MIHICTEPCTBO OXOPOHH 3[IOPOB’Sl YKPAIHU

HAKA3
12.10.2020 Ne 2313
Kuis

IIpo Aep>kaBHY peecTparliio (mepepeecTpaniio) JKapCbKHX 3aco0iB (MeJUYHHX
iMyHOOio/ToTiuHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaliiHUX MaTepiaiiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo jyiikapchbKi 3aco0u», MyHKTIB 5,
7, 9, 10 Tlopsagky paepkaBHOI peectpailii (TepepeecTpariii) JiikapCbKuX 3aco0iB,
3aTBep/pKeHoro moctaHoBoro Kabinety MinicTpiB Ykpaiau Bif 26 tTpaBHs 2005 poKy
Ne 376 «Ilpo 3aTBepgkeHHs IlopsiiKy Jep>kaBHOI peecTpaliii (mepepeecTpariii)
mikapcbkMx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiio
(mepepeecTpaiiito)», ab3aiy ABaAISATL CbOMOIO IMAMYHKTY 12 MyHKTY 4 ITomoxeHHs
rnpo MIiHICTePCTBO OXOpPOHM 3[40pPOB’d  YKpaiHW, 3aTBepKeHOro I0CTaHOBOK)
Kabinery MinicTpiB Ykpainu Big 25 6Gepe3nss 2015 poky Ne 267 (B pepakiiii
noctaHoBy Kabinety MiHicTpiB Ykpainu Biz 24 ciuns 2020 poky Ne 90), Ha mizacTaBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpaljifHuX MaTepiasiiB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHoOionoriuHMX  TmperapartiB), 1[0 TOJaHi Ha JepXXaBHy peecTpallito
(mepepeecTpallito) Ta BHECEHHs 3MiH /10 peeCcTpalliiHUX MaTepiasiB, MpOBe/leHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIlepTHUM 1ieHTp MiHicTepcTBa
OXOpPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, IJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTL/PU3MK JIIKAPCHKOrO
3aco0y, IO TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpallii (mepepeecTpaiiii), 070
BHECEHHS 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHs 3MiH JI0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
YKpaiHM fiKapcbKi 3acobu (MeauuHi iMyHOOiosoriuHi TipermapaTH) 3rigHO 3
riepesikoM (JomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>KaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperiapaTd) 3rigHO 3
riepesikoM (JJoAaToK 2).

3. BHectu 3MiHM [0 peecTpauliHUX MaTepianiB Ta [lepXKaBHOro peecTpy
MKapcbKUX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHOoOGiomoriusi
riperiapaTH) 3TiJJHO 3 MepeslikoM (JoAaTok 3).



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

5. KOHTPOHB 3d BHKOHAHHAM IIBOI'O HdKad3y IIOK/IdACTH Hd 3dCTYITHHUKA

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

MinicTp Maxciv CTEITAHOB



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

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

12.10.2020 Ne 2313

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo2o | (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakosKa) nocBi04Y€eHHs1
1. ACMOHT TabneTkn XyBaslbHi ToBapucTBO 3 Ykpaina nakyBaHHs i3 in bulk Ipeuis/ peecTpauist Ha 5 pokis 3a He UA/18335/02/01
no 4 mr, no 7 o6MexeHo BMPOGHMKa YkpaiHa MepioguyHiCTb NOAAHHSA PerynsipHoO peyenmom nionsi2ae
Tabnetok y 6nictepi; | BignoBigasbHI xeHechapm C.A., OHOBJIHOBAHOIO 3BiTYy 3 6e3neku,
no 4 6nictepn B cTIo pevjis Ta BUNyCK BiZiNOBIAHO A0 MOPsAKY 34iACHEHHS
nauuj "Arpodhapm" cepii: hapmakoHarnsgy, 3aTBepaxeHoro
ToBapuCcTBO 3 Haka3oM MiHicTepcTBa OXOPOHU
06MexeHo 370pOB’A YKpaiHu Big, 27 rpyaHa
BiANOBIAA/LHICTIO 2006 poky Ne 898, 3apeecTpoBaHOro
"Arpocpapm”, B MiHicTepcTBi toCcTuULii YKpaiHu 29
YKpaiHa; ciuHs 2007 poky 3a Ne 73/13340 (y
KOHTPO/b SKOCTI: pefakuii Hakasy MiHicTepcTBa
ToBapucTso 3 OXOPOHY 3[,0PO0B'A YKpaiHu Big, 26
06MmeXeHo BepecHsi 2016 poky Ne 996),
BiANOBIAA/IbHICTIO CTaHOBUTb: 3riAHO 3i CTpOKamu,
"Haryp+" 3a3HayvyeHMu y NepiognyHOCTI
YkpaiHa NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
2. ACMOHT TabneTku XyBaslbHi ToBapucTBO 3 Ykpaina xeHedhapm C.A. peuis peecTpauis Ha 5 poki - He UA/18336/02/01
no 4 wmr, no 7 06MEXEHO0 MepiognyHiCTb NOAAHHSA PErynsipHO niossieae
TabneTok y 6nictepi; | BignoBigasbHi OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
in bulk: no 450, 550 CTIo BiANOBIAHO A0 MopsAKy 3A4iNCHEHHS
abo 680 6nicTepiB y "Arpodhapm" hapmakoHarnsgy, 3aTBepaKeHoro
TPaHCNOPTHUX Haka3oM MiHicTepcTBa OXOPOHU
(KapTOHHUX) 3[10pOB’A YKpaiHu Bif 27 rpyaHs
Kopobkax 2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTulii Ykpainu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26
BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpOKamu,
3a3Ha4YeHMMN y NepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
3. ACMOHT TabneTkv XyBasbHi ToBapucTBO 3 Ykpaina xeHedapm C.A. peuis peecTpauis Ha 5 pokis - He UA/18336/02/02
no 5 wmr; no 7 06MEXEHO MepiognyHiCTb NOAAHHA perynsipHo nionsieae
TabNeToK y 6icTepi; | BiANOBIAa/IbHI OHOB/IIOBAHOrO 3BIiTY 3 6E3N€EKU,




no 400 wmr; no 4
Tabnetku y 6nictepi;
no 5 6nictepis y
navui

OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiZiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro

Haka3zom MiHicTepcTBa OXOPOHU

370pOB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuLii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa
OXOPOHW 3[10POB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpOKamMm,
3a3HayvyeHMu y NepiognyHOCTI
NoAaHHA perynspHuX 3BiTiB 3
6e3neku.

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
in bulk: no 450, 550 cTHo BiANOBIAHO A0 MopsAaKy 34iACHEHHS
a6o 680 bnicTepiB y "Arpodhapm" hapmakoHarnagy, 3aTsepakeHoro
TPaHCNOPTHUX Haka3om MiHicTepcTBa OXOPOHU
(kapTOHHUX) 340pOB’A YKpaiHu Big, 27 rpygHs
KOpobkax 2006 poky Ne 898, 3apeecTtposaHoro
B MiHicTepcTBi tocTuii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMN y NepiognUYHOCTI
NOAAHHSA PerynsipHrX 3BiTiB 3
6e3neku.
4, ACMOHT TabNeTKkn XyBaslbHi ToBapucTBO 3 Ykpaina nakyBaHHs i3 in bulk Ipeuis/ peecTpauist Ha 5 pokis 3a He UA/18335/02/02
no5wr; no7 06MexeHo BMPOGHMKa YkpaiHa MepiognyHICTb NOJAHHA perynspHo peyenmom niossieae
Tabnetok y 6nictepi; | BiANOBiAa/bHI xeHechapm C.A., OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
no 4 6nictepu B CTIo pevjis Ta BUNYyCK BiANOBIAHO A0 MopsAaKy 34iCHEHHS
navui "Arpodhapm" cepi: thapmakoHarnagy, 3aTsepakeHoro
ToBapuCTBO 3 Haka3oM MiHicTepcTBa OXOPOHU
0bMexeHo 340pOB’A YKpaiHu Big, 27 rpyaHs
BiAMNOBIAA/IbHICTIO 2006 poky Ne 898, 3apeecTpoBaHOro
"Arpocpbapm", B MiHicTepcTBi tocTuuii YkpaiHu 29
YKpaiHa; ciyHs 2007 poky 3a Ne 73/13340 (y
KOHTPO/b AKOCTI: pepakuii Hakasy MiHicTepcTBa
ToBapucTso 3 OXOPOHU 3710POB's YKpaiHu Big 26
06MeXeHo BepecHsi 2016 poky Ne 996),
BifNoOBiAANbHICTIO CTaHOBUTb: 3rigHO 3i CTpOKamu,
"Haryp+", 3a3HavYeHMM y NepiognYHOCTI
YkpaiHa NOAAaHHA perynspHuX 3BiTiB 3
6e3neku.
5. FEN-APT® TabneTku AT "dapmak” Ykpaina AT "dapmak” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/18365/01/01
KMLLKOBOPO3YMHHI, MepiognyHICTb NOAAHHS PerynsipHo peuyenmom niossieae




6nictepi, mo 1
6nicTepy y navui

thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHu Big, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro
B MiHicTepcTBi tocTuLii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakaly MiHicTepcTBa
OXOPOHW 3[10POB's YKpaiHu Bif 26
BepecHst 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTPOKamu,

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6. AANOPUH TabneTku, BKpUTI POTA®APM TypeuunHa yopna MEANLIMH TypeuunHa PeecTpauis Ha 5 pokis 3a He UA/18366/01/01
NAiBKOBOIO INAYNAPI INAY CAH. BE MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
060/10HKO10, Mo 30 ATA. WTI. TIOK. A.LL. OHOB/OBAHOrO 3BiTY 3 6e3neKku,
Mr, no 3 TabneTkn y BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nictepi, 1 abo 2 hapmMakoHarnagy, 3aTsepakeHoro
6nictepy B KOPOOLL Haka3zom MiHiCTepcTBa OXOPOHMW
340pOB’A YKpaiHu Big, 27 rpygHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTPOKamu,
3a3Ha4YeHMMN y NepiognUyuHOCTI
NOAAHHSA perynsipHrX 3BiTiB 3
6e3neku.
7. AANOPUH TabneTku, BKpUTI POTA®APM TypeuunHa yorPna MEANLIMH TypeuunHa PeecTpauis Ha 5 pokis 3a He UA/18366/01/02
NAiBKOBOIO INAYNAPI INAY CAH. BE MepiognyHiCTb NOAAHHA perynspHo peyenmom niosnsieae
060/10HKO10, M0 60 NTA. WTI. TIOXK. A.LLL. OHOB/IOBAHOrO 3BIiTY 3 6e3neKku,
Mr, No 3 TabneTkn y BiANOBIAHO A0 MopsAaKy 34iCHEHHS
6nicTepi, 1 abo 2 thapmakoHarnagy, 3aTBepakeHoro
6nictepy B KOPOO6LL Haka3zom MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuuii YkpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 310POB's YKpaiHu Big 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTpoKamu,
3a3HavYeHMM y NepiognYHOCTI
NOAAaHHA perynspHuX 3BiTiB 3
6e3neku.
8. AEKCTEMN TabneTku, BKpUTI AT YkpaiHa AT "KUIBCbKNIA YkpaiHa peecTpaujis Ha 5 pokis 6e3 nionsi2ae UA/18367/01/01
NAiBKOBOIO "KNIBCbKIN BITAMIHHWA MepiognyHICTb NOAAHHS PerynsipHo peyenma
o60noHkoto, no 200 BITAMIHHW 3ABO" OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku,
mr no 10 TabneTok y 3ABO" BiiNOBIAHO A0 MopsAKY 34iACHEHHS




Mr Mo 28 TabneTok y

BiAnoBiaHO A0 MNopsaKy 34iNCHEHHs

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a3Ha4YeHMMN y NepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
9. AEKCTEMN TabneTku, BKpUTI AT Ykpaina AT "KNIBCbKWN YkpaiHa peecTpauis Ha 5 pokis 6e3 niossieae UA/18367/01/02
nAiBKOBOIO "KWUIBCbKWN BITAMIHHW MepiognyHiCTb NOAAHHA perynsipHo peyenma
o60onoHkoto, no 400 BITAMIHHUIA 3ABO" OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,
mr no 10 TabneTok y 3ABOA" BiANOBIAHO A0 MopsAaKy 34iACHEHHS
6nictepi, no 1 hapmakoHarnagy, 3aTBepmaxeHoro
6nictepy y nauu,i Haka3om MiHiCTepcTBa OXOPOHMW
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTposaHoro
B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpPOKamu,
3a3Ha4YeHMMN y NepioguyuHOCTI
noJaHHA perynspHux 3siTiB 3
6e3neku.
10. NEBETUPAL, | nopoLok TOB Ykpaina UxeussH LizaHben Kutaii peecTpauist Ha 5 pokiB - He UA/18368/01/01
ETAM (cybeTaHuis) y "BOPBAPTC PapmacboTuKas niossieae
noABiiHMX PAPMA" Ko., NITa
nonieTnIeHoBNX
nakeTtax Ass
hapmaLeBTU4HOro
3aCTOCYBaHHSA
11. NEBOCETWU | kpanni opabHi, yoprPna py3ia yopna MEANLINH TypeyunHa PeecTtpauis Ha 5 pokis 6e3 niosnsieae UA/18085/02/01
po3uuH, 5 mr/mn, no MEAOVUNH INAY CAH. BE MepiognyHICTb NOAAHHA PerynspHoO peyenma
20 mn 'y chnakoHi; no nTa TIOK. A.LLL OHOB/THOBAHOIO 3BITY 3 6e3neku,
1 chnakoHy B BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
KapTOHHI Kopobuj hapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTulii Ykpainu 29
ciyHs 2007 poky 3a Ne 73/13340 (y
pegfakuii Hakasy MiHicTepcTBa
0XOPOHU 37,0POB'A YKpaiHu Big, 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTpoKamu,
3a3Ha4YeHMMN y NepiognYHOCTI
nofaHHsA perynspHux 3BiTiB 3
6e3neku.
12. MANXEN TabneTkn, BKpUTI MaiinaH IHAis MaiinaH IHgjis peecTpauist Ha 5 pokis 3a He UA/18369/01/01
NAiBKOBOIO Nab6opaTtopi3 Nab6opaTopi3 MepiognyHiCTb NOAAHHA perynsipHo peuyenmom niosnsieae
o060n0oHkoto, no 400 Nimiten Nimiteq OHOB/IIOBAHOrO 3BITY 3 6e3nekwu,




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
chnakoHi, no 1 hapmakoHarnsgy, 3aTBepaXeHoro
h1akoHy B Haka3zom MiHicTepcTBa OXOPOHU
KapTOHHI ynakoBLi 340pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuULii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHMM y NepiognYHOCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
13. PIHBOK TabneTku, BKpUTI E66BI LBeliuapis nepBuHHe Ta ITanis/ PeecTpadist Ha 5 pokis 3a He UA/18371/01/01
NAiBKOBOIO Biochapmacbto BTOPUHHE Ipnangis/ MepiognyHiCTb NOAAHHS PerynsipHo peyernmom niossieae
060/10HKOI0, Tikan3 MmeX nakyBaHHS, BUNYCK CLWA OHOB/IIOBAHOTO 3BITY 3 6e3neku,
NPOJIOHIOBaHOT Ajl, cepi: BiANOBIAHO A0 MopsaKy 34iACHEHHS
15 mr; Ne28: no 7 E668I C.p.n., ITanis; hapmakoHarnsgy, 3aTBepaxeHoro
TabneTtok y 6nictepi, BMPOGHMLTBO Haka3zom MiHicTepcTBa OXOPOHU
no 4 6nictepn y nikapcbKoro 3acoby, 3[10pOB’sA YKpaiHu Bif 27 rpyaHs
KapPTOHHI KOpooL,i TeCcTyBaHHA: 2006 poky Ne 898, 3apeecTpoBaHoro
E668i AiipneHg HN B MiHicTepcTBi tocTuii Ykpainu 29
B.B., IpnaHgis; ciuHs 2007 poky 3a Ne 73/13340 (y
TeCTyBaHHs nig yac pegakuii Hakasy MiHicTepcTBa
36epiraHHs: OXOPOHW 3[10POB'sA YKpaiHu Bif 26
E66BI IHKk., CLLUA BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3riJHO 3i CTpoKamu,
3a3HayvyeHMu y nNepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
14. POCYCTAP TabneTkn, BKpUTI yopPna Ipy3ia yobna MEANUMH TypeyunHa PeecTtpauis Ha 5 pokis 3a He UA/18372/01/01
nAiBKOBOIO MEAVUNH INAY CAH. BE MepiognyHiCTb NOAAHHA perynsipHo peyernmom nionsieae
060/10HKO10, M0 10 nTa TIOXK. A.LL. OHOB/IIOBAHOrO 3BIiTY 3 6GE3NeEKU,
mr; no 10 Tabnetok BiANOBIAHO A0 MopsaKy 34iACHEHHS
y 6nicTepi, no 2 abo hapmakoHarnagy, 3aTBepaxeHoro
no 3 abo no 5 abo Haka3om MiHiCTepcTBa OXOPOHU
no 6 abo no 9 3[10pOB’A YKpaiHu Bif 27 rpyaHs
6nicTepis y kopoobLi 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuLii YKpaiHn 29
ciuyHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'st YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTpoKamu,
3a3Ha4YeHMM y NepiogNYHOCTI
noJaHHsA perynsipHux 3BiTiB 3
6e3neku.
15. POCYCTAP TabNeTKn, BKPUTI YOP/A pysisa yopag MEANLIMH TypeyumHa PeecTtpaujst Ha 5 pokis 3a He UA/18372/01/02




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MN/1iBKOBOIO MEANLINH ITAY CAH. BE MepioguyHiCTb NOAAHHA PerynsipHo peyenmom nionsizae
060/10HKO10, M0 20 nTa TIOXK. A.LLL. OHOB/IOBAHOrO 3BIiTY 3 6e3neKu,
mr; no 10 TabneTok BiANOBIAHO A0 MopsAaKy 34iNCHEHHS
y 6nicTepi, no 2 a6o hapmakoHarnsgy, 3aTBepaXeHoro
no 3 abo no 5 a6bo Haka3zom MiHicTepcTBa OXOPOHU
no 6 a6o no 9 300pOB’A YKpaiHu Big, 27 rpygHs
6nicTepiB y kopobui 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuULii YKpaiHu 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 3[10pOB's YKpaiHu Bif 26
BepecHsi 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKamu,
3a3HavyeHMu y NepiognyHOCTI
NoAaHHA perynsipHuX 3BiTiB 3
6e3neku.
16. POCYCTAP TabneTku, BKpPUTI yYOPN4 py3ia yopna MEANLINH TypeuunHa PeecTtpauis Ha 5 pokis 3a He UA/18372/01/03
NAiBKOBOO MEAVUNH INAY CAH. BE MepiognyHiCTb NOAAHHS PerynsipHo peyernmom niossieae
0060/10HKO10, M0 40 nTa TIOXK. A.LL. OHOBJ/IHOBAHOIO 3BITY 3 6e3neku,
Mmr; no 10 Tabnetok BiANOBIAHO A0 MopsaKy 34iACHEHHS
y 6nicTepi, no 2 abo thapmakoHarnsgy, 3aTBepakKeHoro
no 3 a6o no 5 abo Haka3zom MiHicTepcTBa OXOPOHU
no 6 aéo no 9 3[10pOB’sA YKpaiHu Bif 27 rpyaHs
6nicTepiB y kopoobLi 2006 poky Ne 898, 3apeecTpoBaHOro
B MiHicTepcTBi tocTuLii YKpaiHu 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa
OXOPOHW 3[10POB's YKpaiHu Bif 26
BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riJHO 3i CTpoKamu,
3a3HavyeHMu y nNepiognyHOCTI
nofaHHsA perynsipHunx 3BiTiB 3
6e3neku.
17. XEOEH3A cynosuTopii AnbneH LLiBefiuapis BMPOGHUK, HimeyunHa peecTpauis Ha 5 pokiB 6e3 niosnsieae UA/18373/01/01
pekTasibHi, No 5 dapma Al BiNOBIAabHMIA 3a MepiognyHICTb NOAAHHA perynspHo peyenma
CynosunTopiiB y BUNYCK cepil: OHOB/IIOBAHOrO 3BIiTY 3 6GE3NeKU,
6nicTepi, no 1 [Op. M'yctaB KnsiiH BiANOBIAHO A0 MopsaKy 34iACHEHHS
6nictepy y v6X & Ko. KT, hapmakoHarnsgy, 3aTBepikeHoro
KapPTOHHIn KopooL,i HimeuumnHa; Haka3om MiHiCTepcTBa OXOpPOHU

BiANoOBigabHNIA 3a
BMPOGHULITBO in
bulk, nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
Mepu, ®apma 'm6X i
Ko. KlraA,
HimeuynHa

3[10pOB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTBi tocTuULii YKpaiHn 29
ciuHs 2007 poky 3a Ne 73/13340 (y
pegakuii Hakasy MiHicTepcTBa
OXOPOHU 30POB'st YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTpoKamu,
3a3Ha4YeHVMM Y NepiogNYHOCTI




Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NOAAaHHSA perynsipHrX 3BiTiB 3
6esneku.
18. XITAPT PO3YMH ANS iH'EKLi, ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa peecTpaujif Ha 5 pokis 3a He UA/18374/01/01
100 mr/mn; no 2 mn 06MexeHo 0bMexeHo (peecTpavis nig iHWOK Ha3BOM0) peyenmom niossieae
y dhnakoHi; no 5 BignoBigabHi BiANOBIAANILHICTIO MepiognyHiCTb NOAAHHA perynsipHo
(pNakoHiB y cTIo chipma ipma OHOB/IIOBAHOrO 3BIiTY 3 6Ge3NeKu,
KOHTYpHIl "HoBodhapm- "HoBohapm- BiANOBIAHO A0 MopsAaKy 34iACHEHHS
YapyHKoBIl BiocuHTes" BiocnHTes" hapmakoHarnagy, 3aTBepmaxeHoro
ynakosLi; no 2 Haka3om MiHicTepcTBa OXOPOHU
KOHTYPHI YapyHKOBI 3[10pOB’A YKpaiHu Bif 27 rpyaHs
ynakoBKU B nauli 3 2006 poky Ne 898, 3apeecTposaHoro
KapTOHY B MiHicTepcTBi tocTuLii Ykpainu 29
ciyHsA 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB's YKpaiHu Big 26
BepecHst 2016 poky Ne 996),
CTaHOBUTb: 3rigHO 3i CTpPOKamu,
3a3Ha4YeHMMN y NepioguyuHOCTI
noJaHHA perynspHux 3siTiB 3
6e3neku.
19. LE®PA3ONIH MopoLOK ANs MpuBatHe Ykpaina BMPOBHMUTBO Ta YkpaiHa/ peecTpauist Ha 5 pokiB 3a He UA/18375/01/01
KOMBI PO3UMHY ANS iH'EKLiA akuioHepHe nepBuHHE Kutaiicbka MepiognyHiCTb NOAAHHA perynsipHo peyenmom niossieae
no 0,5 r NopoLLKy y TOBapPUCTBO naxkyBaHHs HapogHa OHOB/IIOBAHOrO 3BITY 3 6e3neku,
hnakoHi, 1 a6o 10, "Jlekxim - PO3UMHHNKIB, Pecny6nika BiANOBIAHO A0 MNopsaaKy 34iNCHEHHS
a6o 50 chnakoHiB y Xapkis" BTOPVHHE thapmakoHarnagy, 3aTsepakeHoro
nauuj, 1 dpnakoH 3 nakyBaHHs, Haka3oMm MiHicTepcTBa OXOPOHU
nopoLukom Ta 1 KOHTPO/b Ta BUMYCK 3[,0pOB’sA YKpaiHu Big 27 rpyaHs
amnyna 3 cepii rotoBoro 2006 poky Ne 898, 3apeecTposaHoro
po3unHHKKoM (Boga nikapcbKoro 3acoby: B MiHicTepcTBi tocTuLii Ykpainu 29
ONs1 iH'eKUiA no 5 mn MpuBaTHe CiyHs 2007 poky 3a Ne 73/13340 (y
B amnyni) B 6nictepi, akuioHepHe pepakuii Hakasy MiHicTepcTBa
1 6nicTep y nayui TOBapUCTBO "/lekxim OXOPOHU 37,0P0B'sA YKpaiHu Big, 26
- XapkiB", BepecHsi 2016 poky Ne 996),
YKpaiHa; CTaHOBUTb: 3rigHO 3i CTpOKamu,
BMPOGHULITBO Ta 3a3Ha4YeHUMN y nepioguyuHoCTi
nepBuHHE nofaHHA perynsapHuX 3BiTiB 3
nakyBaHHS NOPOLLKY: 6e3neku.
PetoHr
dapmacbloTUKas
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6ika
20. LE®A3O0MIH NnopoLloK ans MpusatHe Ykpaina BMPOBHULTBO Ta Ykpaina/ peecTpauis Ha 5 pokis 3a He UA/18375/01/02
KOMBI PO3YMHY A5t iH'EKLi akuioHepHe nepBuUHHe Kutaiicbka MepiognyHiCTb NOAAHHSA PErynsipHo peyernmom nionsieae
no 1 r NOpoLLKy y TOBapUCTBO nakyBaHHS HapogHa OHOB/IHOBAHOTO 3BITY 3 6e3neku,
thnakoHi, 1 a6o 5, "Jlekxim - PO3UYMHHNKIB, Pecny6nika BiANOBIAHO A0 MopsAaKy 34iACHEHHS
abo 50 chnakoHis y Xapkis" BTOPUHHE hapmakoHarnsgy, 3aTBepikeHoro
nayui, 1 dp1akoH 3 nakyBaHHs1, Haka3om MiHiCTepcTBa OXOPOHMU
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Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknavys Homep
n/n JNliKapcbKo20 | (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nopoLukom Ta 1 KOHTPO/b Ta BUMYCK 340pOB’A YKpaiHu Big, 27 rpygHs
amnyna 3 cepii rotoBoro 2006 poky Ne 898, 3apeecTpoBaHoro
po3umnHHukoMm (Boga nikapcbKoro 3acoby: B MiHicTepcTBi tocTuii Ykpainu 29
Ans iH'exuiii no 10 MpuBaTtHe ciuHa 2007 poky 3a Ne 73/13340 (y
M B amnyni) B akuioHepHe pepakuii Hakasy MiHicTepcTBa
6nicTepi, 1 6nictep TOBapUCTBO "/lekxim 0XOPOHU 370POB'sA YKpaiHu Big, 26
y naui - Xapkis", BepecHsi 2016 poky Ne 996),
YKpaiHa; CTaHOBUTb: 3rigHO 3i CTPOKamu,
BMPOGHULITBO Ta 3a3Ha4YeHMMN y NepiognyuHOCTI
nepBuHHE nofaHHA perynsapHuX 3BiTiB 3
nakyBaHHS NOPOLLKY: 6e3neku.
PetoHr
dapmMacbioTUKau
Ko., iTg., Kutaiicbka
HapogHa
Pecny6ika
21. LE®A3ONIH NOPOLLOK TOB "TK Ykpaina PetoHr Kutaii peecTpauis Ha 5 pokis - He UA/18376/01/01
HATPIO (cybeTaHuis) y "ABPOPA" dapmacsbtoTikan Ko., nionsi2ae
CTEPUNBbHWN | KoHTeliHepax nra.
n aloMiHiEBUX ANS
(CYBCTAHLU| thapmavLeBTUYHOro
A) 3aCcTOCyBaHHSA

