTArom 6 micsAuis nicns 3aTBepakKeHHs
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

XeMOMOHT A.0.0.,
YopHoropis
(BUpPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs)

215.

CHYN®

cnpeli HaszaNbHUI,
po3uuH 0,1%; no 15
My ¢hnakoHi; no 1
chnakoHy B
KapTOHHIA KopoobLi

CTAIA
ApuHaiimitten
b Al

HimeyunH
a

CTALA
ApuHaiimitTens Arl,
HimeuuunHa (Bunyck
cepiil); Ypcadapm

ApuHaiimiTTens
M6X, HimeuunHa
(BUpPOBHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b cepiid);
®AMAP XEJIC KEP
CEPBICEC
MAZPWA, CAY.,
Icnanis
(BUpPOOHMLTBO
Hepo3dhacoBaHoro
NpoAyKTY, NepBrHHE
Ta BTOPWHHE
nakyBaHHs1,
KOHTPO/b cepiii);
XEeMOMOHT 4.0.0.,
YopHoropis
(BUpPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHs)

HimeyunHa
IcnaHis
YopHoropis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis:
3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta

hapmakoHarnagy (iHLwi 3MiHK) - OHOBMIEHHS TEKCTY MapKyBaHHS

YyNaKoBKM NiKapCbKoro 3acoby 3 BHECEHHSIM iHdhopMalLii Wwoa0
3a3HayvYeHHs O4MHYLb BUMIPIOBaHHSA Y cucTeMi Sl. BHECEeHHS 3MiH

00 po3gziny «MapkyBaHHs» MK J13: 3anponoHoBaHo: 3rigHO

3aTBEPAKEHOr0 TEKCTY MapkKyBaHHS. TepMiH BBEAEHHS 3MiH -

NPOTAroM 6 MicsLiB Micns 3aTBePIKEHHS

6e3
peyenma

UA/16231/01/02

216.

CHYN®

cnpeii HazasbHUiA,
po3uunH 0,05 % no
15 mn y donakoHi; no
1 donaxoHy B
KapTOHHI KOpooLi

CTAOA
ApuHaimitTen
b Al

HimeyunH
a

CTALA
ApuHalimittens Arl,
HimeuuunHa (Bunyck
cepii); YPCAGAPM

ApuHalimiTTenb
vM6X, HimeuunHa
(BUPOGHNLTBO
Hepo3acoBaHOro
NpPOAYKTY, NePBUHHE

HimeyunHa
Icnanis
YopHoropis

TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
TEXHIYHY NOMUJIKY BUNPAB/IEHO B IHCTPYKLT 4151 MeANYHOro
3acTocyBaHHsA J13 y p. "TepMmiH npugartHocTi" 3anpornoHOBaHoO:
Micna BigkpUTTA hnakoHa —12 MicAuiB. 3a3HaveHe BUNpaBeHHs
BiAnoBigae marepiasiam peecTpauiniHoro 4ocbe

6e3
peyenma

UA/16231/01/01
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asaBHuUK

Kpaina
3asBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b cepiid);
®AMAP XEJIC KEP
CEPBICEC
MAZPWA, CAY.,
Icnanis
(BMpPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY, NePBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b cepiid);
XeMOMOHT 4.0.0.,
YopHoropis
(BMPOGHULITBO
Hepo3acoBaHOro
NPOAYKTY, NEPBUHHE
Ta BTOPUHHE
nakyBaHHs)

217.

CHYN®

cnpeii HasaslbHUIA,
po3uunH 0,05 % no
15 mn y donakoHi; no
1 chnakoHy B
KapTOHHIA KOpooLi

CTAIA
ApuHaiimitten
b Al

HimeyunH
a

CTALA
ApuHaiimiTTens Arl,
HimeuumnHa (BUnycK
cepiii); YPCAGAPM

ApuHalimiTTens
'm6X, HimeyunHa
(BUpOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, NEPBUHHE
Ta BTOPWHHE
nakyBaHHs1,
KOHTPO/b cepiii);
PAMAP XENC KEP
CEPBICEC
MALPUI, C.AY.,
Icnanisa
(BMPOGHULITBO
Hepo3acoBaHOro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs,
KOHTpPO/b cepiid);
XeMOMOHT A.0.0.,
YopHoropis
(BMPOGHMLITBO

HimeyunHa
IcnaHis
YopHoropis

TexHiyHa nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
TEXHIYHY NOMUJIKY BUNPaBMEHO B iHCTPYKLT AN MeANYHOro
3acTocyBaHHsA J13 y p. "TepMmiH npugaTHocTi" 3anponoHOBaHO:
Micns BigkpUTTA donakoHa —12 micAuis. 3a3HavyeHe BUNpPaBIeHHS
BiANOBIga€e MaTepianam peecTpauiiiHoro AOCkE

6e3
peyenma

UA/16231/01/02
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Hepo3hacosaHOro
NPOAYKTY, NePBUHHE
Ta BTOPUHHE
nakyBaHHs)
218.| CONEAYM® racTpope3nCTEeHTHI Kaccenna-meq | HimeuuuH ApTtecaH ®apma HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/15105/01/01
POPTE Kancynv M siki, no Mv6X & Ko. KI a v6X & Ko. KT, IcnaHis 3MiHuW | TUNY - 3MiHK 3 sKocTi. CepTudikaT BignosigHOCTI/lE- peuyenma
200 wr; no 20 HimeuunHa YopHoropisi | cepTtudcikat BignosiaHocTi €Bponelickkiin chapmakonei/MoHorpadii.
Kancyn y énictepi; (nepBuHHe Ta MoaaHHA HoBOro abo oHoBNEHOro cepTudikaTa BignNoBIAHOCTI abo
no 1 6nictepy B BTOPUHHE BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
KapTOHHI Kopobuyj; nakyBaHHs); thapmakonei: gns A®l; ans BUXigHOrO
no 25 kancyny ApTecaH ®apma marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
6nictepi; no 2 abo 4 'MBX & Ko. KT, BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; ANns AONOMKHOI pEYOBUHY
6nictepun B HimeuunHa (TE-cepTudikat BignoBigHOCTI E€Bponeiichkiin hapmakonei aAns
KapTOHHI/ KopoobLi (BTOpUHHE Adl/BnxigHoro matepiany/peareHTy/NPOMIXHOTO NpoaykTy abo
nakyBaHHs); [ONOMDKHOT peyoBuHM) - OHOBMEHWiT cepTudikaT Big, BXe
KaraneHt 3aTBEPKEHOr0 BUPOOHUKA - OHOB/IEHHS cepTudikaty
HimeuunHa E6epbax BiANOBiAHOCTI E€Bponeiickbkili hapmakonei Ne R1-CEP 2003-172-
v6X , HimeyunHa Rev 02 (3aTBepmkeHo: R1-CEP 2003-172-Rev 01) gns
(BpOGHMLTBO [0MOMDKHOT PEYOBUHW XXenaTuHy Bif, BXe 3aTBepKeHoro
kancyn (6e3 Bmpo6Huka (GELITA DO BRASIL LTDA., Brazil), y 38'a3ky i3
nokputTA) in bulk); PO3LUMPEHHAM KpPaiH NOXOMKEHHSA. 3MiHW | TUMY - 3MiHU 3 AKOCTI.
Knoctepdpay CepTuddikat BignosigHocTi/lE-cepTucpikat BignosigHoCTI
BepniH M'm6X , €Bponelicbkili hapmakonei/moHorpadii. MogaHHa HoBoro abo
HimeuunHa OHOBJ/IEHOTO cepTudikaTa BignoBiAHOCTI abo BUTyHEeHHS
(HaHaceHHs cepTudpikaTa BignoBiaHOCTI E€Bponeiickbkiit hapmakonei: ana Adl;
NMOKPUTTS, BTOPUHHE ANs BUXIAHOrO MaTepiasy/peareHTy/MPOMiXXHOIO NPoAykKTy, L0
naxkyBaHHs, BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMKHOI peHOBUH
KOHTPO/b SIKOCTI, (TE-cepTudikat BignoBigHOCTI E€Bponeiickkiin hapmakonei Ans
Bunyck cepii); C.K. Adl/BnxigHoro matepiany/peareHTy/NpPOMiXHOTO NpoaykTy abo
Csicckarc PymyHis [ONOMDKHOT peyoBuHY) - OHOBMEHWiT cepTudikaT Big, BXe
C.P.J1., PymyHis 3aTBEPKEHOr0 BUPOGHMKA - OHOB/IEHHA cepTudpikarty
(BMPOGHMLTBO BiANOBiAHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP 2000-182-
kancyn (6e3 Rev 02 (3aTBepmkeHo: R1-CEP 2000-182-Rev 01) gnis
nokpuTTA) in bulk) [LOMOMDKHOT PEYOBMHU XeNnaTuHY Bif, BXe 3aTBEpKEHOro
BMpo6HMKa (Lapi Gelatine SpA, Italy), y 3B'A3Ky i3 pO3LUMPEHHAM
KpaiH NOXO[4)KEeHHs
219, CconiuvH TabneTku, BKPUTI My6niyne YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/18237/01/01
NNiBKOBOO akLjioHepHe akLjioHepHe YTOUHEHHS HanucaHHA 3asiBHUKa Ta BUPOGHUKa B Hakasi MO3 | peyenmom
060n0HkKot0, no 10 TOBapUCTBO TOBapUCTBO Ykpainu Ne 1789 Big 04.08.2020 B npoueci peecTpaluiii, a came:
Mmr; no 10 TabneTok "HaykoBo- "HaykoBo- NoMUIKOBO 6Y/10 CKOHBEPTOBaHO azpecy
y 6nicTepi, no 1 abo BUPOOHWUNI BMPOBOHNYMNIA LEHTP
3 6nicTepu B nayi LeHTp "BopLuariBcbkuii
"BopLyariscbk Ximiko-
WA XiMiKO- hapmaueBTUUHWIA
thapmaueBTmy 3asofa”
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
HWi1 3aBo" (nakyBaHHS i3
dhopmu in bulk
BMPOGHMKa
"Genepharm SA",
peuis)
220. coniuvH TabneTku, BKpUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/18237/01/02
NNiBKOBOO akLjioHepHe akLjioHepHe YTOUHEHHS HanucaHHA 3asiBHUKa Ta BUPOGHUKa B Hakasi MO3 | peyenmom
060/10HKOI0, N0 5 Mr; TOBapuncTBo TOBapuncTBo YkpaiHun Ne 1789 Big 04.08.2020 B npoueci peecTpaliii, a came:
no 10 Tabnetok y "HaykoBo- "HaykoBo- NOMW/IKOBO GY/10 CKOHBEPTOBAHO afpecy
6nictepi, no 1 a6o 3 BVMPOGHNYNIA BMPOGHUYNIA LEHTP
6nicTepu B nauuj LEeHTp "BopLuariBcbkui
"bopLuariBcbk XiMiKo-
niA Ximiko- hapmaLeBTNYHNI
hapmavneBTny 3asopg"
HWi1 3aBog" (nakyBaHHA i3
hopmu in bulk
BMPOGHMKaA
"Genepharm SA",
peuist)
221.| COHMIN TabneTkn, BKPUTI AT YkpaiHa AT "KUNIBCbKU YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/5288/01/01
NNiBKOBOO "KNIBCbKW BITAMIHH 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peuenma
060/10HKOI0, N0 15 BITAMIHHWIA 3ABO4" hapmakoHarnsagy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHS
Mmr no 10 TabneTok y 3ABOL" YMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM iHdhopMallii WwoA0
6nictepi; no 1 a6o 3 3a3HayvYeHHs OAMHMLb BUMIPIOBAHHSA Y CUCTEMI Sl. BHECEHHS 3MiH
6nictepu B nayui A0 posainy “MapkysaHHa” MKA /13: 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3aTBepAKeHOMY TEKCTY MapKyBaHHSI.
BBefeHHS 3MiH NpOoTAroM 6-T MicALiB Nicas 3aTBEPAKEHHS
222, COPBI®PEP TabneTku, BKPUTI 3AT YropuyHa 3AT YropumHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/0498/01/01
AYPYNEC 0060/10HKOH, 3 dapmaueBTny dapmaneBTUYHNI 3MiHM | TURY - 3MiHK Woa0 6e3nekn/edeKTMBHOCTI Ta peyenmom
MoandpiKkoBaHUM HW 3aBOf, 3aBop ElC thapmakoHarnagy (iHwi 3miHK) - 3amiHa po3gainy «Ipadmyeckoe
BMBI/IbHEHHAM, 320 EriC othopmneHne ynakoskn» Ha «MapknpoBka» B 3aTBepayKeHnx MKHA
Mmr/60 mr N3: 3anponoHoBaHo: MapkupoBka. B cooTBeTCTBUM C
yTBEPXAEHHBIM TEKCTOM MapKUpoBKY. BBeAeHHS 10AaTKOBOrO
TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro 3acoby i3 3a3HavyeHHAM
MDKHapPOAHUX NO3HAYEHb OAMHNLE BUMIPIOBaHHA. BBegeHHS 3MiH
NPOTAroMm 6-Tu MicALiB NiC/1A 3aTBEPAKEHHS.
223.| COPUTMIK Tabnetku no 160 wmr; AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/4543/01/01
no 10 Tabnetok y "KUIBCbKWM BITAMIHHWIA 3MiHM | TURY - 3MiHK Woa0 6e3nekn/eddeKkTUBHOCTI Ta peyenmom
6nictepi; no 2 BITAMIHHUIA 3ABO4" thapmakoHarnagy (iHwi 3MiHK) - OHOBMIEHHSA TEKCTY MapKyBaHHS
6nictepu B nayui 3ABO" yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM iHthopmalLlii LWoao
3a3HayYeHHs OAVHMLL BUMIPIOBAHHA Y CUCTEMi Sl. BHECEHHS 3MiH
00 po3gainy “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOMY TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NPOTAroM 6-Tu MicALB Nic/1A 3aTBepAXEHHS
224, COPUTMIK Tabnetku no 80 mr; AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4543/01/02
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
no 10 TabneTtok y "KNTBCbKW BITAMIHHUW 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
6nictepi; no 2 BITAMIHHWIA 3ABO" thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepu B navui 3ABOL" yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
3a3HayeHHs OAVHMLL BUMIPIOBAHHA Y cUCTeMi Sl. BHECEHHS 3MiH
A0 posgainy “MapkysaHHa” MKA J/13: 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOMY TEKCTY MapKyBaHHS.
BBefeHHs 3MiH NpOTAroM 6-Tu MicALIB Nic/a 3aTBePAKEHHSA
225, CNUPT po3urH 96 % [epxaBHe YkpaiHa [JepxaBHe Ykpaina BHECEHHS 3MiH 40 peecTpaLliintHux maTepiasis: 3MiHu | Tuny - - UA/10669/01/01
ETNNOBUIA (cy6eTaHuis) B nigNpPUEMCTBO nigNpPUeEMCTBO AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu
96% cneuiasibHO "YXnutomupcbk "YKutommpcbkuii 3asBHUKa (BNacHMKa peecTpaLiiHoro NocBigYeHHs) - 3mMiHa agpecu
o6nagHaHnX W1 nikepo- nikepo-ropinyaHnii 3aABHMKa
uucTepHax gns ropinuaHuii 3aBog”
hapMaLeBTUYHOIO 3asog"
3acToCyBaHHs
226. CMIPUBA®PE | po34uH Anis BepiHrep HimeuuunH BepiHrep HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6495/02/01
CMNIMAT® iHransuin, 2,5 IHrenbxaim a IHrenbxaiim ®apma 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
MKr/iHransujto no 4 IHTepHeLwHN v6X i Ko. KI hapmakoHarnsgy (iHwi 3MiHKn) - BHECEHHS 3MiH 40 po34iny
MY KapTpuaxi (60 rM6X «MapkyBaHHsa» MKHA /13: 3anponoHoBaHo: MapkKyBaHHS 3rigHO
iHransuin); no 1 3aTBEPKEHOMY TEKCTY MapKyBaHHs. BBeeHHA 3MiH NpoTAromM 6-
KapTpuaxy B TV MiCALiB Nic/a 3aTBepMKEHHS. 3MiHK | TURy - 3MiHK WOoA0
KomMnnekTi 3 1 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy (iHwi 3miHu) -
iHransTopom OHOBJIEHHS TEKCTY MapKyBaHHs YNakoBK/ NiKapCbKoro 3acoby 3
Pecnimat® y BHECEHHSIM iHGpopMaLii LWoA0 3a3HaYeHHS OAVHULL BUMIPIOBaHHS
KapTOHHilA KOopoo6Li y cucteMi Sl. BBeieHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPKEHHS
227 CTUMON® PO34uH OpasibHUiA, 1 BIOKOZEKC ®paHuis BIOKOAEKC ®paHuisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/6937/01/01
r/10 mn no 10 mny 3MiHM | TUNY - 3AMiIHICTPATUBHI 3MiHW. BunyyeHHs BUPOGHUYOT peuenma
nakeTuky, no 18 AiNbHULUI (BKNOYatoumn AinbHUL Ana A®l, NpoMiXHOro NpoayKTy
nakeTVKiB y abo roToBOro iKkapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
KapTOHHiA KOopooLi nakyBaHHs1, BUpOOHYKa, BiANOBiAaNbLHOIO 3a BUMYCK Cepiid, MicLe
NpoBefEHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMIKXHOT PEHOBMHM (SKLLO 3a3HaYeHo
Y OOCbE) - BUNy4YeHHs BUpo6Huka APl (CynbdaHinamigy) Nanhai
Beisha Pharmaceutical Co. Ltd., KuTtaii y 3B'a3ky 3 NpUnmMHEHHAM
BMPOGHMLUTBA AD|. 3aTBEpaKEHNI BUPOOHUK, WO 3a/TMLLNBCS —
Zhejiang Chemsyn Pharm. CO., LTD., Kutaii BUKOHYE Ti cami
dOyHKUIT WO i BUAYYeHui
228. CTPENTOUN | Tabnetku no 300 wmr, NnAT YkpaiHa MAT "Tannucapm”, YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/7258/01/01
a no 10 TabneTtok y "Tanuucapm” Ykpaina; MAT 3MiHU | TUNY - aAMIHICTpaTUBHI 3MiHU. BUny4yeHHs BUPOBHUYOT peyenmom

cTpuni; no 10
TabneTtok y 6nictepi,
no 1 6nictepy B
nauuj

"Knismegnpenapar"

