MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
21.09.2020 Ne 2143
Kuis

IIpo fep>kaBHY peecTpanio
(mepepeecTpaniio) JiKapCcbKHX
3ac00iB (MeguUHNX iIMYHOOi0/TOTiTUHUX
npenapariB) Ta BHECEHHS 3MiH /|0
peecTparnjiiHuX MaTepiasiB

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



NMEPENIK

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

21.09.2020 Ne 2143

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), AKI BHOCATbLCA A0

AEPXXABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocBi04Y€eHHs1
1. ACMOHT TabneTku, BKpUTI ToBapucTBO YkpaiHa nakyBaHHs i3 in bulk YkpaiHa PeecTpauis Ha 5 pokis 3a He UA/18335/01/01
nAiBKOBOIO 3 BMPOGHMKaA MepiognyHicTb NOAAHHSA PErynsipHO peyenmom nionsi2ae
060/10HKO0, Mo 10 06MeXeHo xeHedpapm C.A., OHOBJIHOBAHOrO 3BITY 3 6e3neky,
Mr, No 7 TabneTtok y BiAnoBigasb Ipeuis Ta BUNycK BiANOBIgHO 0 MOpsAAKY 34iNCHEHHS
6nicTepi, no 4 HICTIO cepii: hapmakoHarnsgy, 3aTBepIXeHoro
6nicTepy B navw,i "Arpodhapm” ToBapucTBO 3 Haka3zom MiHicTepcTBa OXOPOHMU 3[0P0B'S
obmexeHoro Ykpainu Bif 27 rpyaHs 2006 poky Ne 898,
BiAMNOBIAA/TBHICTIO 3apeecTpoBaHoro B MiHicTepcTBi tocTuLii
"Arpodhapm”, Ykpainu 29 ciuHs 2007 poky 3a Ne
YkpaiHa 73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340POB's YKpaiHu Big 26 BepecHs
KOHTPO/Ib SIKOCTI: 2016 poky Ne 996), cTaHOBUTb: 3riAHO 3i
ToBapucTBo 3 CTpoKamu, 3a3Ha4yeHUMU y NepiognyHOCTI
obmexeHo noAaHHs PerynsipHyX 3BiTiB 3 6e3neku
BiANoBigasIbHICTIO
"Haryp+",
YKpaiHa
2. ACMOHT TabneTku, BKPUTI ToBapucTBO YkpaiHa xeHedbapm C.A. Ipeuis PeecTtpauis Ha 5 pokis - He UA/18336/01/01
NNiBKOBOKO 3 MepiognyHICTb NOAAHHA PErynsipHO niossieae
0060/10HKOI0, N0 0bMexeHoto OHOB/IHOBAHOTO 3BITY 3 6e3neku,
10 mr,no 7 Bignosiganb BiANoOBiAHO A0 MopsAaKy 34iCHEHHS
TabneTtok y 6nictepi, HICTIO hapmakoHarnsgy, 3aTBepixeHoro
in bulk: mo 520, 350 "Arpochapm” Haka3om MiHicTepcTBa OXOPOHY 340POB’S
a60 400 6nicTepis Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
Ne 7y 3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
TPaHCNOPTHUX YkpaiHu 29 ciyHs 2007 poky 3a Ne
(KapTOHHMX) 73/13340 (y pepaxuii Hakasy MiHicTepcTBa
Kopo6kax OXOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHMN Y NePiogUYHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neku.
3. BOPHA NOPOLLIOK AT YkpaiHa Mepk KlraA HimeuyunHa PeecTtpauis Ha 5 pokis - He UA/18337/01/01
KNCNOTA (cybeTaHuin) B "®dapmak” niossieae
MiLLKax noABiliHMX
nonieTnneHosux abo
nonieTNeHoBnx
nasLkax 3




npo6Kow Ta

Ykpainm 29 ciyHs 2007 poky 3a Ne

Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
noninponisieHoBO
KpULLIKOIO ANA
dhapmaLeBTUYHOIO
3aCTOCYyBaHHSA
4, FEMUWT CNAN | niodinizat gns PP IHais CI Akyp Na6c lMBT. IHais PeecTtpauis Ha 5 pokis 3a He UA/18334/01/02
1000 PO34MHy ans dapmacbHoTi nra. MepiognyHICTb NOAAHHSA PErynsipHO peyernmom niossieae
iHdpysii no 1000 wmr; Kan3 OHOBJIHOBAHOIO 3BITY 3 6e3neku,
no 1 dpnakoHy B MpaliseT BiANoOBigHO A0 MopsAaky 34iACHEHHS
KopoobUi Nimiteq thapmakoHarnsgy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuLil
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepaxuii Hakasy MiHicTepcTBa
O0XOPOHU 340POB' YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3ri4HO 3i
CTpOKamu, 3a3Ha4yeHMN Y NePiogUYHOCTI
nofaHHA perynsipHuX 3BiTiB 3 6e3neKu.
5. FEMUWT CNAN | niodinizar gns PP IHais Cnn Akyp Na6c MerT. IHais PeecTtpauis Ha 5 pokis 3a He UA/18334/01/01
200 pPO34mMHy ang dapmacbHoTi nra. MepiognyHiCTb NOAAHHA perynspHo peyernmom nionsieae
iHdpy3ii no 200 wmr; Kaui3 OHOB/IOBAHOrO 3BITY 3 6GE3NeKn,
no 1 dpnakoHy B MpaiiBeT BiANoBigHO A0 Mopsaky 34iCHEeHHS
KopoobLi Nimiten hapmakoHarnagy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHU 3[,0POB’A
Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTULiT
Ykpainm 29 ciuHsi 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMN Y NepioguyHOCTI
nofiaHHA perynsipHuX 3BiTiB 3 6e3neku.
6. FPAHICETPOH | mopoluok TOB YkpaiHa Xy6eli XaocyH KHP peecTpauis Ha 5 pokis - He UA/18338/01/01
Yy (cybeTaHuin) y "BOPBAPT dapmacboTukan Ko., niosnsieae
riAPOXNOPUA | nopgiliHux C ®APMA" nrtp
nonieTNeHoBUxX
naketax gns
hapmaLleBTUYHOro
3aCTOCYyBaHHSA
7. HEMWPOHOKC niogpinizoBaHwii ToBapucTBO YkpaiHa MegaunTokc IHK. Pecny6nika peecTpadist Ha 5 pokis 3a He UA/18344/01/01
NOPOLLOK ANns 3 Kopes MepiognyHICTb NOAAHHSA PErynsipHO peyernmom niossieae
NpUroTyBaHHs 0bMexeHoto OHOB/IHOBAHOTO 3BITY 3 6e3neku,
po34nHy Ans Bignosiganb BiANoOBiAHO A0 MopsAaKy 34iCHEHHS
iH ekuii no 50 O/, HICTIO hapmakoHarnisgy, 3aTBepaxeHoro
CKNSAHWIA h1akoH, "MNAHETA Haka3om MiHicTepcTBa OXOPOHY 340POB’S
3aKpuUTUiA ®PITONAH" Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
pe3nHoBOI 3apeecTpoBaHoro B MiHicTepcTsi tocTuLil




Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
anoMiHiEBUM 73/13340 (y pepakuii Hakaly MiHicTepcTBa
KOBMNaykom 3 OXOPOHU 310POB'sA YKpaiHu Bif 26 BepecHs
BiAPVIBHUM KinbLem 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
i3 moninponuneny; CTpoKamu, 3a3Ha4YeHUMU Yy NepiogNYHOCTI
no 1 dpnakoHy B noJaHHA perynsipHux 3BiTiB 3 6e3neku.
KapTOHHI Kopo6Lii
8. HENPOHOKC niodpinizoBaHwii ToBapucTBO YkpaiHa MeguTokc IHK. Pecny6nika peecTpaduis Ha 5 pokiB 3a He UA/18344/01/02
NMopOLLOK AN 3 Kopesi MepiognyHICTb NOAAHHS PerynsipHo peyenmom nionsieae
NpUroTyBaHHs 06MeXeHo OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
pOo34nHy Ans Bignosiganb BiANoBigHO A0 MopsAaky 34iCHEHHS
iH eKuii no 100 Of, HICTIO hapmakoHarnagy, 3aTBepaxeHoro
CKNSAHWIA h1akoH, "MNAHETA Haka3om MiHicTepcTBa OXOPOHY 340POB’S
3aKpuUTUii ®PITONAH" Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
pe3nHOBOIO 3apeecTpoBaHoro B MiHicTepcTBi toCcTuLii
npo6Kow Ta Ykpainm 29 ciuHs 2007 poky 3a Ne
aNoOMiHIEBUM 73/13340 (y pepaxuii Hakady MiHicTepcTBa
KOBMaykom 3 OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
BiAPVIBHUM KinbLem 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
i3 noninponuneny; CTpoKamu, 3a3HavyeHMU y NepiognYHOCTI
no 1 dpnakoHy B nofaHHA perynsipHux 3BiTiB 3 6e3neku.
KapTOHHI Kopo6Lii
9. HENPOHOKC niodpinizoBaHwii ToBapucTBO YkpaiHa MegauTokc IHK. Pecny6nika peecTpauis Ha 5 pokis 3a He UA/18344/01/03
NopoLLIOK ANs 3 Kopes MepiognyHiCTb NOAAHHA perynspHo peyenmom nionsi2ae
NpUroTyBaHHs 0bMexeHoto OHOB/IIOBAHOTO 3BITY 3 6e3neku,
po34nHy Ans Bignosigasnb BiANoBigHO A0 Mopsaky 34iCHEeHHS
iH eKuii no 200 Of; HICTIO hapmakoHarnagy, 3aTBepaxeHoro
CKSHUI oNakoH, "MNAHETA Hakazom MiHiCTepcTBa OXOPOHM 3[0P0B’s
3aKpuUTUii ®ITONAH" Ykpaiuu Big 27 rpyaHsa 2006 poky Ne 898,
pe3nHoBOI 3apeecTpoBaHoro B MiHicTepcTBi tocTuLiT
npo6Kow Ta Ykpainm 29 ciuHsi 2007 poky 3a Ne
aNoOMiHIEBUM 73/13340 (y pepakuii Hakady MiHicTepcTBa
KOBMaykom 3 OXOPOHU 30POB's YKpaiHu Bif 26 BepecHs
BiAPVIBHUM KinbLem 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
i3 noninponuneny; CTpOKamu, 3a3HavyeHMU y NepiognYHOCTI
no 1 conaxkoHy B NoAaHHA perynspHuX 3BiTiB 3 6e3neku.
KapPTOHHI KopobUi
10. APEAHI3ONOH | kpucTaniyHuii MpAT YkpaiHa CumbioTuka Manaiizis PeecTtpauis Ha 5 pokis - He UA/18340/01/01
Y HATPIIO NOPOLLIOK "dapmauesT CnewvenuTi nionsi2ae
DOCDHAT (cybeTaHuis) y nyHa chipma IHrpegieHTc CaH. bxa.
naketax nopginiHMx "fNapHuus"
nonieTuneHoBmx
ans
thapmaLeBTUYHOro
3aCTOCYBaHHS
11. DNY3AMEL Kancynu Teepgai 150 YOPNA TypeuunHa yorPna MESMLUNH TypeuunHa Peectpauis Ha 5 pokiB 6e3 nionsizae UA/18328/01/01
mr, no 1 kancyni B MEAMLUNH INAY CAH. BE. TIOX. MepiognyHICTb NOAAHHA PerynspHo peyenma
6nictepi, no 1 INAY CAH. A.LL. OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
6nictepy B BE TIAXK. BignoBigHO A0 MNopaaky 34iCHEHHS
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Ne Hassa ®dopma surnycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknavys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI Kopo6Ly A.LL. hapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,

3apeecTpoBaHoro B MiHicTepcTBi tocTuLjii
Ykpainum 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Hakady MiHicTepcTea
O0XOPOHU 340POB'SA YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riHO 3i
CTpokamu, 3a3Ha4yeHUMH Y NepiognyHOCTI
nofaHHsA perynsipHnX 3BiTiB 3 6e3NeKu.

I'eHepaNbHUN JUPEKTOP

JupekTopary ¢apmaieBTHYHOr0 3a0e3neueHHs

0.0. Komapija




NMEPENIK

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

21.09.2020 Ne 2143

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIOJTOIN4YHX NPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHI

3i CMakom IMMOHY
no 4,8 r B cawle; no
10 cawe B nayui 3
KapToHy

MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro
3acoby y posginax "MNpoTunokasaHHsa",
"B3aemogis 3 iHWMMU fikapcbKuMn
3aco6amMu Ta iHLWi BuAn B3aemMogiit”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BaritTHocTi abo
roflyBaHHs rpyaaro”, "3aartHicte BnvMBaTtu
Ha LWBUAKICTb peakuii Npu kepyBaHHi
ABTOTPAHCMOPTOM ab0 iHWKMK

Ne Hassa ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
1. ABPO/I®SR Tabnetkn TOB YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsi2ae UA/9928/03/01
NPOIOHIroBaHol Aji "KYCYM PAPM" OHOBNEHO iHhopmaLito B IHCTPYKLIT A5 peyenma
no 75 mr no 10 PAPM" MeAMNYHOro 3aCTOCYBaHHSA NiKapCbKoro
Tabnetok y 6nictepi; 3acoby y posginax "®apmMakooriyHi
no 1 a6o 2 6nictepn BnactusocTi", "lMpoTunokasaHHA",
B KapPTOHHIl "3acTocyBaHHA y nepiof BarirTHocTi abo
ynakoBLi rogyBaHHs rpyaar”, "OcobnmeocTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
posun", "Oitn", "Mepepo3sysaHHs", "Mo6iYHi
peakuii" BignoBigHO A0 iHhopmavi
pethepeHTHOro /ikapcbKoro 3acoby
NA3OJ/IBAH® MAKC.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Meku, BignoBiLHO
[0 MNopsigky 3giiicHeHHst hapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepiognyYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
2. AVNAPIHK® NnopoLUoK aNns AT YkpaiHa AT "dapmak" YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH 6e3 nionsieae UA/14813/01/01
OpasIbHOro PoO3YnNHY "Papmak” OHOBNEHO iHhopMmaLito B IHCTPYKLIT A5 peyenma




8

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

MexaHismamu", "[iTn" (3aTBEpOKEHO:
"MpenapaT npoTvnokasaHuii 4iTam BiKOM A0
12 pokis"; 3anponoHoBaHo: "lMNpenapat
NpoOTUMOKa3aHuii 4iTaM Bikom Ao 16 pokis"),
"Mepepo3yBaHHsa", "Mo6IYHI peakuji”
Bi4MNOBIAHO 40 OHOBMEHOT iH(hopMaL,ii LWoao
6e3nekun Aitoyoi peHOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHW 340pPOB'A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainum 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3nekn

AVAPIHK®

NopoLUIOK ANs
OpPa/ILHOIO PO34NHY
3i CMakoM YopHOT
CMOpPOAMHM N0 5,2 1
B calle; no 10 cawe
B Nnauuj 3 KapToHYy

AT
"®apmak”

YkpaiHa

AT "®dapmak”

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHWNIN TEPMIH
OHOBNEHO iHhopmaLito B IHCTPYKLIT An1A
MeZMYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby y posginax "lMpoTunokasaHHs",
"B3aemogia 3 iHWKMMW NiKapCbKUMMN
3aco6amu Ta iHWi BUAn B3aemogiii",
"Oco6aMBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaar”, "3aatHicTb BnMBaTtu
Ha LWBWAKICTb peakLii Npu KepyBaHHi
aBTOTPAHCNOPTOM abo iHWUMK
MexaHismamun", "Oitn" (3aTBepaXeHO:
"MpenapaT npoTvnokasaHuii A4iTam BiKOM A0
12 pokis"; 3anponoHoBaHo: "Mpenapar
NpoTUMNOKa3aHuii 4iTsM Bikom 0 16 pokis"),
"Mepeno3yBaHHs", "Mo6iuHI peakujii”
BiNOBIAHO 4O OHOBMEHOT iH(hopMaL,i LWoao
6e3nekun Aityoi pevoBUHN.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
00 Mopaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:

6e3
peyenma

niossieae

UA/14814/01/01
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Neo

Hassa

A

NNacTUKOBOIO
MipHOIO JTOXEUKOI0 B
KapTOHHilA KOopooLi

mecTo, CnoBeHis

BMPOGHULUTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii:
KPKA, g.4., Hoso
mMecTo, CrioBeHis

KOHTPO/Ib cepii:
Kemilicbki iHCTUTYT,
LleHTp 3a
Bavligaujiicke
TEXHONOrIE iH
aHaniTiko (LIBTA),
CnoBeHis

3acoby y po3gini "Aitn" Ta iHWwKnx po3ginax
"Oco6nMBOCTI 3acTOCyBaHHA", "
3acTocyBaHHS y nepiog BariTHOCTi abo
rogyBaHHs rpyanr” (yTOUHEeHHs
iHchopmawii), "Cnoci6 3acTocyBaHHs Ta
[o3un" (yTouHeHHs iHchopmadii), BignosigHo
[0 OHOB/EHOT iHdhopMaLi Woao 6e3nekn
3aCTOCYBaHHSA [il0UMX PEUBVH.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mneku, BignoBigHO
0o MNMopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3

o ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
4, AMIHAJIOH TabneTku, BKpUTI AT YkpaiHa AT "BITAMIHWN" Ykpaina MepepeecTpauis Ha HEOOMEXEHUI TEPMIH 6e3 niossieae UA/4393/01/01
060/10HKO10, M0 250 "BITAMIH" MepiognyHiCTb NOAAHHA PerynsipHo peyenma
mr, no 10 TabneTok OHOB/IOBAHOIO 3BIiTY 3 6e3Mneku, BigNoBIgHO
y 6nicTepi; no 1 a6o 0o Mopsaaky 34iicHeHHs dhapmakoHariaay,
no 5, a6o 10 3aTBEpAKEHOro Hakasom MiHicTepcTBa
6nicTepiB y navui 3 OXOPOHW 340pPOB’A YKpaiHu Bif, 27 rpygHs
KapToHy 2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PerynspHUX 3BiTiB 3
6e3nekn
5. FABAMEHTUH NMOPOLLOK MpAT Ykpaina LIBAHICI Kutaii [MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH - He UA/11281/01/01
KpucTaniyHmi "TexHonor" CUHEPKN niosnsieae
(cy6eTaHuis) B SAPMACBIOTIKAN
NoABINHMX NakeTax KO., itg,
i3 nniBKu
nonieTuneHoBoil Ans
chapmaL,eBTU4YHOro
3acToCcyBaHHsA
6. FEPBIOH® cupon; no 150 mn y KPKA, a.4., CnoseHis KOHTPO/Ib Ta BUMYCK CnoseHis MepepeecTpalist Ha HeOBMEXEHN TEPMIH 6e3 nions2ae UA/3751/01/01
cupon chnakoHi; no 1 Hoso mecTo cepii: OHoB/eHO iHhopMaLto B IHCTpYKLii Ans peyenma
NMOAOPOXHUK | dhnakoHy pasom 3 KPKA, a.4., HoBo Me[NYHOro 3acToCyBaHHS NikapcbKoro
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y 6nicTepi; no 2 abo
no 4 6nictepu y
KapTOHHIi kopo6Lyj;
no 20 TabneTok y
6nictepi; no 3
6nictepn y
KapTOHHilA KOopooLi

BMPOOGHULITBO 3a
MOBHUM LIIK/TOM:
Mepk, C/1, IcnaHis

rpyna" (pefaryBaHHs TekcTy 6e3 3MiHu Koay
ATX), "dapmakonoriyHi BNactTnsocTi"
(peparyBaHHs TEKCTY Ta YTOYHEHHS
iHdbopmawii), "Mo6iyHi peakuii” BianosigHO
[0 MaTepianiB peecTpauyiiiHoro Jocke.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6€3Meku, BigNoBiLHO
0o Mopsaaky 3aiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOro Haka3om MiHicTepcTea
OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
6e3neku
7. FMHOKO3A PO34uH ANs iHgy3iit [ouipHe YkpaiHa [ouipHe YkpaiHa MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/4112/01/01
10 % no 100 mn, nignpuemMcTs nigNPUEMCTBO MepioAnyHICTb NOAAHHS PErynsipHO peyernmo nidnsieae
a6o no 200 mn, abo o "®dapmatpeig"” OHOBJ/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO M
no 250 mn, a6o no "®apmatpeii 0o Mopsaaky 3aiicHeHHs dhapmakoHariaay,
400 mn, a6o no 500 o 3aTBEPMAKEHOro Haka3om MiHicTepcTea
M1y KOHTeliHepax OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
8. FNHOKO3A pO34uH ANs iHdy3ii [ouipHe YkpaiHa [ouipHe Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He UA/4112/01/02
5 % no 100 mn, abo nignpuemMcTs nigNPUEMCTBO MepiognyHiCTb NOAAHHSA PerynspHo peyernmo nionsieae
no 200 mn, a6o no o] "papmatpeing" OHOB/OBAHOrO 3BIiTY 3 6e3Mneku, BigNoBigHO M
250 mn, a6o no 400 "®apmatpeii 0o Mopsaaky 34iicHeHHs dhapmakoHarisay,
M, abo no 500 mn, n'" 3aTBEpAXEeHOro Hakasom MiHicTepcTBa
a60o no 1000 mn, OXOPOHW 340PO0B’SA YKpaiHu Bif 27 rpyaHs
a6o no 3000 mn, 2006 poky Ne 898, 3apeecTpoBaHoOro B
a6o no 5000 mny MiHicTepcTBi tocTuuii YKpainu 29 ciuna 2007
KOHTeliHepax poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:!
3riiHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6e3neku.
9. FNIOKODAXK® TabneTku, BKpUTI Mepk CaHTe ®paHLis BMPOGHULITBO 3a ®paHuin/ MepepeecTpauis Ha HEOOMEXEHWNA TEPMIH. 3a He UA/3994/01/01
NNiBKOBOO c.a.c. NMOBHWUM LMKNOM: IcnaHis OHOBNEHO iHhopmaLito B IHCTPYKLIT A5 peuenmo niosnsieae
060/10HKO, No 500 Mepk CaHTe, MeAMNYHOro 3aCTOCYBaHHSA NiKapCbKoro M
mr; no 15 Tabnetok ®paHLis 3acoby B po3sginax "®apmakoTepaneBTuyHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
10. FNHIOKODAXK® TabneTku, BKpUTI Mepk CaHTe PpaHuin BMPOGHMLITBO 3a ®paHuia/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/3994/01/02
NNiBKOBOO c.a.c. NMOBHWUM LMKNOM: IcnaHis OHOBNEHO iHhopmaLLito B IHCTPYKLIT Ans peuenmo nionsieae
060/10HKOI0, No 850 Mepk CaHTe, MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro M
Mr; no 15 Tabnetok PpaHuin 3acoby B po3sginax "®apmakoTepaneBTuyHa
y 6nicTepi; no 2 abo rpyna" (pefaryBaHHs TekcTy 6e3 3MiHu Koay
no 4 6nictepu y BMPOGHULITBO 3a ATX), "dapmakonoriuHi BNacTnsocTi"
KapTOHHI KOpo6L; MOBHUM LIIK/TOM: (peparyBaHHs TEKCTY Ta YTOYHEHHS
no 20 TabneTok y Mepk, C/1, IcnaHis iHdbopmawii), "Mo6iyHi peakuii” BianosigHO
6nicTepi; no 3 [0 matepianis peecTpauiiiHoro AOCbE.
6nictepn y MepiognyHICTb NOJAHHA PerynspHo
KapTOHHIA KopooLi OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO
0o MNopsaaky 34iiicHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHY 34,0pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMW, 3a3HaYEHNMN Y
nepioguyYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
11. FNIOKODAXK® TabneTku, BKPUTI Mepk CaHTe PpaHLis BMPOOHULITBO 3a PpaHuis/ MepepeecTpalisi Ha HEOBMEXEHNI TEPMIH. 3a He UA/3994/01/03
NNiBKOBOIO c.a.c. MOBHWUM LMK/IOM: Icnanis OHOBNEHO iHChopMmaLito B IHCTPYKLIT 4515 peyenmo nidnsieae
060/10HKo, No 1000 Mepk CaHre, MeANYHOro 3acToCyBaHHS NiKapCbKoro M
Mr; no 15 TabneTok dpaHuis 3acoby B po3ginax "dapmakoTepaneBTUYHa
y 6nicTepi; no 2 abo rpyna” (pegaryBaHHs TEKCTY 6e3 3MiHM Kogy
no 4 6nictepu y BMPOGHMLITBO 3a ATX), "®apmakosoriyHi BnactuBocTi"
KapTOHHilA KOpo6L MOBHVM LIMK/IOM: (peparyBaHHsA TEKCTY Ta YTOYHEHHS
Mepk, C/1, IcnaHis iHdhopmauii), "Mo6iyHi peakui” BianoBigHO
[0 MaTepianiB peecTpauiiiHoro 40CheE.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/OBAHOrO 3BIiTY 3 6e3Mneku, BigNoBigHO
00 MNopaaky 3aiicHeHHs chapmakoHarnsgy,
3aTBEpAXEeHOro Hakasom MiHicTepcTBa
OXOPOHW 340PO0B’SA YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciyna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTL:!
3riiHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6e3neku.
12. rPUNOUNTPO NOpOLOK ANnst ToBapncTBO YKpaiHa ToBapucTBO 3 YKpaiHa [NepepeecTpauisi Ha HEOOMEXEHWUIA TEPMIH. 6e3 He UA/11498/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
H KIAC IMMOH | opasibHOro po3uuHy; 3 0bMexeHot OHoB/EHO iHhopMaLito B IHCTPYKLUIi Ans peyenma nionsizae
no 4 r NopoLLKy B 06MEXeHO BiANoBiga/IbHICTIO MeANYHOro 3acToCyBaHHSA NiKapcbKoro
nakeTi; no 5 a6o 10 Bignosigans "®apmMaueBTNYHa 3acoby y po3sginax "lMokasaHHA"
nakeTiB y kopobu,i HicTIO KoMnaHis (peparyBaHHs TekcTy), "lMpoTunokasaHHs",
«PapmavneB "3n0poB " "B3aemogis 3 iHWMMU fliKapCbKuMu
TMYHA 3acob6amu Ta iHWi BUAW B3aemogiii",
KOMMaHis "Oco6nmBOCTi 3acTocyBaHHs", "Cnoci6
«3[10pOB’sA» 3acTocyBaHHA Ta gosun”, "Aitn" (iHdopmauis
wofo 6esnekn), "MepeaosyBaHHs", "Mo6IYHI
peakuii" BiANoOBigHO A0 iHopMaLii Wwoao
MeAMYHOro 3acToCyBaHHA pechepeHTHOro
nikapcbkoro 3acoby (AHTUPY® KIAC,
MOPOLLOK A/151 OPaUTbHOTO PO3YMHY).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
0o Mopsaaky 34iicHeHHs dhapmakoHarisay,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 340pPOB'A YKpaiHu Bif, 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
13. NA3OPUH® cnpeli HazanbHWA, TOB Ykpaina IcTiTyTO AE AnXeni ITanis MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH. 6e3 nionsieae UA/3590/01/01
1,18 mr/mn no 10 mn "CaHoi- C.p.n. 3MiHu Il TUnY - 3MiHK Woa0 peyenma
y CKISIHOMY ABeHTIC 6e3nekn/edekTVBHOCTI Ta hapMakoHarniagy.
6asioHunKy 3 Ykpaina" 3MiHN Y KOPOTKiil XapakTepucTuui
[03y0UnM NikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
npucTpoem; no 1 IHCTPYKLT AN MeANYHOro 3aCTOCYBaHHA Y
6as10HuKKy B 3B'AA3KY i3 HOBVMU JaHWMK 3 SKOCTI,

KapTOHHIA KopooLi

OOKMIHIYHUMM, KNIHIYHMY JaHUMK Ta
LaHuMu 3 dhapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLi 415 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y po3ainm
"apMakonoriyHi BnactusocTi" (YTOUHEHHS
iHchopmawii), "MepenosyBaHHs", "MoGiyHi
peakuii” BignosigHO 4O MaTepianis
peecTpauiiHoro Aocbe.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO
00 Mopaaky 3aiicHeHHs chapmakoHarnsay,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAAHHA perynsipHUX 3BiTiB 3
6e3neku.
14. nokcuaon PO34UH A5 iH'EKLIN, yoprna Ipysia K.O. Pomdrapm PymyHis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14841/01/01
15 mr/1,5 mn; no 1,5 MEAVUWVH Komnani C.P.J1. MepiognyHiCTb NOAAHHA PerynsipHo peuenmo nionsieae
M B amnyni; no 3 nTa OHOB/TIOBAHOrO 3BITY 3 6€3Mneku, BignoBigHO M
amnysin y KOHTYPHIi 00 Mopagky 34iicHeHHs hapmakoHarnsgy,
YapyHKoBIl 3aTBEpAKEHOro Haka3om MiHicTepcTBa
ynakosui; no 1 OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
KOHTYPHIl 2006 poky Ne 898, 3apeecTpoBaHOro B
YapyHKOBIli ynakoBLyj MiHicTepcTsi tocTuLii Ykpainm 29 ciuHsa 2007
B KaQpPTOHHI kopo6Lyi poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.
15. NOPATAAVH Tabnetkn no 0,01 r MpuBaTHe Ykpaina MpuBatHe YkpaiHa [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 6e3 nidnsieae UA/4033/01/01
no 10 Tabnetok y akuioHepHe akuioHepHe OHOBNEHO iHhopmaLito B IHCTPYKLIT A1s peyenma
6nicTepi; no 1 abo 2 TOBapUCTBO TOBapUCTBO "J1eKXiM MeZMNYHOro 3aCTOCyBaHHA NikapCbKoro — Ne 10,
6nictepn B nauui 3 "Jlekxim - - XapkiB" 3acoby y posginax "3actocyBaHHA y nepiog | Ne 20; o515
KapToHy; no 10 Xapkis" BariTHOCTi abo rofyBaHHs rpyaar”, cmauyjioHa
Tabnetok y 6nictepi, "3paTtHICTb BNAMBATU Ha LIBUAKICTL peakLil pis — Ne
no 50 a6o 100 npu KepyBaHHi aBTOTPaHCNOPTOM abo 500, Ne
6nicTepiB y nayuj 3 iHWKMK MexaHi3mamu”, “To6ivHiI peakuii” 1000
KapToHy BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3
6e3nekun Ajtyoi pevyoBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3Meku, BignoBifHO
0o MNopsaky 34iiicHeHHsT hapmakoHarnsagy,
3aTBEPAKEHOr0 HakasoM MiHicTepcTea
OXOPOHW 300POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PerysisipHUX 3BiTiB 3
6e3neku
16. NOPATAAVH Tabnetkun no 0,01, MpuBaTHe YkpaiHa MpuBaTHe Ykpaina MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He UA/4058/01/01
in bulk: no 5000 akKuioHepHe akujioHepHe MepiognyHicTb NOAAHHSA PErynsipHO nionsizae
TabneTok y TOBapuCTBO TOBapuCTBO "/TeKXim OHOB/IIOBAHOTO 3BITY 3 6e3neku, BigNOBIgHO
KOHTelHepax "Nekxim - - Xapkis" 00 Mopsaaky 3ailicHeHHs hapMakoHarnsay,

naacTtMacoBux 3

Xapkis"

3aTBepAKEHOr0 Haka3om MiHicTepcTBa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KpULLKOIO 3 OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
KOHTpONEeM nepLuoro 2006 poky Ne 898, 3apeecTpoBaHoOro B
po3KpUTTA MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku
17. MEAPONIIH Kpansi O4Hi, PO34uH, yoprna Ipysia K.O. Pomdapm PymyHis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/14770/01/02
5mr/Mano 5mny MEAVUWVH Komnani C.P.J1. peuenmo nionsieae
chnakoHi- nTa MepiognyHiCTb NOAAHHA perynspHo M
KpanenbHuui; no 1 OHOBJ/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
donakoHy- 0o Mopsaaky 34iicHeHHs dhapmakoHariaay,
KpanenbHuLi B 3aTBEpAKEHOro Hakasom MiHicTepcTBa
KapTOHHIA KopoobLi OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKaMu, 3a3HavyeHnMmn y
nepiogNYHOCTI NOAAHHSA perynsapHUX 3BiTiB 3
6e3neku.
18. MENbAOHIN po34uH A8 iH'ekyiin, | TOB "HOpis- YkpaiHa TOB "tOpia-Papm” Ykpaina MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH 3a He UA/14638/01/01
100 mr/mn, no 5 mn Papm” OHoBNEHO iHhopmaLLito B IHCTPYKLIT Ans peyernmo nionsieae
B amny”ni, no 5 MeAMYHOro 3acTOCYBaHHSA NiKapCbKOro M

ammnyn y KOHTYpHIiA
YapyHKoBIl
ynakoBLi, no 2
KOHTYPHI YapyHKOBI
yNnakoBKM B NauLi

3acoby y po3ginax "Cnocib 3acTocyBaHHs Ta
[0o3mn", "Mo6ivHi peakuii" Ta y KOPOTKiii
XapakTepucTuui nikapcbkoro 3acoby y
po3ginax "4.2. Jo3u Ta cnoci6
3actocyBaHHs", "4.9. Mob6iyHi peakuii"
BiAMNOBIAHO A0 iHGopMaLii pedhepeHTHOro
nikapcbkoro 3acoby MIJTAPOHAT® (po3unH
Ans iH'ekuin, 0,5 r/5 mn).
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3Meku, BignoBiLHO
00 Mopsaaky 3aiicHeHHs chapMakoHarnsay,
3aTBEPAKEHOro HakasomM MiHicTepcTea
OXOPOHY 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
19. METAMI3ON MOPOLLIOK MpvBaTHE YkpaiHa LWaHgoHr Kcilxya KuTaii MepepeecTpauis Ha HeOOMEXEeHUI TEPMIH - He UA/11486/01/01
HATPIIO (cybeTaHuin) y akuioHepHe dapmac'totikan Ko., niosnsieae
noABiHMX NakeTax 3 | TOBapMCTBO Nrp.
nonieTunexy ans “Nekxim —
hapMaLeBTUYHOIO Xapkis”
3acTOCyBaHHs
20. ONAH3AMNIHE NOpPOLLOK How Na6c IHais How Na6c¢ Mert. T4, IHais MepepeecTpauis Ha HEOOMEXEHUI TEPMIH - He UA/11320/01/01
(cybeTaHuis) y MeT. N14. nionsieae
noABINHNX
nonieTMNeHoBUx
nakeTtax gns
hapMaLeBTUYHOIO
3acTOCyBaHHSA
21. MPOTE®/A3IA | kpanni no 30 mn abo TOB "HBK YkpaiHa BMPOBHULTBO 3a YkpaiHa MepepeecTpauis Ha HEOBMEXEHWIA TEPMIH 3a He UA/4220/01/01
® no 50 mny "Exkochapm™ MOBHUM LMK/IOM; MepioAnyHICTb NOAAHHS PEryNsipHO peyenmo nidnsieae
CKNSAHOMY (p/1akoHi 3 BUNYCK Cepil: OHOBJ/IHOBAHOrO 3BITY 3 6e3Meku, BignoBiLHO M
npo6Koto TOB "HBK 00 Mopsaaky 3ailicHeHHs hapMakoHarnsay,
KpanenbHuueto, no 1 "Ekochapm” 3aTBEpAKEHOro Hakasom MiHicTepcTBa
dhnakoHy B OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHA
KapTOHHI nauw,i 2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiognyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku
22. PEHENPO PO34MH ANA iH EKi, TOB HB® YkpaiHa BiAnNoBiganbHuii 3a Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/14966/01/01
250 mr/mn; no 4 mn "MIKPOXIM" BMPOBHULTBO Ta MepiognyHICTb NOAAHHSA PErynsipHo peyernmo nionsieae
B amnyni; no 5 KOHTPO/b/BMNPOGYB OHOB/THOBAHOrO 3BITY 3 6e3Meku, BignoBigHO M
amnyn y kaceTi; no 1 aHHA cepii, He 00 Mopaaky 3ailicHeHHs chapmakoHarnsgy,
KaceTi B nauuj 3 BK/1HOYA0UN BUMYCK 3aTBEPAKEHOr0 Haka3om MiHicTepcTea
KapTOHyY; No 4 MmN B cepii: OXOPOHW 300POB’A YKpaiHu Bif, 27 rpygHs
amnyni; no 5 amnyn MpuBatHe 2006 poky Ne 898, 3apeecTpoBaHoOro B
y KaceTi; no 2 akujioHepHe MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
KaceTu B nauui 3 TOBapUCTBO poky 3a Ne 73/13340 (y pefakujii Hakasy
KapToHy "JlekxiM-Xapkis", MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
YkpaiHa 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
BignoBigasibHM 3a 3iHO 3i CTpOKaMu, 3a3HaYeHNMUN y
BMPOBGHULTBO Ta nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
KOHTPO/Ib/ 6e3neku.
BMNpOGYBaHHSA cepii,
BK/THOHAI0UMN BUMYCK
cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa
23. CUHITIOH® TabNeTKN XyBaslbHI, BAT YropwmHa BAT "eneoH YropwmHa/ [NepepeecTpalisi Ha HEOOMEXEHWNI TEePMiH 3a He UA/10511/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
no 4 wmr; no 7 "lefeoH PixTep", YropwuHa MonbLua MepiognyHicTb NOAaHHA perynsipHo peyenmo nionsizae
Tabnetok y 6nictepi; PixTep" (Bunyck cepii) OHOB/IOBAHOIO 3BITY 3 6e3neku, BigNoBigHO M
no 2, abo no 4, a6o TOB "T'egeoH Pixtep 0o Mopsaaky 34iicHeHHs dhapmakoHariagy,
no 8 6nicTepiB y Monbwa", Monba 3aTBEpMAKEHOro Haka3om MiHicTepcTBa
KapTOHHIA ynakoBLi (KOHTPO/Ib SIKOCTI, OXOPOHY 30POB’SA YKpaiHu Bif 27 rpyaHs
[03BiN Ha BUMYCK 2006 poky Ne 898, 3apeecTpoBaHoro B
cepii; MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BUPOOHULTBO poky 3a Ne 73/13340 (y pefakuii Hakasy
Hepo3dacosaHoro MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
NpoAyKTY, NepBUHHA 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:!
ynakoBka, BTOPYHHA 3rifiHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
ynakoBka) nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
24, CUHIMIOH® TabneTku XyBasibHI, BAT YropwumHa BAT "leneoH YropwmHa/ MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH 3a He UA/10511/02/02
no5wr;no7 "l'eeoH PixTep", YropwuHa Monbla MepioAnyHICTb NOAAHHS PErYNsiPHO peyernmo nidnsieae
Tabnetok y 6nictepi; PixTep" (Bunyck cepif) OHOBJ/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO M
no 2, a6o no 4, a6o TOB "TefeoH Pixtep 0o Mopsaaky 34iicHeHHs dhapMakoHarisay,
no 8 6nictepis y Monbwa®, Monbwa 3aTBEpAKEHOro Hakasom MiHicTepcTBa
KapTOHHIA ynakoBL,i (KOHTPOJIb SIKOCTI, OXOPOHW 34,0POB’A YKpaiHu Bif 27 rpyaHA
[03BiN Ha BUNYyCK 2006 poky Ne 898, 3apeecTpoBaHOro B
cepii; MiHicTepcTBi tocTuuii Ykpainu 29 ciuna 2007
BVPOGHMLTBO poky 3a Ne 73/13340 (y pefaxuii Hakasy
Hepo3hacoBaHOro MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
NpPoAyKTy, NepBuHHa 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
ynakoBka, BTOPYHHA 3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
ynakoBKa) nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku
25. CTEBII INCTA nmcTs (cybeTaHLuis) MpAT YkpaiHa MpAT "Niktpasn” Ykpaina MepepeecTpauis Ha HEOBMEXEHWUIA TEPMIH - He UA/5527/01/01
y MilKax, Tiokax Ans "NikTpasn” nionsizae
chapmaL,eBTU4YHOro
3acToCcyBaHHsA
26. CTOMOJIK PO34MH A5 pOTOBOT MpAT Ykpaina MpAT "TexHonor" YkpaiHa MepepeecTpauis Ha HEOGMEXEHUIA TEPMIH 6e3 nionsieae UA/14810/01/01
nopoxHuHn 0,1%, "TexHonor" OHoB/EHO iHhopMaLito B IHCTPYKLUIi AN peyenma

no 125 mn B 6aHL,
no 1 6aHui B nauui 3
KapTOHY

MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
3acoby y posginax "lNokasaHHs",
"MpoTnnoka3aHHs", "OcobamMBOCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta
nosn", "AOitTn" (3aTBEPAXEHO - 3 6 POKIB;
3anponoHoBaHo - 3 12 pokiB) , “MNo6iyHi
peaxuii” BignosigHo Ao iHhopmaui
pethepeHTHOrO /ikapcbKoro 3acoby
FEKCOPAJI® (po34nH gnsi poToBOi
nopoXxHuHK 0,1%).
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/THOBAHOrO 3BITY 3 6€3Meku, BignoBigHO
00 Mopaaky 3ailicHeHHs chapmakoHarnsgy,
3aTBEpAKEHOro Hakasom MiHicTepcTBa
OXOPOHW 340pO0B’s1 YKpaiHu Big 27 rpyaHs
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuil Ykpainm 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HaYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3nekn
27. ®JTYKOHA30N NOpPOLLOK MpAT Ykpaina nexnmapk Nalid IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/15256/01/01
KpucTanivyHmi "TexHonor" CaiieHcis flimiteq niosisieae
(cybeTaHuis) y
noABiMHMX nakeTax 3
NiBKN
nonieTuneHoBol Ans
hapMaLeBTUYHOIO
3acToCcyBaHHSA
I'eHepa/sibHUU AUPEKTOP
JupekTopary ¢apMareBTHUHOr0 3a0e3neueHHsA 0.0. Komapija




AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

21.09.2020 Ne 2143

NMEPENIK

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

y 6nicTepi,
MOKPUTOMY M/iBKOIO;
no 2 6nictepu y
nauuj

36epiraHHa A®I (3a BigCyTHOCTI y 3aTBEPAKEHOMY AOCHE
cepTudikaTta BignoBigHOCTI €EBponeichkin hapmakonei,
LLI0 BK/TKOYAE Nepiof NOBTOPHOro BUNpobyBaHHs) (nepios
NoBTOPHOro BMNpobyBaHHs/nepios 36epiraHHs) - 3miHa
ymoB 36epiraHHs A®| - 3miHa ymoB 36epiraHHs Ad|
BHACNIAOK NPUBELEHHS Y BIANOBIAHICTb A0 AOKYMeHTaLl
BMPOGHMKA: 3anpONOHOBaHO: YMOBU 36epiraHHs.
36epirati B opuriHasibHIill ynakosLi, 06 3abe3neuntn
3axMCT Bif, BOMOTW. Y LWi/IbHO 3aKPUTOMY KOHTEHepi;
3MiHM | TUny - 3MiHK 3 akocTi. A®I. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3miHa y
6e3nocepeHiit ynakosui A®| (iHLWi 3MiHW) - BHECEHHS
3MiH 40 PO3MipYy YNakoBOK BHACMIAOK NPUBELEHHS Y
BiANOBIAHICTbL A0 AOKYMeHTaLii BApOOHMKA: YNakoBKa:
Mo (0,08+0,01) «r, (0,2+0,05) kr, (0,4+0,1) kr, (2+0,1) kr y
6aHKN CKISAHI, 3aKpUTi KpULIKaMy. Ha 6aHKu HakewTb
eTUKETKY. YNakoBKa: Y KOpU4HeBi CKNsHi 6aHky no 2500
M1, 3aKpUTi KpuLKammn. Ha 6aHKn HakneTb eTUKETKY;
3MiHM | TUNY - 3MiHK 3 AkocCTi. ADI. CTabinbHICTb. 3MiHa
nepiogy NOBTOPHUX BUNPO6yBaHb/Nepiogy 36epiraHHs
ab6o ymoB 36epiraHHs A®I (3a BigCcyTHOCTI y
3aTBEpPMAKEHOMY [OCbE cepTudikarTa BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, Lo BK/Io4ae nepiog,
NOBTOPHOrO BMNPo6yBaHHS) (nepiog NOBTOPHOIO
BMNpobyBaHHA/nepios 36epiraHHs) - 36iNbLUEHHS abo
BBEEHHS nepiogy NOBTOPHOrO BUNPOGYBaHHs/Nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOC/IKEHDb Y
peasibHOMY Yaci - 36ibLLIEHHA TepMiHy 36epiraHHs Adl:

Ne Hassa ®dopma BuUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHna PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKaA BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
1. L-NIBNHY PO34UH A1 iH'EKLN, NAT YkpaiHa NAT "Tannucapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/2131/01/01
ECUMHAT® 1 mr/Mnno5wmns "Tanuuca TMny - 3MiHK 3 AkocTi. A®L. CtabinbHicTb. 3MiHa nepiogy peyenmom
amnyni; no 5 amnyn pm" NOBTOPHKX BMNpOoGyBaHb/nepiogy 36epiraHHs abo yMoB
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3anponoHoBaHo: MNepios peTecTyBaHHA 36 MicAUiB

L-NMIBNHY
ECUNHAT®

PO34MH ANA iH'EKLN,
1 mr/mn in bulk: no 5
M/ B amnyni; no 462
amnynn B kopoo6i
KapTOHHOMY

MAT
"Tanuucpa
pm*

YkpaiHa

MAT "lanuudapm”

Ykpaina

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |
MRy - 3MiHK 3 AKkocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHKX BUNpobyBaHb/nepioay 36epiraHHa abo ymoB
36epiraHHa A®| (3a BigCyTHOCTI Y 3aTBEPAYKEHOMY [OCHE
cepTudpikaTa BigNoBiAHOCTI EBponeiickkili hapmakoner,
LLLO BK/IKOYA€E nepios NOBTOPHOrO BUNPO6YBaHHSA) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepio 36epiraHHs) - 3MiHa

ymoB 36epiraHHs A®I - 3miHa ymoB 36epiraHHa Ad|
BHACNiJOK NPMBELEHHS Y BIANOBIAHICTb [0 AOKYMeHTau;i
BMPOGHMKA: 3anponNoHOBaHO: YMOBU 36epiraHHs.
36epirati B opuriHasibHii ynakoBLi, 106 3a6e3neunTn
3axMCT Bif, BOMIOTU. Y LWiSIbHO 3aKPUTOMY KOHTEHepi;
3MiHM | TUny - 3miHK 3 skocTi. A®L. Cuctema
KOHTeliHep/3aKynoptoBasnbHuii 3aci6. 3MiHa y
6e3nocepeHiin ynakosui A®| (iHWi 3MiHW) - BHECEHHS
3MiH 0 PO3Mipy YNakoBOK BHAC/IAOK NPUBEAEHHS Y

BigMOBIAHICTb A0 AOKYMeHTaL,ii BAPOOHMKA: YNakoBKa:
Mo (0,08+0,01) «r, (0,2+0,05) «r, (0,4+0,1) kr, (2+0,1) kr y
6aHKN CKNSAHI, 3aKpUTI KpULKaMu. Ha 6aHkn HakerTb
eTVKeTKy. YNakoBka: Y KOpU4HeBi ckisiHi 6aHkm no 2500
M/, 3aKpUTi KpULLKamn. Ha 6aHKun HaknewTb eTUKETKY;
3MiHM | TUNY - 3MiHK 3 AkocTi. APl CTabiNbHICTL. 3MiHa

nepiofy NoBTOpHWX BUNpo6yBaHb/nepiody 36epiraHHs

abo ymoB 36epiraHHa A®I (3a BigcyTHOCTI Y
3aTBEPMKEHOMY [OCbE cepTudikaTa BifnoBigHOCTI
€Bponeiicbki thapmakonei, LWwo BKIoYae nepiog,
NOBTOPHOro BUNpobyBaHHs) (nepios NOBTOPHOIO
BunNpobyBaHHsA/nepios 36epiraHHs) - 36iNbLUeHHS abo
BBEEHHA nepiogy NOBTOPHOro BUNPO6YyBaHHs/nepioay
36epiraHHa Ha OCHOBI pe3ynbTaTiB AOCIKEHb Y
peasnibHOMY Yaci - 36i/bLLEHHSA TepMiHy 36epiraHHs AdI:
3anponoHoBaHo: lMNepiog peTecTyBaHHA 36 MicALiB

UA/9507/01/01

AJANTON®

Tabnetkn no 500 wmr;
no 10 TabneTok y
6nictepi; no 2
6nicTepy B nayui

AT
"OnaviHgha
pm*

Narteis

AT "OnaiiHchapm"

NatBin

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
MRy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHST TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3aco6y 3 BHECEHHSM
iHchopmav,ii LWoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
cucTeMi Sl. BBeieHHs1 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/2785/01/01
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mr/5 mr; no 10

aapeca Ta

y3ara/ibHeHUX laHnX Npo cucTemy dpapmakoHarnsgy

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
4, ALEHI3 TabneTku, BKpUTI TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/17796/01/01
NNiBKOBOIO "MIKPOXI "MIKPOXIM", UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenmom
o6onoHkoto, no 80 m" YkpaiHa (fopugnyHa thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr, no 10 TabneTtok agpeca Ta y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
y 6nicTepi, no 3 na6oparopis (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cUcTemy
6nictepn y nauuj 3 ghi3nko-XxiMiyHOro hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KapToHy abo rno 9 aHanisy Ta BiANOBIA&UTbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
6nicTepiB y navui 3 KOHTPO/0 KOHTaKTHOI 0CO6M 3 chapmakoHarnsaay 3asiBHuka ans
KapToHy BMPOGHULITBA,; 3fiicHEHHs hapmakoHarnsgy B YkpaiHi, AKLO BOHA
na6oparopis BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BignoBigasibHOI 3a
6ionoriyHoro 3AilicHeHHA hapMakoHarnsgy (BKIYaUM KOHTaKTHi
aHasisy; BUpobHMua [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-ghaiina
AiNbHULSA) cucTeMu chapmakoHarnagy) - 3MiHa ynoBHOBaXKeHoT
0cobu 3asBHMKa, BiANOBIAA/IbHOI 3a thapMakoHarnsg,
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba Jlinia BonogumumpisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobun
3adBHMKa, BiANOBIAA/ILHOI 3a thapmMakoHarnsag,
5. ALEHI3 TabneTku, BKpUTI TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/17796/01/02
NNiBKOBOIO "MIKPOXI "MIKPOXIM", MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
060510HKO0, N0 160 m" YkpaiHa (fopugnyHa thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 10 TabneTok ajpeca Ta y3araslbHeHUX gaHux Npo cuctemy dhapmakoHarnsgy
y 6nicTepi, no 3 na6oparopis (BBEAEHHSA y3ara/lbHEHNX AaHUX MPO cucTemy
6nicTepn y nauuj 3 pi3nKO-XiMiYHOTrO hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
KapToHy abo rno 9 aHanizy Ta BiANOBIA&UIbHOI 3a 34iiCHEHHSA hapMmakoHarnsaay;
6nicTepis y nayui 3 KOHTPO/O KOHTaKTHOI 0co6M 3 thapmakoHarnsagy 3asisHuka ans
KapToHy BMPOGHULITBA,; 3fiicHeHHs hapmakoHarnsgy B YkpaiHi, KO0 BOHA
na6oparopis BiAMiHHa Bif, yNOBHOBaXeEHOI 0c06M, BignoBifanbHOI 3a
6ionoriyHoro 3ailicHeHHA hapMakoHarnsgy (BKIYaUn KOHTaKTHi
aHanisy; BupobHuya [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
AiNbHULSA) cucTeMu chapmakoHarnagy) - 3MiHa ynoBHOBaXKeHoT
0cobu 3asiBHMKA, BiANOBIAA/IbHOT 38 hapmakoHarnsag.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepakuisi: XXypba flinia BonogumumpisHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOB&XEHOT 0cobun
3asBHVKa, BigNoBigasibHOI 3a dhapmakoHarnsag
6. AAEHI3-AM TabneTkun, BKPUTI TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/17887/01/01
NNiBKOBOIO "MIKPOXI "MIKPOXIM", MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
06010HKot0, N0 80 [\ YkpaiHa (fopugmyHa hapmakoHarnsgy. BeegeHHs abo 3miHu Ao
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Tabnetok y 6nictepi, naboparopis (BBEAEHHSA y3ara/IbHEHUX AaHWX NMPO cucTemy
no 3 6nictepu y hi3nKo-XiMi4YHOTO hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
nauuj 3 KapToHy aHanisy Ta BiANOBIAAUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTPO/0 KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHuka gns
BMPOBOHHNLTBA,; 3[ilicCHEeHHS1 (hapMakoHarnisay B YkpaiHi, SKLL0 BOHA
naboparopis BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
6ionoriyHoro 3fjiicHeHHs hapmakoHarnsagy (BKIHOUaKUM KOHTaKTHI
aHanisy; BMpo6HMya [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
AiNbHULS) cucTemu chapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0co6u 3asiBHMKA, BiANOBIAA/IbHOT 3a hapMakoHarnsag.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinisa BonogumumpisHa.
3MiHa KOHTaKTHUX [aHnX YNOBHOBaXEHOI 0Co6U
3a8BHMKa, BiANOBIAAIbHOI 3a thapmakoHarnsag,
7. AJQEHI3-AM TabneTku, BKPUTI TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/17887/01/02
NiBKOBOO "MIKPOXI "MIKPOXIM", UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
060n10HKot0, No 160 M YkpaiHa (lopuamyHa thapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/5 mr; no 10 afgpeca Ta y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
Tabnetok y 6nictepi, naboparopis (BBEAEHHSA y3ara/IbHEHUX AaHWX NMPO cucTemy
no 3 6nictepu y dpi3nKO-XiMi4HOro hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
nauuji 3 KapToHy aHanisy Ta BiAMNOBIA&UTbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTPOJt0 KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
BMPOBOHHNLTBA,; 3[iicCHEHHS1 (hapMakoHarnisay B YKpaiHi, KLU0 BOHA
naboparopis BiIMiHHa Bif, YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI 3a
6ionoriyHoro 3fjificHeHHs thapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
aHanisy; BUpobHuya [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
AiNbHULS) cucTeMn chapmakoHarnsgy) - 3MiHa ynoBHOBaXKEeHOT
0cobu 3as1BHMKA, BiANOBIAA/ILHOT 32 hapmakoHarnsg.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepfakuis: XXypba Nlinis BonogumupisHa.
3MiHa KOHTaKTHUX aHnX YNOBHOBAXEHOI 0Co6U
3asBHYKa, BignoBigasibHOI 3a hapmMakoHarnsg
8. AAEHI3-AM TabneTku, BKpUTI TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | 3a UA/17887/01/03
NiBKOBOO "MIKPOXI "MIKPOXIM", UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
060n0HKOt0, N0 160 M YkpaiHa (ropugnyHa thapmakoHarnsgy. BeegeHHs abo 3miHn o
mr/10 mr; no 10 afgpeca Ta y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy

Tabnetok y 6nictepi,
no 3 6nictepu 'y
nauuji 3 KapToHy

naboparopis
dhi3nKo-XiMi4HOro
aHanisy Ta
KOHTpO/0

(BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBifa/1bHOT 3a 34iiCHEHHS hapMakoHarnsay;

KOHTaKTHOI 0co6YM 3 (hapmakoHarnsgy 3asiBHuka ans
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BMPOGHHNLTBA; 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
naboparopis BiIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
6ionoriyHoro 3pificHeHHs chapmakoHarnsagy (BKIH0YaKUM KOHTaKTHI
aHanisy; BMpo6Huya [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
OinbHALS) cuctemn dhapMakoHarsisgy) - 3MiHa yrnoBHOBaXKEHOT
0cob6u 3asBHKKa, BiANOBIAA/ILHOT 3a hapMakoHarnsg,
[Litova pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinisa BonogumumpisHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0Co6u
3asBHVIKA, BignoBigasibHOI 3a chapmakoHarnsg
9. AQMEHTA 10 TabneTkn, BKPUTI CaH IHais CaH IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15449/01/02
NNiBKOBOIO dapmacb dapmMacbloTUKaU T™ny - 3MiHN WoAo 6e3nekv/edekTMBHOCTI Ta peyenmom
060/10HKO0 1Mo 10 Mr HoTUKas IHpacTpi3 ITg, hapmakoHarnsgy (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
Ne 30 (10x3) y IHpacTpi3 MapKyBaHHS! yMakoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepax Nimiten iHhopmaLii WoA0 3a3HAYEHHSI OAMHUL BUMIPIOBaHHSA Y
cuctemi Sl. BHeceHHs 3MiH J0 po3ainy “MapkyBaHHS"
MK$ N13. 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH - 6 MicsLiB nicns 3aTBEpPAXKEHHS
10. AOMEHTA 5 TabneTkun, BKPUTI CaH IHAjisA CaH IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/15449/01/01
NNiBKOBOIO dapmacb dapmMacbloTuKas ™ny - 3MiHW oo 6e3nekv/edeKTMBHOCTI Ta peyenmom
060/10HKOI0 MO 5 Mr H0TUKa IHpacTpi3 NITg, hapmakoHarnsaay (iHwi 3MiHK1) - OHOBIEHHSI TEKCTY
Ne 30 (10x3) y IHoacTpi3 MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHSIM
6nictepax Nimiten iHhopmaLii WoA0 3a3HaYEHHST OAMHULL BUMIPIOBAHHSA Y
cucTtemi Sl. BHeECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
MK$ N13. 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBELEHHS
3MiH - 6 MicALiB Nicna 3aTBEPAKEHHSA
11. A3ENTUN PO34MH ANA iH e, Megnokemi Kinp Mepokemi 1T Kinp BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15229/01/01
500 mr/5 mn no 5 mn nTa (AMNynbHWI My - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/IE- peuyenmom

B amnyni; no 5
amnyn y 6nictepi; no
2 6nictepu y
KapTOHHilA KOopooLi

IH'ekuiliHWiT 3aBopA)

cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI abo BUNYYEHHS
cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
ons A®l; ana BuxigHoro
mMartepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; 418 [OMNOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBpONEiCHKiii
hapmakonei) - HoBuii cepTudiikaT Ha HeCTepWIbHUIA




23

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
A®I, Akuii 6ye BUKOPUCTOBYBATUCA A1 BUPOOHMLTBA
CTepuIbHOrO NiKapcbkoro 3acoby, AKLL0 BoAa
BMKOPWCTOBYETLCA HA OCTaHHIX eTanax CuHTe3sy Ta
marepian He BifbHWi1 Big 6aKkTepiasibHUX eHAO0TOKCUHIB -
nogaHHsa HoBoro CepTucpikaty BignoBigHOCTI
€sponelicbkinn hapmakonei RO-CEP 2018-048-Rev 00
015 Ailo40T peyvoBYHY TpaHeKCcamMoBOT KUCOTY Bif
HoBoro BMpo6Huka SHILPA MEDICARE LIMITED, IHgis;
3MiHW | TUny - 3MiHK 3 AkocTi. A®|, CTabinbHICTb. 3miHa
nepiogy NOBTOPHMX BUMNPOGYyBaHb/nepiogy 36epiraHHs
abo ymos 36epiraHHa A®I (3a BigCyTHOCTI Y
3aTBEPAKEHOMY [OCbE cepTudikara BifgnoBigHOCTI
€Bponeiicbkili hapmakonei, LWo BKIOYaE nepiog,
NOBTOPHOrO BMNPOoBYBaHHS) (nepiog NOBTOPHOrO
BUNPo6yBaHHs/Nepios, 36epiraHHs) - 36iNbLUEHHS abo
BBEAEHHA nepiogy NOBTOPHOrO BUNPOGYBaHHs/Nepiogy
36epiraHHa Ha OCHOBI pe3y/bTaTiB AOCNILKEHb Y
peasibHOMYy yaci - BBefleHHS nepiofy NOBTOPHOrO
BMNPOOYBaHHA 2 POKM AN151 HOBOTO BUPOGHKMKA Ajitoyol
peuosuHu TpaHekcamosoi SHILPA MEDICARE
LIMITED, IHAist Ha OCHOBI pe3y/ibTaTiB AOC/iAXKEHb Y
peanbHOMY Yaci
12. AIPTEK aepo3osb Ans neHmapk IHais neHmapk IHgis BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepiasis: 3miHu | 3a UA/13756/01/01
iHransyji Papmacb PapmacboTrKan3 MRy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyernmom
[o30BaHuii, 25/250 H0TVKan3 nra. hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
MKr/go3sy, no 120 nrp. MapKyBaHHS YMakoBKMN iKAPCbKOro 3ac00y 3 BHECEHHAM
[03 B a/ltOMiHiEBOMY iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULID BUMIPIOBAHHS Y
KOHTEliHepi 3 cuctemi Sl. BBeieHHs 3MiH NpPOTArom 6-Tv MicsiLiB nicns
[03yl04nm 3aTBEPAKEHHSA
K/1anaHom i
pO3MNMOHYOI0
Hacagkoto 3
3axXUCHUM
KoBnaykom; no 1
KOHTeliHepy B
KapTOHHIA KopooLi
13. AMNIA® PO3YUH OIS iH'EKLLNA, Baiiep Al | HimeuuunHa Baiiep AT, HimeuuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12600/01/01
40 mr/mn; no 0,165 HimeuuuHa, BepniH, CWA TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
M1y nonepegHsL0 HimeuyunHa thapmakoHarnsgy. BHeceHHst abo 3miHa(K) fo
3anoBHEHOMY (BPOGHMLTBO 3060B'A3aHb Ta YMOB Buadi peectpayiiHoro
wnpuui; no 1 (Bkntovaroun NoCBIAYEHHS, BKtoYatoun MnaH ynpasiHHA pu3nkamm
wnpuyy (3anasiHomy CTEepPW/IbHY (iHWi 3MiHW) - OHOB/1EHO [M1aH ynpaBAiHHS pU3nMKamu,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
y 6nictep) y inbTpavito, Bepcis 26.1. 3MiHV BHeceHi fo YyacTuH: «Cneuudikauis 3
KapTOHHI ynakoBsLj. HarMoBHEHHS - 6e3nekn», Ta «lnaH 3 hapmakoHarnsgy»
no 0,278 mny nepBuHHA
CKNAHOMY (P/1aKOHi; ynakoBka),