FeHepasibHUI QUPEKTOpP
AuvpekTopaty dhapmaleBTUUHOro 3a6e3neyeHHs

0.0. Komapiga




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

Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

12.10.2020 Ne 2313

Hassa
JliKapcbKO20
3acoby

dopma sunycKky
(nikapcbka chopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

APTPOKC

PO34UH A1 iH'EKLN,
100 mr/mn; no 2 mny
donakoHi, no 5
h/1aKOHIB Y KOHTYpHIlA
YapyHKOBII1 yrnakoBLi;
M0 2 KOHTYpHI
YapyHKOBI YNakoBKN B
naJui 3 KapToHy

ToBapucTBO 3
06MexeHot
BiANOBIAa/bHI
cTio chipma
"HoBodhapm-
BiocuHTes"

YkpaiHa

ToBapucTso 3
06MeXeHo

BiANOBIAA/LHICTIO

thipma
"HoBothapm-
BiocuHTes"

YkpaiHa

MepepeecTpauis Ha HeobMeXeHWIA
TEePMiH.
OHoB/eHO iHdhopMaLiio y posginax
"MpoTrnokasaHHsA", "B3aemogis 3
IHLWMMK NikapcbkrMuK 3acobamm Ta
iHWi B1AW B3aemogiii", "OcobnmsocTi
3actocyBaHHs", "Mob6iuHI peakuii”,
"HecyMicHICTb" IHCTPYKLUIT AN
MeAMNYHOro 3aCTOCYBaHHSA NiKapCbKoro
3acoby BignoBiAHO 4O OHOB/EHOI
iHhopmaii woao 6esneku
3aCTOCYBaHHSA Ajl040l PEYOBUHN.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku,
BiANOBigHO 0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300p0B’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'sA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA perynsapHuMX
3BITIB 3 6e3neku.

3a He
peuyenmom niosnsieae

BAKTPOBAH
™

Ma3b HasasibHa 2 %);
no 3 ry Ty6i; no 1 Ty6i
B KaQpPTOHHI kopooLyi

nakcoCmiTKn
AH ExkcnopT
Nimiten

Benuka
BpuTaHis

nakco OnepewHc

HOK NimiTen

Benuka
BpuTaHin

MepepeecTpauis Ha HeOOMeXeHWIA
TEePMiH.

OHOB/EHO iHhopMaLito 3 6e3neku B
IHCTPYKLi 415 MeguyHoro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3gaini "Mob6iuHi peaxuii" BignosigHO
[0 matepianiB peecTpauiiHoro fochbe,
a TaKoX pefaroBaHo TEKCT y po3fini
"PapmakoTepanesTuyHa rpyna. Kog

3a He
peuenmom niosnsieae

Homep
peecmpayiliHo2o
nocsioYeHHs1
UA/14883/01/01

UA/4019/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

ATX" 3rigHo 3 knacudikatopom BOOS3.

MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0oB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOpPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HaYeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKku.

BIBUMAK

PO34NH A5 iH'EKLIN,
270 wmr inogy/mn no 50
M abo 100 mny
donakoHi; no 10
h/1aKOHIB Y KapTOHHIl
Kopobui

Ixunl Xenckea
AC

Hopgeris

Ixnl Xenckea
Ipnangisa Nimiteg,

IpnaHgjs

MepepeecTpauis Ha HEOOMEXeHNIA
TEePMiH.

OHOBNEHO iH(hopMmaLLito B IHCTPYKLT
[ONs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginax

"B3aemogis 3 iIHWMMUW NiKapCbKUMMn

3acobamu Ta iHWi BUAY B3aemogiii",
"Ocob6NMBOCTI 3aCTOCYBaHHS",

"3acTocyBaHHSA y nepiof BariTHOCTI

abo rogysaHHs rpyaaro”, "MobivHi
peaxuii” BignosigHo A0 iHhopmaui

CTOCOBHO 6€e3neku, sika 3a3HaveHa B

mMarepianax peecTpawiiHoro 4OCbeE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,

BiANoBigHO A0 Mopsaaky 34iNCHEHHS

chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOpPOHU

3040poB’A YKpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA PerynsapHmMX
3BiTiB 3 6e3neku.

3a
peyerimom

He
nionsieae

UA/4254/01/01

BISUMAK

PO34UH A5 iH'EKLINA,
320 wmr iiogy/mn no 20
M, abo no 50 mn, abo

[xunl Xenckea
AC

Hopseris

Ixunl Xenckea
Ipnangia Nimiten

IpnaHgis

MepepeecTpauis Ha HeoOMeXeHWIA
TEPMiH.
OHOBNEHO iHGhopmaL,ito B IHCTPYKL,T

3a
peyenmom

He
nionsieae

UA/4254/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi04YeHHs

no 100 mn, a6o no 200
M1, abo no 500 mn y
donakoHi; no 10
(h/1aKOHIB Y KapTOHHIl
Kopobui

AN MeAnYHOro 3acToCyBaHHSA
niKapcbKoro 3acoby y po3ginax
"B3aemogis 3 iHWWMU fikapcbKumMn
3aco6amu Ta iHLWi BuAn B3aeMogii”,
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaar”, "rMobivHi
peaxuii” BignoBigHo A0 iHhopmauii
CTOCOBHO 6€e3neku, ska 3a3HayeHa B
marepianax peecTpauiiHoro focCbe.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3040p0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3neku.

FTABAHA®

Kancynu no 75 mr, no
10 kancyn B 6nicTepi;
no 2 6nictepu B nayuj

MAT
"Kuismegnpen
apar”

YkpaiHa

NAT
"Knismegnpenapar"

Ykpaina

MepepeecTpaLis Ha HeOGMEXEHWIA
TEepMiH.

OHOBNEHO iHpopmaLito B IHCTPYKLT
[N MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby y posginax

"B3aemogia 3 iHWKMMW NiKapCbKUMMn

3aco6amMu Ta iHWi BUAY B3aemogiii",

"Oco611BOCTI 3acTOCyBaHHS"
BiANOBIAHO 4,0 OHOB/EHOT iHChopmaLii
3 6e3neku Ajtoyol pevyoBUHN.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,

BiANoOBigHO A0 MopsAaky 34iACHEHHS

hapmakoHarnsgy, 3aTBepiXeHoro
Haka3om MiHicTepcTBa OXOPOHU

304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpoKamMu, 3a3HayeHMU y

3a
peyenmom

He
nidnsieae

UA/14764/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

nepiognYHOCTI MoAaHHS perynsipHux
3BITIB 3 6e3neKun.

FABAHA®

Kancynu no 150 mr, no
10 kancyn B 6nicTepi;
no 2 6nictepu B NayLj

MAT
"Kuismegnpen
apat”

YKpaiHa

NAT
"Knismegnpenapar”

YkpaiHa

MepepeecTpauis Ha HeobMeXeHWIA
TEPMiH.

OHOoB/EHO iHGhOpPMAaLLito B IHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHsA
niKapcbKoro 3acoby y po3ginax

"B3aemogis 3 iHWVMU fikapcbkumn

3aco6amu Ta iHLWi BUAW B3aEMogiit”,

"Oco6/11MBOCTi 3aCTOCYBaHHA"
BiANOBIAHO A0 OHOBMEHOT iIHhopMaLi
3 6e3neku Ailo4ol peyoBUHY.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,

BiANoBigHO A0 Mopsaky 34iCHEHHS

thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU

304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4yeHUMmn y
nepiognyYHOCTI MoAaHHS perynspHux
3BITIB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/14764/01/02

FABAHA®

kancynu no 300 mr, no
10 kancyn B 6nictepi;
no 2 6nictepu B nayLj

MAT
"Kuismepgnpen
apat”

YkpaiHa

MNAT
"Knismegnpenapar”

YkpaiHa

[MepepeecTpauis Ha HEOOMEXEHNIA
TEPMIH.

OHoBEHO iHhopMaLito B IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginax

"B3aemogis 3 iHWMMU fikapcbKuMn

3acob6amu Ta iHLWi BUAW B3aEMogii”,

"Oco61MBOCTi 3aCTOCYBaHHS"
BiANOBIAHO A0 OHOBMEHOT iHdhopMaLii
3 6esneku Ajtyol pevyoBMHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,

BigMnoBigHO A0 MNopaaky 34iACHEHHS

chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU

34,0p0B’sA YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B

MiHicTepcTBi tocTuLii YKpaiHu 29 ciuHa

2007 poky 3a Ne 73/13340 (y pegakuii

3a
peyenmom

He
nionsieae

UA/14764/01/03
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no 1 6nictepy y
KOpOGLii 3 KAPTOHY

iHhopmauii woao 6esneku
3aCTOCYBaHHS Ait040I PEYOBUHN.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
BiANoBigHO A0 Mopsaky 34iCHEeHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHiCTepcTBa OXOPOHW
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOpPOHU
3[10pOB'sl YKpaiHu Bif 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMu, 3a3HayeHUMn y
NepioANYHOCTI NOAAaHHA PerynsapHUX

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioAnYHOCTI NOAaHHA perynsapHmMX
3BITiB 3 6e3neku.
8. FENATO®IT 36ip no 50 r a6o 100 r TOB Ykpaina TOB "HaykoBo- YkpaiHa MepepeecTpaLis Ha HeOGMEXEHWIA 6e3 He UA/3550/01/01
y nakeTi, BK1ageHomy "HaykoBo- BMPOGHMYA TEepPMiH peyenma nionsizae
B Mayky; no 1,5ry BMPOOHMYa chapmaueBTUyHa MepiognyHICTb NOAAHHS PerynsipHo
inbTp-nakeTi; no 20 hapmaveBTny KoMnaHis "EVIM" OHOB/IOBAHOrO 3BITY 3 6e3neku,
hinbTp-nakeTiB y Ha KoMMaHis BiANoBigHO A0 Mopsaaky 34iNCHEHHS
nauui "ENM" thapmakoHarnagy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
NepioANYHOCTI NOAaHHA PerynsapHmMX
3BITiB 3 6e3neku.
9. rnigunH- Tabnetku ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa MepepeecTpavis Ha HEOGMEXEHWIA 6e3 nionsieae UA/15153/01/01
340POB'A cybniHrBasTbHI no 100 06MEXeHOo 06MEXEHO TEPMiH. peyenma
mr, no 10 Tabnetok y BiANoBiAa/bHI BiANOBIAA/IbHICTIO OHOB/IEHO iH(hopmaLilo y po3ainax
6nicTepi no 5 CTIO "®apmaLeBTUyHa "Cknap" (yTouHeHHs iHdopmadii),
6nicTepiB y kopobui 3 "apmaueBTu KoMnaHis "3gopos'a” "Mo6iyHi peakuii™ IHCTPYKLiT A
KapToHy; no 30 YHa KoMMaHis MeAMYHOro 3acTOCYBaHHSA NikapCbKoro
Tabnetok y 6nictepi "3p0opos'a” 3acoby BifnoBigHO 4O OHOBMEHOI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
3BITIB 3 6e3neKku.
10. AANTMAKCIH Masb, 20 mr/r; no 25 1 NAT Ykpaina MAT Ykpaina MepepeecTpauis Ha HEOOMEXeHNIA 6e3 nidnsieae UA/4182/01/01
y Ty6i; no 1 Ty6i B "Ximdhapmszas "Ximthapm3asop TEePMiH. peuyenma
nadui 3 KapToHy oA "YepBoHa "UepBoHa 3ipka" MepiognyHiCTb NOAAHHA PerynsipHo
3ipka" OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaaky 34iNCHEeHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainu 29 ciuHsa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigAHO
3i CTpOKamMu, 3a3Ha4YeHUMmn y
nepiognyYHOCTI MoAaHHSA perynspHux
3BITIB 3 6e3MeKu.
11. OPOTABEPWU | tabnetkn, no 80 wr, ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa MepepeecTpavis Ha HeOOMEXEHWIA 6e3 nionsieae UA/10344/01/02
H ®OPTE no 10 TabneTtok y 06MeXeHOo BMPOBGHMLTBA, TEepPMiH. peyenma
6nicTepi; no 1 BiANoBiAa/bHI KOHTPO/b SIKOCTI, OHOBNEHO iHhopmaLLito B IHCTPYKLT
6nicTepy B kopobL,i 3 CTIO BUMNYCK cepil: [ONA MeNYHOro 3acTocyBaHHs
KapToHy; no 10 "focnigHnii ToBapucTso 3 nikapcbKkoro 3acoby B po3ginax
Tabnetok y 6nictepi; 3aBoj 06MeXeHoH "Ocob6NMBOCTI 3aCTOCYBaHHS",
no 2 6nictepu B "rHUIC" BiANOBIAAILHICTIO "Mo6iuHi peakuii" BiANOBIAHO A0
KOpo6L,i 3 KApTOHY; Mo "[ocnigHnii 3aBog OHOBJIEHOT iH(hopMaLii Wwoao 6e3nekn
20 TabneTok y "rTHUAC", 3aCTOCYBaHHSA Ait040i Ta JONOMIXHUX
6nicTepi; no 1 YkpaiHa,; PeYoBUH.
6nicTepy B Kopobu,i 3 BCi cTagii MepioAnyHICTb NOAAHHS PEryNsipHO
KapTOHy BMPOGHMLITBA, OHOB/IHOBAHOTO 3BITY 3 6e3neku,
KOHTPONb AKOCTI, BifNOBIAHO [0 MOpsAAKY 34iNCHEHHS
BUMYCK Cepii: chapmakoHarnsgy, 3aTBepmkeHoro
ToBapwvCTBO 3 Haka3oM MiHicTepcTBa OXOPOHU
06MeXeHo 304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
BiANOBIAA/TbHICTIO poky Ne 898, 3apeecTpoBaHOro B
"papmMaueBTNYHa MiHicTepcTBi tocTULT YKpainu 29 ciuHa
KOMnaHis 2007 poky 3a Ne 73/13340 (y pegaxui
"3popos's”, Hakasy MiHicTepcTBa OXOPOHM
YKpaiHa 3/10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA perynsapHMX
3BITIB 3 6e3neku.
12. APOTABEPW | Ta6bnetku, no 80 wmr, in ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa MepepeecTpauis Ha HeobMeXeHWiA - He UA/12184/01/01
H ®OPTE bulk: no 9000 a6o 06MeXeHo 06MeXeHo TEePMiH. niosnsieae
15000 Tabnetok y BiANOBIAa/bHI BiANOBIAA/LHICTIO MepiognyHiCTb NOAAHHA perynspHo
KOHTeliHepax CTHO "locnigHwii 3aBog OHOBJ/1HOBAHOrO 3BIiTY 3 6GE3NEKN,




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

nnactMacoBux

"[ocnigHnii
3aBof,
"THLAC

"rHUaCt

BiANoBigHO A0 Mopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pO0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognyYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.

13.

KOPCAP® H

TabneTtkn, BKPUTI
NNiBKOBOK
060/10HKO0, 160
mr/12,5 wr, no 10
TabneTtok y 6nictepi;

no 3 a6o 6 6nictepiB y

nauui

AT "®apmak”

YkpaiHa

AT "®apmak”
(dbacyBaHHA Ta
nakysaHHs 3 in bulk
ipm-BUPOGHMKa
BankaHgapma
AynHnua AT,
Bonrapist)

YkpaiHa

MepepeecTpavis Ha HeOOMEXeHWIA
TEPMiH.

OHOBNEHO iHpopmaLito B IHCTPYKLT
[N MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby y posginax
"PapmMakonorivyHi BnactmsocTi”,

"Moka3aHHs" (YTOYHEHHS iHhopMaLi),
"MpoTrnokasaHHsA", "B3aemogis 3
iHLIMMKM nikapcbkMKM 3acobamu Ta

iHWi BMAW B3aemogiit", "OcobnmnsocTi
3aCcTOCyBaHHA", "3acTOCyBaHHA Y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "MepenosyBaHHA", "MoGIYHI
peaxuii” BignosigHo A0 iHhopmaui
LLIO0SI0 MEAMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO /ikapCbKoro 3acoby
(KO-4IOBAH, TabneTku, BKpUTI
o060n0oHkoto, 160 mr/12,5 mr, 320 mr/25
Mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBiAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil Ykpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA PerynsapHmMX
3BiTiB 3 6e3neku.

3a
peyenmom

He
nidnsieae

UA/14294/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi04YeHHs

14.

KOPCAP® H

TabneTku, BKpUTI
N1iBKOBOO
060s10HKOt0, 320 Mr/25
mr, no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y navui

AT "dapmak"

YkpaiHa

AT "dapmak”
(thacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-BUpPOGHMKaA
BankaHgapma
AynHnua AT,
Bonrapisi)

YkpaiHa

MepepeecTpauis Ha HeOOMeXeHWIA
TEePMiH.

OHOB/EHO iHGhOPMAaLLit0 B IHCTPYKLT
AN MeAnYHOro 3acToCyBaHHSA
niKapcbKoro 3acoby y po3ginax
"dapmMakonorivyHi BAacTuBocTi",

"MokasaHHsa" (yTOYHeHHS iHdhopmalLii),
"MpoTunokasaHHsa", "B3aemopis 3
iHLIMMK NikapcbkMKM 3acobamu Ta

iHWi BUAM B3aemogijit, "Ocob6mBoCTi
3acTocyBaHHs", "3acTocyBaHHA Y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHA Ta
nosun", "MepenosyBaHHA", "MoGIYHI
peakuii" BigNoBigHO A0 iHchopmavi
LLOSI0 MEAMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO NlikapcbKoro 3acoby
(KO-AIOBAH, TabneTtkn, BKpUTI
060/10HKO0, 160 Mr/12,5 mr, 320 mr/25
Mr).

MepiognyHiCTb NOAAHHA PerynsipHoO
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0oB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Hakasy MiHicTepcTBa OXOpPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HaYeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/14294/01/02

15.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO, 320
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis y
nauuj

AT "dapmak"

Ykpaina

AT "®apmak”
(thacyBaHHA Ta
nakyBaHHs 3 in bulk
hipMu-BMpo6GHMKa
BasnkaHtapma
AynHnua AT,
Bonrapis)

Ykpaina

MepepeecTpauis Ha HEOOMEXeHNIA
TEePMiH.

OHOBNEHO iH(hopMmaLLito B IHCTPYKLT
[ONs MeAnYHOro 3acTocyBaHHS
nikapcbKoro 3acoby y po3ginax
"PapmMakonorivyHi BnactmsocTi”,

"MokasaHHa" (yTOUHeHHS iHdhopmalLii),
"MpoTunokasaHHsa", "B3aemopis 3
iHLWMMK niKkapcbkrMuy 3acobamm Ta

iHWi BMAW B3aemogijin", "OcobnmnsocTi
3acToCyBaHHA", "3acTOCyBaHHSA Y
nepiog, BariTHOCTi abo rogyBaHHs

rpyaar";, "Cnocib 3acTocyBaHHs Ta

3a
peyerimom

He
nionsieae

UA/14295/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

no3n", "Mepeno3syBaHHs", "T06IYHI
peaxuii” BignosigHo A0 iHhopmaui
LLI0A0 MEAMNYHOIO 3aCTOCYBaHHS
pechepeHTHOro likapcbKoro 3acoby
(KO-AIOBAH, TabneTtkun, BKpUTI
060n0Hkoto, 320 mMr/12,5 mr).
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULiT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3/10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA perynsapHMX
3BiTiB 3 6e3neku.

16.

KOPCAP® H

TabneTku, BKpUTI
nNiBKOBOK
060/10HKO, 320
mr/12,5 wmr in bulk: no
10 kr TabneTok y
MiLLIKax

AT "dapmak”

YKpaiHa

BasnkaHtapma
AOynHuusa AT

Bonrapis

nepepeecTpawis Ha HeobMeXxeHui
TEePMiH.

MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANoOBigHO A0 MopsAaky 34iACHEHHS
thapmakoHarnsgy, 3aTsepmkeHoro
Haka3om MiHiCTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpoKamMm, 3a3HayYeHMn y
NepioANYHOCTI NOAaHHA perynsapHUX
3BITIB 3 6e3neKku.

He
nionsieae

UA/14292/01/01

17.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKOI0, 80
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 abo no 6
6nicTepiB y nauui

AT "®apmak"

YkpaiHa

AT "dapmak"
(thacyBaHHA Ta
nakyBaHHs 3 in bulk
ipm-BNPOBHMKA
BankaHgapma
AynHnua AT,
Bonrapist)

YkpaiHa

[MepepeecTpauis Ha HEOOMEXEHNIA
TEPMIH.

OHoBEHO iHhopMaLito B IHCTPYKLT
AN MeAnYyHOro 3acToCyBaHHsA
nikapcbKoro 3acoby y po3ginax
"PapmMakonoriyHi BnactmsocTi”,

"MokasaHHs" (YTOYHEHHS iHdhopMalLiT),
"MpoTtunokasaHHsa", "B3aemopgis 3
IHLLIMMKM NikapcbKMKU 3acobamu Ta

iHWi BuAn B3aemogiin”, "OcobamBoCTi

3a
peyenmom

He
nionsieae

UA/14293/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi04YeHHs

3acTocyBaHHs", "3acToCcyBaHHs y
nepiopg, BariTHoCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta
no3n", "Mepeno3syBaHHs", "T06IYHI
peaxuii” BignoBigHo A0 iHhopmauii
LLI0A0 MEANYHOIO 3aCTOCYBaHHS
pechepeHTHOro ikapcbKoro 3acoby
(KO-AIOBAH, TabneTtkn, BKpUTI
o6onoHKoto, 80 mMr/12,5 mr, 160 mr/25
Mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
3040p0B’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3neku.

18.

KOPCAP® H

TabneTtkn, BKPUTI
NNiBKOBOO
o60n0oHkoto, 160 mr/25
Mmr no 10 TabneTok y
6nictepi; no 3 abo no
6 6nicTepiB y navyi

AT "®apmak”

YkpaiHa

AT "®apmak”
(dbacyBaHHA Ta

nakyBaHHs 3 in bulk
ipm-BUPOGHMKa

BankaHgapma
AynHnua AT,
Bonrapist)

Ykpaina

MepepeecTpaLis Ha HeOGMEXEHWIA
TEepMiH.