AiNbHUUI (BKAOYaoum AinbHuui Ans A®l, npomikHOro NpoaykTy
ab0o roToBoro nikapcbkoro 3acoby, AiNbHUL 415 NPOBeAEHHS
nakyBaHHs1, BUpOOHWKa, BiANOBiAaIbHOIO 3a BUMYCK Cepiid, MicLe
NpoBefEHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
marepiany, peareHTy abo AONOMIKXHOT PEHOBMHU (SIKLLLO 3a3HaYeHO
Y [0CbE) - BUNy4YeHHs BUpo6Huka AP| (CynbdaHinamigy) Nanhai
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Beisha Pharmaceutical Co. Ltd., Kutaii y 38'A3Ky 3 NPUNMHEHHAM
BMPOGHMLUTBA AD|. 3aTBEpAKEHNI BUPOOHUK, WO 3a/TMLLNBCS —
Zhejiang Chemsyn Pharm. CO., LTD., Kutaii BUKOHYE Ti cami
OYHKLT LLLO | BUTyYeHWiA
229, CTPENTOUMN | ma3b 10% no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/0385/01/02
AOBA MA3b Ty6i antomiHieBiii; no | ®apmaueBTuy PapmaLeBTUYHa 3MiHM | TUMy - 3MiHK 3 AKOCTIi. FoTOBUIA Nikapcbkuid 3aci6. KoHTponb | peyenma
10% 1 1y6i B naywi 3 Ha habpuka habpuka "Biona" roTOBOro Nikapcbkoro 3acoby. 3miHa y MeTofax BUNpobyBaHHS
KapToHy; no 251y "Biona" roTOBOrO JliKapcbkoro 3acoby (418 npuBeAeHHs Y BiANOBIAHICTb 3
Ty6ax antomiHieBux; L®Y abo EBponeincbkolo thapMakoneeto Ta BUMyYEHHS MOCUNaHHSA
no25ry Ha 3acTapinuii BHYTPILLHIli MeTo BUNPoBYyBaHHS i lioro Homep) -
KOHTeliHepax BHECEHHS 3MiH 40 MeTOAiB KOHTPO/IK SKOCTI NiKapCbKoro 3acoby
3a nokasHukoM «MikpobiofnoriyHa YicToTa», a came 3amiHa
nocvnaHs 3 Y 1.0 Ha «gitouy pegakuito» APY. 3miHu | Tuny -
3MiHM LWoA0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi
3MiHK) - 3MiHa Ao po3ainy MKA /13, a came po3gin «IpadiyHe
0hOpMEHHS YNaKoOBKM» 3aMiHEHO po3inoM «MapKyBaHHS»
(3rigHo 3aTBEPAYKEHOrO TEKCTY MapKyBaHHs1). OHOBMEHHS TEKCTY
MapKyBaHHs NepBMHHOT Ta BTOPUHHOI YNaKoBKW NiKapCbKOro
3aco0y i3 3a3Ha4YEHHAM MDXKHAPOAHUX NO3HAYEHb OAUHNLb
BMMIpIOBaHHS. BBeeHHS 3MiH NpoTArom 6-T1 MicaUiB micns
3aTBEPAKEHHSA
230.| CTPENTOLUN Ma3b 5% no 25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/0385/01/01
AOBA MA3b Ty6i a/IlOMiHIEBIN; N0 | dapmaueBTuy dapmaneBTUYHA 3MiHK | TRy - 3MiHK 3 AKOCTIi. OTOBWIA Nikapcbkuii 3aci6. KoHTponb | peyenma
5% 1 Ty6i B nauuj 3 Ha chabpuka habpvka "Biona" roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax BUnpobyBaHHs
KapToHy; no 251y "Biona roTOBOrO /liKapCcbKoro 3acoby (419 npuBeAeHHS Y BIANOBIAHICTb 3
Ty6ax afitoMiHIEBMX; LY abo €Bponeincbko dapMakoneerd Ta BUAYYEHHS NOCUIaHHSA
no25ry Ha 3acTapinuii BHYTPILLHI/i MeTo BUNpobyBaHHS i lioro Homep) -
KOHTeliHepax BHECEHHS 3MiH 40 MeTOoAiB KOHTPO/IK0 AKOCTI NiKapCbKoro 3acoby
3a NoKasHMKoM «MikpobiosioriyHa ymctota», a came 3amiHa
nocwniaHb 3 AdY 1.0 Ha «gitouy pegakuito» APY. 3miHu | Tuny -
3MiHu Wopao 6esnekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHK) - 3MiHa A0 po3giny MKA /13, a came po3gin «IpadiyHe
0(hOPMIEHHS YNAKOBKM» 3aMiHEHO PO3/inoM «MapKyBaHHS»
(3rigHo 3aTBEPAYKEHOrO TEKCTY MapKyBaHHs). OHOBMEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapCcbKOro 3acoby i3 3a3HauyeHHAM
MDKHaPOAHUX NO3HAYeHb OAUHWLL BUMIpOBaHHSA. BBegeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiC/A 3aTBEPKEHHS.
231, CYNIb®AMET | nopoLuok AT "dapmak" YkpaiHa BipLioy IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/10104/01/01
OKCA3o0n (cybeTaHuis) y Na6opaTtopiec YTOYHEHHA HanNUCaHHA NPU3HaYeHHs cy6CcTaHLil B Hakasi MO3
MiLLIKaxX Nimiteq Ykpainu Ne 1789 Big 04.08.2020 B npoueci BHECEHHA 3MiH

nonieTMIeHoBUx
noagiiHMx gnsa
BUPOGHULTBA
HecTepuIbHNX
nikapcbKux coopm

(3MiHM | TUNY - AQMiHICTPaTVBHI 3MiHM. 3MiHA HaliMEHYBaHHS
Ta/abo afipecu 3asiBHMKA (B/1aCHUKA PEECTPALiiHOTO NOCBiAYEHHS)
- 3MiHa Ha3BM Ta agpecu 3asBHUKA. 3MiHW | TUNy - 3MiHK 3 SIKOCTI.
CeprudpikaT BignoigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponeiicbkiin papmakonei/MoHorpadii. 3miHW, NoB'sA3aHi 3
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
HeOoB6XiAHICTIO NpUBeAEHHS Y BiANOBIAHICTL A0 MOHOrpadii APY
abo €sponeicekoi hapmakonei, abo iHLWOI HaLioHabHOT
thapmakonei gepxasu EC (3miHa y cneyndikauisix, noB'sasaHa 3i
3amiHo BUMOT MoHorpacii AdY abo iHWOoI HalioHaIbHOT
thapmakonei aepxasu €C Ha BUMOrn MoHorpadii €BponeicbKoi
chapmakonei). 3mMiHM NoB'A3aHi 3 NpMBeAeHHAM cneuudikauii API
CynbhameTokcason 4o Bumor MoHorpadii EP, a came,
BUNyYeHHAM 3i cneundikauii APl TecTy «Baxkki meTanu».).
Pepakuis B Hakasi: A5 chapmaleBTMYHOro 3aCcTocyBaHHs. BipHa
peAakuis: Ans BUPOGHULITBA HECTEPUTBHUX NiKAPCbKUX
copm.
232 CY/Ib®OKAM | po3uvH Ans iH'eKUil, MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3a UA/7392/01/01
®OKAIH- 100 mr/mn; no 2 mn "papmaueBTu "®apmaueBTNYHa 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
AAPHUUA B amnyni; no 5 YyHa hipma dipma "AapHuus” thapmakoHarnagy (iHwi 3MiHN) - OHOB/IEHHS 3aTBEP)KEHOr0 TEKCTY
ammnys y KOHTYpPHIi "fapHuus” MapKyBaHHS! yMakoBKM fikapcbKoro 3acoby. 3aTBepAKeHHs
YapyHKOBIM afbTEPHATUBHOIO TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
ynakoBLij; no 2 3aco6by i3 3a3HaveHHAaM 2D-kogdy. TepMiH BBEAEHHS 3MiH -
KOHTYPHI YapyHKOBI NpOTArom 6 MicALiB nMicns 3arBepKeHHs. 3MiHW | Tuny - 3MiHK 3
ynakoBKM B navi siKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLWi 3MiHK) - BHECEHHS 3MiH
[0 maTepianiB peecTpadiiiHoro gocee (p. 3.2.P.3.3. Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOsIo npouecy, p. 3.2.P.7 Cuctema
KOHTeliHep/3aKkynoptoBasibHWi 3acib), a came: AoAaBaHHSA
a/lbTEPHATUBHOIO BTOPMHHOIO NakyBaHHSA (3 2D-kogom; 3 2D-
KOAOM Ta KOHTPONEM BiAKPUTTS) 40 3aTBEPL)KEHOr0 BTOPUHHOIO
nakyBaHHs1; BHECEHHS KOperyBaHHs [0 po3giny "Ynakoska" MKA
N3. 3anponoHoBaHo: YMNAKOBKA. Mo 2 M1 B aMnynu CKNSHI.
[LlonyckaeTbCcsi Ha amny ny HakeloBaTh eTUKeTKY 3 nanepy i3
CaMOK/IerounM NOKpUTTAM. Mo 5 amnyn pa3om 3 HOXeM Ans
PO3KPUTTA amny BKNaAaloTb Y KOHTYPHY YapyHKOBY yNakoBKy
(kaceTy). MNpy nakyBaHHI amnysi i3 KONbOPOBUM KisibLleM 31aMy abo
3 KO/IbOPOBOK TOUKOIO 311aMy HOXI A715 PO3KPUTTS aMnyn He
BK1agatu. Mo 2 KOHTYPHI YapyHKOBI YakoBKY PO30M 3 iHCTPYKLIED
AN MeAMYHOro 3aCTOCYBaHHA BKNafaloTh B nadky. 3a
HeoOXiAHOCTI, AONYCKAETLCA Ha NayKy Hak/elBaTh eTUKETKY
KOHTPOJIIO BiAKpUTTA
233, CYMAMEA® TabneTku, BKPUTI TeBa I3painb MIBA XpBartcka Xopsaris BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/2396/02/01
NNiBKOBOIO dapmaueBTika 4.0.0. 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
060/10HKO, No 125 n lHpacTpis hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHSA 3MiH 0 po34iny
Mr no 6 TabneTok y Nrta. “MapkyBaHHa" MK /13: 3anponoHosaHo: MapKysaHHs 3rigHO
6nictepi; no 1 3aTBEPKEHOro TEKCTY MapKyBaHHS. 3MiHWN BHECEHI B TEKCT
6nictepy y kopobui MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LL0A0 3a3HauYeHHs
MiKHapOAHMX NO3HAaYeHb OAUHULIb BUMIpIOBaHHSA. BBeAEHHS 3MiH
npoTsirom 6 MicsiLiB Mic/si 3aTBEPAKEHHSI
234 CYMAMEA® TabneTku, BKpUTI TeBa I3painb MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2396/02/02
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NNiBKOBOO dapmaueBTika 4.0.0 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peyenmom
06010HKot0, Mo 500 n lHgacTpi3 hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
Mr no 2 a6o no 3 nra. “MapkyBaHHa" MKS /13: 3anponoHoBaHo: MapkyBaHHs 3rigHo
Tabnetkn y 6nictepi; 3aTBEPKEHOr0 TeKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
no 1 6nictepy y MapKyBaHHS! yNakoBKW /TikapcbKoro 3acoby L0A0 3a3HauyeHHs
Kopoo6Ui MiXXHapOAHMX NO3HAa4YeHb OAUHULIb BUMipIOBaHHS. BBeAEeHHS 3MiH
NpoTArom 6 MicsiLiB Nicns 3aTBepKEHHs
235.| CYMNEPBIT TabneTkn XyBaslbHI; AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 6e3 UA/5698/01/01
no 10 Tabnetok y "KNIBCbKW BITAMIHH 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peuyenma
6nictepi; no 3 BITAMIHHUIA 3ABO4" thapmakoHarnsgy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po34iny
6nictepun y nauui 3ABO" “MapkyBaHHa" MK /13: 3anponoHoBaHo: MapkyBaHHs 3rigHo
3aTBEPAKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHSI TEKCTY
MapKyBaHHS YNakoBKV NiKapcbKoro 3acoby 3 BHECEHHSIM
iHchopmaw,ii LWoA0 3a3HAYEHHS OAUHULb BUMIPIOBAHHS y CUCTEMI
Sl. BBeAEHHA 3MiH NPOTAroM 6-T1 MicsLiB NiC/s 3aTBEPIKEHHS
236.| TEPBIHA®IH- | Tabnetkn no 250 wmr, AT YKpaiHa AT "KMIBCbKUIA YKpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6118/01/01
KB no 7 TabneTok y "KNIBCbKW BITAMIHHW 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
6nictepi, no 2 BITAMIHHU/IA 3ABO4" hapmakoHarnsagy (iHwi 3MiHK) - BHECEHHSA 3MiH 0 po34iny
6nictepun y nauui 3ABO4" “MapkyBaHHa" MKA /13: 3anponoHosaHo: MapKysaHHsA 3rigHo
3aTBEPMKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro 3acoby 3 BHECEHHSIM
iHchopMmawii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeAE€HHS1 3MiH MPOTAroM 6-T1 MicsLIB NiCNs 3aTBEPAYKEHHS
237.| TETPALUUKAI | Tabnetku, BKPUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHUX MaTepianiB: TEXHIYHA NOMUIKa 3a UA/3520/01/01
HY NNiBKOBOIO akuioHepHe akuioHepHe (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460). BunpasneHo peyenmom
riAPOXNMOPU | o6onoHkoto, no 100 TOBapUCTBO TOBapuUcTBO TEXHIYHY MOMWJ/IKY B IHCTPYKUIT A1 MEANYHOIO 3aCTOCYBaHHS
A mr; no 20 TabneTok "HaykoBo- "HaykoBo- nikapcbKkoro 3aco6y. 3anponoHoBaHo: Po3ain "Ynakoska" Mo 20
y 6nicTepi, no 1 BMPOBHNYNIA BUPOGHNUUIA LLEHTP Tabnetok y 6nictepi, no 1 6nictepy B nauyui. 3a3HayeHe
6nictepy B navui 3 LEeHTP "BopLuariBcbkuii BMMNpaB/IEHHS BiAMOBifae MaTepiasiamMm peecTpaLiiiHoOro AoCbe
KapToHy "bopLuariBcbk XiMiKo-
uii ximiko- thapmMaueBTUYHUI
thapmavneBTuy 3asog"
HWi1 3aBoa"
238.| TUSEPUUH® | Tabnetku, BKPUTI 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH [0 peecTpaLiiHux martepianis: 3a UA/0175/01/01
N1iBKOBOIO dapmaueBTny dapmaneBTUYHNI 3MiHM | TURY - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKO10, M0 25 HW 3aBOf, 3aBop ElC hapmakoHarnsaay (iHwi 3MiHK) - BBEAEHHS 04aTKOBOro
Mmr no 50 TabneTok y ETIC nakyBaHHS i3 HAHECEHHSIM OHOB/IEHOTO TEKCTY MapKyBaHHS 3
chnakoHi; no 1 BHECEHHSAM iHhopMaw,ii LWoA0 3a3HAaYeHHS OAUHUL BUMIpIOBaHHS
donakoHy B y cuctemi Sl.
KapTOHHIN ynakosuUi 3amiHa po3giny «[Ipacurueckoe ohopmMIeHNE yNnakoBKM» Ha
«MapkmpoBka» B 3aTBepmkeHnx MKA J13: 3anponoHoBaHo:
MapkupoBka. B cOOTBETCTBMM C YTBEPXAEHHBIM TEKCTOM
MapKMpOBKW. BBefeHHs 3MiH NpoTArom 6-T1 MicAUIB nicas
3aTBEPAKEHHSA
239.| TIAPA TPIO® | TabneTku, BKpUTI MpAT YKpaiHa MpAT YKpaiHa BHECEHHS 3MiH 10 peecTpauiiiHuX maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/15069/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NNiBKOBOO "®apmaueBTn "GapmaueBTnyHa 3 AKoCTi. FoTOBMIA Nnikapcbkuid 3aci6. Cuctema peyernmom
060n10HKot0, No 10 YyHa hipma dipma "apHuua” KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3miHa chopmun abo posmipy
mr/12,5 mr/160 wmr, "NapHuus" KOHTeliHepa 4/ 3aKynoptoBasibHOro 3acoby (MepBUHHOT yNakoBKW)
no 14 tTabneTtok y (HecTepunbHi Nikapcbki 3acobu)
KOHTYPHIl CynyTHS 3miHa
YapyHKOBI - 3MiHK 3 SKOCTi. F0TOBUIA Nikapcbkuii 3aci6. Cuctema
ynakosLi, no 1 a6o KOHTeliHep/3aKynoptoBasibHKI 3aci6. 3MiHa po3Mipy ynakoBKu
M0 2 KOHTYPHI rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
YapyHKOBI ynaKkoBKu/ (Hanpwvknag TabneTok, amnyn TOLWO) B yMakoBLi:) - 3miHa y
y nauuj Jiana3oHi 3aTBepKEeHNX PO3MIpIB YNakoBKU - 3MiHa po3Mipy
KOHTYPHIli YapyHKOBI ynakoBLi 3 7 TabneTok Ha 14 TabneTok Ta
BTOPUHHOI YNakoBKM rOTOBOTO /1iKapCbKOro 3acoby (nauyku)
Ne14(7x2) Ta Ne28 (7x4) Ha Nel4 Ta Ne28(14x2), 3 BiANOBIAHNMU
3MiHaMun 10 p. «YnakoBka» (BBegeHHs 3MiH MPOTAroM 6-Tu micsLiB
nicns 3aTBepmKeHHS); 3MiHW | Tuny - 3MiHK 3 AKocTi. [oToBwMiA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa po3Mipy ynakoBKW roTOBOrO MiKapCbKOro 3acoby (BUyYeHHs
YyNakoBKM MEBHOTO PO3MIpY) - BUTyYEHHS yNakoBku po3mipom (Ne
35 (7x5)): no 7 TabneToK y KOHTYPHY YapyHKOBY yNakoBKy no 5
KOHTYPHUX YapyHKOBMX YNakoBOK Y Mmaulli, 3 BigNOBiAHNMMN 3MiHAMM
y p. «YnakoBka» (BBefeHHs 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPAKEHHS)
240. TIOHEKC PO34MH ANS iH'EKLNR, 3AT JInToBCcbka NABOPATOPIO ITanis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/17110/01/01
2 mr/mn; no 2 mn B "papmnira” Pecny6nik PAPMALIEYTIKO YTOUYHEHHA B Haka3di MO3 YkpaiHun Ne 1637 Big 10.07.2020 wono | peyernmom
amnyni; no 6 amnyn a C.T.C.P.JL HanmcaHHs Ha3BW BUPOGHMKA 3a NpoLeaypoto - 3MiHu | Tuny -
B KOHTYPHiIl 3MiHuM 3 AkocTi. CepTudpikat BignosigHocTi/IE-cepTudikar
YapyHKOBIl BiANOBIAHOCTI €Bponelickbkili hapmakonei/MmoHorpadii. MogaHHA
ynakosLi; no 1 HOBOro abo OHOB/IEHOrO cepTudikaTa BigNoBiAHOCTI a60
KOHTYPHIl BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
YapyHKOBIl1 ynakoBLi thapmakonei: gns A®l; ans BUxigHoro
B nauLi mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHNLTBI ADI; 415 AONOMDKHOI peHOBUHM
(cepTuddikaT BignoBigHOCTI EBponeiickkili hapmakonei) - Hosuii
cepTuguikar Bif HOBOro BUPO6HMKA (3amMiHa abo AONOBHEHHS) -
BBEAEHHS HOBOTO BUPOOHUKA /15 AiH040i PeYOBUHN
Thiocolchicoside crystallised from ethanol Indena S.p.A., Itania B
SIKOrO HasiBHUIA cepTudpikaTt BiANOBIAHOCTI EBpONechbkili
chapmakonei Ne RO-CEP 2015-298-Rev 01.
241.| TONOTEKAH | niodinizar ans TOB "TeBa YkpaiHa CiHgaH ®apma CP/1 PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/8234/01/01
po3yUMHy Ans YkpaiHa" 3MiHM | TUNY - aAMiHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo | peyenmom
iHdpysiino 1 wmr; 1 agpecy Micus NpoBaKEHHS AisiNIbHOCTI BUPOGHWMKa (BKHOHatouu,
dhnakoH 3 3a HeobXiQHOCTI, MicLie NPOBEAEHHS KOHTPOJIHO SIKOCTI), abo