no 1 cpriakoHy 3
hiNbTpyBabHOW
ronkow 18 Gy
KapTOHHI ynakoBsL,i

BTOPWHHA ynaKoBKa,
KOHTpOnb cepii,
BiAnoBigabHNIA 3a
BUMYCK cepii ans
h/1aKoHIB, KOHTPO/Tb
cepii gns
nonepeAHL0
3anoBHEHNX
wnpwuis); baliep AT,
HimeuunHa,
Bynneptasns,
HimeuunHa
(kOHTpONb cepii);
Baiiep AT,
HimeuuunHa,
JleBepky3eH,
HimeuunHa
(KOHTPO/b AKOCTI
015 O1aKOHIB);
BeTTtep ®apma-
®eptiryHr F'm6X i Ko.
KI, HimewunHa
(nepBuHHa Ta
BTOPWHHA ynakoBkKa,
KOHTpOsb cepii); M
peH3ax
MpogykTioHc M'm6X ,
HimeyunHa
(BignoBiganbHUii 3a
BUNYyCK cepil,
BTOPWHHA ynakoBKa:
A5 nonepesHbo
3anoBHEHNX
LnpuLiB);
PepxeHepoH
dapmacbloTikasc,
IHk., CLLUA
(BpO6HMLTBO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Hepo3acoBaHoi
npoayKLUiT)
14. ANEPIK HEO PO34MH OpasIbHUIA HOHinab, CLIA Brpo6HMUTBO, pewis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 6e3 UA/16526/01/01
0,5 mr/mn; no 60 mn nn KOHTPO/b AKOCTI UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
i 150 mn y nnswy; y (i3nyHi/XiMIYHI), thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
KOMMNIEKTi 3 MipHO0 nepBuHHE MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
NIoXeukor abo 3 nakyBaHHs1, iHhopmauii WoA0 3a3HAaYEHHST OAMHULL BUMIPIOBAHHSA Y
MipHMM LUNPWLOM B BTOPUHHE cuctemi Sl. BHeceHHs 3MiH J0 po3ainy “MapkyBaHHS"
KapTOHHI/ KopoobLi nakyBaHHs, BUMYCK MK$A N3; 3anponoHosaHo: MAPKYBAHHSA. BignosigHo
cepii: PAMAP [0 3aTBEPOKEHOr0 TEKCTY MapKyBaHHs. BBeeHHS 3MiH
A.B.E. 3ABO/[] NPOTAroM 6-T! MICALIB MiCNSA 3aTBEPLKEHHS
ABJIOH 49-i km
OEPXXABHOI
JOPOI'N A®IHU-
NAMIA, peuis;
Mikpo6ionoriuHuni
KOHTpONb: PAMAP
A.B.E. 3ABO/
ABJIOH 48-i km
OEPXXABHOI
OOPOIN A®IHW-
NAMIA, Mpeuis;
KoHTposib siKoCTi,
BUNYyCK cepil:
IXKEH®APM CA.,
Ipeuis
15. ANb®A-NINOH | TabneTkn, BKpUTI AT YkpaiHa AT "KI/I'I'BCbKI{II7I Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/4766/01/01
NNiBKOBOIO "KMIBCbK BITAMIHHNI TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
o60n0oHkoto, no 300 nn 3ABO" thapmakoHarnagy (iHwi 3MiHn) - OHOBNIEHHS TEKCTY
Mr; no 10 TabneTok BITAMIHH MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHSAM
y 6nicTepi, no 3 nn iHhopmaLii WoA0 3a3HAaYEHHS OAMHULL BUMIPIOBaHHSA Y
6nictepy y nauui 3ABO" cucTeMmi Sl. BHeCeHHs1 3MiH 4o po3giny “MapkyBaHHs"
MKSA N3 (BBegeHHs 3MiH NpoTAroM 6-tu micauis nicns
3aTBEPKEHHS)
16. AMAPUN® M TabneTkn, BKPUTI TOB YkpaiHa XeHaoK IHK. Pecny6nika BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu | 3a UA/9859/01/02
2Mr/s00mMr o6onoHkoto, Ne 30 "CaHodi- Kopes UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
(10x3) y 6nictepax ABeHTIiC thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
Ykpaina" MapKyBaHHS! yMakoBKM IKapCbKOro 3ac0by 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHS Y
cuctemi Sl. TepmiH BBefeHHS 3MiH NpoTSArom 6 Micsiuis
nicns saTBepakKeHHs
17. AMBPOKCO/- Tabnetku no 30 mr; AT YkpaiHa AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/7012/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KB no 10 Tabnetok y "KMIBCbK BITAMIHHUW UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
6nicTepi; no 2 nn 3ABO4" thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 0
6nictepn y nauui BITAMIHH po3gainy “MapkyBaHHa" MK /13: 3anponoHoBaHo:
W MapkyBaHHs 3rigHO 3aTBEPKEHOMY TEKCTY
3ABOA4" MapkyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
3a3Ha4YeHHs 0AVHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHSA
18. AMBPOXEM cupon, 15 mr/5 mn, "Xemodhap Cepbis BMPOGHUWK rOTOBOIO Cepbis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/12899/01/01
no 100 M1y nAsaLwLj, M" AL nikapcbKoro 3acoby, UMYy - 3MiHK WoAo 6e3nekn/etheKTUBHOCTI Ta peyenma
no 1 naswuj 3 nepBuHHE thapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3gainy
MipHOI0 nakyBaHHS, «[lpachmnyeckoe ohopmeHne ynakoBKkn» Ha po3ain
NNacTUKOBOKO BTOPUHHE «MapkyBaHHs» B MKSA /13: 3anponoHoBaHo: Po3gin
NIOXKOIO B KAPTOHHIli nakyBaHHS, «MapKyBaHHs» 3rifHO 3aTBEPAKEHOMY TEKCTY
Kopobui KOHTPO/b SKOCTI: MapKyBaHHs1.
«Xemohapm» All, OHOB/IEHHA TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
Bpuwau, Bigain 3aco6y 3 BHECEHHSIM iHJdopMaLiT LLoA0 3a3HAYEHHS
BMPOGHMYaA OAMHULb BMMIpIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH
AinbHuus LWabau, MPOTAroM 6-T! MICALIB MiCNSA 3aTBEPAKEHHS
Cepbisi; BUpOOHUK,
BiAnoBigabHNI 3a
BUNYCK cepil:
«Xemothapm» All,
Cepbis
19. AMIOAPOH Tabnetkun no 200 wmr; AT YkpaiHa AT "KUIBCbKNIA Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/4514/01/01
no 10 TabneTok y "KNIBCbK BITAMIHHWIA MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
6nicTepi; no 3 Wi 3ABOA" hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nicTepn y nauuj 3 BITAMIHH po3sgainy “MapkysaHHa” MKA J/13: 3anponoHoBaHo:
KapToHy W MapkyBaHHs 3rigHO 3aTBEPLXXEHOMY TEKCTY
3ABO4" MapKyBaHHA. OHOB/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Wwoao
3a3Ha4YeHHs OAVHMLL BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
20. AMIHANIOH®- Kancynv Teepgi no AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/1210/01/01
KB 250 mr no 10 kancyn | "KUIBCbK BITAMIHHW MRy - 3MiHW WOA0 6e3nekn/etheKTUBHOCTI Ta peyenma
y 6nictepax; no 10 nn 3ABOL" thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
Kancyny énictepi, BITAMIHH po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
no 5 6nictepis y nn MapKyBaHHs1 3rigHO 3aTBEpPAKEHOMY TEKCTY
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nauuj 3ABOA" MapKyBaHHA. OHOB/IEHHSI TEKCTY MapKyBaHHS yrnakoBKU
nikapcbKoro 3aco6y 3 BHECEHHSIM iHdhopMaLi LWoao
3a3HayYeHHs OAVHNMLbB BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3arBepAKeHHsA
21. AMILUTPOH® NopoLUoK AN ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | 6e3 UA/16181/01/01
nnoc OpaibHOro Po3ynHy, BO 3 [,04aTKOBOKO MRy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
no5ry cawe, no 10 | gogaTkoBo BiANOBiAA/IbHICTIO thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
calle y nauui 3 10 "IHTEPXIM" po3ainy “MapkyBaHHS" y 3aTBepAxeHnx MKA N3.
KapToHy Bignosiga 3anponoHoBaHo: PO341/1 “MAPKYBAHHSA” 3rigHo
NBHICTIO 3aTBEPKEHOr0 TEKCTY MapKyBaHHsA. 3MiHV BHECEHI B
"IHTEPXI TEKCT MapKyBaHHS YNaKoBKM NiKapCcbkoro 3acoby Lwoao
M" 3a3HavyeHHs MKHapOAHMX NO3HaYeHb OAUHULL
BMMIpIOBaHHS. BBeeHHSI 3MiH NpoTArom 6-Tn MicauiB
nicns 3aTsepkeHHs
22. AMILUNTPOH® MOPOLLIOK ANt TosapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/13912/01/01
POPTE 0opasibHOro PO34NHY BO 3 [04aTKOBOO MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenma
no 23 ry cawue; no [04aTKOBO BIANOBIAA/LHICTIO hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
23 ry caue; no 10 10 "IHTEPXIM" po3ainy “MapkyBaHHS" y 3aTBepmxeHnx MKA N3.
calle B nayj 3 Bignosiga 3anponoHoBaHo: MapkyBaHHs. 3rifiHO 3aTBEPKEHOro
KapToHY JBHICTIO TEKCTYy MapKyBaHHs. 3MiHVU BHECEHI B TEKCT MapKyBaHHsA
"IHTEPXI NepBMHHOI Ta BTOPMHHOI YNaKoBKY iKapCbKOro 3acoby
M {00 3a3HaYEHHA MDKHAPOAHUX NO3HaYeHb OANHULL
BMMIipIOBaHHSA. BBeeHHs 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTseppkeHHs
23. AHANDEH IC Tabnetku no 10 TosapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/15886/01/01
Tabnetok y 6nictepi; BO 3 [04aTKOBOO MRy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
no 1 6nictepy B [04aTKOBO BiANOBIAA/LHICTIO hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
nauuj; no 10 10 "IHTEPXIM" po3gainy “MapkyBaHHs" y 3aTBepmkeHnx MKA /13.
Tabnetok y 6nictepi Bignosiga 3anponoHoBaHo: PO341/1 “MAPKYBAHHSA" 3rigHo
NBHICTIO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHV BHECEHI B
"IHTEPXI TEKCT MapKyBaHHS YNakoBKV NMikapCbkoro 3acoby Lwoa0
[\ 3a3HavYeHHs MKHapoAHWX NO3HaYeHb OANHULb
BMMIipIOBaHHS. BBeeHHsA 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTBepkeHHs
24. AHTUDPOHT Kpanni opasibHi, 3AT YropuwuHa Bipochapma Mepia YropumHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/9949/01/01
po34uH; no 30 mny "bepeLu BeHrepcbka MRy - 3MiHU Woao 6e3nekn/edyeKkTMBHOCTI Ta peyenma
oNaKkoHi- dapma" BioTexHonoriyHa thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
KpanesnbHuui; no 1 KomnaHis | po3sginy “MapkysaHHa” MKA /13": 3anponoHoBaHo:
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhnakoHy- YropLuHa MapkyBaHHs. 3riiHO 3aTBEPAXEHOro TEKCTY
KpanenbHWLj B (BMpPO6HMLTBO MapkyBaHHS. BBeeHHs1 f0AaTKOBOroO TEKCTY
KapTOHHI/ KopoobLi Hepo3dacoBaHol MapKyBaHHS1 yNakoBKU /likapcbKoro 3acoby i3
NPOAYKLIT, NepBUHHE 3a3HaYeHHSIM MiXXHapPOLHMX NO3HaYeHb OANHULIb
Ta BTOPVIHHE BMMIipIOBaHHS. BBeAEHHS 3MiH MPOTArom 6-Tn MicsiLiB
nakyBaHHs); 3AT nicns 3aTBepAKeHHS
"bepew ®apma”,
YropwmHa
(kOoHTpO/b AKOCTI Ta
[103BiNT HA BUMYCK
cepii)
25. AMNIBAPTPOH® | ma3b, no 20 ra6o no | Maccayep |HimeuunHa | JlixteHxenbaT TM6X HimeuunHa BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 6e3 UA/8595/01/01
30r,a6ono50r, Papma dapmaueBTNYHa MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenma
ab6o no 100 r y Ty6i; M6X habpvika, hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 1 Ty6i B HimeuunHa po3sginy «MapkysaHHa» B MKA J13: 3anponoHoBaHo:
KapTOHHI/ KopoobLi (BMpPOGHMLTBO in MapkyBaHHs. 3rilHO 3aTBEPL)KEHOr0 TEKCTY
bulk, nepsuHHe MapKyBaHHS 3MiHW BHECEHI B TEKCT MapKyBaHHs
nakyBaHHs, yMakoBKM NiKapCbKOro 3acoby LWoA0 3a3HauYeHHs
BTOPUHHE MDKHaPOAHWX NO3HAYEHb OAMHNL BUMIPIOBAHHS.
nakyBaHHs, BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
KOHTPO/b AKOCTI); 3aTBEPAKEHHSA
Maccayep ®apma
vM6X, HimeuunHa
(Bunyck cepii)
26. APAYAH® niodpinisat ana BAT YropwmHa BAT "legeoH YropwuHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyernmom UA/7334/01/01
PO34MHY AN5 iH'eKUil "l'epeoH PixTep", TMny - 3MiHK LWoao 6e3nekn/edeKkTNBHOCTI Ta
no 4 mr, 5 conakoHis PixTep", thapmakoHarnagy (iHwi 3MiHn) -
3 niocpinizaTtom y 3amiHa p. «[padhiyHe ohopMIEHHS YNaKoBKM Ha p.
KomnekTi 3 5 «MapkysaHHs» y MKA 13. 3atBepakeHo: padnyeckoe
amnyamu ochopMNEHNE YNaKOBKU.
po3uymHHuka (0,9 % CooTBeTCTBYeT NpeAcTaB/ieHHOMY rpauyeckomy
pO34nH HaTpilo N306paXKeHMNI0 YNakoBKK. 3anponoHoBaHo: MapKyBaHHS.
xiopugy) no 2 Mn B 3rifHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. 3MiHu | Tuny
KapTOHHIA chopmi; no - 3MiHu 3 siKocTi. FoTOBWMIA Nnikapcbkuii 3aci6. Cuctema
5 KapTOHHMX hopM B KOHTelHep/3aKynopoBasibHWiA 3aci6 (iHLWi 3MiHW) - 3MiHK
KapTOHHI KOpooLyi y po3gini MKA "YnakoBka", a came nnactikosa popma
ONns donakoHiB 3 nioginizatom Ta amnysamu 3
PO3YMHHMKOM 3aMiHEHa Ha KapTOHHY hopMmy -
po3gintoBay. BBeeHHs 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEPMAKEHHS.
27. APUMIAEKC TabneTkun, BKPUTI ACTPA3E Benuka BMPOBHUK CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/2417/01/01
NNiBKOBOO HEKA tOK | Bputanis nikapcbkoro 3acoby Benvka MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
060/10HKOI0, N0 1 Mr Nimiten "in bulk": BputaHis hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 14 tabnetok y AcTpa3eHeka po3giny «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
6nictepi; no 2 dapmMacbloTUKasIC 3rifHO 3aTBEpPL)KEHOr0 TEKCTY MapKyBaHHS.
6nictepu y nn, CWA,; 3arBepaKeHHS aNlbTepHATVBHOIO TEKCTY MapKyBaHHS
KapTOHHI KOpo6Li BUPOGHMK, yNakoBKN MikapCbKOro 3acoby i3 3a3HaveHHsAM
BiANOBIAA/IbHWIA 32 MiKHapPOAHMX NO3HAYEHb OAMHNLb BUMIPIOBAHHSI.
nakyBaHHs Ta BBefeHHs1 3MiH NpoTArom 6 micsuiB nicns 3aTBepaKeHHs
BWMYCK Cepii:
AcTtpa3eHeka FOK
Nimiten, Benvka
BpuTaHis
28. APN®OH® TabneTkun, BKpUTI ne ®paHuisa AHOAPM Monbwa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/1001/01/01
PETAP[ NNiBKOBOIO NNABOPAT MianpnemcTBo dpaHuia/ MRy - 3MiHK WOoA0 6e3nekn/etheKTMBHOCTI Ta peyenmom
060/10HKOIO, YAP PapmaveBTNyHe AT, IpnaHgis hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
MPOJIOHroBaHoI fji CEPBE Monbwa po3ainy MapkyBaHHS B 3aTBepxeHnx MKA N3;
no 1,5 mr, ans (BignoBiganbHuin 3a 3anponoHoBaHo: MapkysaHHS. BignosigHo fo
BMPOGHMKA BMPOGHMLITBO, 3aTBEPKEHOrO TEKCTY MapKyBaHHS. 3aTBepKEHHS
AHPAPM KOHTPO/b SKOCTI, a/IbTEPHATUBHOIO TEKCTY MapKyBaHHA YNakoBKW
Mignpuemcteo nakyBaHHs Ta NiKapcbKoro 3acoby i3 3a3Ha4eHHAM MDKHapPOLHUX
dapmaLeBTuyHe AT, BMNyCK cepil ); no3HayeHb OAUHULL BUMIPIOBAHHSA. BBeAeHHS 3MiH
Monbuwa: no 30 Na6opaTopii Ceps'e npoTArom 12-Tu MicALiB NiCNsA 3aTBEPIKEHHS
Tabnetok y 6nictepi, IHAacTpi, PpaHuis
no 1 6nictepy B (BignoBiganbHWiA 3a
KOpPOO6Lii 3 KApTOHY; BMPOGHMLITBO,
ON51 BUPOBHUKIB KOHTPO/b SKOCTI,
Na6opaTtopii Ceps'e nakyBaHHs Ta
IHoacTpi, PpaHuis BMNYyCK cepil );
Ta Ceps'e (IpnaHgis) Ceps'e (IpnaHgis)
IHpacTipe NTa, IHpacTpic NTa,
Ipnangis: no 15 IpnaHgis
Tabnetok y 6nictepi, (BignoBiganbHWiA 3a
no 2 6nictepu y BMPOBHMLTBO,
KOpOO6Lii 3 KapTOHY KOHTPO/b SKOCTI,
nakyBaHHs Ta
BUMYCK cepil)
29. ACIHIC® Kpanni opasibHi no Pixappg, ABcTpist Pixappg BittHep Al AscTpist BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/6406/01/01
20 mn, abo no 50 BitTHep UMy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenma
mn, abo no 100 mn y Al thapmakoHarnsgy. BeegeHHs abo 3miHn o

donakoHax-
KpanesibHuusax; no 1
chnakoHy B
KapTOHHIiA ynakoBL,i

y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBifa/bHOT 3a 34iiCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0co6M 3 (hapmakoHarnsgy 3asiBHuka ans
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs chapmakoHarnsagy (BKIH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemu chapmakoHarssgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOBaXEHOT 0C06M 3a8BHMKa, BifNoBifabHOT 3a
thapmakoHarnsg B Ykpaini. fitoya pegakuis: /intyc
IpnHa MukonaisHa. MNponoHoBaHa pedakuisa: PapuHelb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobum
YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
hapmakoHarnsag B Ykpaini
30. ACKOPBIHOBA | po3uuH A/1s1 iH'eKLiiA, MpusaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12847/01/01
KNCNOTA 50 mr/mn, no 2 mn B aKujioHepH akuioHepHe TUMY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio. peyenmom
amnyni; no 10 amnyn e TOBapUCTBO "J1ekxim KoHTposib roToBoro siikapcbkoro 3acoby. 3miHa
Y KapPTOHHIl navuj 3 TOBapuCTB - XapkiB" napameTpiB cneuudikauii Ta/abo JONyCTUMUX MEX
neperopogkamu; no 0 "Nlekxim- roTOBOrO NiKapCbKOro 3acoby (BMYy4YEeHHS HE3HAYHOTO
2 mn B amnyni; no 5 Xapkis" nokasHuka (Hanpvkiag, 3actapinoro nokasHuka, Takoro
amnyn B AK 3anax Ta cmak, abo igeHTndikalis 6apBHUKIB YK
0fHOGIYHOMY CMakoBux A06aBOK)) - 3MiHa y crneundikauii Ta meTogax
6nicTepi, no 2 KOHTPO/IO SIKOCTI, & came BUTyYEHHS MOKa3HMKa
6nicTepa y nauuj; no «AHOMa/IbHA TOKCUYHICTb», Y 3B’'A3KY 3 BUTYYEHHAM
2 M1 B amnyi; no [aHoro nokasHuka 3 oy
100 amnyn y
KapTOHHI Kopo6Lii 3
neperopogxKamu
31. ACKOPBIHOBA | po3uuH s iH'ekLii, MpusatHe YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHn | 3a UA/12847/01/02
KNC/IOTA 100 mr/mn, no 2 mn aKLjioHepH akujioHepHe TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
B amnyni; no 10 e TOBapUCTBO "“J1ekxim KOHTPO/1b rOTOBOrO MikapcbKoro 3acoby. 3miHa
amnyn y KapTOHHIl TOBapucTB - XapkiB" napameTpiB cneuugikauii Ta/abo AoNYyCTUMUX MEX
nauui 3 0 "Jlekxim- roTOBOrO NiKapCbKOro 3acoby (BUTyYEeHHS HE3HAUYHOTO
neperopojkamMu; no Xapkis" nokasHuka (Hanpukiag 3acTapinoro nokasHuka, Takoro

2 mn B amnyni; no 5
avnyn B
0fHOGIYHOMY
6nicTepi, no 2
6nictepa y nauui; no
2 mMn B amnyri; no
100 amnyn y
KapTOHHI Kopobui 3
neperopoxamm

AK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
CMakoBux 406aBoK)) - 3MiHa y crieuudikaLii Ta MmeTogax
KOHTPOJO SIKOCTI, a came BUyYEHHS NMOKasHMKa
«AHOMaUIbHA TOKCUYHICTb», Y 3B'A3KY 3 BUTYUYEHHAM
[aHoro nokasHuika 3 ey
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
32. ATMA® Tabnetkn, no 12 Pixappg, ABCTpist Pixapp BitTHep Al ABcTpist BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 6e3 UA/8301/02/01
Tabnetok y 6nictepi; BiTTHEP UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenma
no 1 a6o 2, a6o 3, Al chapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3giny
abo 4 6nictepu B “I'pahivuHe ohopmneHHs ynakoBku” Ha “MapKyBaHHA" B
KapTOHHIi ynakoBui 3aTBepmkeHnx MKA J13; 3anponoHoBaHO: MapKyBaHHS.
3rifHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS.
pachiuHe 306paKeHHsT yNnakoBKM 3aMiHEHO Ha TEKCT
MapKyBaHHA A1 NepPBUHHOT Ta BTOPUHHOI YNakoBKW A/1A
npuBeaeHHs y BiANOBiAHICTb A0 Hakasy MO3 Ykpainn
Ne426 Big 26.08.05 (y pegakuii Hakazy MO3 YkpaiHun
Ne460 Big 23.07.2015 p.) 3 BHeCEHHAM iHdhopmaLii
LLI0AO0 3a3HAaYEHHS OAUHULIb BUMIpIOBAHHSA y cucTeMmi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHSA
33. ATMA® Kpansi opasibHi, No Pixapg, ABCTpIs Pixapg BittHep Al ABCTpis BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 6e3 UA/8301/01/01
20 mn a6o no 50 mn, BitTHep UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
a6o no 100 mny Al hapmakoHarnsagy (iHwi 3MiHK) - 3MiHN BHECEHi B TEKCT
oNaKkoHi- MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby oo
KpanenbHuyj; no 1 3a3HaYeHHsI MXHapPOAHUX NO3HaYeHb OAUHULb
hakoHy- BMMIpIOBaHHS. BBeAeHHs 3MiH NpoTArom 6-T1 MicsaLiB
KpanenbHuLj y nicnsa 3aTBepayKeHHs
KapTOHHI ynakosL,i
34. ATMA® Tabnetku, no 12 Pixappg, ABCTpist Pixapp, bitTHep Al AscTpist BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/8301/02/01
Tabnetok y 6nictepi; BiTTHEP UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenma
no 1 a6o 2, a6o 3, Al thapmakoHarnagy. BeegeHHs abo 3MiHn fo

abo 4 6nictepu B
KapTOHHIA ynakoBLi

y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa gns
3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BignoBigasibHOI 3a
3pificHeHHs hapmakoHarnsay (BKH0UYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-ghaiina
cucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigaibHOI 3a
thapMakoHarniag B Ykpaini. [itoua pegakuis: Jintyc
IpyHa MukonaisHa. MponoHoBaHa pefakuin: dapuHeub
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0cobu
YNOBHOBaXKEHOT 0CO6U 3as1BHMKA, BifgnoBigabHOI 3a
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
thapmakoHarnag B Ykpaii
35. ATMA® Kpanni opasibHi, No Pixappg, ABCTpist Pixapp bitTHep Al AscTpist BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/8301/01/01
20 mn a6o no 50 mn, BiTTHEP MRy - 3MiHW WOA0 6e3nekn/etheKTMBHOCTI Ta peyenma
a6o no 100 mny Al thapmakoHarnagy. BeegeHHs abo 3amiHn fo
hnakoHi- y3araslbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
KpanenbHuyj; no 1 (BBEAEHHS y3aralbHEHMX AaHUX Npo cucTemy
donakoHy- hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
KpanesbHULi y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KapTOHHIiA ynakoBL,i KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ons
3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0C06M, BignoBiganbHOI 3a
3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0co6u
YMOBHOBaXEHOT 0CO6M 3a8BHMKA, BifgnoBifabHOT 3a
thapmakoHarnag B Ykpaini. [itoua pegakuis: Jiutyc
IpvHa MukonaisHa. MponoHoBaHa pefakuin: ®apnHelpb
OkcaHa MakcvMiBHa. 3MiHa KOHTaKTHUX JAaHux
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0CObM 3asBHMKA,
BiANOBIAaUIbHOI 3a hapmakoHarnag B YkpaiHi
36. ADNYBIH® Tabnetku no 12 Pixapg, ABCTpIst Pixapg BitTHep Al ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/10018/01/01
TabneTtok y 6nictepi; BiTTHEP MRy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
nol, 2, 3a6o4 Al thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 10
6nictepu y po3giny “MapkyBaHHS" B 3aTBEppKeHnx MKA 113.
KapTOHHIA Kopoo6Li 3anponoHoBaHo: MapkyBaHHS. 3riHO 3aTBEpPIKEHOro
TEKCTY MapKyBaHHS. 3MiHV BHECEHi B TEKCT MapKyBaHHS
yNaKoBKM MiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHaPOAHWNX NO3HaYeHb OAMHNLb BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB nmicns
3aTBEPAKEHHSA
37. ADNYBIH® Kpanni opasibHi no Pixappg, ABCTpist Pixappg BitTHep Al AscTpis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/1952/02/01
20 mn, a6o no 50 BiTTHEP MMy - 3MiHW WoAo 6e3nekn/etheKTUBHOCTI Ta peyenma
M, abo no 100 mn 'y Al hapmakoHarnsagy (iHwi 3mMiHu) - 3MiHWM BHECEHI B TEKCT
chnakoHax- MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
KpanenbHuusAx; no 1 3a3HaYeHHS MDXHApPOAHUX NO3HAYeHb OAUHULb
dhnakoHy B BMMIipIOBaHHA. BBeeHHsA 3MiH NPOTArom 6-Tn MicsiLiB
KapTOHHIA ynakoBLi nicnsa 3aTBepKEeHHS
38. ADNYBIH® Tabnetku no 12 Pixapg, ABCTpIst Pixapg BittHep Al ABCTpist BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 6e3 UA/10018/01/01
Tabnetok y 6nictepi; BiTTHep MRy - 3MiHKU Woao 6e3nekn/edeKkTMBHOCTI Ta peyenma
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nol, 2, 3a6o4 Al thapmakoHarnsgy. BeegeHHs abo 3miHv o
6nictepn y y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
KapTOHHI/ KopoobLi (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXkeHoi ocobu,
BiANOBiga/IbHOI 3a 34iACHEHHST (hapMakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsgy 3asBHUKa gns
3fjiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3@
3fjificHeHHs hapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B Ykpaini. fitoya pegakuis: /intyc
IpyHa MukonaisHa. MponoHoBaHa pegakuin: ®apuHeub
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
YNOBHOBaXEHOT 0CO6U 3as1BHMKA, BifnoBigabHOI 3a
hapmakoHarnsag B Ykpaini
39. ADNYBIH® kpem 1 %, no 2r B TOB YkpaiHa MemxeHikc Benebris/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 6e3 UA/7440/01/01
MEHUUKNOBIP | Ty6i, no 1 Ty6iy "MEPPIFO BeHentokc HB, HimeuunHa MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
KapTOHHI/ KopoobLi YKPAIHA" Benbris hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
(BMpPOGHMLTBO 3a po3gainy “MapkysaHHa" MKA J13: 3anponoHoBaHo:
MOBHUM LVIK/TIOM); MapkyBaHHS. 3riiHO 3aTBEPAXKEHOr0 TEKCTY
HoapTic ®apma MapKyBaHHA. OHOBJ/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
MpogaykuioHc TM6X, nikapcbKoro 3acoby 3 BHECEHHSAM iHdhopmaL,i Woa0
HimeyumHa 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHSA Y cuctemi Sl.
(BPOGHMLTBO BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
nikapcbKoro 3acoby, 3aTBEPAKEHHS
nepBuHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI)
40. ADNYBIH® Kpem 1%, no2rB TOB YkpaiHa MekeHikc Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/7440/01/01
MEHUUMKNOBIP | Ty6i, no 1 Ty6iy "MEPPIIO Benentokc HB, HimeyunHa MMy - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
KapTOHHilA Kopoo6Li YKPAIHA" Benbris thapmakoHarnsgy. BeegeHHs abo 3miHu o
(BMpO6HMLTBO 3a y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
MOBHUM LVIK/TIOM); (BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
HosapTic ®apma thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
MpogaykuioHc TM6X, BiANOBIAa/TbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
HimeyumHa KOHTaKTHOI 0co6u 3 chapmakoHarnsay 3asBHUKa Ans
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3aTBEPKEHOr0 BUPOBHMKA -

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
(BMPOGHMLTBO 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
nikapcbKoro 3acoby, BiIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
nepBUHHE 3pificHeHHs chapmakoHarnsagy (BKIH0YaKUM KOHTaKTHI
nakyBaHHs, [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
BTOPUHHE cucteMu dhapmakoHarnsgy) -3mMiHa ynoBHOBaKeHol
nakyBaHHS, 0cob6u 3asBHKKa, BiANOBIAA/ILHOT 3a hapMakoHarnsg,
KOHTPO/b SKOCTI) [itoua pepgakuis: Nlutyc IpuHa MukonaisHa.
MponoHoBaHa pegakuis: ®apuHelb OkcaHa
MakcumiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0Cco6M 3as1BHMKA, BiAMNOBIAA/IbHOT 32 hapmakoHarnsag
41. ADNYBIH® Kpem 1%, no2ry TOB YkpaiHa MepkeHikc Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/13113/01/01
MEHUUKNOBIP | Ty6i, no 1 Ty6iy "MEPPIIO Benentokc HB, HimeyunHa UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenma
TOHYBAJ/IbHU KapTOHHilA KOpooLi YKPAIHA" Benbris thapmakoHarnagy. BeegeHHs abo 3MmiHn fo
" (BMPO6GHMLTBO 3a y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
MOBHUM LVIK/TOM); (BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy
HoapTic ®apma hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
MpogaykuioHc TM6X, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
HimeyunHa KOHTaKTHOI 0cOobM 3 thapMakoHarnsay 3asBHUKa AN
(BMPOGHMLTBO 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
nikapcbKoro 3acooby, BiAMiHHa Bif yNOBHOBaXXEHOT 0CO6M, BignoBigasibHOI 3a
nepBUHHE 3pificHeHHs chapmakoHarnsagy (BKIH0YaKUM KOHTaKTHI
nakyBaHHs, [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
BTOPUHHE cuctemu hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
nakyBaHHs, 0cobu 3asBHMKA, BiANOBIAA/IbHOT 3a thapMakoHarnsg,
KOHTPO/1b SKOCTI) [itoua pepgakuis: Nlutyc IpuHa MukonaisHa.
MponoHoBaHa pefakuis: ®apuHeub OkcaHa
MakcumiBHa. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
0cobu 3asBHMKA, BiANOBIAAILHOT 32 hapmakoHarnsag
42, ADDPUNIA TabneTku, BKpUTI Jenbta |LUBeiiuapis | AnoTtekc HegepnaHg | HigepnaHgm BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHu | 6e3 UA/14500/01/01
MAKC o060n0Hkoto, no 400 Megiken B.B. MYy - 3MiHW 3 gKocTi. CepTudikat BignosigHOCTI/E- peyenma
mr no 10 TabneTok y Mpomoyw cepTugikaT BiANOBIAHOCTI EBpPONECchbKil
6nicTepi; no 1 abo 2 H3 Al thapmakonei/moHorpadii. NogaHHs HoBoro abo
6nictepu B OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo BUyYEHHS
KapTOHHI/ KopoobLi cepTudcpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei:
ana A®l; onsa BmxigHoro
mMartepiany/peareHTy/NPoOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCSA Y BUPOOHULTBI ADI; 418 AONOMDKHOT
peyoBUHM (cepTrdiikaT BiAMNOBIZHOCTI €BpPONENChKii
chapmakonei) - OHoBNeHWiA cepTudikar Big, yxe
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

noAaHHs oHoBneHoro CepTudikarty BiANOBIAHOCTI
€Bponelicbkiin hapmakonei R1-CEP 2004-023-Rev 05
(nonepepHs Bepcis R1-CEP 2004-023-Rev 04) Big Bxe

3aTBepmxeHoro BupobHuka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD. gna A®l ibynpodeHy

ALVIK/IOBIP
200 CTAJA®

Tabnetkn no 200 mr
Ne 25 (5x5), Ne 100
(25x4) y 6nicTepax

CTALA
ApLHaimiT
Tens Al

HimeyunHa

CTAIA
ApuHaiimiTTens Al

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU |
MRy - 3MiHKU Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
po3giny «MapkyBaHHs» MKHA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rilHO 3aTBEPAXEHOro TEKCTY
MapkyBaHHA OHOBJ/IEHHS TEKCTY MapKyBaHHS ynakoBKuW
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i Woao
3a3HaYeHHs OAMHULL BUMIpOBaHHA y cucTtemi Sl.
BBefeHHs1 3MiH NpoTArom 6 micsuiB nicns 3aTBepaKeHHs

3a
peuenmom

UA/3840/01/01

ALVIK/IOBIP
400 CTAJA®

Tabnetkun no 400 mr
Ne 25 (5x5), Ne 35
(5x7) y bnictepax

CTALA
ApuHaimit
Tens Al

HimeuunHa

CTAOA
ApuHarimittens Al

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
MRy - 3MiHN Woao 6e3nekn/edyekTMBHOCTI Ta
thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
po3giny «MapkyBaHHs» MKHA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rilHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHA OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii Wwoao
3a3HayeHHs OAMHMLL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTAroM 6 MicALiB Nicna 3aTBepAXeHHS

3a
peyenmom

UA/3840/01/02

45.

ALVIK/IOBIP
800 CTAIA®

Tabnetkn no 800 mr
Ne 35 (5x7) y
6nictepax

CTAIA
ApuHaimit
Tens Al

HimeuunHa

CTAIA
ApuHaiimittens Al

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |
MRy - 3MiHW WOoA0 6e3nekn/etheKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
po3giny «MapkyBaHHs» MKHA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rifiHO 3aTBEP)KEHOrO TEKCTY
MapKyBaHHs OHOBIEHHSA TEKCTY MapKyBaHHS ynakoBKn
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3Ha4yeHHs OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6 MicALiB Nic/ia 3aTBEPAXKEHHS

3a
peyenmom

UA/3840/01/03

46.

BEKOHA3E

cnpeli HasanbHUIA,
cycneHsis, 50
Mkr/go3y no 100 pos
abo 180 go3y
donakoHi
noslinponisieHoBoMy
abo

TOB
"MEPPIFO
YKPAIHA"

YKpaiHa

"nakco Bennkom
C.A., IcnaHis
(BMPOGHMLTBO 3a
MOBHUM LMK/IOM);
Pixapg bitTHep AT,
ABCTpist
(BMpPOGHMLTBO 3a

Icnanis/
ABcTpist

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu |
UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHVX faHux Npo cucteMy dpapMakoHarisay
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarssgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiNOBIga/1bHOI 3a 34iiCHEHHA hapmakoHarnsay;

6e3
peyenma

UA/3140/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nonieTnieHoBoMy, MOBHUM LIMK/TOM) KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa gns
3’egHaHoMy 3 34ilicHeHHa hapMakoHarnsgy B YkpaiHi, SKLL0 BoHa
[03y04nMm BiAMiHHa Bif YNOBHOB&XeHOi 0CO6M, BiANOBIAA/IbHOI 3@
NPUCTPOEM, 3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
HOCOBVM aganTepom [AaHi) Ta/abo 3MiHM Y po3MiLeHHI MacTep-gaiina
Ta KpuLeykoto; no 1 cuctemun chapmakoHarnsgy) - 3MiHa ynoBHOBaXKEHOT
h/1akoHy B KOpOGLIi 0cobu 3asBHMKa, BiANOBIAA/IbLHOT 3a hapMakoHarnsg,
[itoua pepakuis: Nlutyc IpuHa MukonaisHa.
MponoHoBaHa pepakuis: ®apvHelp OkcaHa
MakcrmiBHa. 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXKEHOT
ocobu 3asBHUKA, BIANOBIAAILHOI 3a thapmakoHarsg
47. BEPNITIOH® KoHueHTpat ansa BEPJIIH- | HimeyunHa Bengik ®annep HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6426/01/01
300 O pO34nHy aons XEMI Al PapmaceyTikan TUMy - 3MiHU Wo0 6e3nekn/eddekTMBHOCTI Ta peyenmom
iHcpysiid, 300 O[, Cepgicec 'M6X, hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
(300 mr)/12 mn; no HimeuyunHa po3ainy «MapkyBaHHs» MKH J13; 3anponoHoBaHo:
12 mn B amnyni; no (BTOPUHHE MapkyBaHHs. 3rifgHO i3 3aTBEPAKEHNM TEKCTOM
5, a6bo no 10 amnyn nakyBaHHs); MapKyBaHHs. 3MiHW BHECEHI B TEKCT MapKyBaHHS
Y KapTOHHIl Kopoobui BEPJIIH-XEMI AT, NEePBMHHOI Ta BTOPMHHOI YNaKOBKM JTiKapCbKOro 3acoby
HimeyunHa LLLOA0 3a3HaYeHHA MKHapPOAHMX NO3HaYeHb OAVNHULIb
(BTOPUHHE BMMIpIOBaHHS. BBeAeHHs 3MiH NpoTArom 6-T1 MicsaLiB
nakyBaHHs, nicnsa 3aTBepayKeHHs
KOHTPO/b Ta BUMYCK
cepin); EBEP
®dapma Nena Mm6X,
HimeuunHa
(BUPOGHMLTBO "in
bulk", nepBrHHe
nakyBaHHS,
KOHTPOb Cepilf;
BTOPUHHE
nakyBaHHs (TifIbkK
MapKyBaHHS
amnyn)); YHiTakc-
PapmasioricTik
'M6X, HimeuunHa
(BTOpPUHHE
nakyBaHHs)
48. BETATICTUH- Tabnetku no 8 wmr, TOB YkpaiHa KataneHt DxepmaHi HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7806/01/01
TEBA no 10 tTabneTtok y "TeBa LopHaopd MvbX, TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK peyenmom
6nicTepi; no 3 Ykpaina" HimeuunHa Yy BUPOGHMLTBI. 3MiHM BUNPO6yBaHb abo AonycTUMMX
6nictepn y (BUPOBHMLTBO MeX, BCTaHOB/IEHNX Y cneundpikalisix, nig yac
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KapTOHHI/ Kopoo6Li Hepo3acoBaHoi BMPOGHMLITBA rOTOBOTO /iKAPCHLKOro 3aco6y (BMyYEHHS
no 10 TabneTtok y NPOAYKL,ii, KOHTPONb HeCcyTTeBOro BUNpobyBaHHSA B NPOLECi BUPOOHMLITBA) -
6nictepi; no 3 cepii (okpim BW/TyYEHHS HE3HAYHOrO MapameTpy KOHTPO/I0 B MPOLECi
6nictepu y Mikpo6ionoriyHoro BUPOGHMLTBA «Maca TabneTkv»; 3MiHu | Tuny - 3miHun 3
KapTOHHI KOpooLyi TecTyBaHHs1); BAB SIKOCTi. [OTOBWIA Nikapcbkunii 3aci6. 3MiHW Y BUPOOHULTBI.
IHCTUTYT Tirienn Ta 3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
3abe3neveHHs BCTAHOB/IEHVX Y cneundikauisx, nig vyac BMpo6bHMLUTBa
AkocTi TM6X, rOTOBOrO JlikapCbKoro 3acoby (BU/Ty4YeHHSI HECYTTEBOIO
HimeuunHa BMNpo6yBaHHSA B NPOLLECi BUPOGHMLTBA) - BUTYYEHHS
(KoHTpONb cepii He3Ha4yHOro napameTpy KOHTPOJIO B MPOLIEC
(Tinbkn BMPO6HULTBA — «Maca 10 TabneTok»; 3MiHu | Tuny -
MikpobiosoriyHe 3MiHK 3 SKOCTi. FoTOBUIA NiKapCbkuiA 3aci6. 3MiHN y
TecTyBaHHs); BMPOGHULTBI. 3MiHN BUNPoOYyBaHb abo A0NYCTUMMX
Mepkne T'mM6X, MeX, BCTAHOBJ/IEHMX Y crneumndikayisx, nig vac
HimeuuunHa (£o3sin BMPOBHMLTBA FOTOBOrO NiKapcbKoro 3acoby (fofaBaHHSA
Ha BUMNYCK cepii); HOBOro MeTofy BUNpPoByBaHHA Ta A0NYCTUMUX MEX) -
Mepkne M'm6X, [ojaBaHHA napamMeTpy KOHTPO/I0 B Npoueci
HimeuunHa BMPOGHULTBA —«CepeHsa Maca»; 3MiHu | Tuny - 3MiHu 3
(nepBuHHa Ta AKOCTi. [O0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
BTOPWHHA ynakoBkKa, 3MiHM BUNpPOoGyBaHb abo A0MYyCTUMUX MEX,
KOHTPONb cepir) BCTAHOBJIEHNX Y cneuumdikalisx, nig vyac BUpo6bHMLTBA
roTOBOro Nikapcbkoro 3acoby (foAaBaHHs HOBOro
MeToAy BUNPOOYBaHHSA Ta AOMYCTUMNX MEX) -
[ojaBaHHA napamMeTpy KOHTPO/O B Npoueci
BMPO6HMLTBA — «OAHOPIAHICTL Macy»
49. BETATICTUH- Tabnetku no 16 mr, TOB YkpaiHa KartaneHT [hxepmaHi HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7806/01/02
TEBA no 10 Tabnetok y "TeBa LLopHaopd M6X, TUMY - 3MiHU 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHKn peyenmom
6nictepi; no 3 YkpaiHa" HimeuunHa Yy BUPOGHULTBI. 3MiHV BUNPOGYBaHb abo A0NYyCTUMUX
6nictepu y (BPOGHMLTBO MeX, BCTAHOBJ/IEHMX Y crieumdikayisx, nig vac
KapTOHHI/ KopoobLi Hepo3chacoBaHol BMPOGHULITBA FOTOBOTO NiKApPCbKOro 3acoby (BMyYEHHS
NPOAYKLi, KOHTPOsIb HecyTTEBOro BUNpPobyBaHHA B NPoOLeCi BUPOBGHULTBA) -
cepii (oKpim BW/IYYEHHSI HE3HAYHOTO NapamMeTpy KOHTPOJIH0 B NPOLECI

MiKkpO6ionoriyHoro
TecTyBaHHs); BAB
IHCTUTYT TirieHn Ta
3abesneyeHHs
FAkocTi TM6X,
HimeuunHa
(koHTpO/Ib cepil

(TinbKn

BMPOGHULTBA «Maca TabneTkn»; 3MiHu | Tuny - 3MiHn 3

AKOCTI. FoTOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.

3MiHV BUNpO6YyBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig vyac BMpobHMLTBa
roTOBOrO NiKapCbKOro 3acoby (BUTyYEeHHS HECYTTEBOIO
BUNPOOBYBaHHS B NPOLECi BUPOOHMLTBA) - BUTYYEHHS
He3Ha4yHOro napameTpy KOHTPOJIO B MPOLIEC
BMpo6HULUTBa — «Maca 10 TabneTok»; 3MiHu | Tuny -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
MikpobiosoriyHe 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbkuiA 3aci6. 3MiHW y
TeCTyBaHHS); BUPOGHMLTBI. 3MiHN BUNpobyBaHb abo foNyCTUMUX
Mepkne 'mM6X, MeX, BCTAHOBJIEHVX Y crneumndikayisx, nig vac
HimewuunHa (£o3Bin BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3acoby (foAaBaHHS
Ha BMnycK cepiv); HOBOro MeToAy BUNPOOYBaHHS Ta A0MYyCTUMUX MEX) -
Mepkne M'm6X, [JofaBaHHA napamMeTpy KOHTPO/O B npoueci
HimeuunHa BMPOGHMLTBA — «CepeaHs Maca»; 3MiHu | Tuny - 3MiHu 3
(nepBuHHa Ta AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
BTOPVHHA ynakoBkKa, 3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
KOHTPOb cepii) BCTAHOB/IEHUX Y cneyudpikauisix, nig yac BMpobHULTBA
roTOBOro NikapCbkoro 3acoby (foAaBaHHs HOBOrO
MeToAy BUNpobyBaHHA Ta AONYCTUMUX MEX) -
[ofaBaHHA NapaMeTpy KOHTPO/II0 B Npoueci
BUPOGHMLTBA — «OAHOPIAHICTE MacK»
50. BETATICTUH- Tabnetku no 24 mr TOB YkpaiHa PotteHgopdh ®apma HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/7806/01/03
TEBA no 10 Tabnetok y "TeBa v6X, HimeyunHa TUMY - 3MiHU 3 AKOCTi. FOTOBWIA NiKapCbkuid 3aci6. 3MiHK peyenmom
6nicTepi, no 2 YkpaiHa" (BMpPOGHMLTBO Y BUPOGHMLTBI. 3MiHM BUNPOGyBaHb abo AonyCcTUMKX
6nictepn y Hepo3dgiacoBaHol MeX, BCTAHOBJ/IEHMX Y creungikalisx, nig vac
KapTOHHI Kopoo6Li NpPOAYKLii, KOHTPO/Tb BMPOGHMLITBA rOTOBOTO /iKapCbKOro 3acoby (foAaBaHHS
cepii (okpim HOBOro MeToAy BMNPoByBaHHA Ta A0NYCTUMUX MeX) -
Mikpo6ionoriyHoro [ofaBaHHsA napaMeTpy KOHTPOJIO B NPOLIECI
TecTyBaHHs); BUPOGHMLTBA — «OAHOPIAHICTE MacK»

KataneHT [JxepMmaHi
LLopHaopd M6X,
HimeuunHa
(BpPO6HMLTBO
Hepo3dghacoBaHOl
NPOAYKLT, KOHTPO/b
cepii (oKpim
MiKkpO6ionoriyHoro
TeCTyBaHHS):
Mepkne 'vbX,
HimeuuunHa (£o3sin
Ha BUMyckK cepii);
Mepkne 'mbX,
HimeuunHa
(nepBuHHa Ta
BTOPWHHA ynakoBkKa,
KOHTPO/b cepi);
BAB IHCTUTYT TirieHn
Ta 3abe3neyeHHs
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
FAkocTi TM6X,
HimeuunHa
(koHTpOnb cepii
(Tinbkn
MikpoGiosioriyHe
TecTyBaHHS Ans
BMPOGHMKa
Hepo3dacoBaHol
npoaykuii Katanent
[bxepmaHi
LopHaopd M6X);
€spochiHc
Biodapma
TecTyBaHHA
MpoaykTiBa MioOHXEeH
'm6X, HimeyunHa
(koHTpOb cepil
(Tinbkn
Mikpo6ionoriuHe
TeCcTyBaHHs ANns
BMPOGHMKa
Hepo3dacoBaHOl
npoAayKuUit
PotteHzopd ®apma
v6X)
51. BETONTUK® S | kpanni ouHi, 0,25 % HoBaprtic |LUBeiiuapis AnkoH-KyBpbop Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8509/01/01
no5mny dapma Al UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
dhnakoHax- thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 0
KpanenbHnuAX po3giny “MapkyBaHHa” MKA J13": 3anponoHoBaHo:
"[pon-TeiiHep®"; no MapkyBaHHSA. 3riHO 3aTBEpPIXEHOro TEKCTY
1 donakoHy- MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS YNaKkoBKu
KpanenbHuLi B nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
KOpOO6Lii 3 KapTOHY 3a3Ha4yeHHs 0AVHWLb BUMIpIOBaHHS Y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu MicALUiB nmicns
3aTBEPMAKEHHS
52. BICENTO/1 480 | KoHuUeHTpaT ans Bapwascb | Monblia BapLuaBcbkuii MonbLia BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3795/01/01
NPUroTyBaHHSA Kunia thapmavLeBTUYHWI UMYy - 3MiHW WoAo 6e3nekn/etpeKTUBHOCTI Ta peyenmom
pO34MHy oNns hapmaues 3aBog MNonbgha AT thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
iHcpysiii (80 mr+16 TUYHWIA po3giny «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
mr)/mn, no 5 mn B 3aBOf, MapkyBaHHS: 3rifHO 3aTBEPAKEHOIO TEKCTY
amnyni; no 5 amnyn Monbda MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yNaKkoBKu
Y KOHTYpHIlA AT nNikapcbKoro 3acoby i3 3a3Ha4eHHAM MKHapPOAHUX
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
YapyHKOBIl no3HayYeHb OAMHVLL BUMIpIOBaHHS. BBeeHHs 3MiH
ynakosLi; no 2 NpOTArom 6 MicsiLiB Micns 3aTBeppKeHHs
KOHTYPHI YapyHKOBI
yNakoBKu B
KapTOHHI KOpooLyi
53. BOPN30N TabneTku, BKpUTI My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12163/01/01
NNiBKOBOIO aKLioOHepH akuioHepHe MMy - 3MiHM 3 IKOCTi. A®Il. KoHTposb AdL. 3miHa y peyenmom
o6onoHkoto, no 50 e TOBapUCTBO napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
mr; no 10 TabneTok TOBapucTe "HaykoBo- BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
y 6nicTepi; no 6 o] BMPOGHUYUIA LEHTP BVXigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
6nicTepiB y navui "HaykoBo- "Bopuuariscbkuii BVIKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
BUPOGHNY XiMiKo- (3BY)XKEHHS AOMYCTUMUX MEX, BUSHAUEHNX Y
nii LeHTp thapmaLeBTNYHWIA cneumdikauir) - BHECEHHS 3MiH A0 po3giny «CynbgarHa
"BopLuaris 3asofa" 30Ma» BHACMNiLOK NpuBeAeHHs o Bumor dY, a came
CbKWit 3BY)XEHHSA KPUTEPIiB NPUIIHATHOCTI: 3anponoHOBaHO:
XiMiKO- CynbhatHa 30na He 6inbwe 0,1 %; 3miHu | Tuny - 3miHn
hapmaLes 3 sKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPObL rOTOBOrO
TUYHUI nikapcbKkoro 3acoby. 3miHa napameTpiB crneyudikawii
3asog" Ta/abo [onyCTUMMUX MEX rOTOBOTO JTIKapCbKOro 3acoby
(3BY)XXEHHS AONYCTUMUX MEX); CYNYTHSA 3MiHa - 3MiHU 3
AKOCTi. [O0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHV BUNPO6YBaHb abo A0NYCTUMUX MEX,
BCTaHOBJIEHNX Y cneuumdikalisx, nig vyac BUpobHMUTBA
roTOBOrO NiKapCbKOro 3acoby (iHLi 3MiHW) - 3BY)XXEHHS
KpUTEPIiB NPUIAHATHOCTI AN1A po3ainy «PO3YMHEHHS» B
cneuunagikauii Ha N3 Ta B cnevumdikayii ga1s KOHTPON
MPOMDKHOrO NPOAYKTY: 3anponoHoBaHo: Po3unHeHHA He
MeHLwe 80 % (Q) punysony 3a 30 x8
54, BO®EH CyCneHsis opasibHa, My6niyne YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHuxX maTtepianis: 3MiHu | 6e3 UA/10184/01/01
100 mr/5 mn no 100 aKuioHepH akuioHepHe MMy - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
My th1aKoHi e TOBapUCTBO thapmakoHarnsgy. 3MiHa y KopoTkili XapaKkTepucTuLi
cknsiHomy abo TOBapucTB "HaykoBo- nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
nonimepHomy; no 1 o] BUPOGHNUNIA LLEHTP ANA MeVYHOro 3aCTOCYyBaHHSA Ha MifcTasi perynspHo
donakoHy B nauuj "HaykoBo- "BopLuariscbkuii OHOB/IOBAHOIO 3BITY 3 6e3nekun nikapcbkoro 3acoby, abo
pasom 3 I0XKKOH BUPOBHUY XimiKo- nocnimkeHb 3 6e3neky 3acToCyBaHHSA NikapCbKoro
[03yBaJIbHOLO; MO WA LEHTP thapmaueBTUYHWI 3acoby B nicnsipeecTpaviiiHnii nepios, abo sk pesynbTar
100 mn y 6aHuj "BopLuaris 3asog" OL|iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX BIAMOBIAHO A0
nonimepHii pasom 3 CbKUiA nnaxy negiatpuyHux gocnimxkers (PIP) (iHLWi 3MiHK) -
TNIOXKOLO XiMmiKO- 3MiHW BHECEHI [0 iHCTPYKUiT 415 MegnyHoro
[103yBa/IbHOIO B chapmaves 3aCTOCYBaHHS MiKapCbKoro 3acoby y po3ginm
nauui TUYHWIA "Oco61BOCTI 3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta

3asog"

0031" BignoBiAHO A0 OHOB/EHOI iHhopMaLii LWoAo
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6e3nekun Aioyoi peyoBuHU. BBegeHHs 3MiH npoTsarom 3-x
MicALiB NiCNsA 3aTBEPAYKEHHSA
55. BPUNBbAHTOB | po3uvH ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/7458/01/01
WIA 3ENEHNIA 30BHILIHLOIO dapmavues $apmaueBTUYHA TMNY - 3MiHW 3 SKOCTi. FOTOBWIA NikapcbKuii 3aci6. peuyenma
3acTocyBaHHsA TUYHA habpvka "Biona" KOHTpOsb roToBOro nikapcbKoro 3acoby. 3mMiHa y
cnupToBuii 1 % no habpuka MeTofax BUNpobyBaHHSA roTOBOrO JliKapCbKOro 3acoby
15 mn y dhnakoHi; no "Biona" (ans npuBefeHHs y BignoBigHicTs 3 AdPY abo
1 donakoHy B nauuii 3 €BponeiicbKolo hapmMakoneeto Ta BUIyYeHHs
KapToHy; no 15 mny NOCWNAaHHS Ha 3acTapinnid BHYTPILLHIA meToq,
dhnakoHax BMNPOGYBaHHS i IOro HoMep) - BHECEHHS 3MiH A0
MeToziB KOHTPO/I0 SKOCTI Nikapcbkoro 3acoby 3a
nokasHukamu «MikpobionoriyHa unctotTa» Ta «BmicTt
eTaHo/y», a came 3amiHa nocunaHb 3 Y 1.0 Ha
«aitody pefakuito» AoY;
3MiHM | TUNY - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
dhapmakoHarnagy (iHwi 3MiHu) - 3MiHa 4o po3giny MKA
N3, a came po3gain «padiyHe ohOpPMNIEHHS YNaKoBKMN»
3aMiHeHO po3gisiom «MapkKyBaHHs» (3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS).
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhopMaLii LWoA0 3a3HaYeHHS
OAVHULb BUMIpOBaHHA y cuctemi Sl. BBegeHHs 3MiH
NPOTSArom 6-Tv MiCALIB MiC/1A 3aTBEPAXKEHHS.
56. BYNPEHOP®IH | Tabnetkn ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10493/01/01
y cy6niHrBanbHi no 2 BO 3 0bMexeHot TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
rigPoXnopPug | mrno 10 Tabnetoky | obmMexeHo BiANOBIAA/IbHICTIO thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
6nicTepi; no 1 10 "XapkiBcbke po3giny “MapkyBaHHa” MKA /13; 3anponoHoBaHo:
6nicTepy y kopobui 3 | Bignosiga hapmaueBTUyHe MapkyBaHHS. BianoBifHO [0 3aTBEPKEHOrO TEKCTY
KapToHy; no 25 NBHICTIO nignpYeMCTBO MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
Tabnetok y 6nictepi; | "XapkiBcbk "3[0poB'a Hapoay" NepBUHHOT Ta BTOPMHHOT YNaKOBKU JlikapCbKoro 3acoby
no 4 6nictepn y e LLLOZ0 3a3HaYeHHA MKHAPOLHMX NO3HAaYeHb OAVNHULIb
KOpOO6Lii 3 KapTOHY thapmaues BMMIpIOBaHHS. BBeeHHS1 3MiH NpoTArom 6-Tn MicauiB
TUYHe nicns 3aTBepAkKeHHs
nignpvemc
TBO
"380poB'a
Hapogay"
57. BYMNPEHOP®IH | Tabnetkn ToBapuct YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu | 3a UA/10493/01/02
y cy6niHreanbHi no 4 BO 3 06MexeHo MRy - 3MiHKU Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
ragPOXNOPUA | mrno 10 Tabnetoky | obMexeHo BiAMOBIAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40
6nicTepi; no 1 abo ) "Xapkiscbke po3giny “MapkysaHHa” MKA /13; 3anponoHoBaHo:
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
10 6nicTepiB y Bignosiga thapmaueBTUyHe MapkyBaHHs. BianosigHo o 3aTBEpAXEHOr0 TEKCTY
KOpOOGLLi 3 KAPTOHY NBHICTIO nignpueMcTBO MapKyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
"XapkiBCbK "3[0poB'a Hapoay" NepBUHHOT Ta BTOPVMHHOI YNaKOBKW JlikapCbKOro 3acoby
e LLLOA0 3a3HaYeHHA MKHapPOLAHMX NMO3HaYeHb OAVNHULIb
hapmaueB BMMIipIOBaHHS. BBeAEHHS 3MiH MPOTArom 6-Tn MicsiLiB
TNYHe nicnsa 3aTBepKeHHs
nignpvemc
TBO
"3p0poB's
Hapogy"
58. BYMNPEHOP®IH | Tabnetkn ToBapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/10493/01/03
y cy6niHrBaUTbHI MO 8 BO 3 06MeXeHOo MRy - 3MiHK WOoA0 6e3nekn/etheKTMBHOCTI Ta peyenmom
rigPoOXnopPug | mrno 10 Tabnetoky | obMexeHo BiANOBIAA/ILHICTIO thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
6nicTepi; no 1 abo 10 "XapkiBCcbke po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
10 6nictepiB y Bignosiga hapmaueBTUyHE MapkyBaHHS. BianoBigHO A0 3aTBEPIKEHOTO TEKCTY
KOpOO6Lii 3 KApTOHY NBHICTIO niANPMEMCTBO MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
"XapkiBCbk "340poB'a Hapoay" NepBMHHOI Ta BTOPMHHOI YNaKoBKY iKapCbKOro 3acoby
e LLIOA0 3a3HAYEHHS MDKHAPOAHUX NO3HAYeHb OAMHULb
hapmaLes BMMIipIOBaHHSA. BBeeHHs 3MiH NPOTArom 6-Tn MicsiLiB
TUYHe nicns saTBepkeHHs
nignpuemMc
TBO
"340poB'a
Hapogy"
59. BA30OCEPK Tabnetku no 24 mr MPO®AP ManbTta ABJl IBPAXIM lnay TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3098/01/03
Ayo no 15 ta6neTtok y MA CaHai Be Tigpxapet MMy - 3MiHW WoAo 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nicTepi; no 2 IHTepHeLw A.LL. hapmakoHarnagy (iHWwi 3MiH1) - OHOB/IEHHS TEKCTY
6nictepn y HN MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby 3 BHECEHHAM
KapTOHHI Kopoo6Li TpeiguHr iHchopma,ii WoA0 3a3HaYEHHS OAVHULIL BUMIpIOBAHHS Y
Nimiten cucTtemi Sl. BHeCEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
MK$ N3. 3anponoHoBaHo: BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBELEHHS
3MiH NPOTArom 6 MiCsiLiB MiCNs 3aTBePAKEHHS
60. BA/NICAPTAH TabneTtkn, BKPUTI TOB YkpaiHa AkTasic 1T, ManbTta/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/5743/01/01
H-TEBA NNiBKOBOIO "TeBa ManbTa; Bonrapis MRy - 3MiHK WoAo 6e3nekn/etheKTUBHOCTI Ta peyernmom
060/10HKO10, Mo 80 YkpaiHa" BankaHdapma- thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
mr/12,5mr, no 10 AynHuua AT, po3ainy “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
Tabnetok y 6nictepi; Bonrapis MAPKYBAHHSA 3rigHO 3aTBEpAXEHOr0 TEKCTY

no 3 abo 9 bnictepis
Y KapTOHHiIli kopobLi

MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i Woao
3a3HaYeHHs OMHULL BUMipOBaHHA y cucTtemi Sl.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHSA
61. BAJICAPTAH TabneTkn, BKPUTI TOB YkpaiHa AkTasic 1T/, Manbta/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/5743/01/02
H-TEBA NNiBKOBOIO "TeBa ManbTa; Bonrapis MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyenmom
06010HKOt0, N0 160 Ykpaina" BankaHdapma- hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
mr/25 mr, no 10 AynHnua AT, po3giny “MapkyBaHHa” MKA J/13: 3anponoHoBaHo:
Tabnetok y 6nictepi; Bonrapis MAPKYBAHHSA 3rigHo 3aTBEpAXEHOI0 TEKCTY
no 3 abo 9 6nictepis MapKyBaHHS. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu
Y KapTOHHIli kopobLyi niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3Ha4YeHHs OAVHWLb BUMIPIOBaHHSA Y cuctemi Sl.
BBefieHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
62. BAJICAPTAH TabneTku, BKpUTI TOB YkpaiHa AxTasic 1TA, ManbTa/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/5744/01/01
H-TEBA NNiBKOBOIO "TeBa ManbTta; Bonrapis UMy - 3MiHU Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
060510HKO0, N0 160 Ykpaina" BankaHdapma- hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
mr/12,5 wr, no 10 AynHnua AT, po3giny “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
TabneTtok y 6nictepi; Bonrapis MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TeKCTY
no 3 a6o 9 6nictepis MapKyBaHHs. OHOB/IEHHS] TEKCTY MapKyBaHHS YNakoBKU
Y KapTOHHIl Kopoobui NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii woao
3a3HayYeHHs OAVHNMLbB BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuis nicns
3aTBEPAKEHHS
63. BA/ICAPTAH TabneTkn, BKPUTI TOB YkpaiHa AkTasic 1T, ManbTta/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/5744/01/02
H-TEBA NNiBKOBOIO "TeBa ManbTta; Bonrapis UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKO10, Mo 320 YkpaiHa" BankaHdapma- thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
mr/25 mr, no 10 AynHnua AT, po3giny “MapkyBaHHa” MKA /13: 3anponoHoBaHo:
Tabnetok y 6nictepi; Bonrapis MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
no 3 a6o 9 6nicTtepis MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNaKkoBKu
Y KapTOHHiIli kopobLi nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i Woao
3a3HayYeHHs OAVHNMLbL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPMAKEHHS
64. BANCAPTAH TabneTku, BKpUTI CaHpo3 CnoseHis Nex CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15619/01/01
CAHAO3® NNiBKOBOIO dapmach dapmaueBTUYHA ITania/ MMy - 3MiHK WoAo 6e3nekn/ehekTUBHOCTI Ta peuyenmom
KOMMO3UTYM | o6onoHkoto, no 160 loTikan3 KoMnaHia 4.4, PymyHis thapmakoHarnsgy. BeegeHHs abo 3miHu o
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

mr/12,5 mr no 14

Tabnetok y 6nictepi;
no 1 a6o 2 6nictepu
Y KapTOHHiIli kopobui

a.a.

CnoBeHis (BunycK
cepiii, TecTyBaHHs);
HoaprTic ®apma
C.n.A., Itanis
(BMPOGHMLTBO "in
bulk", nakyBaHHs);
C. K. CaHgos C.P.N.,
PymyHis (Bunyck
cepii, TeCTyBaHHs)

y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&aXeHOi 0Co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsagy (BKIH0UaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-ghaiina
cucTemn doapMakoHarasgy) - 3MiHa yrnoBHOBaXKEHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 3a thapMakoHarnsg,
[itoua pepakuis: CebactbsH XOpH, AOKTOP MEANYHUX
Hayk. Sebastian Horn, M.D., Ph.D. MNMponoHosaHa
pegakuis: Aasig [koH JleBic, 6akanasp Hayk. David
John Lewis, B.Sc (Hons), Ph.D. 3MiHa KOHTaKkTHOI ocobu
3aABHUKA, BiAMOBIAaIbHOI 3a 3AiAICHEHHS
thapmakoHarnagy B YkpaiHi. [jtoua pegakuis: BalieHko
BikTopia CepriisHa. Vashchenko Viktoriia, M.D.
MponoHoBaHa pefakuis:

Opnos B'avecnas Biktoposuu. Viacheslav Orlov, M.D.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0co6H,
BiANOBIAaA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0CO6Y 3asBHNKA,
BiANOBiAaNbLHOI 3a 34ilicHEHHS thapmakoHarnagy B
YkpaiHi.
3MiHa MicLA 34iACHEHHS OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy. 3miHa HoMepy Ta MiCLLe3HaXOKEHHS
macTep-gaiina

65.

BEHAION

TabneTkn, BKPUTI
NnNiBKOBOK
060/10HKO10, 0.06
mr/0,015 wmr, no 28
TabneTok, BKPUTKX
NNiBKOBOK
060/10HKOID, Y
6nicTepi (24 xoBTi
aKTUBHI TabneTku i 4
3e/1eHi TabneTkn
nnaue6o); no 1 abo
no 3 6nictepw,
KOXeH briicTep- B

BAT
"TefeoH
Pixtep"

YropLmHa

BAT "l'efeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
UMYy - 3MiHW WoAo 6e3nekn/etpeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro 3aco6y 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAaYEHHS OAMHULL BUMIPIOBaHHSA Y
cuctemi Sl. TepmiH BBeeHHS 3MiH: NPOTAToM 6-Tn
MiCALiB Nicna 3aTBepPAKEHHS 3MiH

3a
peyenmom

UA/17585/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
namiHoBaHOMy
naketi-catue 3
NAaCKNM KapTOHHUM
dyTnsapom ans
36epiraHHsa 6nictepa
Ta TWKHEBUM
KaneHgapem-
CTVKepoMm y
KapTOHHI ynakosL,i
66. BEPOLLMIPOH Tabnetkun no 25 mr; BAT YropuwHa BAT "lepeoH YroplmHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/2775/02/01
no 20 TabneTok y "l'epeoH PixTep", YropwuHa; MonbLa MRy - 3MiHN Wwoao 6e3nekn/edyekTMBHOCTI Ta peyenmom
6nictepi; mo 1 PixTep" TOB "T'egeoH Pixtep hapmakoHarnsgy (iHwi 3MiHK) - OHOB/IEHHST TEKCTY
6nictepy B Monbwa”, Monbua MapKyBaHHS! yMakoBKMN IKAPCbKOro 3ac00y 3 BHECEHHAM
KapTOHHI ynakosL,i iHchopmav,ii LWoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
cucteMmi Sl. TepMiH BBeeHHA 3MiH - 6 MicsLiB nicns
3aTBEPMAKEHHSA
67. BIMNAT® TabneTku, BKPUTI HOCB Benbris BMPOBHUK Benbrisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10825/01/01
NiBKOBOO dapma Hepo3dacoBaHol HimeuunHa TUMY - 3MiHU 3 AKOCTi. FOTOBUIA NiKapCbkuid 3aci6. 3MiHK peyenmom
o60noHkoto, no 50 C.A. npoaykuii Ta Y BUPOGHMLTBI. 3MiHM BUNPOGyBaHb abo AonyCTUMKX
Mmr, no 14 TabneTok KOHTPO/b SKOCTI: MeX, BCTAHOBJ/IEHMX Y creundikalisx, nig vac
y 6nicTepi; no 1 abo HOCB dapma C.A., BMPOGHMLITBA FOTOBOTO /1iKapPCbKOro 3aco6y (3BYXXEHHS
4 6nictepu B Benbrist; BUPO6HUK [ONYCTUMMX MEX) - OHOBMIEHHS BUPOOHMYOro npoLiecy -
KapTOHHI/ KopoobLi Hepo3dacoBaHol 3BY)XXEHHSI MEXi KOPUIyBaHHA BUXOAY rpaHynsaTy Big 95%
npoaykuii Ta 00 97% Ha cTagii roToBOI CyMilli BAPOOGHMYOTrO NpoLecy;
KOHTPO/b SKOCTI: 3MiHuM | TURY - 3MiHK 3 fikocTi. A®I. Bupo6bHMUTBO. 3MiHM
Elicika B npoueci BupobHuuTea APl (He3HayHa 3miHa y npoueci
PapmacboThKan3 BMPO6HMLTBA ADI) - OHOBMEHHSA Aian030HY BUXOAY Ha
'M6X, HimeuuunHa; ctagii C BUPO6GHMYOro NpoLecy Ajto4oi PevoBUHM
nepBuHHE Ta Nakocamigy, Bupo6HuuTtea Siegfried AG, a came: -
BTOPVHHE KOMGIHOBaHWIA Ajiana3oH BMXo4y A1 CUPOro fakocamigy
nakyBaHHs: Elicika (kombiHoBaHi cTagji Big 2 0o 5): «He meHwe 60% i3 N-
dapmacboTrKan3 Boc-D-cepuHy» -giana3oH BUxo4y MK CMpum
M6X, HimeuunHa nakocamifiom (CTagis 5) Ao nepekpuctanisawii
BMPOBHUK nakocawmigy (ctagis 6): «He meHwe 57% i3 TBEpAoOro
BiAnoBiganbHNA 3a CMporo nakocamigy»
BUNYCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika
dPapmacboTrKan3
'mM6X, HimeuwunHa
68. BIMNAT® TabneTku, BKpUTI HOCB Benbris BMPOBHUK Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10825/01/02




46

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NiBKOBOO dapma Hepo3acoBaHoi HimeuyunHa TUMY - 3MiHWU 3 AKOCTi. FOTOBUIA NiKapcbkuid 3aci6. 3MiHK peyenmom
060n0Hkoto, no 100 C.A. npoaykuii Ta Y BUPOGHMLTBI. 3MiHM BUNPOGYBaHb abo AoNyCTUMMNX
Mr, no 14 tabnetok KOHTPO/b SKOCTI: MeX, BCTAHOBJIEHVX Y crneumndikayisx, nig vac
y 6nicTepi; no 1 abo IOCB ®dapma C.A,, BMPOGHMLITBA FOTOBOTO /1iKapPCbKOro 3aco0by (3BYXXEHHS
4 6nictepn B Benbrisi; BAPOGHUK O0NYyCTUMUX MEX) - OHOB/IEHHSI BUPOBHMYOro npovecy -
KapTOHHI Kopoo6Li Hepo3dacoBaHol 3BY)XXEHHSI MEXIi KOPUIyBaHHS BUXOAY rpaHynsTy Big 95%
npoaykuii Ta 00 97% Ha cTagii roToBOI CyMilli BUPOGHMYOTrO NpoLecy;
KOHTPO/b SKOCTI: 3MiHM | TUNY - 3MiHK 3 AkocTi. A®l. BUpo6HMLTBO. 3MiHK
Eiicika B npoueci BupobHuuTea A®| (He3HayHa 3miHa y Nnpoueci
dapmacbloTUKan3 BMPOGHMLTBA ADI) - OHOB/IEHHS Aiano30Hy BUXOAY Ha
'M6X, HimeuuunHa; ctagii C BUPO6HMYOro NpoLecy AitoUoi Pe4oBUHN
nepBuHHE Ta Nakocamigy, Bupo6HuuTtea Siegfried AG, a came: -
BTOPVHHE KOMGiHOBaHWI fianas3oH BUXO4Yy 4718 CMPOro nakocamigy
nakyBaHHs: Elicika (komb6iHOBaHi cTagii Big 2 4o 5): «He meHwe 60% i3 N-
PapmacboTrKan3 Boc-D-cepuHy» -giana3oH Buxo4y MK CMpum
'M6X, HimeuunHa nakocamifiom (cTagis 5) o nepekpuctanisawii
BUPOBHUK nakocawmigy (ctagis 6): «He meHwe 57% i3 TBEpAOro
BiANOBIAabHUIA 3a CMpOro nakocamigy»
BUNYyCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika
dapmacboTrKan3
mM6X, HimeuwunHa
69. BIMNAT® TabneTtkn, BKPUTI HOCB Benbris BUPOBHUK Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/10825/01/03
NNiBKOBOIO dPapma Hepo3dacoBaHO| HimeyunHa TUMY - 3MiHU 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6. 3MiHK peyenmom
060/10HKO10, Mo 150 C.A. npoaykuii Ta Yy BUPOGHULTBI. 3MiHW BUNPOGYBaHb abo A0NyCTUMUX

Mr no 14 TabneTtok y

6nicTepi; no 1 a6o 4
6nictepu B
KapTOHHIA KopooLi

KOHTPO/b SIKOCTI:
IOCB ®apma C.A,,
Benbrist; BUPO6HUK

Hepo3dhacoBaHO|

npoaykuii Ta

KOHTPO/b SIKOCTI:

Elicika
PapmacboTnKan3
'm6X, HimeuunHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: Eiicika

PapmacboTrKan3
'm6X, HimeuunHa

BUPOBHUK
BiiNOBIAa1bHUIA 32

MeX, BCTAHOBJIEHVX Y creumndikayisx, nig vac
BMPOGHMLITBA FOTOBOrO /1iKapPCbKOro 3acoby (3BYXeHHS
[0MyCTUMUX MEX) - OHOB/IEHHS BUPOOHNYOro NPoLecy -
3BY)KEHHSI MeXi KOPUTYBaHHSA BUXOAY rpaHynAty Big 95%
00 97% Ha cTagii roToBOI CyMilli BUPOGHMYOTrO NpoLecy;
3MiHM | TURY - 3MiHK 3 AkocTi. A®l. BUpo6HMLTBO. 3MiHK
B npoueci BupobHuutea APl (HesHayHa 3MiHa y npoueci
BMPO6HMLTBA ADI) - OHOB/MIEHHA Aian030HY BUXOAY Ha
ctagii C BUPO6HMYOro NpoLecy AitoU0i PeHOBUHM
Nakocamiay, Bupo6HuyTBa Siegfried AG, a came: -
KOMGiHOBaHWI fiana3oH BUXO4Y 4718 CUPOro nakocamigy
(kombiHoBaHi cTagii Big 2 fo 5): «He meHwwe 60% i3 N-
Boc-D-cepuHy» -fianasoH BUXO4Y MK CUPUM
nakocamigom (ctagis 5) o nepekpuctanisawii
nakocawmigy (ctagis 6): «He meHwe 57% i3 TBEpAOro
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BUMYyCK cepii Ta CUporo nakocamigy»
KOHTPO/b SIKOCTI:
Eficika
dPapmacboTrKan3
'M6X, HimeuunHa
70. BIMNAT® TabneTku, BKpUTI HOCB Benbris BMPOBHUK Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10825/01/04
NNiBKOBOIO dapma Hepo3dg)acoBaHol HimeuunHa TUMY - 3MiHW 3 IKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHn peyenmom
o60noHkoto, no 200 C.A. npoaykuii Ta Yy BUPOGHMLTBI. 3MiHM BUNpOGyBaHb abo AonycTUMMX
Mr no 14 TabneTok y KOHTPO/b SKOCTi: MeX, BCTAHOBJ/IEHMX Yy crneundikalisx, nig vac
6nicTepi; no 1 a6o 4 FOCB dapma C.A., BMPOGHMLITBA FOTOBOTO /1iKapPCbKOro 3aco06y (3BYXXEHHS
6nictepu B Benbrist; BUPO6HUK [ONYCTUMMX MEX) - OHOBMIEHHS BUPOOHNYOro npoLiecy -
KapTOHHI KOpooLyi Hepo3dg)acoBaHol 3BY)XEHHSI MEXi KOPUTyBaHHS1 BUXOAY rpaHynsTy Big 95%
npoaykuii Ta 00 97% Ha cTagii roToBOi CyMilli BAPOOGHNYOrO NpoLecy;
KOHTPO/b AKOCTI: 3MiHM | TURY - 3MiHK 3 AKkocTi. A®l. BUpo6HMLTBO. 3MiHM
Elicika B npoveci BupobHuuTea APl (He3HayHa 3MiHa y npoueci
PapmacbloThKan3 BMPO6HMLTBA ADI) - OHOBNEHHS Aian030HY BUXOAY Ha
'm6X, HimeuunHa; cTagii C BUpobHMYOro npouecy Aitoyoi pevyoBuHU
nepBuHHE Ta Nakocamigy, BupobHuuTtea Siegfried AG, a came: -
BTOPVHHE KOMGIHOBaHWIA fjiana3oH BMXoAy A1 CUPOro flakocamigy
nakyBaHHs: Elicika (kombiHoBaHi cTagji Big 2 0o 5): «He meHwe 60% i3 N-
dPapmacboTrKan3 Boc-D-cepuHy» -giana3oH Buxoay MK CMpum
m6X, HimeyunHa nakocamigom (ctagis 5) o nepekpucTanizawii
BMPOBHUK nakocawmigy (ctagis 6): «He meHwe 57% i3 TBEpAOro
BiAnoBiganbHNIA 3a CMporo nakocamigy»
BUNYyCK cepii Ta
KOHTPO/b SIKOCTI:
Elicika
dPapmacboTrKan3
'mM6X, HimeuwunHa
71. BIPOKOMbB TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8675/01/01
o060s10HKo0, No 60 dapmach dapmacbloTVKas UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
Tabnetok y HoTUKaU IHoacTpi3 Jlimiteq, hapmakoHarnsagy (iHwi 3MiHK) - 3MiHN BHECEHi B TEKCT
NAacTUKOBUX IHaacTpi3 MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
chnakoHax Nimiten 3a3HavYeHHs MKHapOAHMX NO3HaYeHb OANHULb
BMMIpIOBaHHS. BHeceHHs 3MmiH fo po3ainy “MapkyBaHHS"
MK$A N3. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHSA
3MiH NPOTArom 6 MiCsiLiB MiCNs 3aTBePAKEHHS
72. BIC-HON® Kancynu no 120 mr, AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/5192/01/01
no 10 kancyny "dapmak” TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma

6nictepi, no 3 abo

Ta/ab0 agpecy 3asBHUKA (BNacHUKa peecTpauiiHoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

no 10 6nicTepis B
nauui

nocBigyeHHs). 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs).
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMKEHHS. 3MiHW | TUny - AAMIHICTPaTUBHI 3MiHW.
3MmiHa HalimeHyBaHHs Ta/abo agpecu Micus
NpoBapKEHHN AISNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYaoUn AiNbHULI
BUNYycKy cepii abo MicLe NpoBefEeHHS KOHTPO/IHO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BMPOOHUK/iMnopTep,
BK/IOYAOUM BUMYCK cepili). 3MiHa HaliMeHyBaHHA Ta
afpecy BUpo6HMKa 6€e3 3MiHW MicList BUPOOHULITBA.
3MiHU BHeCeHi y po3ginun "BupobHuk" Ta
"Micue3HaxomkeHHs1 BUPOOHMKa Ta ioro agpeca micus
NPOBaPKEHHS AIS/IbHOCTI" B IHCTPYKLiO 415 MEAUYHOIO
3aCTOCYBaHHA Ta K HACMigOK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKy fikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-TW MiCALIB MiC/1A 3aTBEPAXKEHHS.
3miHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn). BHeceHHs 3miH o
po3ainy «MapkyBaHHs1» MKA /13: 3aTtBepKeHo:
MAPKYBAHHSA Bignosigae HagaHoOMy TeKCTy
MapkyBaHHs1. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
MapKyBaHHS! yNakoBKW MikapcbKoro 3acoby i3
3a3HaYeHHs MXHapPOAHUX NMO3HaYeHb OAUHULb
BMMIipIOBaHHS. BBeeHHs 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTBeppkKeHHs.