OHOBNEHO iHpopmaLito B IHCTPYKLT
[N MeAnYHOro 3acToCyBaHHsA
NiKapcbKoro 3acoby y posginax
"apmMakonorivyHi BnactmsocTi”,

"Moka3aHHs" (YTOYHEHHS iHhopMaLi),
"MpoTrnokasaHHsA", "B3aemogisa 3
iHLIMMKM nikapcbkMKM 3acobamu Ta

iHWi BMAW B3aemogiit", "OcobnmnsocTi
3aCcTOCyBaHHA", "3acTOCyBaHHSA Y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs Ta
nosun", "MepenosyBaHHA", "Mo6IYHI
peaxuii” BignosigHo A0 iHhopmaui
LLIO0SI0 MEMYHOIO 3aCTOCyBaHHS
pethepeHTHOrO /ikapCbKoro 3acoby
(KO-4IOBAH, TabneTku, BKpUTI
o60osoHKot, 80 Mr/12,5 mr, 160 mr/25
Mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,

BiANoBigHO A0 Mopsaaky 34iNCHEeHHS

3a
peyenmom

He
nidnsieae

UA/14293/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpaiHu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepiognMYHOCTi NoAaHHA perynsipHux
3BiTiB 3 6e3neku.

19.

KOPCAP® H

TabneTku, BKpUTI
nNiBKOBOK
060/10HKO0, 80
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

AT «DapmMak»

YKpaiHa

BankaHgapma
AOynHuusa AT

Bonrapis

MepepeecTpauis Ha HeOOMeXeHWIA
TEPMiH.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpoKamMm, 3a3HayYeHMn y
NepioANYHOCTI NOAaHHA perynsapHUX
3BITIB 3 6e3neKku.

He
nionsieae

UA/14291/01/02

20.

KOPCAP® H

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, 160
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

AT "®apmak"

YkpaiHa

BankaHgapma
AynHuus AT

Bonrapis

[MepepeecTpauis Ha HEOOMEXEHNIA
TEPMIH.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/THOBAHOIO 3BITY 3 6e3neku,
BiANoBigHO A0 Mopsaky 34iCHEeHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHiCTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuUil YKpaiHu 29 ciuHs
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOpPOHU
3[10pOB'sl YKpaiHu Bif 26 BepecHsi
2016 poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamMu, 3a3HayeHMn y
nepiognYHOCTI MoAaHHS perynsipHux
3BITIB 3 6E3MEKU.

He
nionsieae

UA/14290/01/01

21.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOIO

AT «Papmak»

Ykpaina

BankaHgapma
AynHvus AT

Bonrapis

MepepeecTpauisi Ha HeOBMEXEHWIA
TEPMiH.

He
nidnsieae

UA/14291/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk KpaiHa

BUPOBHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs

060/10HKOH, 160 Mr/25
mr; in bulk: no 10 kr
TabneTok y milukax

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
340poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLiT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3/10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepiognMYHOCTi NoAaHHA perynsipHux
3BiTiB 3 6e3neku.

22,

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOIO
o60onoHkoto, 320 mMr/25
mr; in bulk: no 10 kr
TabneTok y Millkax

AT "dapmak”

YKpaiHa

BankaHtapma
AOynHuusa AT

Bonrapis

MepepeecTpauis Ha HeOOMeXeHWIA
TEPMiH.
MepiognyHiCTb NOAAHHA perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku,
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULIT YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpoKamMu, 3a3HayeHMn y
NepioANYHOCTI NOAaHHA perynsapHMX
3BITIB 3 6e3neKku.

He
nionsieae

UA/14290/01/02

23.

KCEHIKAN®

kancynu no 120 wmr, no
21 kancyni y 6nictepi;
no 1, 2 a6o 4 6nictepun
B KQPTOHHIl1 ynakoBLj

YEMNITAPAPM
ApuHaiimitTen
b 'M6X

HimeuunHa

ITanis/
LLBetiuapis/
HimeuunHa

Bupo6bHMLTBO
Hepo3dhacoBaHol
NPOAYKLI:
[enbthapm MinaHo
C.P.N., Itanis;
MMepBuHHE Ta
BTOPWHHE
nakyBaHHs:
[Jenbdapm MinaHo
C.P.N1., Itanis;
®.XohpmaHH-/15
Pow ltg,
LLIseliyapis;
BrnpobyBaHHs
KOHTPOJO AKOCTI:
[enbchapm MinaHo

[MepepeecTpauis Ha HEOOMEXEHNIA
TEPMIH.

OHoBeHo iHdopmaLito y po3gini
"Oitn" (pegaryBaHHs TEKCTY) iHCTPYKUT
[ANs MenyHOro 3acTocyBaHHs
niKkapcbKoro 3acoby BiANOBIAHO A0
6e3Mekn 3aCToCcyBaHHA Ajito4oi
pEeYOBUHM.
MepiofnyHICTb NOAAHHS PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3nekwu,
BiANoBigHO A0 Mopsaky 34iCHEeHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHiCTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuil Ykpainu 29 ciyHs

3a
peyenmom

He
nionsieae

UA/10540/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
C.P.N., Itanis; 2007 poky 3a Ne 73/13340 (y pegakui
Bunyck cepii: Haka3y MiHicTepcTBa OXOPOHU
YENNADAPM 370pOB'A YKpaiHu Bif, 26 BepecHs
ApuHaiimiTTens 2016 poky Ne 996), cTaHOBUTbL: 3riHO
'M6X, HimeuyunHa 3i CTpOKamu, 3a3Ha4YeHUMN y
nepiognYHOCTI NoAaHHSA perynsipHux
3BITiB 3 6e3neku.
24, NOUEPUN® nak ons Hirtie Fanpepma CA LLiBeiiuapis NABOPATOPII PpaHuin MepepeecTpaLis Ha HeOGMEXEHWIA 6e3 nionsieae UA/14681/01/01
nikyBanbHuiA, 50 FANOEPMA TEepPMiH. peyernma
mr/mn; OHoBAEeHo iHdhopMaLito 3 6e3nekun B
no 1,25 mn, a6éo 2,5 IHCTPYKLiT Ana MeguyHoro
M/, abo 5 mMny 3acTOCyBaHHS MikapcbKoro 3acoby y
donakoHi; no 1 po3ainax "®apmakonoriyHi
donakoHy (B KOMNAEKTI BNacTUBOCTI" (YTOUHEHHS iHchopmaLii),
3 30 ouuLLyBasIbHUMU "MpoTrnokasaHHsA", "B3aemogisa 3
TamnoHamu, 10 iHLIMMKM nikapcbkMKM 3acobamu Ta
wnarensmu Ta 30 iHWi BMAW B3aemogiin", "OcobnmnsocTi
nuaoYKaMmn N5 HIrTie) 3aCcTOCyBaHHA", "3acTOCyBaHHA Y
B KapTOHHIi kKopo6uyj; nepiog, BaritTHocTi abo rogyBaHHs
no 1,25 mn, a6éo 2,5 rpyaa” (YTouHeHHs iHdhopmadii),
M/, abo 5 mMny "Cnoci6b 3acTocyBaHHA Ta fo3un"
hNakoHi 3 KPULLIKOKO 3 (yTouHeHHs iHdhopmauit), " "Aitn"
annikatopom; no 1 (yTouHeHHs iHcopmauii), "
hnakoHy (B KOMNAEKTI Mepeno3yBaHHA" BiAMOBIAHO A0
3 30 ouuLLyBasIbHAMU mMarepianis peecTpauiiHoro JOCbeE.
TamnoHamu Ta 30 MepioanyHiCTb NOAAHHA PerynsipHo
nuaoYKaMu 415 HirTie) OHOB/OBAHOrO 3BIiTY 3 6e3neKu,
B KapTOHHIi kopo6ui BiANoBigHO A0 MopsAaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainm 29 ciuHa
2007 poky 3a Ne 73/13340 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU
300pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognyYHOCTI MoAaHHSA perynspHux
3BITIB 3 6e3neku.
25. MArHIO MOPOLLIOK (Cy6CTaHLis) TOB "TK YkpaiHa NIAOHIH CIHXAM KuTaii nepepeecTpavis Ha HeobMexeHuii - He UA/11317/01/01
KAPBOHAT y NOABIAHNX "ABPOPA" SAPMACBIOTUKAN TEepPMiH nidnsieae
BAXKWNIA nosieTuIeHoBMX Ko., N1TA
(MATHESIA MiLLKax A
182) hapMaLeBTUYHOIO
3acToCcyBaHHsA
26. MC140 cnpeii HazaslbHUiA, AT "dapmak" Ykpaina AnoTekc IHK. KaHaga MepepeecTpauisi Ha HeOBMEXEHWIA - He UA/14952/01/01
cycneHsisi, 50 TEPMiH. nidnsieae
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
MKr/go3y; no 140 fosy MepiognyHICTb NOAAHHSA PerynsipHo
hnakoHax (6e3 OHOB/IOBAHOrO 3BITY 3 6e3neKu,
€TVKETKUN) 3 HAaCOCOM- BiANOBIAHO A0 MopsAaky 34iNCHEHHS
[103aTopoM 3 chapmakoHarnsgy, 3aTBepmkeHoro
posnunoBavem Haka3oM MiHicTepcTBa 0XOPOHU
Ha3asIbHOro 340poB’A YKpaiuu Big 27 rpyaHa 2006
NpU3HaYeHHs 3 poky Ne 898, 3apeecTpoBaHoro B
HaHeCeHO Ha3BO MiHicTepcTBi tocTuLiT YKpainu 29 ciuHa
npenapary Ta 2007 poky 3a Ne 73/13340 (y pegakuii
HOMepoM cepii Ha AHi Haka3y MiHicTepcTBa 0XOpPOHU
dhnakoHy; no 56 3/10pOB'A YKpaiHu Bif 26 BepecHs
th1akoHiB y kopobLi 2016 poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpOKamMu, 3a3Ha4eHuMmn y
nepioANYHOCTI NOAaHHA perynsapHmMX
3BiTiB 3 6e3neku.
27. HEOCOPB KpucTaniyHmi PoketT PpaHuis POKETT ®PEPEC PpaHuis nepepeecTpawis Ha HeobmeXxeHni - He UA/11400/01/01
no NOpPOLLOK $pepec TEPMiH nionsieae
(cybeTaHuis); y
MilLKax nanepoBux 3
BHYTPILLHbOIO
nonieTnIeHoBow
npokiagKot Ans
chapmaL,eBTUYHOro
3acTocyBaHHs
28. OBEPIH® KpucTanivyHmi TOB "Teonik Ykpaina TOB HaykoBso- YkpaiHa nepepeecTpawis Ha HeobMeXxeHul - He UA/15329/01/01
MOPOLLIOK (Cy6CTaHLis) Papm BMPOGHMYA hipma TEepPMiH nionsizae
y NOABIAHNX MapKeTuHr "MIKPOXIM"
noslieTuIeHoBMX Mpyn"
naketax gns
chapmaL,eBTU4YHOro
3acToCcyBaHHsA
29. MPE®EMIH TabneTkn, BKPUTI Amakca Benvka BMPOBHULTBO, LBeiiyapis MepepeecTpauis Ha HeOBMEXEHWIA 6e3 nionsieae UA/14671/01/01
NiBKOBOO dapmva T BpuTtaHis naxkyBaHHs, TEepMiH. peyenma
060/10HKO10, M0 20 Mr; KOHTPO/b AKOCTI Ta OHOB/EHO iH(hopmaLilo y po3ainax
no 30 TabneTok y BUMYyCK Cepili: "apmakonoriyHi BnactmsocTi”,
6nicTepi; no 1 a6o 3 Makc Llennep 3boHe "MokaszaHHs", "OcobnmBoCTi
6nicTepy B KAPTOHHIi Ar, WBeiiuapis; 3acTocyBaHHs", "Cnocib 3acTocyBaHHS
Kopoobui KOHTPONb AKOCTI: Ta fo3un", "Mo6iyHi peakuii" iIHCTpyKLi
Na6op Uonninrep AN MeAnYHOro 3acTOCyBaHHSA
Ar, LLiseliuapis; nikapcbKoro 3acoby BignoBifHO A0
nepBuHHE Ta marepianiB peecTpauiiiHoro f0che.
BTOPWHHE MepiognyHICTb NOAAHHS PerynsipHo
nakyBaHHs, OHOB/IIOBAHOTO 3BITY 3 6e3neku,
MapKyBaHHS: BiANOBIgHO 0 MOpsAAKY 34iNCHEHHS
Coro dnopgic thapmakoHarnsgy, 3aTBepAkeHoro
IHTepHeLLUHN Haka3oM MiHicTepcTBa 0XOPOHU
CsiT3epneHg CA, 300poB’A YKpaiuu Big 27 rpyaHa 2006
LLIBeliuapis; poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
KOHTpPO/b Ccepiii: MiHicTepcTBi tocTuLii YKpaiHu 29 ciuHs
IHTepnabop benn 2007 poky 3a Ne 73/13340 (y pepakuii
Ar, Lseiiuapis Hakasy MiHicTepcTBa OXOpPOHM
3[,0p0B'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamMm, 3a3HayYeHMn y
NepioANYHOCTI NOAaHHA PerynsapHUX
3BITIB 3 6e3neKku.

30. CANOPANDbK | TabneTtkun, BKpUTI [Op. danbk HimeuunHa BignoBiganbHuii 3a HimeuunHa MepepeecTpauis Ha HeobMeXeHWi 3a He UA/3745/04/01
060/10HKOI0, dapma M'm6X BWMYCK Cepiii TEePMiH. peyenmom niosisieae
KMLLKOBOPO34UHHI, NO KIHLLeBOro NPOAYKTY OHOBNEHO iH(hopMmaLLito B IHCTPYKLT
250 wmr; no 10 Ta a/ibTepHaTuBHe ONA MeANYHOro 3aCTOCYBaHHA
Tabnetok y 6nictepi; BTOPVHHE nikapcbKoro 3acoby B po3ginax
no 5 a6o no 10 nakyBaHHS: "Cknapg" (peparyBaHHs TekcTy 6e3
6nicTepiB y kopobui 3 [p. danbk dapma 3MiHM iHchopmawii),

KapTOHY 'm6X, HimeuunHa; "GapmakoTepanesTuyHa rpyna”
BUpO6HUK, (peparyBaHHs TeKCTy 6e3 3MiHN koay),
BiANOBiAa/IbHWI 32 "Oco61MBOCTI 3aCTOCyBaHHA",
BMPOGHMLITBO "3acTocyBaHHs Mif 4yac BariTHoCTi abo
[,030BaHoi dhopmu, rofyBaHHs rpyaat” (pefaryBaHHs
nepBrHHE, BTOPVHHE TEKCTy Ta YTOUYHeHHs iHchopmawii),
nakyBaHHs Ta "Cnocib 3acTtocyBaHHs Ta go3un"
KOHTPO/b SIKOCTI: (peparyBaHHs! TEKCTY Ta YTOYHEHHS
NozaH ®apma M'vbX, iHdpopmauii), "AiTn"(peparysaHHs
HimeuunHa,; TEKCTY Ta YyTOYHeHHS iHchopmauii),
BUpO6HUK, "Mo6iyHI peakui™ BigNoBigHO A0
BiANOBIAA/IbHWI 32 mMaTepianiB peecTpawiiHoro fOCheE.
nepBUHHE, BTOPUHHE MepiognyHICTb NOAAHHS PerynsipHo
nakyBaHHS Ta OHOB/IHOBAHOTO 3BITY 3 6e3neku,
KOHTPONb AKOCTI: BiANoBigHO A0 Mopsaaky 34iNCHEHHS
No3aH ®apma M'v6X, thapmakoHarnagy, 3aTsepaxeHoro
HimeuunHa Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOAaHHA perynsapHmMX
3BiTiB 3 6e3neku.

31. CANODPANDbK | TabneTku, BKpUTI Op. ®anbk HimeuunHa BiANOBigabHUIA 3a HimeyunHa MepepeecTpauis Ha HeOGMeXeHWIA 3a He UA/3745/04/02
060/10HKOH0, dapma 'mM6X BUWMYCK Cepiii TEPMiH. peuenmom nionsieae
KMLLKOBOPO34MHHI, N0 KiHLLeBOro NpOAYKTY OHOBNEHO iHhopmaLito B IHCTPYKL,T
500 wmr; no 10 Ta anibTepHaTuBHe ONA MeANYHOro 3aCTOCyBaHHSA
Tabnetok y 6nictepi; BTOPUHHE nikapcbKoro 3acoby B po3ginax
no 5 a6o no 10 nakyBaHHS: "Cknag" (pegaryBaHHsl TEKCTy 6e3
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
6nicTepiB y kopobui 3 [p. danbk dapma 3MiHM iHchopmawii),
KapToHY 'M6X, HimeuunHa; "GapmakoTepanesTuyHa rpyna”
BMPOGHMK J030BaHOI (peparyBaHHs TekCTy 6e3 3miHn kogy),
dopmu, KOHTPOb "Oco6nMBOCTI 3acTOCyBaHHS",
AKOCTI: "3acTocyBaHHsA nif Yac BariTHoCTi abo
PotTengopd Papma roflyBaHHs rpyaar” (pegarysaHHs
'm6X, HimeuunHa; TEKCTy Ta YTOYHeHHS iHchopmalii),
BUPOBHMK "Cnoci6b 3acTocyBaHHA Ta f03un"
BiANOBigabHUI 3a (peparyBaHHs TEKCTY Ta YTOYHEHHS
nepBUHHE, BTOPUHHE iHchbopmawii), "AiTn" (peparyBaHHs
nakyBaHHs Ta TEKCTY Ta YTOUYHeHHs iHdhopMmaui),
KOHTPO/b AKOCTI: "Mo6iuHi peakuii" BiANOBIAHO A0
PotTeHgopd ®apma mMarepianis peecTpauiiHoro JOCbeE.
'M6X, HimeuunHa; MepiognyHICTb NOAAHHA PerynspHo
BMPOBHUK [030BaHOI OHOB/OBAHOrO 3BIiTY 3 6e3neKku,
dopmu, NepBrHHE, BiANoBigHO A0 MopsAaky 34iNCHEHHS
BTOPWHHE chapmakoHarnsgy, 3aTBepAXeHoro
nakyBaHHs Ta Haka3om MiHicTepcTBa OXOPOHU
KOHTPO/b AKOCTI: 3040poB’A Ykpaiuu Big 27 rpyaHs 2006
NosaH ®apma M'vbX, poky Ne 898, 3apeecTpoBaHoro B
HimeuunHa,; MinicTepcTBi tocTuLii YKpainn 29 ciuHa
BMPOGHMUK, 2007 poky 3a Ne 73/13340 (y pegakui
BiAnoBiganbHUii 3a Haka3y MiHicTepcTBa OXOPOHU
nepBuHHe, BTOPUHHE 370pOB'A YKpaiHu Bif, 26 BepecHs
nakyBaHHs Ta 2016 poky Ne 996), cTaHOBUTbL: 3riHO
KOHTPO/b SIKOCTI: 3i CTpOKamMu, 3a3Ha4eHUMmn y
NozaH ®apma M'mbX, nepiognyYHOCTI NoAaHHSA perynsipHux
HimeyunHa 3BITIB 3 6e3neku.
32. TPAKPIYM™ PO3YNH A5 iH'EKLIN, AcneH ®apma IpnaHgis nakcoCmiTKnsaiiH ITanis MepepeecTpauis Ha HeobMeXeHui 3a He UA/4249/01/01
10 mr/mn; no 2,5 mn TpeigiHr MaHydakTypuHr TEePMiH. peyenmom niossieae
ab6o 5 mn B amnyni; no NimiTen C.N.A. OHOB/IEHO iH(hopmaLLilo y po3ainax

5 amnyn y KOHTYpHiit
N1acTMKOBIli ynakoBLi
B KapPTOHHIi Kopo6Lyi

"B3aemogis 3 iHWVMU fikapcbkumn
3aco6amu Ta iHLWi BUAW B3aeEMogiit”,
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y Nepiog BariTHOCTI
abo rogyBaHHSA rpyaar” (BHECEHI
YTOUHEHHS), "Cnocib 3acTocyBaHHA Ta
fo3n", "Mo6iuHi peakyji” Ta
"HecyMiCHICTb" IHCTPYKUIT AN
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BignoBigHO A0 maTepianis
peecTpaLiiHoro AocbeE.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BiANoBigHO A0 MopsAaky 34iNCHEeHHS
thapmakoHarnsgy, 3aTBepAXeHoro
Haka3oMm MiHicTepcTBa OXOPOHU
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
300poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii YKpainn 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3riHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
nepiognyYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
33. TPUPTA3UNH- | Tabnetku, BKpUTI ToBapucTso 3 Ykpaiva ToBapucTso 3 YkpaiHa MepepeecTpaLis Ha HeOOMEXEHWIA 3a He UA/4689/01/01
340POB'A NNiBKOBOIO 06MeXeHo 06MEXEHO TEepPMiH. peuyenmom nidnsieae
060/10HKOH0, M0 5 Mr, BignoBsiganbHi Bi4nNoBiAabHICTIO OHOB/EHO IHCTPYKLUiO 4518 MeANYHOro
no 10 TabneTtok y CTIO "®apmaueBTnyHa 3acTocyBaHHSA NikapcbKoro 3acoby B
6nicTtepi; no 5 "®apmauesTu KOMMaHis po3gini "OcobamBoCTi 3acTocyBaHHS"
6nicTepiB y KAPTOHHIl YyHa KOMMaHis "3nopoB " BiANOBIAHO 4,0 OHOB/EHOT iHhopmaLi
Kopobui; no 50 "3popoB’s" 3 6e3nekn AONOMDKHUX PeYOBUH
Tabnetok y 6nictepi; nikapcbKkoro 3acoby.
no 1 6nictepy B MepiognyHICTb NOJAHHA PerynspHo
KapTOHHI KopobLi; no OHOB/IOBAHOrO 3BITY 3 6e3neku,
50 TabneTtok y BiANoBiAHO A0 Mopsaaky 34iNCHEHHS
6nictepax chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil YKpainu 29 ciuHa
2007 poky 3a Ne 73/13340 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
NepioANYHOCTI NOAaHHA PerynsapHmMX
3BiTiB 3 6e3neku.
34. ®EMOCTOH TabneTku, BKpUTI A6GOTT HigepnaHam ABGOTT HigepnaHgm MepepeecTpauis Ha HeOGMeXeHWIA 3a He UA/4836/01/02
® NNiBKOBOIO Xenckea Bionopxikans b.B. TEPMiH. peyenmom nionsieae

060/10HKOHD, M0 2 Mr +
TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOH0, MO 2
mr/10 wmr;
Komb6i-ynakoska Ne 28
(28x1); Ne 56 (28x2);
Neo 84 (28x3): 14
TabneTok, BKPUTUX
NNiBKOBOIO
060/10HKO0, LiernsiHo-
4YepBOHOI0 KO/IbOPY MO
2 Mr + 14 TabneTok,

Mpopaxtc B.B.