niogpinizatom y
KapTOHHI KOpooLi

B/lacHUKa Mactep-thaiina Ha A®l, abo nocTavasibHUKa
AdI/BMXigHOrO MaTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y [0ChE Ha




114

Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

nikapcbkuii 3aci6) 3a BifCYTHOCTI cepTudpikaTa BifnoBiAHOCTI
€Bponeiicbkii thapmakonei y 3aTBepAxeHoMy [0Cbe, abo
BMPOGHMKA HOBOI AOMOMiXHOI PeYOBUHU (SKLLO 3a3HaYeHO y
nocbe)-OHOBNEHHS aapecy BUpoOHUka A®I TonotekaHy
rigpoxnopugy ScinoPharm Taiwan, Ltd., 3 No.1 Nan-Ke 8th Road,
Tainan Science-Based Industrial Park, Shan-Hua, Tainan 74144,
Taiwan, R.O.C. Ha No.1 Nan-Ke 8th Road, Shan-Hua, Tainan
74144, Taiwan. Micue BNPOBaMXEHHS AisIbHOCTI BUPOOHMLTBA ,
nakyBaHHS, KOHTPO/TIO AKOCTi Ta BUMYCKY aKTVBHOI peYOBUHN
3aMLIAETLCA HE3MIHHUM. 3MiHW | TUNY - 3MiHK 3 AKOCTi. ADL.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX BUNPObyBaHb/Nepiogy
36epiraHHA abo ymoB 36epiraHHs A®I (3a BigcyTHOCTI Y
3aTBEPAXEHOMY [10ChE cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei, Lo BK/IYae nepiod NOBTOPHOrO BUNPOOYBaHHS)
(nepiof noBTOpPHOrO BUNPObYBaHHA/Nepios 36epiraHHs) -
36inblUeHHA abo BBeAEHHSA nepiogy NOBTOPHOIO
BMNpO6yBaHHs/Nepiogy 36epiraHHA Ha OCHOBI pe3yfbTaTiB
JocnipkeHb y peanibHOMY yaci - 36ibLIeHHSA nepiogy NOBTOPHOro
BMNPOBYBaHHA Aito40i pevyoBrHN TonoTekaH rigpoxiopus 3 24
MicsauiB Ao 60 micsuis nputemnepatypi Hwkye 25? C Ha OCHOBI
pe3ynbTaTiB AOCMIHKEHHSA CTabiNbHOCTI y peasibHOMY Haci; 3MiHu |
TMny - 3MiHKU 3 AKocTi. A®L. KoHTposib A®L. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMUX MEX, BUSHAUYEHUX Y
cneundikauisix Ha A®I, abo BUXigHWIA/NPOMKHUIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPoLEeCi BUPOGHMLTBA
A®| (BUNYyYEHHA HE3HAYHOrO NoKasHuKa sSKOCTi (Hanpukniag,
BUJTyYEHHS 3aCTapifioro NokasHuka)) - BunyyeHHs He3HauyHoro
napametpa "Heavy Metals" 3i cneundpikanii Ha APl TonoTekaH
rigpoxnopug; 3miHu | Tuny - 3miHun 3 skocTi. A®l. Bupo6bHMLTBO.
3MiHu B npoLieci BUpo6HMLUTBa AD| (He3HaYHa 3MiHa Y 3aKpuTili
YacTvHi macTep-chaiina Ha A®I) - He3HayHa 3MiHa Y 3aKpuTili
YacTuHi MacTep-chainna Ha APl TonoTekaH rigpoxaopua.
BMpOG6HMLTBA (Scino Taiwan, Ltd (EMEA/ ASMF/01159) wopao
3a6e3neyeHHs 6iNbLL XOPCTKOT BUMOrU A0 KPUTUYHOTO NapameTpy
npouecy BMPOGHNLTBA A1 3a6e3neyeHHsi OTPUMaHHS O4HOPILHOT
noniMmopdHoi hopmu 6€3 3MiHN MEeToAy CUHTE3Y

242,

TOMNOTEKAH

niocpinizat gns
pO34nHy Ans
iHcpysiii no 4 mr; 1
donakoH 3
niodpinizatom y
KapTOHHIA Kopoo6Li

TOB "TeBa
YkpaiHa"

YKpaiHa

CingaH ®apma CP/1

PymyHis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TUNY - agMiHICTpaTMBHI 3MiHW. 3MiHa HallMeHyBaHHs Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI BUPOGHMKA (BK/IHOYaouK,
3a HeobXigHOCTI, MicLie NPOBeAEHHS KOHTPOIO AKOCTI), abo
BNacHuka mactep-caiina Ha Adl, abo noctavasnibHMKa
Adl/BnxigHOro matepiany/peareHTy/npoMixKHOro NPoAyKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y AOChE HA
nikapcbkuii 3acib) 3a BifCYTHOCTI cepTuddikaTa BignoBiAHOCTI
€Bponeicbkii hapmakonei y 3aTBepAKeHOMY A0CbE, a60

3a
peyenmom

UA/8234/01/02
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Homep
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BMPOBHMKA HOBOI JOMOMIXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo y
nocbe)-OHOBNEHHS agpecy BUpobHUKka A®I TonoTekaHy
rigpoxnopugy ScinoPharm Taiwan, Ltd., 3 No.1 Nan-Ke 8th Road,
Tainan Science-Based Industrial Park, Shan-Hua, Tainan 74144,
Taiwan, R.O.C. Ha No.1 Nan-Ke 8th Road, Shan-Hua, Tainan
74144, Taiwan. Micue BNpoBafXeHHS AisNIbHOCTI BUPOOHMLTBA ,
nakyBaHHSs1, KOHTPO/TIO AKOCTi Ta BUMYCKY aKTVBHOI peY0BUHN
3a/IMWAETLCA HE3MIHHMM. 3MiHun | Tuny - 3MiHKn 3 AKocTi. AdI.
CrabinbHicTb. 3miHa nepiogy NOBTOPHUX BUNpPobyBaHb/Nepiogy
36epiraHHa abo ymoB 36epiraHHa AP (3a BigCYTHOCTI y
3aTBEpPAKEHOMY [OCbe cepTudiikarta BiANOBiAHOCTI EBPONENChKii
thapmakonei, Lo BK/IYae nepios NOBTOPHOrO BUNPObYBaHHS)
(nepioz NoBTOpPHOro BMNpobyBaHHA/Mepios 36epiraHHs) -
36inbLUeHHA abo BBEAEHHS Nepiogy NOBTOPHOIO
BMNpOGyBaHHs/Nepiogy 36epiraHHA Ha OCHOBI pe3ybTaTiB
[ocnimpKeHb y peaslbHOMY 4aci - 36ibLUeHHs nepiody NOBTOPHOro
BMNPOGYBaHHSA Ail040i peyoBMHM TonoTekaH rigpoxnopug 3 24
MicsauiB Ao 60 micsuiB nputemnepatypi Hwkye 25? C Ha OCHOBI
pesynbTaTiB AOCNIMKEHHS CTabisIbHOCTI y peanibHOMY yaci; 3MiHu |
TMny - 3MiHKn 3 AKocTi. A®Il. KoHTponb A®I. 3miHa y napameTpax
cneundikauii Ta/abo JONYCTUMUX MEX, BU3HAYEHUX Y
cneundgikauisix Ha A®I, abo BUXigHWIA/NPOMKHUIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYOTLCS Y MPOLLECI BUPOGHMLITBA
A®| (BUNYYEHHSI HE3HAYHOTO NOKa3HVKa AKOCTI (Hanpuknag,
BUJTyYEHHA 3aCTapifioro nokasHuka)) - BunyyeHHs He3Ha4yHOro
napameTpa "Heavy Metals" 3i cneundpikauii Ha A®| TonoTekaH
rigpoxnopug; 3miHu | Tuny - 3miHu 3 skocTi. A®l. Bupo6HMLTBO.
3MiHu B npoLieci BUpo6HMLTBa AD| (He3HaYHA 3MiHa Y 3aKpuTilA
YyacTvHi macTep-chainina Ha API) - He3HayHa 3MiHa Y 3aKpuTil
yacTuHi mactep-chaiina Ha A®| TornoTekaH rigpoxopua,.
BMpo6HUUTBa (Scino Taiwan, Ltd (EMEA/ ASMF/01159) wopao
3a6e3neyeHHs GinbLL XXOPCTKOI BUMOTY 0 KPUTUYHOTO napameTpy
npouecy BUPOGHULTBA A/1A 3ab6e3neyeHHs OTpUMaHHA OAHOPIAHOT
noniMopgHoi hopmu 6€3 3MiHN MeToAy CUHTE3yY

243,

TOPEH0®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOI No 1 wr,
no 10 TabneTtok y
6nictepi, no 2, 3 abo
6 6nicTepiB y
KapTOHHI/ KopoobLi

KPKA, a.4.,
HoBo mecTto

CnoBeHis

Brpo6HMLUTBO «in
bulk», nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/Ib cepii Ta
BUNYCK cepil:
KPKA, 4.4., HoBo
mecTo, CroBeHis;
KOHTPO/b cepii:
KPKA, 4.4., HoBo
mMecTo, C/10BEHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn
3 AKoCTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/O
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
AiNbHULI, Ha 5K 34iCHI0ETLCS KOHTPOL/BUNPOGYBaHHS cepii) -
nofasaHHsa BupobHuka KPKA, a.4., HoBo mecTo, MNoBxoBa yniua 5,
8501 HoBo MecTo, CnoBeHis, WO 34iiCHI0E KOHTPO/Ib cepii Ta
3a3HayYeHHs OyHKLUil paHilw 3aTBepaxeHoro BupobHunka KPKA,
4.4., Hoso mecto, Lmap’ellka Lecta 6, 8501 Hoso mecTo,
CnoBeHis