73.

BOKAPA®

Kpansi opasibHi no
20 mn, abo no 50
mn, abo no 100 mny
dnakoHi-
KpanenbHuyj; no 1
donakoHy y
KapTOHHI ynakoBuUi

Pixapg,
BiTTHEP
Al

ABCTpIA

Pixapg bittHep Al

ABCTpIf

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMYy - 3MiHW WoA0 6e3nekn/epeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BiANOBiga/IbHOI 3a 34jACHEHHST (hapMakoHarnsay;
KOHTaKTHOI 0co6u 3 thapMakoHarnsay 3asBHUKa gns
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOB&aXeHOI 0cO6M, BiANOBIAA/IbHOI 3a
3[ificHeHHs thapmakoHarnsagy (BKIHOYaUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cuctemu chapmakoHarnsgy) - 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag, B Ykpaini. fitoya pegakuis: /intyc
IpyHa MukonaisHa. MponoHoBaHa pegakuin: ®apuHeupb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0cobu
YNOBHOBaXEHOT 0CO6U 3as1BHMKA, BifnoBiganbHOI 3a

6e3
peyenma

UA/6410/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhapmakoHarnsg B YkpaiHi
74. FANICTEHA® Kpanni opasibHi no Pixappg, ABCTpist Pixapp bitTHep Al AscTpist BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/1970/02/01
20 mn, a6o no 50 BiTTHEP MRy - 3MiHW WOA0 6e3nekn/etheKTMBHOCTI Ta peyenma
M, abo 100 mny Al thapmakoHarnagy. BeegeHHs abo 3amiHn fo
dhnakoHax- y3araslbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
KpanenbHuuAx; no 1 (BBEAEHHS y3aralbHEHMX AaHUX Npo cucTemy
hakoHy B hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
KapTOHHIA ynakoBLi BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0C0o6M, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
crucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOBaXEHOT 0CO6M 3a8BHMKA, BifgnoBifabHOT 3a
thapmakoHarnag, B Ykpaini. [itoua pegakuis: /iutyc
IpHa MukonaisHa. MponoHoBaHa pefakuin: ®apnHelpb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bum
YNOBHOBaXKEHOT 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHa
75. FANICTEHA® Tabnetku no 12 Pixapg, ABCTpist Pixapg BittHep Al ABCTpist BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/10024/01/01
Tabnetok y 6nictepi; BiTTHEP UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenma
nol, 2 3a6o4 Al thapmakoHarnagy. BeegeHHs abo 3MiHn fo
6nictepn y y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy

KapTOHHilA KOopooLi

(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;

KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa gns
3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BignoBigasibHOI 3a
3pificHeHHs hapmakoHarnsay (BKH0UYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-ghaiina
cucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigaibHOI 3a
thapMakoHarniag B Ykpaini. [itoua pegakuis: Jintyc
IpyHa MukonaisHa. MponoHoBaHa pefakuin: dapuHeub
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0cobu
YNOBHOBaXKEHOT 0CO6U 3as1BHMKA, BifgnoBigabHOI 3a
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhapmakoHarnsg B YkpaiHi
76. FEKCAKCUM® | | cycneHsia gns CaHodi ®paHuisa CaHodpi MacTep, PpaHuis/ BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a UA/13080/01/01
HEXAXIM iH’exuin no 0,5 mn (1 MacTep PpaHLis (NoBHWIA YropuwumHa MRy - 3MiHU Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
BAKUWHA ANA | posa) B nonepeiHbo LMK BUPOBHULITBA, thapmakoHarnsaay (iHwi 3MiHKn) - 3MiHW BHECEHO A0
NMPO®DITAKTUK | 3anoBHeHUX BUNycK cepii); IHCTPYKUIT 415 MeQUUYHOro 3acToCyBaHHSA NiKapcbkoro
N QUDTEPII, wnpuuax 3 1-et0 CaHocpi-ABeHTiC 3acoby B po3ain "IMyHONoriyHi i 6ionorivHi BNacTnBoCTi,
NPABLA, (abo 2-ma) Mpaiisit Ko. N14,, a came pefaryBaHHsa TEKCTY nigposginy
KALLUTHOKY OKPEMUMW rofiKamu, Mnatdhopma "®apmMakoguHamika" 3 MeTo pechopmaTtyBaHHs
(ALENONAPH no 1 wnpuuy B NoricTukM Ta TabNUYHMX faHnX B ONUCOBY hOpMYy HaZaHHS
nin KapTOHHIA ynakoBLi; OUCTpUBYLIT Y M. iHhopmawii. TepmiH BBEleHHA 3MiH: NPOTArom 6 MicsiLis
KOMMOHEHT), no 0,5 mn (1 gosa) B Bypanewr, nicns 3aTBepkeHHs. 3MiHu | Tuny - 3MiHK Woa0
FENATUTY B nonepegHbL0 YropwmHa 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHun)
PEKOMBIHAHT | 3anoBHeHux (BTOpUHHE
HA, wnpuuyax 3 1-eto nakyBaHHs1, BUMYCK 3MiHM CTOCOBHO 3aTBepxeHHs KopoTkoi
NoniIoMIENITY | (abo 2-ma) cepir) XapaKTepUCTUKMN NikapcbKoro 3acoby. TepMiH BBeEHHS
IHAKTUBOBAH | okpemumMu ronikamu, 3MiH: NPOTArom 6 MicsALiB NicNs 3aTBEpPAXKEHHS
ATA no 1 wnpuuy B
3AXBOPKOBAH | craHgapTHo-
b, €KCMOPTHiN
CNPUYNHEHU ynakoBLi, sika
X MICTUTBCS Y
HAEMOPHILUS | kapTOHHii kopobui 3
TANY B iHCTpYKUi€eto oA
KOH''OFOBAH MeAn4Horo
A, 3aCTOCYBaHHs; Mo
AACOPBOBAH | 0,5wmn (1 po3a)B
A, PIOKA nonepegHLo
3arnoBHeHNX
wnpuuax 3 1-eto
(abo 2-ma)

OKpeEMUMU rosikamu,
no 10 wnpuuis B
KapTOHHI ynakoBLi;
no 0,5 mn (1 gosa) B
nonepegHLo
3arnoBHeHNX
wnpuuyax 3 1-eto0
(abo 2-ma)
OKPEMUMM rofikamu,
no 10 wnpwuyis B
CTaHfapTHO-
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

€KCMOPTHiN
ynakoBLi, ska
MICTUTBCS Y
KapTOHHI Kopobui 3
iHCTpYKUji€eto oA
MeAnYHOro
3acToCyBaHHS; Mo
0,5 mn (1 gosa) y
onakoHax, no 10
oNakoHIiB y
KapTOHHIlA ynakoBsLyj;
no 0,5 mn (1 gosa) y
hnakoHax, no 10
hNakoHIB B
CcTaHfapTHO-
€KCMOPTHiA
ynakoBLi, sKa
MICTUTBCA Y
KapTOHHilA KopooLi

77.

FTEMOTPAH®

TabneTkun, BKPUTI
NiBKOBOO
060n0Hkoto no 500
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepn y nauui

AT
"papmak"

YKpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu |
TMny - AAMIHICTpPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
Ta/abo agpecy 3asiBHVKa (BnacHuKa peecTpaviiiHoro
nocBifyYeHHs). 3MiHa HaliMeHyBaHHs Ta agpecu
3asiBHMKA (B/1aCHMKA PEECTPALiiHOrO NOCBIAYEHHS).
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPMKEHHS. 3MiHM | TUNy - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimMeHyBaHHs Ta/abo agpecu micus
NpOBapPKEHHS AiSNbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO /1iKapCbKOro 3acoby, BKAYaoun AiNbHUL
BMNYCKy cepii abo MicLie NpoBeAeHHS KOHTPO/IHO SIKOCTI.
(misnbHiCTb, 3a AKy BignoBigae BMpobHUK/iMnopTep,
BK/THOHAI0UM BUMYCK Cepiii) - 3MiHa Ha3Bw i agpecy
BMpO6HUKa /13. BHECEHI B IHCTPYKLitO A/19 Me4MYHOro
3actocyBaHHs /13 y p. "Bupo6bHuK", "MicLie3HaxomKeHHs
BMPOOGHMKa Ta oro agpeca MicLsA NpoBaKeHHS
LisiNbHOCTI" 3 BigNOBIAHMMY 3MiHAMMW B TEKCTI
MapKyBaHHS ynakoBoK. BBeieHHs 3MiH NpoTarom 6-x
MicAUIB Micna 3aTBepKEHHS. 3MiHun | Tuny - 3MiHW Wwoao
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHn)
- 3aMiHa po3giny «MapkyBaHHs. Bignosigae HagaHoMy
TEKCTY MapKyBaHHA» Ha po3fin «MapkyBaHHs. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS» B 3aTBEPKEHNX
MKS#A J13. OHOBNEHHS TEKCTY MapKyBaHHS yrnakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HayeHHs OAVHMLbL BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTAroM 6-X MicsauiB nicns

3a peyenmom

UA/15498/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3aTBEPMKEHHS. 3MiHW | TUny - 3MiHK 3 AKocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MeX, BUSHAYEHNX Y cneumdikauisx
Ha A®|, abo BUXigHWI/MPOMIXHWIA NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BMNYYEHHSA HE3HAYHOTO NOKa3HWKa AKOCTI (Hanpuknag
BW/TyYEHHS 3aCTapifioro NoKasHMKa)) - BUMYYEHHS 3i
Cneuudpikauii / MeTtogis BunpobysaHHs API
TpaHekcamoBa KMCN0Ta KOHTPO/1b 3@ NOKAa3HUKOM "Badkki
MeTasn”.
78. FEMUUTABIH KOHUeHTpaT ans Akkopp, Benvka Bupo6bHuuTBo, IHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/17799/01/01
AKKOPJ, PO3YUMHy AN Xenckea BputaHis KOHTPO/b AKOCTI, Benvka Tuny - 3MiHK 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
iHcpysii, 100 mr/mn; Nimiten nepBuHHE Ta BputaHis/ cepTudikaT BigNoBigHOCTI EBpoNeichKiii
no 2 mn (200 mr), 10 BTOPVHHE YroplwuHa hapmakonei/moHorpadii. NMogaHHs HoBoro abo
mn (1000 wmr), 15 mn nakyBaHHs: OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo BUMyYEHHS
(1500 wmr), 20 mn IHTac cepTudpikaTa BiANoBIAHOCTI EBponeiickkili hapmakonei:
(2000 mr) y chnakoHi; $apmacbloTikanic ans A®l; ansa sBuxigHoro
no 1 dpnakoHy y Nimiteq, IHAja marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
KapTOHHI navwi BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 AONOMDKHOT
BupobHuuTBO, peyoBuHM (cepTudikat BiANOBIAHOCTI EBpONEiiChKiit

KOHTPO/b SKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS:
IHTac
$apmacbloTikanc
Nimiteq, IHAja

BTopuHHe
nakyBaHHS:
Akkopf Xesnckea
Nimiten, Benvka
BputaHis

BignosigansHuii
BWMYCK Cepii:
Akkopf Xesnckea
Nimiten, Benvka
BpuTaHis, Benvka
BpuTaHis

KoHTponb skocTi
cepi:
BeccniHr XaHrepi
KdpT., YroplmHa

KOHTpOsb siKOCTI
cepii:

thapmakone’) - OHOBMieHUii cepTuddikat Bif yxe
3aTBEPAKEHOTO BUPOOHMKA - NOAAHHS OHOB/IEHOTO
ceptugpikaty CEP (R1-CEP 2009-208-Rev 00) Big, yxe
3aTBEpAKEHOro BUpobHuKa Hetero Labs Limited, India
ana A®l FemumtabiHy rigpoxnopuay; 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoproBa/ibHUIA 3aci6. 3miHa
noctavasibHUKa nakyBasibHUX MaTepiasnis abo
KOMMNIEKTYUNX (AKLLO 3a3Ha4Y€HO B AOCLE) (BUyUYEHHSN
nocTavyanbHvKa) - BUTy4yeHHst noctavanbHuka (West
Pharmaceutical Services) o519 a/ltoMiHiEBUX KOBNAYKIiB 3
doninom chionetosoro Konbopy (Aluminum Flip off
Lavender Seal(West 4788) gns 10 ma (1000 mr); 3MiHu |
TMny - 3MiHK 3 SKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
y BMPOGHMLTBI. 3amiHa abo BBeAEHHS A04ATKOBOI
AinbHULI BUPOGHMLTBA A1 YACTUHM abo BCbOro
BMPOGHNYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(4inbHULUA 4N BTOPUHHOIO NakyBaHHSA) - 3amiHa
[iNbHULSA BTOPYHHOTO NaKkyBaHHSA roTOBOro /iKapCbKoro
3acoby 3 Akkopg, Xenckea Jlimiteq, byaisna C ta D,
Xoymaping BisHec-napk, Xoymding Poya, Xasepxinn,
CB9 8QP, Benuka bpuTaHisa Ha Akkopg Xenckea
Nimiten, Epxding AseHto, Hbtokacn-AnoH-TaiiH, NE3 3
NB, Benvka BpuTaHisi; 3miHu | TUny - 3MiHK 3 SKOCTI.
[OTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOBHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOJIO SIKOCTi rOTOBOrO fikapcbKoro 3acoby (3amiHa
abo gofasBaHHA AiNbHULI, Ha AKil 34iACHI0ETbCS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

AcTpoH Pe3bopu
NimiTen, Benvka
Bputanis

KOHTPO/b/BMNPOGYBaHHSA cepii) - AoAaBaHHA AiNbHUL 3
KOHTPO/IO SIKOCTi Cepil roTOBOro /iKapCbKoro 3acoby -
Beccninr Xanrepi KdoT., YropwuHa; 3miHv | Tuny - 3miHn
3 AKocCTi. FoTOBWIA Nikapcbkuii 3aci6. 3mMiHN y
BMPOBHULTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHOThCA
BUNYCKy Cepii Ta KOHTPOJIHO SKOCTi FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha Kl
3[iICHIETLCA KOHTPO/IL/BUNPOGYBaHHS cepil) -
[0AaBaHHA AifIbHUL 3 KOHTPOO SKOCTI cepii roTOBOro
nikapcbKkoro 3acoby - AcTpoH Pesbopu JlimiTes, Benvka
BpuTaHis; 3miHun | Tuny - 3MiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkin hapmakonei/MoHorpadii. NMogaHHS
HOBOro abo OHOB/IEHOro cepTudpikata BianoBiAHOCTI abo
BU/IyYEHHA cepTudpikaTta BiAnoBigHOCTI €Bponenchbkili
thapmakonei: gna Ad®l; gns BuxigHoro
mMatepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
BMKOPMCTOBYHOTbCSA Y BUPOOHULTBI ADI; 4N1s AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONECHKIi
thapmakone’) - OHOB/EHUIA cepTudpikat Bif yxe
3aTBEPAKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOIO
ceptudpikaty CEP (R1-CEP 2009-208-Rev 00) Big yxe
3aTBepAKeHoro Bupo6Huka Hetero Labs Limited, India
ana A®l Femuutabiny rigpoxnopuay; 3minm |l Tuny -
3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yNakoBLi FOTOBOro NiKapCbKoro 3acoby (sKicHWI Ta
KinbkicHWIA cknag) - CTepunbHi nikapcbki 3acobu Ta
nikapcbki 3aco06u 6i0N0riYHOro/iMyHONOrYHOro
MOXOLPKEHHS - 3aMiHa Pe3VMHOBOT NMPOGKM(KpiM dhriakoHiB
no 2 mn) 3 «20 mm, Teflon Faced Rubber Stopper(West
4432/50 Gray)» Ha «20 mm, V9048 FM259/0
OMNIFLEX PLUS 2500/RF rubber stopper»; 3minu Il
Tuny - 3MiHK 3 SKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULITBI. 3MiHa po3Mipy cepii (BkItovaoun
AianasoH po3mipy cepii) roToBOro JlikapCbKoro 3acoby
(3miHa cTocy€eTbCS BCiX IHLLUX NiKapcbknx hopm
CYKYNHOro (KOMM/IEKCHOro) BUpOBHUYOro npouecy) -
36isbLIeHHsT po3Mipy cepii 500.0 kr gns 10 mn (1000 mr)
Ta ansa 20 mn (200 mr) (3aTBepaxeHo: 38.88 kr (40.0 n),
130.0 kr Ta 250.0 kr ansa o6'emy 20 mn Ta 20.0 n, 130.0
Kr Ta 250.0 kr ania 06'emy 10 mn)

79.

FEHBOA®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0; No 30
TabneTok y h/1akoHi;
no 1 donakoHy y
KapTOHHIA KopoobLi

lineap,
CalieHcus
AlieneHg,
toC

Ipnangis

AHOepcoHBpPEeKoH,
IHk., CLUA
(BTOPUHHA

ynakoska); lneap,

CalieHcus AlieneHp,

KOC, IpnaHgis

CLIA/
IpnaHgis/
KaHaga

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
MMy - 3MiHW WoA0 6e3nekn/eteKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHMX AaHUX NPo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHoi ocobu,

3a
peyenmom

UA/16530/01/01




54

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
(Bunyck cepii, BiANOBIAA/TbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
nepBMHHA yNakoBKa, KOHTaKTHOI 0cobu 3 thapmakoHarnsgy 3asBHuka gns
BTOPUHHA YNaKoBKa, 3[iicHeHHs hapMakoHarnisgy B YKpaiHi, K0 BOHA
KOHTPO/b cepi); BiIMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
Fineag CalieHcus, 3[iicHeHHS1 chapMmakoHarnsgy (BKIYakouy KOHTakTHi
IHk., CLLA [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
(BTOPUHHA cucTemn chapmakoHarniagy) - 3MiHa KOHTaKTHUX AaHuX
ynakoBka); lneag, YMOBHOB&XEHOT 0CO6M 3aABHMKa, BifMNoBifasIbHOT 3a
CaiieHcus, IHK., thapmakoHarnag
CLA (KkoHTponb
cepii); €BpodoiHC
NaHkacTep
Na6opaTopis, IHK.,
CLUA (koHTposnb
cepii); MinmayHT
Xenckea /114,
IpnaHgis (BTOpMHHA
ynakoBka); MaTeoH
IHK., KaHaga
(BUPOGHULTBO,
nepBMHHA yNakoBKa,
BTOPWHHA ynakoBkKa,
KOHTPO/b cepir)
80. FEHTOC® Kpanni opasibHi, No Pixapg, ABCTpist Pixapg BittHep Al ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 6e3 UA/1971/02/01
20 mn, abo no 50 BiTTHEp UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenma
M1, abo no 100 mn y Al thapmakoHarnagy. BeegeHHs abo 3miHn fo

chnakoHax-
KpanenbHuuAx; no 1
chnakoHy B
KapTOHHIA ynakoBL,i

y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsagy (BKIH0YaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-ghaiina
cuctemu chapmakoHarssgy) - 3MiHa KOHTakTHOT 0cobu
YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnsg B Ykpaini. [itoya pegakuis: /intyc
IpyHa MukonaisHa. MponoHoBaHa pefakLin: ®apuHeub
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u

YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaabHOI 3a
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
thapmakoHarnag B Ykpaii
81. FEHTOC® Kancynu Teepgi no TOB YkpaiHa Owmera dapma HimeuunHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/16305/01/01
DEMIHA 10 kancyny "MEPPIFO MeHblodhekyepiHr MRy - 3MiHW WOA0 6e3nekn/etheKTMBHOCTI Ta peyenma
6nicTepi; no 3 a6o 6, | YKPAIHA" v6X i Ko. KI thapmakoHarnagy. BeegeHHs abo 3amiHn fo
abo 12 6nictepiB y y3araslbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
KapTOHHI Kopo6Lyj; (BBEAEHHSA y3ara/lbHEHNX AaHUX NMPO cucTemy
no 20 kancyny hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
6nictepi 3 niHieto BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
nepdpopadii; no 3 KOHTaKTHOI 0CcOo6yu 3 hapmakoHarnsgy 3asBHuKa As
abo 6 6nicTepiB y 3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
KapTOHHIlA KOpooLi BiAMiHHa Bif, yNOBHOBaXeEHOI 0C06M, BignoBiganbHOI 3a
3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0co6u 3asBHKKA, BiANOBIAAILHOI 3a hapMakoHarnsg,.
[itoua pepakuis: Nlutyc IpuHa MukonaisHa.
MponoHoBaHa pegakuis: ®aprHelb OkcaHa
MakcrmiBHa. 3MiHa KOHTaKTHMX AaHUX YNOBHOBaXEHOT
ocobu 3asBHUKA, BiANOBIAAILHOI 32 hapMakoHarisg
82. FENAPU3NH® PO34MH ANA iH eKLN TOB YkpaiHa TOB "Beiiu3iH KeBiH KuTaii BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/15589/01/01
no 20 mn B amnyni; "BANAPTI TexHonoaxi LLeiip- TMNYy - 3MiHW WoA0 6e3nekn/ethekTUBHOCTI Ta peyenmom
no 10 amnyny H XonpiHr Ko." hapmakoHarnsaay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
KapTOHHI navi OAPMA" MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHSIM
iHcbopmaLii Woa0 3a3HaYeHb OANHYL BUMIPIOBAHHS Y
cucTtemi Sl. BHeECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
MK$ N13”: 3anponoHoBaHo: MapkyBaHHs. BignosigHo go
3aTBEPAKEHOrO TEKCTY MapKyBaHHA. BBefieHHs 3MiH
NPOTArom 6-X MicALiB Nic/1a 3aTBePAXKEHHS
83. rMOTANIT kancynun no 300 mr; My6niuHe YKpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/9081/01/01
no 10 kancyny aKuioHepH akuioHepHe TMny - 3MiHK 3 siKocTi. CepTudikat BignoBigHOCTI/IE- peuyenmom
6nicTepi; no 2 abo e TOBapUCTBO cepTundikaTt BifNoBigHOCTI EBPONENCHKI
no 5 6nictepis y TOBapucTB "HaykoBo- thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
nauuj 3 KapToHy o] BUPOGHNUNI LLEHTP HeoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
"HaykoBo- "BopLuariscbkuii MoHorpadii dY abo Esponeiicbkoi thapmakonei, abo
BUPOBHUY XimiKo- IHLWOT HalioHanbHOT thapmakonei aepxasun €C (3MiHa y
WA LEHTP thapmaueBTUYHWI cneuudikauisix, NoB'a3aHa 3i 3MiHamu B JdY, abo
"Bopuuaris 3aBog" €Bponeiicbkill hapmakonei, abo iHLUI HaLioHaNbHIl
CbKUiA thapmakonei gepxasu €C) - BuaasieHHA 3i cneuudikawii
XiMmiKO- Ta aHaniTUYHOT MEeTOAUKM NOKa3HWKa «Baxki MeTasn»

hapmaues

AiH0Y01 peYoBUHW AiTil0 Y -figpornyTamiHary, y 3B's3Ky 3
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Neo

Hassa

o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
TUYHWIA TUM, LLIO MOKa3HWK «Baxki MeTanu» 6yB BUTy4YeHWiA i3
3asop” 3arasibHoi cTatTi «CybcTaHLUii A thapmaleBTUYHOro
3acTocyBaHHA» EP
84. TPUHTEPON® Kancynu TBepai no AT Nartsis AT "I'piHaekc" NatBia BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/15941/01/01
250 mr no 10 kancyn | "I'pingekc” MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
y 6nicTepi; no 5 abo thapmakoHarnagy (iHLwi 3MiHW) - 3MiHW BHECEHI B TEKCT
10 6nicTepiB y nauui MapKyBaHHS YNakoBKM /liKapCbKOro 3acoby Loao
3 KapPTOHY 3a3HaYeHHsI MbXHapOAHUX NO3HAYeHb OAUHNLb
BMMIipIOBaHHA. BHeceHHs 3MiH 40 po3ainy “MapkyBaHHA"
MK#A N13. 3anponoHosaHo: Mapkuposka CorsiacHo
YTBEPXAEHHOMY TEKCTY MapK1poBK/. TepMiH BBEAEHHS
3MiH NPOTArom 6 MiCALiB MicNa 3aTBepAKEHHs
85. FPUMNEKC NopoLUOK AN HOHina6, CWA BpadpToH Benvka BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHu | 6e3 UA/5737/01/01
XOTAKTUB OpasIbHOro PO34NHY an NabopaTopis BpwuTaHis/ MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
no 4r B cauwe; no 5, Nimiten, Benvka MonbLa hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
abono 7, abo no 8 Bputanis MapKyBaHHS! yMakoBKMN IKAPCbKOro 3ac0by 3 BHECEHHAM
ab6o no 10 cawe y (BUPOGHULTBO, iHhopmaLii WoA0 3a3HAaYEHHST OAMHULL BUMIPIOBaAHHSA Y
KapTOHHIA navui nepBuHHE Ta cuctemi Sl. BHeceHHs 3MiH [0 po3ainy “MapkyBaHHSA"
BTOPUHHE MK$A N13: 3anponoHoBaHo: MapkyBaHHS. 3rifiHO
nakyBaHHs, 3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHs 3MiH
KOHTPO/b cepi); NPOTAroM 6-TW MICALB NiCNA 3aTBepAKEHHS
TOB KOC dapmauis,
Monblua
(BUPOGHULTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
86. rPUNNOCTAL cnpeii HasaslbHUIA, CTAOA | Himeyunna CTALA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/3090/01/01
® PUHO 0,1%, po3unH 0,1 % no 10 | ApuHaiimit ApuHaiimitTens Al UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
HA3AJIbHUI M1y tprakoHi 3 Tenb Al hapmakoHarnagy (iHwWi 3MiHX) - OHOB/IEHHSI TEKCTY
CMPEN aBTOMaTUYHUM MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHAM
nyNbBEPN3aTOPOM iH(hopMaLii WoA0 3a3HaYEHHS OANHULIb BUMIPIOBAHHSA Y
Ta HasasIbHUM cuctemi Sl. BHeceHHs 3miH 1o p. "MapkyBaHHS" MKA
HaKOHEeYHVKoM; no 1 N3: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
chnakoHy B 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHSA
KapTOHHI KOpooLyi 3MiH - NPOTArom 6 MicsUiB MicNs 3aTBEPAKEHHS
87. AE3PAAVH® TabneTtkn, BKPUTI KPKA, CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/15474/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NNiBKOBOIO n.4a., Hoeo mMecTo, CnoBeHis UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
060/10HKOI0, N0 5 Mr, MecTo (BignoBiganbHWiA 3a thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 0
no 10 Tabnetok y BMPOGHMLTBO “in po3giny "MapkyBaHHs" MKSA J/13: 3anponoHoBaHo:
6nicTepi; no 1 abo bulk”, nepBrHHe Ta MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEPAKEHUM
no 3 6nictepn y BTOPUHHE TEKCTOM MapKyBaHHsSI. OHOB/IEHHS TEKCTY MapKyBaHHS
KapTOHHI Kopoo6Li nakyBaHHS, yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopmalii
KOHTPO/b Ta BUMYCK LLI0AO0 3a3HAaYEHHS OAUHULIb BUMIPIOBAHHSA y cucTemi Sl.
cepii; BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
BiAnoBigabHNI 3a 3aTBepKEHHA
KOHTPOb cepii)
88. AEKAMETOKC NOpPOLLOK ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/12128/01/01
NH (cybeTaHuis) y BO 3 06MeXeHo UMYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y
nonieTnneHoBnx 06MeXeHo BifNoBiAaNbHICTIO napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
Milkax ans 10 "PAPMXIM" BM3HaYeHNX y crneundikauisx Ha A®l, abo
BMPOGHMLITBA Bignosiga BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
CTEepPW/IbHUX Ta NbHICTIO BVKOPMCTOBYIOTbCSA Y nNpoueci BupobHuutea A®I (iHwwi
HeCcTepWIbHUX "OAPMXI 3MiHW)
niKkapcbknx oopm M — Buny4yeHHs nokasHuka «Baxki meTanin» 3i
Cneupndpikanii Ta MeTogiB KOHTPO/O AKOCTi Ha ADI.
BignosigHo Ao 3arasbHoi cTaTTi CybcTaHuil ans
hapmaLeBTMYHOr0 3aCToCyBaHHsA €Bp.Papm. Ta
kepiBHuyTBa ICH Q3D. MNpoBeaeHO enneMeHTHWI aHani3
89. AEKCAMETA3 Tabnetku no 0,5 wr, KPKA, CnoseHis BUPOBHUK, CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/8538/02/01
OH no 10 TabneTok y A4.4a., Hoso BiAnoBigabHNIA 3a TMny - 3MiHK LWoAo 6e3nekn/edeKTNBHOCTI Ta
6nictepi; no 1, abo MecTo BMPOGHMLTBO "in thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY

no 2, abo no 3, abo
no 5, abo no 6, abo
no 9, abo no 10
6nictepis B
KapTOHHI/ KopoobLi

bulk", nepsrHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis

BMPOGHUK,
BiAnoBiganbHNA 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
KPKA, 4.4., Hoso
mecTo, C/ioBeHis

BUPOGHUK,
BiANOBiAa/IbHWIA 3a
KOHTPO/b cepii:

MapKyBaHHS YNakoBK/ NikapcbKOro 3aco6y 3 BHECEHHAM
iHchopma,ii LWoA0 3a3HaYEHHS OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl (BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHST); 3MiHM | TMNY - 3MiHKM 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax 36epiraHHs roToBoro
nNiKapcbkoro 3acoby (36i/1bLUEHHsI TEPMiHY NPUAATHOCTI
rOTOBOrO JIiKapCbKOro 3acoby) - /19 TOproBoi ynakoBKn
(niaTBEPOXYETHCA AAHUMU PEasIbHOIO Yacy) -
36i/IbLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby Ha nigcTasi pe3ynbTaTiB AOCAIKEHHS
cTabinbHOCTI. 3aTBEpAXEHO: 2 poku. 3anponoHoBaHo: 3
POKW. 3MiHM BHCEEHI B iIHCTPYKLi0 4151 MEAUYHOIO
3actocyBaHHs /13 'y p. "TepmiH npugaTHocTi"(BBegeHHs
3MiH NPOTArom 6-Tu MiCALIB NiC/1A 3aTBePIKEHHS)
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KPKA, a.4a., Hoso
mecTo, C/ioBeHis
90. AEKCMEJOETO KOHUeHTpaT ans EBEP ABCTpIA EBEP ®apma €Ha HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/17227/01/01
MIAVH EBEP pO34nHy aons BaniHmxek v6X, HimeuunHa TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
PAPMA iHcpysiiA, 100 mMKr/mn T 'm6X (MOBHWMIA LUKN thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
no 2 Mn B amnyni; BMPOGHMLTBA MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
no 5 amnyn B roToBOro iH(hopMaLii WoA0 3a3HauYeHHSA OANHULIb BUMIPIOBAHHA Y
KapTOHHIi kopo6uyj; nikapcbKoro 3acoby, cuctemi Sl
no 2 M1 B amny’i; BK/TIOHA0UM
no 25 amnyn B nepBuHHe Ta
KapTOHHI KOpoo6L; BTOPUHHE
no 2 mMn 'y ch1akoHi; nakyBaHHs,
no 5 chnakoHiB y KOHTPO/b SKOCTI;
KapTOHHI KOpoo6L; BTOPVIHHE
no 4 Mn 'y chnakoHi; nakyBaHHs
no 4 chnakoHn y (mopatkoBa
KapTOHHIlA KOpo6L; AinbHULA))
no 4 mn 'y chnakoHi;
no 5 cpnakoHiB y
KapTOHHIlA Kopo6L;
no 10 mn y donakoHi;
no 4 donakoHn y
KapTOHHI Kopo6Lyj;
no 10 mn y donakoHi;
no 5 cpnakoHiB y
KapTOHHIA KOpooLi
91. AENIODPEH TabneTku, BKPUTI MPO®AP ManbTta Na6opaTopioc IcnaHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13589/01/01
nNiBKOBOIO MA HopmoH C.A. TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060n0HKo0, No 25 IHTepHeLw hapmakoHarnagy (iHWwi 3MiH1) - OHOB/IEHHS TEKCTY
mr no 10 TabneTok y HN MapKyBaHHS YNakoBK/ NikapCbKoro 3aco6y 3 BHECEHHAM
6nicTepi; no 1 TpeiguHr iHchopMmaw,ii WoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
6nictepy y Nimiten cucTtemi Sl. BHeCEHHSA 3MiH [0 po3ainy “MapkyBaHHS"
KapTOHHIM navw,i MK$ N3. 3anponoHoBaHo: BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTArom 6 MiCsILiB MiCNs 3aTBePAKEHHS
92. AENIODEH PO3YUH OIS iH'EKLLNA, MPO®AP ManbTta Nab6opaTtopioc IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13589/02/01
50 mr/2 mn no 2 mn MA Hopmon C.A. MRy - 3MiHK WoAo 6e3nekn/etheKTUBHOCTI Ta peyernmom
B amnyni; no 5 IHTepHeLw hapmakoHarnsagy (iHwWi 3MiH1) - OHOBMIEHHSI TEKCTY
amnyn y kaceTi; no 1 HN MapKyBaHHS YNakoBK/ NikapCbKoro 3aco6y 3 BHECEHHAM
KaceTi Y KapTOHHilA TpenanHr iHhopmauii LWoA0 3a3HaYEHHA OAMHMLL BUMIPHOBaHHS Y
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nauuj Nimiten cuctemi Sl. BHeceHHSs 3MiH J0 po3ainy “MapkyBaHHS"
MKSA N13. 3anponoHoBaHo: BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH NPOTArom 6 MiCALiB MicNa 3aTBepKEeHHs
93. AETPANNIEKC® TabneTkun, BKPUTI ne ®paHuisa Na6opaTopii Ceps'e ®paHuis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/4329/01/01
nNiBKOBOIO NABOPAT IHaacTpi UMYy - 3MiHW WoAo 6e3nekn/etpeKTUBHOCTI Ta peyenma
06010HKOt0, N0 500 YAP hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
mr; no 15 TabneTtok CEPBE€ po3giny “MapkysaHHa” B 3aTBeppxeHnx MKA 3.
y 6nicTepi; no 2 abo 3anponoHosaHo: BianosigHo A0 3aTBEPAKEHOIO TEKCTY
4 6nicTepun B MapKyBaHHS. 3MiHK | Tuny - 3MiHK Woa0
KOpPOG6LLi 3 KapTOHY 6e3nekn/edekTUBHOCTI Ta thapmakoHarnsagy (iHLwi 3mMiHn)
- 3aTBEPKEHHS a/IbTePHATUBHOTO TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby i3 3a3Ha4eHHAM
MDKHaPOAHWX NO3HaYeHb OAMHNLb BUMIPIOBAHHS.
TepMmiH BBEAEHHA 3MiH NPOTAroM 9 MicAuis nicns
3aTBepMKEeHHSA
94. AE®EHOPM Kancynu TBepai no AT YkpaiHa AT "KMIBCbKUIA YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/5505/01/01
500 mr no 10 kancyn | "KUIBCbK BITAMIHHWIA MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
y 6nictepi, no 3 nn 3ABO4" thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH [0
6nicTepn y nayui BITAMIHH po3giny “MapkysaHHa” MKA /13: 3anponoHoBaHo:
nn MapkyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
3ABOA" MapKyBaHHA. OHOBMEHHSA TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3aco6y 3 BHECEHHSIM iHdhopMaL,i LWoao
3a3Ha4yeHHs oAVHWLL BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHSA
95. ANCIMNOPT® NMopoLLUOK ANA INMCEH ®paHuisa INCEH BIO®APM Benvka BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu || 3a UA/13719/01/01
pO34YMHy Ans PAPMA NIMITEL BputaHis TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
iH ey no 500 O/; KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
1 chnakoH 3 MeTofax BUNpobyBaHHSA roTOBOrO JliKapCbKOro 3acoby
NOPOLUKOM Y (cyTTeBa 3miHa y

KapTOHHIA KOpooLi

6ionoriyHOMy/iMmyHOMOr4YHOMY/IMYHOXIMIYHOMY METOZA|
BUNPOBYBaHHA abo MeTOofi, Y SKOMY BUKOPUCTOBYETLCA
6ionoriyHnii peareHT, abo ix 3amiHa, abo 6io/10rivyHOro
npenapary NopiBHAHHA (CTaHAAPTHOro npenapary), Lo
He 3a3HayveHwnin y 3aTBepApKeHOMyY NMPOTOKOSI) -
NPoBEeAEHHN anbTepHaTUBHE BUNPOOYBaHHA Ha
aKTUBHICTb 719 BUMYCKY Ta BUNPOOYBaHHA Ha
cTabinbHicTb - TecT LD 50 Ha mywax y pasi BUHUKHEHHS
Henepeab6advyBaHUX Npo6siem i3 KynbTypoto KnituH (Cell
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Based Assay) abo nabopartopieto KybTypu K/TITUH.
BigHOBNEHHA paHille NOMWUIKOBO BUAAIEHOTO MeToay
KOHTPO/TI0 aKTUBHOCTI Npenapary aHasizomM TOKCUYHOCTI
Ha MuULax y AKoCTi pe3epBHOro MeToay
96. ANDPITA3OH® pO34nH ANa iHdys3ild, KPKA, CnoseHis KPKA, 4.4., HoBo CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/2527/02/01
2wmr/mnno 100 mny | a.4a., Hoso MecTo UMYy - 3MiHW WoAo 6e3nekn/etpeKTUBHOCTI Ta peyenmom
thnakoHi; no 1 MecTo hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
dhnakoHy y po3ainy «MapkyBaHHs» MK$ /13; 3anponoHoBaHo:
KapTOHHIA KopooLi MAPKVPOBKA B cOOTBETCTBUM C YTBEPXAEHHBLIM
TEKCTOM MapK1poBKW. 3MiHV BHECEHI B TEKCT
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby LoAo
3a3HaYeHHs1 MXKHapPOAHUX NO3HAYeHb OAUHNLb
BMMIipIOBaHHS. BBeeHHsA 3MiH NPOTArom 6-Tn MicsiLiB
nicnsa 3aTBepKeHHs
97. AIArHON® NopoLUOK ANs AT YKpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/11708/01/01
OpasIbHOTO PO3YMHY, "dapmak” ™ny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

64 r/nakeT; no 73,69
I MOPOLLKY Y NakeTi;
no 4 nakeTv B nauu,i
3 KapTOHY

Ta/abo agpecy 3asiBHVKa (BnacHuKa peecTpaviliHoro
NocBiAYEHHSA) - 3MiHA Ha3BW | afpecu 3asBHUKaA
(BBEAEHHS 3MiH NPOTArom 6-Tu MicsLiB micas
3aTBEPKEHHSA); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHN.
3MmiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYakoum AiNbHULI
BUMNYCKy cepii abo MicLie NpoBeAEeHHSI KOHTPOJIHO AKOCTI.
(AisnbHICTb, 3a Ky BiAMOBIgaE BUPOOHMK/iMIopTep,
BK/IO4AK0UM BMMYCK Cepiid) - 3MiHa Ha3Bu i agpecu
BMpO6HUKa 13 (BBefeHHs 3MiH NpoTArom 6-Tn MicAuiB
nicns 3aTBeEPAKEHHS); 3MiHM | TUNY - 3MiHK WO[0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3miHun)
- OHOB/EHHSA TEKCTY MapKyBaHHS YMNakoBKU NiKapCbKOro
3aco6y 3 BHECEHHSIM iHddopMaLiT LLoA0 3a3HAYEHHS
OAMHVLb BUMIPIOBAHHSA Y cucTeMi S| Ta He3HauHi 3MiHK
[0 p. "6. OcobnmBi 3acTepexeHHs LWoAo 36epiraHHs /13
Yy He4oCTyMHOMY AN AiTei Micui”, 3amiHa po3giny
"MapkyBaHHS. BignoBifae HaflaHOMy TeKCTy
MapKyBaHHA" Ha po3fin «MapkysaHHs. 3rifgHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS» B 3aTBEPKEHNX
MKSA N3 (BBegeHHs 3MiH NpoTAroM 6-tu micauis nicns
3aTBEPMAKEHHS); 3MiHM | TUNY - 3MiHW 3 AKOCTI. FOTOBWUIA
nikapcbkuii 3aci6. KOHTposib roTOBOro Mikapcbkoro
3acoby. 3MiHa y MeTofax BUNpobyBaHHA roTOBOr0
nikapcbKoro 3acoby (415 NpuBeAEeHHs Y BiNoBIgHICTb 3
LY abo €Bponeiicbkolo hapMakoneero Ta BUTyHEHHS
NoCW/IaHHS Ha 3acTapinnii BHYTPILLHIA MeToq,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BMNPOOYBaHHS i Ai0r0 HOMEP) - BHECEHHS 3MiH Y
Cneuvdikaujito/MeTogais BunpobysaHHsa 13 3a
napameTtpom "MikpobionoriyHa umctorta", 30Kkpema:
BW/TyYEHHS NOBHOTO OMNUCY NPOBEAEHHS METOAVKM;
[OMOBHEHHSA BiANOBIAHMM NOCUIAHHAM Ha Aitouy
pegakuito 4dY; 3miHu | Tuny - 3MiHK 3 SIKOCTi. [OTOBMI
nikapcbkuii 3aci6. KOHTpOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0NyCTUMUX MEX FOTOBOTO J1iKapCbKOro 3aco6y (iHLui
3MiHW) - 3MiHa nepiognyHocTi 13 3a NOKa3HUKOM
"MikpobionoriyHa yncrora”
98. AIOBAH® TabneTku, BKpUTI Hosaprtic |LUBeiiuapis HoapTic ®apma LLsenuapis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu || 3a UA/7169/01/02
NiBKOBOO dapma Al LTeiH AT, Icnanis UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
o6onoHkoto, no 80 LLseiuapis; thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
mr; no 14 TabneTok HoBapric 3000B'A3aHb Ta YMOB B/Jaui peecTpaLiiiHoro
y 6nicTepi, no 1 abo dapmacbloTrKa noceifgyeHHs, BkNoYaoun Mnax ynpasniHHA pyusvkamu
2 6nictepn y C.A., IcnaHis (3acTocyBaHHs 3MiH(1), SKi(a) BUMaraoTb(€)
KOpOO6LLi 3 KAPTOHY noAasIbLIOro 06rpyHTYBaHHSA HOBMMU A0AATKOBUM
AaHVMU, L0 MatoTb HaJaBaTUCH KOMMETEHTHUM
OopraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLLiHKa
KOMMETEHTHUM OpraHom) - OHOB/1EHO 1naH ynpasniHHA
pu3ukamu, Bepcist 7.0 3MiHVM BHECEHI 40 YaCTUHU
«Cneuudikauis 3 6e3nekm», «MNnaH 3
thapmakoHarnagy», «fnaHu Wwoao nicnsapeectpauiiHix
pocnimpkeHb e(peKTUBHOCTI», «3axoamn 3 MiHimisauii
pU3NKiB», «Pe3toMe nnaHy ynpas/iHHA punkamm»
BiANOBIAHO A0 pekomeHaauiin Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2), pe3ynbTartiB 3aBepLUeHUX
nocnimxeHb, pekomeHgauin PRAC nicns npoBegeHoi
ouiHkm PO3b
99. AIOBAH® TabneTkun, BKpUTI Hosaprtic |LUBeiiuapis HoapTic ®apma LLsenuapis/ BHECEHHS 3MiH 10 peecTpavuiiiHux maTtepianis: 3miHu || 3a UA/7169/01/03
NNiBKOBOIO dapma Al LTeitH AT, IcnaHis MRy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peyenmom
060/10HKO0, N0 160 LBeliuapis; thapmakoHarnagy. BHeceHHs abo 3miHa(u) fo
Mmr; no 14 TabneTok Hosapric 3060B'A3aHb Ta YMOB BUAaui peecTpayiiiHoro
y 6nicTepi, no 1 abo dapmacbloTrKa noceifgyeHHs, BkNoYaoun Mnax ynpasniHHA pusvkamu
2 6nictepu y C.A., IcnaHis (3acTocyBaHHSA 3MiH(M), siki(a) BUMaratoTb(€)
Kopobui noJanbLIoro 06r'pyHTyBaHHA HOBMMMW 40AATKOBUM

AaHUMK, Lo MatoTb HaAaBaTUCA KOMMNETEHTHNUM
opraHoMm, OCKi/lbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoM) - OHOBJIEHO [MnaH ynpasiHHA
pu3ukamu, Bepcist 7.0 3MiHV BHeCeHi [0 YaCTUHU
«Cneumdikauin 3 6e3nekn», «MnaH 3
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
chapmakoHarnsagy», «naxv WwWoao nicnapeectpavinHmnx
pocnimkeHb e(peKTUBHOCTI», «3axoaun 3 MiHimisauii
pu3nkiB», «Pe3stoMe nnaHy ynpasniHHA pusnkamy»
BiNOBIAHO 0 pekoMeHAaLiin Guideline on good
pharmacovigilance practices (GVP) Module V — Risk
management systems (Rev 2), pe3y/bTarTiB 3aBepLueHnx
[ocnimxeHb, pekomeHgauin PRAC nicns nposegeHoi
ouiHkn PO3B
100. | AOKCOPYBIUW | koHueHTpaT Ans Akkopp, Benvka BUPOBHULTBO, IHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a peyenmom UA/17439/01/01
H AKKOPA, PO34UnHy AN Xenckea BputaHis KOHTPO/b AKOCTI, Benvka TMny - 3MiHK 3 AKOCTI. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK
iHcpysii 2 mMr/mn; no nra. nepBuHHE Ta BputaHis/ y BUpOGHMLTBI. 3amiHa abo BBeAEHHS A0AATKOBOI
5 mn (10 mr), 10 mn BTOPVHHE YropwuHa OiNbHWLI BUPOGHMLTBA 411 YaCTUHM ab0 BCbOro
(20 wr), 25 mn (50 nakyBaHHs: BMPOBHMYOro NPOLECy roTOBOTO JliKapCbKOro 3acoby
mr), 50 mn (100 wmr), IHTac (4inbHUUSA oNSA BTOPUHHOIO NakyBaHHSA) - 3amiHa
100 mn (200 mr) y $apmacbloTikanc LiNbHULL AN BTOPUHHOTO NakyBaHHA 3 AKKopg, Xenckea
thnakoHi, no 1 Nimiteq, IHAja Nimiten Bygisna C ta D, Xoymding BisHec-Mapk,
chnakoHy y Kopobui 3 Xoymaping, Xasepxinn, CB9 8QP, Benvika bputaHis Ha
KapToHy BUPOBHULTBO, Akkoppa Xenckea Jlimiteg Empkaing AseHto, Hblokacn-
KOHTPO/b AKOCTI, Anor-TaiiH, NE3 3NB, Benvika BputaHis/Accord
nepBuHHE Ta Healthcare Limited, Edgefield Avenue, Newcastle Upon
BTOPVHHE Tyne, NE3 3NB, United Kingdom; 3miHu | Tuny - 3miHn 3
nakyBaHHs: AKOCTI. [0TOBWIA NikapcbKnii 3aci6. 3MiHM Y BUPOOHULITBI.
IHTac 3MiHa iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY cepii
$apmacbloTikanc Ta KOHTPO/O SIKOCTi FOTOBOO NikapCbKoro 3acoby
Nimiteq, IHAja (3amiHa abo goaaBaHHSA AiNbHULI, Ha AKili 34iCHIOETLCSA
KOHTPO/b/BMNPO6YBaHHSA cepil) - AoAaBaHHA BUPOOHUYOT
BiAnoBiganbHNA 3a OiNbHULL 3 KOHTPONIO SKOCTI cepiil BeccniHr XaHrepi
BWMYCK Cepii: KcpT., Byn. AHoHimyc, 6, Byganew, 1045,
AkKopg, Xernckea YropwmHa/Wessling Hungary Kft., Anonymus u. 6.,
Nimiten, Benvka Budapest, 1045, Hungary
BputaHis
BTOPUHHE
nakyBaHHS:
Akkopf Xesnckea
Nimiten, Benvka
BputaHis
KOHTPO/b AKOCTI
cepiit:
BeccniHr XaHrepi
K., YropwumHa
101. | ENIFAPA 22,5 NopoLUOK NS Actennac [HigepnaHau BignoBiganbHuii 3a | HigepnaHam BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/5758/01/02
Mmr NPUroTyBaHHsA Papma BTOPWHHY YNaKoBKYy / CWWA TUny - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
PO34MHYy ans HOpon B.B. Ta BUNycK cepii: Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS A04ATKOBOI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NiAWKIPHUX iH'EKLi Actennac ®apma AiNbHULI BUPOGHMLTBA 4151 YACTUHM abo BCbOro
no 22,5 mr, Opon bB. B., BMPOBHMYOro NpoLecy roToBOro JlikapcbKoro 3acoby
KOMMMEKT MiCTUTb 2 HigepnaHgn (AinbHMUSA ANA BTOPMHHOIO NakyBaHHS) - BBEAEHHS
notkn: 1 noTok [0[aTKOBOI Ai/TbHUL BUPO6HMUTBA Tonmap IHk., 1201
MiCTUTb NonepeaHbLO BiAnoBiganbHNIA 3a KopHepcToHe [palidy, BiHgzop, Ko 80550, CLUA
HarnoBHEHWIA LWnpwuL, BVMPOGHMLTBO (BianNoBiAa/IbHOrO 32 BTOPUHHY YNakoBky). 3MiHu | Tuny -
A 3 PO3YMHHUKOM wnpuua A: 3MiHK 3 SKOCTi. F0TOBUIA NiKapCcbkuii 3aci6. 3MiHN y
(noni(DL-nakTna-Ko- Tonmap IHk., CLUA BMPOGHMUTBI. 3amiHa abo BBeAeHHS A04AaTKOBOT
rnikonig)nonimep, N- AinbHULI BUPOGHMLTBA 4151 YACTUHM abo BCbOro
MeTUs-2-MiposioH) BiAnoBiganbHNIA 3a BMPOGHMYOro MpoLecy roToBoro Jlikapcbkoro 3acoby
no 457 mr, nopLueHb BUPOGHMLTBO (BinbHULSA, Ha SKI NPOBOAATLCS OYAb-Ki BUPOOHUYI
wnpuua b ta wnpuua A, wnpuua cTagii, 3a BUHATKOM BUMYCKY Cepii, KOHTPOJO AKOCTi Ta
nakeTvk 3 B, KiHUeBYy ynakoBky BTOPVHHOTO NakKyBaHHA A1 CTEPUNbHUX NiKapCbKNX
BOZONOMINHAIOUNM Ta KOHTPO/b AKOCTI: 3aco6iB (BK/OUA4UM BUPOO/IEHi acenTuiHUM MeTOL0M),
areHToMm; 2 0ToK Tonmap IHk., CLUA KpiM nikapCbknx 3acobiB 6ioN0rvYHOro/iMyHOOrYHOrO
MICTUTb nonepeaHbo NOXO)KEHHST) - BBEEHHS [0AaTKOBOI AiNbHUL
HanoBHeHWIA WnpuLy, BiAnoBiganbHNIA 3a BMPOGHMLTBA TonMap IHK., 1201 KopHepcToHe [palid,
B 3 nopotLukom, BUPOGHMLTBO Bina3sop, Ko 80550, CLLUA (BignosiganbHuii 3a
CTepusibHY rosiky Ta wnpuua b: BMPOGHMLTBO Wwnpuua b).
nakeTuk 3 KaHmxuH 6iodapma
BOJ10rONOrNHAaYN NNC., CWA
M areHToMm,
KOMMNAEKT y BiAnoBiganbHNIA 3a
KapTOHHI KopoobLi BVMPOGHMLTBO
wnpuua b Ta ioro
BTOPVHHY YNaKoBKY:
Tonmap IHk., CLLA
102. | EMOKNOT NOPOLLOK Ta KeapioH ITanis KEAPIOH C.IM.A. ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/17394/01/01
PO3YMHHUK AN C.n.A. TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
pO34nHy aons CTabinbHicTb. 3MiHa y TepMiHax npuaaTHOCTi abo

iHdpysiii, 500 MO/10
M/, cpriakoH Ne 1 3
nopotukom no 500
MO y komnekTi 3
PO34MHHMKOM (BOAA
Ans iH ekuin) no 10
MY ¢pnakoHi Ne 1
Ta Habopom ans
PO3YMHEHHSA |
BBEJEHHA Y
KapTOHHIA KopoobLi

ymoBax 36epiraHHsi rOTOBOro MikapCcbKoro 3acoby (3miHa
B YMOBax 36epiraHHs roToBOro Jlikapcbkoro 3acoby abo
nicns po3YNHEHHS/BILHOBNEHHS) - 3MiHN B yMOBax
36epiraHHs roToBOro liKapcbKoro 3acoby;
3anponoHoBaHo: 36epiratv B X0104UbHUKY (Npuy
Temnepartypi Big 2 go 8 °C). He 3amopoxyBsaru.
36epirati B opuriHasibHii ynakosLi 3 METOH 3axXUCTY Big,
CBiTNa, Y HeA0CTYNHOMY ANS AiTei micui. Mepepg,
3aCTOCYBaHHAM NikapcbKoro 3acoby Ta NPOTAroMm 1ioro
TepMiHy NPUAATHOCTI h/1akoH 3 MOPOLLKOM MOXHa
36epiraT Npu KiMHaTHIli Temneparypi, WO He
nepeswuLye 25 °CnpoTarom 6 micauis nocninb. Micns
LbOro nepiogy h/1akoH 3 NOPOLLKOM CAif, 3HULLUTH.
Micnsa 36epiraHHA h1akoHy 3 MOPOLLKOM NpU KiMHATHIl
Temnepartypi 3a60pOHAETLCA 10ro nogasbLue
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

36€epiraHHs B XO/T0ANNBbHYKY.

[aHi woao aaty noyatky 36epiraHHs NikapcbKoro
3acoby npv KIMHaTHIR TeMnepaTypi ciig 3a3Havati Ha
opuriHasbHili ynakoBL,j NikapcbKoro 3acooy y
cneuiasibHOMY BigBeAeHOMY A/15 LbOro Micuji. TepMiH
BBEJEHHS 3MiH - He ni3Hiwe 01.01.2021p.
3MiHM | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3aco6y 3 BHECEHHSIM
iHhopmauii WoA0 3a3HaYEHHST OAMHULL BUMIPIOBAHHSA Y
cuctemi Sl. TepmiH BBEAEHHS 3MiH - He Ni3Hile
01.01.2021p

103.

EMOKNOT

NMOPOLLIOK Ta
PO3YUHHWK ANS
pO34uHy ans
iHcpysiid, 1000
MO/10 mn, donakoH
Ne 1 3 nopoLikom no
1000 MOy
KOMMEKTi 3
PO34YMHHMKOM (BOAA
Ans iH ekuin) no 10
M1y ¢hakoHi Ne 1
Ta Habopom Ans
PO3YMHEHHS i
BBEJEHHS Y
KapTOHHI/ KopoobLi

KeapioH
C.nA

ITanisa

KEAPIOH C.IM.A.

ITania

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax npugaTtHocTi abo

ymoBax 36epiraHHsi roTOBOrO JliKapCbKOro 3acoby (3miHa
B yMOBax 36epiraHHsi roToBOro nikapcbkoro 3acoby abo
nicns PO3UYNHEHHS/BILHOB/EHHS) - 3MiIHN B yMOBax
36epiraHHsA roToBOro fikapcbKoro 3acoby;
3anponoHoBaHo: 36epiratyt B X0N04UbHUKY (Npu
Temnepartypi Big 2 go 8 °C). He 3amopoxyBsatu.
36epirati B OpuriHasibHii ynakosL,i 3 METOI 3aX1CTY Bif,
CBiT/1a, Y HeJOCTYNHOMY AN1s AiTei micui. Mepepg,
3aCTOCYBaHHSAM NikapCbKOro 3acoby Ta NpoTAromM 1oro
TEpMiHy NpuaaTHOCTI 0NakoH 3 MOPOLUKOM MOXHa
36epiraty Npy KiIMHaTHIN TemnepaTypi, Lo He
nepesuLye 25 °C, npotarom 6 micsauiB nocninb. Micns
LbOro nepiogy h/1akoH 3 NOPOLLKOM CAif, 3HULLUTU.
Micnsa 36epiraHHA th1akoHy 3 MOPOLLKOM NpU KiMHATHIl
Temneparypi 3a60pPOHSETLCSA ioro nogasiblue
36epiraHHs B XO/T0ANNbHUKY.

[aHi woao gatn noyaTky 36epiraHHA Nikapcbkoro
3acoby npw KiMHaTHIli TemnepaTypi cnig, 3a3HavaTy Ha
OpuriHaNbHIN ynakoBLi slikapcbKoro 3acoby y
cneujasibHOMY BifBefeHOMY A/19 LbOro Micui. TepmiH
BBEJEHHS 3MiH - He ni3Hiwe 01.01.2021p.
3MiHK | TUNy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnsaay (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3aco6y 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAYEHHST OAMHUL BUMIPIOBAHHA Y
cuctemi Sl. TepmiH BBeIEHHS 3MiH - He Mi3Hiwe

3a
peyernmom

UA/17394/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
01.01.2021p
104. | EHTEPO/ 250 Kancynu no 250 wr, BIOKOAE | ®paHuisa BIOKOJEKC PpaHuisa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/6295/02/01
no 10 a6o no 20, KC MRy - 3MiHW WOA0 6e3nekn/etheKTMBHOCTI Ta peyenma
a6o no 30, abo no hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW B TEKCTI
50 kancyn y naswui MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby Loao
CKNAHIA; no 1 3a3HaYeHHs1 MbXHAapPOAHUX NO3HAYeHb OAUHULb
NASALWL CKNSAHIA Y BUMiptOBaHHA. TePMiH BBEEHHS 3MiH: NPOTArom 6-Tu
KapTOHHI Kopo6Lyj; MicALiB nicnsa 3aTBepAKeHHs
no 5 kancyny
6nicTepi; no 2 abo
no 4, abo no 6
6nicTepiB y
KapTOHHI Kopo6Lyj;
no 6 kancyny
6nicTepi; no 5
6nictepiB y
KapTOHHIA KopooLi
105. | ECMA- Tabnetku ecnapma | HimeuumHa AngaHc ®apma HimeuunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepiasiB: TeXHIYHA 3a UA/17588/01/02
NMPA30N® racTpopesnCTeHTHI M6X vM6X, HimeyumHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom
no 40 wr; no 14 (BMPOGHMLTBO 3a BUMNPAaB/IEHHS TEXHIYHMX NOMUIOK B MKHA, gonyLieHmnx
Tabnetok B 6nicTepi MOBHUM LMK/IOM); npu NpoBeAeHHI npoleaypi peecTpadii, ska
(antominieBa thonbra ecnapma dapma 3aTBep/xeHa Hakazom MO3 Ykpainu Big 16.08.2019 Ne
3 060x 60KiB, ab0 Cepsices 'M6X, 1820, a came: npuMiTKa A0 cneumdikauii Wwoao
antomiHiesa thonbra HimeuunHa nepioguYHOCTI KOHTPOSIIO MOKa3HKKa «lgeHTndikauis.
3 04HOro 60OKy Ta (BTOpUHHE BapBHMKNW.»; 3anNponoHOBaHO: |aeHTudikauis 3anisa
nniska nakyBaHHs) okcua* TecT Ha 3as1i3a okeug Ans 3paska NoBUHEH ByTn
PVC/PE/PVdC 3 no3uTUBHUM * nepesipseTbcs koxHa 10 cepis,
iHworo), no 1 a6o no npvHaiMHi ofHa cepist Ha pik
2 6nictepu B
KapTOHHI ynakoBLi;
106. | ECMNA- Tabnetku ecnapma | HimeuunHa ApngaHc ®apma HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: TeXHIYHA 3a UA/17588/01/01
MPA30N® racTpopesnCTeHTHI 6X 'm6X, HimeyunHa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom

no 20 mr; no 14
Tabnetok B 6nicTepi
(antomiHieBa thonbra
3 060X 60kiB, 260
antomiHieBa honbra
3 0fHoro 6oky Ta
nniska
PVC/PE/PVdC 3
iHWworo), no 1 abo no

(BMPOGHMLTBO 3a
NOBHUM LMK/IOM);
ecnapma ®apma
Cepsices 'm6X,
HimeuunHa
(BTOpUHHE
nakyBaHHs)

BMMPaB/IEHHSA TEXHIYHNX NoMuaok B MKA, gonyweHmx
npu NpoBeeHHI npoueaypi peecTpadii, aka
3aTBepxeHa Hakazom MO3 Ykpaiuu Big 16.08.2019 Ne
1820, a came: npuMiTKa A0 cneuudikauii woao
nepioaNYHOCTI KOHTPOJIIO NOoKa3HuKa «laeHTudikadis.
BapBHUWKK.»; 3anponoHoBaHo: |aeHTudikauis 3aniza
okcua* TecT Ha 3atiza okcug A1 3paska NoBUHEH ByTn
NO3NTUBHUM * NepeBipsAeTbCA KoxHa 10 cepis,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
2 bnictepn B npviHaiMHi 0fiHa cepist Ha piK
KapTOHHIA ynakoBsLi;
107. | ECNA- Tabnetku Ecnapma | HimeuyuunHa BMPOBGHULITBO 3a HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/17588/01/01
MPA30N® racTpope3nCTeHTHI X NOBHVM LMK/TOM: My - AGMIHICTPATUBHI 3MiHW. Buiy4yeHHs1 BUPOGHMYOT
no 20 wr; no 14 ApnBaHc Papma OinbHULI (BKNHOYaOUN AinbHULI Ans ADPL, TPOMDKHOIO
Tabnetok B 6nicTepi M6X, HimeuunHa npoayKTy abo roToBOro ikapCbKoro 3acoby, AifbHUL
(antomiHieBa ponbra 0151 NPOBEAEeHHA NaKkyBaHHS, BUPOOHMKa,
3 060x 60kiB, abo BTOPVHHE BiANOBIAa/ILHOrO 3a BUMYCK CEpili, MicLie NPOBeAEeHHS
altoMiHieBa honbra nakyBaHHs: KOHTPO/tO cepii) abo nocTadasibHUKa BUXIAHOIO
3 04HOro 60OKy Ta ecnapma ®apma MaTepiany, peareHTy abo fOMOMIKHOI PEYOBUHM (SIKLLLO
nniska Cepgices 'm6X, 3a3HayeHo y A0Cbe). BunyyeHHs BUPOOHNYOT AiNbHUL
PVC/PE/PVdC 3 HimeuunHa onsa M3 ecnapma ®apma Cepsices MM6X, HimeuunHa
iHWoro), no 1 a6o no siKa 34jiCHIOBas1a NepBMHHE NaKyBaHHS
2 6nictepu B
KapTOHHIiA ynakoBLi
108. | ECMA- Tabnetku Ecnapma | HimeuyunHa BMPOOHULITBO 3a HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/17588/01/02
NMPA30N® racTpopesnCTeHTHI veX NOBHUM LMK/TOM: TUny - AGMiHICTPaTVBHI 3MiHW. BunyyeHHs BUpoGHUYOT
no 40 mr; no 14 ApBaHc Papma AiNbHULI (BKAOYatoum AinbHULU Ana A®l, npoMiXHoro
Tabnetok B 6nictepi v6X, HimeyunHa npoaykTy abo roToBOro /ikapCbKoro 3acoby, AiNbHUL
(antomiHieBa dhonbra [0)151 TPOBEEHHS NaKyBaHHS, BUPOGHMKa,
3 060x 60kiB, a60 BTOPUHHE BiZiNOBIfA/IbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
anoMiHieBa hosbra nakyBaHHs: KOHTPO/IO cepii) abo nocTayanbHyKa BUXIGHOTO
3 0gHoro 6oky Ta ecnapma ®apma marepiany, peareHTy abo AONOMIKHOT pe4OBUHY (SKLLO
nniska Cepsices 'M6X, 3a3HayeHo y A0Cbe). BunyyeHHs BUPOGHNYOT AiNbHUL
PVC/PE/PVdC 3 HimeuunHa ana N3 ecnapma ®apma Cepsice3 ['M6X, HimeuunHa
iHworo), no 1 a6o no Aka 34iicHioBas1a NepBMHHE NakyBaHHS
2 6nictepu B
KapPTOHHII ynakoBLUi
109. | ECUMHOBA NOpOLLOK MAT YkpaiHa MeHagioHa, C.J1. IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | - UA/14164/01/01
CiNb 2,6- (cybeTaHuis) y "lannuda TUny - 3MiHn 3 akocTi. A®I. CTabinbHiCTb. 3MiHa nepiogy
AIAMIHOIEKC 6aHKax CKISHUX Ans pm" NOBTOPHUX BMNpo6yBaHb/nepiogy 36epiraHHs abo yMoB
AHOBOI BUpOBGHULTBA 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAXEHOMY [0ChE
KNCcnotn CTEepPU/IbHUX cepTuchikaTa BiANOBIAHOCTI E€BpoNeiickkili hapmakonel,

nNikapcbknx hopm

LLI0 BK/TKOYAE Nepiof NOBTOPHOro BUNpobyBaHHs) (nepios
NOBTOPHOro BUNpobyBaHHsA/nepio 36epiraHHs) - 3MiHa
ymoB 36epiraHHss A®| - 3miHa ymoB 36epiraHHs Ad|
BHAC/NiAOK NPUBELEHHS Y BIANOBIAHICTb A0 AOKYMeEHTaL,T
BMPOBHUKA; 3MiHM | TUNY - 3MiHK 3 AKoCTi. A®l. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3miHa y
6e3nocepeHiin ynakoui A®| (iHLWi 3MiHW) - BHECEHHS
3MiH 0 PO3Mipy YNakoBOK BHACMIAOK NPUBEAEHHS Y
BIAMOBIAHICTb A0 AOKYMeHTaLii BUPOOHMKa; 3MiHu | Tuny
- 3MiHu 3 sKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BUNpobyBaHb/nepiofy 36epiraHHa abo ymoB
36epiraHHa A®| (3a BigCyTHOCTI Y 3aTBEPAKEHOMY [0CHE
cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakoner,
LLIO BK/IHOYA€E nepios NOBTOPHOroO BUNPO6YBaHHsA) (nepios
NMOBTOPHOT0 BMNpPOoGyBaHHs/Nepio 36epiraHHs) -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
36inbLIeHHs abo BBeAEHHS nepiody MOBTOPHOrO
BMNpPOB6YyBaHHsA/Nepiody 36epiraHHs Ha OCHOBI
pesynbTaTiB AOCMIMKEHD Y PeasIbHOMY Yaci -
36iNbLUEHHS TepMiHy 36epiraHHs AD|: 3aTBepKeHo:
TepMiH NnpuaaTHOCTI 2 pokn 3anponoHoBaHo: MNepiop,
peTecTyBaHHs 36 MicsiLiB
110. | XKOBY PO34MH HaLLKIpHWiA MpusaTHe YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/12368/01/01
MEANYHA no 250 MmNy NAAWLi; | akuioHepH 06MeXeHOo MMy - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta peyenma
KOHCEPBOBA | no 1 naswui y navui e BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHK) - 3MiHN BHECEHI B TEKCT
HA 3 KapTOoHy; no 200 TOBapucTB "®apma Yepkac" MapKyBaHHS! yNakoBKU /likapcbKoro 3acoby Loao
My donakoi; no 1 o} 3a3HaYeHHs1 MXKHapPOAHNX NMO3HAYeHb OAUHNLB
donakoHy y nauuj 3 "IHcpy3ia" BMMIpIOBaHHA. BHeceHHA 3MiH o po3ainy
KapToHy; no 100 mn «MapkyBaHHs» MK#A J13: 3anponoHoBaHo:
y donakoHi abo 6aHLi MAPKYBAHHSA BignosigHo [0 3aTBEpAKEHOr0 TEKCTY
; no 1 donakoHy abo MapKyBaHHs. TepMiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuis
6aHuj y mayui 3 nicns 3aTBepAkKeHHs
KapToHy;
111. | 3OKAPAIC® 30 | Tabnetku, BKpUTI MeHapiHi | llokcembypr Brpo6HuyTBO "in HimeuunHa/ BHECEHHS 3MiH 10 peECTpaLifiHnx maTepianis: 3miHu | 3a peyenmom UA/3246/01/02
Mmr NNiBKOBOO IHTepHeLw bulk", nepBuHHe Ta ITanis TMny: 3MiHn 3 akocTi. APl. KoHTponb AdI. 3miHa y
06010HKO0, Mo 30 oHan BTOPUHHE meTogax BunpobysaHHa APl abo BUXiAHOTO
Mr; o 7 TabneTok y Onepeiiw nakyBaHHs, mMartepiany/npomiKHOro nNpoAayKTy/peareHTy, LWo
6nicTepi; no 1 OHC KOHTPO/b Ta BUMYCK BMKOPWCTOBYETLCA Y NpoLieci BUPo6HMLUTBa AD| (iHLUI
6nictepy B INokcemby cepiii: 3MiHM Y MeTogax BUNpo6yBaHHA (BK/OYaUy 3aMiHy
KapTOHHI Kopo6Lyj; pr C.A. MeHapiHi - ®oH ab0 onoBHeHHs)) APl abo BMXiAHOTO/MPOMIXHOIO

no 14 TabneTtok y
6nicTepi; no 1 abo 2
6nictepu B
KapTOHHI/ KopoobLi

XengeH N'M6X,
HimeuunHa,
Bupo6bHMLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepiit:

A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis;
KoHTponb cepiii:
Jowmne
hapmaveyTiui
C.n.A., lTanis;
A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis

NPOAYKTY) - M. 3a/IULWKOBI PO3UnHHMKKM (IPA) pepakuiiHi
npaskun Ao metogy HS GC; 3MmiHu | Tuny: 3MiHU 3 AKOCTI.
A®I. KoHTponb A®L. 3miHa y MeToAax BUNPOGYBaHHS
A®| abo BMXigHOrO Matepiany/npoMiXXHOro
NpoAyKTy/peareHTy, W0 BUKOPUCTOBYETLCA Y NPOLIEC
BUpo6HULUTBa AP| (BUNYYEHHSI METOLY BUNPOGYBaHHS
ons Ad®l/peareHTy/npOMiIXXHOTO NPOAYKTY, SKLLO
a/lbTEPHATUBHUI METOJ, BXe 3aTBepIKeHWA) -
BUTYYEHHS a/lbTEPHATUBHOIO METOAY BUMPOOYBaHHS
DRX Test ans BusHaueHHs1 «Polymorph Bx»; 3miHu |
Tuny: 3MiHY 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
MeTofax BunpobysaHHsa APl abo BuxigHoro
marepiany/npomikHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHN y 3aTBEpPKEHMX MeTofax
BMNPOGYBaHHS) -HE3HAUHI 3MiHW Yy 3aTBEPKEHNX
MeTogax BUnpobyBaHHA 3a nokasHukom «Polymorph B»
ons IR-ATR meTogy, peaakuiliHi 3MiHU B onuci Ta
BW/TyHYEHHST iHhopMaLil Lo CTOCYETLCS MiHii perpecii;
3MiHu 3 aKocTi. A®l. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BuxigHoOro
marepiany/npomikHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCS Y NpoLieci BUpobHuutea AdI
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs

(He3HauHi 3MiHM y 3aTBEpXEHUX MeToAax
BUMNPOOBYBaHHS) - HE3HAUHI 3MiHUN Y 3aTBEPAXEHOMY
METOZAi BUNPOGYBaHHS 3a NOKA3HUKOM «Po3Mip 4acTok»,
a came fofaHHA [eTaslbHOro ONUCY METOAiB KOHTPOSIO
ons Sieve test i Laser test; 3miHu | TUny: 3MiHW 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo [oMyCTUMUX MeX, BU3HAUYEHNX Y cneuudikauisx
Ha A®I|, abo BUXiAHWIA/MPOMIXHWIA NpoAyKT/pearexT, Lo
BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuytea Ad|
(monoBHeHHs cneumdikalii HOBUM NOKa3HMKOM SIKOCTI Ta
Bi4NOBIAHMM METOLOM BUNPOBYBaHHS) - AONOBHEHHS
cneumngikayii A®l HOBUM NOKa3HMKOM SKOCTi 2-
eTunrekcaHosa kucnota (0,10 %) Ta BiANOBIAHUM
MEeTOA0M BUNPOBYBaHHSA; MiHM | TUNYy: 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikawii
Ta/abo foMyCTUMUX MeX, BU3HAUYEHNX Y cneuudikaLisx
Ha A®I|, abo BUXiAHWIA/MPOMIXHWIA NpoAyKT/pearexT, Lo
BVIKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(3BYXXEHHS [ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumaikauii) - 3miHa y cneyudikauii A®| 3a
nokasHukom «CynpoBigHi AOMILLKW», 30Kpema
po3aineHHs napameTpiB cneundikaLii Ta 3BY)XXEHHS
[ONyCTUMUX MEX, BU3HaAYeHMX Y cneumdikauii; 3miHu |
TMny: 3MiHn 3 akocTi. APl. KoHTponb AdI. 3miHa 'y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXIAHWIA/NPOMDKHMIA NpoAayKT/pearexT, LWwo
BVIKOPVCTOBYIOTBCS Y Npoueci BupobHuuytea Ad|
(3BYXEHHS AOMYCTUMMX MEX, BU3HAYEHUX Y
cneumdikauii) - 3miHa y cneundikauii A®I 3a
nokasHukom «CynpoBigHi AOMILLKM», 30KpeMa
po3aineHHa napameTpiB cneumdikaii Ta 3ByXXeHHs
[ONYCTUMUX MEX, BU3Ha4YeHuX y cnevmdikauii; 3miHu |
Tmny: 3MiHW 3 AkocTi. A®l. KoHTponb Adl. 3miHa 'y
napameTpax cneuudikadii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
BVXIigHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(3BYXXEHHS ONYCTUMMX MEX, BUHAYEHUX Y
cneuudikauii) - 3ByXXEHHS OMYCTUMUX MEX,
BM3HauYeHux y cneyudikauii APl 3a noKasH1KOM
«CynpoBigHi gomiwku» (BEPX); 3miHn | Tuny: 3miHn 3
akocTi. A®l. BUpo6bHMUTBO. 3MiHa BUPO6HUKa
BUXIAHOro/NPOMIKHOrO NPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUpOBHNYOMY npoueci A®l, abo
3MiHa BMPOGHMKa (BK/OYakouu, e HeobXigHo, micue
npoBeAeHHs KOHTPOAo AkocTi) APl (3a BigcyTHOCTI
cepTudikaTa BiANOBIAHOCTI EBpoONelichKiin hapmakonei y

3aTBEpPAKEHOMY 0CbE)(3MiHM A0 3ax0fiB, NOB'A3aHUX 3
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

KoHTponiem A®l, abo gopaBaHHs AinbHULI, fe
NPOBOAUTLCSA KOHTPO/IL/BUNPOBYBaHHSA cepii) -
BBE/EHHSA KOHTPaKTHOI nabopaTopii 41a NpoBeAeHHs
BM3HAYEHHS PO3Mipy YacTUHOK Ta aHanidy IR-ATR -
A.Menarini Manufacturing Logistics and Services S.r.L
Via Rosolino Pilo, 1 Florence ltaly (Laser particle size
analysis and IR-ATR); 3MiHu | TUNYy: AgMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu Micus
NpoBafpKEHHN AiSNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYaoUn AiNbHULI
BUNYyCKy cepii abo MicLe NpoBeAEeHHS KOHTPO/IHO AKOCTI.
(misnbHICTb, 3a AKy Bignosigae BUPoOHuK/iMnopTep, He
BK/IO4A0UM BUMYCK Cepiid) - 3MiHa HaliMeHyBaHHS
BMpo6HUuKa 13, BigNoBiAaIbHOIo 3a KOHTPOSIb cepii
(BBegeHHsA 3MiH NPOTAroM 6-Tu micALiB nicns
3aTBEpMXEHHS); 3MiHu || TUny: 3MiHK 3 AkocTi. AdI.
Bupo6HMLTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXHOIO
npoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
BMPOGHMYOMY npouieci A®I, abo 3miHa BUPOGHUKa
(BKNtOYAOUU, e HeobxiaHo, MicLe NpoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(BBEAEHHA HOBOTO BUPOGHUKA
A®| 3 HagaHHAM MacTep-tharina Ha Adl) - BeegeHHs
mogynb 3.2.S pns Zofenopril Calcium, wo
BUpo6nsieTbes 3aBogoM LUSOCHIMICA S.p.A.
Lomagna BignosigHo A0 BiAKPUTOT YaCTUHU, OCKISTbKN
3[jiicHeHo nepefaya BnacHocTi Big Lusochimica S.p.A.,
Pisa o LUSOCHIMICA S.p.A. Via Giotto 9-23871
Lomagna

112.