OHOB/IEHO iHGhopMmaLito y po3ginax
"PapmMakonorivyHi BnactmsocTi”,
"MpoTrnokasaHHA", "B3aemogis 3
iHLIMMK niKapCcbknMK 3acobamn Ta
iHWi BMAW B3aemogiin", "OcobnmnsocTi
3actocysaHHs", "Mo6iuHI peakwi"
IHCTPYKLiT 4519 MeguyHoro
3acToCyBaHHs NikapcbKoro 3acoby
BiANOBIAHO A0 mMaTepianis
peeCTpaL,iiiHOro AOChE.
MepiognyHicTb NoaaHHsA perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku,
BignoBigHO A0 Mopaaky 34iCHEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs
BKPUTUX MNiBKOBOO chapmakoHarnsgy, 3aTBepAxeHoro
060/10HKOI0, XXOBTOrO Haka3oM MiHicTepcTBa 0XOPOHU
KOnbopy no 2 mr/10 mr 34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
y 6nicTepi; no 1 a6o 2, poky Ne 898, 3apeecTpoBaHoro B
ab6o 3 6nictepu B MiHicTepcTBi tocTuLiT YKpaiHu 29 ciuHa
Kopoobui 2007 poky 3a Ne 73/13340 (y pegaxui
Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigAHO
3i CTpOKamMu, 3a3Ha4eHUMmn y
nepioANYHOCTI NOJaHHA perynsapHmMX
3BiTiB 3 6e3neku.
35. ®EMOCTOH TabneTku, BKpUTI ABGOTT Higepnangm ABGOTT HigepnaHgm MepepeecTpauis Ha HeOOMeXeHWIA 3a He UA/4836/01/01
® NNiBKOBOIO Xenckea Bionopxikans b.B. TEePMiH. peuenmom nionsieae
obonoHkoto, no 1 mr + | lMpogaktc B.B. OHoB/eHO iHdhopMaLiio y po3ginax
TabneTku, BKpUTI "PapmMakonoriyHi BnactmsocTi”,
NNiBKOBOIO "MpoTunokasaHHsA", "B3aemopis 3
060n10HKo0, Mo 1 iHLIMMK NikapcbkMKn 3acobamu Ta
Mmr/10 mr; iHWi BUAM B3aemopiit*, "OcobmBoCTi
KOMGi-ynakoBka Ne 28 3acTocyBaHHs", "Mo6ivHi peakuii”
(28x1); Ne 56 (28x2); IHCTPYKLi 415 MeguyHoro
Ne 84 (28x3): 14 3acTocyBaHHS Nikapcbkoro 3acoby
TabneTok, BKPUTMX BigNoBigHO A0 MaTepianis
NNiBKOBOIO peecTpavLiiniHOro AoChbe.
060/10HKO0, 6i10r0 MepiognyHICTb NOAAHHS PerynsipHo
Konbopy no 1 mr + 14 OHOB/IOBAHOrO 3BITY 3 6e3neku,
TabneTok, BKpUTMX BiANoBiAHO A0 Mopsaaky 34iNCHEHHS
NNiBKOBOIO chapmakoHarnsgy, 3aTBepAxeHoro
060/10HKOI0, Ciporo Haka3zom MiHicTepcTBa OXOpPOHU
Konbopy no 1 mr/10 mr 34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
y 6nicTepi; no 1 a6o 2, poky Ne 898, 3apeecTpoBaHoro B
ab6o 3 6nictepu B MiHicTepcTBi tocTuLil YKpaiHu 29 ciuHa
KopoobLi; 2007 poky 3a Ne 73/13340 (y pegakui
Haka3y MiHicTepcTBa OXOPOHU
3[10pOB's YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKaMu, 3a3Ha4eHUMmn y
NepioANYHOCTI NOAaHHA PerynsapHmMX
3BiTiB 3 6e3neku.
36. ®NYKOHA30 | nopoluok (cybcTaHLis) BE3 Xopsaris paHynes IHgis IHais nepepeecTpawis Ha HeobmeXxeHul - He UA/15037/01/01
n y NoABiHMX Papmaxem Nimiteq TEepPMiH nionsizae
nonieTnIeHoBuUxX 4.0.0.

nakeTtax gns
hapMaLeBTUYHOIO
3acTocyBaHHs
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FeHepanibHUI gUpPEKTOpP
AnpekToparty ¢papmaLeBTUHHOro 3a6e3nevyeHHs 0.0. Komapiga



AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

12.10.2020 Ne 2313

NMEPENIK

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

abo no 4 6nictepu B
KapTOHHIA KopooLi

bulk" Ta KOHTpOb
cepii; nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

NikapcbKoro 3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOBJOBAHOTO 3BITY 3 6e3NeKn NikapcbKoro 3acooby,
abo focnigpkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3acoby B nic/isspeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnimkeHs (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHoMm) - 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3zin "OcobnmBoCTi 3acToCyBaHHA" Bi4NOBIAHO A0
OHOB/IEHOT iHhopMaLil Woao 6e3nekun giroyol
pevoBUHU. BBeEHHA 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepLKeHHs.
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTnBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - 3MiHK [0 po3Ainy
“MapkyBaHHA" B 3aTBepKeHHUX MKA N13.
3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
3aTBEPKEHUM TEKCTOM MapKyBaHHS. 3MiHW BHECEHI

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
1. 3- pigvHa (cybcTaHuis) y [JepxaBHe YkpaiHa Oy Kbto Yemikanc HimeuyunHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis: 3MiHu | - UA/9151/01/01
METUNBYTUP 6oukax ans nigNPUEMCTBO 6X TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEHYBaHHS!
OBA KUCJ/TIOTA | BUKOPUCTaHHA Mpwu "3aBop, Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOGHWLTBI XiMIYHMX BMPO6HMKa (BK/THOYAK4M, 3a HEOOXIAHOCTI, MicLe
HecTepuIbHNX peakTuBiB" NpoBefEeHH KOHTPOJIIO SIKOCTI), a60 BNacHWka MacTtep-
Nikapcbknx hopm HaykoBo- thaiina Ha A®I, abo noctavasnbHuka APl/BrxigHoro
TEeXHOOori4YHor marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
0 KoMMnekcy 3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAaYEHO
"lHcTuTyT y [OCbE Ha Nikapcbkuii 3aci6) 3a BifCyTHOCTI
MOHOKpUCTani cepTudpikaTa BignoBiAHOCTI EBpONeECHKii
B" hapmakonei y 3aTBepKeHOMY [0Cbe, a60 BUPOOHMKA
HaujioHasibHOT HOBOI JOMOMIXXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
akagemii Hayk [OCbE) - 3MiHa Ha3BU BUPOGHMKa AD| 3-
YkpaiHun" MeTUNB6yTUPOBOI KACOTK, 6€3 3MiHN Micus
BMPOGHULITBA
2. L-TUPOKCVH Tabnetkun no 100 mkr BEPNIH-XEMI | HimeuyunHa BEPNIH-XEMI AT, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/8133/01/01
100 BEP/IH- no 25 tabneTtok y Al HimeuunHa TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
XEMI 6nicTepi; no 1 a6o 2, (BMPOGHMLTBO "in thapmakoHarnsgy. 3MiHa y KOpoTKili xapakTepucTuui
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

[0 TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro 3acoby
LLLO0Z0 3a3HAaYEHHSA Ha YNakoBLi O4MHWLb BUMIpPOBaHHS
Sl. BBeeHHS 3MiH NpOTArom 6-Tu Micauis nicns
3aTBEPAKEHHS

L-TUPOKCUH
125 BEP/IH-
XEMI

Tabnetkun no 125 mkr,
no 25 Tabnetok y
6nicTepi; no 1 a6o 2,
ab6o 4 6nictepu B
KapTOHHI/ KopoobLi

BEP/NIH-XEMI
Al

HimeuunHa

BEP/IH-XEMI AT,
HimeuunHa
(BMpPOGHMLTBO "in
bulk" Ta KOHTpOb
cepili; nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3acToCyBaHHA Ha MiAcTaBi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro 3acoby,
abo pocnimkeHb 3 6e3neky 3acToCyBaHHS NMiKapCbKOro
3acoby B nic/speecTpaviiiHuii nepiod, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BiAMNOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHNM YMOBHOBaXKEHUM
opraHoM) - 3MiHW BHeCeHi A0 IHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHA NlikapCbKoro 3acoby y
po3gain "OcobnnBoCTi 3acTocyBaHHA", BigNOBIgHO A0
OHOBJIEHOI iHhopMaLii 3 6e3nekn Ailo4ol peyoBUHN.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPIKEHHS
3MiHM | TNy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3giny “MapkyBaHHsA" B 3aTBepaxeHnx MKHA N3.
3anponoHoBaHo: MapkyBaHHS. 3rigHo i3
3aTBEPKEHNM TEKCTOM MapKyBaHHS. OHOBNEHHS
TEeKCTy MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby 3
BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHA y cuctemi Sl.

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peyenmom

UA/8133/01/04

L-TUPOKCWUH
150 BEP/1IH-
XEMI

Tabnetkun no 150 mkr,
no 25 TabneTtok y
6nicTepi; no 1 a6o 2,
abo 4 6nictepu B
KapTOHHI KOpooLyi

BEP/NIH-XEMI
Al

HimeuunHa

BEPNIH-XEMI AT,
HimeuunHa
(BMpPOGHMLTBO "in
bulk" Ta KOHTpO/b
Cepiit; NaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)

HimeuunHa

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLiT
[AN19 MeANYHOro 3acTOCyBaHHs Ha NiAcTasi peryigpHo
OHOB/IIOBAHOTO 3BITY 3 6e3Mnekn NikapCbKoro 3acoby,
abo pocnimkeHb 3 6e3neky 3acToCyBaHHS NMikapCbKOro
3acoby B nicnsipeecTpauiiiHnii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
BiAANOBIAHO A0 NnaHy neaiatpuyHunx gocnigxeHs (PIP)
(3MiHy y3rofpkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoM) - 3MiHW BHECeHi [0 IHCTPYKLi An1s
MeAMYHOro 3aCTOCYBaHHSA NikapCbKoro 3acoby y
po3ain "Ocob6MBOCTi 3acTOCyBaHHS", BiANOBIAHO A0
OHOB/EHOI iHhopMaLlii 3 6e3nekn Ailn4oi peyoBUHU.

3a
peyenmom

UA/8133/01/05
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
3MiHM | TNy - 3MiHK Wwoao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
po3ainy “MapkyBaHHs" B 3aTBepmpKeHnx MKA /13.
3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
3aTBEPMKEHNM TEKCTOM MapKyBaHHS. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NiKkapCbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHUL
BMMIipIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPMKEHHS

L-TUPOKCWH
50 BEP/1IH-
XEMI

TabneTkn no 50 Mkr no
25 TabneTtok y
6nictepi; no 1 a6o 2,
abo no 4 6nictepu B
KapTOHHIA KopooLi

BEP/IIH-XEMI
Al

HimeuunHa

BEP/IH-XEMI AT,
HimeuunHa
(BMPOGHMLTBO "in
bulk”, KOHTpO/b
cepii; nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepianis: 3MiHK |
TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
NikapcbKoro 3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[ANA MeAUYHOro 3aCTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOIO 3BITY 3 6e3NeKn NikapcbKoro 3acooby,
abo focnigpkeHb 3 6e3neky 3acToCyBaHHA NiKkapCbKoro
3acoby B nic/ispeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/ILKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnimkers (PIP)
(3MiHy y3roKeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHoMm) - 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3zin "OcobnnBoCTi 3acToCyBaHHA" BigNOBIAHO A0
OHOB/IEHOT iHhopMaLii Woao 6e3nekun giroyol
pevoBUHU. BBeEHHA 3MiH NPOTATroM 6-Tu MicALiB
nicns 3aTBepaKeHHs
3MiHM | TRy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
po3giny “MapkyBaHHs" B 3aTBepmpKeHnx MKA N13.
3anponoHoBaHo: MapkyBaHHs. 3rigHo i3
3aTBEPKEHVM TEKCTOM MapKyBaHHSA. 3MiHW BHECEHI
[0 TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro 3acoby
LL{0/0 3a3HAaYEHHS Ha YNakoBLi OANHULb BUMIPIOBAHHS
Sl. BBefieHHs 3MiH NpPOTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

3a
peyenmom

UA/8133/01/02

L-TUPOKCWUH
75 BEP/IH-
XEMI

TabneTkn no 75 Mkr,
no 25 tabneTok y
6nictepi; no 1 a6o 2,
ab6o 4 6nictepn B
KapTOHHilA Kopoo6Li

BEP/NIIH-XEMI
Al

HimeuunHa

BEP/IH-XEMI AT,
HimeyunHa
(BPO6GHMLTBO "in
bulk" Ta KOHTpO/b
cepiii; nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)

HimeuunHa

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
chapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
[ANs MeMYHOro 3acTOCyBaHHS Ha MiAcTaBi perynsipHo
OHOB/OBAHOIO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpaliiiHuii nepiog, abo sk

3a
peyenmom

UA/8133/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
Bi4NOBIAHO A0 NNaHy negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHNM YNOBHOBaXKEHUM
OpraHoMm) - 3MiHM BHECEHI [0 iHCTPYKUiT Ans
MeAMYHOro 3aCTOCyBaHHA NikapCbKoro 3acoby y
po3gain "OcobnnBoCTi 3acTocyBaHHSA", BiANOBIAHO A0
OHOBJIEHOT iHhopMaLii 3 6e3nekn Aito4oi peyoBUHN.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPMKEHHS
3MiHM | TUny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3giny “MapkyBaHHsA" B 3aTBepKeHnx MKA N3.
3anponoHoBaHo: MapkyBaHHs. 3rifgHo i3
3aTBEPMKEHNM TEKCTOM MapKyBaHHS. OHOBNEHHS
TEKCTy MapKyBaHHS yNnakoBKM NiKapCbKoro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPAKEHHS
7. ABAHANAB® Tabnetku no 50 mr, no AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17653/01/01
1 tabnetuyj y 6nictepi, "KUIBCbKWM BITAMIHHUIA TUNy - BBEAEHHS A04ATKOBMX PO3MIpIiB Cepiii roTOBOro | peyenmom
no 1 6nicTepy B nauui; BITAMIHHUIA 3ABOA" nikapcbKkoro 3acoby; NponoHoBaHa pedakuis Po3mip
no 4 Tabnetkn y 3ABO4" cepii ynakoBka Nel
6nictepi, mo 1 270 000 yn. 950 000 yn. fogaTkoBKii po3mip cepii 95
6nicTepy B naui 000 yn. ynakoska Ne4 67 500 yn. 237 500 yn.
[Jopartkosuii po3mip cepii 23 750 yn
8. ABAHANAB® Tabnetkn no 100 wr, AT YkpaiHa AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/17653/01/02
no 1 Tabnetuiy "KNIBCbKNW BITAMIHHWA TUNy - BBEAEHHSI A0AATKOBMX PO3MIpIB Cepiii roTOBOro | peyenmom
6nicTepi, no 1 BITAMIHHNIA 3ABOS" nikapcbKoro 3acoby; NpornoHosaHa peaakLis Po3mip
6nicTepy B naui; no 4 3ABOL" cepii ynakoBka Nel
Tabnetku y 6nicrepi, 135 000 yn. 475 000 yn. logatkoBuii po3mip cepii 47
no 1 6nictepy B nauui 500 yn. ynakoska Ne4 Po3wmip cepii 33 750 yn. 118 750
yn. [logatkoBuid po3mip cepii 11 875 yn
9. AJEMMNAC® TabneTku, BKpUTI Baiiep Al HimeuunHa Baiiep AT, HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/14101/01/01
NAiBKOBOK 0H60/TI0HKOI0 HimeuunHa (BCi TMNYy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
no 2,5 mr Ne 42: no 21 cTagii BUp6HULTBA); thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
Tabnetui y 6nictepi; LteremaHH po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
no 2 6nictepu B JloHdhepnakyHr & MapKyBaHHS. 3rigHO 3aTBEpKEHOro TekcTy
KapTOHHI/ nayuj; Ne NoricTiwep Cepsic MapkyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
84: no 21 Tabnetui 'y e.K., HimeyunHa yNakoBKM NiKapCbKOro 3acoby o0 3a3Ha4YeHHs
6nicTepi; no 4 (BTOPUHHE MiKHapOAHWX NO3HaYeHb OAUHULIb BUMIPIOBAHHS.
6nicTepy B KAPTOHHIi nakyBaHHs1) BBeaeHHs 3MiH npoTarom 6 micsAuiB nicns
nauui 3aTBEPAKEHHS
10. AJEMIMAC® TabneTkun, BKpUTI Baiiep Al HimeuunHa Baiep AT, HimeuunHa BHECEHHS 3MiH 10 peecTpaliinHMxX maTtepiasis: 3MiHu | 3a UA/14101/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NiBKOBOK 060/I0HKOO HimeuunHa (BCi MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
no 2,0 mr, Ne 42: no 21 cTagii BUp6HMLTBA); thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
Tabnetui y 6nictepi; LLTeremaxH po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
no 2 6nictepu B JNloHdepnakyHr & MapKyBaHHs. 3rigHO 3aTBEPIKEHOr0 TeKCTy
KapTOHHI nayuj; Ne NoricTiwep Cepsic MapkyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
84: no 21 tabneTtui 'y e.K., Himeuunna yNakoBKM NiKapCbKOro 3acoby LWo0 3a3HaYeHHs
6nicTepi; no 4 (BTOPUHHE MiXXHapOAHWX NO3Ha4YeHb OAVHULb BUMIPHOBAHHS.
6nicTepy B KApTOHHii nakyBaHHs) BBefeHHA 3MiH NpOTArom 6 Micsuis nicns
nauuj 3aTBepKEHHSA
11. AJEMIMNAC® TabneTku, BKpUTI Baiiep Al HimeyunHa Baiiep AT, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 3a UA/14101/01/03
NAiBKOBOK 0H60/TI0HKOI0 HimeuunHa (BCi TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 1,0 mr, Ne 42: no 21 cTagii BUp6H1LTBAa); thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
Tabnetui y 6nictepi; LteremaHH po3giny “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
no 2 6nictepu B JNoHdpbepnakyHr & MapkyBaHHS. 3rigHO 3aTBepKeHOro TekcTy
KapTOHHI/ nayuyj; Ne NoricTiwep Cepsic MapkyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
84: no 21 TabneTtui 'y e.K., HimeyunHa yNakoBKM NiKapCbKOro 3acoby o0 3a3Ha4YeHHs
6nictepi; no 4 (BTOpUHHE MKHapOAHMX MNO3HAYEHb OAVHNLL BUMIpHOBaHHS.
6nicTepy B KAPTOHHIi nakyBaHHs1) BBefeHHs 3MiH npoTarom 6 micsAuis nicns
nauui 3aTBEPAKEHHS
12. AJEMIMAC® TabneTkun, BKPUTI Baviep Al HimeuunHa Baviep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14101/01/04
NAiBKOBOK 060/TI0HKOI0 HimeuunHa (BCi MYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
no 1,5 mr, Ne 42: no 21 cTagii BUp6HULTBA); thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
Tabnetui y 6nictepi; LTeremaxH po3sginy “MapkysaHHa” MKA /13; 3anponoHoBaHo:
no 2 6nictepu B JloHdhbepnakyHr & MapKyBaHHS1. 3rigHO 3aTBepAKEHOro TeKkcTy
KapTOHHI/ nayuj; Ne NoricTiwep Cepsic MapkyBaHHS. 3MiHW BHECEHI B TEKCT MapKyBaHHS
84: no 21 TabneTtui 'y e.K., Himeuunna yNakoBKW NMiKapCbKOro 3acoby LoA0 3a3HauYeHHs
6nictepi; no 4 (BTOpUHHE MiXXHapOAHNX MO3HAYEHb OAMHNLb BUMIpPHOBAHHS.
6nicTepy B KApTOHHii nakyBaHHs) BBefeHHA 3MiH NPOTArom 6 Micsuis nicns
nauuj 3aTBEPAKEHHS
13. AJEMMNAC® TabneTku, BKpUTI Baiiep Al HimeuunHa Baiiep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpauliiHux maTepiasis: 3MiHN | 3a UA/14101/01/05
NNiBKOBOK 060/1I0HKOI0 HimeyunHa (BCi TMNYy - 3MiHU WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
no 0,5 mr Ne 42: no 21 cTagii Bup6Hu1LTBAa); thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
Tabnetui y 6nictepi; LLTeremaHH po3giny “MapkyBaHHa" MKA /13; 3anponoHoBaHo:
no 2 6nictepu B JNoHdepnakyHr & MapkyBaHHS. 3rigHO 3aTBepKeHoro TekcTy
KapTOHHIiA nauui; Ne NoricTiwep Cepsic MapkyBaHHs. 3MiHN BHECEHI B TEKCT MapKyBaHHS
84: no 21 TabneTtui 'y e.K., Himeuunna yNakoBKM NiKapCbKOro 3acoby W00 3a3HayYeHHs
6nictepi; no 4 (BTOpUHHE MiKHapPOAHMX MO3HAYeHb OAVHNLb BUMIpPHOBaHHS.
6nicTepy B KAPTOHHIiA naxkyBaHHs) BeefeHHs 3MiH npoTarom 6 micsAuis nicns
naui 3aTBEPAXKEHHS
14. AQPEHANIH- PO3YUH A1 iH'EKLLNA, ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4761/01/01
340POB'A 1,82 mr/mn, no 1 mn B obmexeHor obmexeHoro TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKWit 3acib. peyenmom
amnyni; no 10 amnyny | BignoBiganbHi BiANOBIAA/ILHICTIO CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
KapTOHHI KopobLi; no CTHO "PapmaleBTUYHA PO3Mipy YNnakoBKv roTOBOro NikapCcbKoro 3acoby




35

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
1 mn B amnyni; no 5 "®apmavesTn KomMaHis "3gopos'a” (BUTyYEHHSI YNakoBK/ NMEBHOTO PO3Mipy) - BUyYEHHS
amnyn y 6nictepi; no 2 | 4Ha KOMnNaHis ynakoBku no 1 mn B amnynax Ne 5 B kopobui Ta Ne 5
6nicTepy B KAPTOHHIi "3p0pos'a” (5x1) y 6nicTepi B KOpoO6Li; 3 BiANOBIAHUMM 3MiHAMU Y
Kopo6ui; no 1 mn B po3aini «YnakoBka». BBeieHHS 3MiH NpoTArom 6-Tu
amnyni; no 10 amnyn y MiCALIB MiCNA 3aTBEPOXKEHHS.
6nictepi; no 1
6nicTepy B KapTOHHIl
Kopobui
15. AEBIT® NAUT Kancynm m'siki, no 10 AT Ykpaina AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHN | 6e3 UA/17758/01/01
Kancyn y 6nictepi; no "KNIBCbKNW BITAMIHHU MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
1 a6o 3 6nictepu y BITAMIHHUIA 3ABOA" hapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
nauui 3ABO4" MapKyBaHHS1 YNakoBKM NiKkapCbKoro 3acoby Liogo
3a3HayYeHHs1 MKHapPOAHWNX NO3HaYeHb OAVHNLb
BMMIpIOBaHHS. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIiB
nicns 3aTBepmKeHHs
16. AEPO®INIH® Tabnetku no 400 mr Ei.Bi.Ci. ITanis EiA.Bi.Ci. ITanis BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/4391/01/01
no 10 TabneTok y dapmacbIoTiL PapmacboTium TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 n C.IM.A. C.MN.A. hapmakoHarnsay (iHwi 3MiHn) - BHECEHHS 3MiH 40
6nicTepy B KAPTOHHii po3gainy MKA: MapkyBaHHS
KopooLi MponoHoBaHa pepakLis MapkysaHHs BignosigHo o
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby
(BignosigHo go sumor Hakasy MO3 YkpaiHu Big,
23.07.2015 Ne 460 3i 3MiHaMu) 3 BHECEHHSIM
iHbopMmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPIOBaHHSA
y cuctemi Sl.
17. A3APrA® Kpanni o4Hi, no 5 mn'y HoBaprTic LLiBefiuapis AnkoH-KyBpbop Benbrisa BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHN | 3a UA/10400/01/01
dhnakoHi-kpanesbHUL dapma Al TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
"[pon-TeiiHep®"; no 1 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
ch1akoHy-KkpanenbHuLj po3gainy “MapkyBaHHa" MK /13": 3anponoHoBaHo:
y KopobLji 3 KapTOHY 3rifHo i3 3aTBEPAKEHNM TEKCTOM MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHS 3MiH
npoTArom 6-T1 MicALIB NicNa 3aTBEPAKEHHS
18. A3APrA® Kpanni o4Hi, no 5 mny HoBaprTic LLiBefiuapis AnkoH-KyBpbop Benbrisa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/10400/01/01
donakoHi-KpanesibHULj dapma Al UMY - 3MiHW 3 AKOCTi. A®Il. KoHTponb AdL. 3miHa y peuenmom