3a
peuyerimom

UA/5800/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
244 TOPEHAO® TabneTku, BKPUTI KPKA, 4.4., CnoseHis Buvpo6bHMLTBO «in CnoseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/5800/01/02
NNiBKOBOIO HoBso mecTo bulk», nepsnHHe Ta 3 AKOCTi. FOTOBWIA NiKapcbKuii 3aci6. 3MiHN y BUPOOHMLTBI. 3MiHa | peyenmom
060/10HKOI0 M0 2 MT, BTOPVIHHE iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepil Ta KOHTPOIO
no 10 TabneTtok y nakyBaHHs, SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
6nictepi, no 2, 3 abo KOHTPO/b cepii Ta AiNbHULI, Ha 5K 34JCHIOETLCS KOHTPOL/BUNPOBYBaHHS cepii) -
6 6nicTepiB y BUWMYCK Cepii: [opasaHHsA BUpobHuka KPKA, a.4., HoBo mecTo, Moexosa yniya 5,
KapTOHHIA KOpooLi KPKA, a.4., HoBo 8501 HoBo mecTO, C/oBEHis, LU0 3/iACHIOE KOHTPOJIb Cepii Ta
mecTo, CroBeHis; 3a3HavyeHHs OyHKLiA paHiw 3aTtBepaxeHoro BupobHunka KPKA,
KOHTpO/b cepii: 4.4., Hoso mecto, Lmap’ewka uecta 6, 8501 HoBo mecTo,
KPKA, a.4., HoBo CnoseHis
mecTo, CrioBeHisi
245, TOPEHAO® TabneTku, BKpUTI KPKA, a.4., CrnoseHis Brpo6HMLUTBO «in CnoseHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/5800/01/03
NNiBKOBOO HoBo mecTo bulk», nepsuHHe Ta 3 IKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa | peyernmom
060/10HKOI0 MO 3 Mr, BTOPUHHE iMnopTepa/3aMiHn, L0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPOSI0
no 10 Tabnetok y nakyBaHHs, AIKOCTi FOTOBOrO flikapCbKoro 3acoby (3amiHa abo foAaBaHHS
6nictepi, no 2, 3 abo KOHTPO/b cepii Ta [iNbHULI, Ha 5Kl 3AJCHIOETCS KOHTPO/L/BUNPOGYBaHHS cepil) -
6 6nictepi y BWMYCK Cepii: fopasaHHs BUpobHuka KPKA, a.4., HoBo mecTo, Moexosa yniua 5,
KapTOHHIA KopoobLi KPKA, a.4., HoBo 8501 HoBo mecTo, CNoBeHis, L0 3/iACHI0E KOHTPO/Ib Ccepii Ta
mecTo, CnoBeHis; 3a3HayeHHs OYHKLUil paHilw 3aTBepaAxeHOro BUpo6Huka KPKA,
KOHTpOb cepii: 4.4., Hoso mecro, Lmap’ewka uecta 6, 8501 HoBo mecTo,
KPKA, a.4., HoBo CnoseHis
MecTo, C/oBeHis
246., TOPEHAO® TabneTkn, BKPUTI KPKA, 4.4., CnoBeHisi Bunpo6bHMLTBO «in CnoseHis BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHn 3a UA/5800/01/04
NNiBKOBOO HoBo mecTO bulk», nepsuHHe Ta 3 KoCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y BUpOGHMLUTBI. 3MiHa | peyernmom
060/10HKOI0 MO 4 Mr, BTOPUHHE iMnopTepa/3aMiHu, LLIO CTOCYIOTLCA BUNYCKY Cepii Ta KOHTPOSI0
no 10 TabneTtok y nakyBaHHs, SIKOCTi rOTOBOrO flikapCcbKoro 3acoby (3amiHa abo fogaBaHHs
6nictepi, no 2, 3 abo KOHTPO/Ib cepii Ta AiNbHULI, Ha 5Kl 34iCHI0ETLCS KOHTPOL/BUNPOGYBaHHS cepil) -
6 6nicTepis y BUMYCK Cepii: fopasaHHsA BUpobHuka KPKA, a.4., Hoso mecTo, Mosxosa yniua 5,
KapTOHHI KOpooL KPKA, 4.4., HoBo 8501 HoBo mecTo, CnoBeHis, W0 34iiCHIOE KOHTPO/b cepii Ta
mMecTo, CnoBeHis; 3a3HayYeHHs OyHKLUil paHilw 3aTBepaxeHoro BupobHuka KPKA,
KOHTPO/b cepii: 4.4., Hoso mecto, Lmap’elka Lecta 6, 8501 Hoso mecTo,
KPKA, 4.4., HoBo CnoseHis
mMecTo, C/10BEHis
247 TPAMAAON Kancynu no 50 wmr, AT "®apmak” YkpaiHa AT "dapmak" Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - 3a UA/3408/02/01
no 10 kancyn B AfMiHiCTpaTVBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom

6nictepi; no 1 a6o 3
6nictepu B nauuj 3
KapToOHy

3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs!) - 3MiHa Ha3Bwu
Ta agpecy 3anBHVKa (BBeAeHHS 3MiH NPOTArom 6-Tu micsuis nicns
3aTBEPMKEHHS); 3MiHU | TUNy - AOMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo aapecy MicLsA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCcbKoro 3acoby, BK/IYaoun
AiNbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOJTHO SKOCTI.
(misnbHICTB, 3a AKy BiANOBIAAE BUPOOHUK/IMNOPTEP, BKIHOYa0OUN
BUMYCK cepil) - 3MiHa Ha3BM Ta afpecy BUPOGHMKa, 6e3 3MiHN
Micus BUpo6HMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tu MicAuiB nicns
3aTBEPMAKEHHS); 3MiHK | TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Ta thapmakoHarnsgy (iHWi 3miHW) - 3MiHU BHECEHI B TEKCT
MapKyBaHHS! yNakoBKW /TikapcbKoro 3acoby L0A0 3a3HauyeHHs
MDKHaPOAHWX NO3HaYeHb OAVHWLL BUMIPIOBAHHA. BHECEHHSA 3MiH
00 posgainy “MapkyBaHHs” MKA 13" (BBefeHHA 3MiH NPOTSArom 6-
TU MicALiB NicNs 3aTBEPAKEHHS)
248 TPAMALOON- PO34UH OS5 iH'EKLLNA, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12470/01/01
3H 50 mr/mn no 1 mn 06MmexXeHo 06MEXEHO 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edhekTMBHOCTI Ta peyenmom
abo 2 mn B amnyni; BiANOBIAabHI BiANOBIAA/TbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
no 5 amnyny CTI0 "XapkiBCcbke “MapkyBaHHs" B 3aTBepaKeHnx MKA J13. 3anponoHoBaHo:
6nictepi; no 1 a6o 2 "XapkiBcbke hapmaueBTNyHE MapkyBaHHS. BifnoBigHO A0 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS.
6nictepun y kopobui 3 | capmaueBTny nignpveMcTBO 3MiHU BHECEHI B TEKCT MapKyBaHHS YNakoBKW /likapcbKoro 3acoby
KapTOHY He "300poB'a Hapoay" LLOA0 3a3Ha4YeHHA MDKHApPOAHMX NO3HAYeHb OAUHULb
nigNPUEMCTBO BMMIpIOBaHHA. BBeAEHHS 3MiH NpOTArom 6-Tu MicsLiB nicns
"3a0poB's 3aTBEPKEHHS.
Hapoay"
249, TPUBYAAT Tabnetku no 100 mr; | Hoseko IHBecT CWA dyntoH MegnuuHani ITanisa BHECEHHSA 3MiH [0 peecTpauiiiHuX maTtepianis: 3MiHW | TUNY - 3MiHK 3a UA/9496/02/01
no TabneTok y eHp Tpeiig, C.n.A. 3 AIKOCTi. FOTOBWIA NiKapCbKuii 3aci6. 3MiHN Y BUPOOHMLTBI. 3amiHa | peyernmom
6nictepi; no 1 a6o 2 Kopn. ab0 BBeiEHHA A0AATKOBOI [iNbHUL BUPOGHMLTBA A5 YACTUHN
6nicTepun y nayui a60 BCbOro BUPOGHMYOro npoLiecy rotoBoro AikapcbKoro 3acoby
(AiNbHUUSA, Ha SKiA NPOBOAATLCS OyAb-SKi BAPOOHUUYI cTagjl, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBUHHOTIO Ta
BTOPUHHOIO NakyBaHHSA, [/19 HECTEPUTbHUX NIKAPCbKMX 3ac006iB)
CynyTHS 3MiHa
- 3MiHK 3 SKoCTi. FoTOBUIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHMLTBI.
3amiHa abo BBefleHHs [,04aTKOBOI AifIbHULi BUPOOHULTBA ANA
4acTUHK abo BCbOr0 BUPOGHNYOTO NPOLLEeCy roTOBOrO /iKapCbKoro
3aco6y (AinbHULA AN BTOPUHHOTO NakyBaHHS)- 3aMiHa AifbHULL
BMPOGHULITBA A/15 BCbOr0 BUPOOHNYOro npoLiecy roToBoro
NiKapCbKOro 3acoby 3a BUHATKOM BUMYCKY Cepiii, KOHTPOHO SIKOCTI,
BK/IOYAKOUM KOHTPOSL/BUNPOGYBaHHS cepii; 3MiHU | Tuny - 3MiHu 3
AKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHWLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/IHO
AIKOCTi FOTOBOrO NlikapCbKoro 3acoby (3amiHa abo foaaBaHHS
BMPOOHUKa, LLLO BiANOBIAaE 3a BBE3EHHS Ta/abo BUNYCK cepil) -
Bk/itoyatoun KOHTPO/Ib/BUNPOBGYBaHHS Cepii - 3amiHa BUPOOHMKa,
LLLO BiANOBifa€e 3a BBe3eHHS Ta/abo Bunyck cepii) - Bkioyatoum
KOHTPONb/BUNPOGYBAHHS Cepil rOTOBOr0 NiKapcbkoro 3acoby,
BK/1HOYAK0UM KOHTPO/TIb/BUNPOGYBaHHS cepii
250.| TPUBYAAT Tabnetku no 200 mr; | HoBeko IHBeCT CWA ®ynToH MeguuuHani ITanis BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/9496/02/02
no 10 TabneTok y eHp Tpeig C.n.A. 3 AkocTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3amMiHa | peyenmom
6nictepi; no 1 a6o 2 Kopn. abo BBeEHHA 4OAATKOBOI [ibHULI BUPOGHMLUTBA A1 YACTUHN

6nictepu y nayui

ab60 BCbOro BMPOGHMYOro NPOoLLeCy roTOBOTO NiKapCbKoro 3acoby

(ainbHWUA, Ha sl NpoBOASATLCA ByAb-AKi BUPOGHUYI CTagjl, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IIO AKOCTi, NEPBVHHOIO Ta

BTOPVHHOIO NakyBaHHSA, /11 HeCTEPUIbHNX NiKapCbKnxX 3acobiB)
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
CynyTHS 3MiHa
- 3MiHK 3 SKOCTi. FoTOBUIA NikapCbkuii 3aci6. 3MiHW y BUPOBGHMLTBI.
3amiHa abo BBeAEeHHS 40AATKOBOI Ai/bHNLi BUPOGHMLTBA A5
4yacTuHK abo BCbOro BUPOGHNYOro NPOLLECY rOTOBOrO /iKapCbKoro
3aco6y (4ibHWLA 415 BTOPUHHOTO NakyBaHHS); 3MiHu | Tuny -
3MiHu 3 sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
KOHTPO/I0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa abo
[oaaBaHHsA BUPOOHNMKA, LLO BiANoBifae 3a BBE3eHHS Ta/abo
BMNYyCK cepii) - Bkntoyaoum KOHTPobL/BUNPOo6yBaHHSA cepil
251.| TPUDGEAPUH | Tabnetkn no 10 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/9233/01/01
®IC Tabnetok y 6nictepi; [04aTKOBOKO [04aTKOBOKO 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
nol,3a6o5 BiANoBiAa/bHI BiANoBifa/IbHICTIO thapmakoHarnsgy (iHwi 3MiHK) - 3MiHU BHECEHI B TEKCT
6nicTtepis y nauui 3 CTIo "IHTEPXIM" MapKyBaHHS! yNakoBKU /likapcbKoro 3acoby L0A0 3a3HauyeHHs
KapToHy "IHTEPXIM" MDKHapOAHMX NO3HaYeHb OAMHNLb BUMIPIOBaHHSA. 3aMiHa po3ainy
“TPA®IYHE O®OPMJ/IEHHA YMAKOBKW” Ha “* MAPKYBAHHSA" B
3arBepmxeHnx MKA N13. 3anponoHosaHo: PO3 11
“MAPKYBAHHSA" 3rigHo 3aTBepyKeHOro TEKCTY MapKyBaHHS.
BBefeHHs1 3MiH NpOTAroM 6-TW MiIcALIB NiC/A 3aTBePAKEHHSA
252, TPOCAH TabneTkn, BKPUTI Aypob6iHA0 IHais Aypob6iHgo Papma IHZis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/11737/01/01
NNiBKOBOO dapwma /1T Nimiten - FOHIT I YTOUHEHHA B Hakasi Ne 1500 Big 02.07.2020p. WOA0 HanucaHHa | peyernmom

060/10HKOI0, N0 25
Mmr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHI KOpooLi

BMPOGHUWKA 3a NPOLLEAYPOI0 - YTOUHEHHS BUPOGHMKA NiKapCbKOro
3aco0by B npoueci npoLefypy BHECEHHS 3MiH: PekoMeHA0BaHO f0
3aTBEPKEHHS Ha 3acigaHHi: AypobiHao ®apma flimites (FOHIT 1),

IHAis. HeobXigHo (3rigHO peecTpauiiHoro NoCBifYeHHS):

Aypob6iHao dapma Nlimiteg, - FOHIT lIl, IHAISA - 3MiHK | TURY - 3MiHK
uono 6e3nekn/edpeKTNBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo

3MiHW [0 y3arasibHEHUX AaHuX Npo cuctemy hapmakoHarnsagy

(BBEAEHHA Y3araslbHEHVX AaHNX NPo cucteMy hapmakoHarnagy,

3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 3AiACHEHHS
hapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsgy 3asBHUKa
0151 34jCHEHHA hapmakoHarnsgy B YkpaiHi, SKwo0 BoHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6WU, BiAMNoBifa/IbHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-haiina cuctemn hapmakoHarnsgy) - 3miHa
yNOBHOBaXXEHOT 0CO6M 3a8BHUKA, BifMNoBigabHOI 3a
hapmakoHarnsag.

MponoHoBaHa pegakuis: MaH XaHymaHTy MNMeHuyanasn. 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXEHOT 0COOM 3asBHUKA,
BiANOBiAaNbHOI 3a thapmakoHarnsg. BeefeHHss KOHTaKTHOI 0co6u
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.

MponoHoBaHa pepakuisi: CamoiineHko Aptem Masnosuy. 3miHa
KOHTaKTHUX AAaHWNX KOHTaKTHOI 0COGU YNMOBHOBaXKEHOT 0CO6U
3asBHMKa, BiANOBIAa/IbHOI 3a hapMakoHarnisg B Ykpaidi. 3miHa
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy. 3miHa
MiCLLe3HaxX0MKEHHSA MacTep-haina cuctemy dpapmakoHarnsay

253,

TPOCAH

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, Mo 50
mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHIA Kopoo6Li

Aypo6iHao
Papma /114,

IHAjia

AypobiHgo ®apma
Nimiten - FOHIT I

IHAjA

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
YTOUHEHHs B Hakasi Ne 1500 Big 02.07.2020p. WoA0 HanucaHHsa
BMPOGHMKA 3a NPOLEeAypPOI0 - YTOUHEHHS BUPOGHMKA NiKapCbKOoro

3aco0by B npoLeci NpoLesypy BHECEHHS 3MiH: PekoMeHA0BaHo [0
3aTBEpKEHHS Ha 3acifaHHi: AypobiHao ®apwma Jlimites (FOHiT IIl),
IHAjs. HeobxigHo (3rigHO peecTpaviiiHoro noceigyeHHs):
Aypob6iHao ®apwma Jlimites, - FOHIT lIl, IHAisA - 3MiHK | TURY - 3MiHK
wopao 6esnekv/ethekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
3MiHM [0 y3arasibHEHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEAEHHA y3arasibHeHUX AaHuX Npo cucTemy hapmakoHarnsagy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iICHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobm 3 chapmakoHarnsgy 3asiBHUKa
[ONA 3jicHeHHs hapMakoHarnsay B YkpaiHi, AKLWOo BoHa BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6MU, BiAMNoBifa/IbHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkaovatouy KOHTaKTHI gaHi) Ta/abo 3miHn y
po3MiLLleHHi MacTep-chaiina cuctemMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0CO6U 3as1BHYMKA, BifnoBigaibHOI 3a
hapmakoHarnsg.

MponoHoBaHa pegakuis: MaH XaHymaHTy MNMeHyanasn. 3miHa
KOHTaKTHUX [aHuX YNOBHOBaXKEHOI 0CO6Y 3asBHIIKa,
BiANOBIAa/bHOI 3a thapmakoHarnsg. BeBefeHHs KOHTaKTHOI 0co6u
yMOBHOBaXXEHOT 0C06M 3aABHUKA, BifMNoBiga bHOI 3a
hapMakoHarnsag B YkpaiHi.