30KAPAIC® 30

Mr

TabneTku, BKpUTI
NiBKOBOO
060/10HKO0, M0 30
Mr, no 7 TabneTok y
6nictepi; no 1
6nictepy B
KapTOHHI koop6uyj,
no 14 tTabneTtok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA KopooLi

MeHapiHi
IHTepHeLw
oHas
Onepeiiw
OHC
Jokcemby
pr C.A.

Tokcembypr

A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHg,
Cepsicec C.p.J1,,
ITanis
(BupobHULTBO “in
bulk”, nepBrHHe Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepiid); A. MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis (KOHTpO/ib
cepiii); Jomne
C.n.A., Itanis
(KOHTpONb cepiil);
MeHapiHi-®oH

ITania/
HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
MMy - 3MiHK WoAo 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAaYEHHS OAMHULL BUMIPIOBaHHSA Y
cucTeMi Sl. BHeCeHHs 3MiH f0 po3giny «MapKyBaHHs»
MK$ N13. 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTAroM 6 MiCALIB MiCNS 3aTBEPAKEHHS

3a peyernmom

UA/3246/01/02




70

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
XenpgeH M'vbX,
HimeuunHa
(B1pPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiif)
113. | S3OKAPAIC® TabneTku, BKpUTI MeHapiHi | NllokcembBypr Brpo6HuyTBO "in HimeuunHa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu | 3a peyenmom UA/3246/01/01
7,5Mr NNiBKOBOIO IHTepHeLw bulk”, nepsuHHe Ta ITanis Tuny: 3MiHY 3 AkocTi. A®l. KoHTponb A®I. 3miHa y
060/10HKOM0, M0 7,5 oHan BTOPVHHE MeTofax BunpobysaHHsa APl abo BuxigHoro
Mr; no 7 TabneTok y Onepeiiw nakyBaHHs, marepiany/npomikHOro NpoayKTy/peareHTy, Lo
6nicTepi; no 1 OHC KOHTPONb Ta BUMYCK BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HMLUTBa ADI (iHLUi
6nictepy B Mokcemby cepiii: 3MiHM y MeToAax BUNpobyBaHHSA (BKOUYaOUW 3aMiHy
KapTOHHI Kopo6Lyj; pr C.A. MeHapiHi - PoH abo gonoBHeHHs)) A®| abo BUXiAHOrO/MPOMIXXHOIO

no 14 tabnetok y
6nictepi; no 1 a6o 2
6nictepu B
KapTOHHIA KopoobLi

XeigeH 'vbX,
HimeuunHa,;
Brpo6HuyTBO "in
bulk”, nepsuHHe Ta
BTOPUHHE
nakyBaHHs, BUMYyCK
cepiii:

A. MeHapiHi
MaHythakTypiHr
JloricTikec eHp,
Cepsicec C.p.J1,,
ITanis;
KoHTponb cepiii:
Jomne
thapmaveyTiui
C.n.A, ltanis;
A. MeHapiHi
MaHythakTypiHr
JloricTikec eHp,
Cepsicec C.p.J1,,
ITanisa

NPOAYKTY)- M. 3a/IMLLKOBI pO34nHHMKKM (IPA) pefakuiiHi
npasku Ao metogy HS GC; 3miHu | Tuny: 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOOyBaHHS
A®I| abo BMXigHOrO MaTepiany/npoMixXHOro
npoayKTy/peareHTy, W0 BUKOPUCTOBYETLCSA Y NPOLEC
BMPOG6HMLTBA AD| (BUNYyYEHHS METOAY BMNPOGYBaHHSA
onsa Ad®l/peareHTy/NpPOMIXXHOTO NPOAYKTY, AKLLO
anbTepHaTUBHUIA METOS, BXeE 3aTBepKEHWA) -
BUIYYEHHS a/lbTEPHATMBHOIO METOAY BUMPOOYBaHHSA
DRX Test gnsa BusHaveHHA «Polymorph B» ; 3MiHu 3
AKoCTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BuxigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wwo
BMKOPUCTOBYETbLCA Y NpoLeci BUpobHuutea Ad®|
(He3HayHi 3MiHN y 3aTBEpPAKEHUX MeToAax
BMNPOGYBaHHS) - HE3HAYHI 3MiHW Y 3aTBEPAXKEHUX
MeTofax BMNpobyBaHHsA 3a NokasHUkom «Polymorph B»
ansa IR-ATR meTogy, peAakuiiiHi 3MiHK B onuci Ta
BW/TyHYEeHHS iHdhopmaLii WO CTOCYETLCA MiHii perpecii;
3MiHuM | Tuny: 3MiHK 3 aKocTi. A®L. KoHTponb A®L. 3miHa
y MeTogax BunpobysaHHa APl abo BuXigHOro
mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wwo
BMKOPUCTOBYETbLCA Y NpoLeci BUpobHuutea Ad®|
(He3HayHi 3MiHN y 3aTBEpPAKEHUX MeToAax
BMNPOOYBaHHS) - HE3HAYHI 3MiHW Y 3aTBEpPKEHOMY
MeTOZAi BUNPOGYBaHHS 3a NOKa3HUKOM «Po3Mip 4acTok»,
a came floflaHHA [eTa/lbHOro ON1CY METOAiB KOHTPO/IO
ons Sieve test i Laser test; 3miHu | TUny: 3MiHW 3 SIKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauliii
Ta/abo fonyCTUMUX MeX, BU3HAUYEHNX Y creumdikaisx
Ha A®l, abo BUXigHWI/MPOMIXHWIA NpoAyKT/pearexT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(monoBHeHHs cneumdikalii HOBUM NOKa3HMKOM SIKOCTI Ta
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs

BiANOBIAHUM METOA0M BUNPOGYBaHHS)- LONOBHEHHS
cneuungikauii A®l HOBUM NOKa3HMKOM AKOCTi 2-
eTunrekcaHosa kucnota (<0,10 %) Ta BiANOBIAHUM
MEeTOZAOM BUNPOBYBaHHS; 3MiHW | TURY: 3MiHM 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikadiii
Ta/abo fonyCTUMUX MeX, BUSHAYEHNX Y cneumdikaisx
Ha A®l, abo BUXigHWI/MPOMIXHWIA NpoAyKT/peareHT, Lo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(3BYXEHHS JONYCTUMMX MEX, BU3HAYEHUX Y
cneumdikauii) - 3miHa y cneundikauii A®I 3a
NoKasHNKOM «CynpoBiAHI LOMILLKN», 30KpeMa
po3aineHHs napameTpis cneuudikaLii Ta 3BY)XXEHHS
[ONYCTUMMX MEX, BU3Ha4YeHuX y crnewmdikauii; 3miHu |
TMny: 3MiHY 3 kocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuucdikauinn Ta/abo foNyCTUMUX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BUXiQHWIA/NPOMDXHUIA NpOAyKT/peareHT, Wwo
BVIKOPMCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(3BYXXEHHS [ONYCTUMUX MEX, BU3HAUYEHUX Y
cneumaikauii) - 3miHa y cneyudikauii A®| 3a
nokasHukom «CynpoBigHi AOMILLKW», 30Kpema
po3aineHHs napameTpiB cneundikaLii Ta 3BY)XXEHHS
[ONyCTUMUX MEX, BU3HaAYeHMX Y cneumdikauii; 3miHu |
TMny: 3MiHn 3 akocTi. APl. KoHTponb AdI. 3miHa 'y
napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHuX y crneyndikauisx Ha A®l, abo
BUXIAHWIA/NPOMDKHMIA NpoAayKT/pearexT, LWwo
BVIKOPVCTOBYIOTBCS Y Npoueci BupobHuuytea Ad|
(3BYXEHHS AOMYCTUMMX MEX, BU3HAYEHUX Y
crneundikauii) - 3BY)XXEHHS AONYCTUMUX MEX,
BM3Ha4YeHuX y cneundikauii AD| 3a nokasHUKOM
«CynpoBigHi gomilkun» (BEPX); 3miHu | Tvny: 3MiHn 3
akocTi. A®l. BupobHnuTBO. 3MiHa BUPOGHUKA
BVXifHOro/MPOMDKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTLCS Y BUPOBHUYOMY npoueci AdDl, abo
3MiHa BUPOGHKMKa (BKtOUaouW, ge HeobxigHo, micue
npoBefeHHs KOHTPOosIo skocTi) AdI (3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBponeiickbkiit hapmakonei y
3aTBEPAKEHOMY AOCbLE)(3MIHM 40 3axX0A4iB, NOB'A3aHUX 3
KoHTponiem A®I, abo gogaBaHHs AinbHULI, fe
NPOBOAUTLCSA KOHTPO/Ib/BUNPOBYBaHHSA cepii) -
BBE/EHHA KOHTPaKTHOI NabopaTopii 41s NpoBeAeHHs
BM3HAYEHHS PO3Mipy YacTUHOK Ta aHanidy IR-ATR -
A.Menarini Manufacturing Logistics and Services S.r.L
Via Rosolino Pilo, 1 Florence ltaly (Laser particle size
analysis and IR-ATR); 3MiHu | TUNYy: AAMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu Micus
NpoBapKEHHN AISNbHOCTI BUPOOHMKa/imnopTepa
rOTOBOrO JiKapCbKOro 3acoby, BK/IKYaKUM AiNbHAL
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BWMYCKy cepii abo MicLe NpoBeAeHHS KOHTPOJIHO AKOCTI.
(misanbHICTb, 3a Ky BiANOBiAaE BUPOGHMK/IMIoOpTeEp, He
BK/IO4AI0UM BUMYCK CEPiid) - 3MiHa HaliMeHyBaHHS
BMpOGHUKa /13, BiANOBIAA/ILHOIO 3a KOHTPO/Ib cepii
(BBeAEHHs 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHK || TUny: 3MiHK 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHa BUPO6HUKA BUXiAHOrO/NPOMKHOIO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npoueci A®l, abo 3miHa BUPO6HUKaA
(BkNtovaroun, ae HeobxigHO, MicLie NPoOBeAEHHS
KOHTpO/t0 AKOCTi) AP (3a BigCYTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponeiichbkili hapmakonei y
3aTBEPAKEHOMY [JOCHE)(BBEAEHHA HOBOTO BUPOGHUKA
A®| 3 HapaHHAM MacTep-chaiina Ha A®l) - BBeaeHHs
mogynb 3.2.S pans Zofenopril Calcium, wo
BMpo6nseTbes 3aBogom LUSOCHIMICA S.p.A.
Lomagna BifnoBigHO A0 BIAKPUTOT YACTUHW, OCKINbKM
34ilicHeHO nepefgaya BnacHocTi Big Lusochimica S.p.A.,
Pisa go LUSOCHIMICA S.p.A. Via Giotto 9-23871
Lomagna
114. | S3OKAPAIC® TabneTkun, BKpUTI MeHapiHi | NllokcembBypr Brpo6HuyTBO "in ITanis/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a peyenmom UA/3246/01/01
7,5Mr NNiBKOBOIO IHTepHeLw bulk”, nepsuHHe Ta HimeyunHa TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta
060/10HKOM0, M0 7,5 oHan BTOPVHHE hapmakoHarnsay (iHwi 3MiH1) - OHOBNIEHHSI TEKCTY
Mr, No 7 TabneTok y Onepeiiw nakyBaHHs, MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHAM
6nicTepi; no 1 OHC KOHTPONb Ta BUMYCK iHhopmaLii WoA0 3a3HAYEHHS] OAMHULB BUMIPIOBaHHA Y
6nictepy B Mokcemby cepiii: MeHapiHi - cuctemi Sl. BHeCeHHs 3MiH A0 po3ainy «MapKyBaHH:A»
KapTOHHI Kopoo6Li, pr C.A. ®oH XeingeH MvbX, MK4A N13. 3anponoHoBaHo: MapkyBaHHS. 3rigHO
no 14 TabneTtok y Himeuunha; 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
6nictepi; no 1 a6o 2 Bupo6bHMLTBO "in 3MiH NPOTArom 6 MiCALiB MiCNa 3aTBepPAKEHHS
6nictepu B bulk", nepBuHHe Ta
KapTOHHIA KopooLi BTOpPUHHE
nakyBaHHs, BUNYCK
cepiii: A. MeHapiHi
MaHyakTypiHr
JoricTikc eHp,
Cepsicec C.p./1.,
ITanis; KoHTponb
cepiii: lomne
C.n.A,, lTanis; A.
MeHapiHi
MaHyhakTypiHr
NoricTikc eHp,
Cepsicec C.p.J1,,
ITanis
115. | 30/1EB-500 TabneTkn, BKpUTI €BPO IHais oAC NimiTepq, IHgis BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 3a UA/8777/01/02
N1iBKOBOO NAVIOKEP TUMY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio. peyenmom
0600HkKot0, No 500 MPABIT KOHTposb roToBOro nikapcbkoro 3acoby. 3miHa y
Mr, no 5 TabneTtok y NIMITEL

MeToAax BUMPOGYBaHHs TOTOBOTO JIIKAPCLKOTO 3aco6y
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nicTepi; no 1 (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOYAKUN 3aMiHy
6nictepy y ab0 [ONOBHEHHS)) - BBEAEHHS 3MiH NPOTAroM 3-X
KapTOHHIi Kopo6Li. MicsALIB MicnsA 3aTBepKeHHs; CynyTHSA 3MiHa - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. KOHTpoNb roToBOro
nikapcbKoro 3acoby. 3miHa napameTpis cneyudikadin
Ta/abo [onycCTMMMNX MEX rOTOBOTO J1liKapCbKoro 3acoby
(AonoBHeHHA abo 3amiHa NokasHukKa cneundikauii 3a
pe3ynbTatamu gocniipkeHb 3 6e3nekn abo AKocTi (3a
BMHATKOM NiKapCbK1X 3ac06iB
6i0N10r4YHOro/iMyHO/IOTIYHOTO NMOXOZKEHHS)) -
npuBefeHHs Y BiANOBIAHICTb TEKCTY crneumndikavii Ta
METOZIB KOHTPOJIt0 SIKOCTI JliKapCbKOro 3acoby, Lo
3aTBepMAXEHi B YKpaiHi [0 OpUriHa/IbHOro TEKCTY,
3aTBEPKEHOr0 B KpPaiHi BUPOOHMKA
116. | 30/1EB-750 TabneTku, BKPUTI €BPO IHais e AC NimviTepq, IHais BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/8777/01/03
NiBKOBOO NAVOKEP TUMY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio. peyenmom
060n0HKot0, No 750 MPAVBIT KOHTposb roToBoro nikapcbkoro 3acoby. 3mMiHa y
Mr, Mo 5 TabneTok y NIMITEL MeToZax BUNpPoOyBaHHS rOTOBOTO JliKapCbKOro 3acoby
6nicTepi; no 1 abo (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKOYAKUN 3aMiHy
no 2 6nictepn y a60 [OMNOBHEHHS)) - BBEAEHHS 3MiH MPOTArOM 3-X
KapTOHHI/ KopoobLi MicsALIB MicnsA 3aTBepKeHHs; CynyTHSA 3MiHa - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbkuii 3aci6. KOHTPOb roToBOro
nikapcbKkoro 3acoby. 3miHa napameTpis cneyudikadin
Ta/abo [onyCcTUMUX MEX rOTOBOTO JTiKapCbKOro 3acoby
(AonoBHeHHA abo 3amiHa NokasHuKa cneundikauii 3a
pesynbTaTamu AocnifxeHb 3 6e3nekn abo SKocTi (3a
BMHATKOM NiKapCbK1X 3ac06iB
6i0N10riYHOro/iMyHOOMNYHOTO NOXOKEHHS)) -
npuBeaeHHs Y BiANOBIAHICTb TEKCTY crneumndikavii Ta
MEeTOZIB KOHTPOJItO AKOCTI JliKapCbKOro 3acoby, Lo
3aTBepMAXEHi B YKpaiHi [0 OpUriHa/IbHOrO TEKCTY,
3aTBEPAKEHOr0 B KpaiHi BUPOOHMKa
117. | 30/10PT® TabneTku, BKpUTI NMPANIEP CWA Mdpaiizep HimeuunHa/ BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3MiHu | 3a UA/7475/01/01
NiBKOBOO IHK. MeHtochekuypuHr ITanisa TUMY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio. peyenmom
o60noHkoto, no 50 [Joiuneng rmoéxX, KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y
mr, no 14 TabneTok HimeuunHa MeToZax BUNpPoOyBaHHS rOTOBOTO JliKapCbKOro 3acoby
y 6nicTepi; no 2 (B1pOGHMLTBO, (BUNyYeHHs MeToAy BUNPOOYBaHHS, SKLLO BXe
6nictepu y nepBuHHE Ta 3aTBEPKEHNI a/lbTEPHATVBHUIA METOA) - BUAANEHHS
KapTOHHIiA ynakoBL,i BTOPVHHE aHaniTMYHOI MeToaunkmM (S 147.8), aka €
nakyBaHHs, a/ibTepHaTVBHUM METOAOM A5 iAeHTudiKauii Ta

KOHTPO/b SIKOCTI,
BUMNYCK cepil); XaynT

KiNbKICHOro BM3HAYeHHA cepTpavliHy rigpoxaopuay.
BBefieHHs1 3MiH NpoTsArom 3-x MicsauiB nicns
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dapwma flaTiHa 3aTBEPAXKEHHA
C.p.n., Itanis
(BMpO6HMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMYCK cepil)
118. | IBAHAPOHOB KOHUEeHTpaT Ans AKkopa Benuvka Brpo6HMLUTBO IHpis/ BHECEHHS 3MiH 40 peecTpaviinHmx MmaTepiasis: - 3MiHuN 3 3a peyenmom UA/16515/01/01
A KUCNOTA pO34MHy oNns Xenckea BpuTaHia rotosoro /13, YropwmHa/ AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
AKKOPJ, iHcpysiid, 1 mr/mn no nra. nepBuHHE, BTOPVHHE Benvka 3MiHa iMnopTepa/3miHu, WO CTOCYOTLCS BUNYCKY cepil
2mMntano6mny nakyBaHHs, BpuTaHis Ta KOHTPOSIO SIKOCTi FOTOBOTO /1iKapCbKOro 3acoby
hnakoHax, no 1 KOHTPO/b AKOCTI: (3amiHa abo fofdaBaHHS AiNbHULI, Ha AKili 34iACHI0ETLCA
donakoHy y IHTac KOHTPONb/BUNPOBYBaHHSA cepii) foAaBaHHA [iNbHUL 3
KapTOHHI/ KopoobLi dapmacboTrKenc KOHTPO/O SIKOCTi cepii roTOBOro JlikapcbKoro 3acoby -

Nimitepn, IHAia

BTopuHHe
naKyBaHHs:
Akkopf Xesnckea
Nimiten, Benvka
BpuTaHis

KOHTpOsb SIKOCTI:
BeccniHr XaHrepi
K., YropwumHa

BignosigansHuii 3a
BUNYyCK cepil:
AKKOpA, Xernckea
Nimiteq, Benunka
BpuTaHia

BeccniHr XaHrepi K., YropwmHa. 3miHu | Tuny - 3MiHu
3 AKOoCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo BBEAEHHSA [0AaTKOBOI
AinbHULI BUPO6HMLTBA AN18 YacTUHN abo BCbOro
BMPOGHNYOro NPOLECY roTOBOrO JIiKapCbKOro 3acoby
(AiNbHULA ANA BTOPMHHOIO NakyBaHHS) 3aMiHa AifbHULSA
BTOPVHHOTO NakyBaHHSA roTOBOrO /liKapCbKoro 3acoby 3
Akkoppg, Xenckea JNlimitea, byaisnsa C, Xoymading, 6isHec-
napk, Xoymcing Poya, Xasepxinn, CB9 8QP, Benuka
BpuTaHis Ha Akkopg Xenckea flimiten, Epxding AseHto,
Hbtlokacn-AnoH-TaiiH, NE3 3 NB, Benvka Bputanis.
3MiHu | TURY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoptoBasibHUiA 3aci6. 3miHa y
MeTofax BUNPO6yBaHHS NePBUHHOT YNakoBKM rOTOBOrO
nikapcbKoro 3acoby (iHWwi 3MiHM y MeTodax BUNpobyBaHb
(BrtovarouM 3aMiHy abo foAaBaHHs)) AOAaBaHHS
aNbTepHaTMBHOIO BHYTPILWHLOro meTtoay ICP ansa
napameTpy “"EkcTparyBaHHs LUMHKY" 4118 T'YMOBUX
npo6okK. 3miHu | Tuny - 3miHK 3 skocTi. CepTudikart
BignosigHocTi/IE-cepTudikar BignosigHocTi
€Bponelicbkiii thapmakonei/MmoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO MPMBEAEHHS Y BiAMOBIAHICTb
[0 MoHorpadpii ®Y abo €Bponelicbkoi dhapmakonei,
abo iHWOi HauioHas1bHOI dhapmakonei aepxasn E€C
(3miHa y cneuudpikauisx, nos'sasaHa 3i 3miHamu B J®Y,
abo €sponelicbkiin hapmakonei, abo iHLWIA HaLioHaNbHIl
thapmakonei gepxasu €C) OHOB/IEHHS NMOKa3HMKa
cneuudikauii "TecT Ha rigponiTMYHy CTilKicTb" Ans
BUNPOGYBaHHSA CKNSAHUX (hr1akoHiB BignosigHo fo EP.
3MiHn | TURY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
KoHTposib rotToBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneumgikauii Ta/abo A0NyCTUMUX MEX
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

roTOBOrO JliKapCbKOro 3acoby (3BYXXEHHS [ONyCTUMUX
MeX) 3BY)XXEHHS1 AONyCTUMUX MeX y cneumdikauii
rOTOBOrO J1iKapCbKOro 3acoby Ha BMMYCK Ta TEPMIH
npuaaTHOCTI 3a NokasHUKOM "CynyTHi AOMILLKK". 3MiHu |
Uy - 3MiHK 3 AKOCTi. A®l. KoHTponb AdI. 3miHa y
mMeTofdax BunpobysaHHs A®l abo BUXigHOro
matepiany/npomiKHOro NpoayKTy/peareHTy, Lo
BUKOPUCTOBYETbLCA Y NpoLeci BUpobHuuTea Ad®|
(He3HayHi 3MiHN y 3aTBEPKEHUX MEeTOoAax
BMMNPO6YBaHHSA) HE3HAYHI 3MiHM Y MeTO/ji KOHTposo AdI
"CynyTHi goMiwkun" (BEPX) 3 MeTOl0 BUNYyYEHHSA NepLunx
100 mn dinbTpaty. 3miHu | TUNY - 3MiHKM 3 SKOCTI.
CeprtudpikaT BignoigHocTi/l E-cepTudikar BiANOBIAHOCTI
€Bponelicbkii hapmakonei/MoHorpadii. 3miHu,

NoB'A3aHi 3 HEOOXIAHICTIO MPVMBEAEHHS Y BiAMNOBIAHICTb

[0 MoHorpadii dY abo EBponelicbkoi dhapmakonei,

abo iHWOI HauioHasIbHOT hapmakonei gepxasn €C

(3miHa y cneumdikauisx, nos'asaHa 3i 3mMiHamu B Y,

abo Esponelicbkiin hapmakonei, abo iHLWiA HaLioHaNbHIl
hapmakonei gepxasu €C) npuBeLEeHHN Y BiANOBIAHICTb
fo EP cneumndikauii Ha Bogy ounLeHy npy BUPOGHULTBI
A®I. 3MiHn | TUNY - 3MiHK 3 sKocTi. A®l. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHsa APl abo BUxigHoOro
marepiany/npomikKHOro NPoayKTy/peareHTy, LWwo

BMKOPMCTOBYETbLCA y NpoLieci BUpo6HMLUTBa AD! (iHLUi

3MiHM B MeToZax BUNpo6yBaHHsA (BK/IOYAKOUMN 3aMiHy

a60 [OMNOBHEHHS) AN151 peareHTy, WO He CIPUYMHSIE
icTOTHOro BNMBY Ha sikicTb AdI)

[ofaBaHHA a/lbTEPHATVBHOIO METOAY BUNPOOYBaHHS
(BmicT gumeTnndopmamigy) Ao cneuudikauii NpoaykTy
IBA-Tech npu Bupo6HuyTBi A®I. 3MiHuW | TMNy - 3MiHK 3

AkocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneundikauin Ta/abo AONYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauisx Ha Adl, abo BMXigHWA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCSA Y NPoLECi
BMPOGHMLTBA ADI (iHLWi 3MiHW) AOAaBaHHA A0
cneuudikauii Aito4oi pevoBMHN Ta METOAY KOHTPOJIH0
[OOMILLKM AecneHTuN ibaHapoHaT 3 BiANoBigHOK MEXe
He 6inbLue 0,15%

119.

IBYNMPOM

TabneTku, BKpUTI
060/10HKO10, Mo 200
Mr, Mo 2 TabneTkn y
cauwe; no 10
Tabnetok B 6nicTepi;
no 1 6nictepy B
KapTOHHI KOpoo6L;
no 50 TabneTtok y

HOHinao,
nn

CLIA

TOB HOC dapmauis

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
MMy - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHSIM
iHchopmaw,ii WoA0 3a3HaYEHHS OAVHULIL BUMIPIOBAHHS Y
cuctemi Sl. logaBaHHA MbXKHapPOAHUX NO3HaYeHb
OAMHWLb BUMIPIOBAHHS (3 BUKOPUCTAHHAM JliTep
NaTUHCLKOro andasiTy) BBeAeHHs 3MiH NpoTsrom 6-x

6e3
peyenma

UA/6045/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs

chnakoHi; no 1 MicsLiB MiCNs 3aTBEPAYKEHHS
dhnakoHy B
KapTOHHI/ KopoobLi

120. | IBYNPOM ANA CyChneHsisi opasibHa, KOHiNab, CWA Biona6 C.J/1., IcnaHis Icnanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/15878/01/01

BITEN no 100 mr/5 mn no nn (anbTepHaTMBHA Higepnangm TUny - 3MiHK WoAo 6e3nekn/edpeKTBHOCTI Ta peyenma

100 mn, 150 mn abo OinbHUUA ons | ®apmauis hapmakoHarnagy (iHWwi 3MiH1) - OHOB/IEHHS TEKCTY
200 My chnakoHi; npoBefeHHs MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHAM
no 1 dpnakoHy y Mikpob6ionoriyHoro iHchopMmaw,ii WoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
KOMMeKTi 3i KOHTPO/0 cuctemi Sl. BHeceHHs 3MiH J0 po3ainy “MapkyBaHHS"
LUNpULOM- (cybporosip 3 MKSA N13: 3aTBepaxeHo: TekCT MapKyBaHHA NePBUHHOT
[03aTopoM no 5 mn BMPOGHUKOM Ta BTOPVHHOI YNakoBKy /likapcbkoro 3acoby, Lo

B KQPTOHHIi1 Kopobu,i

dapmanigep, C.A.);
[endapm Bnagen
B.B., HigepnaHngm

(B1pOGHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNYCK cepil
roToBOro
niKapcbKoro
3acoby); TOB tOC
dapmauis, MonbLua
(Bunyck cepii
roTOBOro NPOAYKTY);

dapmanigep, C.A.,
IcnaHist (KOHTpOsIb

AKOCTI (32 BUHATKOM
Mikpob6ionoriyHoro
KOHTPOJI10), BUMYCK

cepii rotoBoro
npoaykTy);
Papmacbeppa
MaHydekuypiHr,
C.J1., IcnaHisa
(B1pOGHMLTBO,
nepBuHHE Ta
BTOPWUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUNycCK cepil

MiCTUTbCS Yy MeTogax KOHTPO/IH SKOCTi NiKapCbKoro
3acoby. 3anponoHoBaHo: MapkyBaHHs. 3rifHO
3aTBEPKEHOTO TEKCTY MapKyBaHHSI.
BBefieHHs1 3MiH NpoTArom 6-x MicsALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
roToBOro
nikapcbKoro 3acoby)
121. | IBYNPOM ANA CyCneHsisi opasibHa HOHinab, CLIA Biona6 C.J1., IcnaHis Icnanis/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 6e3 UA/15878/01/02
DITEA ®OPTE no 200 mr/5 mn, no nn (anbTepHaTnBHA HigepnaHnau UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenma

30 mn, 100 mn, 150 OinbHUUA ons / MonbLa thapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
M a6o 200 mny npoBefeHHsA po3giny “MapkyBaHHA" B 3aTBepaxeHnx MKA 113.
donakoHi; no 1 MiKpOGionoriyHoro 3anponoHoBaHo: MapkyBaHHS. 3riAHO 3aTBEPAKEHOr0
dhnakoHy B KOHTPO/IO TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY MapKyBaHHS
KOMMeKTi 3i (cybporosip 3 yNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii
LUMPULLOM- BUPOGHNKOM 00 3a3HAaYeHHS OAVHWLbB BUMIPIOBAHHSA Y cucTemi Sl.

[03aTopoM no 5 mn
B KQPTOHHIi1 Kopobu,i

dapmanigep, C.A.);
OEN®APM BNALEN
B.B., HigepnaHngu
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BUMYCK cepii
roTOBOro NPOAYKTY);
TOB HOC dapmauis,
Monbla (Bunyck
cepii rotoBoro
npoaykTy);
Papmanigep, C.A.,
IcnaHist (KOHTpOsb
SAKOCTi ( 32 BUHATKOM
Mikpo6ionoriyHoro
KOHTPOJI0), BUMYCK
cepii rotoBoro
npoaykTy);
dapmacbeppa
MaHydhekuypiH,
C.J1., IcnaHis
(B1pOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BMNYCK cepil
roTOBOro roToBOro
NPOAYKTY)

BBefeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
122. | IBYNPO®EH kancysnu, no 400 mr ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 6e3 UA/16147/01/02
no 10 kancyny BO 3 0b6MeXxeHoto ™ny - 3MiHN Woao 6e3nekv/edekTMBHOCTI Ta peyenma
6nictepi, no 1 abo 2 | obmexeHo BiANOBIAA/BHICTIO thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
6nictepn y kopobui 3 (0] "dapmaLeBTnyHa MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
KapTOHYy Bignosiga thipma "BepTekc”, iHhopmauii WoA0 3a3HaYEHHST OAMHUL BUMIPIOBAHHSA Y
NbHICTIO YkpaiHa cucTemi Sl. TepmiH BBeAE€HHS 3MiH — MPOTAroM 3 MicAuiB
"®bapmaue (BUPOGHMLTBO 3 nicna 3aTBEPLKEHHS
BTUYHA npoaykuii in bulk
ipma ToBapucTsa 3
"Beptekc"” 06MeXeHo
BIANOBIAA/LHICTIO
«®apmaueBTuyHa
KOMnNaHis
«300p0B’A»,
YkpaiHa)
123. | IBYNMPO®EH Kancynu, no 200 mr Tosapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/16147/01/01
no 10 kancyny BO 3 06MeXeHo MRy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
6nictepi, no 1 abo 2 | obmexeHo BiANOBIAA/ILHICTIO hapmakoHarnsay (iHwi 3MiH1) - OHOBEHHSI TEKCTY
6nictepu y kopobui 3 10 "®apmMaueBTUYHA MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y 3 BHECEHHSIM
KapToHy Bignosiga thipma "BepTtekc", iHchopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
NbHICTIO YkpaiHa cuctemi Sl. TepmiH BBeEeHHSA 3MiH — MPOTAroM 3 micALiB
"®apmaue (BUPOGHMLTBO 3 nicns 3aTBEpKEHHS
BTUYHA npoaykuii in bulk
hipma ToBapucTsa 3
"BepTtekc" 0bMexeHot
BiANOBiAA/IbHICTIO
«PapmaLeBTN4Ha
KoMMaHis
«3[10poB’A»,
YkpaiHa)
124. | I30-MIK® KOHLeHTpaT Ans TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3186/02/02
pO34MHy oNns "MIKPOXI "MIKPOXIM" TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
iHdpysiiA, 1 mr/mn no M thapmakoHarnisgy. BeegeHHst abo 3miHn go

10 mn B amnyni; no
5 amnyn y 6nictepi;
no 2 6nictepu y
nauuj 3 KapToHy; No
10 mn B amnyni; no
5 amnyn y kacerTi; no
2 kaceTu y nauuj 3
KapToHy

y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIA&UIbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa Ans
3ailicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
BiAMiHHa Bif, YNOBHOB&aXeHOi 0cO6M, BiANOBIAA/IbHOI 3a
3ailicHeHHA hapMakoHarnsgy (BKIYaoUn KOHTaKTHi
[aHi) Ta/abo 3MiHM Y po3MiLeHHI MacTep-goaiiaa
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0co6u 3asBHWKa, BiANOBIAabHOT 3a (hapmakoHarnag.
[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXyp6a Jlinia BonogumupisHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6U
3a8BHMKa, BiANOBIAA/LHOI 3a hapMakoHarnsag,
125. | IMINEHEM/ NopoLLUOK ANA MpusatHe YkpaiHa ENNCiEc JOBDAP ITanis BHECEHHS 3MiH 10 peecTpaLiiHnx maTepianis: 3miHu | - UA/17716/01/01
UMNACTATUH PO34nHy oNns aKLioHepH Ec.Ni.En. TMny - AAMIHICTpPaTVBHI 3MiHW. 3MiHa HaliMEeHYyBaHHsI
iHcpysiii 500 mr/500 e Ta/abo afipecu MicLsl NPOBaPKEHHS AiSNIbHOCTI
mr, in bulk: no 190 TOBapucTB BUpPO6HMKa/iMNopTepa roToBOro JlikapCcbKoro 3acoby,
oNnakoHiB y Kopoou,i 0 «Jlekxim- BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue
XapkiB» NPoBefeHHA KOHTPOJIHO AKOCTI. (LIANbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/IMNOPTEP, BKIOYAOUU BUMYCK
cepiit) - 3MiHa Ha3BW BMPOGHWMKa, 6€3 3MiHM MicusA
BMPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 3-X MicAuiB
nicns 3aTBepgKeHHs)
126. | IMIMEHEM/ MOPOLLIOK A5t MpuBaTHe | YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/17717/01/01
UWNACTATUH pO34nHy aons aKuioHepH akuioHepHe TUny - AAMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
iHcpysiid, 500 mr/500 e TOBapucTBO Ta/abo agpecu micusa NPOBamXeHHS AisIbHOCTI
mr; no 1 a6o 10 abo | TOBapucTB «J1ekxim-XapkiB» BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
50 chnakoHiB 3 0 «Jlekxim- YkpaiHa BK/IOYAOUM AiNbHUL BUMYCKY cepil abo micue
MOPOLLKOM Yy nayLi XapkiB» (BMPOGHMLTBO 3 NpoBefeHHS KOHTPOJII0 AKOCTI. (AISNbHICTb, 3a AKy
npoaykuii in bulk BiANOBiAa€e BMPOGHMK/IMNOPTEP, HE BK/IHOYAKUM BUMYCK
hipMun-BrpobHUKa cepiif) - 3miHa Ha3BW BMPOGHMKa in bulk, 6e3 3MiHK MicLA
ACS DOBFAR BMPOGHMLTBA. 3MiHWN BHECEHI B TEKCT MapKyBaHHS
S.p.A,, ltaly) ynakoBok /13 woA0 Ha3Bu BUPOGHMKa (BBeAEHHS 3MiH
npoTarom 3-x MicsiuiB 3 AaTN 3aTBEPXEHHS)
127. | IHUEHA® Kpanni opasibHi No Pixappg, ABcTpis Pixappg BittHep Al AscTpis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/8414/01/01
20 mn abo no 50 mn, BiTTHEP MMy - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
abo no 100 mn y Al thapmakoHarnsgy. BeegeHHs abo 3miHn Ao

doNakoHi-
KpanenbHuui; no 1
donakoHy-
KpanesibHULi y
KapTOHHIA ynakoBLi

y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
thapmMakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsgy 3asBHuka ans
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BKI1HUaKUM KOHTaKTHI
[aHi) Ta/abo 3miHM y po3MilLeHHi MacTep-caiina
cuctemmn chapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOB&XEHOT 0CO6M 3aABHMKa, BifNoBifasIbHOT 3a
thapmakoHarnag B Ykpaini. [itova pegakuis: Jiutyc
IpyHa MukonaisHa. MponoHoBaHa peakuis: ®apuHeupb
OkcaHa MakcumiBHa.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YMOBHOBaXXEHOT 0CO6M 3a8BHUKA, BigNoBifasbHOT 3a
dhapmakoHarnsg B Ykpaii
128. | NOKC-TEBA cnpeii ons poToBoi TeBa I3painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/9964/01/01
NOPOXHUHMK, 1o 30 dPapmaues c.p.o. Pecny6nika MRy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
M1y hnakoHi 3 Tikan hapmakoHarnsaay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
MexaHi4YHUM IHpacTpi3 MapKyBaHHS YMakoBKMN iKAPCbKOro 3ac00y 3 BHECEHHAM
posnuntoBayem; no nTa. iH(hopMaLi LWoAo 3a3HauYeHHS OANHULIb BUMIPIOBAHHSA Y
1 chnakoHy y cucTtemi Sl. BHeCEHHS 3MiH A0 po3ainy “MapkyBaHHS"
KOMNEKTi 3 MKSA N3; 3anponoHoBaHo: MAPKYBAHHA 3rigHo
annikatopom ans 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
POTOBOI MOPOXHUHN 3MiH: MPOTArOM 6 MICALiB NiC/1A 3aTBEePAKEHHS
y Kopobuji
129. | KAOYET 10/10 TabneTkn, BKPUTI MNOAN3EP CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3miHu | 3a UA/5635/01/01
NNiBKOBOO IHK. MeHtochekuypuHr TUMY - aAMIHICTPaTWBHI 3MiHW. BuiyyeHHs BUPOGHMYOT peyenmom
060/10HKOt0, N0 10 [Loiiunens M6X AiNbHULI (BKAOYatoum AinbHULUI Ana A®l, npoMixHoro
mr/10 mr no 10 NPOAYKTY abo rOTOBOro NiKapCbKoro 3acoby, AiNbHULL
TabneTtok y 6nictepi; L0151 NPOBEleHHA NakyBaHHS, BUPO6HMKa,
no 3 6nictepu B BiiNOBIfa/IbHOTO 3a BUMYCK Cepiid, MicLie NPoBeAeHHS
KapTOHHIlA KOpooLi KOHTPO/II0 cepii) abo nocTavasibHMKa BUXIAHOTO
mMaTepiany, peareHTy abo 4OMNOMDKHOI PEYOBUHU (SKLLLO
3a3HavyeHo Yy [10CbE) - BHECEHHSA 3MiH 10 MaTepianis
peecTpaujiiHoro gocbe po3giny 3.2.P.3.1.
«BUp0o6HUMK(M)», a came BUIYyHEHHS] BUPOBGHUKA
Heondapma, IHk., CLUA., BiANoBiga/ibHOro 3a
nakyBaHHs. [ponoHoBaHa pegakuia MNdainsep
MeHtobekuypuHr JoiiuneHg M6X, HimeuunHa KopoTkuii
OMnC BUKOHYBaHUX (OyHKLiiA -Bci eTanu BupobHuLTBa:
BUPOGHULITBO, NaKyBaHHS, KOHTPO/Ib SIKOCTi Ta BUMYCK
cepii
130. | KAAYET 5/10 TabneTkn, BKpUTI MeAN3EP CWA Mdpaiizep HimeuunHa BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepiasis: 3miHu | 3a UA/5635/01/02
NAiBKOBOO IHK. MeHtohekuypuHr TUMY - aAMIHICTPaTWBHI 3MiHW. BUny4YeHHs BUPOGHMYOT peyenmom

060/10HKOI0, M0 5
mr/10 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHilA KOpo6Li

[onuneng MmoX

AiNbHUUI (BKAOYatoum AinbHULUi Ans A®l, npomixHOro
NpOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULL
015 NPOBEEHHSA NaKyBaHHSA, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUNYCK Cepild, MicLie NpoBeAeHHS
KOHTPO/IIO cepil) abo noctavasibHUKa BUXifHOro
mMaTepiany, peareHTty abo AOMOMiKHOI PeYOBMHU (SKLLLO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3a3HayeHo y [0CbE) - BHECEHHS 3MiH A0 MaTepianis
peecTpaujiiHoro gocbe po3giny 3.2.P.3.1.
«Burpo6HMK(M)», a came BUyYEHHS BUPOOHMKA
Heondapma, IHk., CLUA., BiANoBigabHOro 3a
nakyBaHHs1. MponoHoBaHa pegakuis MNdpaizep
MeHtocbekuypuHr JoliuneHg Mv6X, HimeuunHa KopoTkuia
OnMC BUKOHYBaHWX hyHKL,ii - Bci eTanu BMpobHMLTBA:
BUPOGHULITBO, NaKyBaHHS, KOHTPO/Ib SIKOCTi Ta BUMYCK
cepii
131. | KANILO | PO34nH ANa iHdys3ilt MpuBaTHe | YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/16364/01/01
MATHIHO no 200 mn a6o 400 aKuioHepH akuioHepHe UMYy - 3MiHW WoAo 6e3nekn/etheKTUBHOCTI Ta peyenmom
ACMAPATIHAT | M po3ynHy y e TOBapuCTBO hapmakoHarnsagy (iHwi 3MiHn) - 3MiHWM BHECEHI B TEKCT
nnswKax TOBapucTB "IHcpy3isn” MapKyBaHHS yNakoBKU /TikapcbKoro 3acoby Loao
o} 3a3HaYeHHs MbXKHApPOAHUX NO3HAYeHb OAUHULb
"IHcpy3ia" BMMIipIOBaHHSA. BBeeHHsA 3MiH NPOTArom 6-Tn MicsiLiB
nicnsa 3aTBepKeHHs
132. | KANbUIYM®O PO34MH NS iH'EKLIN, EBEBE ABCTpIst BUPOBHMLTBO HimeuunHa/ BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTtepiasiB: 3MiHu | 3a peyenmom UA/1638/01/01
NIHAT 10 mr/mn; no 3 mn dPapma Hepo3dhacoBaHO( ABCTpis TMny - 3MiHK 3 SIKOCTi. [OTOBWMIA Nikapcbkuii 3aci6. 3MiHK
"EBEBE" (30 mr), abo 5 mn lFec.m.6.X. NpoAyKLUii, NnepBuHHa y BUPOGHULTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
(50 wr), a6o 10 mn Hdor. KI i BTOPMHHA BUMYCKY Cepii Ta KOHTPOJIHO SIKOCTi FOTOBOrO NiKapCbKoro
(100 wr), a6o no 20 ynakoBKa, KOHTPO/1b 3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
mn (200 mr) y cepii: BiAANOBIfAa€ 3a BBE3EHHSA Ta/abo Bunyck cepii) - He
donakoHi; no 1 [aynT ®apma BK/THOYAKOUN KOHTPO/Ib/BUNPOGYBaHHSA cepii. [JoaaBaHHs
hiakoHy B BonbgparcxayseH BMPOOHMKa, LLO BiANOBigae 3a Bunyck cepii CaHao3

KapTOHHiA KOpO6L

'm6X, HimeyunHa

[103BiN Ha BUMYCK
cepii:
EBEBE ®apma
lec.m.6.X. Haor. KT,
ABCTpis

[103BiN Ha BUMYCK
cepii:
CaHpo3 'm6X -
Bupo6Huya
AinbHUUA
AHTUIHGEKLHI TN3
Ta XimiyHi Onepauii
Kynane (AIXO N3
KyHab), ABCTpis

M6X — BupobHuya finbHuus AHTUiIHGeKLiHI T3 Ta
XimiyHi Onepauii KyHgb (AIXO T3 KyHanb), ABCTpiS.
3MiHV BHECEHO B IHCTPYKLiIO 419 MeAUYHOro
3aCTOCYBaHHS LLIOAO HaliMeHyBaHHA Ta
MiCLLe3Hax0oMKEHHS BUPOOHMKa (A04aBaHHS BUPOOHMKA)
3 BigMNoBigHVMMN 3MiHAMU Y TEKCTi MapKyBaHHS
nikapcbKoro 3acoby. BeefeHHsA 3MiH NPOTAromM 6-Tu
MiCSILiB Micns 3aTBepAKEHHS.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
133. | KAHAECAP Tabnetky no 32 mr CaH IHais CaH IHgis BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/16826/01/01
Ne10 (10x1), Ne30 dapmach dapmacboTuKas UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenmom
(10x3) B 6nicTepax HoTUKan IHpacTpi3 NimiTeq, thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
IHaacTpi3 MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
Nimiteq iHhopmauii WoA0 3a3HaYEHHST OAMHUL BUMIPIOBAHHSA Y
cuctemi Sl. BHeceHHs 3MiH J0 po3ainy “MapkyBaHHS"
MK$A N3. 3anponoHosaHo: MAPKYBAHHSA. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH - 6 MicALiB nicns 3aTBEPAYKEHHS
134. | KBETUKCON TabneTku, BKpUTI 3AT JNlnToBCbka AkTasic /1T4. ManbTta BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13882/01/01
NNiBKOBOIO "papmnira |Pecny6nika TMNYy - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/IE- peyenmom
060n0HKo0, No 25 " cepTudikaT BigNoBigHOCTI EBpoNeichKiii
Mmr, no 10 TabneTok thapmakonei/moHorpadii. NMogaHHa HoBoro abo
y 6nicTepi, no 3 OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
6nictepn y cepTudikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei:
KapTOHHIM navu,i onsa A®l; ona BuxigHoro
mMartepiany/peareHTy/npomMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; 415 [OMOMIDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONECHKIi
thapmakone’) - OHOBMieHUii cepTuddikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -
MopaHHA OHOB/IEHOTO cepTudikaTy BigNOBIAHOCTI
€Bponeiickkin dpapmakonei Ne RO-CEP 2015-153-Rev
02 Bif 3aTBEpPAKEHOTO BUPO6HMKA APl KBeTianiHy
thymapaTty Bupo6HuLTBa Hetero Labs Limited, IHgis
(3aTBEpMAXEHWIA CepTudikaT BigNOBIAHOCTI €BPONENChKi
apmaxonei Ne RO-CEP 2015-153-Rev 01). BuganeHo
KOHTPO/b OPraHiyHoOro po3ymHHmKa «N,N-
Dimethylaniline»
135. | KBETUKCON TabneTku, BKpUTI 3AT JintoBCbka AxTasic /1T, ManbTta BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/13882/01/02
NNiBKOBOIO "®apmnira |Pecny6nika MRy - 3MiHKM 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom

060n0Hkoto, no 100
mr, no 10 Tabnetok
y 6nicTepi, no 3
6nictepn y
KapTOHHI navw,i

cepTudikaT BignoBigHOCTI EBponeichbkiii

thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
cepTudikaTta BignoBigHOCTI EBponenchkin hapmakonei:

onsa A®l; ona BuxigHoro

matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo

BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBUHM (cepTrdiikaT BiANOBIAHOCTI €BPONENChHKIi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

thapmakone’) - OHOB/IEHUIA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -

MoaaHHsA OHOB/IEHOTO CepTudikaTy BigNOBIAHOCTI
€poneiicbkilii hbapmakonei Ne RO-CEP 2015-153-Rev
02 Big 3aTBEpPAKEHOTO BUPO6HMKa AD| KBeTianiHy
thymapaTty B1po6HuLTBa Hetero Labs Limited, IHgis
(3aTBEpPAXKEHMI cepTudpikaTt BignNoBIigGHOCTI €Bponeiichbkil
hapmakonei Ne RO-CEP 2015-153-Rev 01). BuganeHo
KOHTPO/Ib OPraHiyHoro posymHHmKa «N,N-
Dimethylaniline»

136.

KBETUKCON

TabneTkun, BKPUTI
nNiBKOBOIO
060/10HKO10, N0 200
mr, no 10 TabneTok
y 6nictepi, no 3
6nictepu y
KapTOHHI navi

3AT
"papmnira

JntoBCbKa
Pecny6nika

AkTasic /1T4.

ManbTa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
My - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BifgnoBigHOCTI a60 BUYyUYEHHS
cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
onsa A®l; ana BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONECHKIi
thapmakone’) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOBHMKA -

MopaaHHA OHOB/IEHOTO CepTudikaTy BigNOBIAHOCTI
€sponeiickkin dpapmakonei Ne RO-CEP 2015-153-Rev
02 Big 3aTBEpMXEHOr0 BUpOoOHNKa AD| KBeTianiHy
thymapaTty Bupo6HuuTBa Hetero Labs Limited, IHgis
(3aTBEpMKEHMI cepTudpikaT BignoBigHOCTI €Bponeiicbkii
tapmakonei Ne RO-CEP 2015-153-Rev 01). BuganeHo
KOHTPO/Tb OPraHiyHoro posymHHmKa «N,N-
Dimethylaniline»

3a
peyenmom

UA/13882/01/03

137.

KEPABOPT

Kpem 5 % no 250 mr
Kpemy B calle; no 12
abo 24 cawey
KapTOHHIA KopooLi

neHmapk
dapmacb
HoTuKan3
nra.

IHais

neHmapk
PapmacboTrKan3
nro.

IHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmauii WoA0 3a3HaYEHHST OAMHULL BUMIPIOBAHHSA Y
cucTeMi Sl. BBeeHHS 3MiH NpOTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/13581/01/01

138.

KNTABAKC OD

TabneTku

CaH

IHais

CaH

IHais

BHECEHHS 3MiH [10 peecTpaLjiiiHuX MaTepianis: 3MiHu |

3a

UA/2237/02/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
MPOJIOHrOBaHoI A, dapmach dapmacbloTVKas UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta
BKPUTi 060JIOHKOH, HoTUKaU IHoacTpi3 Nlimiteq, hapmakoHarnsaay (iHwi 3MiH1) - OHOB/IEHHS TEKCTY peyenmom
no 500 mr Ne 5 (5x1) IHpacTpi3 MapKyBaHHS! yMakoBKM /TIKAPCbKOro 3ac0by 3 BHECEHHAM
y bnictepax Nimiten iHhopmaLii WoAo 3a3HAYEHHS] OAMHULB BUMIPIOBAHHA Y
cucTemi Sl. BHECEHHS 3MiH A0 po3ainy “MapKyBaHHS"
MK$ N3. 3anponoHoBaHo: MAPKYBAHHSA. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
3MiH - 6 MicsLiB nicns 3aTBEPAXKEHHS
139. | KNNAPATPOMIL, | nopoLuok M.BioTek Benuka IMMAKY/ IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/17409/01/01
NH-MB niochinizoBaHuin ans Nimiten BpuTaHis NAN®CANEHCU3 TMNY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio. peyenmom
npuroTyBaHHsA MPAMBIT NIMITES, KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
pO34nHy Ans MeToAax BUNPo6YyBaHHSA rOTOBOTO /liKapCbKOro 3acoby
iHcpysiii no 500 wmr, (He3HayHa 3MiHa y 3aTBepMKEHNX MeToAax
no 1 donakoHy B BUMPOOYBaHHSA) - Y 3B’A3Ky 3 N1aHOBWM Nepersifgom
naJui 3 KapToHy BMPOGHMKOM po3ainy 3.2.P.5.2 6ynun BHeceHi 3MiHu A0
MeTOANKN «MexaHiUHi BK/IOUEHHS», a came BUJTyYEHO
nocunaHHA Ha BHyTpiWwHin COlM Ta BBEAEHO MOCWU/IaHHS
Ha BpuTaHcbky thapmakoneto 3 feTaslbHM OM1coMm
METOAVKN KOHTPO/IO
140. | KNIBAC 10 TabneTkun, BKPUTI TOB YkpaiHa TOB "®apma Crapt” Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/12971/01/01
nNiBKOBOIO "ACIHO MYy - 3MiHK 3 iKocTi. CepTudikat BignosigHOCTI/TE- peyenmom
060/10HKO10, Mo 10 YKPAIHA" cepTudikaT BignoBigHOCTI EBponeiickkiii

mr; no 10 TabneTtok
y 6nictepi; no 1 abo
3 6nictepu B
KapTOHHI navwi

thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOr0 cepTudikaTa BignoBigHOCTI a60 BUYYEHHS
cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
onsa A®l; ana BuxigHoro
matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONECHKIi
thapmakone’) - OHOB/EHUIA cepTuddikaT Bif yxe
3aTBEPKEHOro BUPOGHUKaA
— nogaHHs oHossieHoro CEP Ne RO-CEP 2015-114-Rev
04 ona A®| posyBacTaTuHy KasibLito Big 3aTBEPAKEHOr0
BMPOGHMKa Biocon Limited, IHAgjs; 3miHm | Tuny -
ALMiHICTpaTUBHI 3MiHN. BuyyeHHs1 BUPO6HUYOT
LinbHUUI (BKAKOYatouM AifbHULI A1s AL, MPOMIDKHOIO
NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULL
015 NPOBEAEHHSA NakyBaHHSA, BUPOOHMKa,
BiZiNOBIAa/IbHOTO 3a BUMYCK Cepiid, MicLie NpoBeAeHHS
KOHTPOO cepii) abo nocTayanbHyKa BUXIAHOTO
MaTepiany, peareHTy abo fOMNOMDKHOI PEYOBUHU (SKLLLO
3a3Ha4YeHo y I0CbE) — BUIyYEHHA BUPOOHNYOT AiNIbHUL
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Neo

Hassa

o ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Teva API India Private Limited, IHgis, A®| posyBacTaTtnH
KauibLito
141. | KNIBAC 20 TabneTkun, BKpUTI TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/12971/01/02
nNiBKOBOIO "ACIHO My - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/IE- peyenmom
060n0HKot0, N0 20 YKPAIHA" cepTundikaTt BifNoBigHOCTI EBPONENCHKI
Mmr; no 10 TabneTok hapmakonei/moHorpadii. NMogaHHa HoBoro abo
y 6nicTepi; no 1 abo OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI abo BUNYYEHHS
3 6nicTepu B cepTudcpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
KapTOHHI nayw,i ons A®l; ona BuxigHoro
martepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; 418 [OMNOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEiChKiii
thapmakone’) - OHOBEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOBOHMKA
— nopaHHs oHossieHoro CEP Ne RO-CEP 2015-114-Rev
04 ona A®| posyBacTaTuHy KaslbLilo Bif 3aTBEPIKEHOT0
BMpOGHMKa Biocon Limited, IHAis; 3miHm | Tuny -
AAMIHICTpaTVBHI 3MiHW. By4eHHs1 BUpOGHUYOT
OinbHUUI (BKAOYaoum AinbHuUi ana A®l, npomixHoro
NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULL
AN NPOBefieHHsA NakKyBaHHS, BUPOOHUKA,
BiANOBIA&UIbHOrO 3a BMUNYCK Cepili, MiCLie NPOBeAEHHS
KOHTPO/TI0 cepii) abo nocTavasibHMKa BUXIAHOTO
mMaTepiany, peareHTy abo SOMNOMDKHOI PEYOBMHM (SIKLLLO
3a3HayeHo y A0CbE) — BUyYEHHS BUPOOHNYOT AiNIbHUL
Teva API India Private Limited, IHajis, A®| posysBacTaTunH
KaunbLyjto
142. | KNOTPUMA30 Tabnetku BariHanbHi | [nakcoCwmi Benvka nakcoCmiTKnsiiH MonbLa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/2564/01/01
n no 100 mr; no 6 TKnsiH BputaHis dapmacbloTrKans TUMy - 3MiHKM 3 AkocTi. A®l. KoHTponb A®l. 3miHa y peyenma
Tabnetok y 6nictepi; Ekcnopt C.A. MeToAax BunpobyBaHHs A®Il abo BUxigHOro
no 1 6nictepy B Nimiteq mMartepiany/npomikKHOro NpoAayKTy/peareHTy, Wwo

KapTOHHI ynakoBsL,i

BMKOPMCTOBYETbLCA y NpoLieci BUpo6HuLTBa AD (iHLUi
3MiHM Y MeTogax BUNpobyBaHHA (BKIOYaoun 3aMiHy
ab6o gonoBHeHHs1) A®| abo BUXiAHOrO/MPOMIXXHOIO
NPOAYKTY) - 3MiHW aHa/iTUYHOI METOAMKM 3a NOKA3HUKOM
«BU3HaueHHA 3a/INLLIKOBUX PO3UYNHHWKIB» B MeToAax
KoHTponto A®I BupobHuka Corden Pharma Bergamo
S.p.A., ITania (ymosu xpomaTorpadyBaHHs,
po3paxyHKoBi hopMy/in, NpoboniarotToska); 3MiHu Il Tuny
- 3MiHK 3 AKocTi. API. (iHLWi 3MiHM) - NO4AHO OHOBMEHWI
ASMF Ha fitoyy peyoBrHYy K10TPMMa3osy Bifg, BUPOOHUKA
Corden Pharma Bergamo S.p.A,, ITanis




86

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
(3anponoHoBaHo: version CTD DMF issued in year
2016)
143. | KNO®PENIH-3H Tabnetku no 0,15 ToBapuct YKpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/7640/02/01
mr, no 10 TabneTok BO 3 06MmeXeHo MMy - 3MiHW WoA0 6e3nekn/ehekTMBHOCTI Ta peyenmom
y 6nicTtepi; no 3abo | obmexeHo BIANOBIAA/LHICTIO hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
5 6nictepiB y 10 "XapkiBcbke po3giny “MapkyBaHHS" B 3aTBEppKeHnx MKA N13.
Kopo6Li 3 KapTOHY Bignosiga hapmaueBTUyHE 3anponoHoBaHO: MapkyBaHHS. BignosigHo fo
NbHICTIO nignpueMCTBO 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHi B
"XapkiBCbk "340p0oB'a Hapoay", TEKCT MapKyBaHHS YNakoBKV NikapCbKoro 3acoby Loa0
e Ykpaina 3a3HaYeHHsI MXKHapPOAHUX NO3HAYeHb OAUHNLb
hapmaLes BMMIipIOBaHHSA. BBeeHHs 3MiH NPOTArom 6-Tn MicsiLiB
TNYHe nicnsa 3aTBepKeHHs
nignpuemMc
TBO
"340poB'a
Hapogy"
144. | KONAPEKC NopoLUOK NS "nakcoCmi Benvka CMIiTKnsliH Bivem IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/12334/01/01
MAKCIreun 3i OPa/ILHOTO PO3UNHY; TKnAiiH BputaHis C.A. T™Mny - AAMIHICTPaTUBHI 3MiHX. 3MiHa Ha3BW NiKapCbKOro peyenma
CMAKOM no 5 a6o 10 nakeTiB KoHcblome 3aco6by - 3MiHa Ha3BW Jlikapcbkoro 3acoby, a came
NICOBUX A4, | y KapTOHHI kopobui p Xenckep BU/TyHYEHHS No3HaYkn ® (3aTBepmkeHo — KOJIAPEKC®
(tOK) MAKCIPWUIM 3i cmakom nicosux sirig (COLDREX®
TpeingiHr MAXGRIP with forest berries flavour), 3anponoHoBaHo —
Nimiten KONAPEKC MAKCI PN 3i cMakoM nicoBKX Arig,