"Apon-TeliHep®"; no 1
ch1akoHy-KkpanenbHuLj
Y KOpO6Lj 3 KApTOHY

napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BUXiHUIA/NPOMIXXHWIA NpoAYKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(3BYXXEHHA [0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumdikauii) - 3MiHM 0 cneundikaLii KOHTPOIo
BMXigHOro marepiany rigpokcunamid-O-cynboHOBOI
kucnotn (HOSA), Sknit BUKOPUCTOBYETLCS AN
BMpo6HUUTBa AP| BpuH30oNamigy, a came, 3BYy)KEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
[OMYyCTUMMX MeX MokasHuka «KinbKicHe BU3HAYEHHS»
MeTO[0M TUTPYBaHHS, 3 « = 92,0%» Ha « = 94,0%»
19. A3SUTPOMILUUH | TabneTkun, BKpUTI AT "I'piHgekc" Natsis Bnycapma- MopTyranis BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/13480/01/01
rPIHOEKC NNiBKOBOIO IHaycTpis MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKOI0, N0 500 dapmaueBTHKa, hapmakoHarnagy (iHwi 3miHn) - 3amMiHa po3giny
Mr, o 3 TabneTkm y «[I'pachmueckoe ochopmeHne ynakoBkm» Ha po3zin
6nicTepi; no 1 «MapkupoBka» B MKA J13: 3anponoHoBaHo:
6nicTepy B nauuj 3 MapkupoBka. CornacHo yTBepXAeHHOMY TEKCTY
KapToHy MapKMpPOBKW.
3MiHV BHECeHi B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby L0A0 3a3HaYeHHsT MXHaPOAHUX
no3HayYeHb OAVHWLb BUMIPIOBaHHSA. TepPMiH BBEAEHHSA
3MiH - NPOTArom 6 MicsLiB NicNs 3aTBepayKEHHS
20. A3SUTPOMILUUH | kancynu no 125 mr ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/9503/01/01
-300POB'A ons TOB 06MEXEHO0 06MEXEHOI TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
"®apMaueBTNYHa BiANOBiAa/bHI BiANOBIAA/IbHICTIO hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
KoMnaHisa "3g0poB'a™: CTi0 "®GapmaueBTuyHa MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby 3
no 6 kancyny "dapmaLeBT KOMnaHis BHECEHHAM iH(hopMaLii LoAO 3a3HaYeHHS OANHULb
6nicTepi; no 1 YHa KOMMaHis "3p0poB'a", YkpaiHa BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
6nicTepy B KapTOHHii "3p0pos'a” (sci cTagji 6-TW MicsALiB NiCNsA 3aTBEPIPKEHHS
Kopobui; ana TOB BMPOOHMLTBA,
"®apmekc pyn": no 6 KOHTPO/1b SIKOCTI,
Kancyn y énictepi; no BUMNYCK cepil);
1 6nictepy B ToBapucTBO 3
KapTOHHilA Kopoo6Li 06MexeHo
BiANOBIAA/LHICTIO
"®APMEKC I'PYy1",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/Ib SIKOCTI)
21. A3UTPOMIUUH | kancynu no 250 mr ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/9503/01/02
-300POB'A ana TOB obmexeHoro obmexeHoro MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
"®apmavueBTUYHa BiANOBIAA/bHI BiAMNOBIAA/ILHICTIO thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
KoMMaHia "310poB a™: CTIO "®GapmaueBTuyHa MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3
no 6 kancyny "®apmavesTu KOMMaHis BHECEHHAM iH(hopMaLii LLOAO 3a3HAYEHHS OAUHULb
6nictepi; no 1 YyHa KOMMaHis "3popoB's”, YkpaiHa BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
6nicTepy B KapTOHHiIl "3p0pos'a" (Bci cTagii 6-Tn MicsLIB NicNs 3aTBEPKEHHS
Kopobui; ana TOB BUPOGHMLTBA,

"®apmekc pyn": no 6
Kancyn y 6nictepi, no
1 6nictepy B
KapTOHHI/ KopoobLi

KOHTPO/b IKOCTI,
BUNYyCK cepil);
ToBapucTBO 3

06MEXEHOI0

BiANOBiAA/IbHICTIO

"®APMEKC IrPYyM",
YkpaiHa (Bci cTagii
BMPOGHMLTBA,
KOHTPO/Ib SIKOCTI)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
22. A3UTPOMIUUH | kancynu no 500 mr ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/9503/01/03
-300POB'A ons TOB 06MEeXEHO 06MEXEHO TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
"®apmMaueBTnYHa BiANOBIAA/bHI BiANOBIAA/LHICTIO thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
KomMaHia "3gopoB s CTIO "GapmaueBTuyHa MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
no 3 kancynu y "®apmaueBTn KOMNaHis BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHS OANHULLL
6nicTepi, no 1 YHa KOMMNaHis "3p0poB'a", YkpaiHa BMMIpIOBaHHS y cuctemi Sl. BBeeHHA 3MiH NPOTAroM
6nicTepy B KapTOHHIl "3popos's" (Bci cTagiji 6-TV MicALiB NiCNSA 3aTBEPKEHHS
Kopobui; ana TOB BUPOGHMLTBA,
"®apmekc Mpyn": no 3 KOHTPO/b SKOCTI,
Kancynu y 6nictepi, no BUMYCK cepii);
1 6nictepy B ToBapucTBO 3
KapTOHHI KopoobLi obmexeHoro
BiANOBiAa/IbHICTIO
"®APMEKC IPYM",
YkpaiHa (Bci cTagil
BMPOGHMLTBA,
KOHTPO/b SIKOCTI)
23. AIPTEK aepo30/b AN neHmapk IHAis neHmapk IHAisA BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/13754/01/01
iHransujin fo3oBaHwui, dapmacboTUK PapmacbloThKan3 MMy - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
25/50 mkr/pgo3sy, no ans ita. nra. hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
120 go3 B MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
aIOMIHIEBOMY BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHUL
KOHTEliHepi 3 BMMIpIOBaHHA y cuctemi Sl. BBeeHHs 3MiH NpoTArom
[03y04MM KnanaHoMm i 6-TV MicALiB NicNsA 3aTBEPAKEHHS
PO3NW0HYOI0
HacajKow 3 3aXVCHUM
KOBMaykom; no 1
KOHTEliHepy B
KapTOHHI Kopoo6Li
24, AKBAMAKC Kpanni HasasbHi 0,65 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHeceHHs1 3MiH 40 peecTpaviiHnx maTtepiasiB: 3MiHn | 6e3 UA/12832/01/01
%, no 20 MmNy 06MeXeHOI0 06MeXeHOI0 ™ny - 3MiHK Wwopo 6e3nekn/edekTBHOCTI Ta peyenma
h/1aKoHI 3 KPULLIKOIO BiANOBiAA/bHI BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
KpanesibHULEHo 3i CTH0 "GapmaueBTuyHa po3ainy “MapkyBaHHs” MKA 13: 3aTBepAXeHo:
CK/ISIHOO NINETKOto, Mo "®apmaveBTn KoMnaris "3popos'a” MAPKYBAHHA TekcT MapKkyBaHHSA AO4AETLCS.
1 chnakoHy y kopobui 3 YHa KOMMaHis 3anponoHoBaHo: MAPKYBAHHA BignosigHo Ao
KapTOHY "3popos'sa" 3aTBEPKEHOr0 TEKCTY MapKyBaHHA. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
BMMIpIOBaHHs y cuctemi Sl, iHchopma,ii woao
TOBAPHOro 3Haky, JIoroTUny KoMnaHii Ta iHLwoi
TeXHiIYHOI iHhopmaLiii. BBeAeHHSA 3MiH NpOTArom 6-Tu
MiCSILiB MiC/1A 3aTBEPAKEHHS.
25. AKCACTPON® TabneTku, BKpUTI AT "T'piHaexc" Natsia Pemegika TOB Kinp BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/10542/01/01
nNiBKOBOIO TMNYy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom

060/10HKOI0, N0 1 Mr,
no 14 tabneTtok y
6nictepi, no 2
6/1icTepy B KApTOHHIl

thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0

po3ainy «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
CornacHo yTBepXaeHHOMY TEKCTY MapKUpOBKU. 3MiHU

BHECEHI B TEKCT MapKyBaHHSA yNakoBKM J1iKapCbKOro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
naui 3aco0y WoA0 3a3HauYeHHA MiXKHAPOAHWX NO3Ha4YeHb
OZIMHULb BUMIPIOBAHHSA. TepMiH BBEA,EHHS 3MiH -
npoTArom 6 micslis nicns 3aTBepAkKeHHs
26. AKTINPON Tabnetku no 100 mr Megokemi Kinp Megokemi NTA, Kinp BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/17654/01/01
no 10 TabneTtok y nTa (3aBopg AZ), Kinp TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
6nicTepi, no 3, 6 abo 9 (nepBuHHE Ta thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
6nicTepiB Y KAPTOHHIM BTOPVHHE MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
Kopobui nakyBaHHs); BHECEHHSM iHhopMaLii LWoA0 3a3HaUYEHHS OANHULLL
Megokemi IT], BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
(UeHTpanbHuii 3-x MicALiB nicns 3aTBepyKeHHSA
3aBsog), Kinp
(BMPOGHMLTBO 3a
NOBHUM LMK/IOM)
27. AKTINPON Tabnetkn no 200 mr Megpokemi Kinp Megpokemi T/, Kinp BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17654/01/02
no 10 TabneTtok y nTa (3aBog AZ), Kinp TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
6nicTepi, no 3, 6 abo 9 (nepBuHHe Ta hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
6nicTepiB y KAPTOHHiIl BTOPUHHE MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby 3
Kopobu,i nakyBaHHs); BHECEHHSM iHhopMaLii LWoA0 3a3Ha4YeHHsS OAVHULb
Mepokemi NT/, BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
(LleHTpanbHwuii 3-x MicsLiB Nicns 3aTBEPIYKEHHSN
3aBog), Kinp
(BMpPOGHMLTBO 3a
NMOBHUM LIVK/TOM)
28. AKTPANIA® PO34MH A5 iH EKLi, A/T Hoeo [Oanis A/T HoBo Hopgick, [ania/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/0325/01/02
HM 100 MO/mn no 10 mn Hopgaick [aHis (BUpoBHMK PpaHuin TMNYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peuenmom
y donakoHi; no 1 0151 MapKyBaHHA Ta thapmakoHarnsgy. 3MiHW y KOpOTKili XxapakTepucTui
h1aKoHy Y KapTOHHIl yNakoBkun hnakoHiB, NiKapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKL,iT
KOpoo6Li BTOPWHHOTO AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
nakyBaHHs); AIT OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY faHnMK Ta
Hoeo Hopgick, AaHuMu 3 hapMakoHaragy - 3MiHM BHECEHO [0
[aHis (BUpoBHMK IHCTPYKLUIT 418 MeANYHOro 3aCTOCYBaHHS JliKapCbKOro
Hepo3ghacoBaHoro 3acoby Ao po3giny "OcobanBOCTi 3aCTOCyBaHHA".
NpoayKTY, BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
HanoBHEHHS B 3aTBEPAKEHHS
hakoHuW, NepBUHHA
ynakoBka, KOHTPO/b
AKOCTI Ta
BifNOBigabHWIA 3a
BUMYCK Cepiii
KiHLLeBOro
npoaykTty); Hoso
Hopgick
MpogatokcboH CAC,
®paHLin (BUPOOHUK
NpoAyKUii 38 NOBHUM
LIMK/IOM)
29. ANAKTUH Tabnetkun no 0,5 wmr; TeBa I13painb TeBa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/9595/01/01
no 2 abo 8 Tabnetoky | PapmaueBTika C.p.o. Pecny6nika TMNYy - 3MiHK 3 iKocTi. CepTudikaT BignosigHOCTI/TE- | peyenmom




39

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
naswui; no 1 naswyiy n lHAacTpi3 cepTudikaT BignoBigHOCTI EBponenchkiii
Kopobui nra. thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTuchikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPMCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHWn cepTuddikat
Bif} y)ke 3aTBEPAXEHOro BUPOBHMKA -
OHOB/EHHS cepTudikaTy BiANoBIigHOCTI EBpoNenchkili
dapmaxkonei Ne R1-CEP 2006-170-Rev 02 ans gitouoi
peyoBUHM kabeproniHy Bif BXe 3aTBEPAXEHOro
BUpo6HuKa (Teva Czech Industries s.r.o., Uecbka
Pecny6nika)
30. ANEKCAH® PO34MH A1 iH'EKUI Ta EBEBE ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH [0 peecTpaviiiHuXx maTepianis: 3MiHK | 3a UA/1150/01/01
iHcpy3iiA, 20 mr/mn, no dapma ec.m.6.X. Hdpr. KT, HimeuyunHa TUMY - 3MiHW 3 SKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peuenmom
5 mn (100 mr) y fec.m.6.X. ABCTpist (NOBHUIA CuncTema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
donakoHi, no 1 Hdor.KI LMKN BUPOBGHNLTBA); chopmu abo po3Mipy KOHTeliHepa Yu
(h/1aKOHY B KapTOHHiii Na6op IC CE & 3aKynopBa/IbHOrO 3acoby (NepPBUHHOT YNaKoBKW)
Kopoobui Ko.KT, HimeuunHa (cTepunbHi nikapcbki 3ac061) - BHECEHHS 3MiH A0
(TecTyBaHHs); MM/ mMarepianis peecTpauiiHoro AOCbE NiKapCbKoro
Mikpobionoriwec 3acoby, a came OHoOBNeHHSA p. 3.2.P.7. Cuctema
Mptochnabop Mm6X , KOHTeliHep/3aKynopoBasibHWi 3aci6: y 3arasibHii
ABCTpIA 4acTWHi OHOBIEHO (DOPMY/OBaHHA BCTYMY; BUAAIEHA
(TecTyBaHHs) HecyTTeBa iHhopMaLlis Ta OHOB/IEHO peakLiiio
cneuudikauiin (Specification vials 6 R; Routine tests
injection vials 6 R; Technical drawing of vials 6 R;
Specification Stopper 6 R; Routine tests injection
Stopper; Technical drawing of injection Stopper for 6
R)
31. ANNEKCAH® PO34MH ANA iH'eKLii Ta EBEBE ABCTpIs EBEBE ®apma AscTpisi/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/1150/01/02
iHdpysiiA, 50 mr/mn, no dapma lec.m.6.X. Hdpr. KT, HimeuunHa TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuit 3aci6. peuyenmom
10 mn (500 mr), abo lec.m.6.X. ABCTpist (MOBHWIA Cuctema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa
no 20 mn (1000 wmr), Hepr.KI LKA BUPOBHNLTBA); chopmu abo po3mipy KOHTelHepa um

a6o no 40 mn (2000
Mr) y donakoHi; no 1
(h/1aKOHY B KapTOHHiii
Kopobui

Na6op IC CE &
Ko.KI', HimeyunHa
(TectyBaHHs); MM/

Mikpobionoriwec
Mptochnabop M6X ,

AscTpis
(TecTyBaHHs)

3aKyMopHBa/IbHOIO 3acoby (MepPBMHHOT YNaKOBKW)
(cTepunbHi nikapcbki 3ac06M) - BHECEHHS 3MiH [0
MaTepianiB peecTpauiliHoro JoCbe Nikapcbkoro
3acoby, a came OHOB/EHHSA p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynopoBasibHWi 3aci6: Y 3arasibHii
YacTWHi OHOB/IEHO (hopMyNtOBaHHA BCTYNYy; BUasIEHa
HecyTTeBa iHhopMaLlisi Ta OHOB/IEHO peAakLiito
cneuudikauiii (Specification vials 6 R; Routine tests
injection vials 6 R; Technical drawing of vials 6 R;
Specification Stopper 6 R; Routine tests injection
Stopper; Technical drawing of injection Stopper for 6
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
R)

32. ANEProagnn® Kpanni o4ni 0,05 %, no | MEJA ®apma | HimeuunHa MEJA ®apma M'meX Himewunna/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4072/01/01
6 mn a6o 10 mny v6X eHg Ko. eHf Ko. KT, ITania TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
donakoHi-kpanenbHuULj, KIr HimeyunHa hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
no 1 cpnakoHy B (BUPOBHUK, MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
KapTOHHIN ynakosLi BignoBigasIbHWiA 3a BHECEHHSM iHhopMaLii LWoA0 3a3HaYEeHHS OANHULL

BUNYCK cepii); BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
TYBITIOKC ®APMA «TeKCT MapkyBaHH:A» B MKHA J13: 3anponoHoBaHo:
C.n.A., ITanisa TekcT MapKyBaHHs. Bignosigae 3aTBepaxeHoOMy
(BMPOBHWK, TEKCTYy MapKyBaHHA
BignoBigabHU 3a TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuiB nicns
BMPOGHMLTBO 3aTBEPIKEHHS
Hepo3dacoBaHol
npoaykuii, neprHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI)

33. ANNECTA® TabneTkn, BKPUTI AJTKANIOIA AL, |Pecny6nika AJIKANIOIO AL Pecny6nika BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/4290/01/01
NNiBKOBOIO Ckon'e MiBHiYHa Ckon'e MiBHiYHaA MMy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
060/10HKOI0, N0 10 Mr MakefoHis MakefoHis hapmakoHarnsagy. BeegeHHs abo 3miHu o
no 10 TabneTtok y y3ara/ibHeHUX JaHux npo cuctemy hapmakoHarnsgy
6nictepi; no 3 (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
6nicTepn y KapTOHHIl hapmakoHarnsgy, 3miHa yrnoBHoBaXKeHoi ocobu,

Kopobui Bi4NOBIAA/IbHOI 3a 3AiCHEHHST hapMakoHarnsagy;
KOHTaKTHOi 0c0obu 3 chapMakoHarnagy 3asBHuKa ans
3pjiicCHeHHst hapMakoHarnagy B YkpaiHi, K0 BoHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI

3a 3gjlicHeHHs hapmakoHarnsay (BkioYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa

YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a

hapmakoHarnsg.
[Litoua pepakuin: Onisepa MaHesa. MponoHoBaHa

pepakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX JaHuX

YNOBHOBaXXEHOT 0CO6U 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag,

34. ANNECTA® TabneTku, BKpUTI AJNIKANOIQ AL, |Pecny6nika AJNIKANOIQ AL Pecny6nika BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/4290/01/02
nNiBKOBOIO Ckon'e MiBHiYHa Ckon'e MiBHiYHa TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
060/10HKOHD, M0 20 Mr MakefoHis MakefoHis thapmakoHarnsgy. BeegeHHs abo 3miHu o

no 10 tTabneTtok y
6nictepi; no 3
6nicTepy y KapTOHHI
KopooLi

y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHS y3arasibHEeHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHeHHs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BiMiHHa Bif, YNOBHOBaXEHOI 0C06M, BifgnoBiganbHOI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemmn chapmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
hapmakoHarnsg.
[Litoua pepakuin: Onisepa MaHesa. MponoHoBaHa
pepakuisi: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
thapmakoHarnag,
35. ANNECTA® TabneTku, BKpUTI AJNIKANOIL AL, |Pecny6nika ANIKANOIL AL Pecny6nika BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 3a UA/4290/01/03
nNiBKOBOIO Ckon'e MiBHiYHa Ckon'e MiBHiYHaA TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
060/10HKOI0, N0 40 Mr MakenoHis MakeoHis hapmakoHarnsgy. BeegeHHs abo 3miHu go
no 15 TabneTtok y y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
6nictepi; no 2 (BBEAEHHSA y3ara/lbHEHNX AaHUX PO CUCTEMY
6nicTepy y KapTOHHI hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
Kopob6ui a6o no 14 BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
Tabnetok y 6nictepi, KOHTaKTHOT 0cO6U 3 chapmakoHarnsay 3asBHuKa 45
no 2 6nictepu y 3pjlicHeHHs1 chapmakoHarnsay B YKpaiHi, KLU0 BOHA
KapTOHHIA KopoobLi BiAMiHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsay) - 3aMiHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
[itova pepakuin: Onisepa MaHesa. MponoHoBaHa
pefakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag,
36. ANTEWKA cupon no 100 mny MAT Ykpaina MAT "Tanunuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/12480/01/01
FTAJIMHDPAPM 6aHLUi CKIsAHIN abo y "Tannudpapm” TMny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aci6. peuyenma
dhNakoHi CKIsiHOMY; Mo CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6 (iHLwi
1 6aHui abo hnakoHy 3MiHW) - BBEA,EHHS A0AATKOBOT KPULLKM 3 KOHTPOSIEM
3 JTOXKKOKO MipHOHO B nepLuoro BigkpuTTa 1.4d (B) 3i BCNiHEHOI NPOKNAAKOK
naJui; no 100 mny BMPOGHMLTBA hipMmn «DapMmall», YkpaiHa ans
hnakoHi thlakoHa CKISHOro. FAKICHWMIA TB KinbKiCHWIA cknag, Tun,
nosiMepHomy; no 1 dhopmMa Ta po3Mip KOMMOHEHTIB YNakoBKN He 3MiHMBCS
ch1aKoHy 3 /TOXKOH0
MipHOIO B nauuyj; no
200 M1y chnakoHi
CKIsiHOMY ab0
nonimepHomy; no 1
h1aKoHy 3 JIOXKO0
MIpHO B NayLi
37. ANTEVKA cupon in bulk: no 100 MAT Ykpaina MAT "Tannuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | - UA/12481/01/01
FTANNYDAPM My GaHLji CKISHIN, "ranunucapm” TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.

a60 y hnakoHi

CurcTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6 (iHLwi




42

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

cKnsiHomy, abo
donakoHi
nonimepHomy; no 48
6aHOK CKNsAHMX, abo
NaKOHIB CKNSAHUX,
a60 hnakoHiB
noniMmepHux y Kopobi
KapToHHOMY; in bulk:
no 200 MmNy dhnakoHi
CKIiHOMY ab0
donakoHi
nonimepHomy; no 30
h1aKOHIB CKISHNX
ab60 hnakoHiB
noniMmepHMX y Kopooi
KapTOHHOMY

3MiHW) - BBEL,EHHA A0AATKOBOI KPULLKW 3 KOHTPOSIEM
nepLuoro BigkputTa 1.4d (B) 3i BCNiHEHOI NPOKNAAKOK
BMPOGHMLTBA hipMmn «DapmMmalL», YkpaiHa gns
donakoHa ckIsHOro. SkicHWIA TB KiNbKiCHWIA ckiag, Tvn,
chopMa Ta po3Mip KOMMNOHEHTIB YNakoBKN He 3MiHUBCS

38.

ANTENKA
rANIMYDAPM

cupon no 100 mny
6aHUj cknsAHin abo y
donakoHi CKIsAHOMY; Mo
1 6aHui abo hnakoHy
3 JIOXKOIO MIpHOIO B
naJui; no 100 mny
donakoHi
nonimepHomy; no 1
dh1aKoHy 3 JI0XKO0
MipHOIO B naui; no
200 mn'y oriakoHi
CKIsiHOMY ab0o
noniMepHomy; no 1
hNakoHy 3 JTIOXKKOH
MipHOIO B nauLii

NAT
"ranuucapm”

YKpaiHa

MAT "Tanuudapm"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
MRy - 3MiHKn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/pearexT, Wwo
BMKOPWCTOBYHOTbCS Y npoueci BupobHuutea AdI
(aopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
PeYoBMHM 6IOAOTYHOTO abo IMYyHO/IOMNYHOro
NOXO[KEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOZIOM BUMPOGYBaHHS 3a pesyfibTatamu
AocnigpKeHb 3 6e3nekn abo AKOCTi); CynyTHS 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BUNpo6yBaHHsA APl abo BUXigHOrO
marepiany/npomMKHOro MPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa A®| (iHLWi
3MiHM Y MeToAax BUNPoOyBaHHA (BKHOYaOUN 3aMiHy
ab6o gonoBHeHHs) A®| abo BUXIAHOrO/NPOMIKHOTO
NpPOAYKTY) - 3MiHa KpUTEepIiiB NPUAHATHOCTI Ta
METOAMKM 3a NOKa3HUKOM «Baxki meTanu» Ta
BUTyYEHHS BU3HAYEHHS KPOXMaslto 3 MoKasHuKa
«lgeHTundikauis»; 3anponoHoBaHo Baxki metanu
Kagmili He 6inbwe 1,0 ppm CBuHeub He 6inblie 5,0
ppm PTyTb He 6inblie 0,1 ppm MeTog 2.4.27 AY;
3MiHK | TUny - 3MiHK 3 akocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHa APl abo BUxigHoOro
marepiany/npomMKHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETHLCA Y NpoLieci BUpo6HuuTBa A®I (iHLwi
3MiHM Y MeToAax BUNPOOyBaHHA (BKHOYaOUN 3aMiHy
a6o gonoBHeHHs)) A®| abo BUXIAHOrO/NPOMIKHOTO
NPOAYKTY); CyNyTHA 3MiHa - 3MiHU 3 AKOCTI. ADI.
KoHTposb A®I. 3miHa y napameTpax cneumdikawivi
Ta/abo fONYyCTUMUX MEX, BUSHAUYEHNX Y

6e3
peuyenma

UA/12480/01/01
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cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMpo6HuLTBa AP| (fOogaBaHHa abo 3amiHa (3a
BVHSITKOM aKTUBHOI pe4yoBMHM 6iosioriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa
cneuudikawii 3 BiANOBIAHUM METOAOM BMNPOGYBaHHSA
3a pesynbTatamu AOoC/igKeHb 3 6e3nekn abo AKocTi) -
3MiHW aHaTiITMYHOT MEeTOAMKN 33 NMOKa3HUKOM
«KinbkicHe BU3HaueHHs. MNonicaxapnan»
(npo6oniaroToBka, yMOBY Ta NOPSA0K NPOBEAEHHS
aHanisy, po3paxyHkoBa hopmyna)

39.