MponoHoBaHa pegakuis: CamoiineHko Aptem MNasnoBuy. 3miHa
KOHTaKTHUX JaHNX KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6U
3asBHYKa, BigNoBigasIbHOI 3a chapMakoHarnsg B YkpaiHi. 3miHa
MicUst 34iACHEHHA OCHOBHOI AisSi/IbHOCTI 3 dapMakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 MacTep-ghaiina cuctemu dpapmakoHarnsgy

3a
peyenmom

UA/11737/01/02

254,

TPOCAH

TabneTku, BKPUTI
NiBKOBOIO
060n0HkKot0, No 100
Mr no 10 TabneTok y
6nictepi; no 3
6nictepu B
KapTOHHilA KOpo6L

Aypo6iHao
dapma /114,

IHais

AypobiHgo ®apma
Nimiteq - HOHIT Il

IHais

BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis:
YTOYHEHHs B Hakasi Ne 1500 Big 02.07.2020p. WoA40 HanncaHHs
BMPOGHMWKA 3a NPOLEAYPOI0 - YTOUHEHHS BUPOGHKMKA NiKapCbKOro

3acoby B npoueci npoueaypy BHECEHHS 3MiH: PekomeHA0BaHo A0
3aTBEPAKEHHS Ha 3acigaHHi: AypobiHao ®apma Jlimites (FOHiT IIl),
IHAjA. HeobxigHo (3rigHO peecTpaviiiHoro noceigyeHHs):
Aypob6iHgo ®apma Jlimiteg, - FOHIT IIl, IHAiA - 3MiHW | TURY - 3MiHK
wozo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM A0 y3ara/ibHEHUX AaHWX Npo cuctemy hapmakoHarnsgy
(BBEAEHHA Y3araslbHEHUX AaHuX Npo cucTeMy hapmakoHarnsgy,
3MiHa yNOBHOBaXXEHOI 0CO6MU, BigNOBIfaIbHOI 3a 34iAICHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnsgy 3asiBHUKa
AN 3giicHEHHS dhapmakoHarnsgy B YkpaiHi, AKLW0 BoHA BiAMIHHA
BiJ, yNOBHOBaXXEHOI 0CO6MU, BigNoBiga/IbHOI 3a 34iiCHEHHS
chapMakoHarnsay (BKIYa4M KOHTaKTHI AaHi) Ta/abo 3MiHW Y

3a
peyenmom

UA/11737/01/03
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Ha3ssa
JNliKapcbKo20
3acoby

Popma surnycky
(nikapcbka gpopma,
ynakoska)

3asiBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
BionyckKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

pO3MiLLeHHi MacTep-thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.

MponoHoBaHa pefakuis: MaH XaHymaHTy MNMeHyanasn. 3miHa
KOHTaKTHUX JaHWUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a chapmakoHarnsg. BBefeHHS KOHTaKTHOI 0co6u
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifnoBigaibHOI 3a
thapmakoHarnag B Ykpaii.

MponoHoBaHa pegakuis: CamolineHko Aptem Masnosuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6U YNOBHOBaXEHOT 0CO6U
3a8BHMKa, BiANOBIAaNbHOI 3a thapmakoHarnsag, B YkpaiHi. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisNibHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 MacTep-haiina cuctemu dpapmakoHarnsgy

255,

TYNOH 1T

MOPOLLIOK ANs
PO34UHY A5 iH'EKL
no 1000 mr; 1

h1aKkoH 3 MOPOLLUKOM
Y KapTOHHIi1 kopobui

Tynin a6
MpaiBiT
Nimiteq

IHais

3eiicc
$apmac’ioTikersc
MBT. N14., IHAIS;
Csicc NapeHTepan3
nra., IHapis

IHais

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepianiB: 3MiHu | Tuny - 3MiHn
3 aKocTi. FoToBwMIA Nnikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa
a60 BBeieHHA 40A4ATKOBOI AiNbHUL BUPOOHULTBA 415 YACTUHU
a60 BCbOro BUPOGHMYOro MpoLecy roToBOro fAikapcbkoro 3acoby
(AinbHUUSA, Ha AKil NpoBOAATLCSA OyAb-AKi BUPO6HUUYI cTagji, 3a
BUHSATKOM BUMYCKY Cepil, KOHTPO/IO AKOCTi Ta BTOPUHHOIO
nakyBaHHs AN15 CTePUIbHUX NiKapCbKux 3acobiB (BKOUaoun
BMPOG/IEHi acenTMYHUM MEeTOA0M), KpiM NiKapCbKux 3acobiB
6i0N0rivYHOro/iMyHOIOMNYHOTO NOXOKEHHS)

CynyTHS 3miHa
- 3MiHK 3 SKOCTi. FoTOBUIA Nikapcbkuii 3aci6. 3MiHU y BUPOGHMLTBI.
3amiHa abo BBeEeHHA 40AaTKOBOI Ai/bHULL BUPOBGHULITBA A/15
YacTUHM ab0 BCbOro BUPOBHMYOrO NPOLECy rOTOBOTO JliKapCbKOro
3aco0y (AinbHULA 415 BTOPUHHOMO NakKyBaHHS) - BBEAEHHS
[0[aTKOBOT AiNbHULL 4151 BCbOro BUpobHu4yoro npouecy M3 -
Csicc MapeHTepans JIT4., IHAiA; 3MiHW | TUNY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY Cepii Ta KOHTPO/O
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
BMPOGHMKa, L0 BiANoOBiAaE 3a BBE3EHHSA Ta/abo BMMyCK cepil) -
Bk/toyatoun KOHTPONb/BUNPOGYBaHHSA cepii - BBEAEHHS
[04aTKOBOI AiNbHUL BUPOGHMLTBA, LLO BignoBigae 3a B1nyck
cepii, BK/IOYaK4M KOHTPO/IL/BUNPOGYBaHHS cepii - Ceicc
MapeHTepans Jta., IHAis

3a
peuyernmom

UA/17570/01/01

256.

YNbTPABICT
300

PO3YMH A5 iH'EKUIN
Ta iHgysili, 300
mr/mn; no 100 mny
donakoHi; no 1

donakoHy y
KapTOHHI navui

Baliep Al

HimeuumnH
a

Baviep Al

HimeyunHa

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis:
3MiHM | TURY - 3MiHKW WoA0 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH A0 po3ainy

“MapkyBaHHS" B 3aTBEpAKeHnx MKA J13. 3anponoHoBaHo: 3rigHo

3aTBEpPXEHOro TeKCTy MapkyBaHHSA. OHOB/IEHHSI TEKCTY

MapKyBaHHS YNakoBKW /iKapCbKOro 3acoby 3 BHECEHHAM
iHhopmauii Wwoao 3a3HaYeHHs1 OAUHWLL BUMIPIOBAHHS Y CUCTEMI
Sl.BBeAEHHA 3MiH NPOTArOM 6-TU MicsLIB NiCNs 3aTBEPAYKEHHS.

3a
peyenmom

UA/1986/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
257.| YHOEBIT apaxe, no 50 apaxe AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7922/01/01
Yy KOHTenHepax "KNIBCbKM BITAMIHHW 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenma
(6aHoukax); mo 50 BITAMIHHWIA 3ABOA" thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
[Apaxe y KoHTelHepi 3ABO" “MapkyBaHHs” MKA J13: 3anponoHoBaHo: MapkyBaHHS. 3rifHO
(6aHouui); mo 1 3aTBepKEHOMY TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
KOHTelHepy MapKyBaHHS YNakoBKV NikapCbKoro 3acoby 3 BHECEHHSM
(6aHouUi) y nayui iHhopmaLii WoAo 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-T1 MiCALB NiCiA 3aTBEPAKEHHS
258.| YHOAETAB TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHuX MmaTepianis: 3MiHu | Tuny - 3MiHn 6e3 UA/4834/01/01
060/10HKOI0 MO 10 "KNIBCbKM BITAMIHHW 3 AKOCTi. FoTOBMIA Nnikapcbkuid 3aci6. Cuctema peuenma
Ta6neTok y 6nictepi; | BITAMIHHUI 3ABO" KOHTeliHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
no 3 6nictepu B 3ABO4" rOTOBOrO J1iKapCbKoro 3acoby (BU/y4eHHS yNakoBKy NeBHOro
naui pO3Mipy) - BUly4eHHS ynakoBKku No 50 TabNeToK y KOHTelHepi
(6aHouUi); Nno 1 koHTelHepy (6aHouLi) B Nayui 3 BignoBigHMK
3MiHamu y po3gini “Ynakoska” (BBefeHHS 3MiH NPOTArom 6-Tu
MicALB Nicnsa 3aTBepMXeHHS); 3MiHM | Tuny - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
BHECEeHHS 3MiH 0 po3giny “MapkyBaHHA” MKA /13: 3aTBepaxeHo:
MapkyBaHHs Bignosigae HafaHOMy TEKCTY MapKyBaHHSI.
3anponoHoBaHo: MapKyBaHHS 3rigHO 3aTBEPAKEHOMY TEKCTY
MapkKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHA yNakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM iHhopMaLlii o0 3a3HaYeHHs
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BBegeHHsA 3MiH npoTarom 6-
TV MicALIB MiCNsA 3aTBEPAKEHHS.
259.| YPCOCAH® TabneTku, BKPUTI MPO.MEA.LIC Yecbka MPO.MEA.LIC Yecbka BHECEHHS 3MiH [0 peecTpavliiiHnx maTepianis: 3a UA/17770/01/01
POPTE NNiBKOBOIO Mpara a.c. Pecny6nik Mpara a.c. Pecny6nika 3MiHM | TUNY - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
060n0HkKot0, No 500 a thapmakoHarnsgy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT
Mr no 10 TabneTok B MapKyBaHHS YNakoBKU /TiKapCbKoro 3acoby LoA0 3a3HavYeHHs
6nictepi, no 1 abo 2, MDKHapOAHNX MO3HAYeHb OAMHULL BUMIpOBaHHS. TepMiH
a6o 3, abo 5, abo 6, BBEJEHHS 3MiH NMPOTAroM 6 MiIcALiB Nic/a 3aTBePAKEHHS
a6o 9, abo 10
6nictepiB y
KapPTOHHI KOpoOLyi
260., ®ABPA3MM® | nopoLuok Ans LbxeHsalim Higepnax [oxeHsaiim Ipnang Ipnangis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/10306/01/01
NPUroTYBaHHS tOpon B.B. an Nimitea, lpnaHgis Benuka 3MiHM | TURY - 3MiHK Woao0 6e3nekn/eddeKkTUBHOCTI Ta peyenmom
KoHueHTpaTty (5 (BUPOGHMLTBO BpuTaHis thapmakoHarnsagy (iHwi 3MiHK1) - BHECEHHS 3MiH 4,0 po34iny
Mr/MAT) ANS PO3UNHY KIHL,EBOro NPoAyKTy CnonyJeHi “MapkyBaHHs" MKA J13": 3anponoHoBaHo: MapKyBaHHs.
Ans iHduysiii; no 5 mr (fillffinish), koHTpONb LWratn BignoBigHO [0 3aTBEPAKEHOrO TEKCTY MapKyBaHHs. OHOB/IEHHS
abono35wmry cepii, NnepBMHHa Ta AmepurKm TEKCTY MapKyBaHHA yNakoBKN /likapCbKOro 3acoby 3 BHECEHHAM

donakoHi; no 1
chnakoHy B
KapTOHHiA KopooLi

BTOPMHHA ynakoBka,
[103BiN HA BUMYCK
cepii (ansa 35 mr));

LbxeHsalim Nimites,
Benuka BpuTaHis

(BTOpUHHA

iHchopMmaw,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeAEHHS 3MiH NPOTAroM 6-Tu MIiCALIB NiCNA 3aTBEPMAXKEHHS
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
ynakoBka, 4,03BiN Ha
BWMNYCK cepil);
Xocnipa IHK.,
Cnonyueni WTatn
AmMepuKn
(BMpOGHMLTBO,
nepBUHHA yNnakoBka)
261. ®AMOTUAN TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/8956/01/01
H-AAPHUUA o060n0Hkoto, no 20 "hapmaueBTu "apmaueBTNYHa 3MiHK | TUNY - 3MiHW 3 AKOCTi. A®I. KoHTposb AdL. 3miHa y peyenmom
Mr o 10 TabneTok y yHa chipma thipma "OapHuus" napameTpax crneuudikauii Ta/abo f4onyCTUMUX MEX, BUSHAYEHUX
KOHTYPHIl "AapHuus” y cneuudikauisx Ha A®l, abo BUXigHWUIA/MPOMIKXHWIA
yapyHKOBIM NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTHLCA Y NPoLeCi BUPOGHMLTBA
ynakosLi; no 2 ADI (iHLWi 3MiHW)
KOHTYPHIi YapyHKOBI — 3MiHa Ao crneumdikayii Ta meTogis BUNpobyBaHHa A®| 3a
ynakoBKU y nayw nokasHukoM «MikpobionoriyHa YncToTa» NPUBELEHO Y
BignoBigHICTb BUMoram EP 2.6.12, 5.1.4. CynyTHS 3MiHa - 3MiHu 3
akocTi. A®Il. KoHTponb A®L. 3miHa y MeTogax BunpobyBaHHa AdI
abo BMXigHOro matepiany/npomMiKHOrO NPOAYKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa A®I (iHWi 3MiHK Y
MeToAax BUNPobyBaHHA (BK/1HOYAOUM 3amiHy abo JOMOBHEHHS)
A®| abo BMXiAHOrO/MPOMIKHOIO NPOAYKTY); 3MiHu | Tuny - 3MiHKn 3
skocTi. A®Il. KoHTposb A®L. 3miHa y napameTpax cneuudikauii
Ta/abo [OMyCTVMUX MeX, BU3HAYeHUX y cneundikauisx Ha Adl,
ab60 BUXigHWA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BUKOPVCTOBYIOTbCS Y Npoueci BUpobHMLUTBa AD| (BUTYUEHHS
HEe3Ha4YHOro MoKa3HMKa SKOCTI (Hanpyknag BUYyYeHHs 3acTapisiioro
NoKasHvKa)) - BUNyYeHHs 3i cneuyudpikauii Ta MeToaiB KOHTPOO
A®I| nokasHmka «Baxki MeTanm».
262, ®APMACYNI po3uMH AaNns iH'ekuin, | MAT "dapmak" YkpaiHa MAT "dapmak” YkpaiHa BHeceHHs 3MiH J0 peecTpauiiHux maTtepianiB: 3MiHu, L0 3a UA/2318/01/01
H®H 100 MO/mn; no 3 mn noTpebyoTb HOBOI peecTpadii (3rigHo Hakaly MOS3 Big 23.07.2015 | peyenmom
y KapTpuaxi, no 5 Ne 460) - He3HauHi 3MiHK 6i0N0riYHOT pevyoBUHU abo
KapTpuoxis y 6iOTEXHOOrYHOro NPOAYKTY.
6nictepi; no 1 MepioAnYHICTb NOAAHHS PEryNsAPHO OHOB/IOBAHOIO 3BITY 3
6nictepy B nayuj; no 6e3neku, BiANoOBigHO A0 Mopaaky 3ailicHeHHA hapMakoHarnsay,
5wmna6o no 10 mny 3aTBEPAKEHOr0 Haka3oM MiHiCTepCTBa OXOPOHM 34,0PO0B’S1 YKpaiHu
donakoHi; no 1 Bif, 27 rpyaHA 2006 poky Ne 898, 3apeecTpoBaHoro B MiHicTepcTsi
chnakoHy B nauu 3 rocTuuil Ykpainu 29 ciuHsa 2007 poky 3a Ne 73/13340 (y pegakuii
KapToOHY Hakasy MiHicTepcTBa OXOPOHM 34,0P0B'st YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HAYEHUMU Y
nepiofnYHOCTI NoAaHHsA perynsipHux 3BiTiB 3 6e3neku
263.] ®APMATEKC | TabneTki BariHa/bHi NabopaTtopis ®paHuis IHHOTepa LLys3i, ®paHuisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/1340/05/01
no 20 mr, no 12 IHHOTeK ®paHLia (BUPOBHUK, 3MiHK |l TUNy - 3MiHK 3 AKoCTi. A®l. BUpo6HMLTBO. 3MiHa peuenma
Tabnetok y Ty6i; no IHTepHacbioH BiANOBIAabHUIA 38 BMPOGHMKA BUXIAHOrO/NPOMIKHOTO NPOAYKTY/peareHTy, Lo
1 Ty6i y KapTOHHIi an BMPOGHULITBO in BVIKOPVCTOBYIOTbCS Y BUPOObHUYOMY npoveci ADl, abo 3miHa