(COLDREX MAXGRIP with forest berries flavour)) 3
Bi4MOBIAHMMMN 3MiHAMUN B TEKCTi MapKyBaHHS yNakoBKM
nikapcbKkoro 3acoby (BeeAeHHS 3MiH NpoTArom 6-Tu
MicALiB MiCNsA 3aTBEPLKEHHSR); 3MiHU | TUMY - 3MiHK
wozo 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy (iHwi
3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKv
niKkapcbKkoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HayeHHs OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl
(BBEAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHK || TUNY - 3MiHK Woa0
6e3nekn/epeKkTBHOCTI Ta hapMakoHarisagy. 3MiHn y
KOPOTKIili XapakTepucTunLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLii AN MeANYHOro 3aCTOCyBaHHS
Y 3B'A3KY i3 HOBMMM JAaHUMMU 3 SKOCTi, AOKIHIYHUMN,
KNHIYHUMY flaHMK Ta faHuMK 3 ddapMakoHarnsagy -
3MiHV BHECEHI [0 IHCTPYKLIT 418 MeAnYHOro
3acTOCyBaHHS MikapcbKoro 3acoby Ao po3ginis
"MapMakonorivyHi BNactBoCTI" (YTOYHEHHS iHchopmai),
"MokasaHHA" (yTOUHeHHS iHdhopmauii),
"MpoTnnokasaHHA", "B3aeMogis 3 iHWMMMN NiKapCbKUMn
3acobamu Ta iHWi BUAn B3aemogiii", "Oco61mMBOoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHocTi abo
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
roflyBaHHs rpyaar” (yTouHeHHs iHchopmaw,ii),
"Mepeno3yBaHHA", "YMOBW 36epiraHHA" (pefaryBaHHs
TeKCTy)
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHSA
145. | KOMAKCOH®- PO3YNH A5 iH'EKLIN, TeBa I3painb AGik NT4., 13painb I3paine/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/6307/01/01
TEBA 20 mr/mnno 1 mn dapmaves (koHTpOnb cepii YroplmHa/ UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
npenapary y Tikan (Tinbkn GionoriyHe Benvka hapmakoHarnsagy (iHwi 3mMiHn) - 3MiHWM BHECEHI B TEKCT
nonepeaHL0 IHaacTpi3 TecTyBaHHs)); Asis BpuTaHis/ MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
HanoBHeHOMY nra. Kewmikan IHgacTpi3 HigepnaHngm 3a3Ha4YeHHs MKHapoAHWX NO3HaYeHb OANHULb
wnpuui; no 1 nra., 13pains BMMIpIOBaHHS. BHeCeHHS 3MiH fo po3ainy “MapkyBaHHS"
nonepeaHLo (koHTpOnb cepii MK$A N13: 3anponoHosaHo: MapkysaHHs 3rigHO
HanoBHeHOMY (aHaniTmyHe 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEAEHHSA
LUMPULY B KOHTYpHiIlA TeCcTyBaHHs Ta 3MiH: NPOTAroM 6 MicsLiB 3 AaTW 3aTBEPAXKEHHS
YapyHKOBIli ynakoBLj BWBYEHHSA
3anasiHii nanepom cTabinbHocTi)); AT
abono 1 dapmaveBTUYHUIA
nonepegHL0 3aBof TEBA,
HanoBHEHOMY YropLpyHa

LUMPULY B KOHTYPHIlA
YapyHKOBIli ynakoBLj
3anasHiii NNiBKoo
6e3 MmapKyBaHHs; No
28 nonepesHbO
HanoBHEHWX
LNpuLiB y
KOHTYPHUX
YapyHKOBUX
ynakoBkax y
KapTOHHI/ KopoobLi

(koHTpO/Ib cepil
(TiNbKM GionoriyHe
TeCTyBaHHs));
HopToH Xenckea
Nimiteg T/A
AVBEKC
PapmacboTnkan3
IOK, Benuka
BpuTaHis
(BMpOGHMLTBO 3a
MOBHWM LMK/IOM);
MnaHTekc Jita,.,
I3painb (KOHTpOsb
cepii (aHaniTMYHe
TecTyBaHHA Ta
BUBYEHHS
cTabinbHocTi)); TeBa
dapmauesTikan
lHpacTpi3 NT4,.,
13painb
(BUPOGHMLTBO 3a
MOBHWUM LMKIOM);
dapmaxemi b.B.,
Higepnanamn
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsioYeHHs
(koHTpONb cepii
(noBHe TecTyBaHHS,
BK/THOHAIOUN HA
CTEPUNbHICTb Ta
GakTepiasibHi
©HA0TOKCUHU, ane
oKpiM 6ios10riyHoro
TECTyBaHHs))
146. | KOPION® Tabnetku no 25 mr, KPKA, CnoseHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3MiHu | 3a peyenmom UA/4128/01/03
no 7 TabneTtok y 4.4a., Hoso bulk”, nepsuHHe Ta TMny - 3MiHK 3 SKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHK
6nictepi; no 4 MecTo BTOPVHHE Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, Lo CTOCYHTbCA
6nictepu y nakyBaHHs, BWMYCKY Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOTO NiKapCbKOro
KapTOHHIi kopo6uyj; KOHTpO/b cepii Ta 3acoby (3amiHa abo AofaBaHHA AiNbHULI, Ha Kl
no 14 tTabneTtok y BUNYCK cepil: 3[iACHIOETBCSI KOHTPO/IL/BUNPOGYBAHHS cepii).
6nicTepi; no 2 KPKA, 4.4., Hoso [lopaBaHHA AiNbHULI Ha AKili 34iACHIOETHCA KOHTPO/b
6nictepu y mMecTo, C/oBeHis cepii KPKA, a.4., HoBo mecTto, NoexoBsa yniua 5, 8501
KapTOHHI kopo6uyj; HoBo mecTo, CnoBeHisi Ta 3a3HaYeHHs (DYHKLI Bxe
no 10 TabneTtok y KOHTPO/b Cepii: 3aTBEpAKEHOro BUpo6Huka KPKA, 4.4a., HoBo mecTo,
6nicTepi; no 3 KPKA, a.4., HoBo LWmap’ewka uecta 6, 8501 HoBo mecTo CrioBeHisl.
6nictepn y mecTo, C/oBeHis BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
KapTOHHI KOpoobLyi 3aTBEPKEHHSA.
147. | KOPION® Tabnetku no 12,5 KPKA, CnoseHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/4128/01/02
Mr; No 7 TabneTok y Aa.4., Hoso bulk", nepsuHHe Ta TUNy - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3MiHN
6nictepi; no 4 MecTo BTOPVIHHE Yy BUPOGHMLTBI. 3MiHa iMNopTepa/3miHu, L0 CTOCYHTbCS
6nictepn y nakyBaHHS, BUMYCKY Cepii Ta KOHTPOJIIO SIKOCTi FOTOBOTO NiKAPCbKOro
KapTOHHIlA KOpo6L; KOHTPOb cepii Ta 3acoby (3amiHa abo fofaBaHHA AiNbHUL, Ha AKIRA
no 10 TabneTtok y BUNYCK cepil: 3[iACHIOETLCS KOHTPOL/BUNPOGYBaHHS cepil).
6nicTepi; no 3 KPKA, a.4., HoBo [opaBaHHsa AiNbHULI Ha AKili 34iACHIOETECSA KOHTPO/b
6nictepu y mMecTo, CnoBeHis cepii KPKA, a.4., HoBo mecTo, MNoBxoBa yniua 5, 8501
KapTOHHI KOpooLyi HoBo MecTo, CoBeHis Ta 3a3Ha4YeHHST hYHKL BXe
KOHTPO/b cepii: 3aTBepxeHoro BupobHuka KPKA, a.a., HoBo mecTo,
KPKA, a.4., Hoso LLimap’ewwka wecta 6, 8501 HoBo mecTto CnoBeHisl.
mecTo, C/oBeHis BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBEPMAKEHHS.
148. | KOPION® Tabnetku no 3,125 KPKA, CnoseHis BMPOBHMLTBO "in CnoBeHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | 3a peyenmom UA/4128/01/01
Mr; no 7 TabneTok y a.4., Hoso bulk", nepBuHHe Ta Tnny - 3MiHK 3 SKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHK
6nictepi; no 4 MecTo BTOPVHHE Yy BUPOGHULTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYHTbCA
6nictepu B nakyBaHHs, BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOTO NiKapCbKOro
KapTOHHIi kopo6Lyj; KOHTpO/b cepii Ta 3acoby (3amiHa abo JofaBaHHA AibHULI, Ha Kl
no 10 tTabneTtok y BUNYCK cepil: 3[iICHIETLCA KOHTPO/IL/BUNPOGYBaHHSA cepil) -

6nictepi; no 3
6nictepu B
KapTOHHilA KOopooLi

KPKA, 4.4., HoBo
MecTo, CnoBeHis

KOHTpONb cepii:
KPKA, a.4a., Hoso
mecTo, CnoBeHis

[0AaBaHHA [iNbHULI Ha 5Kl 34iACHIOETLCA KOHTPO/Tb
cepii KPKA, a.4., HoBo mecTo, MoBxoBa yniya 5, 8501
HoBo mecTo, CnoBeHisi Ta 3a3HaYeHHs (DYHKL Bxe
3arBepxeHoro BupobHunka KPKA, a.4., Hoso mecTto,
LLimap’ewwka uecta 6, 8501 Hoeo mecto CnoBeHis
(BBeAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPLKEHHS)
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
149. | KOPION® Tabnetku no 6,25 KPKA, CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/4128/01/04
Mr; Mo 7 TabneTok y 0.4a., Hoso bulk", nepsrHHe Ta TMny - 3MiHK 3 IKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHK
6nicTepi; no 4 MecTo BTOPVHHE y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
6nictepy B nakyBaHHs, BWMYCKY Cepii Ta KOHTPOJ/IK0 SIKOCTi FOTOBOTO NiKapCbKOro
KapTOHHI Kopo6Lyj; KOHTpO/b cepii Ta 3acoby (3amiHa abo AofaBaHHA AiNbHUL, Ha Kl
no 10 TabneTok y BWMYCK Cepii: 3[iCHIOETLCA KOHTPO/Ib/BUNPOBYBaHHA cepil) -
6nicTepi; no 3 KPKA, a.4., HoBo [0faBaHHA AiNbHULI Ha AKiN 34iACHIOETLCS KOHTPOb
6nictepu B mMecTo, CnoBeHis cepii KPKA, a.4., HoBo mecTo, NoBxoBsa yniua 5, 8501
KapTOHHI KopoobLi Hoso mecTo, CrnioBeHis Ta 3a3HaveHHs OYHKLIA Bxe
KOHTpO/b cepii: 3aTBepxeHoro BupobHuka KPKA, a.4., HoBo mecTo,
KPKA, a.4., Hoso LLimap’ewwka LecTa 6, 8501 HoBo mecTo CnoBeHis
mMecTo, CroBeHis (BBegeHHsA 3MiH NPOTAroM 6-Tu micALiB nicns
3aTBEPKEHHS)
150. | KPANMI Kpanni opasibHi, 3AT YropwmHa 3AT "BepeLu YroplwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/16660/01/01
BEPELL® po3uuH, no 30 mny "bepeLw dapma” MRy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
EKCTPA onakoHi 3 NPo6Koto- dapma" thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
KpanensHuueto, no 1 po3ziny “MapkyBaHHs” MKA J13": 3anponoHoBaHo:
abo no 4 nakoHn y MapkyBaHHs. 3rilHO 3aTBEPAXEHOro TEKCTY
KapTOHHIiA KOpo6L; MapkyBaHHS. BBeeHHs1 0AATKOBOrO TEKCTY
no 100 mny MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby i3 3aHaYeHHs!
donakoHi 3 NPo6Koto- MiXXHapPOAHMX NO3HAYEHb OAMHNULb BUMIPIOBAHHSI.
KpanesnbHuueto, no 1 BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
dhnakoHy y 3aTBEPAKEHHS
KapTOHHIi kopo6Lyj;
no 30 Mn y donakoHi,
no 1 a6o no 4
donakoHu y
KOMMN/IEKTi 3
OKPeMUM [03YI0UnM
Hacocom y
KapTOHHIi kopo6Lyj;
no 100 mny
donakoHi no 1
donakoHy y
KOMMEKTi 3
OKpeEMUM [03Y4nMm
Hacocom y
KapTOHHIA KopooLi
151. | KPANAI BIA, Kpanni opasibHi, TosapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/15904/01/01
KALUIHO pO34urH 5 Mr/mn no BO 3 06MeXeHo MRy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
nynbmo 20 Mn y donakoHi , 06MexeHo BIANOBIAA/LHICTIO hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
yKynopeHomy 10 "dapmaLeBTnyHa MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
npo6Koto- Bignosiga thipma "BepTekc" 3a3HavYeHHs MKHapoAHMX NO3HaYeHb OANHULb
KpanenbHuueto; no 1 NbHICTIO BMMIiploBaHHsA. BHeceHHs 3MiH 0 po3giny “MapkyBaHH:A"
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhnakoHy y kopobui 3 | "dapmaue MKSA N3”: 3anponoHoBaHo: MapkyBaHHs. BignosiaHo Ao
KapTOHy BTUYHA 3aTBEPAKEHOTO MapKyBaHHS. TeKCT MapKyBaHHA MOXe
thipma 3MIHIOBATWCb 3a/1€XHO Bif KpaiHu ekcnopTy
"BepTekc"
152. | KCUMNOrAMA® | Ta6netkv no 10 wmr, BbopBar | HimeuunHa ApTesaH dPapma HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/6557/01/01
no 10 TabneTok y Papma v6X i Ko. KI MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 abo 'm6X i Ko. papmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
no 5, a6o no 10 K NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
6nictepiB y 0151 MeANYHOro 3aCTOCyBaHHA Ha nigcTasi perynsipHo
KapTOHHIA KopooLi OHOB/IOBAHOIO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
JocnifxeHb 3 6e3neky 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaviiiinii nepios, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOC/IMKEHb, NpoBeAEeHNX BIAMNOBIAHO A0
nnaxy negiatpuyHux gocnimkeHb (PIP) (3miHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVIM OPraHom) -
3MiHM BHECEHO [0 iHCTPYKLIi 418 MeguyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHsA ", "Mo6iuHI peakuyii” wono
6e3nekn 3acToCyBaHHA [il0H0T PeYoBUHY Keunamigy,
BiANoBigHO A0 pekomeHaauin PRAC/ EMA
153. | KCUMNOrAMA® | Tabnetku no 20 wmr, BbopBar | HimeuunHa ApTe3aH ®apma HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/6557/01/02
no 10 tTabneTtok y dapma v6X i Ko. KI TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nictepi; no 3 abo m6X i Ko. hapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
no 5, a6o no 10 KIr nNiKapcbKoro 3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
6nictepiB y 0151 MeANYHOro 3aCTOCYBaHHA Ha MigcTasi perynsipHo
KapTOHHIA Kopoo6Li OHOB/IHOBAHOrO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B micnispeecTpaviiiHvii nepiod, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IMKEHb, NPOBeAEHNX BIAMNOBIAHO A0
nnaHy negiatpuynHmx gocnimkes (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom) -
3MiHM BHECEHO [0 IHCTPYKLii 418 MeguyHoro
3acToCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBoCTi 3acTocyBaHHA ", "Mo6IuHI peakuji” Wwono
6e3nekn 3acToCyBaHHA [il0H0T PeYOBUHY Keunamigy,
BiAnNoBigHO A0 pekomeHAaauin PRAC/ EMA
154. | KCUNOrAMA® | Tabnetku no 40 mr BbopBar | HimeuunHa ApTesaH dapma HimeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6557/01/03
no 10 TabneTtok y dapma 'm6X i Ko. KI MMy - 3MiHW WoAo 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nicTepi; no 3 abo v6X i Ko. dhapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTui
no 5, a6o no 10 KI

NiKapcbKoro 3aco6y, TEKCTi MapKyBaHHS Ta iHCTPYKLil
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nictepiB y [ONs MeAMYHOro 3acTOCyBaHHS Ha MigcTaBi perynspHo
KapTOHHilA Kopoo6Li OHOBJIHOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
focnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B micnsipeecTpaviiiHvii nepios, abo Sk pesynbTtar
OL}iHKM 3BITY 3 AOC/IAKEHb, MPOBEAEHNX BIAMOBIAHO A0
nnaHy negiatpuyHmx gocnimkes (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoMm) -
3MiHM BHECEHO [0 iHCTPYKLii 418 MeanyHOoro
3aCTOCYBaHHS NikapcbKoro 3acoby A0 po3ainis
"Oco6nmBOCTI 3acTocyBaHHsA ", "MNMo6iYHi peakwii” Wwopao
6e3nekn 3acTocyBaHHs fjit040I PevyoBUHN Keunamigy,
BiAnoBigHO Ao pekomeHAaauin PRAC/ EMA
155. | NA30OPUH® cnpeii HasaslbHUiA, TOB YkpaiHa IcTiTyTO e AHxeni ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/3590/01/01
1,18 mr/mn no 10 mn "CaHodi- C.p.n. UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
y CKISIHOMY ABeHTIC thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 10
6asioHunKy 3 Ykpaina" po3gainy «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
[03yH0UMM Posgin «MapkyBaHHsa» BignosigHo [0 3aTBEPAXEHOro
npuCTPoEM; no 1 TEKCTY MapKyBaHHA. OHOBMEHHS TEKCTY MapKyBaHHS
6as1oHuKKy B YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmalii
KapTOHHI KOpooLyi LLIOA0 3a3HAYEHHS OAVHULL BUMIpIOBaHHSA y cuctemi Sl.
TepMiH BBELEHHS 3MiH - NPOTAroM 6 MicsLiB nicns
3aTBEPAKEHHS
156. | NTAMOTPVH Tabnetku no 100 wmr; TOB YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyernmom UA/2112/01/02
100 no 10 TabneTok y "ACIHO TMny - 3MiHK LWoAo 6e3nekn/edeKkTUBHOCTI Ta
6nictepi; no 1, 3abo | YKPAIHA"

6 6nicTepis B
KapTOHHI navui

hapmakoHarnisgy. 3MiH1 y KOpOTKili xapakTepucTumui
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ONA MeNYHOro 3acTocyBaHHs
reHepuUHNX/ribpuaHNX/6ionoAdibHMX NikapCbKnx 3aco6iB
nicns BHeCEHHs Tiel camoi 3MiHU Ha pedhepeHTHUI
npenapar (3mMiHa He NOTpebye HaflaHHSA XOLHUX HOBUX
[04AaTKOBMX faHuX) - 3MiHU BHECEHO [0 iHCTPYKUiT Ans
MeZMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby y
po3gainu: "®apmakonoriyHi BnactusocTi”, "Moka3aHHa"
(yTouHeHHs iHdopmauii), "B3aemogis 3 iHWMMK
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",
"Oco611BOCTI 3acTocyBaHHSA", "3acTocyBaHHsA y nepios
BariTHOCTi abo rogyBaHHsA rpygato”, "Cnocio
3acTocyBaHHA Ta go3un”, "Litn" (yTouHeHHs iHdopmauir),
"Mepepo3ysaHHa", "Mo6iyHI peakuii” 3rigHo 3
iH(hopMmaLieto WoA0 MegnyYHOro 3acTocyBaHHs
pedhepeHTHOro nikapcbkoro 3acoby (JJAMIKTA/,
TabneTkv no 25 mr, abo 50 mr, a6o 100 Mr) BeefeHHs
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiH NpoTArom 3-X MicsLiB Nic/is 3aTBEPAKEHHS

157.

NAMOTPUH 25

Tabnetkun no 25 mr;
no 10 TabneTok y
6nicTepi; no 1, 3 abo
6 6nicTepis B
KapTOHHIM nayu,i

TOB
"ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT
[ONs MeAnYHOro 3acTocyBaHHs
reHepuyHUX/ribpuaHMX/6ionoibHKX nikapcbkux 3acobiB
nicnsi BHECEHHS Tiel camol 3MiHU Ha pedhepeHTHUI
npenapar (3mMiHa He NOTpebye HafgaHHA XOAHUX HOBUX
[04aTKOBUX faHuX) - 3MiHU BHECEHO [0 iHCTPYKUIT ANns
MeAMYHOro 3acTOoCyBaHHA NMikapCbKoro 3acoby y
posginu: "®apmakonoriyHi BractusocTi”, "MokasaHHs"
(yTouHeHHs iHdhopMmadii), "B3aemopis 3 iHWMMK
nikapcbkMKM 3acobamm Ta iHLWi BUAW B3aeMogiii",
"Oco611BOCTi 3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHSA Ta go3un”, "Litn" (yTouHeHHs iHdopmaui),
"Mepepo3yBaHHA", "MNo6iyHI peakuii” 3rigHo 3
iH(hopMmaLi€to Woa0 MeaNyYHOro 3acToCyBaHHS
pedrepeHTHOro nikapcbkoro 3acoby (JIAMIKTAI,
Tabnetkv no 25 mr, abo 50 mr, a6o 100 Mr) BeeaeHHs
3MiH NpoTAroM 3-X MicsLiB MicNsa 3aTBepAXeHHS

3a peyenmom

UA/2112/01/03

158.

NAMOTPUH 50

Tabnetkun no 50 mr;
no 10 TabneTtok y
6nicTepi; no 1, 3 abo
6 6nicTepis B
KapTOHHIM nauui

TOB
"ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TMny - 3MiHKM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHu y KOpoTKili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
[N MeAnYHOro 3acToCyBaHHsA
reHepuyHUX/ribpuaHMX/6ionoibHKX nikapcbkux 3acobiB
nicns BHeCeHHs Tiel caMoi 3MiHW Ha pedepeHTHWi
npenapar (3miHa He NoTpebye HafaHHA XOLHNX HOBUX
[04aTKOBUX flaHuX) - 3MiHU BHECEHO [0 iHCTPYKUIT ANns
MeAMYHOro 3acTOCyBaHHSA NikapcbKoro 3acoby y
po3ginu: "®apmakonoriyHi BractneocTi”, "MokasaHHs"
(yTouHeHHs iHdopMmadii), "B3aemopis 3 iHWMMU
nikapcbkMK 3acob6amu Ta iHLWi BUAM B3aeMogii”,
"Oco6/1MBOCTI 3aCTOCYBaHHS", "3acToCyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”, "Cnocio
3acTocyBaHHsa Ta fo3u", "[iTn" (yTouHeHHs iHdopmadlii),
"Mepepgo3yBaHHA", "M06IYHI peakuii” 3rigHO 3
iH(hopMmaLieto Woa0 MeauyHOro 3acTocyBaHHs
pedrepeHTHOro fikapcbkoro 3acoby (JIAMIKTA,
Tabnetkn no 25 mr, abo 50 mr, a6o 100 mr) BBegeHHs
3MiH NpOTAroM 3-X MicsLiB Nicns 3aTrBepaXeHHs

3a peyenmom

UA/2112/01/01

159.

NEBEMIP®
®NNIEKCMNEH®

PO34MH NS H'EKLN,
100 O4/mn; no 3 mn
y kapTpuaxi; no 1
KapTpuaxXy B
6araroo30Biii

A/T HoBo
Hopgick

[aHis

BMPOBHUK
Hepo3acoBaHoro
NpoaykKTy,
HarnoBHEHHS B
MeHdin®, nepBnHHa

[Janis/
PpaHuis/
Bpasunis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3MiHu |

TUny - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpOGHUYOT

OinbHULI (BKNHOYaOUM AinbHUL Ana ADPL, TPOMKHOIo

NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULL
AN NPOBefieHHS NakKyBaHHS, BUPOGHUKA,

3a peyenmom

UA/4858/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1

0HOpAa3oBiii
Lwnpuy-pyyui; no 1
a6o 5 wnpuu-pyyok
Y KapTOHHiIli KOpoobLLi;
no 3 Mn 'y KapTpuaxi

ynakoBKa, KOHTPO/Ib
AKOCTi Ta
BiAnoBigabHNI 3a
BWMYCK Cepiii
KIHLLeBOro NpoAyKTY:
A/T Hoso Hopgick,
[aHis

BMPOGHWK NPOAyKLil
3@ NOBHUM LIIK/TOM:
Hoso Hoppgick
MpoatokeboH CAC,
PpaHLis

BVMPOGHVK ANs
36MpaHHs,
MapKyBaHHS Ta
yNaKkoBKM
dnekcleH®,
BTOPVHHOTO
nakyBaHHS:
A/T Hoso Hopagick,
[JaHis

BUPOGHVK A5
36MpaHHs,
MapKyBaHHS Ta
ynakoBka
dnekclleH®,
BTOPWHHE
nakyBaHHS:
A/T Hoso Hopgick,
[aHis

BUPOBHUK
Hepo3dghacoBaHol
NpoAyKuii,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoska Ta
36MpaHHs,
MapKyBaHHS Ta
ynakoBka
dnekcleH®,
BTOPWHHE
nakyBaHHS:
Hoso Hoppgick
Mpoaykao
dapmaceyTika go

BiAMNOBIA&/TLHOrO 3a BUMYCK Cepil, MicLie MPOBeAEeHHS
KOHTPO/II0 cepii) abo nocTavasibHKa BUXIAHOTO
mMaTepiany, peareHTy abo fOMOMDKHOI PEYOBUHM (SIKLLLO
3a3HayYeHo y [OCbE) BUNYHEHHS HACTYMHUX BUPOOHNYMX
oYHKLU: BUPOBHUK HepOo3chacoBaHOI NPOAYKLT,
HarnoBHeHHs B MNeHdin®, nepBnHHa ynakoska A1s
BMpo6Huka A/T HoBo Hopgaick, daHisi, BpeHHym Mapk,
[K-3400 Xinnepoes, AaHis (Novo Nordisk A/S,
Denmark, Brennum Park, DK-3400 Hilleroed, Denmark.)
BBefeHHS 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Bpasinb NTga.,
Bpasunis
160. | NEBOLUEN pO34uH ANs iHQy3il, MPO®AP ManbTa Na6opaTopioc IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13346/01/01
5 mr/mn, no 100 mn MA HopmoH C.A. TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
y nakeTi; no 1 IHTepHeLw hapmakoHarnagy (iHwi 3MiHK) - 3MiHWN B TEKCTI
nakeTy y 6nictepi HN MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
TpengnHr 3a3HaYeHHs1 MXKHapPOAHNX NMO3HAYeHb OAUHNLB
Nimiten BMMIpIOBaHHA. BHeceHHs 3MiH 4o po3ainy
«MapkyBaHHs» MK#A J13. 3anponoHoBaHo: MapKyBaHHS.
BianosigHo [0 3aTBEPMAXEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBEL,EHHS 3MiH - NpOTArom 6 micsuiB nicns
3aTBEPAKEHHS
161. | NEPKAMEH® TabneTkn, BKPUTI MeHapiHi | llokcembypr | BEPIH-XEMI AT, HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/0583/01/02
20 NNiBKOBOIO IHTepHeLw HimeuyunHa UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKO10, M0 20 oHan (BUPOBHMLTBO hapmakoHarnaay (iHwi 3MiH1) - BHECEHHS 3MiH [0 p.
Mr; no 7 TabneTok y Onepeiiw npenapary "“in bulk" MapkyBaHHsA MKA N13:
6nictepi; no 1 OHC Ta KOHTPOIb Cepil; 3anponoHoBaHo: MapkyBaHHs. BignosigHo ao
6nictepy B Niokcemby KiHLieBe nakyBaHHS, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
KapTOHHIA Kopo6L; pr C.A. KOHTPO/b Ta BUMYCK MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
no 10 Tabnetok y cepii) iHcbopmaw,ii WoA0 3a3HaYEHHS OAVHULIL BUMIPIOBAHHS Y
6nicTepi; no 6 abo 9 cuctemi Sl. BBeieHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
6nictepiB y 3aTBEepPMAKEHHS
KapTOHHIi Kopo6Lyj;
no 14 TabneTtok y
6nicTepi; no 1 a6o 2,
abo 4 6nictepu B
KapTOHHI KOpooLyi
162. | NEPKAHIAWMIH | nopoLuok leTepo IHAisa leTepo [lpar3 IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3MiHu | - UA/15959/01/01
y (cybcTaHuis) y [Opar3 Nimiteq Tuny - 3MiHn 3 akocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
FIAPOXNOPUA | noggiliHuX Nimiten NOBTOPHUX BUNpo6yBaHb/nepiody 36epiraHHa abo yMmoB
FEMIFIAPAT nosieTUIEHoBMX 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpPAKEHOMY A0ChE
naketax, Lo cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonel,
BKNafalnTbCs y LLIO BK/IHOYAE nepios, NOBTOPHOro BUNpobyBaHHs) (nepios
TLMB naketu ans NMOBTOPHOrO BMNPOGYBaHHs/Nepios 36epiraHHs) -
chapmaLeBTU4YHOro 36inblUeHHst abo BBeAEHHSA nepiogy NOBTOPHOrO
3aCcTOCYyBaHHA BMNpPOB6YyBaHHsA/Nepiody 36epiraHHs Ha OCHOBI
pe3ynbTaTiB AOCMIMKEHD Y PeasTbHOMY Yaci -
36iNbLUEHHS Nepioay NOBTOPHOr0 BMNPOGyBaHHSA AD|
NepkaHiguniny rigpoxnopug remirigpar
3arBepgkeHo: MNepiog NepeKoOHTPOS0 4 PokK
3anponoHoBaHo: lepiof NnepekoHTposo 5 pokis
163. | NETPO30/1 TabneTkun, BKPUTI Amakca Benuka Cragadapm 'v6X, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/16828/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
AMAKCA NiBKOBOO nTa BputaHis HimeuumHa (BMnyck UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
060n0Hkoto, no 2,5 cepii); XaynTt ®apma hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTui
mr, no 10 Tabnetok MioHcTep 'mM6X, NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
y 6nicTepi; no 3 abo HimeuyunHa 0151 MeAMYHOro 3acToCyBaHHA Ha MifcTasi perynsipHo
10 6nictepiB y (BMPOGHMLTBO, OHOB/OBAHOrO 3BITY 3 6e3MneKkn fikapcbkoro 3acoby, abo
KapTOHHI Kopoo6Li nakyBaHHs Ta [ocnigpKeHb 3 6e3MneKn 3acTocyBaHHS NiKapCbKoro
KOHTPO/b SKOCTI) 3acoby B nicnsipeecTpavuiiiHnii nepiog, abo sk pesynsTart
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuuHnx gocnigpkens (PIP) (iHwi 3MiHW) -
3MiHM BHECEHI [0 iHCTPYKLiT 4151 MegnyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"Oco6nuBocTi 3acTocyBaHHs", "Mo6iuHI peakwi"
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii 3 6e3nekun Aitoyol
peyoBuHW. BBeaeHHS 3MiH NpoTArom 6-T MicsauiB nicas
3aTBEPAKEHHS
164. | NIBEN® kancysm no 200 mr TOB YkpaiHa TOB "AcTpachapm”, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10583/01/01
no 10 kancyny "BANAPTI YkpaiHa TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nictepi; no 5 abo H (BMPOGHMLTBO, thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
10 6nicTepiB y DAPMA" nepBuHHE Ta po3giny “MapkyBaHHa" MKA J13": 3anponoHoBaHo:
KapTOHHIM nauui BTOPUHHE MapkyBaHHS. BignoBigHO 4O 3aTBEPLYKEHOTO TEKCTY
nakyBaHHs, MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
KOHTPO/Ib SIKOCTI); YMakoBKM NiKapCbKOro 3acoby o0 3a3HauYeHHS
TOB "BANTAPTIH MiKHapPOAHMX NO3HAYEHb OAMHNLb BUMIPIOBAHHSI.
PAPMA", YkpaiHa BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
(Bunyck cepii) 3aTBepKEHHA
165. | NIAOKAIH cnpeii 10 %, no 38 r 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/0655/01/02
cnpeto y hriakoHi; dapmaveB dapmaleBTUUHNI UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
no 1 conakoHy + 1 TUYHWIA 3aBop ElC hapmakoHarnagy (iHwWi 3MiHKn) - 3amiHa po3gainy
nnacTmMacoBuii 3aB0f, «[padhmnyeckoe ohopmsieHNe ynakoBKkn» Ha
KnanaH-gosartop y Eric «MapkupoBka» B 3aTBepmkeHnx MKA N13:
KapTOHHI KOpooLyi 3anponoHoBaHo: MapkupoBka. CornacHo
YTBEPXAEHHOMY TEKCTY MapK1poBKW. BBeeHHs
[0[aTKOBOrO TEKCTY MapKyBaHHS YNakoBKM /liKapCbKoro
3aco0y i3 3a3Ha4YeHHAM MDKHAPOAHUX NMO3HAYEHb
OVHULIb BUMIPIOBaHHS. BBEIEHHSA 3MiH MPOTArom 6-Tu
MiCAILiB MicNa 3aTBepAKEHHS
166. | NITIOy - NOpOLLOK My6niuHe YkpaiHa My6niyHe Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/13260/01/01
rAPOrNYTAMI | (cy6cTaHuis) y akKuioHepH akuioHepHe MYy - 3MiHW 3 AKocTi. CepTudikat BignosigHOCTI/lE-
HAT noABiliHMX e TOBapucTBO cepTtudikaT BignoBigHOCTI EBponeichkiii
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nonieTuIeHoBMX TOBapuCTB "HaykoBo- hapmakonei/moHorpadii. 3MiHW, NoB'A3aHi 3
naketax gns o] BMPOGHUYUIA LEHTP HeoObXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0
hapmaLeBTUYHOro "HaykoBo- "BopuiariBcbkuii MoHorpadii PY abo €sponeiicbkoi chapmakonei, abo
3aCTOCyBaHHA BMPOGHUWY XiMiKO- IHLWOT HauioHas1bHOT thapmakonei aepxasn €C (3MiHa y
WA LeHTp hapMaueBTUUHWIA crneumdikayisix, nog's3aHa 3i 3MiHamu B dY, abo
"Bopuuaris 3asog" €Bponelicbkil hapmakonei, abo iHLLUIA HalioHaNbHIl
CbKUiA hapmakonei gepxasu €C) - BuganeHHs 3i cneuudikaii
XiMmiKo- Ta aHaniTM4Hoi MeToamkn A®I nokasHuka «Badkki
hapmaves MeTaIn», Y 3B'A3KY 3 TUM, LLIO MOKa3HWK «Baxki meTanv»
TUYHWIA 6yB BUSyYEHWI i3 3arasibHOT cTaTTi «CybCcTaHuji gns
3asopg" thapmaLeBTUYHOrO 3aCToCyBaHHA» EP
167. | IOKCO® TabneTku, BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7580/02/01
nNiBKOBOIO dapmach dapmacboTuKas UMYy - 3MiHW WoA0 6e3nekn/eteKTUBHOCTI Ta peyenmom
o60noHkoto, no 500 HoTuKan IHpacTpi3 NimiTeq, thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
Mr, Mo 5 TabneTok y IHaacTpi3 MapKyBaHHS YNakoBK/ NikapCbKoro 3aco6y 3 BHECEHHAM
6nictepi, no 1 Nimiteq iHchopmaw,ii WoA0 3a3HaYEHHS OAVHULIb BUMIPIOBAHHS Y
6nictepy B cucTtemi Sl. BHeECEHHSA 3MiH [0 po3ainy “MapkyBaHHS"
KapTOHHI KOpooLyi MK4A 13. 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH - 6 MicALiB nicns 3aTBEPAYKEHHS
168. | NOPAHIIH PO34MH ON151 POTOBOT TOB YkpaiHa TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHuX maTepianiB: TeXHIYHA 6e3 UA/17765/01/01
NOPOXHUHK no 120 "TepHocha nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peuyenma
MYy ¢pnakoHi; no 1 pm" BUMNPAB/IEHHS TEXHIYHWUX NOMW/IOK, 3rigHo n.2.4.4
donakoHy y nauui 3 po3ainy VI Hakazy MO3 Ykpainu Big 26.08.2005p. Ne
KapToHy 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p
Ne 460): BuNpaBneHHs TEXHIYHUX NOMU/IOK, AOMYLLEHNX
npu NpoBeAeHHI npoleaypi peecTpauii, ska
3aTBepxeHa Hakazom MO3 Ykpainuu Big 21.11.2019 Ne
2319 noMunkn y MetoAax KOHTPOsIo, 30Kpema Ldposi,
Ta NOMWKN B PO3paxyHKoBUX chopMynax B MeETOAUL
«KinbKicHe BU3HAUEHHS»: 3anponoHoBaHo: 5,92 mMr
BiANoBiAgHO y chopmyni 5,92 mr.
169. | NOPICTA® HD TabneTkun, BKPUTI KPKA, CnoseHis BMPOGHMLITBO "in CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/6454/01/02
nNiBKOBOIO n.4a., Hoso bulk", nepsuHHe Ta UMYy - 3MiHW WoA0 6e3nekn/epeKTUBHOCTI Ta peyenmom
060/10HKO0, 100 MecTo BTOPVHHE hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW B TEKCTI
mr/25 wr; no 10 nakyBaHHS, MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
TabneTok y 6nictepi; KOHTPO/b Ta BUMYCK 3a3HaYeHHsI MbXHApPOAHUX NO3HAYeHb OAUHULb
no 3, abo no 6, abo cepii: KPKA, a.4., BUMIpIOBaHHA. BHeceHHs 3MiH 4o po3ainy
no 9 6nicTepiB y HoBo mecTo, «MapkyBaHHs» MKHA J13. 3anponoHoBaHo:
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KapTOHHI Kopo6Lyj; CnoBEHis; KOHTPO/Tb MAPKYBAHHSA BignosigHo [0 3aTBEpAKEHOr0 TEKCTY
no 14 tabnetok y cepi: MapKyBaHHs. TepMiH BBeAeHHS 3MiH - 6 MicALiB nicns
6nictepi, no 1, abo KPKA, a.4., HoBo 3aTBEPMAKEHHS
no 2, a6o no 4, abo mecTo, CnoBeHis;
no 6, abo no 7 KOHTPO/b Cepii:
6nictepiB y Nab6eHa p.0.0.,
KapTOHHI KOpooLyi CnoseHis
170. | MATEPUHKN Tpasa no 50 r abo MpAT YkpaiHa MpAT "MikTpasun” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/3538/01/01
TPABA 75 1y naykax 3 "NikTpasun" MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
BHYTPILLHIM hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
naketom; no 1,5ry po3giny MapkysaHHa MK /13: 3anponoHoBaHo:
iNbTP-NakeTi; No MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEPAKEHNM
20 chinbTp-nakeTiB y TEKCTOM MapKyBaHHS. PeecTpaljis foAaTKOBOro TEKCTY
nauuyi abo y nauui 3 MapKyBaHHS! yNakoBKW MikapcbKoro 3acoby i3
BHYTPILLHIM NakeTom 3a3HauYeHHAM MDKHapOAHUX MO3HAaYeHb OAUHULIb
BMMIpIOBaHHSA
171. | MENIOKCUKAM | Tabnetku no 7,5 wmr, AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3921/01/01
-KB no 10 Tabnetok y "KMIBCbK BITAMIHHWIA UMy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
6nicTepi; no 1 abo 2 nn 3ABO4" thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
6nictepn y nauuj BITAMIHH po3giny “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
N MapkyBaHHs 3rigHO 3aTBEPKEHOMY TEKCTY
3ABO" MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHA yrnakoBKU
nikapcbKoro 3acoby 3 BHECEHHSM iHhopmaL,i Woa0
3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHS Y cuctemi Sl.
BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nics
3aTBEPAKEHHSA
172. | MENTIOKCUKAM | Tabnetku no 15 mr AT YkpaiHa AT "KNIBCbKWN Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3921/01/02
-KB no 10 tTabneTtok y "KMIBCbK BITAMIHHW/ TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nicTepi; no 1 abo 2 W 3ABOA" hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nictepn y nauui BITAMIHH po3ainy “MapkyBaHHs” MKA 13: 3anponoHoBaHo:
N MapkyBaHHs 3rigHO 3aTBEPKEHOMY TEKCTY
3ABO4" MapKyBaHHA. OHOBJ/IEHHSI TEKCTY MapKyBaHHS yrnakoBKU
NiKapcbKoro 3acoby 3 BHECEHHAM iHthopmal,ii oo
3a3HayeHHs OAVHNLbB BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
173. | MEMOPIA® Kpanni opasibHi no Pixappg, ABCTpist Pixapp, bitTHep Al AscTpist BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/8877/01/01
20 mn, abo no 50 BiTTHEP UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenma
M1, abo no 100 mn y Al thapmakoHarnagy. BeegeHHs abo 3aMiHn fo
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
dhnakoHi- y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
KpanenbHuyj; no 1 (BBEAEHHSA y3araslbHEHVX AaHUX Npo cucTemy
chakoHy- hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
KpanesnbHuLi y BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KapTOHHIi ynakoBui KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHvKa 45
3piicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&aXeHOi 0Co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsagy (BKIH0UaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-ghaiina
cuctemu chapmakoHarssgy) - 3MiHa KOHTakTHOT 0cobu
YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnag B Ykpaini. fitoya pegakuis: /intyc
IpyHa MukonaisHa. MponoHoBaHa pefakLin: ®apuHelb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0co6u
YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigabHOI 3a
thapmakoHarnsag B YkpaiHi
174. | MEPOMNEHEM - | nopoLok ans MicTtpan AHrnis ALC OJOBDAP ITanis BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepiasis: 3miHu | 3a UA/16112/01/01
BICTA NPUroTyBaHHs Kenitan C.M.A., Itanisa MRy - 3MiHKM 3 AkocTi. CepTudikar BignosigHocTi/lE- peyenmom
PO3YnHy AN MeHemxm (BMpOGHMLTBO Ta cepTtudikaT BignoBigHOCTI EBponeichkiii
iH ekuiii mo 500 wmr, 1 eHT KOHTPO/Ib SKOCTI chapmakonei/moHorpadii. NogaHHs HoBOro abo
a6o 10 dpnakoHis 3 Nimiten CTEPW/IbHOI CyMiLLIi); OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo BUYyYEHHS
NOPOLLKOM Y ALC OJOBDAP cepTudikaTta BignoBigHOCTI €EBponenchkin hapmakonei:
KapTOHHilA KOpo6Li C.M.A., Itanisa ana A®l; onsa BuxigHoro
(B1pOGHMLTBO, marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
nepBuHHe Ta BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 LONOMDKHOT
BTOPVHHE peyoBuHM (cepTudikar BiANOBIAHOCTI EBPONECHKIi
nakyBaHHs, thapmakone’) - OHOB/EHUIA cepTudpikaT Bif yxe
KOHTPO/b SKOCTI, 3aTBEPAKEHOro BUPOBGHYKA -
BUNYyCK cepil) MogaHHA OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI
€poneiicbkili hbapmakonei Ne R1-CEP 2011-238-Rev
00 Big 3aTBEpAXEHOr0 BUPO6HUKA AD| MeponeHemy
Tpurigpaty BupobHuuTea ACS Dobfar S.P.A., ITanis
(3aTBEepmXeHUiA cepTudhikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2011-238-Rev 02). logaHo
AINAHKN BUPOOHMLTBA NPOMIXXHOTO NPOAYKTY. YTOYHEHO
afipecy BUPOGHULTBA CTEPUILHOTO NPOAYKTY.
175. | MEPOIMNEHEM - | nopoLuok ans Mictpan AHrnis ALC NOB®PAP ITanis BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3MiHu | 3a UA/16112/01/02
BICTA npuroTyBaHHA Kenitan C.N.A, Itania TMny - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/TE- peyernmom
PO34uHYy AN MeHemxm (BMpOGHMLTBO Ta cepTtudikaT BignoBigHOCTI €EBponeicbkiii
iH ekuili no 1000 wr, eHT KOHTPO/Ib AKOCTI hapmakonei/moHorpadii. NMogaHHs HoBoro abo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

1 a60 10 chrakoHis 3
MOPOLUKOM Y
KapTOHHI/ KopoobLi

Nimiten

CTEPW/IbHOI CyMiLLli);
ALIC JOB®AP
C.N.A., Itanis
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMYCK cepil)

OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
onsa A®l; ona BuxigHoro
mMartepiany/peareHTy/npomMiKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; 415 [OMOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONECHKIi
thapmakone’) - OHOBMieHUii cepTuddikat Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -

MopaHHsA OHOBIEHOrO cepTudikaTy BigNOBIAHOCTI
€Bponeiickkin dpapmakonei Ne R1-CEP 2011-238-Rev
00 Big 3aTBEPMAXEHOrO BUPOOHUKA AP| MeponeHemy
Tpurigpaty BupobHuytea ACS Dobfar S.P.A., ITanis
(3aTBEPMAXEHNWA CepTudikaT BigNOBIAHOCTI €BPONENChKi
thapmakonei Ne RO-CEP 2011-238-Rev 02). logaHo
AiNAHKU BUPOBHMLTBA NPOMIXHOTO NPOAYKTY. YTOYHEHO
afipecy BMPOBGHMLTBA CTEPWU/IBHOIO NPOAYKTY.

176.

MET®OPMIH-
TEBA

Tabnetku no 500 mr
no 15 tabneTtok y
6nicTepi; no 2
6nicTepu y kopobui

Tesa
dapmaues
Tikan
IHpacTpi3
nra.

I3painL

TOB TeBa
OnepeiiwH3 MonaHg

Monba

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK 3 iKocTi. CepTudikaT BignoBigHOCTI/E-
cepTudikaT BigNoBigHOCTI EBpoNechKiii
thapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
cepTudikaTta BignoBigHOCTI EBponenchkin hapmakonei:
onsa A®l; ona BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPMCTOBYOTbCSA Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudikaT BiANOBiAHOCTI EBpONEiiChKiit
thapmakone’) - OHOBMeHUii cepTuddikar Bif yxe
3aTBEPAKEHOTO BUPOGHMKA -

NnoAiaHHA OHOBJ/IEHOTO cepTudiikaTa BifNoOBIAHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 1998-079-Rev
09 nns piroyoi peyosnHn Metformin Hydrochloride Big,
BXe 3aTBep/xeHoro BupobHuka Wanbury Limited, IHgjs,
SIK HAC/MiJOK pefakuUiiHi 3MiHU LWOA0 BUKNAAEHHS aapech
BMPOGHUYMX AinbHULUbL A®| faHoro BUpo6HMKa, 6e3 3MiH
afipecy Ta BUPOGHMUMX MOTYXXHOCTEW

3a
peyenmom

UA/7769/01/01

177.

MIPAMEKC®NA

TabneTtkun,
NPOIOHIOBaHOI Aji,
no 0,375 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu B

BepiHrep
IHrenbxai
M
IHTepHeLw
HA TM6X

HimeuunHa

BepiHrep
IHrenbxaim ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu |
MRy - 3MiHKU Woao 6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO A0
MapKyBaHHS YNakoBKU NiKkapcbKoro 3acoby, a Takox
[0[A€ETbCA MbKHAapOAHe NO3HAYeHHS oguHuLb Sl

3a
peyenmom

UA/3432/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI/ Kopoo6Li

natvHuuero. BeBefeHHs 3MiH NpoTArom 6-Tm MicsAuiB
nicnsa 3aTBepKeHHs; 3MiHK | Tuny - 3MiHu Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHn)
- BHECEHHS 3MiH [0 po3ziny «MapkyBaHHsA» MKA N13:
3anponoHoBaHo: Po3gin MapkyBaHHs. MapKyBaHHS
3rifiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHsA. BBefeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS; 3MiHM
| TNy - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHa y KopoTkili XxapakTepucTuuj
NiKapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iHCTPYKLiT
0151 MeANYHOrO 3aCTOCyBaHHA Ha MiacTasi perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
AoCnigpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk pesynsTar
OL|iHKM 3BITY 3 AOCNIAKEHb, NPOBEAEHUX BIAMOBIAHO A0
nnaHy negiatpuyuHnx gocnimkeds (PIP) (3MiHy
Y3rO[XXEHO 3 KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) -
3MiHM BHECEHO A0 po3ainy "OcobanBoCTi 3acToCcyBaHHSA"
Ta, SIK Hacnigok, fo po3ainy "Cnocib 3acTocyBaHHsA Ta
[031" IHCTPYKLUiT 419 MeAMYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby BifgnoBigHO A0 6e3nekn
3acTOCyBaHHS Aito4oi pevyoBUHW. BBegeHHSA 3MiH
NPOTArom 3-X MiCALB Nic/1A 3aTBePaXKEHHS

178.

MIPAMNEKC®NA,

TabneTkun,
NPOIOHTOBaHOI Aji,
no 0,75 mr no 10
TabneTtok y 6nictepi,
no 3 6nictepu B
KapTOHHilA KOpo6Li

Bepinrep
IHrenbxaw
M
IHTepHeLw
HN TMBX

HimeyunHa

Bepinrep
IHrenbxanm ®apm

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) - 3MiHU BHECEHO 0
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby, a Takox
[0A3€ETLCA MiXXKHAPOAHE NO3HAYEHHA oauHMLB S
natvHuuero. BeefeHHs 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepAKEHHS; 3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edekTUBHOCTI Ta thapmakoHarnsagy (iHLwi 3mMiHn)
- BHECEHHSA 3MiH [0 po3ainy «MapkyBaHHs» MKA N13:
3anponoHoBaHo: Po3ain MapkyBaHHsA. MapkyBaHHS
3rifiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTArom 6-TW MICALIB MiCNA 3aTBEPAXKEHHS; 3MIHU
| TNy - 3MiHK Woao 6e3nekn/etdeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acToCyBaHHA Ha NiACTasi perynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neku nikapcbkoro 3acoby, abo
AocnifmxeHb 3 6e3neky 3aCTOCyBaHHS NikapCbKoro

3a
peyenmom

UA/3432/02/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3acoby B micnispeecTpaviiiHvii nepios, abo sk pesynbTar
OL|iHKM 3BITY 3 AOC/IMKEHb, NPOBeAEHUX BIAMNOBIAHO A0
nnaHy negiatpuynHnx gocnimkes (PIP) (3MiHy
Y3rO[XKEHO 3 KOMNETEHTHUM YNOBHOBAXKEHVIM OPraHom) -
3MiHM BHECEHO A0 po3ainy "OcobamnBoCTi 3acToCcyBaHHA"
Ta, SIK Hacnigok, fo po3ainy "Cnocib 3acTocyBaHHsA Ta
[031" IHCTPYKUIT A/18 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBigHO Ao 6e3nekn
3aCTOCYBaHHS Ajilo40i pevoBHN. BBeAeHHS 3MiH
NPOTArom 3-X MicALiB NiC/1a 3aTBEPAKEHHS

179.

MIPAMEKC®MNA

TabneTku,
NPOJIOHTOBaHOT Ajl,
no 1,5 mr no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
KapTOHHI/ KopoobLi

BepiHrep
IHrenbxai
M
IHTepHeLw
HA TM6X

HimeyunHa

BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsagy (iHwi 3MiHK) - 3MiHW BHECEHO [0
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby, a Takox
[0A3€ETbCA MKHAPOAHE NO3HAYEeHHA OAuHMLB S
natvHuuero. BeBefeHHs 3MiH NpoTArom 6-Tm MicsauiB
nicnsa 3aTBepXeHHs; 3MiHK | Tuny - 3MiHu Wwoao
6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHn)
- BHECEHHS 3MiH A0 po3giny «MapkyBaHHsA» MKA N13:
3anponoHoBaHo: Po3gin MapkyBaHHS. MapkyBaHHS
3rifiHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHS. BBefeHHS
3MiH NPOTAroM 6-TW MicALiB NicNs 3aTBEPAKEHHS; 3MIHN
| TMNYy - 3MiHNM WoA0 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili XapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLT
ANA MeVYHOro 3aCTOCyBaHHSA Ha MifCcTasi perynspHo
OHOB/IOBAHOrO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs NikapCbKoro
3acoby B nicnsipeecTpauiliHnii nepios, abo sk pesynbTtar
OL|iHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX BIAMOBIAHO A0
nnaHy negiatpuyuHmx gocnimkeds (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHom) -
3MiHM BHECEHO A0 po3ainy "OcobanBoCTi 3acToCyBaHHA"
Ta, sIK Hacnigok, Ao po3ainy "Cnocib 3acTocyBaHHsA Ta
[031" IHCTPYKLUiT 419 MeMYHOro 3aCTOCYBaHHs
nikapcbKkoro 3acoby BignoBigHO A0 6e3nekn
3acToCyBaHHSA Aito4oi pevoBUHU. BBegeHHSA 3MiH
NpoTArom 3-X MiCAUIB MiC/1A 3aTBEPKEHHS

3a
peuyernnmom

UA/3432/02/03

180.

MOMOPANKA
KOMMO3UTYM

PO34MH ANA iH'EKLN,
no 2,2 ma B amnyni;

Bionoriwe
Xanbmitr

HimeuunHa

Bionoriwe
Xaiinbmitrens

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
TUMy - 3MiHKn 3 AkocTi. A®l. KoHTponb APl. 3miHa y

3a
peyenmom

UA/8257/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 5 amnyny enb Xeenb Xeenb Mv6X napameTpax cneuudikauii Ta/abo AONyCTUMKX MEX,
KOHTYPHIl M6X BM3HAYeHNX Yy cneuudikauisx Ha A®l, abo
YapyHKOBIl BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, wo
ynakosui; no 1 BVIKOPMCTOBYIOTLCS Y Npoueci BupobHuutea Ad|
KOHTYPHilA (AONOBHEHHS cneumdikayii HOBYM NOKA3HUKOM SIKOCTi Ta

YapyHKOBIli ynakoBLj
B KOPOO6Lii 3 KApTOHY;
no 2,2 Mn B amny i;
no 5 amnyny
KOHTYPHilA
YapyHKoBil
ynakosLij; no 2
KOHTYPHI YapyHKOBI
yNakoBKKM B KOpooL,i
3 KapTOHY; No 2,2 Mn
B amnyni; no 5
amnyn y KOHTYPHii
YapyHKoBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yNakoBOK y KOpO6L;i
3 KapTOHY

BiANOBIAHWM MEeTOA0M BUNPOOYBaHHS) - BHECEHHS 3MiH
Ao Cneuundpikauii / MeTogis Bunpo6yBaHHs 415
BMXigHOro martepiany Mandragora e radice, 3okpema:
BBE/EHHS MOKasHVKa AKOCTi "BTparta B maci npu
BULLCYLLUYBaHI" 3 BignoBigHMMMN KpUTEpismun
NPUAHATHOCTI (Max. 13% (m/m); 3MiHu | TUNY - 3MiHK 3
AKoCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneuudikauiii Ta/abo fOoNYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha AdPl, abo BMXigHWUA/NPOMDKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y NPOLECi
BMPO6HMLTBA AD| (4ONOBHEHHS cneuudikauii HOBUM
NOKa3HWKOM SIKOCTi Ta BiNoBiAHNM METOA0M
BUNPOOBYBaHHS) - BHECEHHS 3MiH A0 Cneuudikauii /
MeTogis BUNpobyBaHHA AN18 BUXiAHOro martepiany
Lycopodium clavatum, 3okpema: BBeleHHs NokKasHuka
AKOCTI "BTparta B Maci npu BuLICYLLYBaHi" 3
BiANOBIAHUMY KpUTEPIAMY NPUAHATHOCTI (max. 13%
(m/m); 3MiHun | TUNY - 3MiHK 3 aKoCTi. A®I. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo AonycTUMMX
MeX, BU3HaueHux y cneyudikauisx Ha Ad®l, abo
BVXiAHWA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTLCSA Y NpoLeci BUpobHuuTea Ad|
(DoNoBHEHHS cneumdikayii HOBUM NOKA3HUKOM SIKOCTi Ta
Bi4MNOBIgHMM METO4OM BMNPOOYBaHHS) - BHECEHHS 3MiH
Ao Cneuundpikauii / MeToaiB BUNnpoGyBaHHS 415
BMXigHOro martepiany Veratrum album, 3okpema:
BBE/EHHS MOKa3HvKa AKOCTi "BTparta B maci npu
BULLICYLLYBaHI" 3 BiMOBIgHVMU KPUTEPISMU
NPUAHATHOCTI (Mmax. 13% (m/m); 3MiHu | TUMy - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneundikauin Ta/abo AoNYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikauisx Ha A®Il, abo BUXiZHUA/NPOMIXHUIA
nNpoAayKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLEC
BMpo6HULUTBa API (LONOBHEHHA cneuudikalii HoBUM
NOKa3HMKOM SIKOCTi Ta Bif4NoBig4HNM METOA0M
BUNPOGYBaHHS) - BHECEHHS 3MiH 0 Cneundikauii /
MeTogis BUNpobyBaHHA 4115 415 BUXiAHOTO Martepiany
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Ceanothus americanus, 30kpema: - BBEEHHS NMOKa3HuKa

AKOCTI "BTparta B Maci npv BuLICYLLYBaHi" 3
BiANOBIAHUMY KpUTEPIAMY NPUAHATHOCTI (Max. 13%
(m/m);- BBEAEHHSA Noka3Hvka "Mikpockonist” 3
BiAMNOBIAHMM METOAOM BMNPOOYBaHHSA 3rigHO BUMOT
HAB;
3MiHM | TUNY - 3MiHKU 3 SKOCTI. FOTOBWMIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro siikapcbkoro 3acoby. 3miHa
napameTpiB cneyndikauii Ta/abo AONYCTUMUX MEX
rOTOBOrO JIiKAPCbKOro 3acoby (iHLWi 3MiHN) - BHECEHHS
3MiH fo Cneuudikauii / MeTogis Bunpo6ysaHHs N3,
30Kpema: - 3a3HavyeHHs nokasHuka "MexaHiyHi
BK/IIOYEHHS: BUAMMI 4acTKW'", IK OKpemoro napamMeTtpa
cneundikauii; - 3a3Ha4YeHHs1 NPUMITKM “rapaHToBaHoO B
npoueci BUpo6HULTBA" 415 NOKa3HUKa "MexaHiuHi
BK/IIOYEHHS: BUAMMI YacTku" B crnieumdpikadii npu
BUMYCKY; - 3a3HAYEHHS MPUMITKM "He 3aCTOCOBYETLCA AK
PYTUHHWIA TECT (€ YACTWMHOI KiHLIEBOTO BMMPOBYBaHHSA
Ha CTabiNbHICTb) AN5 NoKasHWKa "MexaHiyHi BK/IYeHHS:
BUAMMI YacTk1" B cnevmdikalii Ha TepMiH NpuAaTHOCTI; -
3a3HayeHHs MPUMITKM "He 3aCTOCOBYETLCA SK PYTUHHWIA
TecT (€ YaCTUHOIO KiHLEBOro BUNPOBYBaHHA Ha
cTabinbHICTb) AN NokasHuKa "bakTepiasbHi
€HOO0TOKCUMHN" B crieuundikaLii Ha TepMiH NpuAaTHOCTI; -
YTOYHEHHS KPUTEPITB NPUIAHATHOCTI 3@ NOKa3H1Kamu
"MexaHi4YHi BK/IHOYEHHS: HEBUAMMI YacTKn" Ta
"BakTepiasibHi eHOOTOKCUMHMW"; 3MiHW | TUny - 3MiHK 3
AKOCTi. A®I. KoHTposb AdL. 3miHa y napameTpax
cneuundikauii Ta/abo 4ONYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauisx Ha Adl, abo BMXigHWUA/NPOMDKHWIA
NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCSA Y NPOLLEC
BMPOGHMLTBA AD| (BUTYYEHHA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpuknag, BUy4eHHs 3acTapifioro NokasHuka))
- BHECEHHS 3MiH Ao Cneuudikauii/MeTogis
BMNpobyBaHHA A1 BUXigHOro matepiany Mandragora e
radice, 30Kkpema: BUy4YeHHS KOHTPOJTHO 3a NOKA3HUKOM
"laeHTudikauia A, laeHTudikauis B" (AkicHi peakuii)
(3annwaetbes meTtog TLWIX) Ta 3amiHa meToay
BUNPOBYBaHHA 3a NokasHWkoM "KinbkicHe BU3HAYEHHS
BIANOBIAHO A0 Ajtoyoi moHorpadii HAB; 3miHu | Tuny:
3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. KoHTponb

roTOBOrO JlikapcbKoro 3acoby. 3miHa y MeTofax
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BUNPOOYBaHHA rOTOBOTO /iKapCbKOro 3acoby (He3HayHa
3MiHa y 3aTBepAKeHUX MeTofax BUNpobyBaHHs) -
BHECeHHS 3MiH o MeToay BunpobysaHHsa /13 3a
nokasH1kom “3anax”, 30kpemMa: BU/IyYeHHs onucy
NpoBefieHHS MEeTOANKN
181. | MOHTENYKAC TabneTtkn, BKPUTI My6niuHe YkpaiHa BCi cTagii Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | - UA/16207/01/01
T NAiBKOBOO aKuioHepH BMPOGHMLITBA 38 Icnanis Tuny - 3MiHn 3 akocTi. CepTuddikaTt BignosigHocCTI/lE-
o6onoHkoto, no 10 e BVHSITKOM BUMYCKY cepTudikaT BigNoBigHOCTI EBpoNeichKiii
mr TOBapucTB cepiii: hapmakonei/moHorpadii. NMogaHHa HoBoro abo
in bulk: no 50 000 o] CaHiko H.B., OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo BUYyYEHHS
Tabnetok* y "HaykoBo- Benbris; cepTudpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
noagiiHomy BUPOBHUY ans A®l; ansa BuxigHoro
nonieTnaeHoBomMy WA LEHTP BMPOGHMLITBO, marepiany/peareHTy/npomMiKHOro NMPOAYKTY, Lo
nakeri; "Bopuuaris aHanis Ta BMnycK BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 418 AONOMDKHOT
in bulk: no 37 000 CbKUiA cepiii: peyoBuHM (cepTudikat BiANOBIAHOCTI EBpONEiCHKiit
Tabnetok* y XiMiKO- CiHTOH Xicnaris thapmakonei) - Houii cepTudikar Bifg HOBOro
noAgiiHomy thapmaues C.N., IcnaHis BMPOGHMKa (3aMiHa ab0 JOMOBHEHHS)
nonieTnaeHoBoMy TUYHWIA CynyTHA 3MiHa
nakeri; 3asopg" - 3MiHu 3 sKocTi. A®Il. KoHTponb A®l. 3miHa y

in bulk: no 27 500
Tabnetok* y
noAgiiHomy
nonieTnaeHoBoMy
naketi;

in bulk: no 20 500
Tabnetok* y
noagiiHomy
nonieTnieHoBoMy
nakeri;

in bulk: no 15 500
Tabnetok* y
noAgiiHomy
nonieTnaeHoBoMy
nakerTi;

in bulk: no 11 500
Tabnetok* y
noAgiiHomy
nonieTnaeHoBoMy
naketi;

in bulk: no 8 500
Tabnetok* y
noagiiHomy
nonieTnieHoBomMy
nakeri;

in bulk: no 6 500
Tabnetok* y
noAgiiHomy
noslieTMaeHoBoMy

napameTpax cneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HaYeHNX y crneundikauisx Ha A®l, abo
BUXIAHWA/NPOMDKHMIA NpoAayKT/pearexT, LWwo
BVIKOPVCTOBYIOTBCS Y Npoueci BuUpobHuuytea Ad|
(oonoBHEHHS cnevmdikayii HOBUM NOKA3HUKOM SIKOCTI Ta
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS - BBEAEHHS
HOBOr0O BMPO6HUKa A71s Aitoyoi pevoBuHM Montelukast
sodium DR. REDDY'S LABORATORIES LIMITED, B
sikoro HasiBHuii CEP R1-CEP 2012-115-Rev 00 3
BiANOBIAHUMY 3MiHaMVK B cneuyudikauii Ta MeTogax
KOHTPO/110 AD| 3a NOKA3HUKOM «3a/INLLKOBI KiNlbKOCTI
OpraHiYHNX PO3YMHHMKIB» (LOMOBHEHO BUMOMV A5
[aHoro BUpPOGHKKa).