ANTEUKA
FTAJIMYHOAPM

cupon in bulk: no 100
My 6aHLji CKISHIN,
a60 y hnakoHi
cknsiHomy, abo
donakoHi
nosimepHomy; no 48
6aHOK CKNsAHMX, abo
ONaKOHIB CKIAHUX,
a60 hnakoHiB
noniMmepHMX y Kopooi
KapToHHOMY; in bulk:
no 200 M1y dnakoHi
cknsiHomy abo
donakoHi
nonimepHomy; no 30
pNaKOHIB CKASTHNX
abo chnakoHiB
noniMepHUX y Kopoobi
KapTOHHOMY

NAT
"Tanuucapm”

Ykpaina

NAT "Tannacpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHN |
UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(aopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNoriYHOro abo iMyHOsOriYHOr0
NOXOMKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesynbTatamu
[ocnigpKeHb 3 6e3nekn abo AKOCTI); CynyTHS 3MiHa -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMnpobyBaHHA APl abo BMXigHOrO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTBa API (iHLWi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOHaUN 3aMiHy
a6o gonoBHeHHs)) A®l abo BUXiAHOro/NPOMIXKHOTO
NPOAYKTY) - 3MiHa KpUTEpIiB NPUAHATHOCTI Ta
MeToAVKM 3a NOKa3HUKOM «Baxki meTanu» Ta
BU/TyHEHHS BU3HAYEHHS KPOXMaUTto 3 NoKasHuKa
«lpeHTudikauisx»; 3anponoHoBaHO Baxki meTanu
Kagmili He 6inbwe 1,0 ppm CsuHeub He binble 5,0
ppm PTyTb He 6inbwe 0,1 ppm MeTog 2.4.27 A®Y;
3MiHK | TNy - 3MiHK 3 sikocTi. APl KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOrO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuLTea API (iHLi
3MiHM Y MeTofax BUNpobyBaHHS (BKIOYAUN 3aMiHy
a6o gonoBHeHHs)) A®I abo BUXiAHOrO/NPOMIXKHOTO
NPOAYKTY); CynyTHSA 3MiHa - 3MiHU 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaii
Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneyudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y NMPOLECI
BMpo6HMLTBa ADI (fogaBaHHA abo 3amiHa (3a
BUHATKOM aKTMBHOI pe4yoBrHK 6ios1oriyHoro abo

UA/12481/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
iMyHO/TOMYHOTO MOXOZPKEHHS) NapameTpa
crneuudikauii 3 BiANOBIAHUM METOAOM BUNPO6YBaHHSA
3a pesynibTataMu gocnigpkeHb 3 6e3nekn abo sKOCTI) -
3MiHW aHa/TITUYHOT METOANKN 33 MOKa3HUKOM
«KinbkicHe BU3Ha4eHHs. MNonicaxapuan»
(npo6oniagroToBka, yMOB/ Ta NOPAA0K NPOBEAEHHS
aHanisy, po3paxyHkoBa popmMyia)
40. AMIHOBEH PO34uH ANs iHy3iit dpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpIs BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/4585/01/01
IHOAHT 10 % no 100 mn a6o no 250 Kabi ABCTpis TM6X TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuit 3aci6. peyenmom
M1y hrakoHax Loiunang 3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
6X CTOCYIOTbCS BUMYCKY cepii Ta KOHTPOSIIO AKOCTI
roTOBOrO JlikapCbKOro 3acoby (3amiHa abo foAaBaHHs
OiNbHUL, Ha SKI 3AiACHIOETLCSA
KOHTPONb/BUNPOGYBaHHS cepil) - BBEAEHHS HOBOT
OiNbHUL ANS KOHTPO/KO MIKPOGIOAOriYHOT YNCTOTH Ta
CTEPWIbHICTI FOTOBMX NikapCbkux 3acobis - ETEC
'm6X / AGES GmbH, ABcTpis
41, AMIHON® PO34MH NS iHQY3iiA; TOB "HOpis- YkpaiHa TOB "HOpia-®apm"” YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/5616/01/01
no 100 mn, a6o no 200 Papm” MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peuyenmom
M, abo no 400 mn'y hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
NASAWLi CKsAHIN; no 1 MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby Liogo
nAsAwWLi B nayyj; no 3 3a3HayYeHHs1 MbXKHapOAHWX NO3HAYeHb OAVHWLb
mn abo no 5 mny BVMIiptOBaHHA. TepMiH BBEAEHHS 3MiH NPOTArom 6
donakoHi; no 1 abo no MiCsILiB MiCNsi 3aTBEPAYKEHHS
5 dpnakoHis B nayui
42, AMITPUOTUNI TabneTku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/4872/01/01
H 060/10HKOH0, M0 25 Mr, 06MEXEHO 06MEXEHOI0 TMNYy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 25 Tabnetok y BiANOBIAA/bHI BiAMNOBIAA/ILHICTIO thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
6aHkax, no 25 CTIO "[locnigHnii 3aBof, MapKyBaHHS YNakoBKM /iKapCbKOro 3acoby 3
TabneTtok y "LocnifHniA "THLUC", YkpaiHa BHECEHHAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULb
KOHTeliHepax, no 10 3aB0[ (Bci cTagji BVMIpIOBaHHSA y cuctemi Sl. BHeceHHSs 3miH fo po3giny
Tabnetok y 6nicrepax; "rTHUnC" BMPOGHMLTBA, "MapkyBaHHs" MKA J13. 3anponoHoBaHo:
no 10 TabneTtok y KOHTPO/Ib SIKOCTI, MapkyBaHHS. BianoBigHO A0 3aTBEPAKEHOTO TEKCTY
6nictepi; no 5 BWMYCK cepii); MapKyBaHHsl. TepMiH BBEEHHS 3MiH - MPOTAroM 6
6nicTepiB y KOpooLi ToBapucTBo 3 MicsILiB nicns 3aTBepoKEHHS
06MEXEHOI0
BigNOBiAA/IbHICTIO
"GapmaueBTuyHa
KOMMaHis
"3p0poB'a", YkpaiHa
(Bci cTagii
BMPOGHMLTBA,
KOHTPO/b IKOCTI,
BUMYCK cepii)
43. AMJIECCA Tabnetkun no 4 mr /10 KPKA, a.4., CnoBeHis BMPOGHMLUTBO "in CnoBeHis BHECEHHS 3MiH [10 peecTpaliinHmx maTtepiasis: 3MiHu | 3a UA/12846/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
mr; no 10 Tabnetok y HoBo mecTo bulk", nepBuHHe Ta TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom

6nictepi; no 3 a6o no
6, abo no 9 6nictepis
Y KapTOHHIli kopobLi

BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepi:

KPKA, a.4., Hoso
MecTo, CroBeHis;
Limap'ewka uecra 6,

KOHTpO/b cepii
(di3nyHi Ta XiMiuHi
METOAUN KOHTPOJIHO):
KPKA, a.4a., HoBo
mMecTo, CroBeHist

3MiHM Yy BUpOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCYHOTbCS BUMYCKY cepii Ta KOHTPOSIO SAKOCTi
roTOBOrO /liKapCbKOro 3acoby (3aMiHa abo fofaBaHHsA
OiNbHUL, Ha K 34jACHI0ETbCS
KOHTPONb/BUNPOGYBaHHS cepil) - A0AAHO Ai/TbHULO Ha
AKili 30iCHIOETLCSA KOHTPO/b cepii (i3nyHi Ta XiMiuHi
MeToaun koHTponto): KPKA, a.4., HoBo mecTo,
CnoseHis, MNMoexosa Bynmua 5, 8501 HoBo mecTo,
CnoseHis/Krka, d.d., Novo mesto, Povhova ulica 5,
8501 Novo mesto, Slovenia; 3miHu | Tuny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOTO
NiKapcbKoro 3acoby, BKKYAKUM NPOMDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOOHULTBI FTOTOBOIO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoleci
BUPOGHMLTBA)
— He3HauHi 3MiHV Y BUPOOHULTBI, a came:

- BHECEHO pPO3Mip cepii Npu on1ci BUPO6HMYOro
npouecy, fofaHO BKa3iBKy LLOA0 BUrOTOB/IEHHS cepii
po3mipom 476 «r;

- [,0faTKOBE 3MiLLyBaHHS rpaHynaTy;

- onepawjii NpocitoBaHHA Ta 3MiLLlyBaHHS
NOAOBXYHTbCS BiANOBIAHO Pi3HUM po3Mipam cepili Ta
o6nagHaHHs;

- BiIKOPUroBaHa KiflbKiCTb LIe/1t01031
MiKPOKPUCTa/TiYHOI BiAMNOBIAHO A0 3aTBEPAKEHOrO
po3giny 3.2.P.1.0nuc i cknag nikapcbkoro 3acoby;
3MiHK | TUny - 3MiHK 3 iKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MEX, BU3HAYeHUX y cneuudikauisx Ha
A®I, ab0 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCSA Y npoueci BUpobHuytea Ad|
(BUMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BU/TYYEHHS 3aCTapifioro NokasHvka)) - BUMYYEHHs 3
nokasHuka «Residual solvents» cnevudikauii Ha gjtouy
PeYOoBVHY NepUHAONPUY TepT-byTrnamiHy
BM3HAYEHHS OpraHiyHOro Po3yMHHKKa eTunaverary;
3MiHW | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLsa NpoBafKeHHS
LisiNbHOCTI BUpOOHMKa (BK/THOYaKoUK, 3a He0OXigHOCTI,
MiCLie NpOBEeAEHHSA KOHTPOJIIO AKOCTI), ab0 BnacHuka
MacTep-aiina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI AD|
(AKLLLO 3a3HaYeHO Y AOChE Ha NikapCbkuii 3acib) 3a
BiICyTHOCTI cepTudpikaTa BignoBigHOCTI EBponeiichkili
hapmMakonei y 3aTBepAKeHOMY A0ChLE, a60 BUPOOHMKA

HOBOI JONOMIiXXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
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[OCbE) - 3MiHa MiCLiA NPOBAXEHHS Ais/IbHOCTI
BMPOGHMKA [1il0H0T pe4oBMHY NEPUHAONPUNY TepT-
6ytunamivy Zhejiang Menovo Pharmaceutical Co.
Ltd., Kutaii; 3miHm | Trny - 3miHu 3 SKocTi. FoToBUiA

nikapcbkuii 3aci6. 3MiHW y BUPOGHNLTBI. 3MiHU Y
npoveci BUpOOHULITBA FOTOBOrO NiKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOrO /iKaPCLKOro 3acoby (iHLi
3MiHW) - 3MiHV Yacy BUTPUMKM MPOMDKHUX NPOAYKTIB

(BBegeHHs 3MiH NpOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS)

AM/ECCA

TabneTkn no 8 mr/5 mr;
no 10 Tabnetok y
6nictepi; no 3 abo no
6, abo no 9 6nictepis
Y KapTOHHiIli kopobLi

KPKA, a.4.,
HoBo mecto

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepeuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CrioBeHis;
KOHTPOb cepil
(chiznuHi Ta XimiuHi
METOMN KOHTPOSIIO):
KPKA, a.4., Hoso
mecTo, CrioBeHis

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkuii 3acib.
3MiHM Y BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo

CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSItO SAKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo fofaBaHHA
OiNbHUL, Ha Kl 34JACHI0ETbCS
KOHTPONb/BUNPOGYBaHHS cepil) - A0AAHO Ai/TbHULO Ha
AKili 30iiCHIOETLCA KOHTPO/b cepii (i3nyHi Ta XiMiuHi
MeToamn koHTponto): KPKA, a.4., HoBo mecTo,
CnoseHis, MNMoexosa Bynmua 5, 8501 HoBo mecTo,
CnoseHia/Krka, d.d., Novo mesto, Povhova ulica 5,
8501 Novo mesto, Slovenia; 3miHu | Tuny - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HMLITBA FOTOBOTO
NiKapCbKOro 3acoby, BKIKYAKUM NPOMDKHUIA NPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOOHULTBI FTOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOGHMLTBA)

— He3HauHi 3MiHV Y BUPOOHULTBI, a came:

- BHECEHO pPO3Mip cepii Npu on1ci BUPO6HMYOro
npouecy, fofaHO BKa3iBKy LLOA0 BUrOTOB/IEHHS cepii
po3mipom 476 «r;

- f0faTKOBE 3MilLyBaHHS rpaHynaTy;

- onepawjii NpocitoBaHHA Ta 3MiLLyBaHHS
NMOAOBXYHTbCS BiANOBIAHO Pi3HUM po3Mipam cepili Ta
o6nagHaHHs;

- BiIKOpUroBaHa KiflbKiCTb LIe/110/1031
MiKPOKPUCTasTiYHOI BiAMOBIAHO A0 3aTBEPAKEHOrO
po3giny 3.2.P.1.0nuc i cknag nikapcbkoro 3acoby;
3MiHK | TNy - 3MiHK 3 sikocTi. APl KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMMUX MEX, BU3HAYEHUX Y crneumdikalisx Ha
A®I, ab60 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BU/TYYEHHS 3aCTapifioro NokasHvka)) - BUMYYeHHs 3
nokasHuka «Residual solvents» cneumndikauii Ha gitovy

3a
peyerimom

UA/12846/01/02
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45,

AMJIECCA

PeYOoBVHY NepUHAONPUY TepT-byTrnamiHy
BM3HAYEHHS OpraHiyHOro Po3yMHHKKa eTunauerary;
3MiHW | TUNY - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HalilmMeHyBaHHs Ta/abo agpecu MicLsa NpoBafXeHHS
LiSiNbHOCTI BUPOOHMKa (BK/THOYaKouK, 3a He0bXigHOCTI,
MiCLie NpoBEeAEHHS KOHTPO/IIO AKOCTI), ab0 BnacHuka
MacTep-aiina Ha A®l, abo nocTavanbHMKa
Adl/BnxigHOro MaTepiany/peareHTy/npomMixKHOro
NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI AD|
(KO 3a3HaYeHO Y AOChE Ha NikapCcbkuii 3acib) 3a
BiicyTHOCTI cepTudpikaTa BignoBigHOCTI EBponeiichkili
hapmMakonei y 3aTBepAKeHOMY A0ChLE, a60 BUPOOHMKA
HOBOI JOMOMDKHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y
[0CbE) - 3MiHa MiCLA NPOBaMKEHHS AiANbHOCTI
BMPOGHMKA Ait040i PEYOBMHY NepuHAoNpuny TepT-
6yTvnamiHy Zhejiang Menovo Pharmaceutical Co.
Ltd., Kutaii; 3miHm | Tvny - 3miHu 3 sikocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHWLTBI. 3MiHU Y
npoveci BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby,
BK/THOH@I0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHW) - 3MiHW Yacy BUTPUMKM MPOMIXXHMX NPOAYKTIB
(BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
3aTBEPLKEHHS)

Tabnetku no 4 mr/5 wmr;
no 10 TabneTtok y
6nictepi; no 3 abo no
6, abo no 9 6nictepis
Y KapTOHHiIli kopobLi

KPKA, a.4.,
HoBo mecTo

CnoseHisa

BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:

KPKA, a.4., HoBo
mMecTo, CroBeHis;
KOHTpONb cepii
(di3nyHi Ta XiMiyHi
MeToAW KOHTPOSIH0):
KPKA, a.4., Hoso
mMecTo, CrioBeHist

CnoseHisa

BHECEHHS 3MiH O peecTpaLiiiHMx maTepiasis: 3MiHu |
MRy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
roTOBOrO flikapcbKoro 3acoby (3amiHa abo foAaBaHHsA
AINbHUL, Ha AKI 34jiACHIOETbCA
KOHTPO/b/BMNPOGYBaHHS cepii) - A0AAHO AiNbHUL0 Ha
AKili 30iiCHIOETHCSA KOHTPOb cepii (hi3nyHi Ta XiMiuHi
meToaun koHTponto): KPKA, a.4., HoBo mecTo,
CnoseHis, MNosxosa Bynuua 5, 8501 HoBo mecTo,
CnoseHia/Krka, d.d., Novo mesto, Povhova ulica 5,
8501 Novo mesto, Slovenia; 3miHu | Tuny - 3miHn 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHU y NpoLeci BUPO6HMLTBA FOTOBOrO
nNiKapcbKoro 3acoby, BKIHOYAKUM NPOMDKHUIA NPOAYKT,
LLIO0 3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOGHMLTBA)
— He3HauHi 3MiHV Y BUPOBHULTBI, a came:

- BHECEHO PO3Mip cepii Npu onuci BUPOGHNYOro
npouecy, A0AaHO BKa3iBKy 040 BUTOTOB/IEHHS cepil
po3Mipom 476 Kr;

- [,0faTKOBE 3MiLLyBaHHS rpaHynaTy;

3a
peyenmom

- onepadjii NpocitoBaHHA Ta 3MiLLyBaHHS

UA/12846/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

NMOAOBXYKTbCS BiANOBIAHO Pi3HUM po3MipaM cepili Ta
obnagHaHHs;

- BiJKOpMroBaHa KifibKicTb Lie/1t0/1031
MiKPOKPUCTa/TiYHOI BiAMOBIAHO A0 3aTBEPAXEHOrO
po3giny 3.2.P.1.0nuc i cknag nikapcbkoro 3acoby;
3MiHW | TUny - 3MiHK 3 AkocTi. A®I. KoHTponb AdI.

3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BMNYYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BW/TYUYEHHS 3aCTapifioro NokasHuka)) - BUyYEeHHs 3
nokasHuka «Residual solvents» cneuudikauii Ha gitouy
PeyoBVHY NepuUHAONPUIY TepT-6yTrnamiHy
BM3HAYEHHS OPraHiyHOro Po3ynMHHWKA eTuiaueTarty;
3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLs NPoBafXeHHS
AiSNbHOCTI BUPOOHMKA (BK/THOYAt0UM, 3a HEOOXIAHOCTI,
MicLie NpoBeAEeHHS KOHTPOJII0 AKOCTI), abo BnacHuka
MacTep-chalina Ha A®l, abo nocTavanbHMKa
Adl/BuxigHoro matepiasy/peareHTy/nMpoMixXHOro
NPOAYKTY, L0 3aCTOCOBYIOThLCHA Y BUPOOHULTBI AD|
(SIKLLLO 3a3HAYEHO Y AOChE Ha NliKapCbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BignosigHOCTI €EBponencobkili
chapmakonei y 3aTBepkeHoMy A0Cbe, a60 BUPOOHMKA
HOBOI JONOMIXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo y
[O0CbE) - 3MiHa MiCLA NPOBAKEHHS AiS/IbHOCTI
BMPOGHMKA [1il0H0T PeUOBMHY NEPUHAONPUNY TepT-
6ytunamivy Zhejiang Menovo Pharmaceutical Co.
Ltd., Kutait; 3miHu | Tuny - 3miHn 3 siKocTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. 3MiHU Y
npoueci BUPOBGHULITBA FOTOBOTO NikapCcbKoro 3acoby,
BK/TOYAI0UM MPOMIXKHWI MPOAYKT, WO 3aCTOCOBYETHCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby (iHLwi
3MiHK) - 3MiHW Yacy BUTPUMKM NPOMIXHUX NMPOAYKTIB
(BBegeHHs 3MiH NpoTAarom 6-Tu micsis nicns
3aTBEPAKEHHS)

46.

AMJ/NIECCA

Tabnetkun no 8 mr/10
mr; no 10 TabneTok y
6nicTepi; no 3 abo no
6, abo no 9 6nictepis
Y KapTOHHIli kopoobLi

KPKA, a.4.,
HoBso mecTo

CnoseHisa

BUPOGHMLTBO "in
bulk", nepsnHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., Hoso
mecTo, CnoBeHis;
KOHTPO/b cepil
(dpi3nyHi Ta XiMiuHi
METOAMN KOHTPOJIH):

CnoBeHis

BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3MiHu |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IHO AKOCTI
roTOBOrO JliKapCbKOro 3acoby (3amiHa abo foAaBaHHs
OiNbHUL, Ha 5K 3AiACHIOETLCSA
KOHTPONb/BUNPOGYBaAHHSA cepil) - A0AAHO Ai/IbHULO Ha
AKili 30iACHIOETLCA KOHTPOb cepii (Pi3nyHi Ta XiMiuHi
mMeToaun koHTponto): KPKA, a.4., HoBo mecTo,
CnoseHis, MNosxosa Bynuua 5, 8501 HoBo mecTo,
CnoseHia/Krka, d.d., Novo mesto, Povhova ulica 5,

3a
peyenmom

UA/12846/01/04
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KPKA, a.4a., HoBo

mecTo, CnoBeHis

8501 Novo mesto, Slovenia; 3miHu | Tvny - 3miHn 3
sKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCcbKoro 3acoby, BKIHOYAKUMN NPOMDKHUIA NPOAYKT,
LLI0 3aCTOCOBYETLCS MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BVPOGHMLTBA)
— He3HauHi 3MiHV Yy BUPOBHULTBI, a came:
- BHECEHO PO3Mip cepii Npu onunci BUPOBHNYOro
npouecy, f0faHO BKa3iBKy LL0A0 BUrOTOB/IEHHS cepii
po3mipom 476 kr;

- [,0LaTKOBE 3MiLLYyBaHHS rpaHynaTy;

- onepadiii MpociloBaHHS Ta 3MillyBaHHS
NOAOBXYHTLCS BiNOBIAHO Pi3HUM po3MipaM cepili Ta
o6nagHaHHs;

- BifKOpUroBaHa KisibKicTb Lie/1t0/1031
MIKPOKpUCTaNi4yHoI Bi4NOBIAHO O 3aTBEPIKEHOrO
po3giny 3.2.P.1.0nuc i cknag nikapcbKoro 3acoby;
3MiHW | TUny - 3MiHK 3 AkocTi. ADI. KoHTponb AdI.