Kopoo6Ui

bulk, KOHTpoONb Ta

BMPOGHMKaA (BKKOYaKOUM, e HeobXiAHO, MicLe NpoBeAEeHHs
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
BUNycK cepii); KOHTPOIO sKOCTi) AP (3a BiACYTHOCTI cepTudikaTa BiAnNoBigHOCTI
Ctpagic, ®paHuis €Bponeiicbkii thapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
(BMPOGHMK, HOBOro BMpo6HuKa A®I, Konu He NogaeTbca MacTep-gain Ha Ad|
BiAnoBiganbHMi 3a Ta Lo BMMAarae 3Ha4yHol 3MiHV [0 BiANOBIAHOrO po3A4i/y AOChE Ha
nepBuHHE Ta Adl)
BTOPVIHHE BBE/leHHs1 HOBOTO BUPOGHMKa AD| MipUCTaIKOHIO Xn0pua,
nakyBaHHs) 3aTBepxeHo: NOVO NORDISK PHARMATECH A/S, faHis,
3anponoHosaHo: Diverchim CDMO SAS, dpaHuis. BeegeHHs 3MiH
NpOTAroM 6-TM MicALB Nic/1a 3aTBepAKEHHS
264. ®EMIK/NIH TabneTtky BariHabHi AT YkpaiHa AT "KMUIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/17193/01/01
no 10 mr, no 6 "KNIBCbK BITAMIHHW 3MiHK | TUNy - 3MiHK WoA[0 6e3nekn/edekTUBHOCTI Ta peyenma
Tabnetok y 6nictepi; | BITAMIHHUIA 3ABO4" hapmakoHarnsagy (iHWwi 3MiHK1) - BHECEHHSA 3MiH 40 po34iny
no 1 6nictepy B 3ABO/, “MapkyBaHHs” MKA /13: 3anponoHoBaHo: MapkyBaHHS. 3rifHO
nauuj 3 KapToHy 3aTBEPAKEHOMY TEKCTY MapKyBaHHsS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro 3acoby 3 BHECEHHSM
iHhopmaLii Woa0 3a3HaYeHHS OAUHULL BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS 3MiH NpOTArom 6-T1 MiCALB Nicns 3aTBEPAKEHHS
265., PEPBEKC NopoLUOK AN YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7600/01/01
ANs pITEN OpaibHOro PO3ynHy; 3MiHuM | TUNY - 3MiHK 3 sKocTi. CepTudikaT BignosigHOCTI/IE- peyenma
8 calle y KapTOHHiM cepTudikaT BignNoBigHOCTI €Bponeiickkin hapmakonei/MoHorpagii.
KopoobLi MoaaHHA HoBOro abo OHOBMEHOTO cepTudikaTa BignoBigHOCTI abo
BU/TyYEeHHA cepTudikaTa BifgnoBiAHOCTI EBponenchkii
thapmakonei: gns A®l; ons BUXigHoro
martepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOI peHOBUHU
(cepTudpikat BigNoBiAHOCTI €Bponelichbkili hapmakoner) -
OHoBeHWIA cepTuddikart Bif y)xe 3aTBep)KeHOro BUpo6bHuKa -
nofaHHA OHOB/IEHOTO cepTudlikaTa BiAMNoBiAHOCTI EBpONENChKiii
thapmakonei Ne R1 CEP-2000-124 Rev 08 (3aTBepgxeHo: R1
CEP-2000-124 Rev 07 ) ans gito4voi pevyoBuHn Paracetamol Big
BXe 3aTBepxeHoro BupobHuka Angiu Lu'an Pharmaceutical Co.,
Ltd.
266.] PEPBEKC NopoLUOK ANs YIMNCA CAC PpaHuis YIMNCA CAC PpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/7741/01/01
ana OpPa/ILHOIO PO3UNHY; 3MiHU | TUNY - 3MiHKW 3 AKOCTI. FOTOBUIA NiKapcbkuii 3aci6. 3MiHW y peyenma
AOPOCNNX 8 calle y KapTOHHil BMPOGHMLTBI. 3MiHU Y NpoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
Kopoo6Li 3aco0y, BKIOYaouy NPOMDKHUI NPOAYKT, L0 3aCTOCOBYETLCS NpW
BMPOGHMLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa y
npoteci BUPO6HMLTBA) - 3MiHa nepefbayae BHECEHHS HE3HAYHOT
3MiHM Yy NpoLec BUPOGHMLTBA rOTOBOrO NiKapcbKoro 3acoby, a
came 3MiHy TPMBAJIOCTi 3MiLLlyBaHHSA Ansa thiHanbHOT cTagil
3MilWyBaHHs BUPOGHMYoro npouecy 3 20 xBnavH Ha 30 XBUAWH
267.| ®NEKUEPUH | kancynu TBepai no AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12618/01/01
50 wr, no 10 kancyn "KNIBCbKWM BITAMIHHWIA 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTUBHOCTI Ta peyenmom
y 6nicTepi; no 1 abo BITAMIHHWIA 3ABOA" thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po3ainy
3 6nicTepu y nayui 3ABOA" “MapkyBaHHsi” MKA 13: 3anponoHoBaHo: MapkyBaHHs 3rifHO
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
3aTBEPAKEHOMY TEKCTY MapkyBaHHA. OHOB/IEHHS TEKCTY
MapKyBaHHS! YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LWoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHS y CUCTEMI
Sl. BBeIeHHs1 3MiH NPOTAroM 6-T1 MicsLIB NiCNs 3aTBEPKEHHS
268. ®NYAAPABI niogpinisar gns Pyn Pecny6nik Pyn Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16234/01/01
H-BENME], pO34MHy AN "Benmeganpen a "Benmegnpenapatn” Binopycb 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
iHcpysiid, 50 mr 1 apartu" Binopycb thapmakoHarnsgy (iHwi 3mMiHN) - 3MiHU BHECEHi B TEKCT
chnakoH niocpinisary MapKyBaHHS! yNakoBKU /likapcbKoro 3acoby L0A0 3a3HauyeHHs
Y KapTOHHIl nayui MDKHapPOAHUX NO3HAYEeHb OANHULb BUMIPHOBaHHS
269.| ®NTYKOHA3O0 | kancynu TBepai no TOB "TeBa YKpaiHa AT YropLmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16524/01/01
N-TEBA 50 mr: no 7 a6o 10 YkpaiHa" dapmaueBTUUHUI 3MiHM | TUNY - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
Kancyn y 6nictepi; 3aBog, TEBA hapmakoHarnsagy (iHwi 3MiHK1) - BHECEHHSA 3MiH 0 po34iny
no 1 6nictepy B “MapkyBaHHa" MKA /13: 3anponoHosaHo: MAPKYBAHHA 3rigHo
Kopo6Li 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. OHOBNIEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapcbKoro 3acoby 3 BHECEHHSIM
iHchopMmawii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y CUCTEMI
S|. BBe/EHHSI 3MiH MPOTArOM 6 MiCALIB Nicas 3aTBEPAKEHHS
270.| ®TYKOHA3O | kancynu TBepgi no TOB "TeBa YkpaiHa AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16524/01/02
N-TEBA 100 wr: no 7 a6o 10 YkpaiHa" dapmaveBTUYHUI 3MiHW | TURY - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenmom
Kancyn y énictepi; 3aBog TEBA thapmakoHarnagy (iHwi 3MiHM) - BHECEHHS 3MiH A0 po34iny
no 1 6nictepy B “MapkyBaHHs” MKA N3: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
Kopoo6ui 3aTBEPLPKEHOr0 TEKCTY MapKyBaHHSA. OHOBEHHSA TEKCTY
MapKyBaHHS YNakoBKV NiKapCbKOro 3acoby 3 BHECEHHSIM
iHhopmaLii WwoAo 3a3HaYeHHS OAUHULL BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHA 3MiH NPOTAroM 6 MiCALIB MiCNA 3aTBEPKEHHS
271 ®TYKOHA3O | kancynu TBepai no TOB "TeBa YkpaiHa AT YropuHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/16524/01/03
N-TEBA 150 mr: no 1 kancyni YkpaiHa" dapmaneBTUYHNI 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peyenmom
y 6nicTepi; no 1 3aBof TEBA hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0 po34iny
6nictepy B KOpo6Lii “MapkyBaHHa" MK /13: 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. OHOBNEHHS TEKCTY
MapKyBaHHS! YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmaii LWoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHS y CUCTEMI
Sl. BBefieHHs 3MiH NpOTSArom 6 MicsiLiB nicns 3aTBeppKEHHS
272.| ®NTYKOHA3O0 | kancynu TBepai no TOB "TeBa YKpaiHa AT YroplmHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/16524/01/04
N-TEBA 200 mr: no 1 a6o 4 YkpaiHa" dapmaneBTUYHNI 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
abo 7 a6o 10 kancyn 3aBog TEB thapmakoHarnsgy (iHwi 3MiHK) - BHECEHHS 3MiH 40 po34iny
y 6nicTepi; no 1 “MapkyBaHHa" MKA /13: 3anponoHosaHo: MAPKYBAHHSA 3rigHo
6nictepy B KOpooLyi 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKV NiKapCbKOro 3acoby 3 BHECEHHSIM
iHchopMma,ii LWoA0 3a3HAYEHHS OAUHULb BUMIPIOBAHHS y CUCTEMI
Sl. BBeieHHA 3MiH NPOTArom 6 MicauiB Nic/s 3aTBEPAKEHHS
273.| PNIYHON® Kancynu, no 50 mr HOBEJ1 IJTAY TypeuuunH HOBE/ I/1AY TypeyunHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/3784/01/01
no 3 abo 7 kancyny CAHAI BE a CAHAI BE YTOUHEHHS1 HaNMMCaHHA peKkslaMyBaHHsi B Hakasi MO3 Ykpaiun | peyenmom
6nictepi; no 1 TIOIXKAPET TIOXKAPET A.LL. Ne 1843 Big 11.08.2020 B npoueci nepepeecTpadii. Pefakuis B
6nictepy B ALl Hakasi: BicyTHe. BipHa pepakuis: He nignsarae.
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
KapTOHHI ynakoBsLi
274, ®NTYOKCETW | Tabnetku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpayiiHux maTtepianis: 3a UA/8591/01/01
H o060n0Hkoto, no 20 06MexeHo 06MexeHo 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
Mmr no 10 TabneTok B | BignoBigasbHi BiANoBifa/IbHICTIO hapmakoHarnagy (iHLi 3MiHK) - BHECEHHS 3MiH [0 p.
6nictepi, no 1 a6o CTHO "flocnigHnin 3aBofg «MapKyBaHHs»
no 2 6nictepa B "[ocnigHnii "THUNC", YKpaiHa 3anponoHoBaHo: MapkyBaHHA BignosigHo 00 3aTBEpAXeHOro
nauui 3 KapToHy 3aBoj, (Bci cTapii TEKCTY MapKyBaHHs1. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
"rTHUaCt BMPOGHMLITBA, NikapcbKoro 3acoby 3 BHECEHHAM iHGhopmaL,i LWoA0 3a3HaYeHHs
KOHTPO/1b SIKOCTI, OAVHWLB BUMIPIOBaHHA y cucteMi Sl. BBeieHHs1 3MiH npoTarom 6-
BUNycK cepii); TV MiCALIB Nicns 3aTBepAKEHHS
ToBapucTso 3
06MeXeHoH0
BiANoBifa/IbHICTIO
"®GapmaueBTnyHa
KoMmnaHis
"300poB'a”, YkpaiHa
(Bci cTagji
BMPOGHMLITBA,
KOHTPO/Tb SKOCTI,
BUMYCK cepii)
275.| ®TIOAHKCO TabneTku, BKpUTI NyHpbek [aHis EypodpiHc Biochapma [anis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/10197/01/01
n NNiBKOBOO Ekcnopt A/IC MponakT TecTiHr 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edhekTMBHOCTI Ta peyenmom
060/10HKOH, M0 0,5 [enmapk A/C, OaHis thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY MapKyBaHHS
mr no 100 Tabnetok (BunpobyBaHHs 3a yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMallii LLoao
y NNacT1KoBOMy NoKa3HUKOM 3a3HavYeHHs OAMHULb BUMIpIOBaHHSA Y cuctemi Sl
KOHTeliHepi; no 1 "MikpoGionoriyHa
nNacTMKoBOMY yucrorta"); X.
KOHTelHepy B Nynpbek A/C, faHis
KapTOHHI KOpooL (Brpo6HuuTBO
Hepo3dhacoBaHoro
NpPoAyKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHS, BUNYCK
cepii)
276.] ®NTIOAHKCO | Tabnetku, BKpUTI NyHpbek [JaHis EypocpiHc Biodhapma [OaHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/10197/01/02
n NNiBKOBOO Ekcnopt A/IC MpopgakT TecTiHr 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom

060/10HKOI0, M0 1 Mr
no 100 TabneTok y
N1acTUKoBOMY
KOHTeliHepi; no 1
NNacTUKoBOMY
KOHTEliHepy B
KapTOHHilA KOpo6Li

[enmapk A/C, OaHis
(BunpobyBaHHs 3a
MOKa3HNKOM
"Mikpo6ionoriyHa
yucrora"); X.
NyHp6ek A/IC, OaHis
(BupobHuuTteo
Hepo3dacosaHoro
NPOAYKTY, NEPBUHHE

hapmakoHarnsagy (iHLwi 3MiH1) - OHOB/IEHHS TEKCTY MapKyBaHHSA
yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM iHchopMalLlii LLoao
3a3HaYeHHs OAVHMLb BUMIPIOBaHHA Y cucTemi Sl
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
Ta BTOPUHHE
nakyBaHHs, BUMYCK
cepiit)
277.| ®OKCEPO® NopoLUOK ANs ANKANOIL AL | Pecny6nik Ankanoig AL - Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15271/02/01
opasibHOI CycneHsii, Ckon'e a Ckon'e, Pecnyb6nika MakegoHis 3MiHM | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy | peyernmom
40Mmr/5mn; 1 cpnakoH MakefoHis MakefoHis1 (BUNycK IHais BMPOGHULTBI. 3MiHA po3Mmipy cepii (BkIOYakum gianasoH po3mipy
3 NMOPOLLUKOM B cepii); Ankanoig A- cepil) roToBOro Nikapcbkoro 3acoby (iHLWi 3MiHK) - BUAaIEHHSA
KapTOHHI/ KopoobLi Ckon'e, Pecnyb6nika 3aTBEpMAXEHOro po3mipy cepii '13. 3anponoHosaHo: 550,80 «r.
MakepoHis
(BTOpUHHE
nakyBaHHs); JTioniH
Nimiteq, IHaisa
(BMPOGHULITBO
Hepo3acoBaHOro
NPOAYKTY, NepBUHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs)
278.| ®OJNIEBA Tabnetku no 1 mr, AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/6692/01/01
KNCNOTA no 10 TabneTtok y "KNIBCbKW BITAMIHHW 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenma
6nictepi; no 3 BITAMIHHU/IA 3ABO4" thapmakoHarnsagy (iHWwi 3MiHKN) - OHOB/IEHHSI TEKCTY MapKyBaHHS
6nictepu B nauuj; no 3ABO" yNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmaLi Woao
10 Tabnetok y 3a3HayeHHs OAVHWLb BUMIPIOBaHHSA Y cucTeMi Sl. BHeceHHs 3miH
6nictepax 00 po3sgainy “MapkyBaHHsA" MKA J13: 3anponoHoBaHo: MapKyBaHHS.
3rifHo 3aTBEpAKEHOMY TEKCTY MapKyBaHHs. BeeieHHs 3MiH
NpPOTAroM 6-TM MICALB NiC/1A 3aTBePAKEHHS
279.] ®OCDOMILUN | rpaHynu ans TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17168/01/01
H OpaibHOro pPo3ynHy "AcTpadapm" "ACTPADPAPM" 3MiHU | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHM Y | peyenmom
no3r, 1 cawe 3 BMPOBHULTBI. 3MiHA po3Mmipy cepii (BkI0Yakum gianasoH po3mipy
rpaHynamuv y cepil) roToBOro nikapcbkoro 3acoby (3mMeHLweHHs Ao 10 pasis) -
KOpo6Li 3 KapTOHY BBBEEHHS A04aTKOBOro po3Mipy cepii roTOBOro NikapCbKoro
3acoby.
3anponoHoBaHo: Po3mip cepii: 25 000 OA/13 25 000 Nel ta
[10aTKOBUIA TEOPeTUYHWIA po3mip cepii: 11 000 O4/13
280., ®OCPO- PO34UH OpasibHUI KaceH Icnarnis KaceH Pekoppaari, Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/9143/01/01
COAA no 45 Mn 'y dp1akoHi; Pekoppari, C.J. TexHiyHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - | peyenmom
no 2 cpnakoHu B C.J. BMNPAB/IEHO TEXHIYHY MOMUKY B iIHCTPYKLIT 4151 MEAUYHOTO