BBEJeHHS HOBOTO BUPOGHMKa A1 [it04H0T pEYOBUHN
Montelukast sodium DR. REDDY'S LABORATORIES
LIMITED, B sikoro HassHuii CEP R1-CEP 2012-115-Rev
00 3 BignoBigHMMK 3MiHaMK1 B cnevumdikauii Ta MeTogax
KOHTPO/110 AD| 3a NOKA3HUKOM «3a/INLLIKOBI KifIbKOCTI
OpraHiYHUX PO34YMHHUKIB» (4OMOBHEHO BUMOTY AN
[aHoro BUpo6HMKa); 3MiHK | Tuny - AAMIHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus
NpOBapKEHHS AISNbHOCTI BUPO6HMKa/imnopTepa
roTOBOr0O NikapCcbkoro 3acoby, BKIYaUn AiNbHAL
BMMNYCKy cepii abo MicLe NpoBeAEeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy BignoBigae BMpobHUK/imnopTep,
BK/IHOHAK0UM BUNYCK Cepiit) - NpUBEAEHHA aapecu
BUpo6HuKa 13 CiHToH XicnaHisa C.J1., IcnaHis
(BMpPOGHMLTBO, aHani3 Ta BUMYCK Cepiid) y BiAMOBIAHICTb
[0 MatepianiB peecTpauiiHoro focke, 6€3 3MiHW MicLisi
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nakeri BMPOGHMLTBA (BBBEAEHHS 3MiH MPOTArOM 3-X MicsLiB
*nonyctume nicnsa 3aTBepAXeHHs)
BiAXnNeHHa +15%
182. | MOP®IH PO34MH A4 iH EKLi, AT Nartsia BCi cTagji CnosayuvHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/15322/01/01
KAJNUEKC 10 mr/mn; no 1 mn B "Kanuekc", BUPOBHMYOro | NaTBia TMNy: AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHs
amnyni; no 5 amnyn Natsis npovecy, Kpim Ta/abo agpecu MicLUs NPOBaKEHHS AiSNbHOCTI
B KOHTYPHIli BMNYCKY cepil: BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
YapyHKOBIli ynakoBLj XBM dapma c.p.o., BK/IOYAIOUM AiNbHUL BUMYCKY cepii abo micue
(nipgoHi); no 1, 2 CnosayuvHa; npoBefeHHS KOHTPOJTK0 AKOCTI. (AISNbHICTb, 3a AKy
a60 20 KOHTYpHUX BUPOOBHWK, SKUiA BiiNOBiga€e BUPOGHMK/iMIOPTEp, BKIOYAKOUN BUMYCK
YapyHKOBUX BignoBigae 3a cepiii) - 3MiHa agpecy BUpo6HuKa AT "Kanuekc", Nlatsis
ynakoBoOK (NiafoHIB) KOHTPO/1b (BMPOGHKK, SKMIA BigNOBIAAE 3a BUMYCK cepil), 6e3 3MiHu
B nauuii cepii/BnnpobyBaHHs: MiCLii BAPOGHULITBA; 3MiHM | TUNY: 3MiHM Woao
AT "IpiHaekc", 6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy (iHLwi 3mMiHn)
Nartsis; - OHOB/MEHHS TEKCTY MapKyBaHHS yMakoBKU NTiKapCbKOro
BUPOOBHWK, SKUiA 3ac00y 3 BHECEHHAM iHhopMaLlii LLoAo 3a3HavYeHHs
BignoBigae 3a OOMHULB BUMIPIOBaHHA y cucteMi Sl. BHeceHHst 3MiH 1o
BWMYCK Cepii: po3giny “MapkyBaHHs” MKA N3 (BBeAeHHS 3MiH
AT "Kanuekc", NPOTArom 6-Tu MiCALIB MiC/A 3aTBEPIKEHHS)
Nartsis
183. | MOP®IHY PO34UH A5 iH'EKLLIA TOB YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/5174/01/01
rigpoxnopPung | 1%, nolmns "XapkiBCbK thapmaueBTUyHe UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn e nignpueMcTBo hapmakoHarnaay (iHwWi 3MiH1) - OHOB/IEHHSI TEKCTY
y 6nicTtepi; no 1 abo | dhapmaves "340poB's Hapoay" MapKyBaHHS1 YNakoBKM JTiKapCbKOro 3ac06y 3 BHECEHHSIM
2, abo 20 6nicTepis TUYHe iHchopMmaw,ii WoA0 3a3HaYEHHS OAUHULIL BUMIPIOBAHHS Y
Y KOpOOL,i 3 KApTOHY nignpuemc cucTtemi Sl. BHECEHHS 3MiH A0 po3ainy “MapkyBaHHsS" B
TBO 3aTBepxeHnx MK#A /13. 3anponoHoBaHo: MapKyBaHHS.
"3p0poB's BignoBigHO 40 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS.
Hapoay" BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBEPAKEHHSA
184. | MO®J/IAKCA® pO34uH ANA iHdy3il KPKA, CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/16077/01/01
no 400 mr/250 mn no | A.4., Hoso mMecTo, CnoBeHis TMNYy - 3MiHW WoA0 6e3nekn/ethekTUBHOCTI Ta peyenmom
250 mn 'y ¢priakoHi, MecTo (BUpPOGHMLTBO "in hapmakoHarnsgy (iHwi 3MiHN)- 3MiHU B TEKCTI
no 1, 5 a6o 10 bulk”, nepsrHHe Ta MapKyBaHHS! yNakoBKU NlikapcbKoro 3acoby Loao
ch/1aKkoHIB y KOpo6Li BTOPUHHE 3a3HavYeHHs MKHapOAHMX NO3HaYeHb OANHULb
nakyBaHHs, BUMIpPIOBaHHSA. TepMiH BBeZ,eHHS 3MiH - NPOTArom 6
KOHTPO/b cepii Ta MiCAILiB MicNa 3aTBepAKEHHS
Bunyck cepii); KPKA,
n.40., HoBo mecTo,
CnoBeHis (KOHTPO/b
cepii)
185. | HA3AJIOHI® cnpeii HasasTbHUiA, TOB YkpaiHa TOB "Mikpodchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/10620/01/01
no3oBaHuii 0,05%, "BANIAPTI TUMY - 3MiHW 3 IKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK peyenma
no 10 r y dp1akoHi; H Yy BUPOBHULTBI. 3MiHW Y NpoLecCi BUpO6HMLTBA FOTOBOTrO
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
no 1 donakoHy y PAPMA" nNiKapcbKoro 3acoby, BK/IKOYAKUMN NPOMDKHUIA NPOAYKT,
nauui LL|0 3aCTOCOBYETHCA NPU BUPOOHULTBI FOTOBOrO
nNikapcbKoro 3acoby (He3Ha4yHa 3MiHa y npoueci
BMPOGHMLTBA) - BHECEHHS 3MiH A0 po3giny 3.2.P.3.
MpoLiec BUPOOHMLTBA NiKapCbKOro 3acoby, 30kpema: Ha
Cragii 4. "MapkyBaHHs Ta ynakoBka hiiakoHis" Ha
onepaudii 4.1."MapKyBaHHs (h1aKoHiB" BCTAHOB/EHHSA
TEPMONpPUHTEPA Ha MaLUnHy A1 eTUKETYBaHHSA 3 METO0
HaHeCeHHs1 Ha eTUKeTKY HoMepa cepil Ta gaTtu
3aKiHYEeHHS TepMiHY NPUAATHOCTI; 3a3HAYEHHSA KOHTPO/IO
BiANOBIAHUX NapameTpis
186. | HA30-CMPEN cnpeii HasaslbHUiA, ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/9393/01/01
0,5 mr/mn no 15 mn BO 3 06MeEXeHOo TUMy - 3MiHU Wo0 6e3nekn/eddekTMBHOCTI Ta peyenma
Y KOHTelHepi 3 06MexeHo BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
posnuntoBayem; no (0] "[locnigHwii 3aBog, MapKyBaHHS YNakoBK/ NikapCbKoro 3aco6y 3 BHECEHHAM
1 KOHTelHepy 3 Bignosiga "r'HUNC", YkpaiHa iHchopmaw,ii WoA0 3a3HaYEHHS OAVHULIb BUMIPIOBAHHS Y
posnuaBayemM B NbHICTIO (KOHTPO/Ib AKOCTI, cuctemi Sl. BHeCeHHs 3MiH A0 p. «MapKyBaHHA» MKHA.
nadui 3 KapToHy "focnigHn BUNycK cepii); 3anponoHoBaHo: MapkyBaHHs. BignosigHo Ao
1 3aBOA, ToBapuCTBO 3 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
"rHuIC 06MexeHo 3MiH - MPOTAroM 6 MiCALIB MicNa 3aTBEPIXEHHS
BiANOBIAA/IbHICTIO
"®apmMaueBTNYHa
KomnaHis
"3p0pos'a”, YkpaiHa
(Bci cTagji
BMPOGHULITBA,
KOHTPO/b SIKOCTI,
BMNYyCK cepii)
187. | HAKNO®EH cynosuTopii no 50 KPKA, CnoseHis KPKA, 4.4., HoBo CnoBeHis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepianis: 3miHu | 3a UA/3480/04/01
Mmr, no 5 4.4a., Hoso MecTo MMy - 3MiHK WoAo 6e3nekn/ehekTUBHOCTI Ta peuyenmom
CynosunTopiie y MecTo hapmakoHarnsagy (iHwi 3mMiHn) - 3MiHWM BHECEHI B TEKCT
CTpuNi; No 2 cTpunn MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
Y KapTOHHi Kopobuj 3a3HavYeHHs MKHapoAHMX NO3HaYeHb OANHULb
BMMIipIOBaHHsA. BHeceHHs 3MiH 40 po3ainy "MapkyBaHHA"
MK#A N3: 3anponoHosaHo: MAPKVIPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVIPOBKM.
TepMiH BBeEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS
188. | HAKNTO®EH TabneTkun KPKA, CnoseHis KPKA, g.4., Hoso CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/3480/02/01
PETAP/L NPOIOHTOBaHHOI Al n0.0., Hoso mecTo, CnoBeHis MRy - 3MiHW WOoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
no 100 mr, no 10 MecTo (nepBuHHe Ta hapmakoHarnsagy (iHwi 3MiHn) - 3MiHWM BHECEHI B TEKCT
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Tabnetok y 6nictepi, BTOpPUHHE MapKyBaHHS yMakoBKU JTikapcbKoro 3acoby Lioao
no 2 6nictepun y nakyBaHHS, 3a3HaYeHHs MXKHapPOAHUX NO3HAYeHb OAUHNLb
KapTOHHI/ KopoobLi KOHTPO/b Ta BUMYCK BMMIipIOBaHHS. BHeCEeHHS 3MiH Jo po3giny "MapkyBaHHS"
cepii); XeHHir MK4A N13: 3anponoHosaHo: MAPKVIPOBKA B
ApuHaiimiTTeNnb COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVPOBKK.
v6X & Ko. KT, TepmiH BBeAEHHSA 3MiH MPOTAroM 6 MicAuiB nicns
HimeuunHa 3aTBepKEHHA
(BUpPOGHMLTBO "in
bulk")
189. | HATPIO Kancysv Teepgi no AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/2091/01/01
ANKNO®EHAK- | 25 mr, no 10 kancyn "KNIBCbK BITAMIHHWIA MRy - 3MiHN Wwoao 6e3nekn/edyekTMBHOCTI Ta peyenmom
KB y 6nicTepi; no 3 nn 3ABOL" thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
6nicTepy B nayui BITAMIHH po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
W MapkyBaHHs 3rigHO 3aTBEPMAXXEHOMY TEKCTY
3ABO" MapKyBaHHA. OHOB/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Wwoao
3a3HayeHHs OAMHMLL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
190. | HIFICEM TabneTkn, BKPUTI AT YkpaiHa AT "KMIBCbKNI Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu | 3a UA/17567/01/01
N1iBKOBOO "KMIBCbK BITAMIHHWIA UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Mr, 7 3ABO" hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 10 Tabnetok y BITAMIHH po3gainy “MapkyBaHHa” MK /13: 3anponoHoBaHo:
6nicTepi; no 3 7 MapkyBaHHs 3rigHO 3aTBEPAXEHOMY TEKCTY
6nicTepy B nayui 3 3ABOA4" MapkyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKU
KapTOoHy nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3Ha4yeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHSA
191. | HIFICEM TabneTku, BKpUTI AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/17567/01/02
NiBKOBOO "KMIBCbK BITAMIHHWIA UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
o60noHkoto, no 10 nn 3ABO4" thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
mr, no 10 TabneTok BITAMIHH po3giny “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
y 6nicTepi; no 3 W MapkyBaHHS 3rigHO 3aTBEPAXEHOMY TEKCTY
6nicTepy B nay,i 3 3ABO" MapKyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHA yrnakoBKU
KapToHy nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
3a3Ha4yeHHs OAVHMLb BUMIPIOBaHHS Y cuctemi Sl.
BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nic/s
3aTBEPAKEHHSA
192. | HIKOPETTE® rymKa xysasibHa MakHin LBeuis MakHin Ab Lseuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/8921/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

31 CMAKOM
CBDKNX
DPYKTIB

nikyBasibHa no 2 mr,
no 15 rymok
XYBa/TbHUX Y
6nicTepi; no 2
6nictepu B
KapTOHHI ynakoBsL,i

ABb

UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - ANna A03YBaHHSA 2 Mr:
BHeceHHs 3MmiH fo po3giny “MapkyBaHHS"” MKA N13™:
3anponoHoBaHo: MapkyBaHHSA. 3rifHO i3 3aTBEpLKEHUM
TEKCTOM MapKyBaHHS. 3MiH/ BHECEHO 0 MapKyBaHHs
yNakoBKM NikapCbKoro 3acoby (fofaBaHHSA OfUHNULL
BMMIPIOBaHHS TATUHCbKUMK NiTepamu). BBeAeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHM |
TMny - 3MiHK WoAo 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - ANns A03YBaHHS 2 Mr:
3MiHU BHECEHO [0 IHCTPYKUIT AN MeANYHOro
3aCTOCyBaHHA NikapcbKoro 3acoby y po3gin
"Micue3HaxoMKeHHs npeAcTaBHMKa 3asBHUKA".
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPKEHHS; 3MiHK | Tuny - 3MiHK Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3mMiHu y
KOPOTKIili XapakTepuCTu1Lj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta IHCTPYKUIT 418 MeAMYHOro 3aCTOCYBaHHSA
Y 3B'A3KY i3 HOBMMU JAaHUMU 3 AKOCTi, AOKNIHIYHUMN,
KNIHIYHUMY faHMK Ta faHuMm 3 chapMakoHarnsagy - ons
[03yBaHHA 2 Mr: 3MiHW BHECEHO [0 IHCTPYKLIi AR
MeJUYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ginu
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi
BMAW B3aemogiin”, "Oco6/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHsA y Nepios BariTHOCTi ab0 roflyBaHHs
rpyaato”, "Cnocib 3actocyBaHHA Ta fo3m”,
"MepepnosyBaHHs", "M06GIYHI peakuii”. BBeeHHS 3MiH
NPOTAroM 6-TV MICALB NiCNA 3aTBePAKEHHSA

peyernma

193.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

rymka xxysasibHa
nikyBasibHa no 4 mr,
no 15 rymok
XYB&/TbHUX Y
6nictepi; no 2
6nictepu B
KapTOHHIA ynakoBLi

MakHin
AB

Lseujis

MakHin Ab

Lseuis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - ANa A03yBaHHA 4 Mr:
BHECEHHS 3MiH 0 po3giny “MapkyBaHHs" MKA N3
3anponoHoBaHo: MapkyBaHHS. 3rifHO i3 3aTBEPAKEHNM
TEKCTOM MapKyBaHHS. 3MiH/ BHECEHO [j0 MapKyBaHHS
ynakoBKM NikapCbKoro 3acoby (fofaBaHHSA OfUHNLL
BMMIPIOBaHHS NTATUHCBKUMK fiTepamu). BBeeHHsA 3MiH
NPOTAroM 6-Tu MiCALIB NicNa 3aTBEPIKEHHS; 3MiHW |
TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - ANna A03YBaHHA 4 Mr:
3MiHM BHECEHO [0 IHCTPYKLUIT 719 MeANYHOro

6e3
peyenma

UA/8921/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3acTocyBaHHS NiKapcbKOro 3acoby y po3gin
"Micue3HaxopKkeHHs NpeAcTaBHUKA 3asBHUKA".
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBepKeHHS; 3MiHu | Tuny - 3miHn Wwoao
6e3nekn/epeKkTNBHOCTI Ta hapMakoHarisagy. 3MiHn y
KOPOTKIil XapakTepucTuLj NikapCbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT AN151 MeANYHOro 3aCTOCYBaHHS
y 3B'A3KY i3 HOBVMU JaHVUMM 3 SKOCTI, JOKIHIYHMU,
KNIHIYHUMW AaHMK Ta JaHumn 3 doapmakoHarnsagy - gns
[03yBaHHs 4 Mr: 3MiHW BHECEHO A0 iIHCTPYKLi A1s
MeJMNYHOro 3acCTOCyBaHHS NikapCbKoro 3acoby y po3ginu
"B3aemogis 3 iHWVMU nikapcbknMm 3acobamu Ta iHLwi
BMAW B3aeMogiit”, "Ocob/IMBOCTi 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiog BariTHOCTi abo roAyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs Ta fosu",
"MepepnosysaHHA", "Mo6iyHI peakuii”. BBefeHHs 3MiH
NPOTAroM 6-TW MICALIB NicNA 3aTBepPAKEHHS

194.

H
H

ITPOrNILEPU

TabneTku
cy6niHrBasibHi Mo
0,5 wr, no 40
Tabnetok y 6aHkax

TOB HB®
"MIKPOXI
M"

YKpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu |
UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn o
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarssgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsagy 3asiBHuka ans
3ailicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
BiAMiHHa Bif, YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
3piicHeHHs hapmakoHarnsgy (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-chaiina
cuctemn chapmakoHarnagy) - 3MiHa yrnoBHOBaXKeHOT
ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a hapmakoHarnsg,.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepakuis: XXyp6a Ninis BonogumupisHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXEHOI 0co6u
3asBHVIKa, BigNoBigasIbHOI 3a hapMakoHarnsg

6e3
peyenma

UA/0129/01/01

195.

H

ITPO-MIK®

cnpeii
cy6niHrBanbHui
[o3oBaHuii, 0,4
mr/gosa, no 15 mn
(300 £03) y do1akoHi;

TOB HB®
"MIKPOXI
M"

YKpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu |
TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO MikKapcbKoro 3acoby. 3miHa
napameTpiB cneuugikaLii Ta/abo AoNyCTUMUX MEX
roTOBOrO JliKapCcbkoro 3acoby (iHLwi 3miHn) — BigbyImMcb

3a
peyenmom

UA/2622/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

no 1 dpiakoHy 3
po3nunoBayemM,
3ano6ixXHUM
KOBMAYKoM Yy nauui 3
KapTOHY

3MiHM Y cneuymdikadii Ha /13, a came: - MoKasHWK
«BigHocHa ryctuHa» 3MiHeHo Ha «l'ycTuHa» (gonycTumi
MeXi Ta METO/ 3aUIMLLEHO 6e3 3MiH); - NOKa3HUK
«OpfHOPIAHICTE MacKu» 3aMiHEHO Ha MOKa3HUK
«OfHOPIAHICTb A030BaHMX OANHULE i3 3MiHO
KpUTEepIiiB NPUAHATHOCTI (3anponoHoBaHo: | — ans
nepwmx 10 oguHULb, NpUiManbHe YMCio He NepeBULLYE
15,0. Il — gnsa 30 oguHWLb, NPUAMaJIbHE YMCO He
nepesuLlye 15,0 Ta pe3ynbTtar XXo4HOI 4030BaHOT
OAMHWLi He MeHLWwe0,75 Mi He 6inbLue 1,25 M); -
nokasHuk «KinbkicHe BU3HaYeHHs. HiTporniyepuH»
3MiHEHO OAVHWL BUMIPY Ta KpuTepii NpUiAHATHOCTI
BMICTY Ait040i pevyoBuHY (3anponoHosaHo: 0,38 — 0,42
Mr/8o3y); 3MiHW | Tuny - 3MiHW 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BUNpobyBaHHS roTOBOro
nikapcbKoro 3acoby (iHwWi 3MiHM y MeTogax BunpobysaHb
(BKKOYAOUM 3aMiHy ab0 [OMNOBHEHHS)) — 3MiHa MeToay 3
2.9.27. «OHOPIAHICTb Macu 03K, Lo BUTAralTbes i3
6araTopasoBux KOHTeliHepiB» Ha 2.9.40. «OHOpIAHICTL
[,030BaHVX OAMHWLb»; 3MiHW Y MEeToANL 3a
nokasHukamu «KinbkicTb [03, L0 BUTATaOTbCS»
(36inbLLEHHSA BUOIPKM AOCIMpKYBaHUX 3pa3kiB Ta
BiKopekToBaHa hopMyna po3paxyHky) Ta «KinbkicHe
BM3Ha4eHHs. HiTporniuepuH» (BBeAEHO fOAATKOBI
thapmakoneiiHi cTaHAapTHi 3pas3ky Ta 3MiHeHa chopmyna
pO3paxyHKy);
3MiHY | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkunii 3aci6.
KOHTPO/1b rOTOBOrO MiKapCcbKoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO NiKAPCbKOro 3acoby (BUTyYEeHHSI HE3HAYHOTO
nokasHuka (Hanpvkiag 3actapinoro nokasHuka, Takoro
AK 3anax Ta cmak, abo igeHTudikauis 6apBHUKIB UK
CMakoBUx 006aBOK)) — BUTyUYEHHSs 3 cneundikauii Ha
13 nokasHWKiB «BMICT HITpOrniLepunHy B ofHii fo3i»,
«BigcoTok B1Uxogy BMICTY thiakoHy», «KinbkicHe
BU3HAYEHHS. MponiNeHrnikoNb» Ta BUIYYEeHO TecT Ha
NpoNiNEeHrNikoNb 3 NokasHuka «laeHTudikavis»

196.

HITPO-MIK®

KOHLeHTpaT ans

po3unHy Ans
iHcpysii, 1 mr/mn, no

TOB HB®
"MIKPOXI
M"

YKpaiHa

MpuBartHe
akuioHepHe
TOBap1CTBO

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3miHn [o

3a
peyerimom

UA/2622/02/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
5 mn B amnyni; no "Mlekxim-Xapkis" y3arasibHeHVX faHux Npo cucTeMy papMakoHarisay
10 amnyn y nauui 3 (BBEAEHHSA y3araslbHEHVX AaHUX Npo cucTemy
KapTOHY thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapMakoHarnsay 3asBHUKa Ans
3piicHeHHs hapMakoHarnisay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, YNOBHOB&aXeHOi 0Co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsagy (BKIH0UaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-ghaiina
cucTemn doapMakoHarasgy) - 3MiHa yrnoBHOBaXKEHOT
0cobu 3asBHMKa, BiANOBIAA/IbLHOT 3a thapMakoHarnsg,
[Litova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypba flinia BonogumumpisHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBAXEHOI 0Co6U
3asBHMKA, BiANOBIAa/IbLHOI 3a thapMakoHarnsg,
197. | HITPO-MIK® cnpei TOB HB® | YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/2622/01/01
cy6niHrBanbHNi "MIKPOXI "MIKPOXIM" TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
nosoBanuii, 0,4 M thapmakoHarnisgy. BeegeHHst abo 3miHn go
mr/go3sa, no 15 mn y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(300 g03) y chnakoHi; (BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
no 1 dpiakoHy 3 hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
posnuBayeM, BiANOBIAAUTbHOI 3a 34iiCHEHHA hapmakoHarnsay;
3ano6iKHNM KOHTaKTHOI 0CO6M 3 hapmakoHarns4y 3asiBHuKa 415
KOBMAYKoM y nauuj 3 3[jiicCHEHHsT hapMakoHarnisay B YKpaiHi, K0 BOHA
KapToHy BiAMiHHa Bif, YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI 3a
3ailicHeHHA hapMakoHarnagy (BKIYaoUn KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cuctemn chapMmakoHarnsgy) - 3MiHa yrnoBHOBaXKeHOT
0cobu 3asBHMKA, BiANOBIAA/IbLHOT 3a thapMakoHarnsg,
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepgakuis: XXypba flinia BonogumumpisHa.
3MiHa KOHTaKTHMX aHnX YNOBHOBaXEHOI 0co6u
3asBHVIKa, BigNoBifasIbHOI 3a hapMakoHarnsg
198. | HOBIPVH® cvpon no 50 mr/mn AT YkpaiHa AT "KNIBCbKNW YkpaiHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/16831/01/01
no 120 mny "KMIBCbK BITAMIHHW ITanis MRy - 3MiHW WOA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
doNakoHi y KOMM/IeKTi nn 3ABO/[", YkpaiHa thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
3 MipHUM BITAMIHH (koHTpONb cepii Ta po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
cTakaH4ukom, rno 1 W BUNYCK cepil); MapkyBaHHs 3rigHO 3aTBEPMAXXEHOMY TEKCTY
h1akoHy B navi 3ABO" El4.Bi.Ci. MapKyBaHHA. OHOB/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
dapmacbHoTil,i nNiKapcbKkoro 3acoby 3 BHECEHHAM iHthopmal,ii Wwoao
C.N.A, ltania 3a3HaYeHHS OfMHMLLL BUMIPIOBAHHS Y cucTeMmi Sl.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
(BMPOGHMLTBO BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB micns
Hepo3dacoBaHO( 3aTBEPAXEHHA
npoAykKuii, NnepBuUHHa
Ta BTOPUHHA
ynaKkoBKa, KOHTPO/Ib
cepii Ta BANyCK
cepii)
199. | HOBOKAIH- PO34UH A1 iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3972/01/01
AAPHULUA 5wmr/mnno 2 mnabo | "dapmaue "®apmMaueBTNYHa TUMy - 3MiHKn 3 AKocTi. A®l. KoHTponb A®l. 3miHa y peyenmom
no 5 mn B amnyni; BTUYHA thipma "AapHuus" napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
no 5 amnyny ipma BM3HAYeHWX Yy cneundikauisx Ha A®l, abo
KOHTYPHilA "NapHuus” BUXIAHWIA/MPOMDKHMIA NpoAyKT/pearexT, Wwo

YapyHKoBIl
ynakosLij; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B MauLi

BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuytea A®|
(BMNYYEHHSA HE3HAYHOTO NOKa3HWUKa AKOCTI (Hanpuknag
BU/TyYEHHS 3aCTapifioro NoKasHWKa)) - BUNYyYEHHS 3i
cneumdikauii Ta MeTogiB KOHTpoto APl nokasHmKa
«Baxki meTasin» aAns BupobHuka Guangxi Shengtai
Chemical Co., Ltd, China; 3miHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTponib A®L. 3miHa y MeToax BUNPO6YBaHHS
A®| abo BMXigHOro Martepiany/npoMixKHOro
NpoAyKTy/peareHTy, WO iINKOPUCTOBYETLCA Y MPOLIEC
BMpOo6HULTBa AP (iHLWIi 3MiHM y MeToAax BUNPoOyBaHHS
(BKtOYatoUM 3aMiHy abo LONOBHEHHS) AD| abo
BUXIAHOTro/NPOMIXHOIO NPOAYKTY) - 3MiHN 10 METO/iB
KOHTpoNto APl HOBOKAIH (MPOoKaiHy rigpoxnopua) 3a
nokasHukamu: - "Onuc", "laeHTndikauis”, "pH posunny"”,
"CynpoBigHi AOMiLLKK", "AHOMasIbHA TOKCUYHICTB",
"BakTepianbHi eHAO0TOKCUHMW", "3aINLLKOBI Ki/IbKOCTI
OpraHiyHMX po3UMHHKKIB", "KiflbKicHe BU3HAUYEeHHS" -
BHECEHI pefakuiliHi npaBky; -"MikpobionoriyHa uncrota”
npuBeAEeHO Y BiANOBIAHICTb A0 BUMor EP 2.6.12, 5.1.4;
3MiHW | Tuny - 3miHK 3 skocTi. A®I. KoHTponb Adl. 3miHa
y napameTpax cneumdikauiin Ta/abo onycTUMUX MeX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BUXIAHWA/NPOMDKHMIA NpoAayKT/pearexT, LWwo
BMKOPUCTOBYHOTLCS Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW) - 3MiHK o cneundikauii A®| HoBokaiH (nMpokaiHy
rigpoxnopug) 3a nokasHukamu: - "Onmc”,
"lpeHTudikauin" - BHeCEeHi peaakLiiiHi npasku;
-"Mikpo6ionoriyHa ymctoTa" npuBeAeHN y BigNOBIGHICTb
no sumor EP 2.6.12, 5.1.4.
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Ne
n/n

Hassa
JNliKapcbKo20

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs
UA/3972/01/02

200.

3acoby
HOBOKAIH-
LAPHULA

PO34UH A1 iH'EKLN,
20 mr/mn no 2 mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yMakoBKM B MauLi

MpAT
"®apmaue
BTUYHA
hipma
"NapHnua”

YkpaiHa

MpAT
"®apmaueBTnyHa
thipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu |
UMYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMIA NpoAyKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(BMNYYEHHSA HE3HAYHOTO NOKa3HWMKa AKOCTI (Hanpuknag
BWJ/TyYEHHS 3aCTapifioro NoKasHMKa)) - BUYYEHHS 3i
cneumadikauii Ta MeTogiB KOHTpoto AP| nokasHuKa
«Baxki MeTasin» ans BupobHuka Guangxi Shengtai
Chemical Co., Ltd, China; 3miHu | Tuny - 3MiHK 3 SKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOOyBaHHS
A®| abo BMXigHOro Martepiany/npoMixKHOro
npoaykTy/peareHTy, L0 INKOPUCTOBYETLCS Y NPOLiEeCi
BMpO6HULTBa AP (iHLWIi 3MiHM y MeToAax BUNpPobyBaHHSA
(BKtOYAtOUM 3aMiHy ab0 AONOBHEHHA) AD| abo
BUXIAHOro/NPOMIXHOTO NPOAYKTY) - 3MiHN 0 METO/iB
KoHTponto A®I HoBoKalH (NpokaiHy rigpoxaopua) 3a
nokasHukamu: - "Onuc", "lgeHTndikauis®, "pH posumny"”,
"CynpoBigHi gomilkn", "AHOMasIbHa TOKCUYHICTBL",
"BakTepianbHi eHAO0TOKCUHMW", "3a/INLLKOBI Ki/IbKOCTI
OpraHiyHMX Po34mMHHKKIB", "KiflbKiCHe BU3HAUYEHHA" -
BHECEHI pefakLiliHi npaBku; -"MikpobionoriyHa uncrota”
npuBeAeHo y BiANOBIAHICTb A0 BUMOr EP 2.6.12, 5.1.4;
3MiHW | Tuny - 3MiHK 3 skocTi. A®I. KoHTponb AdL. 3miHa
y napameTpax cneuudikauiii Ta/abo AONyCTUMUX MEX,
BM3HA4YeHuX y cneundikauisx Ha A®l, abo
BVXIiAHWA/NPOMDKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYHOTLCS Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW) - 3MiHK o cneuudiikauii A®| HoBokaiH (MpokaiHy
rigpoxnopug) 3a nokasHukamu: - "Onmc”,
"laeHTUdiKauis" - BHeCEeHi pefakLiiiHi npaBku;
-"Mikpo6ionoriyHa ymctoTa" npuBeAeHN y BigNOBIGHICTb
[o sumor EP 2.6.12, 5.1.4.

3a
peyenmom

3a

UA/17026/01/01

201.

HO-NAT

TabneTkn, BKPUTI
060/10HKO0, 20 Mr;
no 10 tTabneTtok y
6nicTepi, no 9
6nicTepiB y nayuj 3
KapTOHY

TOB HB®
"MIKPOXI
M"

YKpaiHa

ToBapucTso 3
obMexeHoto
BiANOBiAA/IbHICTIO
HaykoBo-BUpo6HMYya
ipma "MIKPOXIM",
YkpaiHa (fopugnyHa

YkpaiHa

afipeca Ta

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHn fo
y3arasibHeHUX JaHnx Npo cucTemy dpapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,

BigNoBigasbHOI 3a 3AjiliCHEHHST dhapMaKoHarnsay;

peuyernmom
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
naboparopis KOHTaKTHOI 0cO6M 3 chapmakoHarnsaay 3asiBHuKa ans
hi3nKo-XiMi4YHOTO 3piicHeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
aHanisy Ta BiAMiHHa Bif YNOBHOB&XeHOi 0CO6M, BiANOBIAA/IbHOI 3@
KOHTPO/O 3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
BUPOBHMLTBA;BUPO6 [AaHi) Ta/abo 3MiHM Y po3MiLeHHI MacTep-gaiina
HMYa ginbHWUS (BCi cucTeMu dhapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
cTagii BUpobHM4yoro 0cobu 3asBHMKa, BiANOBIAA/IbLHOT 3a hapMakoHarnsg,
npotecy); [itoua pepakuis: CteweHnko Onbra CepriiBHa.
naboparopis MponoHoBaHa pegakuis: XXypba Jlinis BonogumumpisHa.
6i0N0rivHOro 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXXEHOT 0CO6M
aHanisy) 3a8BHWKa, BIANOBIAA/IbHOI 3a thapMakoHarnsag,
202. | HOPMOBEH TabneTkun, BKPUTI AT YkpaiHa AT "KUIBCbKNIA Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/4475/01/01
nNiBKOBOIO "KMIBCbK BITAMIHHW/ MMy - 3MiHW WoA0 6e3nekn/etekTUBHOCTI Ta peyenma
060/10HKO10; Mo 10 nn 3ABO4" thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
Tabnetok y 6nictepi; | BITAMIHH po3ainy “MapkyBaHHs” MKA 13: 3anponoHoBaHo:
no 3 abo 6 6nictepis nn MapkyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
y nauui; no 12 3ABO4" MapKyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHS yrnakoBKU
Tabnetok y 6nicrepi; niKkapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
no 5 6nictepiB y 3a3Ha4yeHHs 0AVHMLb BUMIpIOBaHHS y cuctemi Sl.
nauui BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
203. | HOTTA® Kpanni opasibHi, No Pixappg, ABCTpist Pixapp bitTHep Al AscTpist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/1972/02/01
20, a6o no 50 mn, BiTTHep MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenma
a6o no 100 mny Al thapmakoHarnagy. BeegeHHs abo 3aMiHn Ao

donakoHi 3i ckna 3
KpanesibH1Um
[o3aropowm; no 1
dhnakoHy 3i ckna 3
KpanesibH1UM
[03aTopoM B
KapTOHHIA ynakoBLi

y3araslbHeHUX AaHuxX nNpo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aralbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ons
3piicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C0O6M, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsgy (BKH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-caiina
cucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOBaXEHOT 0C06M 3a8BHMKA, BifNoBifabHOT 3a
thapMakoHarniag B Ykpaini. [itova pegakuis: Jintyc
IpnHa MukonaisHa. MNponoHoBaHa pedakuis: dapuHelb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobum
YNOBHOBaXKEHOT 0CO6U 3as1BHMKA, BifgnoBigabHOI 3a
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
thapmakoHarnag B Ykpaii
204. | HOTTA® Tabnetku, no 12 Pixappg, ABCTpist Pixapp bitTHep Al AscTpist BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/10043/01/01
Tabnetok y 6nictepi; BiTTHep MRy - 3MiHU Woao 6e3nekn/edyekTMBHOCTI Ta peyenma
nol, 2 3a6o4 Al thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nictepu y y3araslbHeHUX AaHux Npo cuctemy hapmakoHarnsgy
KapTOHHIlA KOpooLi (BBEAEHHSA y3ara/lbHEHNX AaHUX NMPO cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHUKa ans
3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiAMiHHa Bif, yNOBHOBaXEHOI 0C0o6M, BignoBifanbHOI 3a
3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
crucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOBaXEHOT 0CO6M 3a8BHMKA, BifgnoBifabHOT 3a
thapmakoHarnag, B Ykpaini. [itoua pegakuis: /iutyc
IpHa MukonaisHa. MponoHoBaHa pefakuin: ®apnHelpb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bum
YNOBHOBaXKEHOT 0COOU 3as1BHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi
205. | HO®A PO3YUH AJ151 iH'EKLLNA, CKAH IHais CTEPUJI-IDKEH IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianiB: 3MiHa 3a peyenmom UA/17533/01/01
10 mr/mn; no 1 mn B BIOTEK NAN® CANEHCU3 3aaBHYVIKa (BNacHVKa peecTpauiiHoro nocBig4YeHHs)
amnyni; no 5 amnyn nTa (m NnTa (3rigHo Haka3zy MO3 Big, 23.07.2015 Ne 460); 3MmiHu |

Y KOHTYpHIlA
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapyHKOBIli ynakoBLji
B KapTOHHIiA
ynakoBLii

TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarniagy. BeegeHHs abo 3amiHn go
y3arasibHeHUX faHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuKa ons
3fiicHeHHs hapmMakoHarnsgy B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3piicHeHHs hapmakoHarnsgy (BKI1HYaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI macTep-ghaiina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXKeHOT
0co6u 3asBHYKKa, BigNoBigasibHOT 3a hapMakoHarnsaa:
[itoya pepakuis: IBaHuLpbKWin AHApINA. MNponoHoBaHa
pegakuis: MonanakpiwHa MaHikep BiHy. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BBefeHHS KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0co6m
3as1BHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS
hapmakoHarnsgy B YkpaiHi. MponoHoBaHa pegakuis:
IBaHUUbLKUIA AHAPIV BacunboBuy. BBeAEHHS KOHTAKTHUX
[aHnX KOHTaKTHOI 0cobu YNOBHOBaXeHOI 0cobu
3asBHVIKa, BifNOBIAaNbHOI 38 34jiACHEHHS
hapmakoHarnsgy B YkpaiHi. 3miHa micus 34iiCHeHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3MmiHa
MiCLLe3HaxX04KEHHS MacTep-haiina Ta 1ioro Homepa;
3MiHM | TURY - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHU BHECEHI B
IHCTPYKL,il0 ANA MeAnyHOro 3actocyBaHHs /13y p.
"3asBHUKK", "MicLe3HaxomKeHHs 3asiBHMKA" 3
Bi4NOBIAHVMMN 3MiHAMMW B TEKCTI MapKyBaHHS YNakoBOK.
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBK/ NiKapCbKOro
3aco6y 3 BHECEHHSAM iHhopMaLii LWoAo 3a3HauYeHHs
OAVHMLb BUMIPIOBaHHA Y cuctemi Sl
206. | HYBIK/ MOPOLLOK Ta OkTachap ABcTpist Bettep ®apma- Himeuunna/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepiasniB: TeXHIYHa 3a UA/17140/01/01
NUWIQ® PO3YUHHWK ANS ma ®epTiryHr F'M6X & LLBeuis nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
pPO3unHy ans Papmaues Ko. KI, HimeyunHa BMUNPAB/IEHO TEXHIYHY NOMW/IKY B TEKCTI MapKyBaHHS
iH ekyin, 250 MO; 1 TMKa (BizyasibHa (HenpaBwW/IbHO 3a3Ha4YeHo Homep PeecTpauiiiHoro
thnakoH 3 MpogykTio iHCnekuis, nocsigyeHHs); SAMPOMNOHOBAHO: TekcT MapKyBaHHS
nopoLukom, 1 Hcrec. BMNPOOYBaHHA [0 peecTpauinHoro noceigueHHss NeUA/17140/01/01
nonepeaHL0 M.6.X. cTabinbHoCTI
3aMoBHEHWI WNpUL, PO3UMHHNKKA);

3 PO3YMHHUKOM NO
2,5 mn (Boga pns
iH'eKLii1) pa3om 3
KOMMMEKTOM ANs
PO3UYMHEHHS |
BHYTPILLHLOBEHHOTO
BBefeHHs (1
ajanTep gns
BiAKPUTTA DNaKOHY,
1 ronka-meTenuk, 2
NPOCOYEHi CMMPTOM
TamrnoHu) B
KapTOHHI/ KopoobLi

BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI', HimeyunHa

(Bupo6HuTBO,

BMNPOGYBaHHSA
SIKOCTI, BidyasibHa

iHCnekuis
PO3UMHHVKKA);

BeTTep ®apma-
®epTiryHr FM6X Ta
Ko. KI', HimeyunHa

(BizyasibHa
iHCnekuis,

BMMPOGYBaHHSA
AKOCTI, MapKyBaHHs

Ta BTOPVHHE
nakyBaHHs
PO3YUHHNIKA);

BeTTep-®apma

PepTiryHr I'm6X T2




117

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYyeHHs1

Ko. KI', HimeyunHa
(BUNpoGYyBaHHS
AKOCTI, Bidya/ibHa
iHCneKujis
PO3UMHHNKKA);
OxTtadapma Ab,
LLsewjs (BUPOGHNK,
BiANOBIAA/IbHWIA 32
BMPOGHULITBO in
bulk, nepeuHHe
nakyBaHHS,
BisyaslbHy
iHcnekuijto,
BMNPOOYyBaHHA Ha
LiNiCHICTb,
BMNPOGYBaHHSA
SAKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy
(nopowka ans
pO34nHy Ans
iH eKuUii Ta
PO3UYNHHUKA));
OkTathapma [leccay
'mM6X, HimeuunHa
(BUPOGHUK,
BiANoBiganbHNIA 3a
Bi3ya/ibHy iHCMEeKL;jit0
Ta BUNPO6YBaHHSA Ha
yinicHicTb ansa
nopoLuka ans
PO34nHy Ans
iH eKuil,
MapKyBaHHs Ta
BTOPUHHE
nakyBaHHs
KIHLLeBOro NpoAyKTa
(nopowka ans
PO34unHy Ans
iH eKuili Ta
PO3UYMHHYIKA))

207.

HYBIK |
NUWIQ®

NOPOLLOK Ta
PO3UMHHVK ANt

OxkTadhap
ma

ABCTpist

BeTTep ®apma-
®epTiryHr F'mM6X &

Himeuumnna/
Lseuis

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianiB: TeXHIYHA
nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -

3a
peyenmom

UA/17140/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
PO34unHYy Ansa dapmaues Ko. KI', HimeuyunHa BMMNpPaBIEHO TEXHIYHY MOMUIIKY B TEKCTI MapKyBaHHs
iH ekuiii, 500 MO; 1 TMKa (BizyasibHa (HenpaBuWNbHO 3a3Ha4YeHo Homep PeecTpauiiiHoro
chnakoH 3 MpopaykTio iHCMeku;is, nocesigyeHHs); S3AMPOMNOHOBAHO: TekcT MapKyBaHHs
nopotukom, 1 Hcrec. BMMPOGYBaHHSA [0 peecTpauiiiHoro noceigyeHHs NeUA/17140/01/02
nonepegHsL0 M.6.X. cTabinbHoCTI
3anoBHEHWIA LNpULL PO3YUHHIKA);

3 PO3YMHHMKOM MO
2,5 mn (Boga pns
iH'eKLiin) pa3om 3
KOMMN/IEKTOM N5t
PO3YMHEHHS |
BHYTPILLHbOBEHHOTO
BBEAEHHS (1
afantep ans
BiAKPUTTA oNaKoHY,
1 ronka-meTenuk, 2
NPOCOYeHi CMMPTOM
TamrnoHu) B
KapTOHHilA KopooLi

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

(Bnpo6HuyTBO,

BMNPOGYBaHHSA
SIKOCTI, BidyasibHa

iHCnekwyjis
PO3UYNHHVIKA);

BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI', HimeyunHa

(BisyasibHa
iHCnekuis,

BMNPOBYBaHHA
AKOCTI, MapKyBaHHSA

Ta BTOPUHHE
nakyBaHHS
PO3UMHHVKKA);

BetTep-®apma
®epTiryHr FmM6X Ta
Ko. KI', HimeyunHa

(BUNpoGYyBaHHS
SIKOCTI, BidyasibHa

iHCnekujs
PO3UYNHHVKA);

OxTtadapma AB,
Lsewis (BUPOGHWK,
BiANOBIAA/IbHWIA 32

BMPOGHULITBO in

bulk, nepBuHHe

nakyBaHHS,
Bi3yasibHy
iHCneku;jto,
BMNPOBYyBaHHA Ha
LiniCHICTb,
BMMPO6YBaHHSA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYyeHHs1

SKOCTI, BUNYyCK cepil
KIHLLeBOro NpoayKTy
(nopowka ans
pO34nHy Ans
iH eKuin Ta
PO3UYMHHIKKA));
OkTahapma [leccay
'mM6X, HimeuwunHa
(BMPOGHMK,
BiANOBIAA/IbHWIA 32
Bi3yaslbHy iHCMEeKL;jt0
Ta BUNPObyBaHHSA Ha
inicHicTb Ans
nopoLuka ans
pO34nHy Ans
iH eKLiA,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHs
KiHLLeBOro npogykTa
(nopowka ans
pO34nHy Ans
iH eKuit Ta
PO3YMHHKKA))

208.

HYBIK |
NUWIQ®

MOPOLLOK Ta
PO3YMHHWK AN
pO34nHy Ans

iH ekuiid, 1000 MO; 1
chnakoH 3
nopoLukom, 1
nonepeaHL0
3arnoBHEeHWI LWNpULL
3 PO3YMHHMKOM MO
2,5 mn (Boga pns
iH'eKLiin) pa3om 3
KOMMN/IEKTOM 151
PO3YMHEHHS |
BHYTPILLHbOBEHHOTO
BBEAEHHS (1
afantep ans
BiAKPUTTA oNaKoHY,
1 ronika-meTenuk, 2

OxkTadhap
ma
dapmaues
TMKa
MpopaykTio
Herec.
M.6.X.

ABCTpIA

BeTTep ®apma-
®epTiryHr FM6X &
Ko. KI', HimeyunHa

(BizyasibHa
iHCnekuis,

BMMNPOGYBaHHSA

cTabifbHOCTI
PO3YUHHIKA);

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

(Bnpo6HuuTBO,

BMNPOGYBaHHSA
SIKOCTI, BidyasibHa

iHCnekwujis
PO3UYNHHVIKA);

BeTTep ®apma-

PepTiryHr F'm6X T1a

HimeuunHa/
Lseuis

BHECEHHS 3MiH [10 peecTpaLiiiHuX maTepianiB: TeXHIYHA
nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
BUMPaBIEHO TEXHIUHY NMOMWIIKY B TEKCTI MapKyBaHHS
(HenpaBnnbHO 3a3HayveHo Homep PeecTpauiiiHoro
noceigyeHHs); S3AMPOMNOHOBAHO: TekcT MapKyBaHHs
[0 peecTpauiiiHoro noceigyeHHs NeUA/17140/01/03

3a
peyenmom

UA/17140/01/03
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
npocoYeHi cnMpTom Ko. KI', HimeuyunHa
TamrnoHu) B (BizyasibHa
KapTOHHI/ KopoobLi iHCMeku;is,
BMMPOGYBaHHSA

AKOCTI, MapKyBaHHs
Ta BTOPVHHE
nakyBaHHs
PO3YUHHVIKA);
BeTTep-®apma
depTiryHr N'M6X Ta
Ko. KI', HimeuunHa
(BUNpobyBaHHsA
SIKOCTI, BisyasibHa
iHCnekwyjs
PO3UMHHVKKA);
Okradapma Ab,
LLBeuist (BUPOBHUK,
BiANOBIAabHUIA 3a
BUPOBHMLTBO in
bulk, nepsuHHe
nakyBaHHS,
Bi3yasibHy
iHCneKu;to,
BUMPOBYBaHHA Ha
LiNiCHICTb,
BMNPOGYBaHHSA
SKOCTI, BUNYCK cepil
KIHLLeBOro NpoayKTy
(nopowwka gns
pO34nHy Ans
iH eKuUii Ta
PO3UYMHHNKA));
OkTadhapma [leccay
'M6X, HimeuunHa
(BUPOGHUK,
BiAnoBigabHNI 3a
Bi3yasibHy iHCMeKL;jto
Ta BUNPObyBaHHSA Ha
LinicHicTb ansa
nopoLuka gns
pO34nHy Ans
iH EKLiA,
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS
KiHLIeBOro npogykra
(nopowwka gns
po34nHy Ans
iH eKuUii Ta
PO34YMHHNKA))
209. | HYBIK/ MOPOLLOK Ta OkTachap ABcTpist Bettep ®apma- Himeuunna/ BHECEHHS 3MiH [J0 peecTpavljiiiHuX maTepianiB: TeXHIYHa 3a UA/17140/01/04
NUWIQ® PO3YUHHWK ANS ma ®epTiryHr F'M6X & LLBeuis nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
po3unHy Ana dPapmaves Ko. KI', HimeuunHa BUMNPaBNIEHO TEXHIYHY NOMUIIKY B TEKCTI MapKyBaHHS
iH ek, 2000 MO; 1 TMKa (BizyasibHa (HenpaBwW/IbHO 3a3Ha4YeHO Homep PeecTpauiiiHoro
thnakoH 3 MpogykTio iHCnekuis, nocsigyeHHs); SAMPOMNOHOBAHO: TekcT MapKyBaHHS
nopoLukom, 1 Hcrec. BMNPOOYBaHHA 00 peecTpauinHoro noceigueHHss NeUA/17140/01/04
nonepeaHL0 M.6.X. cTabinbHoCTI
3anOBHEHWIA LLINPULL PO3UYNHHVIKA);

3 PO3YMHHUKOM NO
2,5 mn (Boga pns
iH'eKLii1) pa3om 3
KOMMMEKTOM ANs
PO3UYMHEHHS |
BHYTPILLHLOBEHHOTO
BBefeHHs (1
ajanTep gns
BiAKPUTTA DNaKOHY,
1 ronka-meTenuk, 2
NPOCOYEHi CMMPTOM
TamrnoHu) B
KapTOHHI/ Kopoo6Li

BeTTep ®apma-
®epTiryHr F'M6X Ta
Ko. KI', HimewunHa

(Bupo6HuTBO,

BMNPOGYBaHHSA
SIKOCTI, BidyasibHa

iHCnekuis
PO3UMHHVKKA);

BeTTep ®apma-
®epTiryHr FM6X Ta
Ko. KI', HimeyunHa

(BizyasibHa
iHCnekuis,

BMMNPOGYBaHHSA
AKOCTI, MapKyBaHHs

Ta BTOPVHHE
nakyBaHHs
PO3YUHHNIKA);

BeTTep-®apma
depTiryHr F'm6X Ta
Ko. KI', HimeuunHa

(BUNpobyBaHHsA
AIKOCTI, BisyasibHa

iHCnekwyjs
PO3UMHHVKKA);
Okrtadapma Ab,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYyeHHs1

LLiBewis (BUpOGHNK,
BiANoBiganbHNIA 3a
BMPOGHULITBO in
bulk, nepsuHHe
nakyBaHHs,
BisyasibHy
iHCneku;jto,
BUMPOOYBaHHSA Ha
LiNiCHICTb,
BMNPOOYBaHHSA
AKOCTI, BUNYCK cepil
KiHL,EBOro NpoAyKTy
(nopowka ans
PO34unHy Ans
iH eKuili Ta
PO3UMHHNKA));
OkTathapma [leccay
M6X, HimeuunHa
(BUPOGHUK,
BiAnoBiganbHNA 3a
Bi3yasibHy iHCNeKLjto
Ta BUNPO6YBaHHS Ha
yinicHictb gnsa
nopoLuka ans
po34nHy Ans
iH eKUil,
MapKyBaHHS Ta
BTOPUHHE
nakyBaHHS
KiHLIeBOro npogykra
(nopowka gns
pO34nHy Ans
iH eKuUii Ta
PO34YMHHKKA))

210.

OKCUKOPT

aepo30/b 415
3acTocyBaHHA Ha
LUKIpY, CycreHsisa no
(9,30 mMr+3,10 mr)/r
no3225ry
aepo30/1IbHOMY
6anoHi; no 1 6anoHy

B KapPTOHHIlA KOpOGL

TapxoMiHC
bKWin
hapmaLeB
TUYHWIA
3aB0of,
"Monbga”
AT

Monbwa

TapXOMiHCbKWIA
hapMaueBTUUHWIA
3aBog "Monbga" AT

Monbwa

BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu |
MRy - MiHW Wo4o 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS! yMakoBKM iKapCbKOro 3acoby 3 BHECEHHAM
iHchopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
cuctemi Sl. 3amiHa po3giny «[paciuHe ochopmneHHs
ynakoBKW» Ha po3ain «MapkyBaHHa» MKA 13
3anponoHoBaHo: MapkyBaHHs. BBefieHHs 3MiH

3a
peyenmom

UA/6469/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS
211. | OPHIAASO/- TabneTkun, BKPUTI AT YkpaiHa AT "KUIBCbKNIA Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a UA/6109/01/01
KB N1iBKOBOO "KNIBCbK BITAMIHHWIA MRy - 3MiHU Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
060/10HKO10, N0 500 nn 3ABO4" thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
mr; no 10 TabneTok BITAMIHH po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
y 6nictepi; no 1 nn MapkyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
6nicTepy B naui 3ABO" MapKyBaHHA. OHOB/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HayYeHHs OAMHWLL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
212. | NAKNITAKCEN KOHUEHTpaT ans TOB YkpaiHa AkTaBic ITanis ITanis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | 3a UA/6833/01/01
AKTABIC pO34YMHy Ans "TeBa C.n.A, ltanis; PymyHis TUny - 3MiHM LWoAo 6e3nekn/edeKTNBHOCTI Ta peyenmom
iHcpy3iiA, 6 mr/mn, no YkpaiHa" CiHpgaH ®apma CP/1, hapmakoHarnsgy. 3miHa y KopoTkili XapakTepucTuuj
5 mn (30 mr) abo no PymyHis NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
16,67 mn [16,7 mn] 0151 MEANYHOrO 3aCTOCYBaHHA Ha MiAcTaBi perynsipHo
(100 wmr), a6o no 25 OHOB/IOBAHOIO 3BITY 3 6e3nekn nikapcbKoro 3acoby, abo
M (150 mr), abo no pocnimpkeHb 3 6e3neky 3acTocyBaHHSA MikapCbKOro
43,33 mn (260 wmr), 3acoby B nicnsipeecTpaviiiinii nepios, abo sk pesynbTar
abo no 50 mn (300 OLiHKM 3BITY 3 AOCAIKEHb, MPOBEAEHNX BifNOBIAHO A0
Mr) y donakoHi; no 1 nnaxy negiatpuyHux gocnimkerb (PIP) (3miHy
chnakoHy y nauuj 3 Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVIM OPraHom) -
KapToHy 3MiHW BHECEHI [0 iHCTPYKUiT 415 MegnyHoro
3acTocyBaHHSA NiKapcbKoro 3acoby y po3aim
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLi
BMAW B3aemogiit”, "Oco6/MBOCTi 3aCTOCYBaHHS",
"34aTHiCTb BNAMBATY Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMU
mMexaHismamu", "Cnoci6 3acTocyBaHHS Ta go3un",
"Mo6iyHi peakwji" BiANOBIAHO A0 OHOB/EHOI iHChopMaLii
Loao 6e3nekn 4iloyoi peyoBrHU. BBedeHHs 3MiH
NpoTArom 3-X MiCAUIB MiC/1A 3aTBEPKEHHS
213. | MNEMO3AP TabneTku CaH IHAjisA CaH IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/13925/01/01
racTpopesnCTeHTHi dapmacb dapmMacbloTuKas ™ny - 3MiHW Woo 6e3nekv/edeKTMBHOCTI Ta peyenmom
no 20 mr, no 7 H0TUKa IHoacTpi3 Nimiteq, thapmakoHarnagy (iHLwi 3MiHW) - 3MiHW BHECEHI B TEKCT
TabneTok y 6nictepi, IHaacTpi3 MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
no 2 6nictepu y Nimiten 3a3HavyeHHs MKHapOAHMX NO3HAaYeHb OAUHULL

KapoHHili kopobu,
no 30 TabneTok y

BMMIipIOBaHHA. BHeceHHA 3MiH 0 po3giny “MapkyBaHHA"
MKSA /13. 3anponoHosaHo: MAPKYBAHHA 3rigHo
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
donakoHi, no 1 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
donakoHy y 3MiH - NPOTArom 6 MicsAUIB NicNsA 3aTBEPLYKEHHSA
KapTOHHI/ KopoobLi
214. | NEMO3AP TabneTku CaH IHAisa CaH IHAjs BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/13925/01/02
racTpopesnCTeHTHI dapmach dapmacbioTukas MMy - 3MiHW WoA0 6e3nekn/ehekTMBHOCTI Ta peyenmom
no 40 mr, no 7 HoTUKaU IHaacTpi3 NimiTeq, hapmakoHarnsagy (iHwi 3MiHn) - 3MiHW BHECEHI B TEKCT
Tabnetok y 6nictepi, IHoacTpi3 MapKyBaHHS YNakoBKM JikapCbKOro 3acoby oo
no 2 6nictepu y Nimiten 3a3HavYeHHs MKHapoAHMX NO3HaYeHb OANHULb
KapoHHili kopobu, BMMIipIOBaHHA. BHeceHHs 3MiH 0 po3ainy “MapkyBaHHA"
no 30 TabneTok y MK®A N3. 3anponoHoBaHo: MAPKYBAHHA 3rigHo
donakoHi, no 1 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
donakoHy y 3MiH - NPOTArom 6 MicsLIB NicNs 3aTBEPYKEHHS
KapTOHHIA Kopoo6Li
215. | NIKNOH TabneTkn, BKPUTI AT YkpaiHa AT "KMIBCbKNI Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | 3a UA/5283/01/01
nNiBKOBOIO "KMIBCbK BITAMIHHW MRy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
o6onoHkoto, no 7,5 7 3ABO" hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
Mr; no 10 TabneTok BITAMIHH po3sginy “MapkysaHHa” MK J13: 3anponoHoBaHo:
y 6nicTepi; no 1 7 MapkyBaHHs 3rigHO 3aTBEPAXEHOMY TEKCTY
6nictepy B nauui 3ABOA" MapKyBaHHA. OHOBEHHSA TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3HayYeHHs OAMHMLB BUMIPIOBAHHSA Y cucTemi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHSA
216. | NIKOBIT® TabneTku, BKpUTI KPKA, CnoBeHis KPKA, g.a4., HoBo CnoBeHis BHECEHHS 3MiH [0 peecTpaujiiiHuX maTepianis: 3MiHu | 6e3 UA/8268/02/01
0060/10HKO0, MO 15 n.4a., Hoeo MecTo, CnoBeHis UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
Tabnetok y 6nictepi; MecTo (BignoBiganbHUii 3a hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 2 6nictepu B BMPOGHMLTBO "in po3giny «MapkyBaHHs» MKHA J13: 3anponoHoBaHo:
KapTOHHilA KOpo6Li bulk", nepsuHHy MAPKVPOBKA B coOTBETCTBUM C YTBEPXAEHHLIM
YyNakoBKy, BTOPUHHY TEKCTOM MapKMPOBKW. 3MiHW BHECEHI B TEKCT
YyNaKoBKY; MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby oo
BiANOBIAA/IbHMI 32 3a3HaYeHHs MKHAapPOAHMX NO3HAYEeHb OAUHULL
KOHTPONb Cepii; BMMIpIOBaHHA. BBeEeHHSA 3MiH NPOTArom 6-Tn MicsiLiB
BiANOBIAaNbHMUIA 3a nicns saTBepakKeHHs
KOHTPO/b Ta BUMYCK
cepii)
217. | NNABIKC® TabneTtkn, BKPUTI TOB YkpaiHa CAHO®I BIHTPOIN PpaHuin BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/9247/01/02
06010HKot0, No 300 "CaHoci- IHOACTPIA MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr; Ne 10 (10x1): no ABeHTIC hapmakoHarnsagy (iHwi 3MiH1) - OHOBMIEHHS TEKCTY
10 TabneTok y YkpaiHa" MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y 3 BHECEHHSIM

6nicTepi; no 1
6nictepy B
KapTOHHIA KopooLi

iHhopmaLii WoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHSA Y
cuctemi Sl. BHeCEHHs 3MiH A0 po3ainy «MapKyBaHH:»
MK$A N13. 3anponoHoBaHo: Po3in «MapkyBaHHs»
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BignoBsigHo [0 3aTBEPKEHOTO TEKCTY MapKyBaHHS.
TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
3aTBEPAKEHHS
218. | NNA3SMANIT PO34uH ANs iHy3iit MpusatHe YkpaiHa MpusaTHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/16832/01/01
no 400 M y NAALWLi aKuioHepH akujioHepHe MRy - 3MiHKU Woao 6e3nekn/edeKkTMBHOCTI Ta peyenmom
ab6o no 500 mny e TOBapuCTBO thapmakoHarnsgy (iHwi 3MiHK) - 3MiHU BHECEHI B TEKCT
nakeri TOBapucTe "Indpysia” MapKyBaHHS yNakoBKU NiKapcbKoro 3acoby LLoao
noniMepHomy, o} 3a3HaYeHHsI MbXHapOAHUX NO3HAYeHb OAUHNLb
noMiLeHomy y "IHcpy3ia" BMMIipIOBaHHA. BBeeHHSA 3MiH NPOTArom 6-Tn MicsiLiB
npo3opwuii nicnsa 3aTBepaKeHHs
nnacTyKoBuii naket
219. | NOBEPKOPT Kpem 0,05 %, no5r neHmapk IHAisa "neHmapk IHAjs BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | 3a UA/8193/01/01
a6o 151 B Ty6i; no 1 dapmach dapmacbloTukans MRy - 3MiHW WOoA0 6e3nekn/etheKTMBHOCTI Ta peyenmom
Ty6i Y KApTOHHiiA loTUKan3 Nt thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
ynakoBLi nra. MapKyBaHHS! yMakoBKM iKaPCbKOro 3acoby 3 BHECEHHAM
iHchopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
cucTemi Sl. BBeeHHS 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
220. | NONbKOPTON | aepo3onb Ans TapxomiHc | [Monbua TapXoMiHCbKWiA Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/4559/01/01
OHTC 3aCTOCyBaHHA Ha bKWiA thapmaueBTUYHWI TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
LUKIpY, CyCneHsis hapmaues 3aBog, "Monbga" AT thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
(23,12 mr + 0,58 TUYHWIA po3giny «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
mr)/rno 17,3 r 3aB0f, MapkyBaHHs. 3rilHO 3aTBEP)KEHOr0 TEKCTY
cycnexsii B "Monbcpa” MapKyBaHHs. BBe4eHHS 3MiH NpPOTArom 6-Tu MicauiB
aepo30/1bHOMY AT nicns 3aTBeppkeHHs; 3MiHu | Tuny - 3miHn Wwoao
6as10Hi; no 1 6anoHy 6e3nekn/edpekTBHOCTI Ta hapmakoHarnagy (iHwi 3mMiHn)
Y KapTOHHili kopobLi - OHOBJIEHHS! TEKCTY MapKyBaHHS YNakoBKW NiKkapCbKOro
3ac06y 3 BHECEHHAM iHGhopMaLii WoAo 3a3HaYeHHs
OVHWLb BUMIPIOBaHHSA Y cucTemi Sl. BBEAEHHS 3MiH
NpPOTArom 6-X MiCALIB MiC/1A 3aTBEPLKEHHS
221. | NPAMINEKCON | tabnetku no 1 wmr, ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13191/01/02
-3H no 10 Tabnetok y BO 3 0bMexeHot UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo 06MeXeHo BiAMNOBIAA/IbHICTIO thapmakoHarnagy (iHwWi 3MiHn) - 3amiHa po3gainy
no 3 6nictepu B 10 "XapkiBcbke “I'pachivuHe ochopmaeHHsT ynakoBk/” Ha “MapKyBaHHA" B
KOpOOGLIi 3 KAPTOHY Bignosiga dhapmaLeBTUyHe 3atBepmxeHnx MKA /13. 3anponoHoBaHo: MapkyBaHHS.
NbHICTIO niANPMEMCTBO BignoBigHO A0 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS.
"XapkiBCbK "3[0poB'a Hapoay" 3MiHU BHECEHI B TEKCT MapKyBaHHS YNakoBKU
e niKapcbKoro 3acoby LWoA0 3a3HaAUYEHHS MiDKHApPOAHMX
chapmaves no3HavyeHb OAVHWLbL BUMIPOBaHHA. BBeeHHs 3MiH
TUYHE NPOTArom 6-T1 MICALIIB MiCNSA 3aTBEPLKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nignpuemc
TBO
"3p0poB'a
Hapogy"
222. | NPAMINEKCON | ta6bnetku no 0,25 ToBapucT YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13191/01/01
-3H mr, no 10 TabneTok BO 3 0bMexeHot UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
y 6nicTepi; no 2 abo 06MeXeHo BiAMNOBIAA/IbHICTIO hapmakoHarniagy (iHwi 3MiHn) - 3amiHa posginy
no 3 6nictepu B 10 "XapkiBcbke “I'pachiuHe ochopmMIeHHS ynakoBku” Ha “MapKyBaHHsA" B
KOpo6L,i 3 KapTOHY Bignosiga hapmaueBTnyHE 3aTBepaxeHux MKA J13. 3anponoHoBaHo: MapKyBaHHS.
NBHICTIO nignpYeEMCTBO BianosigHo [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
"XapkiBCbK "3p0poB'a Hapoay" 3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKU
e NiKapCbKOro 3acoby LoA0 3a3HaYeHHsI MDKHapOAHMX
thapmaues Nno3HayYeHb OMHULL BUMIPIOBaHHSA. BBeeHHS 3MiH
TUYHe MPOTAroM 6-T! MICALIB MiCNSA 3aTBEPAKEHHS
nignpvemc
TBO
"340poB'a
Hapoay"
223. | NPO3EPUH PO34MH ANA H'EKLN, Tosapuct YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/8836/01/01
0,5 mr/mnno 1 mn B BO 3 06MexeHo MRy - 3MiHKU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni; no 10 amnyn | o6mexeHo BiANOBIAA/ILHICTIO hapmakoHarnagy (iHwWi 3MiHKn) - 3amiHa po3gainy
y KOpo6Lji 3 KapTOHY; 10 "Xapkiscbke “I'pachiuHe ohopmMIeHHs ynakoBku” Ha “MapkyBaHH:A" B
no 1 mn B amnyni; Bignosiga hapmaueBTUyHe 3aTBepaxeHux MKA J13. 3anponoHosBaHo: MapKyBaHHs.
no 5 amnyny NbHICTIO nignNpUeEMCTBO BianoBigHo [0 3aTBEPMAXXEHOrO TEKCTY MapKyBaHHS.
6nicTepi; no 2 "XapkiBCbk "3p0poB'a Hapoay", 3MiHV BHECeHi B TEKCT MapKyBaHHS YNaKkoBKu
6nictepu y kopobui 3 e YkpaiHa (Bci cTagii niKkapcbKoro 3acoby LWoA0 3a3HaUYEeHHS MDKHApPOAHMX
KapToHy; Mo 1 mn B chapmaves BMPOGHMLITBA, no3HavyeHb OAVHMLbL BUMIPOBaHHA. BBeAeHHS 3MiH
amnyni; no 10 amnyn TUYHE KOHTPO/b SIKOCTI, NPOTAroM 6-TW MICALIB NiCNA 3aTBepAKEHHS
y 6nicTepi; no 1 nignpvemc BUNYCK cepii);
6nictepy y Kopobui 3 TBO ToBapwvCTBO 3
KapTOHY "3p0poB'a 0bMexeHot
Hapoay" BifnNoBiAabHICTIO
"®apmaueBTnyHa
KomnaHis
"300poB'a", YkpaiHa
(Bci cTapgji
BMPOGHMLITBA,
KOHTPO/b SIKOCTI)
224. | NPOKTO3AH® cynosuTopii "Xemodchap Cepbis KOHTpPOnb cepii, Cepbis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | 6e3 UA/4645/02/01
HEO peKTasIbHi, N0 5 M" AL [03BiN Ha BMMNYCK MRy - 3MiHW WOoA0 6e3nekn/etheKTMBHOCTI Ta peyenma

CynosunTopiie y
6nicTepi; no 2

cepii: "Xemocpapm"
Afl, Cepbis;

thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS! yNakoBKM IIKAPCbKOro 3ac0by 3 BHECEHHAM
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nictepay BVPOGHMLTBO iHchopmaw,ii WoA0 3a3HaYEHHS OAUHULIL BUMIpPIOBAHHS Y
KapTOHHilA Kopoo6Li Hepo3dacoBaHO( cuctemi Sl. BHeCeHHs 3MiH A0 po3ainy «MapKyBaHH:A»
npoaykKuii, NnepBuHHa MK$A N3: 3anponoHoBaHo: Po3zin «MapkyBaHHs» 3rigHo
Ta BTOPUHHA 3aTBEPPKEHOMY TEKCTY MapKyBaHHS BBefeHHs 3MiH
ynaKkoBKa, KOHTPO/Ib NpPOTAroM 6-Tn MicALiB NiCNSA 3aTBEPYKEHHS
cepii: "Xemocpapm"
Af, Bpwau, Biggin
BMPOGHMYA
AinbHuus LWabau,
Cepbis
225. | NPOMEAO/- PO34NH NS iH'EKLINA, TOB YkpaiHa TOB "XapkiBCbke Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/5157/01/01
3H 20 mr/mn, no 1 mn B "XapkiBCbk papmaueBTNyHE MRy - 3MiHK WOoA0 6e3nekn/etheKTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn e niANPMEMCTBO hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
y 6nicTtepi; no 1 abo | chapmares "3p0poB'a Hapoay" po3giny “MapkyBaHHs" B 3aTBEpAKeHMX MKA N13.
2, abo 20 6nicTepis TUYHe 3anponoHoeaHo: MapkysaHHs. BignosigHo o
y KOpooL;i nignpuemc 3aTBEPKEHOrO TEKCTY MapKyBaHHA. OHOB/IEHHS TEKCTY
TBO MapKyBaHHS NepBUHHOT Ta BTOPUHHOT YNaKoBKN
"3a0poB's NiKapcbKoro 3acoby i3 3a3Ha4eHHAM MDKHapPOLHUX
Hapoay" no3Ha4yeHb OAVHMLL BUMIpOBaHHSA. BBeAEeHHS 3MiH
NPOTAroM 6-T1 MICALLIB MiCNA 3aTBEPLKEHHSA
226. | NPOTE®NA3IA, | pigkvit ekcTpakT ToBapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | - UA/16415/01/01
(cybeTaHuis) B BO 3 06MEXeHOo MMy - 3MiHK 3 SKOCTi. A®I. KoHTponb AdL. 3miHa y
E€MHOCTSIX abo 06MeXeHo BiANOBIAA/IbHICTIO napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
KaHicTpax ans 10 "HaykoBo- BM3HaYeHNX y cneyndikauisx Ha A®l, abo
hapMaLeBTUYHOIO Bignosiga BMpPO6HMYA BUXIAHWA/MPOMDKHMIA NpoAyKT/pearexT, Wwo
3acTOoCyBaHHA NBHICTIO KOMMNaHis BVIKOPVCTOBYIOTbCS Y Npoueci BupobHuytea A®|
"HaykoBo- "Ekochapm” (monoBHeHHs cnevmdikaii HOBUM NOKa3HMKOM SIKOCTI Ta
BMPOGHUY BiANOBIAHWM MEeTOA0M BUNPOOYBAHHS) - BHECEHHS 3MiH
a y Martepiasiv peecTpauiinHoOro AoCbe, a came BBOAATLCSA
KOMnNaHis [ofaTKoBi MeToAM BUNPOGYBaHHSA N. laeHTudikayis:
®nasoHoian TLUX Ta MmeTog abcopbUiiHOi

"Ekochapm

cnekTpodhoToMeTpil AN TpaBm BiliHnka HazeMHoro

(cybeTaHuii) Ta Tpasu Lyukm gepHUcToi (cybcTaHLit)

BBOAATLCA [,0AATKOBI METOAN BUNPOGYBaHHSA — METO/,

TOHKOLLIAPOBOI XpoMaTorpadii Ta MeTog, abcopOUiiHOI

CnekTpohoTOMETPI;
3MiHU | TNy - 3MiHK 3 AkocTi. A®l. KoHTponb API. 3miHa
y MeTogax BunpobysaHHA A®l abo BuxigHoro
mMartepiany/npomiKHOro nNpoayKTy/peareHTy, Wo
BVIKOPVCTOBYETbLCS Y NpoOLieCi BUPOGHMLTBA ADI
(He3Ha4Hi 3MiHW y 3aTBEPMKEHMX MeToAax
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BMNPOOYBaHHS) -
BHECEHHS 3MiH Yy MaTepiany peecTpauiiHoro Aocke, a
camve BBOAATLCA [0AATKOBI METOAW BUNPOBYBaHHS M.
«lpeHTudpikauis. MikpockoniuHi xapakTepucTuku» ons
Tpasu BiliHuka HazemHoro (cy6cTaHuii) Ta Tpasu Lyukn
AepHNCTOT (CybCTaHLiT) BKIOYEHO ONWC MigroToBKN
3paska Ta NpoBefieHHs1 BUNPOOYyBaHHS
227. | ncuno- renb 1%, no20ry CTAOA | HimeyunHa CTALA HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/6474/01/01
BA/Ib3AM® Ty6i; no 1 Ty6i y ApuHaiimit ApuHaiimitTens Al MMy - 3MiHK WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
KapTOHHilA KopooLi Tenb Al hapmakoHarnsagy (iHwi 3MiH1) - OHOBMIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3aco6y 3 BHECEHHAM
iHhopmaLii WoA0 3a3HaYEHHS] OAMHUL BUMIPIOBAHHA Y
cuctemi Sl. 3amina po3giny «Ipacuyeckoe
ohopmMieHve ynakoBku» Ha «MapkyBaHHS» B
3aTBepaxeHnx MKA J13: 3anponoHosBaHo: MapKyBaHHs.
3rigHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHs. BBeieHHs
3MiH NPOTArOM 6-TW MICALIB NiC/1A 3aTBEPIXKEHHS
228. | NYMNAH® Tabnetku, no 12 Pixappg, ABCTpist Pixappg BitTHep Al AscTpist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/10049/01/01
Tabnetok y 6nictepi; BiTTHEP UMYy - 3MiHW WoAo 6e3nekn/etheKTUBHOCTI Ta peyenma
nol, 2,3a6o4 Al hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nictepu B po3giny “MapkyBaHHS" B 3aTBepKeHnx MKA 113.
KapTOHHIA KopooLi 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEpIKEHOro
TEKCTY MapKyBaHHS. 3MiHV BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKOro 3acoby LLoA0 3a3HaYeHHs
MDKHaPOAHWX NO3HaYeHb OAMHNLb BUMIPIOBAHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
229. | NYMMNAH® Kpanni opasibHi, No Pixappg, ABCTpist Pixapp bitTHep Al AscTpist BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/1973/02/01
20 mn, abo no 50 BiTTHEP MMy - 3MiHW WOA0 6e3nekn/etheKTUBHOCTI Ta peyenma
M1, abo no 100 mn y Al thapmakoHarnagy (iHLwi 3MiHW) - 3MiHW BHECEHI B TEKCT
donakoHax- MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby oo
KpanenbHuuAx; no 1 3a3HaYeHHsI MbXHApPOAHUX NO3HAYeHb OAUHULb
hnakoHy y BUMIpIOBaHHSA. BBefeHHs 3MiH NpoTArom 6-T1 MicaLiB
KapTOHHIA ynakoBLi nicnsa 3aTBepKeHHS
230. | NYMNAH® Tabnetku, no 12 Pixappg, ABcCTpist Pixappg BittHep Al AscTpis BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3MiHu | 6e3 UA/10049/01/01
Tabnetok y 6nictepi; BitTHep UMy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenma
nol, 2 3a6o4 Al thapmakoHarniagy. BeegeHHs abo 3amiHn o
6nictepn B y3ara/ibHeHUX JaHnx Npo cucTemy dapmakoHarnsgy

KapTOHHilA KOpo6Li

(BBEAEHHS y3araslbHEHMX AaHUX NPOo cucTemy
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsBi04YeHHs

hapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0cOo6M 3 thapMakoHarnfay 3asBHUKa gns
3piicHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
BiAMiHHa Bif, yNOBHOBaXKEHOT 0CO6M, BignoBigasibHOI 3a
3pificHeHHs chapmakoHarnsgy (BKIH0UaKUM KOHTaKTHI
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-ghaiina
cucTeMu dpapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
thapMakoHarniag B Ykpaini. [itoua pegakuis: Jintyc
IpyHa MukonaisHa. MponoHoBaHa pefakuin: dapuHeub
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX [aHnX KOHTaKTHOI 0cobu
YNOBHOBaXKEHOT 0COOU 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnag B YkpaiHi

231.