3MiHa y napameTpax cneuudikadii Ta/abo
[0NyCTUMUX MEX, BUSHAYEHWX y crneumdikalisax Ha
A®I, abo BMXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BUNYyYEHHSA HE3HAYHOTO NOKasHWMKa SKOCTI (Hanpuknag
BU/TYYEHHS 3aCTapifioro NoKasHvka)) - BUTyYEHHS 3
nokasHuka «Residual solvents» cnevudikauii Ha ajtovy
pPeyoBUHY NepuHAoNpuy TepT-6yTnnamiHy
BM3HAYEHHSA OpraHiyHOro po3ynHHKKa eTunauerary;
3MiHu | TUNYy - AOMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecu Micus NPOBaKEHHS
AiSNbHOCTI BUPO6HUMKa (BK/THOYatoum, 3a HeobXiAHOCTI,
MicLLe NPOBEAEHHS KOHTPOIO AKOCTI), ab0 BNacHUka
macTtep-aiina Ha A®l, abo noctavanbHuKa
Adl/BuxigHoro matepiasy/peareHTy/MpoMiXXHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y BUPOOGHULTBI ADI
(AKLLLO 3a3HaYeHO Y AOChE Ha NikapCbkuii 3acib) 3a
BiICYTHOCTI cepTudpikaTa BignoBigHOCTI EBponechbkili
chapmakonei y 3aTBepAKeHOMy A0Cbe, ab60 BUPOOHYMKa
HOBOI JOMOMIXXHOI PEYOBMHY (SIKLLO 3a3HAYEHO Y
[OCbE) - 3MiHa MiCLiA NPOBAXEHHS Ais/IbHOCTI
BMPOGHMKA [1il0H0T pe4oBMHY NEPUHAONPUNY TepT-
6ytunamivy Zhejiang Menovo Pharmaceutical Co.
Ltd., Kutaii; 3miHm | Tvny - 3miHu 3 SKocTi. FoToBUiA
nikapcbkuii 3aci6. 3MiHW Y BUPOGHNLTBI. 3MiHU Y
npoveci BUPOOHULITBA FOTOBOrO NiKapCbKOro 3acoby,
BK/THOHAI0UM NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBGHULITBI FOTOBOIO /iKapPCLKOro 3acoby (iHLi
3MiHW) - 3MiHV Yacy BUTPUMKM MPOMDKHUX NPOAYKTIB

(BBEAEHHS 3MiH NPOTAromM 6-Tv MicsiLiB micas
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3aTBEePAKEHHS)
47. AMNnoAauniH- Tabnetku no 10 mr, no ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/1538/01/01
340POB'A 10 TabneTok y obmexeHoro obmexeHoro TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi, no 3 BiANOBiAa/IbHI BiANoBiAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
6nicTepy y KapTOHHIl CTIO "®GapmaueBTuyHa po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
Kopoobui "®apmavesTu KomnaHis "3gopos'a" MAPKYBAHHSA BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
YyHa KoMMaHis MapKyBaHHs. BBeeHHS1 3MiH NPOTAroM 6-Tu micsauiB
"3popos'a” nicns 3aTBEpKEHHS.
48. AMNIoAauniH- Tabnetkn no 5 mrin ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu | - UA/11197/01/02
340POB'A bulk: no 4000 06MexeHo BMPOGHMLTBA, Tuny - 3MiHu Woao 6e3nekn/edpeKkTBHOCTI Ta
TabneTok y nakeri BiANOBiAA/bHI KOHTPO/b AKOCTI, thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS BXe
nonieTnieHosomMy y CTIO BUNYCK cepii: 3aTBEPKEHOr0 TEKCTY MapKyBaHHS A/151 YNakoBKku in
KOHTeliHepi "GapmaueBTu ToBapucTBO 3 bulk no 4000 TabneTok y nakeTi NoNieTUIEHOBOMY Y
naacTMacoBoMy YHa KoMnaHis obmexeHoro KOHTelHepi N1acTMacoBOMy (BHECEHHSI NO3HAYEHb
"3p0poB's” Bi4NOBiAA/IbHICTIO OAVHWLb BUMIPIOBAHHSI, 3 BUKOPUCTAHHSAM MliTep
"apmaueBThyHA NaTUHCLKOro andyasiTy; TOLL0); BHECEHHSA 3MiH 0
KOMMaHis posginy “MapkysaHHa" MKA J13: 3anponoHosaHo:
"300poB'a", YkpaiHa; MAPKYBAHHSA BignoBigHo A0 3aTBEPOYKEHOTO TEKCTY
BCi cTagii MapkyBaHHA. MAPKYBAHHSA wopo npoaykuii in bulk
BMPOGHMLTBA, TeKcT MapkyBaHHS foAaeTbCA. OHOBEHHSA TEKCTY
KOHTPO/1b SAKOCTI: MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
ToBapucTBO 3 BHECEHHAM iH(hopMaLii LWoAO 3a3HaYeHHs OANHULb
obmexeHoro BUMIpIOBaHHSA Y cuctemi Sl. BBejeHHA 3MiH NPOTAromM
BigNOBiAA/IbHICTIO 6-Tn MicsILiB NicNs 3aTBEPAKEHHS
"®APMEKC I'PY1",
YkpaiHa
49. AMNoAuNIH- Tabnetku no 10 wmr in ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux maTepiasis: 3MiHN | - UA/11197/01/01
340POB'A bulk: no 1000 06MeXeHo BMPOGHMLTBA, My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta
TabneTok y nakeri BiANOBIAA/bHI KOHTPO/b AKOCTI, thapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHS BXe
nonieTnieHosomy y CTIO BUNYCK cepii: 3aTBEPKEHOr0 TEKCTY MapKyBaHHS A/15 yNakoBku in
KOHTeliHepi "®apmauesTu ToBapucTBo 3 bulk no 1000 TabneTok y nakeTi NonieTu1IeHOBOMY Y
naacTMacoBomy YyHa KoMnaHis obmexeHoro KOHTelHepi N1acTMacoBoMy (BHECEHHSI NO3HAYEHb
"3popos's" BigNOBiAA/IbHICTIO OAVHULb BVMMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep
"PapmaueBThYHA NaTUHCLKOro andyasiTy; TOLL0); BHECEHHS 3MiH 0
KOMMaHis po3sgainy “MapkysaHHa" MKA J/13: 3anponoHoBaHo:
"3p0pos'sa’, YkpaiHa,; MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
BCi cTagii MapkyBaHHA. MAPKYBAHHSA woao npoaykuii in bulk
BMPOGHMLTBA, TekcT MapkyBaHHA f0AaETbCA. OHOBEHHSA TEKCTY

KOHTPO/Ib AKOCTI:
ToBapucTBO 3
obmexeHoro
BigNOBiAA/IbHICTIO
"®APMEKC rpynmn",
Ykpaina

MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
BHECEHHSAM iHhopMaLii LWoA0 3a3HauYeHHA OANHULb
BMMIpPIOBaHHS Y cuctemi Sl. BBejeHHA 3MiH NPOTAromM
6-TV MicALiB NiCNSA 3aTBEPKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
50. AMNoOAUNIH- Tabnetku no 5 mr, no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/1538/01/02
340POB'A 10 TabneTok y 06MEeXEHO 06MEXEHO TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
6nicTepi, no 3 BiANOBIAA/bHI BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
6nicTepy y KapTOHHIl CTIO "®apmavleBTUYHa po3gainy “MapkyBaHHa" MK /13: 3anponoHoBaHo:
Kopobui "hapmavueBTu KoMnaHis "3popos'a” MAPKYBAHHSA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
YHa KOMMNaHis MapKyBaHHs. BBeeHHS 3MiH NpoTArom 6-Tu micauis
"3p0pos'a” nicns 3aTBepKeHHs.
51. AHANbIH Tabnetkn no 0,5 r, no MNAT Ykpaina MAT "MoHchapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/7331/01/01
10 TabneTok y "MoHchapm" My - 3MiHM WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma —
6nictepax; no 10 thapmakoHarnagy (iHwi 3MiHK) - 3MiHW BHeCeHi B TekcT | Ne 10; 3a
TabneTtok y 6nictepi; MapKyBaHHS YNakoBKM NiKapcbKoro 3acoby oo peuenmom
no 2 a6o 10 6nictepis 3a3HauYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb — Ne 20, Ne
y nauyui 3 KapToHy BMMIpIOBaHHsA. BBeEHHS 3MiH NPOTAroM 6-Tn MicsAuiB 100
nicns 3aTBepaKeHHs
52. AHANbIIH- PO34MH NS iH'EKLIN, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/5706/02/01
340POB'A 500 mr/mn no 1 mn 06MexeHo 06MexeHo MMy - 3MiHM Woao 6e3nekn/eddekTMBHOCTI Ta peuyenmom
abo 2 mn B amnyni; no BiANOBiAA/bHI BiANOBIAA/ILHICTIO hapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3gainy
10 amnyn y KapTOHHil cTHo "®apmaueBTnyHa «[pachiuHe ohopMNIEHHST YyNakoBKM» Ha Po3Ain
Kopo6ui; no 1 mn abo "®apmaueBTn KomnaHia "3g0pos'a” «MapkyBaHHs» B MK#A J13: 3anponoHoBaHo:
2 mn B amnyni; no 5 YHa KOMMaHis MAPKYBAHHSA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
amnyn y 6aictepi; no 2 "3popos'sa" MapKyBaHHSA. OHOBJ/IEHHSI TEKCTY MapKyBaHHS
6nicTepn y KapTOHHIl yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
Kopo6ui; no 10 amnyn iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHSA
y 6nicTepi; no 1 y cuctemi Sl. BBeeHHs 3MiH NpOTSArom 6-Tv MicsiuiB
6nicTepy y KapTOHHiii nicns 3aTBepKeHHs
KopooLi
53. AHANbAUM Cyno3unTopii pekTasbHi MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/8459/01/01
no 100 mr/10 mr, no 5 "MoHdapm" MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Cyno3uUTopIiB y CTpUNi; thapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 2 cTpunu B nauuj 3 MapKyBaHHS YNakoBKM NiKkapcbKoro 3acoby oo
KapTOHY 3a3HayYeHHs1 MKHapPOAHWX NO3HAYeHb OAVHWLb
BUMIpIOBaHHS. BBeEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBepmkeHHs
54. AHANbAUM Cyno3unTopii pekTasnbHi MNAT YkpaiHa MAT "MoHdapm* YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHN | 3a UA/8459/01/02
no 250 mr/20 mr, no 5 "MoHchapm" TMNYy - 3MiHU WoA0 6e3neku/edpekTMBHOCTI Ta peuenmom
Cyno3unTopiie y cTpuni; hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 2 cTpunu B nNauLii 3 MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
KapToHy 3a3HaYeHHs1 MDKHapPOAHWNX NO3HAYEHb OAVHULb
BMMIpIOBaHHA. BBEAEHHS 3MiH NPOTArom 6-Tn MicAuis
nicns 3aTBepKeHHs
55. AHAPOXE/b reb 4151 30BHiLLHBOrO BeseH Benebris BeseH Benbrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/5301/01/02
3acTocyBaHHs, 16,2 Xenckea CA MeHbrodhekuypiHT dpaHuis TUNYy - 3MiHN LWoAo 6e3nekn/edeKTUBHOCTI Ta peyernmom
Mmr/lr88rrenoy Benpxiym CA, dhapmakoHarnsgy. BeegeHHsa abo 3miHu o
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
dhnakoHi 3 JO3yH0UnM Benbris y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
npucTpoeMm, no 1 (BMPO6GHMLTBO 3a (BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
h/1aKOHY B KapTOHHIi MOBHVM LK/I0M); hapmakoHarnsgy, 3miHa ynoBHOBaXeHoi ocobu,
Kopobui Kyani KoHTpon, BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnagy;
®paHuin KOHTaKTHOI 0c0obu 3 chapMakoHarnagy 3asBHuka ans
(BunpobyBaHHs 3AiicHEHHs thapmakoHarnsagy B YKpaiHi, Ko BOHA
KOHTPO/IO AKOCTI BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
(MikpobionoriyHuia 3a 3pjlicHeHHs chapMakoHarnsay (BkYakuu
KOHTPO/b)); KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
Na6opaTtopii beseH thaiina cuctemu chapmakoHarnsay) - 3MiHa
IHTEepHeLwuHn, YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
PpaHuis thapmakoHarnag:
(BMpPOGHMLTBO 3a [itoua pepakuis: Hikonb Belikep / Nicole Baker.
NOBHUM LMK/TOM) MponoHoBaHa pepakuis: ®paHcya Eiimapg / Francois
Eymard. 3miHa KOHTaKTHUX JaHWX YyNOBHOBaXKEHOT
0co6u 3asBHMKA, BiANOBIAA/ILHOI 3a hapMakoHarnsg,
56. AHY30n Cyno3uTopii peKkTasbHi MNAT Ykpaina MAT "MoHcapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHK | bes UA/7303/01/01
no 5 cynosutopiia y "MoHchapm" My - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenma
cTpuni; No 2 cTpunu B thapmakoHarnagy (iHwi 3mMiHu) - 3amMiHa po3giny
nadui 3 KapToHy “I'pachivuHe ochopmneHHs ynakoBkn™ Ha po3ain
“MapkyBaHHs" B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEpAXKEHOro TEKCTY
MapKyBaHHS.
3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NiKapCcbKoro 3acoby LOAO 3a3HaYeHHS MKHaPOAHNX
no3HavyeHb OAVHYMLb BUMIPOBaHHSA. BBeeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS
57. ANINAK TabneTku AT "T'piHaekc" Natsis AT "T'piHoekc” Nartsia BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | 6e3 UA/4346/01/01
r'PIHAEKC cybniHrBasibHi no 10 MYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peyenma
mr Ne 25 (25x1), Ne 50 hapMakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
(25x2) y bnictepax MapKyBaHHS1 yNakoBKU NlikapcbKoro 3acoby 3
BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
BUMIPIOBaHHS y cuctemi Sl. BHeCeHHs 3MiH J0 po3giny
«MapkyBaHHs» B MKA /13. 3anponoHoBaHo: CorsiacHo
YTBEPXAEHHOMY TEKCTY MApKUPOBKX. TepMiH
BBEJEHHS 3MiH - NPOTSAroM 6 MicsiLiB micns
3aTBEPAKEHHS
58. APAHECH PO34MH ANA H'EKLN, AmaxKeH Higepnangu AmvKeH €spona Higepnanay | BHeECEHHs 3MiH A0 peecTpauiiHux maTtepianis: 3MiHu I 3a UA/11437/01/01
25 mkr/mn; no 0,4 mny €spona b.B. B.B., HizepnaHngu / CWWA MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

nonepeAHLo
HarnoBHEHOMY LLUNPULL;
no 1 wnpuuy y
6nictepi; no 1
6nictepy B Kopobui

(MapkyBaHHs,
BTOPUHHE
nakyBaHHA Ta
BUNYyCK cepil);
AmIKeH

hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMW SaHUMKU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHW BHECEHO 0
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
MaHyhekuypiHr IHCTPYKUIi A8 MEJMYHOTO 3aCTOCYBaHHS NikapCbkoro
Nimiten, CLWA 3acoby A0 po3ainis "dapmakonoriyHi BnacTmeocTi”
(BUpO6HMLTBO, (yTouHeHHs iHchbopmauii), "Ocobnuei 3axoaun 6esnekn”,
nepBuHHe "Oco6nMBOCTI 3aCTOCyBaHHSA", "3acToCyBaHHS Yy
nakyBaHHs) nepiog, BariTHOCTi abo rogyBaHHsA rpyAat" (YTOUHEHHS
iHchopmawii), "Mo6iyHi peakuii” Ta nepedopmaryBaHHs
po3gainy "Cnoci6 3actocyBaHHsi Ta fo3un". BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPAKEHHS
59. APAHECH PO34NH A5 iH'EKLIN, AMIKeH HigepnaHngu AmMKeH €spona Higepnangyn | BHECEHHS 3MiH [0 peecTpauiiHuX maTepiasis: 3MiHu |l 3a UA/11437/01/03
100 mxr/mn; no 0,3 mn €spona b.B. B.B., HigepnaHaun / CLLA MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
y nonepeaHbLo (MapkyBaHHs, hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
HaroBHEHOMY LLUNPULL; BTOPVHHE NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
no 1 wnpuuy y nakyBaHHs Ta AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
6nictepi; no 1 BUNYyCK cepii); LaHUMW 3 SKOCTi, AOKNIHIYHUMU, KNIHIYHMW faHUMK Ta
6nicTepy B kopobLj AMDKeH AaHvMu 3 chapmakoHarnsgy - 3MiHW BHECEHO [0
MaHyhek4ypiHr IHCTPYKUIi 418 MEeJMYHOTO 3aCTOCYBaHHS NikapCbKoro
Nimiten, CLWA 3acoby A0 po3ainis "dapmakonoriyHi BnactmeocTi”
(BUpOGHMLTBO, (yTouHeHHs iHchopmauii), "Ocobnuei 3axoaun 6esnekn”,
nepesuHHe "Oco6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy
nakyBaHHs) nepiog, BariTHOCTi abo rogyBaHHsA rpyaa” (YTOYHEHHS
iHchopmawii), "Mo6iyHi peakuii” Ta nepedopmaTyBaHHs
po3gainy "Cnoci6 3actocyBaHHsi Ta fo3un". BeegeHHs
3MiH NPOTArom 6-Tu MiCALIB NiCNa 3aTBEPAKEHHS
60. APAHECH PO34MH ONs iH'EKLIN, AmKeH HigepnaHgn AvxeH €spona HigepnaHgn | BHECEHHS 3MiH J0 peecTpaLiiHnX MaTepiasiiB: 3miHu || 3a UA/11437/01/05
500 mkr/mn, no 1,0 mn €spona b.B. B.B., HigepnaHaun / CLLA MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
y nonepeaHLo (MapkyBaHHs, chapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
HaNoOBHEHOMY LUMNPWL; BTOPVHHE NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
no 1 wnpuuy y nakyBaHHs Ta AN MeAUYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
6nicTepi; no 1 BUMNYCK cepif); AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY faHnMK Ta
6nictepy B Kopobu,i AMIDKEH OaHuMK 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
MaHyhek4ypiHr IHCTPYKUIi ANA MEeJMYHOTO 3aCTOCYBaHHS NikapCbKoro
Nimiten, CLWA 3acoby A0 po3ainis "®apmakonoriyHi BnactmeocTi”
(BMPOGHMLTBO, (yTouHeHHs iHghopMaLii), "Ocobnmsi 3axoan 6e3nekn”,
nepBuHHe "Ocob6NMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy
nakyBaHHs) nepiog, BariTHOCTi abo rogyBaHHsA rpyAa” (YTOUHEHHS
iHhopmawii), "Mo6iyHi peakuii” Ta nepecopmaTyBaHHs
po3gainy "Cnoci6 3actocyBaHHsi Ta fo3un". BeegeHHs
3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
61. APBIBIP- kancysm no 100 mr; no | ToBapucTBO 3 YkpaiHa Bci cTagii YkpaiHa BHeceHHs 3MiH 0 peecTpaviitHux maTepianis: 3miHu | 6e3 UA/10506/02/01
340POB'A 10 kancyn y 6nictepi; 06MeXeHo BMPOGHMLTBA, My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta peuyenma
no 1 6nictepy B BiANOBIAA/bHI KOHTPO/b AKOCTI, hapmakoHarnagy (iHwi 3MiHn) - OHOBNEHHSA TEKCTY
KOpOO6Lii 3 KapTOHY CTHO BUMYCK Cepii: MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
"®apmaveBTn ToBapucTBO 3 BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHULD
YHa KOMMaHis 06MEXEHO BUMIiptoBaHHA y cucteMi SI. OHOB/IEHHSA BXe
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
"3p0pos'a” BiANOBIAA/ILHICTIO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS A1 yNakoBKM in
"PapmaleBThYHA bulk Ne 4000: no 4000 kancyn y nakeTi
KOMNaHis noslieTUIEHOBOMY Y KOHTEHepi n1acTMacoBoMy
"3p0poB'a",YkpaiHa; (BHECEHHS MO3HA4YeHb OAVHULIL BUMIpIOBaHHS, 3
BCi cTagii BUKOPUCTAHHAM /liTep NaTUHCLKOTro andasity, ToLo);
BMPOGHMLTBA, BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
KOHTPO/Ib AKOCTI: 3arBeppxeHo: MAPKYBAHHSA BignosigHo fo
ToBapucTBo 3 3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO [O0AAETLCS.
obmexeHoro MAPKYBAHHSA wogo npoaykuii in bulk TekcT
BiiNOBIgabHICTIO MapKyBaHHA [04a€eTbCsA. 3anponoHOBaHO:
"®APMEKC IPy1", MAPKYBAHHA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
YkpaiHa mapkyBaHHs. MAPKYBAHHSA wopo npogykuii in bulk
TekCT MapKyBaHHA fofaeTbCsA. BBefeHHA 3MiH
NPOTArom 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.
62. APBIBIP- kancynm no 100 wr; in TosapucTBO 3 Ykpaina TosapucTso 3 Ykpaina BHeceHHs 3MiH [0 peecTpaviitHux maTepianis: 3miHu | - UA/15471/01/01
340POB'A bulk Ne 4000: no 4000 06MEeXeHO 06MEXEHO Tuny - 3MiHu Woao 6e3nekn/edpeKkTNBHOCTI Ta
Kancyn y naketi BiANOBiAaNbHI BiANOBiAANLHICTIO thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHA TEKCTY
noslieTuIeHoBOMY Y CTH0 "GapmaueBTuyHa MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
KOHTeliHepi "®GapmauesTu KoMnaHis "3popos'a” BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVNHUL
nsacTMacoBomMy YHa KoMnaHisi BUMIptoBaHHSA y cuctemi Sl. OHOBMIEHHSA BXE
"3p0pos'a” 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS A1 yNakoBKM in
bulk Ne 4000: no 4000 kancyn y nakeTi
nonieTnIeHoBOMY y KOHTENHepi N1acTMacoBoMy
(BHECEHHSA MO3HAYeHb OAMHULIL BUMIPIOBAHHS, 3
BUKOPUCTAHHAM /liTep IaTUHCLKOTo andasiTy, ToLWO);
BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
3arBeppxkeHo: MAPKYBAHHSA BignosigHo go
3aTBEPKEHOro TEKCTY MapKyBaHHs, WO A0AaETLCA.
MAPKYBAHHSA woao npogykuii in bulk TekcTt
MapKyBaHHs A04A€eTbCs. 3anponoHOBaHO:
MAPKYBAHHS#A BignosigHo A0 3aTBEP)KEHOTO TEKCTY
MapkyBaHHA. MAPKYBAHHSA woao npoaykuii in bulk
TeKkcT MapKyBaHHA 0AAETLCA. BBeAEHHS 3MiH
NPOTArom 6-T1 MicsaUiB NicAs 3aTBEPAYKEHHS.
63. APBIBIP- Kancynu no 200 mr no ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHeCeHHs 3MiH 10 peecTpaLiitHux maTepianis: 3MiHu | 6e3 UA/10506/02/02
340POB'A 10 kancyn y 6nictepi; 06MEXEHO 06MEXEHO MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenma
POPTE no 1 6nictepy B BiANOBiAa/bHI BiANOBIAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
KOpOG6Lii 3 KapTOHY CTIO "dbapmaLieBThyHaA posginy “MapkysaHHa” MKA /13: 3aTBepakeHo:
"®apmaueBTn KOMNaHis MAPKYBAHHSA TekcT MapkyBaHHA 4O4A€ETLCS.
YHa KOMMaHis "340poB'a”, YkpaiHa 3anponoHoBaHo: MAPKYBAHHA BignosigHo fo
"3p0pos'a” (sci cTagji 3aTBepKeHOro TeKCTy MapKyBaHHA. OHOBIEHHSA
BUPOBHNLITBA, TEKCTY MapKyBaHHs YNakoBKW NikapCbKoro 3acoby 3

KOHTPO/1b AKOCTI,
BUMNYCK cepif);
ToBapucTtso 3

06MexeHo

BiANOBIAA/ILHICTIO

"®APMEKC 'PYIT",

BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHUL
BUMIpIOBaHHs y cuctemi Sl, iHcpopmal,ii woao
TOBAPHOro KoAy, /IOroTMMy Ta iHLWOT TeXHIYHOT

iHbopmawii. BBeieHHs 3MiH NPOTArom 6-Tv MicsiLiB

nicns 3aTBepkKeHHs.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
YkpaiHa (Bci cTagii
BUPOGHMLTBA,
KOHTPO/Ib SIKOCTI)
64. APEK/NOK® TabneTku, BKpUTI AT "T'piHaekc" Natsis AT "T'piHaekc", Narsis/ BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/10398/01/01
NNiBKOBOIO NaTtBis (BUPOGHMK, TypeyunHa TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
060/10HKOt0, Mo 50 mr; AKWIA BiAMNOBIAAaE 3a thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
no 10 TabneTtok y BUNYCK cepil, MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
6nictepi; no 3 BKJ/TIHOYAOUY BHECEHHSM iHhopMaLii LWoA0 3a3HaUYEHHS OANHULLL
6nictepy y nauui KOHTPO/b BVMIptOBaHHA y cuctemi Sl. BHeceHHs 3MmiH fo po3giny
cepii/BunpobyBaHHs) «MapkyBaHHs» B MKA J13. 3anponoHoBaHo: CornacHo
; Kouak ®apma lnay, YTBEPXAEHHOMY TEKCTY MapKMpoBKW. TepMiH
Be Kimist CaHali BBEJEHHS 3MiH - NPOTSAroM 6 MicsiLiB nicns
A.C., TypeyunHa 3aTBEPAXKEHHA
(Bci cTagii
BMPOGHNYOro
npowecy, oKpim
BUNYCKyY cepii)
65. APMAJVNH® Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/12306/01/01
NOHIr NPOJIOHIOBaHOT Aji No "MIKPOXIM" "MIKPOXIM" MMy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
300 wr; no 40 hapmakoHarnsagy. BeegeHHs abo 3miHu o
TabneTok y 6aHui; no y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnsgy
1 6aHui B nayui 3 (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
KapToHY hapmMakoHarnagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
Bi4NOBIAA/IbHOI 32 3AiCHEHHST hapMakoHarnsagy;
KOHTaKTHOi 0c0obu 3 chapMakoHarnagy 3asBHuKa ons
3pjiicCHeHHst hapMakoHarnagy B YkpaiHi, K0 BoHa
BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
3a 3gjlicHeHHs hapmakoHarnsay (BkioYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM Yy pO3MiLLieHHi MacTep-
thaiina cuctemu chapmakoHarnisgy) - 3miHa
YNOBHOBaXXEHOT 0c06M 3as1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: XXypba Ninis
BonoavmupiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
thapmakoHarnag,
66. APMAJVH® TabneTku TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/12306/01/02
NOHIr MPOJIOHroBaHoI Aji No "MIKPOXIM" "MIKPOXIM" TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
500 wr; no 40 thapmakoHarnsgy. BeegeHHs abo 3miHu o