KapTOHHIA KopooLi

3acTocyBaHHs nikapcbkoro 3acoby. 3AMPOMNOHOBAHO: Cknag:
Aitovi peyoBMHU: AnHATPIO docdat goaekariapar; HaTpito
avrigpodbocchat aurigpat; 1 M po3urHy MICTUTb: AUHATPIO
dhocdpat goaekarigpat — 240 mr; HaTpito avrigpodocdar aurigpat
— 542 wr;
[LOMOMDKHI peHoBMHW: riLepuH 99 %, caxapuH HaTpilo, HaTpPito
6eH3o0art (E 211), iMGUPHO-NMMOHHWI apomaTtusaTop (071 cMonn
iMGupy, cnupT eTunoBuii 96 %, oNist NIMMOHHA, 0A1ist IMMOHHA
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
4acTKOBO AeTepneHoBaHa, KUC/I0Ta IMMOHHA, BOJa OuuLLeHa),
BOZa ouuLleHa. 3a3HavyeHe BUNpPaB/IEHHS BiANOBIAaE MaTepiasiam
peecTpauiiiHoro Aocbe
281.| ®YPOCEMIA NOpPOLLOK MpAT YkpaiHa Inka Na6opatopi3 IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/17265/01/01
(cy6eTaHuis) y "®GapmaueBTu Nimiteq 3MiHM | TURY - 3MiHK 3 AkocTi. CepTudikar BignosigHOCTI/TE-
naketax yHa thipma cepTudikaTt BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
nosieTuIeHoBMX "OapHuus” MopaHHA HOBOrO abo OHOBMEHOrO cepTudikaTa BigNoBigHOCTI a60
ans BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkii
hapmMaueBTUYHOIO thapmakonei: gns A®l; ans BUXigHoro
3aCcTOCyBaHHA mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI AD|; 415 AONOMDKHOI pEHOBUHU
(cepTudhikaT BignoBigHOCTI EBponelickkiii hapmakoner) -
OHoB/EHWIA cepTUdikaT Bif yxe 3aTBEpAXEHOro BUPOBHUKA -
noAaHHA OHOBMIEHOTrO cepTudikaTa BignoBigHOCTI EBponeicbkiii
hapmakonei Ne R1-CEP 1998-020-Rev 07(R1-CEP 1998-020-Rev
06) ana A®l dypocemif Bif, BXe 3aTBepAXeHOro BupobHuka Ipca
Laboratories Limited, IHgis
282.| XAPTUN® - Kancynu no 5 mr/10 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13636/01/01
AM Mr M0 7 Kancyny PapmaLeBTuy dapmaveBTUYHUI 3MiHM | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
6nicTepi; no 4 HWIA 3aBOf, 3aBog ElIC hapmakoHarnsay (iHwi 3MiHK) - BBEAEHHSI 404ATKOBOro
6nictepn abo no 8 ETIC nakyBaHHS i3 HaHECEHHAM OHOBJ/IEHHOIO TEKCTY MapKyBaHHS 3
6nictepis y BHECEHHAM iHthopmav,ii LoAO 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS
KapTOHHIN ynakoBL; y cuctemi Sl.
no 10 kancyn y 3amiHa po3giny «Ipadumyeckoe ohopmneHne» Ha «MapkupoBka»
6nictepi; no 3 abo B 3aTBepxeHnx MKA N13: 3anponoHosaHo: MapkupoBska. B
no 9 6nictepis y COOTBETCTBUM C YTBEPXKAEHHbIM TEKCTOM MapKMpoBK1. BBeaeHHs
KapTOHHIA ynakoBLi 3MiH NPOTAroM 6-TW MICALIB NiC/1A 3aTBEPAKEHHS
283. XAPTUN® - kancysvm no 10 mr/5 3AT YropwuHa 3AT YropuwyHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13635/01/01
AM Mr 110 7 Kancyny dapmaLeBTUy dapmaneBTUYHNI 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 4 HWiA 3aBOf, 3aBog ElIC thapmakoHarnagy (iHwi 3MiHu) - BBEAeHHS [0AaTKOBOro
6nictepw abo no 8 ErIC naKkyBaHHS 3 BHECEHHAM iHdhopmaLii LWoA0 3a3HaYeHHs OANHULb
6nictepiB y BMMIpIOBaHHA y cucteMi Sl. 3amiHa po3ainy «Ipaduyeckoe
KapTOHHIli ynakoBLyj; ochopmneHne» Ha «MapknpoBka» B 3aTBepaxeHnx MKA N3:
no 10 kancyny 3anponoHoBaHo: MapkmMpoBka. B COOTBETCTBUM C YTBEPXKAEHHBIM
6nictepi; no 3 abo TEKCTOM MapkUpOBKU. BBeAEHHSA 3MiH NPOTAroM 6-T1 MicsLIiB nicns
no 9 6nictepis y 3aTBEPAKEHHS
KapPTOHHII ynakoBLUi
284, XAPTUN® - Kancynu no 2,5 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13634/01/01
AM mr/2,5 mrno 7 PapmaneBTuy dapmauleBTUYHNI 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTMBHOCTI Ta peyenmom
Kancyn y énictepi; HW 3aBOf, 3aBog ETIC thapmakoHarnagy (iHwi 3MiHu) - BBeAEeHHS J0AaTKOBOro
no 4 6nictepu abo ETIC nakyBaHHS i3 HaHEeCEHHAM OHOBJIEHHOIO TEKCTY MapKyBaHHs 3

no 8 6nictepis y
KapTOHHI ynakoBsLi;
no 10 kancyn y

BHECEHHAM iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULb BUMIPIOBAHHS
y cuctemi Sl.
3amiHa posginy «Ipadumyeckoe oopmaeHne» Ha «Mapkuposka»




128

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nictepi; no 3 abo B 3aTBEpAxeHnx MK /13: 3anponoHoBaHo: Mapkuposka. B
no 9 6nictepis y COOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM MapKMpPOBKN. BBeaeHHA
KapPTOHHII ynakoBLUi 3MiH NPOTAroM 6-TW MiCALLIB Nic/iA 3aTBEPAKEHHS
285.| XAPTUN® - Kancynu no 5 mr/5 3AT YropwumHa 3AT YropwmHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13634/01/02
AM MT M0 7 Kancyny PapmaLeBTny dapmaueBTUYHNI 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTMBHOCTI Ta peyenmom
6nictepi; no 4 HW1 3aBOf, 3aBop ElIC hapmakoHarnagy (iHwi 3MiHK) - BBEAEHHS [04AaTKOBOro
6nictepn abo no 8 ETIC nakyBaHHS i3 HAaHECEHHAM OHOBJ/IEHHOIO TEKCTY MapKyBaHHS 3
6nictepis y BHECEHHAM iHchopmav,ii LWoA0 3a3HaYEHHS OAUHULb BUMIPIOBAHHS
KapTOHHI ynakoBLi; y cuctemi Sl.
no 10 kancyny 3amiHa posginy «Ipadumyeckoe ocopmneHne» Ha «Mapkuposka»
6nictepi; no 3 abo B 3aTBepxeHnx MKA N13: 3anponoHoBaHo: MapkupoBska. B
no 9 6nictepis y COOTBETCTBUM C YTBEPXAEHHbIM TEKCTOM MapkMpoBK1. BBeaeHHS
KapTOHHI ynakoBL,i 3MiH NPOTArOM 6-TW MICALLIB NiC/1A 3aTBEPAXKEHHS
286.] XAPTUN® - kancynu no 10 mr/10 3AT YropwuHa 3AT YropwmHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/13634/01/03
AM Mr MO 7 Kancyny dapmaueBTny dapmaneBTUYHNI 3MiHM | TURY - 3MiHKW Woa0 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 4 HWiA 3aBOf, 3aBog ElIC thapmakoHarnagy (iHwi 3MiHu) - BBEAeHHSA [0AaTKOBOro
6nictepn abo no 8 EriC nakyBaHHS i3 HAHECEHHAM OHOBJ/IEHHOIO TEKCTY MapKyBaHHS 3
6nictepiB y BHECEHHSAM iHdhopMaLiil LWoA0 3a3HaYeHHS OAVHULb BUMIPHOBaHHS
KapTOHHIA ynakoBLi; y cuctemi Sl.
no 10 kancyny 3amiHa po3giny «Ipacuueckoe odopmMieHe» Ha «MapKMpoBKa»
6nictepi; no 3 abo B 3arBepaxeHnx MKA /13: 3anponoHoBaHo: Mapkuposka. B
no 9 6nictepis y COOTBETCTBUW C YTBEPXAEHHLIM TEKCTOM MapKMPOBKW. BBeaeHHSA
KapPTOHHII ynakoBLUi 3MiH NPOTArOM 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS
287.| XAPTUN®-H Tabnetku, 2,5 3AT YropwmHa anbhameq ®apbin HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6486/01/01
mr/12,5 mr no 14 PapmaLeBTuy ApuHelmiTTeNb YropLumHa 3MiHW | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi; HWI 3aBOf, v6X, HimeuunHa thapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3giny «Ipaduueckoe
no 2 6nicrepu y EriC (BignoBiganbHuUiA 3a odhopmneHue» Ha «MapkupoBka» B 3aTBepaxeHux MKA N13:
Kopobui NOBHUIA LMK 3anponoHoBaHo: MapkmpoBka. CorsiacHO yTBEPXAEHHOMY TEKCTY
BMPOGHULTBA); 3AT MapKMPOBKH.
dapmaueBTUYHUI BBefeHHs1 40AATKOBOr0O NakyBaHHA 3 BHECEHHAM iHdhopmaLlii
3asop ErIC, {010 3a3HAaYEHHS OAMHULb BUMIPIOBAHHSA y cucTeMi Sl. BBeeHHsA
YropuwHa 3MiH NPOTArOM 6-TW MICALIB NiCNs 3aTBEPAKEHHS.
(BignoBiganbHuUiA 3a
NOBHUIA LKA
BMpPO6HMLUTBA)
288.| XAPTUN®-H Tabnetku, 5 mr/25 3AT YropwumHa anbthamepq ®apbin HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6486/01/02
Mmr no 14 Tabnetoky | ®apmaueBTuy ApuHelimiTTeNb 3MiHK | TUNy - 3MiHK Wo[o 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 2 HW1 3aBOf, v6X, HimeyunHa thapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3giny «Ipaduueckoe
6nictepu y Kopobui EriC (BignoBiganbHuUiA 3a ochopmneHue» Ha «MapknpoBka» B 3aTBepapxkeHnx MKA N13:

NOBHWIA LMK
BMPOGHULTBA); 3AT
dapmaneBTUYHNI
3aBog ErIC,
YropuwmHa
(BignoBiganbHUiA 3a

3anponoHoBaHo: MapkmpoBka. CorsiacHO yTBEPXAEHHOMY TEKCTY
MapKNUPOBKM.
BBeneHHs 104ATKOBOrO NakyBaHHSA 3 BHECEHHAM iHchopmali
LLIOA0 3a3Ha4YeHHS OAVMHULLL BUMIpIOBaHHSA y cucTemi Sl. BBeeHHs
3MiH NPOTAroM 6-TW MIiCALIB NicNs 3aTBEPAKEHHS.
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NOBHUIA LMK
BMPOGHMLTBA)
289. XENMMEKC® Tabnetku no 4 Mosi Xenc LBeiiuapi Megjiton IHAjA BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/9824/01/01
AHTUKONLA Tabnetkn y 6nictepi; 6X A dapmacboTikan 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edpekTMBHOCTI Ta peuenma
no 1 6nictepy B Nta., YropwuHa; dhapmakoHarnagy (iHwi 3MiHW) - 3MiHU BHECEHI B TEKCT
KapTOHHI nayui; no CaBa Xenckea /1T, MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 040 3a3HauYeHHs
4 TabneTtkn y MiKHapPOAHUX NO3HAYeHb OAVHMLE BUMIpOBaHHSA. OHOBMEHHS BXe
6nictepi; no 1 3aTBEPAKEHOro TEKCTY MapKyBaHHS 471 ynakoBku in bulk: no 5000
6nictepy B TabneTok y noAgiiHoOMy MonieT/IeHOBOMY NakeTi B KOHTElHepi
KapTOHHIiA nayui; no (BHECEHHSA NO3HAYeHb OAMHULL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM
10 navok y rpynosii niTep NaTUHCbKOro andasiTy); BHECEHHS 3MiH A0 po34iny
KapTOHHI ynakoBLi; “MapkyBaHHS” MKA N13:
no 4 tabneTkn y 3anponoHoBaHo: [111 roToBOro /likapCbkoro 3acoby: 3rifHo
6nictepi; no 1 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 15 NikapCbKoro 3acoby y
6nictepy B chopmi in bulk: 3rigHO 3aTBEPYKEHOr0 TEKCTY MapKyBaHHS, Lo
KapTOHHIA nayvi; no [ofaeTbes. TepMiH BBeAEHHS 3MiH NPOTAroM 6 micALiB nicns
20 na4ok y rpynosivi 3aTBEpPKEHHS.
KapTOHHI ynakoBLi;
no 10 TabneTtok y
6nictepi; no 1
6nictepy B
KapTOHHIA nayui; no
10 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHIN nayyj; no
10 navokK y rpynosii
KapTOHHI ynakoBL,i
290.| XE/NMNEKC® Tabnetkn in bulk: no Mosi Xenc Lseliyapi Megiton IHZis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/9664/01/01
AHTUKONA 5000 TabneTok y rM6X A PapmacboTikan 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peuenma
noagiiHomy Nta., YropwuHa; hapmakoHarnsagy (iHwi 3MiHu) - 3MiHU BHECEHI B TEKCT
nonieTnaeHoBoMy CaBa Xenckea /It MapKyBaHHS YNakoBKV NiKapCbKoro 3acoby LWoA0 3a3HauYeHHs
nakeTi B KOHTeliHepi MDKHapPOAHUX NO3HAYeHb OAVHULE BUMIpOBaHHA. OHOBMEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHs 4151 ynakosku in bulk: no 5000
TabneTok y NoABiitHOMY MOeTU/IEHOBOMY NaKeTi B KOHTENHePI
(BHECEHHA NO3HAYeHb OAMHUL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM
niTep NaTUHCLKoOro andasiTy); BHECEHHS 3MiH [0 po34iny
“MapkyBaHHa" MKA 13:
3anponoHoBaHo: [1/15 roToBOro /ikapCbKoro 3acoby: 3rigHo
3aTBEPPKEHOro TEKCTY MapKyBaHHS. [11a nikapcbKoro 3acooby y
dhopwmi in bulk: 3rigHO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS, WO
[ofaeTbes. TepMiH BBeEHHS 3MiH NMPOTAroM 6 micAuis nicns
3aTBEPKEHHS.
291, XJ/IOPrEKCU necapii no 16 mr; no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHMX MaTepiasis: 3MiHu | Tuny - 6e3 UA/17204/01/01
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
AVH 5 necapiiB y cTpuni; "®APMEKC reyn" AIMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - peuenma
no 2 CTpUMK B navi reymn 3artBepmkeHo: TEKCIKOH 3anponoHosaHo: X/IOPIEKCUANH
3 KAPTOHY
292.| XTOPTEKCU pO34unH ANns MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/18022/01/01
ANH 30BHiLLUHBbOIO "PITODAPM" 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
3aCTOCYyBaHHA, hapmakoHarnsagy (iHwi 3MiHK) - 3MiHU BHECEHi B TEKCT
0,05%; no 100 mn MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby L0A0 3a3HaYeHHs
a6o 200 mny MiXXHapPOAHMX NO3HAaYeHb O4MHULb BUMIpIOBaHHSA. TepMiH
nosiMepHuUx BBEEHHS 3MiH NMPOTArOM 6 MiICALB Nic/a 3aTBepAKEHHSA
donakoHax 3
Hacafikoto ans
CNpsIMOBaHOro
BBEEHHS
nikapcbKoro 3acoby
293. UEAOKCUM® | TabneTku BKpUTI Abpun IHais Aypob6iHgo ®apma IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14455/01/01
NAiBKOBOIO dopmynenLH3 Nta. FOHiT VI, Bnok YTOUYHEHHS1 HanucaHHA BMPOOHMKa B Haka3i MO3 YkpaiHu Ne | peyenmom
060/10HKOH0, M0 100 Mer. N14. D 1336 Big 05.06.2020 B npoueci BHeCEHHs1 3MiH (3MiHu | Tuny -
mr, no 10 Tabnetok BHECEHHS 3MiH [0 po3ainy “MapkysaHHA" MKA 13:
y 6nicTepi; no 1 3anponoHosaHo: MAPKVIPOBKA CornacHo yTBepxaeHHOMY
6nictepy y TEKCTY MapKMpoBkK). Pefakuis B Hakasi: AypobiHgo ®apma J1ta,
KapTOHHIA ynakoBLi IHais. BipHa pegakuin: Aypo6iHgo ®apma Jita. FOHIT VI, Bnok
D, IHais.
294.| UEAOKCUM® | Tabnetku BKpUTI Abpun IHais Aypob6iHgo Papma IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14455/01/02
NAiBKOBOIO dopmynenLH3 Nta. FOHiT VI, Bnok YTOUYHEHHS1 HanucaHHA BMPOOHMKa B Haka3i MO3 YkpaiHu Ne | peyenmom
060/10HKO0, N0 200 Met. NT4,. D 1336 Big 05.06.2020 B npoueci BHECEHHS1 3MiH (3MiHM | Tuny -
mr, no 10 Tabnetok BHECEHHS 3MiH A0 po3ainy “MapkysaHHA" MKA 13:
y 6nicTepi; no 1 3anponoHosaHo: MAPKVIPOBKA CornacHo yTBepXaeHHOMY
6nictepy y TEeKCTy MapkupoBku). Pepakuis B Hakasi: AypobiHgo ®apwma f1Ta,
KapTOHHIA ynakoBLi IHAisA. BipHa peaakuia: Aypo6iHgo ®apma Jita. FOHiT VI, Bnok
D, Inais.
295.| LUENEBPEKC Kancynu no 200 mr MNOAN3EP CWA Heoncapma IHkK., CWA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4463/01/02
® no 10 kancyn B IHK. CLIA (Bpo6HMLTBO HimeuunHa 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/echekTUBHOCTI Ta peyenmom
6nictepi ; no 1, abo npenapary in bulk); thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 2, abo no 3 Mdpaiizep yrnakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmalii oo
6nictepu y MeHtohekuypuHr 3a3Ha4yeHHs OAMHVLb BUMIPIOBaHHSA Y cnuctemi Sl. BHeCceHHs 3miH
KapTOHHIA KopooLi [onuneng Mm6X, [0 po3giny «MapkyBaHHs» MKA /13: 3anponoHoBaHo:
Himeyunna MapkyBaHHs. 3riHO 3aTBepA)KEHOro TeKCTy MapKyBaHHs. TepMiH
(nakyBaHHs, BBE/IEHHS 3MiH MPOTAroM 6 MicALiB Nicns 3aTBepAkKeHHS