MNYMMNAH®

Kpanni opasibHi, No
20 mn, abo no 50
M1, abo no 100 mny
chnakoHax-
KpanesibHuuax; no 1

chnakoHy y
KapTOHHI ynakosL,i

Pixappg,
BiTTHEp
Al

ABcTpist

Pixapp BittHep Al

ABcTpist

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHst abo 3miHn go
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX MPO cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXeHOi 0cobu,
BiANOBIAAUTbHOI 3a 34iiCHEHHA hapmakoHarnsay;
KOHTaKTHOI 0cOo6M 3 thapMakoHarnsay 3asBHUKa A1
3ailicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
BiAMiHHa Bif, YNOBHOB&XeHOi 0co6M, BiANOBIAA/IbHOI 3a
3ailicHeHHA hapMakoHarnagy (BKIYaoUn KOHTaKTHi
[AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
cuctemu chapmakoHarnagy) - 3MiHa KOHTakTHOI 0cobu
YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigaibHOI 3a
thapmakoHarnag B Ykpaini. [itova pegakuis: Jiutyc
IpyHa MukonaisHa. MponoHoBaHa pefakLin: ®apuHelb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX faHUX KOHTaKTHOI 0co6m
YMOBHOBaXEHOT 0CO6M 3a8BHMKA, BifgnoBifabHOT 3a
thapmakoHarnag B YkpaiHi

6e3
peyenma

UA/1973/02/01

232,

PEMEHC®

Tabnetkn, no 12
TabneTtok y 6nictepi;
nol, 2 3a6o4
6nictepu y
KapTOHHI KopoobLi

Pixapg,
BiTTHep
Al

ABCTpIst

Pixapg BittHep Al

ABCTpist

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu |
MRy - 3MiHKU Woao 6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH 40
po3giny “MapkysaHHa" B 3aTBepxeHnx MKA N3.
3anponoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBEPKEHOrO

6e3
peyenma

UA/10052/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
TEKCTY MapKyBaHHs. 3MiHV BHECEHI B TEKCT MapKyBaHHS
yNaKkoBKM MiKapCbKOro 3acoby LLoA0 3a3HaYeHHs
MDKHaPOAHWX NO3HAYeHb OAMHNLb BUMIPIOBAHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
233. | PEMEHC® Kpanni opasibHi, No Pixapg, ABCTpist Pixapg BittHep Al ABCTpis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | 6e3 UA/2164/02/01
20 mn a6o 50 mn BiTTHEP MRy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
a6o 100 mny Al thapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TeKCT
chnakoHax- MapKyBaHHS YNakoBKW NikapcbKoro 3acoby Loao
KpanenbHuuAx; no 1 3a3HaYeHHsI MXKHapPOAHUX NO3HAYeHb OAUHNLb
donakoHy B BMMIipIOBaHHSA. BBeeHHs 3MiH NPOTArom 6-Tn MicsiLiB
KapTOHHIA ynakoBL,i nicnsa 3aTBepKeHHs
234. | PEMEHC® Tabnetku, no 12 Pixappg, ABCTpist Pixappg BitTHep Al AscTpis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/10052/01/01
Tabnetok y 6nictepi; BiTTHep MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenma
nol, 2 3a6o4 Al thapmakoHarnagy. BeegeHHs abo 3amiHn fo
6nictepn y y3arasibHeHVX faHux Npo cuctemy apmakoHarisgy
KapTOHHIA KopooLi (BBEAEHHSA y3ara/lbHEHNX AaHUX NMPO cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 thapmakoHarnsagy 3asiBHuka ans
3piicHEHHs hapMakoHarnsay B YkpaiHi, SKLL0 BOHA
BiAMiHHa Bif, yNOBHOBaXeEHOI 0C06M, BignoBifanbHoI 3a
3pificHeHHs hapmakoHarnsay (BKI1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-haiina
cuctemmn chapmakoHarnifgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOBaXEHOT 0CO6M 3a8BHUKA, BigNoBifasIbHOT 3a
thapmakoHarnag, B Ykpaini. [itoya pegakuis: Jiutyc
IpvHa MukonaisHa. MponoHoBaHa pefakLin: ®apuHeupb
OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0co6bum
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag B YkpaiHi
235. | PEMECYNIA® rpaHynun ans AT YkpaiHa AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peECTpaLiiHNX MaTepianis: TEXHIYHA 3a UA/17626/01/01
PANIA OpasIbHOT CycneHsil, "®Papmak” nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) - peyenmom

100 wmr/2rno2rs.
cauwle, no 10 cawe y
nauui

BMNPaB/IEHHS TEXHIYHOT NOMUIKM Yy cneuudikauii. Y
crneundikavii 3aTBeppkeHnx MeToAis KoHTposno (MKHA) y
po3aini «laeHTudikadis» y gianasoHi 4OBXMH XBU/b Y-

CNeKTpy NOMWJIKOBO 3a3HayeHo «... Big 250 Ha o 320
HM...» 3aMiCTb «... Bif, 265 Ha 0 320 HM...».
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
236. | PEHEWPO pO34nH ANs iHexyiin, | TOB HB® YkpaiHa MpusaTHe Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/14966/01/01
250 mr/mn; no 4 mn "MIKPOXI akuioHepHe TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
B amnyni; no 5 M TOBapucTBO thapmakoHarnagy. BeegeHHs abo 3amiHn fo
amnyn y kacerti; no 1 "Jlekxim-XapkiB" , y3araslbHeHUX gaHux npo cuctemy dpapmakoHarnsgy
KaceTi B naui 3 YkpaiHa (BBEAEHHS y3araslbHEHMX AaHUX Npo cucTemy
KapToHy; No 4 Mn B (BignoBiganbHWiA 3a hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
amnyni; no 5 amnyn BMPOBHULTBO Ta BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsay;
y KaceTi; no 2 KOHTPO/b/BUNPOOYB KOHTaKTHOI 0co6M 3 thapMakoHarnsay 3asBHUKa gns
KaceTu B nauyui 3 aHHsa cepil, He 3piicHeHHs hapMakoHarnsay B YkpaiHi, SKLL0 BOHa
KapToHy BK/IOHAI0UM BUMYCK BiIMiHHa Bif YNOBHOB&XeHOi 0cO6M, BiANOBIAA/IbHOI 3a
cepii); TOB HB® 3pificHeHHs chapmakoHarnsay (BK1HYaKUM KOHTaKTHI
"MIKPOXIM", [AaHi) Ta/abo 3MiHM Y po3MiLLeHHI MacTep-gaiina
YkpaiHa cuctemn chapmakoHarnsgy) -3miHa ynoBHOBaXKeHoT
(BignoBiganbHuii 3a 0Cco6M 3as1BHKKA, BignoBigasibHOIT 3a dapMakoHarnsg.
BMPOGHMLITBO Ta [itoua pepakuis: CteweHnko Onbra CepriiBHa.
KOHTPO/b/BMNPOGYB MponoHoBaHa pegakuis: XXypba Jlinis BonogumumpisHa.
aHHsA cepii, 3MiHa KOHTaKTHMX AaHMX YNOBHOBaXXEHOT 0CO6M
BK/1HOHA0UN BUMYCK 3a8BHMKa, BIANOBIAA/IbLHOI 3a thapMakoHarnsag,
cepii)
237. | PECNIBPOH TabneTkun NannemaH | LWBeiiuapis BpycyeTTiHi c.p.n. ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/17298/01/01
cy6niHreanbHi no 10 O dapma MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi, Al thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
no 1 a6o 3 6nictepu MapKyBaHHS! yMakoBKMN IKAPCbKOro 3ac0by 3 BHECEHHAM
B KapTOHHIi Kopobuyi iHhopmaLii WoA0 3a3HAaYEHHS OAMHULL BUMIPIOBaHHSA Y
cuctemi Sl. TepmiH BBEAEHHSA 3MiH - NPOTAromM 3 MicsLiB
nicnsa 3aTBepKeHHs
238. | CENTABION PO34urH Ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 4,0 peecTpavLiiHnx martepiasis: 3miHu | 3a UA/15963/01/01
70% 30BHILUHLOTO dapmaveB dapmaneBTMYHA UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
3acTocyBaHHA 70% TUYHa habpvka "Biona" hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 100 mny thabpuka po3giny «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
hiakoHax CKISHUX "Biona" MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY
Ta noniMepHmx MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS YNaKkoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3Ha4yeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPMAKEHHSA
239. | CENTABION pO34uH ans MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15963/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NHC 96% 30BHILUHLOTO dapmaveB dapmaneBTUYHA UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
3acTocyBaHHA 96 % TUYHA habpuka "Biona" thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 0
no 100 mny thabpuka po3giny «MapkyBaHHs1» MKSA J13: 3anponoHoBaHo:
donakoHax CKIsTHUX "Biona" MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
abo nonimepHmx MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSM iHdhopMaL,i Woao
3a3Ha4YeHHs 0AVHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu MicALiB micns
3aTBEPAKEHHSA
240. | CUBA30OH Tabnetku no 5 wmr; ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/3052/01/01
no 10 TabneTtok y BO 3 06MeXeHo UMYy - 3MiHK WoAao 6e3nekn/etheKTUBHOCTI Ta peyenmom
6nicTepi; no 2 06MexXeHo BiAMNOBIAA/IbHICTIO thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH 10
6nictepu y kopobui 3 10 "XapkiBcbke po3giny “MapkyBaHHS" B 3aTBepxeHnx MKA 113.
KapToHy Bignosiga thapmaueBTUyHe 3anponoHoBaHo: MapkyBaHHS. BignosigHo o
NBHICTIO nignpueMCTBO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
"XapkiBCbK "3[0poB'a Hapoay" MapKyBaHHSA NepBUHHOT Ta BTOPUHHOT YNakoBKN
e NiKapCbKoro 3acoby i3 3a3Ha4eHHAM MiKHapOAHMX
chapmaves no3HavyeHb OAVHWLbL BUMIPOBaHHA. BBeeHHs 3MiH
TUYHe NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS
nignpvemc
TBO
"3p0poB's
Hapogy"
241. | CUNAEHA®IN TabneTkun, BKpUTI TosapucT YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | 3a UA/16390/01/01
0060/10HKOHD, MO 25 BO 3 06MeXeHOo MRy - 3MiHK WOoA0 6e3nekn/etheKTMBHOCTI Ta peyenmom
mr no 1 TabneTtuiy 06MeXeHo BiANOBIAA/ILHICTIO hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
6nicTepi; no 1 a6o 4 10 "®dapmavueBTUyHa MapKyBaHHS! yMakoBKM iKaPCbKOro 3acoby 3 BHECEHHAM
6nictepu y Bignosiga thipma "BepTtekc", iHchopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
KapTOHHI KopoobLi NBHICTIO YkpaiHa cuctemi Sl. TepmiH BBEAEHHA 3MiH - NPOTAroM 3 MicsLiB
"®apmaue (BUPOGHMLTBO 3 nicns 3aTBEpKEHHS
BTUYHA npoaykuii in bulk
hipma ToBapucTsa 3
"BepTekc" 06MeXeHo
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KoMMaHis
"3popos’a”,
YkpaiHa)
242. | CUNAEHA®IN TabneTtkn, BKPUTI ToBapuct YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/16390/01/02
o060n0Hkoto, no 50 BO 3 06MexeHot TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
Mmr no 1 tabneTtuiy o6MexeHo BiANOBiAA/IbHICTIO hapmakoHarnsagy (iHwi 3MiH1) - OHOBMIEHHS TEKCTY
6nictepi; no 1 a6o 4 10 "®apMaleBTNYHA MapKyBaHHS YNakoBKM JTiKapCbKOro 3aco6y 3 BHECEHHSIM
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nictepn y Bignosiga thipma "BepTekc", iHchopmaw,ii WoA0 3a3HaYEHHS OAUHULIL BUMIpPIOBAHHS Y
KapTOHHilA Kopoo6Li NbHICTIO YkpaiHa cuctemi Sl. TepmiH BBeLeHHS 3MiH - NPOTAromM 3 micsuiB
"®apmaue (BMPOGHMLTBO 3 nicns 3aTBepAkKeHHs
BTUYHA npoaykuii in bulk
ipma ToBapucTBa 3
"BepTtekc" 0bMexeHot
BiANOBIAA/LHICTIO
"®apmMaueBTNYHa
KOMMaHis
"3popos’a”,
YkpaiHa)
243. | CUNAEHA®IN TabneTkn, BKpUTI ToBapuct YkpaiHa ToBapucTBO 3 YKpaina BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 3a UA/16390/01/03
06010HKOt0, N0 100 BO 3 06MexeHo MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr no 1 TabneTtuiy 06MEeXeHo BiAMOBIAA/IbHICTIO hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHST TEKCTY
6nicTepi; no 1 abo 4 10 "®apmaLeBTuyHa MapKyBaHHS YMakoBKMN IKAPCbKOro 3aC00y 3 BHECEHHAM
6nictepu y Bignosiga thipma "BepTekc”, iHchopmav,ii LWoA0 3a3HaYEHHS OANHULID BUMIPIOBAHHS Y
KapTOHHIA KopooLi NbHICTIO YkpaiHa cuctemi Sl. TepmiH BBeAeHHS 3MiH - MPOTAroM 3 micsUiB
"Papmaue (BUPOGHMLTBO 3 nicnsa 3aTBEPLKEHHS
BTMYHA npoaykuii in bulk
ipma ToBapucTsa 3
"BepTekc" 06MeXeHOo
BiANOBIAA/ILHICTIO
"®apmaueBTnyHa
KOMnNaHis
"3popos’a”,
YkpaiHa)
244. | CANIBOP 35 TabneTku, BKpUTI ToBapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/5114/01/01
NNiBKOBOIO BO 3 BUpPOOHULTBA, TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peuyenma
060n0Hkoto, No 35 06MexeHo KOHTPO/b AKOCTI, Ta/abo agpecu MicLls NPOBaKEHHS AiSNbHOCTI
mr, no 10 TabneTok 10 BUNYCK cepil: BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
y 6nicTepi; no 3 Bignosiga ToBapucTBo 3 BK/THOYAKUN AiNbHULI BUNYCKY cepii abo micue
6nictepu y NbHICTIO 06MexeHo npoBefeHHS KOHTPOJTH0 AKOCTI. (AISNbHICTb, 3a AKy
KapTOHHIA KopoobLi "®apmaue BiAMNOBIAA/IbHICTIO BiANOBiAae BMPOGHMK/IMNOpTEp, HE BK/IOYAUM BUMYCK
BTMYHA "®apmMaueBTUYHA cepiid) - 3miHa agpecu BMpo6Huka 13 ToBapucTBO 3
KOMnaHis KOMMaHis obmexeHoto BignosiganbHicTio "@APMEKC IMPYI ",
"3p0pos'a” "3popos'a’, YkpaiHa, 6e3 3MiHV micus BUpo6HULTBA.
6yAMHOK YkpaiHa 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
22 CucTema KOHTelHep/3aKynopoBasibHMiA 3aci6. 3MiHa
BCi cTagii PO3Mipy yNnakoBKu roTOBOro fikapcbKoro 3acoby
BUpPOOHULTBA, (BUNYyYEHHS yNakoBKWN NEBHOIO po3Mipy). BuiyyeHHs

KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"Papmekc pyn",

ynakoBku Ne 20 (20x1), Ne 25 (25x1), Ne 80 (10x8) y
6nicTepi B kopobui; Ne 20, Ne 25 y 6nicTepax, 3
BiANOBIAHUMY 3MiHAMW Y PO3[iNi «YnakoBka». 3MiHu
BHECEHI B po34in "YnakoBka" B IHCTPYKLit0 A1
MeAMYHOr0 3acTOCYBaHHS NikapCbKOoro 3acoby y 3B'A3Ky
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Ykpaina 3 BUTyYEHHSIM YMakoBOK NEBHOIO PO3Mipy, K HacnifokK -
BUJTYYEHHA TEKCTY MapKyBaHHA BiAMNOBIAHMX yNaKoBOK.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS.
245. | CUHA®NAHY Masb 0,025 %; no 10 | TOB "AKM | YkpaiHa TOB "AKnN YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a peyenmom UA/9345/01/01
MA3b rabo 15 ry Ty6i; no "®apmaue "®apmMaueBTNYHa TUMY - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
1 Ty6i B mayui BTUYHA habpmka" CuncTeMa KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
habpuka" PO3Mipy ynakoBKv roTOBOro NikapcbKoro 3acoby (3miHa
mMacu/06'eMy BMICTY KOHTeliHepa 6aratogo30Boro
NikapcbKoro 3acoby N5 HenapeHTepaibHOro
3acTocyBaHHA (260 04HOA030BOr0, YaCTKOBOrO
BMKOPUCTaHHS)) -
BBE/JlEHHS1 40AAaTKOBOI ynakoBku no 15 r y Tyoy 3
HarBrH4YyBaHWM GyLLIOHOM ab0 3 HarBUHYYBaHOHD
KPULLIKOIO, 3 BIANOBIAHUMY 3MiHAMM Y p. «YNakoBKa» Ta
n. «Maca BMICTy ynakoBku» (cneuudikavis/metoam
KOHTPO/O SIKOCTI). 3MiHV BHECeHi B po3ain "YnakoBka" B
IHCTPYKL,it0 4719 MEANYHOIO 3aCTOCYBaHHS MiKapCbKOro
3aco6y y 3B"S13Ky 3 BBEEHHSIM 40aTKOBOT YMaKoBKM
(Ty6m no 15 r), Ak HacNifoK - 3aTBEPIKEHHSI TEKCTY
MapKyBaHHS! [JOAATKOBOI YNakoBK/ NiKapCbKOro 3acooy.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPKEHHS.
246. | CO/NIAHTPA® Kpem, 10 mr/r; no 30 Fangepma | LUBeliyapis Awmartcirpyn, dpaHuis BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 3a UA/16320/01/01
ry Ty6i; no 1 Ty6i B CA PpaHLis UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
KapTOHHI/ KopoobLi (BnpobyBaHHs thapmakoHarnsgy. BeegeHHs abo 3miHn Ao
KOHTPO/IO AKOCTI, y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
BMNPOGYBaHHSA (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
CTabifIbHOCTI); hapmakoHarssgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
Na6opaTopii BiNOBifa/1bHOT 3a 34iiCHEHHS hapMakoHarnsay;
Fangepma, ®paHuis KOHTaKTHOI 0co6M 3 thapmakoHarnsaay 3asiBHuka ans
(B1pOGHMLTBO, 3ailicHeHHA hapMakoHarnsagy B YkpaiHi, SKLL0 BoHa
nakyBaHHs, BiAMiHHa Bif, YNOBHOB&XeHOi 0CO6M, BiANOBIAA/IbHOI 3a
MapKyBaHHS, 3piicHeHHs hapmakoHarnsgy (BKI1HYaKUM KOHTaKTHI
BMNPOBYBaHHA [aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
KOHTPOJIO SIKOCTI, cuctemn chapmakoHarnagy) - 3MiHa yrnoBHOBaXKeHOT
BMNPOGYBaHHSA ocobu 3asBHUKA, BIANOBIAA/ILHOI 3a thapmakoHarnsg,.

cTabinbHoCTI Ta
BWMYCK Cepii)

[itoyva pegakuisa: Martine Foureur, MD. NponoHoBaHa
pegakuis: Vincent Jullien. 3MiHa KOHTaKTHUX JaHUX
YMOBHOBaXEHOT 0CO6M 3a8BHUKA, BifgNoBifasbHOT 3a
hapMakoHarnsag. 3mMiHa KOHTaKTHOT 0co6u
YMOBHOBaXEHOT 0C06M 3a8BHMKA, BifNoBifabHOT 3a
3pificHeHHs hapMakoHarnsay B YkpaiHi. Jiroua
pepakuisi: PornHcbka OneHa MasniBHa. MponoHoBaHa
pefakuis: ®egoposa AHHa OnekciiBHa. 3MiHa
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KOHTaKTHUX JaHMX KOHTaKTHOT 0CO6U YNOBHOBaXXEHOT
0cobu 3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi
247. | CONoOAKN KopeHi no 50 r abo MpAT YkpaiHa MpAT "NikTpasun" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/5695/01/01
KOPEHI 100 r y naykax 3 "NikTpasn" MRy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
BHYTPILLHIM hapmakoHarnagy (iHwi 3MiHKn) - 3amiHa po3gainy
naketom; no 1,5ry «[padchiuHOro othopMIEHHSA YNAKOBKU» Ha pPO3fin
pinbTp-nakeTax; no «MapkyBaHHs» B MK#A J13: 3anponoHoBaHo:
20 hinbT-nakeTiB y MapkyBaHHS Y BiANOBILHOCTI 3 3aTBEPKEHUM TEKCTOM
naykax abo y naykax MapKyBaHHS PeecTpalisi 40AATKOBOrO TEKCTY
3 BHYTPILLHIM MapKyBaHHS YNakoBKM /iKapCbKoro 3acoby i3
nakeTom 3a3HaYeHHSIM MiXXHapPOLHMX NO3HaYeHb OANHULIb
BMMIpIOBaHHS
248. | cnopPuvLly TpaBano 50 ry MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHu | 6e3 UA/5696/01/01
TPABA naykax 3 BHyTpiWwHiM | "/liktpaBu" UMYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
nakeTom hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
po3ainy “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
MAPKYBAHHSA Y BignoBiaAHOCTI 3 3aTBEPMKEHUM
TEKCTOM MapKyBaHHS. 3MiH/ BHECEHi B TEKCT
MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby oo
3a3HaYeHHsI MbXHapPOAHUX NO3HAYeHb OAUHNLb
BMMIipIOBaHHA. BBeAEeHHSA 3MiH NPOTArom 6-Tn MicsiLiB
nicnsa 3aTBepaKeHHs
249. | CTEPUNNIYM® | po34MH HalKipHWiA Boge Xewmi | HimeuunHa Boge Xemi Tm6X Himeuunna BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu | - UA/0470/01/01
in bulk: no 100 mny 6X MRy - 3MiHW WOoA0 6e3nekn/etheKTMBHOCTI Ta

donakoHi; no 45
h1aKkoHiB y KopobLyi
3 KapToHy, in bulk:
no 500 mny
donakoHi; no 20
th1aKkoHIB y kopobLyi
3 KapToHy, in bulk:
no 1000 mny
donakoHi; no 10
donakoHiB y KopobLi
3 KapToHy, in bulk:
no 5 Ny kaHicTpi; no
128 KaHicTp y
KOpOGLLi 3 KAPTOHY

thapmakoHarnsgy. BeegeHHs abo 3miHn Ao
y3aranibHeHVX faHux Npo cuctemy dpapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsagy 3asiBHuka ans
3[iicCHEHHs1 hapMakoHarsay B YkpaiHi, K0 BOHA

BiIMiHHa Bif, YNOBHOBaXeHOi 0co6W, BiANOBIAA/IbHOI 3a

3pificHeHHs hapmakoHarnsay (BK1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cuctemmn chapmakoHarnsgy) - 3MiHa KOHTakTHOT ocobu
3as1BHUKA, BiANOBIAA/ILHOI 32 34iliCHEHHS

hapmakoHarnsgy B YkpaiHi: [irova pegakuis - KnumeHko

Nigis OnekcaHgpiBHa. MNponoHoBaHa pejakuis -
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KnvmeHko IpuHa BonogymupiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0CO6M 3asiBHMKA, BiANOBifabHOT 3a
34ilicHeHH thapmakoHarnsgy B YkpaiHi
250. | CTEPUMIYM® | po34MH HallKipHWiA Boge Xewmi | HimeuunHa Bone Xemi TM6X HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/4627/01/01
no 100 mn, 500 mn, 6X MRy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
1000 mny thapmakoHarnagy. BeegeHHs abo 3aMiHn fo
dhnakoHax; no 5 ny y3araslbHeHUX AaHux nNpo cuctemy hapmakoHarnsgy
KaHicTpax (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0co6U 3 thapMakoHarnsay 3asBHuka ons
3piicHEeHHs hapMakoHarnsay B YkpaiHi, K0 BOHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOI 3a
3pificHeHHs chapmakoHarnsgy (BK1H0YaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-caiina
cucTeMu dhapmakoHarisgy) - 3MiHa KOHTakTHOT 0cobum
3asiBHMKA, BifnoBigasibHOI 3a 34iNCHEHHSI
thapmakoHariagy B Ykpaini: [itoua pegakuis - KnumeHko
Nigis OnekcaHgpiBHa. MNponoHoBaHa peaakuis -
Knvmerko IpuHa BonogymupisHa. 3mMiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0COo6M 3asiBHUKA, BiAMNOBiAa/IbHOI 3a
3[ificHeHHs thapmakoHarnsagy B YkpaiHi
251. | CTONAHIH cnpeii Ans poToBoi TeBa I13painb TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/1831/01/01
NOPOXHUHWU, 1,92 dapmaveB c.p.o. Pecny6nika TMNY - 3MiHW 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6. peyenma
mr/mn no 30 mny Tikan KOoHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y
donakoHi; no 1 IHoacTpi3 MeToAax BUNPOGYyBaHHS TOTOBOTO JliKapCbKoro 3acoby
chnakoHy 3 nrp. (iHWi 3MiHM y MeTogax BUNpobyBaHb (BK/OYAKUN 3aMiHy
MeXaHiYHUM ab0 OONOBHEHHS)) - 3MiHA aHaNiTUYHOrO MeToay
po3nusoBaveM, KoHTponto 13 AM\PQC\ITOO7 (i3oTaxodhopes) 3a

annikatopom ans
POTOBOT NOPOXHUHN
Ta KPULLIKOIO, siKa
3axuae
posnuosay, B
Kopoobui

nokasHukom «VaeHTudimkaumsa» Ta «CogepxaHve

rekceTmamHa» Ha metog QDP0131871 (BEPX) 3
BUKNAAEHHSAM MEeTOANKN YKPAIHCbKO MOBOI. BBefeHHSA

3MiH NPOTAroM 6-TW MiCALiB NicNs 3aTBEPMAKEHHS;

3MiHY | TUny - 3MiHK 3 AKoCTi. OTOBWIA Nikapcbknii 3aci6.
KOHTPO/1b rOTOBOrO MikapcbKoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4ONyCTUMUX MEX
rOTOBOrO /iKapCbKOro 3acoby (iHLWi 3MiHW) - BHECEHHSA
3MiH J0 po3giny «OnucaHne» B cneundikauii Ha M3, a
came BWIyYeHHs iHhopmaLii WoJo CMaky:




137

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

3anponoHoBaHo: BunpobysaHHsa MeTtoan Bumorn Onuc.
OpraHonenTtuyHo lNMpo3opa 6e36apBHO abo maiixe
6e36apBHa pignHa 3 xapakTepH/M 3anaxom. 3MiHu
BHECEHIi B iIHCTPYKL,0 415 MeANYHOro 3acTocyBaHHsA J13
y p. "Nlikapcbka gpopma”. (OCHOBHI i3MKO-XiMiYHi
B/1ACTMBOCTI). BBeAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicns 3aTBepipKeHHs;

3MiHW | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugatHocTi abo
yMOBax 36epiraHHsi roTOBOrO MiKapCbKoro 3acoby (iHLwi
3MiHK) - 3MiHa B NPOTOKO/I NicNsipeecTpaviintHoro
BMBYEHHS CTabiNIbHOCTI, @ came BUyYeHHs iHdhopmadii
L1010 YMOB 36€epiraHHsl Ta 4acTOTU NPOBEAEHHS
BMNpo6yBaHb A/15 NO4A/IbLLOrO BUBYEHHS CTabINIbHOCTI
(nyHKT “Follow-up”), BUNyYeHHS TOYKM KOHTPOO 36
MicsUiB Ta iHdhopmMauii WoA0 nakyBasibHUX MaTepianis 3
nporpaMmn [0BroCTPOKOBOr0 BUBYEHHS CTabibHOCTI;
3MiHU | TNy - 3MiHK 3 AKOCTi. FTOTOBWIA Nikapcbkuii 3aci6.
KOHTpO/1b roTOBOro NikapcbKkoro 3acoby. 3miHa y
MeToAax BUNPoGYBaHHSA rOTOBOTO NliKapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN 3aMiHy
ab0 [ONOBHEHHS)) - 3aMiHa 3aTBep)KEHOro MeToay
KOHTPO/HO SIKOCTi /13 3a NoKasHWKOM
«Mwukpobuonoruyeckas unctota» QGM0001329 Ha
meTog QDP0061700 3i 3MiHOK METOAUKM TMOUHHOTO
nociBy Ha MeToAMKY MeM6paHHOI inbTpadii, Ta
BUKNaAEHHS METOANKMN YKPAIHCbKOI0 MOBOI0. BBEeHHS:
3MiH NPOTArOM 6-TW MICALIB NiC/A 3aTBEPXKEHHS

252,

CTOMEPAH

Kancynv TBepgi no 2
mr, no 4 a6o 8
Kancyny énictepi;
no 1 6nictepy B
KapTOHHIM nayu,i

HOHinao,
nn

CLIA

CsiccKo Cepsices
Ar, LLiBeiiuapis
(BUPOGHKMK
BiANOBiAA/IbHWIA 32
BMPOGHMLITBO,
KOHTPO/b Ta BUMYCK
npogykTy in bulk);
Crpaiigc Papma
CaiieHc flimiten,
IHAiA (BUPOOHMK
BiANOBIAabHUIA 3a
BMPOGHMLITBO,

LLseiuapis/
IHais/
Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu |
TUMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3giny «MapkyBaHHs» MKSA J13: 3anponoHoBaHo:
MapKyBaHHS: 3rifHO 3aTBEPAKEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNaKkoBKu
nNiKapcbKkoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3HayYeHHs OAVHNMLbL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS

6e3
peyenma

UA/4685/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KOHTPO/b Ta BUMYCK
npoaykty in bulk);
TOB HOC dapmauis,
MonbLa (BUpO6HUK
BiANOBIAA/IbHWIA 32
yNaKoBKY, KOHTPO/1b
Ta BUnyck cepii
roTOBOrO NPOAYKTY)
253. | CYMAMEA® Tabnetku, Wo TOB YkpaiHa MNIBA XpBartcka Xopsartis BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/15994/01/01
[AvcnepryoTbes, no "TeBa 4.0.0. UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
125 wr, rno 6 Ykpaina" thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH A0
TabneTtok y 6nictepi; po3giny “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
no 1 6nictepy B MapkyBaHHs 3rigHO 3aTBEPKEHOr0 TEKCTY
Kopobui MapKyBaHHs1. OHOB/IEHHS TEKCTY MapKyBaHHS YNaKkoBKU
niKkapcbKkoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HayeHHs OAMHMLb BUMIPIOBaHHS Y cuctemi Sl ta
YHithikauist BUKnafeHHs TekcTy (Hanpvknag iHgopmadii
"Cepis:", "fo:", "P.M. Ne"). BBeeHHA 3MiH NpOTArom 6-
TU MicALIB NicNsa 3aTBEPAXKEHHS
254. | CYMAMEA® TabneTtku, Wwo TOB YkpaiHa MNIBA XpBaTtcka Xopsaris BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu | 3a UA/15994/01/02
[AvcnepryoTbes, no "TeBa 4.0.0. UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
250 mr, no 6 Ykpaina" thapmakoHarnagy (iHwi 3MiHK) - BHECEHHSA 3MiH A0
Tabnetok y 6nictepi; po3gainy “MapkyBaHHa” MK /13: 3anponoHoBaHo:
no 1 6nictepy B MapkyBaHHs 3rigHO 3aTBEPAKEHOr0 TEKCTY
Kopo6Li MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Wwoao
3a3HayeHHs 0AMHMLb BUMIPIOBaHHS Y cuctemi Sl ta
yHithikauis BUKnafeHHs TekcTy (Hanpuknag iHdopmadiii
"Cepis:", "fo:", "P.M. Ne"). BBeAeHHsA 3MiH NpOTArom 6-
TN MiCALIB NicNsa 3aTBEPAXKEHHS
255. | CYMAMEA® Tabnetku, Wo TOB YkpaiHa MIBA XpBarcka Xopsartis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15994/01/03
AncnepryoTbes, no "TeBa 4.0.0. ™ny - 3MiHN Woo 6e3nekv/edekTMBHOCTI Ta peyenmom
500 mr; no 3 YkpaiHa" thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
Tabnetkn y 6nictepi; po3gainy “MapkyBaHHa” MK /13: 3anponoHoBaHo:
no 1 a6o no 2 MapkyBaHHs1 3rigHO 3aTBEPAKEHOr0 TEKCTY

6nicTepy B KOpPOOL

MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNaKkoBKu
nNiKapcbKkoro 3acoby 3 BHECEHHAM iHthopmal,ii Wwoao
3a3HayeHHs OAVHWLbL BUMIPIOBaHHA y cuctemi Sl Ta

yHidikauis BUknageHHs TekcTy (Hanpuknag iHdopmadii

"Cepis:", "[o:", "P.M. Ne"). BBeeHHs 3MiH NpOTArom 6-
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
TV MICALIB MIiCNS 3aTBEPAKEHHS
256. | CYMAMEA® TabneTku, LWo TOB YkpaiHa MNIBA XpBartcka Xopsartis BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 3a UA/15994/01/04
aucnepryoTbes, no "TeBa [.0.0. MRy - 3MiHW WOA0 6e3nekn/etheKTMBHOCTI Ta peyernmom
1000 mr; no 1 YkpaiHa" thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
Tabnetui y 6nictepi; po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
no1la6ono3 MapkyBaHHA 3rijHO 3aTBEPKEHOr0 TEKCTY
6nicTepy B KOPOOL MapKyBaHHSA. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HayeHHs OAVHMLb BUMIpIOBaHHSA y cuctemi Sl Ta
YHihikauist BUKnafeHHs TekcTy (Hanpvknag iHdopmauii
"Cepisi:", "0o:", "P.M. Ne"). BBeieHHs 3MiH NpPOTArom 6-
TW MiICALIB NicnA 3aTBEPAXEHHSA
257. | TABIMNEK Kancynu dapmauey | ABCTpis KataneHt xepmaHni | HimeuunHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/5604/01/01
KMLLKOBOPO3YMHHI Tiwe E6epbax, ABCTpis TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
M'ski no 150 Mr no dabpik HimeuunHa hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
10 kancyny MoHTasiT (BPOGHMLTBO MapKyBaHHS! yMakoBKMN IKAPCbKOro 3ac0by 3 BHECEHHAM
6nictepi; no 3 6X Hepo3dhacoBaHOl iHhopmaLii WoA0 3a3HAaYEHHST OAMHULL BUMIPIOBaAHHSA Y
6nictepu B npoayKuit cuctemi Sl
KapTOHHIlA KOpooLi (kancyntoBaHHs,
KOHTPO/Ib AKOCTI
LOMOMDKHUX
PEYOoBWH, KOHTPO/b
B NPOLeCi
BMPOOHULTBA));
PapmaueyTiwle
habpik MoHTaBiT
M6X, ABCTpis
(HaHeceHHs
KMLUKOBOPO34MHHOTO
MOKPUTTS Ha
Karncyny, nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BUMYCK Cepil)
258. | TATPICCO TabneTku, BKpUTI ACTPA3E LBeuis AcTtpa3eHeka Ab LLBeuis BHECEHHS 3MiH 0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/16232/01/01
NNiBKOBOIO HEKA ABb MRy - 3MiHW WOA0 6e3nekn/etheKTUBHOCTI Ta peyernmom

0060/10HKOHO, MO 40
Mmr no 10 TabneTok y
6nictepi; no 3

thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3ainy “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
MapkyBaHHs1 3rigHO 3aTBEpPAKEHOr0 TEKCTY
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
6nictepn y MapKyBaHHA. 3aTBEPIKEHHSA a/lbTEPHATUBHOIO TEKCTY
KapTOHHilA Kopoo6Li MapKyBaHHS1 yNakoBKU NikapcbKoro 3acoby i3
3a3HaYeHHSAM MiXKHapPOLHMX NO3HaYeHb OANHULIb
BMMIipIOBaHHA. BBeeHHsA 3MiH NpoTarom 6 micAuis nicns
3arBepAKeHHsA
259. | TArrPicco TabneTtkn, BKPUTI ACTPA3E LBewis Actpa3eHeka Ab LLseuis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | 3a UA/16232/01/02
NNiBKOBOIO HEKA Ab MRy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
060/10HKOt0, Mo 80 hapmakoHarnagy (iHwi 3MiH1) - BHECEHHS 3MiH [0
Mr no 10 TabneTok y po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
6nictepi; no 3 MapkyBaHHs 3rigHO 3aTBEPKEHOr0 TEKCTY
6nictepu y MapKyBaHHS. 3aTBepXeHHS a/lbTEPHATUBHOIO TEKCTY
KapTOHHI KOpo6Li MapKyBaHHS yNakoBK/ NikapCbKoro 3acoby i3
3a3Ha4YeHHAM MKHapOAHUX MO3HAYEHb OAUHULIb
BUMIptOBaHHA. BBeAeHHA 3MiH NpoTArom 6 micauis nicns
3aTBepMKEHHSA
260. | TASAJIOK™ Kpanni opasibHi, Tosapuct YkpaiHa [Op. M'yctas KnsitH Himeuunna/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 6e3 UA/8499/01/01
pO34uH, no 50 mn BO 3 'v6X & Ko. KT, YkpaiHa MMy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peuyenma
a6o 100 mny 06MexeHo Himeuuunna; MNAT thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
donakoHi, no 1 10 "Jly6HMapm”, MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y 3 BHECEHHSIM
hnakoHy y Bignosiga YkpaiHa iHchbopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
KapTOHHI navwi NbHICTIO cucTtemi Sl. BHecCeHHs 3MiH [0 po3ainy “MapkyBaHHsS" B
"YHiBepca 3aTBepaxeHux MK4A J13. 3anponoHosaHo:
NbHe MAPKYBAHH#A BignoBigHO A0 3aTBEP)KEHOIO TEKCTY
areHcTso MapKyBaHHS.
"MPO- TepMiH BBEEHHSA 3MiH NPOTArom 6 micsAuiB nicns
DPAPMA" 3aTBepPAXEHHSA
261. | TEBArPACTU PO34nH NS iH'EKLIR TeBa I3painb TeBa I3paine/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/15237/01/01
M abo iHdpysili no 30 PapmaLes dapmauesTikan HigepnaHngm MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
M/IH. MO/0,5 mn no Tikan lHgacTpis NTa,., / NnutBa hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHST TEKCTY
0,5 mn (30 msiH MO) IHoacTpi3 I13painb MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y 3 BHECEHHSIM
B CK/IIHOMY LUMPUL nra., (BMPOGHMLTBO 3a iHchopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHS Y

0HOPAa30BOro
BUKOPUCTaHHSA 3
nepMaHeHTHO
NpUESHAHO TO/IKOK
Ta 3axMCHUM
KoBnaykom, 3 abo
6e3 npuctpoto ans
6e3neyHoro

NOBHUM LK/IOM;
KOHTPO/Ib AIKOCTI);
Tesa dapma B6.B.,

HigepnaHau (£o3sin
Ha BUMyckK cepii);
3AT Tesa banrikc,
JNlntBa (KOHTpPO/Ib

AKOCTI)

cucTemi Sl. BHeCEHHS 3MiH [0 po3ainy “MapkyBaHHS”
MK$A N3: 3anponoHosaHo: MAPKYBAHHSA. 3rigHo
3aTBEPKEHOro TEKCTY MapKyBaHHsA. TepMiH BBeEeHHSA
3MiH NPOTArom 6 MiCALiB MiCNa 3aTBepPAKEHHS




141

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BBEJEHHA Ta
3anobiraHHsA
nopaHeHb roJIKo un
NOBTOPHOTO
BUKOPWCTaHHs; no 1
LUNPULLY Y KApTOHHIA
Kopobui
262. | TEBArPACTU PO34UH A8 iH'EKL TeBa I3painb TeBa I3pains/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/15237/01/02
M abo iHdysin no 48 dapmaves dapmaueBTikan Higepnangm MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
MaH. MO/0,8 mn no Tikasn IHpacTpis N14., / NntBa thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
0,8 mn (48 maH MO) IHpacTpi3 13painb MapKyBaHHS! yMakoBKM iKAPCbKOro 3ac0by 3 BHECEHHAM
B CK/ISHOMY LUMPWL nra. (BMPOGHMLTBO 3a iHhopmauii WoAo 3a3HaYEHHST OAMHUL BUMIPIOBAHHSA Y
0/}HOpPa3oBoro NOBHUM LIMK/IOM; cuctemi Sl. BHeceHHs 3MiH [0 po3ainy “MapkyBaHHSA"
BUKOPUCTaHHA 3 KOHTPO/Ib SIKOCTI); MK$A N3: 3anponoHosaHo: MAPKYBAHHA. 3rigHo
nepmMaHeHTHO TeBa ®apma b.B., 3aTBEPPKEHOr0 TEKCTY MapKyBaHHSA. TepMiH BBEAEHHSA
NPUELHAHOIO FONKOK Higepnangy (8o3sin 3MiH NPOTAroM 6 MICALIB MiCNSA 3aTBEPAKEHHS
Ta 3axXMCHUM Ha BuUnyckK cepii);
KOBMaykoM, 3 abo 3AT Tesa banrikc,
6e3 npucTporo Ans JNlntBa (KOHTPO/Ib
6e3neyHoro AKOCTI)
BBEJEHHA Ta
3anobiraHHs
nopaHeHb roJIKoo un
NOBTOPHOTO
BUKOPWCTaHHS; no 1
LUMPULY Y KAPTOHHIl
Kopobui
263. | TEBAIPACTU PO34UH A5 iH'EKLLIA TeBa I3painb TeBa 13pains/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3miHu || 3a UA/15237/01/01
M abo iHdysiii no 30 dapmaveB dapmaueBTikan HigepnaHngm TUMy - 3MiHu 3 AkocTi. A®l. KoHTponb A®l. 3miHa y peyenmom
MJ/IH. MO/0,5 mn no Tikan IHpacTpi3 NTg,., / NutBa mMeToAax BunpobyBaHHs A®Il abo BUXigHOro
0,5 mn (30 maH MO) IHpacTpi3 I3painb marepiany/npomiKHOr0 NPoAyKTy/peareHTy, LWwo
B CKNISTHOMY LLMPUL nTg. (BMpO6HMLTBO 3a BMKOPWCTOBYETLCA Y Npoueci BUpobHuLTBa AdI

0HOPAa30BOro
BUKOPWCTaHHS 3
nepmMaHeHTHO
NPUELHAHOLO FOJIKOO
Ta 3aXUCHUM
KOBMaykom, 3 abo
6e3 npucTpoto Ans
6e3neyHoro
BBE/EHHA Ta
3anobiraHHs

MOBHUM LWIK/IOM;
KOHTPO/Ib SIKOCTI);
Tesa dapma b.B.,

HigepnaHngy (8o3Bin
Ha BUMYCK cepii);
3AT TeBa bauTikc,
JNntea (KOHTpOnb

AKOCTI)

(cyTTeBa 3miHa y
6ionoriyHoMy/iMmyHONOrYHOMY/iIMyHOXIMIYHOMY MeTOAj
BMNpPo6yBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHLCSA
6ionoriyHnin peareHT Ans 6ionorivuHoro A®l, abo 1ioro
3amMiHa) - 3MiHa y MeTogax BunpobysaHHsA Ad| - 3amiHa
MeToay «KifibkicHa noslimepasHa NnaHLuoroBa peakList B
peanbHoMy Yaci» (Q-RT-PCR) Ha HoBUiA MeToz,
«KifbkicHa nonimepasHa naHutorosa peakuis (qPCR)»
0151 BU3HAUYeHHs KNiTuH —rocnogapis (E.coli) Ta
BEKTOpHMX noXigHux IHK B A®| dinrpactum. Y 38°53ky 3
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
nopaHeHb roJIKo un 3aMiHOl0 0613afHaHHA AN5 OTPUMaHHSA GinbLl YyTMBOrO
NOBTOPHOro mMeToay Ans Bu3HaveHHs OHK gomiwok. PefakuiiiHi
BMKOpPUCTaHHS; no 1 npasku y TecTi ELISA (Determination of Residual Host
LUNPULLY Y KApTOHHIA Cell Protein in Filgrastim DS) B po3gini: NpurotyBaHHs
Kopobu,i 3paska Ta OLjiHKa OTpuMaHmx pesysbTtaTiB (Migpo3ain
2.10) 6e3 3MiHV B MeToAuL;j
264. | TEBAITPACTHU PO34MH ANA iH'eKLUil TeBa I3painb TeBa I3pains/ BHECEHHSA 3MiH 10 peECTpaLiiiH1X MaTepianis: 3MiHu || 3a UA/15237/01/02
M abo iHdysiii no 48 dapmavneB dapmaueBTikan Higepnanau UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y peyenmom
M/H. MO/0,8 M no Tikan lHpacTpi3 NT4,., / NutBa MeTofax BunpobysaHHsa APl abo BuxigHoro
0,8 mn (48 mniH MO) IHoacTpi3 13painb mMartepiany/npomiKHOro nNpoaykTy/peareHTy, Wo
B CKNISIHOMY LUNPUL nra. (BUPOGHMLTBO 3a BUKOPUCTOBYETbLCA Y NpoLeci BUpobHuutea Ad®|
0/IHOPa30BOro MOBHUM LMK/IOM; (cyTTeBa 3miHa y
BUKOPUCTaHHSA 3 KOHTPO/Ib SAKOCTI); 6ionoriyHoMy/iMmyHOMOr4YHOMY/iIMyHOXIMIYHOMY METOA|
nepMaHeHTHO Tesa ®apva b.B., BUMNPOOYBaHHA abo MeTOoAi, Y AKOMY BUKOPUCTOBYETLCA
NpUeSHAHOI rO/IKOH HinepnaHgy (no3Bin 6ionoriyHnin peareHT ans GionoriuHoro A®I, a6o iioro
Ta 3aX1CHUM Ha BUMyCK cepii); 3amMiHa) - 3MiHa y MeTogax BunpobyBaHHsA Ad| - 3amiHa
KoBnavkom, 3 abo 3AT TeBa banTikc, MeToay «KifibKicHa nosimepasHa NnaHuoroa peakis B
6e3 npucTpoto 4s JntBa (KOHTPO/Ib peanbHOMy yaci» (Q-RT-PCR) Ha HoBWiIA MeTOg,
6e3neyHoro AKOCTI) «KinbkicHa nonimepasHa nautoroea peakuis (qPCR)»
BBE/lEeHHSA Ta 0151 BU3HAUYeHHS KNiTuH —rocnogapis (E.coli) Ta
3anobiraHHs BEKTOpHYMX noxigHux AHK B A®| dinrpactum. Y 3B753ky 3
nopaHeHb rosiKo 4n 3aMiHOK 061agHaHHA ANS OTPUMAaHHS GislbLl Yy TANBOrO
NOBTOPHOTO MeToay Ans BusHaveHHsa AHK gomilwok. Pegakuiini
BUKOPUCTaHHS; no 1 npasku y TecTi ELISA (Determination of Residual Host
LINPULLY Y KApTOHHI Cell Protein in Filgrastim DS) B po3gini: npurotyBaHHs
Kopobui 3paska Ta OLjiHKa OTpuMaHuX pesynbTaTis (Migpo3ain
2.10) 6e3 3miHM B MeTogmuj
265. | TEMOMEAAK Kancynu no 20 mr, Mepak HimeyunHa | Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13562/01/02
no 5 a6o 20 kancyn le3enblia dorop KniHiwe ITanisa UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
y thnakoHi, no 1 T dorop LWneuianbnpenapar thapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3gainy
donakoHy B mauuj KniHiwe e M6X, HimeuumHa «[pachiuHe 0hopMNIEHHS YNAKOBKM» HA PO3Zin
Lneujans (BMPOGHVIK, LLIO «MapkyBaHHs1» B MKSA /13: 3anponoHoBaHo:
npenapar Bignosigae 3a MapkvpoBka B coOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
e M6X BTOPVIHHY YNaKOBKY, MapK1poBKW. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKU

KOHTPO/b/BMNPOGYB
aHHsA cepii, 03BN
Ha BUMNYyCK cepii);
Hepchapma C.p.J1.,
ITanis (Bupo6HULTBO
Hepo3dgracoBaHoi

NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3HayeHHs OAVHMLbL BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPMAKEHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

npoayKuii, NnepBuHHa
ynakoBka,
KOHTPO/1b/BMNPOGYB
aHHA cepil); Xaynt
dapma Amaper
'mM6X, HimeuwunHa
(BMPOGHMLTBO
Hepo3dacoBaHol
NpoAyKLUii, NepBNHHA
ynakoBka,
KOHTPO/b/BUNPOGYB
aHHs cepii)

266.

TEMOMEAAK

Kancynun no 100 mr,
no 5 abo 20 kancyn
y donakoHi, no 1
donakoHy B mauuj

Mepak
lesenblua
T chiop
KniHiwe
Lneuianb
npenapar
e M6X

HimeyunHa

Mepak Mesenbwadt
drop KniHiwe
Lneuiansnpenapat
e M6X, HimeuyunHa
(BMPOGHUK, LLO
Bignosigae 3a
BTOPUHHY YMakoBKy,
KOHTPO/b/BUNPOGYB
aHHA cepii, 03BN
Ha BuUnyck cepii);
Hepcapma C.p.J1.,
ITanis (BUpo6GHMLTBO
Hepo3dacoBaHO|
npoAayKuii, nepBnHHa
ynakoBka,
KOHTPO/b/BUNPOOYB
aHHs cepii); Xaynt
dapma Amaper
'M6X, HimeuwunHa
(BMPOGHMLTBO
Hepo3dgiacoBaHol
npoAykKuii, NnepBuUHHa
ynakoBka,
KOHTPO/b/BNNPOGYB
aHHs cepii)

HimeyumnHa/
ITanis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |
MRy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - 3amiHa po3giny
«["pachiuHe ohopMIIEHHS YNAKOBKN» Ha pO3fin
«MapkyBaHHs» B MK#A J13: 3anponoHoBaHo:
Mapk1poBka B COOTBETCTBUN C YTBEPXKAEHHLIM TEKCTOM
MapKMpoBKU. OHOB/IEHHA TEKCTY MapKyBaHHs YNakoBKu
niKkapcbKoro 3acoby 3 BHECEHHAM iH(hopmaL,ii Lwoao
3a3HayYeHHsa OANHULLL BUMIPOBAHHA Y cuctemi Sl.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBepMKEHHSA

3a
peyenmom

UA/13562/01/03

267.

TEMOMEAAK

Kancynu no 140 wmr,
no 5 kancyny
donakoHi, no 1
donakoHy B nauuj

Mepgak
lesenbla
T rop
KAiHiwe
Lneuianb

HimeuunHa

Megak esenbliadt
drop KniHiwe
Lneuianbnpenapar
e M6X, HimeuunHa
(BUPOBHWK, L0

HimeuunHa/
ITanisa

BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu |
MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHu) - 3amiHa po3giny
«["pachiuHe ohopMIIEHHS YNAKOBKN» Ha pO3fin
«MapkyBaHHa» B MKA J13: 3anponoHosaHo:

3a
peyenmom

UA/13562/01/04
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
npenapat Bignosigace 3a Mapku1poBka B COOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM
e M6X BTOPVHHY YNaKoBKY, MapK1poBK/. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
KOHTPO/1b/BMNPOGYB nikapcbKoro 3acoby 3 BHECEHHSAM iHdhopmaL,i Woa0
aHHA cepii, f03BIN 3a3HayvYeHHsA OAMHMLb BUMIPIOBaHHSA Y cucTeMmi Sl.
Ha BUMycK cepii); BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nics
Hepdapma C.p.J1., 3aTBEPAXKEHHA
ITanis (BMpo6HULTBO
Hepo3dacoBaHol
NpoAyKLUii, NepBNHHA
yrnakoBka,
KOHTPO/b/BUNPOGYB
aHHsA cepil); Xaynt
Papma Amaper
'm6X, HimeuunHa
(BUPOBHMLTBO
Hepo3dghacoBaHOl
npoAayKuii, nepBnHHa
ynakoBka,
KOHTPOb/BUNPOGYB
aHHsA cepii)
268. | TEMOMEAAK Kancynu no 180 mr, Mepak HimeuyunHa | Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/13562/01/05
no 5 kancyny lesenblua dorop KNiHiwe ITania MMy - 3MiHK WoAo 6e3nekn/ehekTUBHOCTI Ta peuyenmom
donakoHi, no 1 T dorop LWneuianbnpenapar thapmakoHarnagy (iHwWi 3MiHn) - 3amiHa po3gainy
donakoHy B nauuj KniHiwe e M6X, HimeuunHa «[pahiuHe ohopmMNEHHS yNakoBKun» Ha po3fin
LWneuianb (BUPOGHUK, WO «MapkyBaHHs» B MK# J13: 3anponoHoBaHo:
npenapat BignoBigae 3a MapkupoBka B cOOTBETCTBUM C YTBEPXAEHHBIM TEKCTOM
e M6X BTOPVIHHY YNaKoBKY, MapK1poBKW. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu

KOHTPO/b/BUNPOOYB
aHHs cepii, [O3BIN
Ha BUMyckK cepii);
Hepchapma C.p.J1.,
ITanis (BMpo6HNLTBO
Hepo3dgiacoBaHol
npoAykKuii, NnepBuUHHa
ynakoBka,
KOHTPO/b/BNNPOGYB
aHHsA cepil); Xaynt
Papma Amaper
M6X, HimeuunHa
(BPOGHMLTBO
Hepo3dracoBaHOl
npoAayKuii, nepBnHHa

nikapcbKoro 3aco6y 3 BHECEHHSIM iHdhopMaLi LWoao
3a3HayYeHHs OAVHMLbB BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTATroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
yrnakoBkKa,
KOHTPO/b/BUNPOOYB
aHHs cepii)
269. | TEMOMEAAK Kancynu no 250 mr, Mepak HimeyunHa | Mepak lesenbwadt | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/13562/01/06
no 5 kancyny le3enblia dorop KniHiwe ITanisa UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
donakoHi, no 1 T dorop LWneuiansbnpenapar thapmakoHarnagy (iHwWi 3MiHn) - 3amiHa po3gainy
donakoHy B mauuj KniHiwe e M6X, HimeuumHa «[pachiuHe 0hopMIEHHS YNAKOBKM» HA PO3AiN
Lneujans (BMPOGHVIK, LLIO «MapkyBaHHs1» B MKSA /13: 3anponoHoBaHo:
npenapar Bignosigae 3a MapkvpoBka B coOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
e M6X BTOPVIHHY YNaKOBKY, MapK1poBK/. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKU
KOHTPO/b/BUNPOGYB nNiKapcbKoro 3acoby 3 BHECEHHAM iHthopmal,ii oo
aHHsA cepii, 03BN 3a3HaYeHHs OAMHMLb BUMIPIOBAHHS Y cucTemi Sl.
Ha BUMNYyCK cepii); BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
Hepdapma C.p.J1., 3aTBEPMAKEHHS
ITanis (Bupo6HULTBO
Hepo3dghacoBaHOl
npoAayKLUii, nepBnHHa
ynakoBka,
KOHTPONb/BUNPOGYB
aHHs cepii); Xaynt
dapma Amaper
M6X, HimeuunHa
(BpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLUii, NepBnHHa
ynakoBka,
KOHTPO/b/BMNPOGYB
aHHsA cepii)
270. | TEMOMEAAK Kancysv no 5 wmr, no Mepak Himeuunna | Mepgak lesenbwadt | HimeyunHa/ BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/13562/01/01
5 ab6o 20 kancyny lesenblua dorop KNiHiwe ITanis UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenmom
chnakoHi, no 1 T hrop LLneyianbnpenapat hapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3giny
donakoHy B nauuj KNiHiwe e M6X, HimeuunHa «[pahiuHe ohopmNeHHS ynakoBKu» Ha po3fin
LWneuianb (BMPOGHUK, L0 «MapkyBaHHs» B MK#A J13: 3anponoHoBaHo:
npenapat Bignosigace 3a Mapku1poBka B COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM
e M6X BTOPUHHY YMakoBKY, MapK1poBKW. OHOBEHHSI TEKCTY MapKyBaHHS! YNakoBKY

KOHTPO/1b/BMNPOGYB
aHHs cepii, 403BIN
Ha BUMycK cepii);
Hepcapma C.p.J1.,
ITanis (BMpo6HMLTBO
Hepo3dgracoBaHOl
npoAayKuii, NepBnHHA

nikapcbKoro 3acoby 3 BHECEHHSAM iHdhopmaL,i Woao
3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHS Y cuctemi Sl.
BBegeHHs 3MiH NPOTArom 6-Tu MicALiB nics
3aTBEPAKEHHS
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
yrnakoBkKa,
KOHTPO/b/BUNPOOYB
aHHs cepii); Xaynt
dapma Amaper
v6X, HimeuunHa
(BMPOGHMLTBO
Hepo3dgiacoBaHol
npoayKuii, NnepBuUHHa
yrnakoBka,
KOHTPO/b/BNNPOGYB
aHHs cepii)
271. | TEPYC PO34MH NS iH EKL, CKAH IHais CTEPUJI-IDKEH IHgis BHECEHHS 3MiH 4,0 peecTpavLiiHnX maTtepiasiB: 3MiHu | 3a peyenmom UA/17534/01/01
10 MO/mn; no 1 mn BIOTEK NAN® CANEHCU3 TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro
B amnyni; no 10 nTa (mnTa 3aco6y. 3MiHU BHeCeHiI LWoAo Ha3sw J13. 3aTBepaKeHo:
amnyny OKCUTOUMWH. 3anponoHoBaHo: TEPYC
NNacTyKOBIi
KOHTYpHilA
YapyHKOBIl
ynakosLi; no 1
nNacTyKoBIi
KOHTYPHIl
YapyHKOBIli ynakoBLj
Y KapTOHHii
YNakoBLi
272. | TUSEPUVH® TabneTku, BKPUTI 3AT YropwmHa 3AT YropwuHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/0175/01/01
N1iBKOBOO dapmaveB dapmaleBTUUHNI MRy - 3MiHKM 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenmom
060n10HKo0, No 25 TUYHWIA 3aBog ElIC cepTudikaT BignoBigHOCTI EBponeichbkiii
Mr no 50 TabneTok y 3aBof, chapmakonei/moHorpadii. NogaHHs HoBOro abo
donakoHi; no 1 Eric OHOBJIEHOrO cepTudikaTa BignoBigHOCTI ab0 BUTyYEHHS
donakoHy B cepTudikaTta BignoBigHOCTI EBponenchkin hapmakonei:
KapTOHHI ynakoBsL,i onsa A®l; ona BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 4515 LONOMDKHOT
peyoBUHM (cepTrdiikaT BiAMNOBIZHOCTI €BPONENChKIin
hapmakonei) - OHOBNEHNI cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOBGHYKA -
OHoBEHHSA cepTudikaTy BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne RO-CEP 2016-215-Rev 01 gns gitovoi
peyoBUHM NIEBOMENPOMA3NHY MaseaTy Bif, BXe
3aTBepxeHoro BupobHuka EGIS Pharmaceuticals PLC,
YropluHa
273. | TAMOIrNOBYNI | niodinizoBaHuii xeHzainm [Higepnanam [bxeH3aim lpnaHg Ipnangis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3miHu || 3a UA/15575/01/01
H® NOpPOLUOK ANs HOpon B.B. Nimitea, IpnaHgis Benvka TUMY - 3MiHW 3 IKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHn peyenmom
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
NPUroTyBaHHs (nepBuHHa Ta BpuTtaHis/ Yy BUPOGHULTBI. 3MiHM y MpoLeci BUpOGHMLTBA rOTOBOrO
KOHLeHTpaTy Ans BTOPUHHA dpaHuin NikapcbKoro 3acoby, BKIOYAKUM MPOMDKHUA NPOAYKT,
pO34nHy Ans ynakoBka); LL|0 3aCTOCOBYETLCA NPU BUPOOHNLTBI FOTOBOTO
iHcpy3ii no 25 mr; Ne [xeHzaiim fliviTesa, nikapcbKoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum
1: no 1 dpniakoHy B Benvika bpuTtaHis 3ac060M 6i010rYHOro/iMyHO/IOTIYHOTO NOXOKEHHS Ta
KapTOHHI Kopoo6Li (BTOPUHHA 3MiHa BUMarae NpoBeAeHHs NOPIBHAIbHUX JOCAIIKEHb)
ynakoBka); - B panwii yac Bupo6Huya onepaduis fill/finish
[xeHzalim BiAOyBaEeTbCA Ha AinbHULi [hkeH3alim IpnaHg, [lTa Ta mae
Moniknonanc CAC, ofHy nixito (Lyo 01) po3nusy Ta oguH niodinizatop Ta
PpaHuis CyNyTHi AONOMiXHI 06/1aaHaHHSA. Y 3B A3KY i3
(BUPOBHMLTBO nigBULLIEHNM NOMUTOM YCIX MPOAYKTIB, BK/IOUAKOUM
Hepo3dacoBaHoro TMMOrN06YyNiH, BCTAHOB/IEHO [OAATKOBY NiHil0
NpoaykTy, A03BIN Ha HanoBHeHHs (Lyo02) Ta wwe 2 niocinizatopa (Lyo03 Ta
BUMYCK Cepil) Lyo04) laHa 3MiHa nonsrae y BHECEHHI 3MiH Y MeToj,
BMPOGHMLITBA FOTOBOrO NPOAYKTY - NEPEeHeCeHHs!
BMPOGHMYoi onepawdii fill/finish 3 OxxeHnsalim Ipnang N14,
NiHia 1 (Lyo 01) Ha OxeHsaiim IpnaHg, JTg flinia 2, 3 Ta
4 (Lyo02, Lyo03 Ta Lyo04).
274. | TISANYL Tabnetku no 2 mr, AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu | 3a UA/7594/01/01
no 10 TabneTok y "KNIBCbK BITAMIHHWIA MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
6nictepi; no 3 7 3ABOA" hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nictepy y nauui BITAMIHH po3gainy “MapkysaHHa" MKA J13: 3anponoHoBaHo:
N MapkyBaHHs 3rigHO 3aTBEPKEHOMY TEKCTY
3ABO4" MapKyBaHHA. OHOBJ/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HayYeHHs OAMHULL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
275. | TISANYyL Tabnetku no 4 wmr, AT YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpavLjiiiHuX maTepianis: 3MiHu | 3a UA/7594/01/02
no 10 Tabnetok y "KMIBCbK BITAMIHHW/ UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
6nictepi; no 3 nn 3ABO/" thapmakoHarniagy (iHwi 3MiHW) - BHECEHHS 3MiH 40
6nictepn y nauui BITAMIHH po3gainy “MapkyBaHHa” MK /13: 3anponoHoBaHo:
W MapkyBaHHs 3rigHO 3aTBEPMAXEHOMY TEKCTY
3ABOA" MapKyBaHHA. OHOB/IEHHS TEKCTY MapKyBaHHS ynakoBKU
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3HayeHHs OAVHMLbL BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
276. | TIOQAPOH® Tabnetku, no 10 MAT YkpaiHa MAT "Tanuuchapm”, YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6326/01/01




148

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Tabnetok y 6nictepi;
no 3 abo no 6
6nicTepiB y navui

"Tannuda
pm”

Ykpaina; MNMAT
"KviBmegnpenapar”,
YkpaiHa

UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTui
NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTasi perynspHo

OHOB/OBAHOrO 3BITY 3 6e3MneKkn fikapcbkoro 3acoby, abo
focnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpavuiiiHnii nepiog, abo sk pesynsTart
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaHy negiatpuuHnx gocnimpkers (PIP) (3MiHy
Y3rO[XKEHO 3 KOMMNETEHTHUM YNOBHOBAXKEHVIM OPraHom) -
3MiHV BHECEHI [0 IHCTPYKLIT 418 MeAnyHOro
3acTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"MpoTunokasaHHa", "B3aemogis 3 iHWMMU NiKapCbKumu
3acobamu Ta iHWi B1An B3aemogiii”, "Oco61mBoCTi
3acTocyBaHHA", "3acTocyBaHHSA y nepiog, BaritHOCTi abo
rogysaHHs rpyaar”, "MepeposysaHHs", "ToO6IYHI
peakuii" BiAgNOBIAHO 4O OHOBEHOI iHChopMaLii 3 6e3nekn
Ait040T peyvoBrHN amiofapoHy rigpoxnopui. BeeaeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNA 3aTBEPIAXKEHHS; 3MiHU
| TMNy - 3MiHK Woao 6e3nekn/echekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili XxapakTepucTui
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLT
AN MeAnYHOro 3acToCyBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOTO 3BITY 3 6e3nekun nikapcbkoro 3acoby, abo
focnifmxeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro
3acoby B nicnsipeecTpaviiiHvii nepios, abo sk pesynbTar
OLiHKM 3BITY 3 AOC/iHKEHb, MPOBEAEHNX BifMNOBIAHO A0
nnaxy negiatpuyHux gocnimkerb (PIP) (3miHy
Y3rO[KEHO 3 KOMMNETEHTHUM YNOBHOBaXKEHVIM OPraHom) -
3MiHV BHECEHI [0 IHCTPYKLiT 4518 Mean4YHOro
3acTOCyBaHHS NiKapCcbKoro 3acoby y po3ginm
"MpoTrnokasaHHs", "Mepego3yBaHHA", "IM06IUHI peakuii”
BIZANOBIAHO [0 OHOBMEHOT iIHGhopMaLi 3 6e3nekun Aitoyol
peYoBUHM MOPARO/IHIEBA Ci/lb Tia30THOI KMCNOTU.

BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns

3aTBEPMAKEHHS

peyernmom

2717.

TIO-NIMOH-
HOBO®APM

pO34UH ANs iHQy3il,
30 mr/mn no 10 mn
abono 20 mny
chnakoHi; no 5
donakoHiB y

ToBapuct
BO 3
06MeXeHo
10
Bignosiga

YKpaiHa

ToBapucTso 3
0bMexeHoto
BiAMNOBIAA/IbHICTIO
thipma "Hosochapm-
BiocuHres"

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu |

TUMY - aAMIHICTPATVBHI 3MiHW. BuyyeHHs BUPOGHMYOT

OinbHULI (BKNHOYaOUN AinbHULI An1a ADPL, TPOMDKHOIO

npoaykTy abo roToBOro /iikapCbKoro 3acoby, AiNbHUL
AN NPOBefeHHsA NakyBaHHS, BUPOOHUKA,

3a
peyernmom

UA/13320/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
KOHTYPHIl NbHICTIO BiAMNOBIA&/TLHOrO 3a BUMYCK Cepil, MicLie MPOBeAEeHHS
YapyHKOBIl hipma KOHTPO/IO cepii) abo nocTavanbHyKa BUXIigHOTO
ynakosui; no 1 a6o 2 | "Hosodyap mMarepiany, peareHTy abo AONOMiXHOT PEHOBUHM (SKLLO
KOHTYPHi YapyHKOBI M- 3a3HayeHo y OChE) - BUYYEHHSA 3aTBEPAKEHOTO
yNakoBKM B navi BiocnHTes BMPOGHUKa ADI TIOKTOBOT (a-/1in0EBOT) KNCIOTH
" Laboratorio Chimico Internazionale S.p.A., ITanis.
3anponoHoBaHo: Suzhou Fushilai Pharmaceutical
Co.,Ltd., Kutaii
278. | TOBI®P/TAMIH Kpansi O4YHi, AT YkpaiHa PA®APM C.A. Mpeuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | - UA/17664/01/01
cycnensisi in bulk: no | "KNIBCbK TMNY - 3MiHW 3 AKOCTi. [0TOBWIA NikapcbKuii 3acio.
5 Mn 'y cpnakoHi nn KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
nosieTuIeHoBOMY 3 BITAMIHH MeToAax BUMPOGYBaHHS rOTOBOTO JlikapCbKoro 3acoby
KpanesibHUUEel Ta nn (iHWi 3miHM y MeTogax BUNPobyBaHb (BKIOHYAKUN 3aMiHy
KOHTPO/MIEM NEepLUOro 3ABO[A" a60 AONOBHEHHS)) - HE3HAYHI 3MiHY Y MeToAML
po3KkpuTTA, No 100 NPUroTyBaHHS CTaHAAPTHOTO PO34NHY BGEH3asIKOHI0
h1aKoHIB y X0pyAYy 415 BU3HA4YeHHS nokasHuka «KinbkicHe
KapTOHHI KOpo6Li BM3Ha4YeHHs. BeH3asnkoHito xnopua». Metoavka Ta
HOpPMYBaHHS 3a/MLWarTbCs 6e3 3MiH
279. | TOBI®/TAMIH Kpansi O4YHi, AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/17663/01/01
cycneHsisa no 5 mny "KNIBCbK BITAMIHHWIA TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
donakoHi nn 3ABO/L", Ykpaina KOHTpO/1b roTOBOro NikapcbKoro 3acoby. 3miHa y
nosieTueHoBoMmy 3 BITAMIHH (BUPOBHMLTBO 3 MeTofax BUNpobyBaHHSA rOTOBOrO JliKapCbKOro 3acoby
KpanesibHULEr Ta nn npogykuii in bulk (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOHAKUN 3aMiHy
KOHTpONEM nepLioro 3ABO4" "Padpapm C.A.", ab0 [ONOBHEHHS)) - HE3HAUHI 3MiHY Y MeToauLj
po3KpuTTA, No 1 Mpeuis) NPUroTyBaHHS CTaHAAPTHOTO PO34NHY BGEH3asIKOHI0
dhnakoHi y nauui xnopuay AN BU3HaYeHHs nokasHuka «KinbkicHe
BU3HaueHHA. BeH3ankoHito xnopua». Metognka Ta
HOPMYBaHHS 3aMLLIalTbLCA 6e3 3MiH
280. | TOHINHAN® Kpanni opasibHi, No Pixappg, ABcTpist Pixappg BittHep Al AscTpist BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/5009/01/01
20 mn abo 50 mn, BiTTHEp MMy - 3MiHW WoAo 6e3nekn/ehekTMBHOCTI Ta peuyenma
a6o 100 mny Al thapmakoHarnsgy. BeegeHHs abo 3miHn Ao
chnakoHi 3 y3arasibHeHUX AaHvx Npo cuctemy chapmakoHarnagy
KpanesnbHUM (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
fosartopom; no 1 chapmakoHarnsgy, 3miHa ynoBHOBaXxeHoi ocobu,
donakoHy y BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsay;

KapTOHHIA ynakoBLi

KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka ans
3[iicCHEHHs1 hapMakoHarsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
3aificHeHHs hapmakoHarnsay (BKI1KYaKUM KOHTaKTHI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina

crucTeMu dpapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu

YMOBHOB&XEHOT 0CO6M 3aABHMKa, BifMNoBifasIbHOT 3a

thapmakoHarnag B Ykpaini. [itova pegakuis: Jiutyc
IpyHa MukonaisHa. MponoHoBaHa peakuis: ®apuHeupb

OxkcaHa MakcumiBHa.
3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0cobu
YMOBHOB&XEHOT 0CO6M 3aABHMKa, BifMNoBifasIbHOT 3a
hapmakoHarnsag B Ykpaini

281.