KOHTPO/b SIKOCTi Npu
BUMYCKY, BUMYCK
cepii, MapKyBaHHs);
Mdpaiizep
PapwmactoTikana




131

Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
NNC, CWA
(BUpPOGHMLTBO
npenapary in bulk);
P-®apm MxepmaHi
'm6X, HimeyunHa
(Bunyck cepii,
nakyBaHHs1,
MapKyBaHHS,
KOHTPO/b SIKOCTi Npu
BMNYCKY)
296. LUEPEIMIA® Kancynm m'ski no AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a peyenma UA/16976/01/01
400 wr, no 10 "KNIBCbKW BITAMIHH 3MiHM | TURY - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta
Kancyn y 6nictepi, BITAMIHHUIA 3ABO4" thapmakoHarnsgy (iHwi 3MiHK1) - OHOB/IEHHSI TEKCTY MapKyBaHHS
no 1 a6o no 3 3ABO" YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMalLlii LLoao
6nictepu y nauui 3 3a3HayvYeHHs O4MHYLb BUMIPIOBaHHSA Y cucTeMi Sl. BHECEeHHS 3MiH
KapToHY 00 po3gainy “MapkyBaHHA" MKA J13: 3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEpAKEHOMY TEKCTY MapKyBaHHS. BBeAeHHS 3MiH
NPOTAroOM 6-TW MICALB NiC/A 3aTBePKEHHSA
297.| UE®UHAK TabneTkn, BKPUTI Abpun IHais HekTtap IHZis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/16758/01/01
NNiBKOBOO dopmynenH3 Naiidpcaiicis YTOUHEHHS1 HanucaHHA BMPOGHMKa B Haka3i MO3 YkpaiHu Ne | peyenmom
060/10HKOt0, N0 200 Mer. N14. Nimitea-tOHIT-VI 1336 Bip 05.06.2020 B npoueci BHECEHHSA 3MiH (3MiHV | Tuny -
Mmr no 10 TabneTok y 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
6nictepi; no 1 BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
6nictepy B hapmakoHarnsagy (BBefeHHs y3arasibHeHUX JaHux npo cuctemy
KapTOHHIi ynakoBUi hapmakoHarnsigy, 3MmiHa ynoBHOBaXXeHOT 0Co6u, BiANOBigaIbHOT
3a 3fiiCHEHHA hapMakoHarnsaay; KOHTakTHOT 0cobm 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hbapmakoHarnagy B
YKpaiHi, AKLW,0 BOHa BiAMIHHA Bif YNOBHOBaXXeHOI 0cobu,
BiANOBIAANLHOI 3a 3ilicCHEHHS thapMakoHarnaay (Bkvakum
KOHTaKTHi AaHi) Ta/abo 3MiHM Y po3MilLeHHi MacTep-thaiina
cuctemn chapmakoHarssgy) - 3MiHa KOHTaKTHOI 0cobu
YNOBHOBaXEHOI 0CO6M 3asiBHVKA, BiAMNOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy B YkpaiHi: NponoHosaHa pefakuis: OHULLYK
ogmuna BanepiiBHa. 3MiHa KOHTAKTHUX JaHWX KOHTAKTHOT 0Co6u
YNOBHOBaXeHOT 0co6U, BiANOBIAaNLHOI 3a 34iiCHEHHS
thapmakoHarnagy B YkpaiHi). Pegakuis B Hakasi: Hektap
NaiidpcaiiHcis fliviteg, IHAisS. BipHa peaakuisa: Hektap
Naiidpcaiincis NMimiteg-tOHIT-VI, IHAiA.
298. UE®PUHAK Tabnetku, BKpUTI Abpun IHgjs HekTap IHAiA BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/16758/01/02
NNiBKOBOO dopmynenH3 Naiidpcalicis YTOUHEHHS1 HaNUcaHHA BMPOGHMKa B Haka3i MO3 YkpaiHu Ne | peyenmom
06010HKot0, Mo 400 Mer. N14. Nimitea-tOHIT-VI 1336 Big 05.06.2020 B npoueci BHECEHHSA 3MiH (3MiHM | Tuny -

mr no 10 TabneTok y
6nictepi; no 1

3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHariagy.
BBefleHHs1 260 3MiHW [0 y3araslbHEHVX aHMX NPO cUCTEMY
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
6nictepy B thapmakoHarnsgy (BBeAeHHs y3arasibHeHX JaHnX Npo cucTemy
KapTOHHI ynakosL,i thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0Co6M, BiANOBIAA/IbHOI
3a 3[jficHeHHs hapMakoHarisay; KOHTakTHOT ocobu 3
thapmakoHarnsgy 3asBHUKa A1 34ilicHeHHs hapmakoHarnagy B
YKpaiHi, AKLLO0 BOHA BigMiHHa Bif, yNOBHOBaXKEHOT 0CobM,
BiANOBIAA/ILHOI 3a 34iliCHEHHS hapMakoHarnagy (BKvakum
KOHTaKTHI jaHi) Ta/abo 3MiHM y po3MillleHHi MacTep-gaiina
cuctemn chapmakoHarasgy) - 3MiHa KOHTaKTHOI 0cobu
YMNOBHOB&XEHOI 0C06YM 3asBHVIKA, BigMNOBiAaNbHOT 3a 34iCHEHHS
hapmakoHarnsagy B YkpaiHi: MponoHoBaHa pegakuis: OHULLYK
NMogmuna BanepiiBHa. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0co6u
YMOBHOBaXeHOT 0co6u, BigNoBiAaNbHOI 3a 34iiCHEHHS
thapmakoHarnsgy B YkpaiHi). Pefakuis B Hakasi: Hektap
Naidcaitncis Nimiteq, IHais. BipHa pegakuis: Hektap
Naiidpcaiincis limiteg-KOHIT-VI, IHgis.

299. UE®UHAK NopoLUOK ANs Abpun IHais HekTtap IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16758/02/01
opasibHOT cycneHsil dopmynenwH3 NaidpcaiiHeis YTOUYHEHHS1 HanucaHHA BMPOOHMKa B Haka3i MO3 YkpaiHu Ne | peyenmom
100 mr/5 mn; 1 MeT. N114. Nimitea-tOHIT-VI 1394 Big 15.06.2020 B npoLieci BHeCEHHS 3MiH (3MiHu | Tuny -
oN1akoH 3 NOPOLLKOM 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsy.

AN NpUroTyBaHHSA BeefeHHs abo 3MiHU [0 y3araslbHeHUX AaHuX Npo cucTemy
50 mn cycneHsii abo thapmakoHarnsgy (BBefeHHs y3arasibHeHNX JaHnX Npo cucTemy
1 chnakoH 3 thapmakoHarnsgy, 3amiHa ynoBHOBaXeHO! 0cobu, BiANoBifanbHOI
NOpPOLUKOM AN 3a 34iiCHeHHA thapmakoHarnsgy; KOHTakTHOT 0coou 3
npurotysaHHs 100 hapmakoHarnsgy 3asiBHUKa A5 34iliCHEHHA hapmakoHarnsay B
M/ cycneHsii; no 1 YKpaiHi, AKL0 BOHA BiAMIHHA Bif, YNOBHOBaXeHOI ocobu,
hnakoHy 3 MipHUM BiANOBIA&IbHOI 3a 34ilicHeHHS thapmakoHarnagy (BKauakum
CTakaH4MKoM Ta KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MmillieHHi macTep-haina
MipHOIO NTOXKOIO B cuctemn chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
KapTOHHI ynakosL,i YNOBHOB&XEHOI 0C06Y 3asBHVKa, BignoBifanbHOT 3a 34iCHEHHS
hapmakoHarnsagy B YkpaiHi: MponoHoBaHa pegakuis: OHULLYK
NMogmuna BanepiiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT 0co6u
yMOBHOBaXeHOT 0co6bu, BifNoBiAaIbHOI 3a 34iiCHEHHSA
hapmakoHarnsagy B YkpaiHi). Pefakuis B Hakasi: Hektap
Naiidpcaiincis Mimiten, IHAis. BipHa pepgakuis: Hektap
Naiidpcaiincia Nimiteq-tOHIT-VI, IHgiA.

300.[ LMBOP PO34MH ANA iH'eKLUil MeHapiHi TNMokcemby POBI KOHTPAKT Icnanis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/12257/01/01
no 25000 MO IHTepHeLwoHan pr MEHKO®EKYEPIHI, 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
aHTUdakTopa-Xa/Mn OnepeiioHc C.J1.,, IcnaHis thapmakoHarnsagy (iHWwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
; no 0,2 mn (5000 IokcembBypr (BUPOGHMLTBO "in yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii oo
MO aHTMdakTopa- C.A. bulk", nepBrHHe Ta 3a3HaYeHHs O4MHMLb BUMIPOBaHHS Y cucTeMi Sl. BHECEHHS 3MiH

Xa) a6o 0,3 mn
(7500 MO
aHTMdakTopa-Xa),
a6o 0,4 (10000 MO

BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepiid)

00 po3ainy "MapkyBaHHA" MKA J13: 3anponoHoBaHo: MapkyBaHHS.
3rigHo i3 3aTBEPKEHUM TEKCTOM MapKyBaHHs. TepMiH BBEEHHSA
3MiH - NPOTArom 6 MicsLiB MicNs 3aTBEPAKEHHS
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Ne Hassa Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
aHTUakTopa-Xa)
My nonepegHsLo
3arnoBHeHNX
wnpuuax; no 2
wnpuua y énictepi;
no 1 a6o no 5, a6o
no 50 6nictepiB y
KapTOHHI/ Kopoo6Li
301. LMBOP 2500 PO34MH A5 iH'EKLN, MeHapiHi NMokcemby POBI KOHTPAKT Icnanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6624/01/01
12500 MO IHTEepHeLwoHan pr MEHIO®EKYEPIHI, 3MiHK | TUNy - 3MiHK WoA[0 6e3nekn/edekTUBHOCTI Ta peyernmom
aHTUdakTopa-Xa/Mn OnepeiioHc C.J1., IcnaHis thapmakoHarnsagy (iHWi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
, no 0,2 mn (2500 IMokcembypr (BMPOGHULITBO ynakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM iHhopmalii oo
MO aHTudrakTopa- C.A. nikapcbKoro 3acoby 3a3Ha4yeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl. BHeceHHs 3miH
Xa) y nonepegHb0 "in bulk”, kKiHUeBe [0 po3ainy "MapkyBaHHA” MKA J13: 3anponoHoBaHo: MapkyBaHHS.
3arnoBHeHOMY nakyBaHHs1, 3rifHO i3 3aTBEPMAXEHNM TEKCTOM MapKyBaHHS. TepMiH BBEAEHHS
Lnpuui; no 2 KOHTPO/b Ta BUMYCK 3MiH - NPOTArOoM 6 MICALIB MiCNSA 3aTBEPAKEHHS
nonepegHL0 cepiid)
3anoBHeHi LWnpuuy B
6nicTepi; no 1, abo
no 5, a6o no 50
6nictepiB y
KapTOHHI/ KopoobLi
302.| UMBOP 3500 PO34UH OS5 iH'EKLLNA, MeHapiHi Tokcemby POBI KOHTPAKT IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/6625/01/01
17500 MO IHTepHeLLoHan pr MEHIO®EKYEPIHI, 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
aHTMdakTopa-Xa/Mn OnepeiioHc C.J1., Icnanis thapmakoHarniagy (iHwi 3MiHK) - BHECEHHS 3MiH [0 p.
, no 0,2 mn (3500 Niokcembypr (BUpPOOHMLTBO "MapkyBaHHA" MKA N3:
MO aHTudakTopa- niKapcbKoro 3acoby 3anponoHoBaHo: MapKyBaHHS. 3rifHO i3 3aTBEPAXEHNM TEKCTOM
Xa) y nonepegHb0 "in bulk”, kKiHUeBe MapKyBaHHS1. OHOBNIEHHSI TEKCTY MapKyBaHHS yNakoBKW
3arnoBHeHOMY nakyBaHHs, NiKapCcbKoro 3acoby 3 BHECEHHAM iHdhopMaLii o0 3a3HaueHHS
LunpuLi; no 2 KOHTPO/b Ta BUMYCK OAVHWLL BUMIpIOBaHHA Y cuctemi Sl. BBeeHHA 3MiH NpoTAaromM 6-
nonepegHsL0 cepiit) TV MiCALIB MicNsi 3aTBePAKEHHSI
3anoBHeHi LWnpuuy B
6nicTepi; no 1, abo
no 5, a6o no 50
6nictepiB y
KapTOHHi Kopo6Lli
303.| UWMATEAN pO34nH AnA M'ep ®abp ®paHuis M'ep ®abp ®paHuisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/6404/01/01
30BHiLLUHBOIO MeaukameHT MegnkameHT 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peuenma
3acToCyBaHHs; no MpopakLH hapmakoHarnsagy (iHwi 3MiH) - 3MiHW BHECEHI B TEKCT
250 mn y chnakoHax MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby LWoA0 3a3HaueHHs
nonieTMNeHoBUx MiKHaPOAHUX NO3HAYeHb OAUHMLL BUMIpOBaHHSA. BBeAeHHS 3MiH
NPOTAroM 6-T1 MICALLIB MiCNSA 3aTBEPLKEHHS
304 UMUHY KBiTKM, N0 25 r abo MpAT YkpaiHa MpAT "NikTpaBun" YKpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTtepianis: 6e3 UA/8896/01/01
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Ha3ssa

Popma surnycky 3asasHuUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bgionycky | peecmpayiliHo2o
n 3acoby ynakoska) nocsi0YeHHs1
AIWAHOIro no 50 r y naykax 3 "NikTpasn" 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peuenma
KBITKA BHYTPILUHIM NakeTom hapmakoHarnagy (iHLwi 3MiHW) - BHECEHHS 3MiH 40 PO34iny «
MapkyBaHHsA» MKA J13: 3anponoHoBaHo: MAPKYBAHHA. Y
BiINOBIAHOCTI 3 3aTBEPKEHNM TEKCTOM MapKyBaHHs. OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
iHchopMmawii LWoAo 3a3HAYEHHS OAUHULL BUMIPIOBAHHS y CUCTEMI
Sl. BBeIeHHs1 3MiH NPOTAroM 6-T1 MicsLIB NiCNs 3aTBEPKEHHS
305, FOHIBIT TabneTkn, BKpUTI AT YkpaiHa AT "KUIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/5450/01/01
NNiBKOBOO "KNIBCbKW BITAMIHH 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peuyenma
060/10HKO10, M0 10 BITAMIHHUIA 3ABO4" thapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHSI TEKCTY MapKyBaHHS
Tabnetok y 6nictepi; 3ABOL" yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopMalLlii LLoao

no 3 6nictepu y
naui

3a3HayvyeHHs OAMHMLb BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH [0 po3giny “MapkysaHHa” MKA N3:
3anponoHoBaHo: MapkyBaHHS. 3riAHO 3aTBEPIKEHOMY TEKCTY
MapKyBaHHs1.
BBefeHHs1 3MiH NpOTAroM 6-Tu MiIcALIB Nic/a 3aTBePAKEHHSA

I'eHepaNbHUN JUPEKTOP
JupekTopary ¢apmaieBTHYHOr0 3a0e3neueHHsA

0.0. Komapiga
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