TOMOTEKAH

niodpinisat ana
pO34nHy Ans
iHcpysiii no 1 mr; 1
dhnakoH 3
niocpinizatom y
KapTOHHIA Kopoo6Li

TOB
"TeBa
YkpaiHa"

YkpaiHa

CiHgaH ®apma CP/1

PyMmyHis

BHECEHHS 3MiH [J0 peecTpavjiiiHuX maTepiasiB: TeXHIYHa
nomusika (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
BUMPaB/IEHHS TEXHIYHMX MOMUAOK, 3rigHo nn. 1 1a 4
n.2.4. posginy VI Hakazy MO3 Ykpainu Big 26.08.2005p.
Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015
p Ne 460) — BunpaB/ieHHS TEXHIYHOT NOMUIKN Y MKHA,
Aka byna gonyuieHa npu peectpauii N3 (Haka3 Ne 273
Big, 23.05.2008 p.) npu nepeHeceHHi iHhopmalii 3
peecTpaLiiHoro AoCbe A5 BiHOBIEHOrO PO3UNHY 415
[o3yBaHHA 1 mr Ta 4 mr B cneuymdikauito MKA MN3: - 3a
NOoKasHNKOM «OnucaHne» B KPUTEPISIX NPUIAHATHOCTI
[OMyLWEHO rpamaTuyHy NOMW/IKY; - 3a MOKa3HUKOM
«L|BeTHOCTb» B KpUTEPISX NPUAHATHOCTI 6yN10 HEBIPHO
3a3HayeHo KOsip eTasIoHHOTo Po3unHy «CY4» 3amicTb
«GY4». 3a3HayeHe BuUNpaB/ieHHs BifNoBifae
mMaTepiasiam peecTpawiiHoro focke ki NpeAcTaB/ieHi B
apxisi

3a
peyenmom

UA/8234/01/01

282,

TONOTEKAH

niodpinizat gns
pO34nHy Ans
iHcpy3ii no 4 mr; 1
hnakoH 3
niocpinisatom y
KapTOHHI Kopoo6Li

TOB
"TeBa
Ykpaina"

YKpaiHa

CingaH ®apma CP/1

PymyHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianiB: TeXHIYHA
nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
BUMPaB/IEHHS TEXHIYHMX MOMUAOK, 3rigHo nn. 1 1a 4
n.2.4. posginy VI Hakazy MO3 Ykpainu Big 26.08.2005p.
Ne 426 (y pegaxuii Hakasy MO3 Ykpainu Big 23.07.2015
p Ne 460) — BUNpaBAeHHS TEXHIYHOI NoMUIku y MKHA,
Aka byna gonyuieHa npu peectpauii M3 (Haka3 Ne 273
Bif 23.05.2008 p.) Npw nepeHeceHHi iHdhopmadii 3
peecTpavuiniHOro Aocbe 4151 BigHOBMEHOrO PO34nHY 1S
[03yBaHHS 1 Mr Ta 4 Mr B cneymdikauito MKA M13: - 3a
NnoKasHUKoM «OnucaHune» B KpUTePisiX NPUAHSTHOCTI
[OMyLLEeHO rpamaTnyHy NOMWUIKY; - 38 NOKa3HUKOM
«LiBETHOCTb» B KpUTEPISIX MPUAHATHOCTI 610 HEBIPHO
3a3Ha4YeHOo KOoJip eTa/IOHHOTO po3ynHy «CY4» 3amicTb

3a
peyenmom

UA/8234/01/02
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
«GY4». 3a3HayeHe BUNpaB/IeHHs Bignosigae
maTepiasiam peecTpauiiiHoro focbe AKi NpefcTaBneHi B
apxisi
283. | TOPAPEH Tabnetkun no 10 mr; AT YkpaiHa AT "KMIBCbKWW YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/11688/01/01
no 10 TabneTok y "KNIBCbK BITAMIHHWIA MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 1, 3 abo nn 3ABO4" thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH [0
no 8 6nictepis B BITAMIHH po3ainy “MapkyBaHHs” MKA 13: 3anponoHOBaHoO:
nauui nn MAPKVPOBKA CooTBeTCTBYET YyTBEPXAEHHOMY TEKCTY
3ABOA" MapKnpoBku. OHOBIEHHA TEKCTY MapKyBaHHA yNakoBKu
nikapcbKoro 3aco6y 3 BHECEHHSIM iHdhopMaLi LWoao
3a3HayYeHHs OAVHMLB BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHSA
284. | TOP3AKC® TabNeTKM, BKPUTI AJIKANOI  |Pecny6nika ANIKANOIA AL Pecny6ika BHECEHHSI 3MiH [0 peecTpaLiiiHix matepianis: 3MiHu | 3a UA/12770/01/01
NNiBKOBOIO O AL MiBHiuHA Ckon'e MiBHiYHa UMYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
o060n0oHkoto, no 10 Ckon'e MakegoHis MakenoHis thapmakoHarnsgy. BeegeHHs abo 3miHn o
mr, no 10 TabneTtok y3arasibHeHNX AaHvx Npo cuctemy hapmakoHarnagy
B 6nicTepi; no 3 (BBEAEHHSA y3araslbHEHUX AaHWUX NPO cucTemy
6nictepu B hapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI ocobu,
KapTOHHilA KOpO6L BiANOBifa/bHOT 3a 34iiCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka ans
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3piicHeHHs1 hapmakoHarnsay (BKIHUaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXKeHOT
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapMakoHarnsag.
[itoywa pepakuisn: Onisepa MaHesa. MNponoHoBaHa
pepakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0C06M 3a8BHMKA, BifNoBifabHOT 3a
hapmakoHarnsg
285. | TOP3AKC® TabneTkn, BKPUTI ANKANIOI | Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/12770/01/02
NNiBKOBOIO O AL MiBHiuHA Ckon'e MiBHiYHa UMYy - 3MiHK WoA0 6e3nekn/etheKTUBHOCTI Ta peyernmom
060/10HKO10, M0 20 Ckon'e MakefoHist MakefoHist thapmakoHarnagy. BeegeHHs abo 3miHn fo

Mr, no 10 TabneTok
B 6nicTepi; no 3
6nictepu B
KapTOHHIA KopooLi

y3araslbHeHUX AaHunx Npo cucTemy chapMakoHarnsay
(BBEAEHHS y3ara/lbHEHUX AaHWX NPO cUcTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsay;
KOHTaKTHOI 0cO6M 3 chapmakoHarnsay 3asiBHuKa ans
3fiiCHEHHS1 dpapMakoHarnsay B YKpaiHi, K0 BOHA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
3pificHeHHs hapmakoHarnsay (BKI1HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXeHOT
0Co6M 3as1BHKKA, BignoBigasibHOI 3a ddapMakoHarnsg.
[itoua pepakuis: Onisepa MaHeBa. MNponoHoBaHa
pegakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CO6M 3aABHMKa, BifMNoBifasIbHOT 3a
hapmakoHarnsg

286.

TOP3AKC®

TabneTku, BKpUTI
N1iBKOBOIO
060/10HKO0, N0 40
Mr o 15 TabneTok y
6nicTepi; no 2
6nictepn y
KapTOHHI/ KopoobLi

AJIKANOl
DAL

Ckon'e

Pecny6nika
MiBHiuHA
MakepnoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakepoHis

BHECEHHS 3MiH 10 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMYy - 3MiHK WoAo 6e3nekn/etheKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHVX faHux Npo cucTeMy papMakoHarisay
(BBEAEHHSA y3ara/IbHEHUX AaHWX NMPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHO0i 0cobu,
BiANOBIA&UTbHOI 3a 34iiCHEHHS hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsay 3asiBHuka ans
3[ilicCHEeHHS1 (hapMakoHarnisay B YkpaiHi, SKLL0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3@
3fjificHeHHs thapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
cucTeMn chapmakoHarnsgy) - 3MiHa ynoBHOBaXKEeHOT
0Co6M 3as1BHKKA, BignoBigasibHOI 3a dapMakoHarnsg.
[itoua pepakuis: Onisepa MaHeBa. MNMponoHosaHa
pegakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXXEHOT 0CO6U 3asiBHMKA, BifnoBigabHOI 3a
hapmakoHarnsg

3a
peyenmom

UA/12770/01/03

287.

TOP3AKC®

TabneTku, BKpUTI
NiBKOBOO
o60onoHkoto, no 80
mr no 10 TabneTok B
6nicTepi; no 3
6nictepu B
KapTOHHI/ KopoobLi

ANKANOI
AAL

Ckon'e

Pecny6nika
MiBHIYHa
MakepnoHis

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHA
MakepoHis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHsa abo 3miHn [o
y3ara/ibHeHUX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cucTemy
hapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOI 0cobw,
BiAMNOBIAAUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 thapmakoHarnsagy 3asiBHuka ans
3[ilicCHEeHHS1 (hapMakoHarnisay B YkpaiHi, SKLL0 BOHA
BiIMiHHa Bif, YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI 3a
3fificHeHHs chapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
cucTeMun dhapmakoHarisgy) - 3MiHa ynoBHOBaXKEHOT

3a
peyerimom

UA/12770/01/04
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
ocobu 3asBHUKA, BiANOBIAA/IbHOI 3a hapmakoHarnsag.
[itova pepakuisn: Onisepa MaHesa. MNponoHoBaHa
pepakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXEHOT 0C06M 3a8BHMKA, BiAMNoBifabHOT 3a
hapmakoHarnsg
288. | TOPIKAPL Tabnetkn no 5 mMr no AHaHTa Benuvka ApTypa IHAis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | 3a UA/14844/01/01
10 TabneTok y Mepikeap | BpuTanisa dapmacbloTikans MRy - 3MiHKU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 3 nra. MeT. N14., IHAiN; thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
6nictepn y leTepo /1a63 po3ainy «MapkyBaHHA» MKA /13 ons 403yBaHHA :
KapTOHHilA KopooLi Nimiten, IHAisA 3anponoHoBaHo: MapkyBaHHA Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHSA Y
cuctemi Sl. BBeeHHsI 3MiH NpoTArom 3-x MicsLiB nicns
3aTBEPAKEHHS
289. | TOPIKAPA Tabnetku no 10 mr, AHaHTa Benuvka ApTypa IHAjs BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/14844/01/02
no 10 TabneTtok y Megikeap | BpuTaHis dapmacbioTikan3 MMy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peyenmom
6nicTepi; no 3 nra. Met. NIT4., IHAis; hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nictepu y leTepo /1ab3 po3ainy «MapkyBaHHsA» MKA /13 ons f03yBaHHA :
KapTOHHilA KOpO6L Nimiteq, HAaja 3anponoHoBaHo: MapkyBaHHs Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3aco6y 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHSA Y
cuctemi Sl. BBefieHHA 3MiH NpOTArom 3-X MicsLiB nics
3aTBEPAKEHHSA
290. | TPABIHOP® OYHi Kpansi, PO34nH, AT YkpaiHa AT "KUIBCbKNIA Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/16877/01/01
0,040 mr/mn no 2,5 "KNIBCbK BITAMIHHWIA MRy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
My th1aKoHi Wi 3ABO4" hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
noninponineHosomMy BITAMIHH po3giny “MapkysaHHa” MKA J13: 3anponoHoBaHo:
3 KpanesnbHuLe Ta W MapkyBaHHs 3rigHO 3aTBEPXXEHOMY TEKCTY
KOHTpONEM NepLUOro 3ABO" MapKyBaHHA. OHOBJ/IEHHSI TEKCTY MapKyBaHHA yrnaKoBKU
po3KpuTTS, No 1 niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
h1akoHy y nauui 3a3Ha4YeHHs OAVHMLb BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
291. | TPAUKOP® 145 | TabneTtku, BKpUTI AG60TT | HimeuumHa Brpo6HMLTBO in BHECEHHS 3MiH 0 peecTpauiiiHux matepiasis: 3MiHu | 3a peyenmom UA/7921/01/01
Mr nNiBKOBOIO Na6oparto bulk: TUny - 3MiHK Woao 6esnekn/edekTMBHOCTI Ta
060/10HKOI0, M0 pi3 Tm6X IpnaHachbki hapmakoHarnagy (iHwi 3MiHu)
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
145 wmr; no 10 Na6opaTopii PypHbE OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKy /iKapCbKoro
Tabnetok y 6nictepi; Nimiten, lpnaHgis 3aco6y 3 BHECEeHHAM iHthopMaLlii LLoA0 3a3HauyeHHs
no 2 abo 3 6nictepn OAMHWLb BUMIPIOBaHHS y cuctemi Sl. 3amiHa posginy
Y KapTOHHIli kopobLi MakyBaHHS, BUMYCK «PA®IYHE 30BPAXXEHHSA YNAKOBKW» Ha po3gain
Ta KOHTPO/1b Cepili: «MAPKYBAHH#A» y MKA N3.
Peundapm PoHTeH, 3arBepmkeHo: MTPAPIYHE 30BPAXXEHHA YMAKOBKU
PpaHLis Bignosigae 3paskam rpaciyHoro 306paxxeHHs1 ynakoBKy,
LLI0 AOAAOTHCS.
3anponoHosaHo: MAPKYBAHHSA 3rigHo i3
3aTBEPAKEHNM TEKCTOM MapKyBaHHSA. TepMiH BBELEHHS
3MiH - NPOTArom 6 MicALiB MicNs 3aTBEPAKEHHS.
292. | TPN-ANITEP® Tabnetku no 4 TOB HB® YKpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | 3a UA/17632/01/01
mr/1,25 mr/5 mr; no "MIKPOXI «MIKPOXIM», UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
10 TabneTok y M" YkpaiHa, (ropygmyHa thapmakoHarniagy. BeegeHHs abo 3amiHn o
6nictepi, no 3 afgpeca Ta y3ara/ibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy
6nicTepn y nauuj 3 naboparopis (BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
KapToHy dhi3nKo-XiMiyHOro hapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
aHanisy Ta BiNOBifa/IbHOT 3a 34iiCHEHHS hapMakoHarnsay;
KOHTPOJt0 KOHTaKTHOI 0CO6M 3 hapmakoHarnsgy 3asiBHuKa 415
BUPOGHMLTBA); 3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
(B1po6HMNYa BiIMiHHa Bif, YNOBHOBaXeHOi 0CO6M, BiANOBIAA/IbHOI 3a
AinbHUUA (BCi cTagail 3piicHeHHs1 hapmakoHarnsay (BKIHUaKUM KOHTaKTHI
BUPOBHMYOro [aHi) Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina
npoecy)) cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXeHOT
0co6u 3asBHKKa, BigNoBigasibHOT 3a hapMakoHarnsag.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pepfakuis: XXypba Nlinis BonogumupisHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6U
3asBHYVKa, BignoBigasibHOI 3a hapmMakoHarnsg
293. | TPN-ANITEP® Tabnetku no 4 TOB HB® YKpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | 3a UA/17632/01/02
mr/1,25 mr/10 wmr; no "MIKPOXI «MIKPOXIM», MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
10 TabneTok y M" YkpaiHa, (ropygmyHa thapmakoHarniagy. BeegeHHs abo 3amiHn o

6nictepi, no 3
6nictepn y nauui 3
KapToHy

agpeca Ta
naboparopis
hi3nKo-XiMiYHOrO
aHanisy Ta
KOHTpPO/0
BUPOGHMLTBA);
(BUpo6HMYa
AinbHUUA (BCi cTagail
BVMPOGHMYOTO
npotecy))

y3arasibHeHNX AaHnx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHWUX NPO cucTemy
thapmakoHarnagy, 3mMiHa ynoBHOBaXXeHOI 0cobu,
BiANOBifa/bHOT 3a 34iiCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsay 3asBHuka ans
3[iicCHEHHs hapMakoHarnsay B YkpaiHi, K0 BOHA
BiIMiHHa Bif YNOBHOBaXeHOI 0co6M, BiANOBIAA/IbHOI 3a
3piicHeHHs1 hapmakoHarnsay (BKIHUaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXKeHOT
0Cco6M 3as1BHMKA, BignoBigasibHOI 3a ddapMakoHarnsga.
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
[itoua pepakuis: CteweHnko Onbra CepriiBHa.
MponoHoBaHa pepakuisi: XXypba flinia BonogumumpisHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6U
3asBHVKa, BiANoBigasibHOI 3a dhapmMakoHarnsag
294. | TPU-ANITEP® Tabnetku no 8 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | 3a UA/17632/01/03
Mmr/2,5 mr/5 mr; no 10 | "MIKPOXI «MIKPOXIM>, UMYy - 3MiHW WoAo 6e3nekn/etpeKTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi, M YkpaiHa, (fopugnyHa hapmakoHarnsgy. BeegeHHs abo 3miHu o
no 3 6nictepu y agpeca Ta y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy
nauLi 3 KapToHy naboparopist (BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hi3nKOo-XiMiYHOTO hapmakoHarnsgy, 3MiHa ynoBHOBaXeHO0i 0cobu,
aHanisy Ta BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapMmakoHarnsay;
KOHTPO/0 KOHTaKTHOI 0cobu 3 thapmakoHarnsgy 3asBHuKa gns
BUPOOHMLTBA); 3pificHEHHs hapMakoHarnsay B YkpaiHi, SKLL0 BOHA
(Bupo6HNYa BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3a
ninbHUUA (BCi cTagail 3pificHeHHs hapmakoHarnsay (BKIHYaKUM KOHTaKTHI
BVMPOGHMYOTO [aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-caiina
npowecy)) cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXeHOT
0Co6M 3as1BHKKA, BignoBigasibHOI 3a ddapMakoHarnsg.
[itoua pepakuis: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinisa BonogumumpisHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXKEHOT 0CO6U
3a8BHMKa, BiANOBIAAIbHOI 3a thapmakoHarnsag,
295. | TPU-ANITEP® Tabnetku no 8 TOB HB® YkpaiHa TOB HB® Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/17632/01/04
Mmr/2,5 mr/10 mr; no "MIKPOXI «MIKPOXIM», UMYy - 3MiHK WoAo 6e3nekn/etheKTUBHOCTI Ta peyenmom
10 TabneTok y [\ YKkpaiHa, (ropyamyHa thapmakoHarnsgy. BeegeHHs abo 3miHu o

6nictepi, no 3
6nicTepn y nauuj 3
KapTOHy

agpeca Ta
naboparopis
hi3nKo-XiMi4YHOTO
aHanisy Ta
KOHTPO/0
BUPOGHMLTBA);
(Bupo6HMNYa
AinbHuus (BCi cTagii
BVMPOGHMYOTO
npouecy))

y3arasibHeHVX faHux Npo cucTeMy papMakoHarisay
(BBEAEHHSA y3ara/lbHEHUX AaHWX NPO cucTemy
hapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOoi 0cobu,
BiAMNOBIAAUTbHOI 3a 34iiCHEHHSA hapMmakoHarnsay;
KOHTaKTHOI 0co6M 3 chapmakoHarnsaay 3asiBHuKa ans
3[ilicCHEHHS1 (hapMakoHarnisay B YkpaiHi, KLU0 BOHA
BiAMiHHa Bif YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI 3@
3fificHeHHs chapmakoHarnsagy (BKIHOUaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-chaiina
cucTeMn hapmakoHarnsgy) - 3MiHa ynoBHOBaXKeHOT
0Co6M 3as1BHKKA, BignoBigasibHOI 3a ddapMakoHarnsg.
[Oitova pepakuin: CteweHko Onbra CepriiBHa.
MponoHoBaHa pegakuis: XXypba flinia BonogumumpisHa.
3MiHa KOHTaKTHUX AilaH1X YNOBHOBAXEHOI 0Co6U
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3a8BHMKa, BiANOBIAA/LHOI 3a hapMakoHarnsg,
296. | TPUBANTYMEH NMOpPOLLIOK My6niyHe YkpaiHa My6niuHe Ykpaina BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | - UA/12349/01/01
(cybeTaHuis) y aKLioHepH akuioHepHe MRy - 3MiHM 3 SKOCTi. A®l. BUpO6GHNLTBO. 3MiHM B
noaBiliHMX e TOBapucTBO npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
nonieTnIeHoBmX TOBapucTe "HaykoBo- BMpOGHUMLTBa ADI)
naketax ons o] BMPOGHUYUIA LEHTP — 3MiHX B NpoLeci BUPo6HMLTBA Ha cTagii TM4.
hapMaLeBTUYHOIO "HaykoBo- "BopLiariBcbKuii OfiepXXaHHs Cyx0ro ekCcTpakTy (po3nuitoBasibHy
3acTocyBaHHs BUPOBHUY XiMiKo- CyLlapKy 3aMiHEHO Ha CTPIYKOBY cyLuapky). | ik Hacnigok
WA LEHTP thapmaueBTUYHWI BiA6YyNMCh yTOUHEeHH: cneuudpikauii APl 3a NoKazHUKOM
"BopLuaris 3asog" «Onuc» (3aTBepaXeHO: aMophHMil MOPOLLOK Bif, CBIT/0-
CbKWit KOPUYHEBOTO [0 TEMHO-KOPUYHEBOIO KOIbOPY, i3
XiMiKO- apomaTHUM 3anaxoM. [irpocKoniYHWiA; 3anponoHOBAaHO:
chapmaves MOPOLLOK Bif, CBIT/I0-KOPUYHEBOTO 0 TEMHO-
TUYHWT KOPUYHEBOTO KO/IbOPY 3 @pPOMaTHWNM 3anaxoM.); CynyTHA
3asog” 3MiHa - 3MiHu 3 AKocTi. A®Il. KoHTposib AdL. 3miHa y

napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHNX Yy cneundikauisx Ha A®l, abo
BUXIAHWA/MPOMDKHMIA NpoAyKT/pearexT, Wwo
BVIKOPMCTOBYIOTbCA Y npoueci BupobHuutea A®| (iHwwi
3MiHW); 3MiHK | TUNY - 3MiHK 3 sKocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMUX MEX, BU3HaueHuX y cneuudikadisx Ha AdI,
abo BUXIAHWNIA/NPOMIXHWIA NPOAYKT/peareHT, LWo
BVKOPWCTOBYIOTbCSA Y npoueci BupobHuytea A®I (iHwi
3MiHK) - 3MiHa YacTOTN BUNpobyBaHHA TecTy A
(ineHTudikaLis kcaHToXymosy, XyMynoHy, fynysioHy),
Tecty C (igeHTudbikauia nonicaxapugis), tecty D
(ipeHTuUdbikaLis BiAHOBAKOKOYM LIyKPK) 3@ NOKA3HUKOM
«lgeHTudikalis», a Takox 3a NOKasHUKOM «Baxki
MeTa/In» 3 NepPioAUYHICTIO — B NepLUili cepii cybcTaHui i
KOXeH pas npu 3MiHHI cepii CMpoBUHU, LLIO
BUKOPVCTOBYETLCA AN HanpauoBaHHSA cybcTaHLi;
3MiHK | TRy - 3MiHK 3 AkocTi. APl KoHTponb APl. 3miHa
y MeTogax BunpobyBaHHA A®l abo BuxigHOro
mMartepiany/npomiKHOro nNpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLTBa ADI
(He3HauHi 3MiHW y 3aTBEpPKEHUX MeToaax
BMMNPOGYBaHHS) - 3MiHU METOAVKN 3@ NOKA3HNKOM
«lpeHTudpikauis» (Tect A (ifeHTudiKaLia KcaHTOXyMony,
XYMYJIOHY, Nyny/oHy)) (PeAakuiiHi 3MiHu Woa0
BUKOPUCTaHHA XpoMaTorpadivyHoi NaacTUHN); 3MiHu |
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
TMny - 3MiHK 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo AoNyCTUMUX MEX,
BM3HA4YeHNX Yy cneundikauisx Ha A®l, abo
BVXIiAHWA/NPOMDKHUIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y Npoueci BUpobHuuTBa AP (iHLwi
3MiHW) — NPUBEAEHHS KPUTEPIIB NPUAHATHOCTI 3a
nokasHukom «MikpobionoriyHa uncToTa» y BifNOBIAHICTb
[0 BMMOT 3aranbHoi ctartTi 5.1.8. «Mikpo6ionoriyHa
4yncToTa POCIMHHMX NiKAPCbKUX 3aC06iB A1 OPaUTbHOrO
3acTocyBaHHsA» DY
297. | TPUKAPA TabneTkn, BKPUTI AT YkpaiHa AT "KMIBCbKUIA Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7597/01/01
NNiBKOBOIO "KMIBCbK BITAMIHHW/ UMy - 3MiHU Woa0 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKO10, M0 20 nn 3ABO4" thapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0
mr; no 10 TabneTok BITAMIHH po3gainy “MapkyBaHHa” MK /13: 3anponoHoBaHo:
y 6nicTepi; no 3 nn MapkyBaHHSA 3rigHO 3aTBEPIKEHOMY TEKCTY
6nictepn y nauui 3ABOA" MapKyBaHHA. OHOBJ/IEHHS TEKCTY MapKyBaHHS yrnakoBKU
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaL,i Woao
3a3HayYeHHs OAVHNMLbL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHS 3MiH NpoTArom 6-Tu MicAuiB micns
3aTBEPAKEHHS
298. | TPUTALE Tabnetkn Ne 28 TOB YkpaiHa CAHO®I C.IN.A. ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/10165/01/01
NIC® 10 (14x2): no 14 "CaHodi- MRy - 3MiHW WoAo 6e3nekn/ethekTUBHOCTI Ta peyenmom
Mr/12,5 Mr TabneTok y 6nictepi; AseHTiC hapmakoHarnsagy (iHwi 3MiH1) - OHOB/IEHHSI TEKCTY
no 2 6nictepu B YKpaiHa" MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y 3 BHECEHHSIM
KapTOHHIA Kopoo6Li iHhopmaLii WoAo 3a3HAYEHHS] OAMHULB BUMIPIOBAHHA Y
cuctemi Sl. BHeCEHHS 3MiH A0 po3ainy «MapKyBaHH:»
MK$ N3. 3anponoHoBaHo: Po3ain «MapkyBaHHS»
BianosigHo [0 3aTBEPMAXXEHOr0 TEKCTY MapKyBaHHS.
TepMmiH BBeZEHHS 3MiH: MPOTAroM 6 MicAUiB micns
3aTBEPAKEHHSA
299. | TPUDTA3UNH- PO34MH NS H'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/3001/01/01
AAPHULA 2 mr/mnno 1 mn B "®bapmaue "®apmMaueBTUYHA TMNYy - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/IE- peyenmom
amnyni; no 5 amnyn BTMYHA ipma "AapHuua" cepTundikaT BifNoBigHOCTI EBPONENChKIlt
Y KOHTYpHIlA hipma thapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
YapyHKoBIl "OapHuus" HeOoO6XiAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0

ynakosLi; no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

MoHorpadii 4®Y abo Esponeiicbkoi chapmakonei, abo
IHLWOT HaLjioHanibHOT thapmakonei gepxasn €C (3MiHa y
cneuudikauisix, noB'a3aHa 3i 3miHamu B JdY, abo
€Bponeiicbkiii hapmakonei, abo iHLWIi HalioHaNbHIl
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BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

thapmakonei gepxasu €C) — npuBegeHHs cneuudikawii
Ta METO/IB KOHTPO/IKO AOMOMDKHOI peqoBUHM HaTtpito
uuUTpaTy y BignoBigHICTb A0 BUMOTr MoHorpadii EP
«Sodium citrate» 3a nokasHukamu «lgeHTudikauis» Ta
«Xnopugu»; «MikpobiosioriyHa YncTota» 40 BUMOrT
3arasibHux ctateil EP 2.6.12, 5.1.4; 3MmiHn | Tuny - 3MiHn
3 AKocTi. [oToBWIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX peyoBMH. 3MiHa napameTpis cnevudikauii
Ta/abo [oNyCTUMUX MEX AN [OMOMDKHOI PEYOBUHN
(iHWi 3MiHW); CynyTHS 3MiHa - 3MiHM 3 KOCTI. F0TOBWUIA
nikapcbkuii 3aci6. KOHTPO/b AONOMiIXHUX PEYOBUH.
3MiHa y MeToAax BUNPOGYyBaHHS AOMOMIKHOI PeYOBUHM
(He3HayHi 3MiHN y 3aTBEPKEHUX MeToaax
BMNPOGYBaHb) - BHECEHHS pefaKLiiHUX NPaBoK y
cneumaikaLito Ta MeToAM KOHTPOSIKO AONOMIKHOT
peyoBuHM Hatpito uuTpaTy 3a nokasHmkamu «Onmnce»,
«PO34MHHICTb», «[TPO30PICTb PO3UNHY>», «KONLOPOBICTb
pO3unHy», «KUCNOTHICTb ab0 NYXHICTb», «PeyoBuHU, Lo
Ierko 06BYINOKTLCA», «OKkcanatu», «Cynbartun»,
«Baxkki MeTanin», «Bofa» Ta «KinbkicHe BU3HAYEHHS»;
3MiHY | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib AONOMDKHUX PEYOBUH (iHLUI 3MiHWM) -
pefakLiiiHi yTOYHEHHS [0 3aTBEpOKEHVX po3ainis ons
[0MOMDKHOT peyoBMHU HaTpito uuTpaTty «YnakoBka» Ta
«YMOBW 36€epiraHHs» A/151, BUTyYeHHS po3giny
«TpaHCnopTyBaHHA»

300.

TPOKCEBA3UN

H®

renb2%no40ry
MeMO6PaHHii
a/IoOMiHieBIN abo
MeMO6paHHii
namiHarHili Ty6i, no
1 Ty6i B KAPTOHHiIlA
naJui; no 20 r abo
no100ry
MeMO6paHHii
namiHaTHili Ty6i, no
1 Ty6i B KAPTOHHiIlA
naui

TOB
"TeBa
YkpaiHa"

YkpaiHa

BankaHndapma-
TposiH AT

Bonrapis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTtepianis: 3MiHu |
MMy - 3MiHK WoAo 6e3nekn/ethekTMBHOCTI Ta
thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
po3ainy “MapkyBaHHs” MKA 13: 3anponoHOBaHo:
MapkyBaHHs 3rigHO 3aTBEPXEHOr0 TEKCTY
MapKyBaHHSA. OHOB/IEHHSI TEKCTY MapKyBaHHSA YNakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii Lwoao
3a3HavyeHHs OAMHMLL BUMIPIOBaHHSA y cuctemi Sl ta
YHihikauist BUKnafeHHs TekcTy (Hanpvknag iHgopmaii
"Cepis:", "0o:", "P.M. Ne"). BBeieHHA 3MiH NpOTArom 6-
TW MiCALIB NicNsa 3aTBEPAXEHHS

6e3
peyenma

UA/3368/01/01

301.

YBICTE3VH

PO34nH A8 iH'EKLI
nol7mMmny
KapTpuaxi; no 50
KapTpuaxis y

3M
[Joliunang,
6X

HimeuunHa

3M foitunaHg M6 X

HimeuunHa

BHECEHHS 3MiH [0 peecTpaljiiiHux maTepianis: 3MiHu |
MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy (iHwi 3mMiHn) - 3MiHWM BHECEHI B TEKCT
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby Loao

3a
peuenmom

UA/10196/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
MeTasieBiii GaHLi 3a3HavYeHHs MKHapOAHWX NO3HaYeHb OANHULb
BMMIipIOBaHHs. BHeceHHs 3MiH 0 po3giny “MapkyBaHHA"
MK$ N13: 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTArom 6 MiCsiLiB MiCNs 3aTBePAKEHHS
302. | YBICTE3VH PO3YUH A1 iH'EKLLINA; 3M HimeuunHa | 3M [JoitunaHg Mu6X HimeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHU | 3a UA/10196/01/02
POPTE nol7mMmny [Joliunang, MRy - 3MiHKU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KapTpuaxi; no 50 veX thapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TeKCT
KapTpuaXiB y MapKyBaHHS YNakoBKW NikapcbKoro 3acoby Loao
meTanesili 6aHLi 3a3HaYeHHsI MXKHapPOAHUX NO3HAYeHb OAUHNLb
BMMIipIOBaHHs. BHeceHHs 3MiH 40 po3ainy “MapkyBaHHA"
MK$ 13: 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTArOM 6 MiCALIB MiC/1A 3aTBEPAXEHHS
303. | YPOTO/N® TabneTkun, BKPUTI TOB YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/6706/01/02
060/10HKOI0, N0 2 Mr "CaHodi- Pecny6nika MRy - 3MiHN Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
Ne 28 (14x2), Ne 56 ABeHTIC hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHSI TEKCTY
(14x4): no 14 YkpaiHa" MapKyBaHHS! yMakoBKMN IKAPCbKOro 3ac00y 3 BHECEHHAM
Tabnetok y 6nictepi; iHhopmaLii WoA0 3a3HAYEHHS OAMHULL BUMIPIOBAHHSA Y
no 2 a6o no 4 cuctemi Sl. BHeceHHs 3MiH [0 po3giny “MapkyBaHHS" B
6nictepu B 3arBepmkeHnx MKA /13. 3anponoHoBaHo:
KapTOHHIA KopooLi MAPKYBAHH#. BignoBigHO A0 3aTBEPKEHOrO TEKCTY
MapKyBaHHSI.
TepMiH BBEAEHHS 3MiH - 6 MicALIB NicNs 3aTBEPKEHHS
304. | DAKEN® TabneTkun XyBaslbHi "HOP/[, MonbLia xeHedpapm CA Mpeuis BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepiasis: 3miHu | 3a UA/14514/01/01
no 100 mr; no 1, 2 PAPM" MRy - 3MiHK 3 AkocTi. CepTudikar signosigHocTI/TE- peyenmom
abo 4 Tabnetkn y TOBAPUC cepTtudikaT BignoBigHOCTI EBponeichkiii
6nictepi; no 1 TBO 3 hapmakonei/moHorpadii. NMogaHHs HoBoro abo
6nictepy y OBMEXE OHOBJ/IEHOrO cepTudikaTta BifnoBigHOCTI abo BUYyYEHHS
KapTOHHIA KopooLi HOIO cepTudcpikaTa BignoBigHOCTI EBponeiickkili hapmakonei:
BIANOBIA ana A®l; onsa BuxigHoro
ANbHICT mMatepiany/peareHTy/npoMbKHOIo NPOAYKTY, WO
0] BMKOPUCTOBYIOTLCSA Y BUPOOHULTBI ADI; 4518 AONOMDKHOT

peyoBuHM (cepTudikat BiANOBIAHOCTI EBpONEiCHKIi
thapmakone’) - OHOB/IEHUIA cepTudpikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -

MogaHHA OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI
€poneiicbkilii hapmakonei Ne RO-CEP 2012-317-Rev
04 Bif ye 3aTBepXeHoro BUpobHunka Adl
CungeHaqiny uutpaty Bupo6HuuTBa Mylan




160

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

Laboratories Limited, IHgis (3aTBepakeHnin cepTuddikat
BiAnoBigHOCTI EBponeiicbkoi dpapmakonei Ne RO-CEP
2012-317-Rev 03). KoHTponb A®| npvBegeHo y
BiANOBIAHICTb A0 MOHOrpadii 2270 €sp.dPapm. Ha
Sildenafil citrate 3a nokasHnkamy «CynpoBigHi
Jomilkm», «CynbhatHa 30n1a», «BMICT Hikeso»,
BWUTYYEHO MOKa3HMKN «Baxkki MeTasin» Ta «BMicT
nomiwkw lMinepasuH gyivep» OCKiNbKM 3a3HayYeHa
[LOMiLLKa BM3HAYaETbCS 3a MOHOrpagieto sk gomiwka G
Ta HafaHo pesynbTaTh KOHTPOJSII0 eIeMEHTHUX JOMILLIOK
BignosigHo fo ICH Q3D. 3miHeHO agpecy BnacHuka
cepTucbikaTa BignosigHocTi €Bp.®apm. 3MiHEHO Ha3BY
paiioHy B agpeci BUPOBHMKa NPOMiIXXHOrO NpoayKTY;
3MiHM | Tuny - 3miHK 3 sakocTi. CepTuddikat
BignosigHocTi/I E-cepTudikar BignosigHocTi
€sponelicbkili hapmakonei/MoHorpadii. MogaHHsA
HOBOro abo OHOB/IEHOro cepTudpikata BianoBiAHOCTI abo
BUNTyYEHHA cepTudikaTa BignoBigHOCTI EBponeiichkili
thapmakonei: gna A®l; ans BuxigHoro
mMatepiany/peareHTy/NpoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHM (cepTudikat BiANOBIAHOCTI EBpONEiCHKii
thapmakone’) - OHOB/IEHUIA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKa - MogaHHA OHOBIEHOTO
cepTudikaTy BiAgnoBigHOCTI €Bponelickbkili hapmakonei
Ne R1-CEP 2012-317-Rev 00 Big, y>Xe 3aTBEpKEHOI0
BMpo6HuKa APl CrngeHadiny umtpary BUpobHuLTBa
Mylan Laboratories Limited, IHAis (3aTBepAXeHWiA
cepTugikaT BiANOBIAHOCTI €BpoONencLKoi hapmakonel
Ne RO-CEP 2012-317-Rev 03). BunyyeHo KOHTpPOsb
nokasHuka «BmicT Hikeno»

305.

DAKEN®

TabneTkn XyBasbHi
no 50 mr;no 1, 2
abo 4 Tabnetkn y
6nictepi; no 1
6nictepy y
KapTOHHilA KOopooLi

"HOP[,
OAPM"
TOBAPUC
TBO 3
OBMEXXE
HOIO
BIAMNOBIA,
ANBHICT
to

MonbLua

DxeHedhapm CA

Mpeuis

BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu |
My - 3MiHK 3 siKocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichbkiii
hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOrO cepTudikaTa BifnoBigHOCTI abo BUTyYEHHS
cepTudpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
onsa A®l; ona BuxigHoro
mMartepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPMCTOBYHOTbCA Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
pevyoBUHM (cepTrdiikaT BiANOBIAHOCTI €BpPONENChKii

3a
peyenmom

UA/14514/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep

peecmpayiliHo2o

nocsBi04YeHHs

thapmakone’) - OHOB/IEHUIA cepTuddikaT Bif yxe
3aTBEPAKEHOr0 BUPOGHMKA -

MoaaHHsA OHOB/IEHOTO CepTudikaTy BigNOBIAHOCTI
€poneiicbkiii hapmakonei Ne RO-CEP 2012-317-Rev
04 Big, y>xe 3aTBepAKeHoro BUpobHuka Adl
CungeHadpiny uutpaty BupobHuutea Mylan
Laboratories Limited, IHgis (3aTBepaXkeHnin cepTuddikat
BiANOBIAHOCTI EBponeiicbkoi dhapmakonei Ne RO-CEP
2012-317-Rev 03). KoHTponb A®| npusegeHo y
BiAMNOBIAHICTb A0 MOHOrpadii 2270 €sp.dapm. Ha
Sildenafil citrate 3a nokasHvkamn «CynpoBigHi
OOMiWKn», «CynbaTHa 30/1a», «BMICT Hikeno»,
BWUTYYEHO NOKa3HUKN «Baxki MeTasin» Ta «BMicT
Aomiwkwy MinepasuH gyimep» OCKiNbkK 3a3HadveHa
[OMiLLKa BU3HAYaETbCA 3a MOHOrpagieto sk gomilka G
Ta HafjaHo pe3yibTaTu KOHTPOJIO eNlEMEHTHUX AOMILLIOK
BignosiaHo o ICH Q3D. 3miHeHO agpecy BnacHuka
cepTuchikaTa BignosigHocTi €p.Papm. 3MiHEHO Ha3BY
paiioHy B afipeci BUpOGHMKa NPOMIXXHOTO NPOAYKTY;
3MiHu | Tuny - 3miHK 3 AkocTi. CepTudcpikat
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponelicbkiin hapmakonei/MoHorpadii. NMogaHHs
HOBOro abo OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
BU/IyYEHHS cepTudpikaTa BianoBigHOCTI EBponenchkili
thapmakonei: gna Ad®l; gns BuxigHoro
martepiany/peareHTy/nPoMbKHOIo NPOAYKTY, WO
BMKOPUCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEiCHKiii
hapmakonei) - OHOBNEHNI cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOGHMKa - [ofaHHA OHOBIEHOTO
cepTudiikaty BiAnoBigHOCTI E€Bponeiichbkili hapmakonei
Ne R1-CEP 2012-317-Rev 00 Big yxe 3aTBEpAXEHOro
BMpo6HUKa A®I CnngeHadiny ustpaty BUpO6HMLTBA
Mylan Laboratories Limited, IHgisi (3aTBEpAXEHNI
cepTudikaT BignoBigHOCTI EBponeiickkoi hapmakonel
Ne RO-CEP 2012-317-Rev 03). BunyyeHo KOHTpOsb
nokasHuka «BmicT Hikeno»

306.

DANBAKC

PO34UH A1 iH'EKLIN,
250 mr/5 mn; no 5
My nonepegHs0
HarnoBHEHOMY

a-p
Pepgi'c
Nabopato
pic It

IHais

4-p Peppi'c
Na6opaTopic
Nimitea, Bupo6Huya
AiNbHUUA - 9

IHgis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu |
UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiH1) - BHECEHHS 3MiH 3rifHO
Haka3y MiHicTepcTBa eKOHOMIYHOTO PO3BUTKY i TOPriB/II

3a
peyenmom

UA/16437/01/01
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
Lwnpuui; no 2 Ykpaiuu Big 04.08.2015 poky Ne 914 «[po
nonepegHL0 3aTBEPKEHHS BU3HAYEHb OCHOBHMX OAVHULb Sl, Ha3B
HanoBHEHWX Ta BU3HAYeHb MOXiJHWX OANHMLb Sl, 4eCATKOBNX
LInpu1ua pasom 3 KPaTHWX | YaCTUHHKX Bif, OAVHWLb Sl, A03BONEHNX
[ABoma 6e3neyHummn N03aCNCTEMHUX OAMHULb, & TaKoX iX NO3HAYeHb Ta
rosikamy B KOHTYpHIlA MpaBwn 3acToCyBaHHSA OAVHWLE BUMIPIOBaHHS i
YapyHKOBIl HanmcaHHs Ha3B Ta No3Ha4YeHb OAVHULIb BYMIPIOBAHHS i
ynakosui; no 1 CMMBO/IIB BE/IMUYMHY». TepMiH BBEL,EHHS 3MiH - MPOTArom
KOHTYPHIl 6 micauis nicns saTBepaKeHHS
YapyHKOBI yrnakoBL,i
B KapPTOHHIlA KOpOGL
307. | PAPIHITOH Tabnetkn ans AT YkpaiHa AT "KMIBCbKNI YKpaina BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 6e3 UA/7230/01/01
CMOKTaHHs no 10 "KMIBCbK BITAMIHHW MRy - 3MiHW WoA0 6e3nekn/etheKTUBHOCTI Ta peyenma
Tabnetok y 6nictepi; W 3ABOA" hapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 2 6nictepu y BITAMIHH po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
nauui nn MapkyBaHHS 3rigHO 3aTBEPOKEHOMY TEKCTY
3ABOA" MapKyBaHHA. OHOBMEHHSA TEKCTY MapKyBaHHS ynakoBKu
niKapcbKoro 3acoby 3 BHECEHHAM iH(hopmal,ii woao
3a3HayYeHHs OAMHMLL BUMIPIOBAHHSA Y cucTemi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHSA
308. | ®APMA/INOH pO3unH Ns iHQysil, Tosapuct YkpaiHa ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaujiiiHuX maTtepianis: 3MiHn | 3a UA/16672/01/01
30 mr/mn; o 20 mn BO 3 0bMexeHot TUMY - aAMIHICTPaTVBHI 3MiHW. BuiyyeHHs BUPOGHMYOT peyenmom
y donakoHi; no 5 06MexeHo BIANOBIAA/LHICTIO AiNbHUUI (BKAOYatoum AinbHULUi Ana A®l, npomixHoro
oNakoHIiB y 10 hipma "HoBodhapm- NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHULL
KOHTYPHil Bignosiga BiocnHTes" 0151 NPOBEAeHHA NaKyBaHHS, BUPOOHMKa,
YapyHKOBIl NbHICTIO BiANOBIA&UIbHOrO 3a BMUMYCK Cepiii, MicLie NPOBeAEeHHS
ynakosui; no 1 ipma KOHTPOIO cepii) abo nocTavanbHVKa BUXIAHOTO
KOHTYPHIl "Hosodhap marepiany, peareHTy abo AONOMiDKHOT PEYOBUHM (SKLLO
YapyHKOBIli ynakoBLj M- 3a3HayeHo y JOChE) - BUTYUYEHHS 3aTBEPAKEHOIO
y nayui 3 kKapToHy BiocuHTes BMPOOHUKa A®PI TIOKTOBOT (a-NinoeBOT) KUCNO0TH
" Laboratorio Chimico Internazionale S.p.A., Itanis.
3anponoHoBaHo: Suzhou Fushilai Pharmaceutical
Co.,Ltd., Kutaii
309. | ®EHTAHIN PO34nH NS iH'EKLIR TOB YkpaiHa TOB "XapkiBCbke Ykpaina BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepianis: 3MiHu | 3a UA/5185/01/01
0,05 mr/mn, no 2 mn "XapKiBCbK thapmaueBTUyHe UMy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
B amnyni; no 5 e niANPMEMCTBO thapmakoHarnsgy (iHwi 3MiHW) - BHECEHHS 3MiH A0
amnyn y 6nictepi; no | capmaues "340poB's Hapoay" po3giny “MapkyBaHHs" B 3aTBepaKeHnx MKA N13.
1 a6o 2, abo 20 TUYHe 3anponoHoBaHo: MapkyBaHHs. BignosigHo o
6icTepiB y kopobui nignpremc 3aTBEPKEHOro TEKCTY MapKyBaHHS. 3MiHW BHECEHI B
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3 KapPTOHY TBO TEKCT MapKyBaHHS YNakoBKW NikapCbKoro 3acoby LoAo
"3a0poB'A 3a3Ha4YeHHsA MKHapoOAHMX NO3HaYeHb OANHULb
Hapogay" BUMIpIOBaHHA. BBeAEHHA 3MiH MPOTAroM 6-Tn Micsuis
nicnsa 3aTBepKeHHs
310. | PITOAEHT® HacTolika, no 100 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/3681/01/01
MY prakoHi "Ximchapm "Ximchapm3sasop UMYy - 3MiHW WoAo 6e3nekn/etpeKTUBHOCTI Ta peyenma
CKNsAHOMY abo 3aBof, "YepBoHa 3ipka" hapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
nosniMmepHomy; no 1 "YepBoHa po3giny “MapkyBaHHs” MKA J13": 3anponoHoBaHo:
donakoHy B nauui 3 3ipKa" MapkyBaHHS. BianoBigHO A0 3aTBEPXKEHOTO TEKCTY
KapToHy; no 100 mn MapKyBaHHA 3MiHW BHECEHI B TEKCT MapKyBaHHs
y 6aHLj cknsHIl; no yNakoBKM NiKapCbKoro 3acoby o0 3a3HauyeHHs
1 6aHui B nayui 3 MiXXHapPOAHMX NO3HAYEHb OAMHULb BUMIPIOBAHHSI.
KapToHy BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
311. | ®ITOCEA® HacTolika, no 100 MAT YkpaiHa MAT Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | 6e3 UA/3373/01/01
My th1aKoHi "Ximchapm "Ximcpapmsasos MRy - 3MiHN Woao 6e3nekn/edyekTMBHOCTI Ta peyenma
cknsiHomy abo 3aBof, "UepBoHa 3ipka" thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
nonimepHomy; no 1 "YepBoHa po3giny “MapkyBaHHs” MKA 13": 3anponoHoBaHo: TekcT
dhnakoHy B nauyui; no 3ipKa" MapKyBaHHs. BignosigHo 40 3aTBEPAXKEHOrO TEKCTY
100 mn y 6aHL MapKyBaHHSA 3MiHN BHECEHI B TEKCT MapKyBaHHS
CKNSHI; No 1 6aHLUi YMakoBKM NiKapCbKoro 3acoby o0 3a3Ha4YeHHs
B maui MDKHaPOAHWX NO3HAYEHb OAMHNL BUMIPIOBAHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS
312. | DYMAPTA® kancynu; no 10 AT YkpaiHa AT "dapmak” Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnX martepiasiB: 3MiHu | 6e3 UA/17593/01/01
kancyn y énictepi; "dapmak" ™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHS peyenma

no 2 a6o 3 6nictepu
y nauui

Ta/abo agpecy 3asBHKKa (BNacHMKa peecTpauiliHoro
MOCBIAYEHHS) - 3MiHAa HallMeHYBaHHS Ta agpecu
3asBHVIKa (BBeAeHHs 3MiH NpoTaroM 6 micauis nicns
3aTBEPMHKEHHS); 3MiHM | TUNY - AOMIHICTPaTUBHI 3MiHN.
3MiHa Ha3BM NikapCcbKoro 3acoby - 3MiHa Ha3Bu
nikapcbkoro 3acoby. 3ATBEPDKEHO: ®YMAPTA
(FUMARTA) 3ANPOMOHOBAHO: ®YMAPTA®
(FUMARTA) (BBegeHHs1 3MiH MpoTArom 6 micsuis nics
3aTBEePKEHHSA); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHN.
3MmiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS Aisi/IbHOCTI BUPOGHMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKYakoum AiNbHULI
BUMNYCKy cepii abo MicLie NpoBeEeHHS! KOHTPOJIHO AKOCTI.
(AisnbHICTb, 3a 5Ky BiAMOBiIgaE BUPOOHMK/iMIopTep,
BK/1K0YA0UM BUMYCK Cepild) - 3MiHa Ha3BM Ta agpecu
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
BMPO6GHMKa, 6e3 3MiHM Micus BUpoOHNLTBa (BBEAEHHS
3MiH NPOTAroM 6 MicALIB Nicna 3aTBEPAKEHHS); 3MiHN |
TMny - 3MiHK WoAo 6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBIEHHSA TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHS Y
cucTemi S| (BBegeHHs 3MiH MpoTsAroM 6 Micauis nicns
3aTBEPKEHHS)
313. | XBOLWA TpaBsa pi3aHo- MpAT YkpaiHa MpAT "NikTpasun" Ykpaina BHECEHHS 3MiH 4,0 peecTpaLiiHnx martepianis: 3miHu | 6e3 UA/5892/01/01
MonbLoBOro npecosaHa no 100 r | "/liktpasn” UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
TPABA y naukax 3 thapmakoHarnsgy (iHwi 3MiHu) - 3amiHa po3giny
BHYTPILLHIM NakeTom “I'pachiuHe 0chopMIEHHST YNaKoBKW” Ha PO34is
“MapkyBaHHs” B MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA. Y BignoBigHOCTI 3 3aTBEPAKEHNM
TEKCTOM MapKyBaHHSA. OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakoBKW NMiKkapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii
00 3a3HAaYEHHSA OAVHWLb BUMIPIOBAHHS Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
3aTBEPAKEHHS
314. | XNOPO®ININT cnpeii no 15 mny ToBapuct YkpaiHa BCi cTagii Ykpaina BHECEHHS 3MiH 4,0 peecTpavLiiHnx maTtepiasis: 3miHu | 6e3 UA/1556/03/01
KOHTeliHepi 3i ckna BO 3 BMPOGHMLITBA, UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
abo nnactmacu, no 0bMexeHo KOHTPO/b AKOCTI, thapmakoHarnsgy (iHwi 3MiHK) - 3MiHW B TEKCTI
1 KOHTelHepy y (0] BUMyCK cepii: MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LwoAo
nadui 3 KapTOHY Bignosiga ToBapucTso 3 3a3HaYeHHs MKHAapPOAHMX NO3HAYEeHb OAUHULL
NbHICTIO 06MeXeHo BMUMIPIOBaHHS. 3amiHa p. «[padiyHe ohopM/IEHHS
"flocnigHn BIANOBIAA/LHICTIO ynakoBKu» ([0AAETbCA) Ha p. «MapKyBaHHS»
1 3aBofg "focnigHuii 3aBog, (BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY MapKyBaHHS) B
"rHuC! "THLJIC", YKkpaiHa; MKSA N3. TepMiH BBEAEHHA 3MiH - NPOTAroM 6 Micauis
BCi cTagii nicns saTBepakKeHHs
BUpPOOHULTBA,
KOHTPO/b SKOCTI,
BUNYyCK cepil:
ToBapucTso 3
06MexeHot
BiANOBIAAILHICTIO
"®apmaueBTnyHa
KoMnaHisa "3gopos'a”
315. | ULETPUNEB TabneTku, BKpUTI €BPO IHais e AC NimviTepq, IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 6e3 UA/9079/01/01
nNiBKOBOIO NAN®KEP TUMy - 3MiHK 3 AKOCTi. [OTOBWIA NlikapcbKuii 3aci6. peyenma
060/10HKOI0, N0 5 Mr MPAVBIT KOHTposb roToBoro nikapcbkoro 3acoby. 3MiHa y
no 10 tTabneTtok y NIMITEL MeToAax BUNPOGYyBaHHS TOTOBOTO JliKapCbKoro 3acoby

6nictepi; no 1, no 3
a6o no 10 6nicTepis

(iHWi 3MiHM y MeTogax BUNpobyBaHb (BKOHYAKUN 3aMiHy
a60 [JONOBHEHHSA)); CYNyTHA 3MiHa
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
B KapTOHHI Kopo6ui - 3MiHK 3 SKOCTi. F0TOBUIA NiKapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbkoro 3acoby (40MoBHEHHSA abo 3amMiHa NokasHuKa
cneumdikauii 3a pesynbTaTamv 4OCNiLKEHb 3 6e3neku
a60 AKOCTi (3a BUHATKOM JlikapCbknx 3aco6iB
6i0/10r4YHOr0/iIMyHONOrYHOrO MOXOMKEHHS)) -
npuBEeAeHHS Y BiANOBIAHICTb TEKCTY crneumdikaii Ta
MEeTOZIB KOHTPOJIt0 SIKOCTI JliKapCbKOro 3acoby, Lo
3aTBEPAKEHI B YKPAIHi 40 OpUriHA/IbHOTO TEKCTY,
3aTBEPKEHOr0 B KpaiHi BUPOOHMKA. BBEAEHHS 3MiH
NpoTArom 3-X MiCAUIB MiC/A 3aTBEPLKEHHS
316. | UE®AJIEKCUH rpaHynun ans "Xemodhap Cepbis "Xemodpapm" AL, Cepbis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/7888/01/01
opasibHOT cycneHsii, M AL Cepbis (BUPO6HUK YopHoropis TMny - 3MiHK LWoAo 6e3nekn/edpeKTNBHOCTI Ta peyenmom
100 mn (250 mr/5 KOHTPO/b Ta BUMYCK hapmakoHarnagy (iHwWi 3MiHKn) - 3amiHa po3gainy
mn)no40ry cepii); XeMOMOHT «["pachmnyeckoe ochopMeHNe ynakoBKM» Ha Po34in
donakoHi; no 1 [.0.0., HopHoropis «MapkyBaHHsA» MKA /13 3areepaxeHo: Po3gin
donakoHy pasom 3 (BMPOGHWK rOTOBOTO «[padhnyeckoe odhopmaeHne ynakoBku» CorsiacHo
MiPHOIO JTOXKOHO Y nikapcbKoro 3acoby, npunaraemomy rpacmyeckomy n306paxeHnio ynakoBKy.
KapTOHHI ynakosLi nepBuUHHE Ta 3anponoHoBaHo: Po3ain «MapkyBaHHs» 3rigHO
BTOPUHHE 3aTBEPKEHOMY TEKCTY MapKyBaHHA OHOBNEHHS TEKCTY
nakyBaHHs, MapKyBaHHS! yMakoBKMN IKAPCbKOro 3ac0by 3 BHECEHHAM
KOHTPOb cepii) iHhopmauii WoAo 3a3HaYEHHST OAMHUL BUMIPIOBaHHSA Y
cucTeMi Sl. BBeieHHs1 3MiH NPOTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHS
317. | UE®OCY/bbIH | nopoLok ans MPO®AP ManbTta Xaynt ®apma ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHuXx maTepianis: 3MiHu | 3a UA/9805/01/01
® pO34uHy ons MA Nartiva C.p.n. UMy - 3MiHU Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
iH'ekyiin, 0,5r/0,5r; 1 | IHTepHeLw hapmakoHarnsagy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
abo 5 chnakoHiB 3 HN MapKyBaHHS! yMakoBKM IKapCbKOro 3ac0by 3 BHECEHHAM
MOPOLLKOM Y TpengnHr iH(hopMaLii LWoA0 3a3HauYeHHS OANHULIb BUMIPIOBAHHSA Y
KapTOHHI KOpooLyi Nimiteq cucTemi Sl. BHECEHHS 3MiH A0 po3ainy “MapkyBaHHS"
MK$ N3; 3anponoHoBaHo: BignosigHo o
3aTBEPXEHOTO TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTArOM 6 MICALIB MiC/1A 3aTBEPAKEHHS
318. | LE®OCY/JIbBIH | nopoluok ans MPO®AP MaibTa Xaynt ®apma ITanis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | 3a UA/9805/01/02
® pO34MHy OoNns MA NartiHa C.p.n. UMy - 3MiHU Woao0 6e3nekn/eddekTMBHOCTI Ta peyenmom
iH'ekyin, 1 r/1r; 1 IHTepHeLw hapmakoHarnsaay (iHwi 3MiH1) - OHOBIEHHSI TEKCTY
abo 5 donakoHiB 3 HN MapKyBaHHS YNakoBK/ NikapCbKOro 3aco6y 3 BHECEHHAM
MOPOLLKOM Y Tpengnxr iHhopMaLii WoAo 3a3Ha4YeHHA 0ANHULIb BUMIDIOBAHHSA Y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma BUMYCKY
(nikapcbka cpopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayiliHo2o
nocsioYeHHs

KapTOHHI/ Kopoo6Li

Nimiten

cuctemi Sl. BHeceHHSs 3MiH J0 po3ainy “MapkyBaHHS"
MKSA N13; 3anponoHoBaHo: BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH NPOTArom 6 MiCALiB MicNa 3aTBepKEeHHs

319.

UNTPA®NIT

NOPOLLOK A5
Opa/IbHOTO PO3YMNHY;
no 15,08 r nopoLuky
B NakeTi-calle; no 2
nakeTtu a6o 50
nakeTiB (ynakoBka
AN nikyBasIbHUX
3aknagis) y
KapTOHHilA KOopoo6Li

KaceH
Pekopgaari
,CJL.

IcnaHis

B1po6HMK
Hepo3acoBaHol
NPOAYKLUT:
Nab6opaTtopioc
CasibBar, CA,
IcnaHis;
KaceH Pekopgaari,
C.N1., IcnaHis

MepBuHHa Ta
BTOPWHHA ynakoBkKa,
[103BiN Ha BUMNYCK
cepii:

KaceH Pekoppaari,
C.N., IcnaHis

IcnaHis

BHECEHHS 3MiH 10 peeCTpaLifiH1X maTepianis: 3miHu |
TMny - AAMiHICTpaTVBHI 3MiHU. 3MiHa Ha3Bu APl abo
[0MOMDKHOT peyoBuHW. Ha3By Aito4oi peqyoBrHU
(kucnoTta NMMOHHa 6e3BoaHa (citric acid anhydrous))
NpUBELEHO Y BiANOBIAHICTb Ail04Oro BUAaHHSA
MoHorpadii EP (kucnota numoHHa (citric acid). $k
Hacnigok 3MiHM 4o po3giny "Cknag" MeTogiB KOHTPOO
AKOCTI NiKapCbKoro 3acoby. TakoX 3MiHW BHECEHi [0
IHCTPYKL,T AN MeANYHOro 3acTOCyBaHHA NMikapCbKoro
3acoby y po3gin "Cknag", 3 BignoBigHNMMN 3MiHAMU A0
TEKCTY MapKyBaHHS ynakoBKW NiKkapCbKoro 3acoby.
3MiHu Il TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOTKili XapaKTepucTuLi
NiKapCbKOro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
ONS MEeAUYHOTO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMM
JaHVMK 3 SKOCTI, AOKNIHIYHUMMW, KIHIYHUMW AaHMU Ta
AaHvMu 3 chapmakoHarnsgy. 3MiHu BHeCeHi o
IHCTPYKL,T AN MeANYHOro 3acTOCyBaHHA NMikapCbKoro
3acoby y po3gain "MokasaHHA": 3aTBepoKeHO: "
OUNLLIEHHA KULIEYHWUKY Nepes NpoBeAeHH:M
PEHTIEHIBCbKMX AOCiAXeHb, eHaockonii abo nepes
XipypriuHMm BTpy4aHHsAM"; 3anponoHoBaHo: "Ans
OUNLLIEHHA KULIEYHWUKY Nepes NpoBeAeHHSM
PEHTIEHIBCbKMX AOCiAXeHb, eHaockonii abo nepes
XipypriYHMm BTPyYaHHAM AJ15 3aCTOCYBaHHS Y AOPOC/INX
BikOM Bif 18 pokiB (BK/tO4a0UM NaLEHTIB MITHBLOTO BiKy)"
- 3 BigNOBIgHMMMN 3MiHAMUN [0 TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby Ta po3ginu:
"®apmakonorivHi BractmeocTi", "B3aemogis 3 iHW1Mm
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6MBOCTI 3acToCyBaHHA", "34aTHICTb BN/IMBATA Ha
LUBMAKICTb peakLjii Npy KepyBaHHi aBTOTpaHCNopToM abo
iHWMMKY MexaHi3mamun', "Cnoci6 3acTocyBaHHS Ta [03n",
"Mo6iyHi peakwyii.

3a peyenmom

UA/13820/01/01

320.

LN®PAH

TabneTku, BKpUTI
060n0HkKot0 no 250
mr, no 10 Tabnetok
y 6nicTepi; no 1
6nictepy y
KapTOHHilA KOpo6Li

CaH
dapmacb
HoTUKan
IHpacTpi3
Nimiteq

IHais

CaH
PapmacboTuKasl
IHpacTpi3 NimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3MiHu |
MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro 3aco6y 3 BHECEHHSIM
iHhopmauii WoA0 3a3HaYEHHST OAMHULL BUMIPIOBAHHSA Y
cuctemi Sl. BHeceHHs 3MiH [0 po3ainy “MapkyBaHHSA"
MK$A 3. 3anponoHoBaHo: MAPKYBAHHA. 3rigHo

3a
peyenmom

UA/2897/01/01




167

Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3aTBEPKEHOr0 TEKCTY MapKyBaHHA. TepMiH BBELEHHS
3MiH - 6 MicALiB Nicna 3aTBEPAKEHHSA
321. | WADPPAH TabneTkun, BKpUTI CaH IHAisa CaH IHAjs BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepianis: 3MiHu | 3a UA/2897/01/02
060/10HKO0 1Mo 500 dapmach dapmacbioTukas MMy - 3MiHW WoA0 6e3nekn/ehekTMBHOCTI Ta peyenmom
mr, no 10 TabneTok roTUKan IHoacTpi3 Nlimiteq, hapmakoHarnsay (iHwi 3MiH1) - OHOBEHHSI TEKCTY
y 6nictepi; no 1 IHoacTpi3 MapKyBaHHS YNakoBKM JiKapCbKOro 3aco6y 3 BHECEHHSIM
6nictepy y Nimiten iHchopma,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
KapTOHHilA KOopoo6Li cucTtemi Sl. BHeCEHHSA 3MiH [0 po3ainy “MapkyBaHHS"
MKSA N3. 3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH - 6 MicALiB Nicna 3aTBEPAXEHHSA
322. | UNDPPAH OD Tabnetku CaH IHais CaH IHgis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | 3a UA/2897/03/01
MPOJIOHrOBaHOI A, dapmach PapmacboTuKasl MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
BKPUTI NNIBKOBOO HoTUKaU IHaacTpi3 NimiTeq, hapmakoHarnsagy (iHwi 3mMiHn) - 3MiHWM BHECEHI B TEKCT
06010HKOt0, N0 500 IHpacTpi3 MapKyBaHHS YNakoBKU NiKapcbKoro 3acoby LLoao
Mmr, no 5 TabneTok y Nimiteq 3a3HaYeHHs MKHAapOAHMX NO3HAYEHb OAUHULb
6nictepi; no 1 BMMIipIOBaHHA. BHeceHHs 3MiH 40 po3ainy “MapkyBaHHA"
6nictepy B MK$A 3. 3anponoHosaHo: MAPKPOBKA. B
KapTOHHIA KOpO6L COOTBETCTBUM C YTBEPXKAEHHBLIM TEKCTOM MapKVPOBKK.
TepMmiH BBELleHHS 3MiH - 6 MiCALIB MicNA 3aTBEPAXEHHS
323. | UNDPPAH OD TabneTku CaH IHais CaH IHgis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/2897/03/02
MPOJIOHroBaHoI A, dapmach PapmacboTuKas MRy - 3MiHK Woao 6e3nekn/edyekTMBHOCTI Ta peyenmom
BKPUTI NNiBKOBOO HoTUKan IHpacTpi3 NimiTeq, thapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHI B TEKCT
060/10HKO0, M0 1000 | IHAacTpi3 MapKyBaHHS1 YNakoBKM /likapCbKOro 3acoby oo
M, Mo 5 TabneTok y Nimiten 3a3HaYeHHs1 MXHapPOAHUX NO3HaYeHb OAUHNLB
6nicTepi; no 1 BMMIpIOBaHHS. BHeCeHHA 3MiH fo po3ainy “MapkyBaHHS"
6nictepy B MKSA N3. 3anponoHoBaHo: MAPK/IPOBKA. B
KapTOHHiA KOpO6L COOTBETCTBUU C YTBEPXKAEHHLIM TEKCTOM MapKMpPOBKW.
TepmiH BBEAEHHS 3MiH - 6 MiCALIB NiCNA 3aTBEPAXEHHS
324. | UWOPAHCT TabneTkn BKpUTI CaH IHais CaH IHais BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | 3a UA/6375/01/01
o6onoHkoto, no 10 dapmach dapmacbloTVKas UMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi, HoTUKaU IHoacTpi3 Jlimiteq, hapmakoHarnsagy (iHwi 3MiHK) - 3MiHN BHECEHi B TEKCT
no 1 6nictepy B IHOacTpi3 MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby oo
KapTOHHI Kopoo6Li Nimiten 3a3HavYeHHs MKHapOAHMX NO3HaYeHb OANHULb

BMMIpIOBaHHS. BHeceHHs 3MmiH fo po3ainy “MapkyBaHHS"
MKA N3. 3anponoHosaHo: TEKCT MAPKYBAHHA
3rifHO 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS. TepMmiH

BBEJEHHS 3MiH - MPOTAroM 6 MicauiB nicas
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Ne Hassa ®dopma BunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs
3aTBEPAKEHHS
325. | YOPHULY naroHu, no 75ry MpAT YkpaiHa MpAT "NMikTpasn” YkpaiHa BHECEHHS 3MiH 10 peeCTpaLiiiHnx maTepianis: 3miHu | 6e3 UA/3388/01/01
NMAITOHA naykax 3 BHyTpiWwHiM | "“/liktpaBn" MRy - 3MiHW WOA0 6e3nekn/etheKTMBHOCTI Ta peyenma
naketom; no 1,5ry thapmakoHarnagy (iHLWi 3MiHK) - BHECEHHSA 3MiH A0
hinbTp-nakeTi; no po3sginy “MapkysaHHa” MKA J13: 3anponoHoBaHo:
20 hinbTp-nakeTiB y MAPKYBAHHSA Y BignoBiAHOCTI 3 3aTBEPKEHUM
nadui abo y nauui 3 TEKCTOM MapKyBaHHS. 3MiHN BHECEHI B TEKCT
BHYTPILLHIM NakeTom MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
3a3HaYEeHHS MDXHApPOAHUX NO3HAYeHb OAUHULb
BMMIipIOBaHHSA. BBeEeHHsA 3MiH NPOTArom 6-Tn MicsiLiB
nicnsa 3aTBepKeHHs
326. | APUUHA® TabneTkn, BKPUTI Baviep Al | HimeuunHa Baliep Arl, HimeuunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiasis: 3miHu | 3a UA/12155/01/01
nntoc 060/10HKOI0; Ne 28: HimeuunHa MRy - 3MiHU Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 21 tabnertuj (MepBuHHa Ta hapmakoHarnsay (iHwi 3MiH1) - OHOBMIEHHST TEKCTY

opaHXeBoro
Konbopy i no 7
TabneTok CBITNO-
opaHXeBoro
Konbopy B 6nicTepi;
no 1 6nictepy B
KapTOHHI navwi

BTOPWHHA YnakoBKa,
[03BiN Ha BUMYCK
cepii); Baiiep
Baiimap Mm6X i Ko.
K, HimewunHa
(BupobHuLTBO
Hepo3dracoBaHOl
npoayKuit)

MapKyBaHHS! YMakoBKMN IKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHS Y
cucTtemi Sl. BHeceHHs 3MiH [0 po3ainy “MapkyBaHHsS" B
3areBepmxeHnx MKA 13. 3anponoHoBaHo: 3rifHO
3aTBEPKEHOro TekcTy MapkyBaHHs. TepMiH BBeAeHHN
3MiH - NPOTAroM 6 MiCALIB MicNa 3aTBEPAKEHHS

I'eHepaNbHUU JUPEKTOP
JupekTopary ¢apmaieBTHYHOro 3a0e3neueHHsA

0.0. Komapiga
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