TabneTok y 6aHui; no
1 6aHuj B nauyj 3
KapTOHY

y3arasibHeHUX JaHux Npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHWX NP0 cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHuKa A1
3[jiCHeHHs hapMakoHarisay B YKpaiHi, SKLLO BOHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3ilicHeHHs dhapmakoHarnsgy (Bkaovauu
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(haiina cuctemu chapmakoHarnsgy) - aMmiHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsag.
MponoHoBaHa pepakuin: XXypba Ninis
BonogumupisHa. 3MiHa KOHTaKTHUX SaHUX
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnag,
67. APTU®DNEKC Kancynu no 10 kancyn TosapucTBo 3 Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHN | 6e3 UA/12774/01/01
YNbTPA y 6nicTepi; no 6 abo 06MexeHo o6MexeHo MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
12 6nictepiB y Kopobui | BignosigancHi BiANOBiAANIbHICTIO thapmakoHarnagy (iHwi 3miHn) - 3amMiHa po3giny
3 KapTOHY CTHO "®apmaveBTUYHa «["padhiuHe ohopMIEHHS YNakoBKM» Ha po3fin
"®GapmauesTu KoMnais "3popos'a” «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
YHa KOMMaHis MAPKYBAHHSA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
"3p0pos'a” MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHA
YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepaKeHHs
68. APTPULA® PO34MH ANA iH EKLINA, 3AT JinToBcbKa XAYNT ®APMA PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/15442/01/01
100 mr/mn; no 2 M B "®hapmnaira”  |Pecny6nika NIBPOH MYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
amnynax; no 5 amnyn thapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
y NOTKY; N0 2 NOTKN Y MapKyBaHHS YNakoBKU NiKkapcbKoro 3acoby 3
nadui 3 KapToHy BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHsS OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
6-TW MicsLiB NiCNsA 3aTBEPIPKEHHS
69. ACKOPYTUH Tabnetkn, no 10 NAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux maTepiasis: 3MiHN | 6e3 UA/7706/01/01
Tabnetok y 6nicrepax; "MoHchapm" TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peyenma
no 10 TabneTok y hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
6nicTepi, no 2, 5 abo MapKyBaHHS! yNakoBKU Jlikapcbkoro 3acoby Loao
10 6nicTepiB y nauui 3 3a3HavYeHHs MbKHapoAHUX No3Ha4YeHb OANHULL
KapToHy BMMIpIOBaHHA. BBeAEHHS 3MiH NpoTArom 6-T1 MicAuis
nicns 3aTBepaKeHHs
70. ACTPAUUNTPO NopoLUoK AN TOB Ykpaina TOB "Actpadapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/10402/01/01
H opasibHOro po3unHy no | “Actpadapm" TUMY - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma
20 ry cawe; no 10 KOHTpO/b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
callle y Kopobui 3 BBEJEHHS NepiogNYHOYHI KOHTPO/IIO AKOCTI 3a
KapToHy nokasHukom «MikpobionioriyHa uncTota», a came «*
TECT He € PETUHHUM, BUKOHYETLCA /19 KOXHOT AECATOT
cepii, ane He pigLie o4HOro pasy B pPik»
71. ATAPAKC® TabneTku, BKpUTI HOCB dapma Benbris AHnabioTvk HB, Benbrisa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHN | 3a UA/1872/01/01
NnNiBKOBOK C.A. Benbrig (gogarkosa TMNY - 3MiHK LWoa0 6e3nekn/edpeKTMBHOCTI Ta

peyenmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
060/10HKOI0, N0 25 Mr; BMPOBHMYA thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
no 25 tabneTtok y AiNbHULSA, Ha SKiR po3ainy “MapkyBaHHa" MKA 13: 3anponoHoBaHo:
6nictepi; no 1 34iCHI0ETLCA MapkyBaHHS. 3rigHO 3aTBEPMAKEHOrO TEKCTY
6nicTepy y KapTOHHii KOHTpOnb cepii); MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
Kopobui CI'C a6 CimoH CA, yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM
Benebria (aogatkosa iHchopmauii LWoA0 3a3HAYEHHS O4MHULb BUMIPIOBaHHS
BMPOBHMYA y cuctemi Sl. BBefieHHSI 3MiH NpoTArom 6-T1 MicAuiB
AiNbHULSA, Ha SKil nicns 3aTBepPKEHHS
3iCHI0ETLCA
KOHTpOnb cepii);
HOCB ®apma C.A,,
Benbris
(BMpPOGHMLTBO 3a
NOBHUM LIMK/IOM)
72. ATEHONON Tabnetku no 0,05 r, no MNAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/8377/01/01
10 TabneTok y "MoHchapm” MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 2 thapmakoHarnagy (iHwi 3miHn) - 3amiHa po3giny
6nictepn y nauui 3 “I'pachivuHe ochopmaeHHs ynakoBk/™ Ha po3gisn
KapTOHY “MapkyBaHHs" B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.
3MiHV BHECeHi B TEKCT MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby L0A0 3a3HaYeHHsT MXHaPOAHNUX
no3HayYeHb OAMHWLbL BUMIpIOBaHHSA. BBeAeHHS 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
73. ATOPUC® TabneTkn, BKPUTI KPKA, a.4., CnoseHis Kewminab g.0.0., CnoseHis BHECEHHS 3MiH [JO peECTpaLiiiHMXx maTepianis: 3MiHK | 3a UA/5302/01/02
NNiBKOBOIO HoBo mecTo CnoBeHis (KOHTpONb TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
060n0HkKot0, No 10 wmr, cepii); KPKA, a.4., thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
no 10 TabneTtok y HoBo mecTo, po3ainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
6nicTepi; no 3 abo no CnoBeHis MAPKV/POBKA B coOTBETCTBUM C YTBEPXAEHHLIM
9 bnicTepiB y (BMPOGHMLTBO "in TEKCTOM MapKMpoBKN. OHOB/IEHHSI TEKCTY MapKyBaHHS
KapTOHHIA KopooLi bulk", nepsuHHe Ta yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM
BTOPVHHE NaKyBaHs, iHchopmaL,ii WoA0 3a3HaUYeHHA OANHULL BUMIPIOBAHHS
KOHTPO/b cepii Ta y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
Bunyck cepii); KPKA, nicns 3aTBepmkeHHs
A4.n., Hoeo mecrto,
CnoBeHisa (KOHTpONb
cepii)
74. ATOPUC® TabneTku, BKpUTI KPKA, a.4., CnoBeHis Kewminab g.0.0., CnoseHis BHECEHHS 3MiH [0 peecTpauliiHux maTepiasis: 3MiHN | 3a UA/5302/01/03
nNiBKOBOIO HoBo mecTo CnoBeHisa (KOHTpONb TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom

060/10HKO0, 10 20 Mr
no 10 Tabnetok y
6nicTepi; no 3 abo no
9 6nictepiB y
KapTOHHI/ KopoobLi

cepii); KPKA, a.4.,
HoBo mecTo,
CnoseHis
(BMPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE NakyBaHs,
KOHTPO/b cepii Ta

thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
po3giny «MapkyBaHHs» MKA /13: 3anponoHoBaHo:
MAPKVPOBKA B c0o0OTBETCTBUM C YTBEPXAEHHBLIM
TEKCTOM MapKMpoBKM. OHOBMIEHHSA TEKCTY MapKyBaHHS
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHbopmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPIOBaHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Bunyck cepii); KPKA, nicns 3aTBepmAKeHHs
4.4., Hoso mecrto,
CnoBeHisa (KOHTPONb
cepii)
75. ATOPUC® TabneTtkn, BKPUTI KPKA, a.4., CnoseHisa Kewminab g.o0.0., CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/8671/01/01
NNiBKOBOIO HoBso mecTo CnoBeHisa (KOHTpONb MYy - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
060/10HKOI0, NO 40 Mr cepii); KPKA, a.a4., thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHA 3MiH 10
no 10 TabneTtok y HoBo mecTo, po3ainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
6nicTepi; no 1 abo no CnoBeHis MAPK/POBKA B cOOTBETCTBUM C YTBEPXAEHHBIM
3 abo no 9 6nicTtepiB y (BMpPOGHMLTBO "in TEKCTOM MapKMpPOBKWN. OHOB/IEHHSA TEKCTY MapKyBaHHS
KapTOHHIA KopooLi bulk", nepsuHHe Ta yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
BTOPWHHE NakKyBaHs, iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
KOHTPO/b cepii Ta y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
Bunyck cepii); KPKA, nicns 3aTBepKEHHS
4.4., Hoso mecrto,
CnoBeHisA (KOHTPONb
cepii)
76. AYPOBIH Masb Mo 20 ry Ty6i 3 BAT "legeoH | YropwuHa BAT "leneoH YropwmHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/7268/01/01
nosieTuIeHoBUM PixTep" PixTep" MMy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
KOBMAYKoM, KWl Mae hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHI B TEKCT
nepcdphopaviiHnii MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby Liogo
HakoHeYHuK; no 1 Ty6i 3a3HayYeHHs1 MbXKHapOAHWX NO3HAYeHb OAVHWLb
B KapPTOHHIi Kopo6Lyi BMMIpIOBaHHSA. BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHa" MKA J13”: 3anponoHOBaHO:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOro TEKCTY
MapKyBaHHA TepMiH BBELEeHHS 3MiH NpoTArom 6
MiCsILiB MiCNsi 3aTBEPAYKEHHS
77. ADANA Tabnetku, no 20 TOB "Matepia | Ykpaina 3AT CaHToHika NutBa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/6887/01/01
Tabnetok y 6nictepi; Megpuka- TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenma
no 5 6nictepiB y Ykpaina" thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
KapTOHHilA KOopooLi po3gainy «MapkyBaHHsA» MKS J13»: 3anpornoHOBaHoO:
BignoBigHo A0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKN iKapCbKOro
3acoby 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIPIOBaHHS Y cuctemi Sl. BBegeHHsA 3MiH
NpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS
78. ADNYBIH® Kpanni opasnbHi no 20 Pixapa ABCTpist Pixapa bittHep Al ABCTpIs BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | 6e3 UA/1952/02/01
M1, abo no 50 mn, abo BiTTHep Al MYy - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peuyenma

no 100 mny
donakoHax-
KpanesibHuusax; no 1
h1aKoHY B KapTOHHIi
ynakoBLii

thapmakoHarnsgy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHnx Npo cucTemy chapmakoHarnsgy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy
hapmakoHarnsgy, 3miHa ynoBHOBaXeHOi ocoou,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHeHHs hapMakoHarisay B YKpaiHi, SKLLo BoHa
BijMiHHa Bif, YNOBHOBaXEHOI 0c06M, BignoBiganbHOI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemun thapmakoHarnsgy) - 3MiHa KOHTaKTHOI
0Cco6y YNOBHOBaXXEHOT 0CO6VW 3asBHMKA,

BiANOBIAa/IbHOT 3a hapmakoHarnsag B Ykpaidi. Jitoua
pegakuisi: Jintyc IpuHa MukonaisHa. MNponoHoBaHa

pepakuis: ®apuHelp OkcaHa MakcumiBHa.

3MiHa KOHTaKTHUX JaHuX KOHTaKTHOI 0cobu
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a

hapmakoHarnsg, B YkpaiHi

79.

ALEMIK

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO0, M0 500
Mmr; no 10 TabneTok y
6nictepi; no 1
6nicTepy y kopobui

AHaHTa

Megikeap T4,

Benvka
BpuTtaHis

ApTypa
dapmacbioTikan3
Met. 114, IHAiA
Tynin a6 MNeT.
nTa., IHAaia

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
po3gainy «MapkyBaHHsA» MKSA /13 : 3anponoHoBaHo:
MAPKYBAHHSA. Bignosigae 3atBepaKeHOMy TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKW NMiKapCbKOro 3acoby L0A0 3a3HauYeHHs
MiKHapOAHWX NO3Ha4YeHb OAUHULb BUMIPHOBAHHS.
BBefeHHs 3MiH NpoTAarom 3-x micsAuiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/16987/01/01

80.

ALECO/Nb

PO34MH A8 iHdysili
no 400 MmN y nasLwkax

MpusatHe
akuioHepHe
TOBapUCTBO

"IHdy3ia"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"IHdy3ia"

YkpaiHa

BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3giny «MapkyBaHHs1» MKSA J/13: 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHO A0 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yMakoBKM NiKapCbKOoro 3acoby LWo0 3a3HayYeHHs
MiKHapOAHMX MNO3HAYeHb OAVHWLb BUMIPIOBAHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPLKEHHS .

3a
peyenmom

UA/11769/01/01

81.

ALVKNOCTAL
®

Kpem 5% no 20ry
Ty6i; no 1 Ty6i B
KapTOHHI/ Kopoo6Li

CTALA
ApuHaiimiTTen
b Al

HimeuunHa

CTALA
ApuHaiimiTTens Al

HimeyunHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK |
MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULb
BVMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo po3giny
«MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MapkyBaHHs 3riHO 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHSA 3MiH - NPOTAromM 6
MicsILiB nicns 3aTBepoKEHHS

6e3
peyenma

UA/3806/01/01

82.

BAKTPOBAH™

Masb HasasibHa 2 %);
no 3 ry Ty6i; no 1 Ty6i
B KOPOOLLi

FnakcoCmiTKn
AiH ExkcnopT
NimiTen

Benuka
BpuTaHis

"nakco OnepeiiwHc
HOK NimiTeq,

Benuvka
BpuTaHis

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TUny - AAMiHICTPaTVBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecun Micusa NPOBaKEHHNA AisNIbHOCTI

3a
peyerimom

UA/4019/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IIOYA0UN AiNbHULI BUMYCKY cepii abo micue
NpPOBELEHHS KOHTPO/IIO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiid) - 3MiHa Ha3BU Ta agpecy BUPOGHMKa nakco
OnepeiiwHc KOK fimiten, Benvka BputaHisi, 6€3 3MiHK
MiCL BAPOOHMLTBA. 3MiHW BHECEHO B iHCTPYKLil0 ANs
MeAMYHOro 3aCTOCYBaHHA LWOA0 HaliMeHyBaHHS Ta
MiCLie3HaxX0MKeHHS BUPOOHMKA 3 BiANOBIAHUMM
3MiHaMU Y TEKCTi MapKyBaHHS YNakoBKW iKapCbKoro
3acoby. BBefieHHA 3MiH NpPOTArom 6- T MicsLiB nicns
3arBepKeHHs. 3MiHu | Tvny - 3MiHu Wwoao
6e3nekn/edpekTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHKN). OHOB/IEHHS BXE 3aTBEPAKEHOTO TEKCTY
MapKyBaHHSA NMepPBUHHOT Ta BTOPUHHOI ynakosku J13
(BHECEHHSA NO3HAYeHb OMHULL BUMIPIOBaHHS, 3
BUKOPUCTAHHAM /liTep NaTUHCLKOro andasity, ToLo);
BHECEHHS 3MiH 0 po3ainy “MapkyBaHHs" MKA N3:
3atBepKeHo: MapkmpoBka. TEKCT MapKMpoBKM
NepBUYHO 1 BTOPUYHOW YNakoBKW. 3anponoHOBaHO:
MapkyBaHHS. 3rigHO 3aTBEPMAKEHOrO TEKCTY
MapKyBaHHS yNnakoBku. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HAYEHHS OAUHULb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
6- TV MicAUIB NicNs 3aTBEPKEHHS.

83. BEKOHA3E cnpeli HazaNbHUA, TOB YkpaiHa nakco Bennkom Icnanis/ BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/3140/01/01
cycneHsis, 50 "MEPPIFO C.A., IcnaHis ABCTpIs TUMY - 3MiHW 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenma
MKr/go3y no 100 fo3 YKPATHA" (BUPOBHMLTBO 3a KOHTpPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
a60 180 po3y NMOBHUM LMKIOM); MeToAax BUNpPobyBaHHS rOTOBOTO /iKapCbKOro 3acoty
donakoHi Pixapg bitTHep AT, (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIOYaKUN
noninponiziecHoBoMy ABCTpist 3aMmiHy abo 4OMNOBHEHHS)) - 3MiHU BHOCATLCA A0
abo (BMPOGHMLTBO 3a po3giny 3.2.P.5.2. AHaniTU4Hi MeToaMKM 3a
nonieTnIeHoBoMy, MOBHUM LIK/TOM) nokasH1MkoM «Maca BMICTy», a came: BHOCUTbCS
3’egHaHOMy 3 [0AaTKOBUIA MEeTOZ, BU3HAYEHHA MacuK BMICTY (415
[03Y04MM MPUCTPOEM, BMpO6HUKa Pixapg BitTHep A, ABCTpis)

HOCOBUM afanTepom
Ta KpuLIeykoto; no 1
h1aKoHyY B KOpOGLIi

84. BEHE®IKC niodpinisat ana NeAN3EP CWA Bio/la6, C.J1., IcnaHis/ BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/16134/01/02
PO34MHY ANA iH'EKL;iA EWY.CLIMI. Icnanis CLUA/ T™MNYy - 3MiHW 3 AKOCTi. FOTOBUIA NikapCbknii 3aci6. peyenmom
no 500 MO, 1 dhnakoH KOPIMOPENLL (anbTepHaTBHA HimeuunHa 3MiHV Y BUPOOHMUTBI. 3MiHM y Npoueci BUPOGHMLTBA
3 niodpinizarom, 1 H na6oparopia ans roTOBOrO JlikapCbKOro 3acoby, BK/IOYakoun NPOMIXKHWIA
nonepeAHLo TecTyBaHHsA NPOAYKT, L0 3aCTOCOBYETLCA MNPV BUPOOHULITBI
HaNoOBHEHWI WNpuL, 3 npenapary 3a roTOBOrO /liKapCbKOro 3acoby (He3HayHa 3miHa y
po3unHHMKoMm (0,234 NOKa3HUKOM npoLieci BUPOGHMLTBA) - faHa 3MiHa NoJaeTbecs y
% pO34nH HaTpito "CTepunbHiCTb"); cKnagj rpynv 3miH, NoB’A3aHunX i3 BBEEHHAM
xaopuay y Bogi asis Baet bio®apma [oaaTtkoBoro fioginisatopa (Lyo3) Ha BUPOGHWMUii
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
iH’exuin) no 5 mn, 1 AiBixH oh Baet AinbHuui Wyeth Farma S.A. gns Bupo6HuuTBa
apanTtep Ans dapmaceyTukanc nikapcbkoro 3acoby beHedpikc. 3miHa nepegbavae
chnakoHy, 1 cucremy NNC, CWA [esKi He3HauHi 3MiHW y BUPOBHNYOMY npoLeci
ans iHdysii, 2 (KOHTpO/b SKOCTI (TemnepatypHi yMoBU MiHsAlOTbCA 3 2-8 © C #o

TammnoHu 3i cnupTom, 1
nnacTtup, 1 mapnesy
noayLueyky
BKNafawTb y
KapTOHHY KOPOGKY

PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4YaTKoOBOrO 3CyBY
nopwHs", "Cuna
TEepTs NopLUHSA",
"[ocNigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A,,
IcnaHis
(BUPOGHNLTBO
niocpinizaty 3a
MOBHUM LK/IOM;
KOHTPO/b SKOCTI
PO3UYMHHMKA (KpiM
TecTy "Cuna TepTa
nopLuHs");
nakyBaHHs
PO34YUMHHKKA Y HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMNycK Habopy;
BiANOBIAaIbHNI 3a
BUMYCK cepil); BeTep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BUPOBHMLTBO Ta
KOHTPO/1b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4yaTkoBOro 3CyBYy
nopLuHs", "Cuna
TepTa NopLuHA",
"locnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
depTuryHr Mrméx &
Ko. KT, HimeuunHa
(BUPOBHMLTBO Ta
KOHTPO/1b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4yaTKkoBOro 3CyBY

nopwHs", "Cuna

KiMHaTHOT TemnepaTtypm Mig, 4ac pO3BaHTaXKEHHS
3aKynopeHnx o1akoHiB), SKi € NOCAILOBHUMM i
MoB’A3aHi 3 XapakTepucTMkaMn HOBOro 06/1afjHaHHS.
BBefeHHA 3MiH NpOTArom 6 Micsuis nicns
3aTBEPAKEHHS; 3MiHU | TRy - 3MiHM 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun dianaszoH po3mipy cepii)
roTOBOrO NikapcbKoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPIXEHUM PO3MIpPOM) - AaHa 3MiHa
NnoJaEeTbCsa y cKNagi rpynu 3miH, NoB’A3aHux i3
BBEAEHHSIM f04aTKoBOro niodpinizatopa (Lyo3) Ha
BMPOGHWUIl AinbHuui Wyeth Farma S.A. gns
BMPOGHULITBA Nikapcbkoro 3acoby beHedikc. 3miHa
nepegb6ayae 3mMiHy po3mipy cepii. 3aBAsKun BULLiA
BMPOGHWUII MOTYXHOCTI niodinisatopa Lyo 3 (go
44850 ¢hnakoHiB), KOMMNaHiss NPONOHYE 36i/1bLLUNTN
po3mip cepii 3 8000 — 22500 chnakoHiB, L0 €
3aTBepmAXeHuM a5 niocdpinizaropis Lyo 1A Ta Lyo 2,
0o 8000 — 28500 dhnakoHiB Ansa niocinisatopa Lyo 3
npu BUPOBHNLTBI Nikapcbkoro 3acoby beHedpike ansa
BCiX [J03yBaHb. BBeAeHHS 3MiH npoTsrom 6 micauis
nicnsa 3aTBepMXeHHSs; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oToBWIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa 6yab-sKoi
YacTUHW MaTepiasnly NepBMHHOT YNakoBKK, LLIO He
KOHTaKTY€e 3 rOTOBMM JliKapCbKMM 3ac060M (Hanpuknag
KONIp KPULLEYOK 3 KOHTPOMIEM MEPLUOTO BigKPUTTS,
KONip KOLOBYX KineLb Ha amnynax, KoHTeliHepa Ans
ronok (pisHi Buay nnactmacu) (3miHa, sika He BNvBae
Ha KOPOTKY XapakTepuCTUKy Jlikapcbkoro 3acoby) -
[JaHa 3MiHa nofaeTbes y cknagi rpynu 3MmiH,
NoB’si3aHX i3 BBEAEHHAM J0AaTKOBOro niodinisaropa
(Lyo3) Ha BMpoGHWUili ainbHuui Wyeth Farma S.A. gns
BMPOGHULITBA Nikapcbkoro 3acoby beHedikc. 3miHa
nepegbayae 3MiHy NakyBaslbHOr0 MaTepiasly roToBoro
NiKapCbKOro 3acoby 3i CTEPU/IbHUX 3aTUCKadiB NPo6ok
[10 HeCTepubHUX. 3aKynoploBasibHa MaluvHa byna
nepemilLeHa 3 acenTUYHOI 30HM A0 YMCTOi 30HU. Tomy
KPULLKU Npo60K He NoTpebytoTb cTepunizalii, OCKibKN
BOHW He nepegbaveHi AN BUKOPUCTaHHSA B
acenTWYHii 30Hi. BBegeHHs 3miH npoTArom 6 micsuis
nicns 3aTBepMkeHHs; 3MiHu |l Tuny - 3MiHK 3 SKOCTiI.
[OTOBMIA NikapcbKuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHU y npoLieci BUPO6HULITBA rOTOBOTO NiKapCbKOro
3aco6y, BK/I0YaK4M NPOMKHMIA MPOAYKT, WO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
TepTa NopLuHA", 3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOrO
"ocnigpKeHHs nikapcbKoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum
repMeTnyHocTi")); 3aco60M 6i0N0riYHOro/iMyHOONYHOrO NOXOAKEHHS Ta
Betep ®apma- 3MiHa BUMarae npoBeAeHHS NOPIBHANbHNX
PepTuryHr rméx & [ocnimpkeHb) - aHa 3MiHa NoJaeTbCs 3 METOK
Ko. KI, HimeuumHa BBEJEHHS [oAaTKOBOro fnioduinizaropa (Lyo3) Ha
(Bi3yasibHUiA NiLeH30BaHiIn acenTUYHI BUPOGHWYI 30HI AiNbHUL
KOHTPO/b, KOHTPOJ1b Wyeth Farma S.A. a4na BUPOGHULITBA /iKapCbKOro
AKOCTi PO3YMHHMKA 3acoby beHecbikc. HoBuii niocpinisatop BBOAUTLCA
(nvwe Tectn "Cuna [0[AaTKOBO A0 BXe 3aTBepXeHux siodinizatopis (Lyo
0151 N0YaTKOBOro 1A Ta Lyo 2) gns nigBuLeHHs BUPOOHNYOT NOTY)XHOCTI
3CyBY MOPLUHA", Ta ekcnnyarauiliHoi rHyukocTi Ha Wyeth Farma S.A.
"Cuna TepTts BBefeHHs 3MiH npoTarom 6 micAuiB nicns
nopLuHa", 3aTBEPAXKEHHSA
"locnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
depTuryHr rméx &
Ko. KT, HimeuunHa
(Bi3yasibHUIA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
4115 N0YaTKOBOro
3CyBY nopLuHA",
"Cuna Tepta
nopLuHa",
"[ocNigpKeHHs
repMeTuyHoCTI")
85. BEHE®IKC niodpinisat gna NPAN3EP CLIA Bio/la6, C.J1., Icnanis/ BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHu | 3a UA/16134/01/03
pO34UHY A5 iH KL EVY.CLIL. IcnaHis ClwA/ TUMY - 3MiHW 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
no 1000 MO, 1 KOPMOPENLL (anbTepHaTVBHA HimeuyunHa 3MiHV Y BUPOOHMUTBI. 3MiHM y NpoLeci BUPO6HMLTBA
donakoH 3 H nab6opaTtopis 4ns rOTOBOrO JiKapCbKOro 3acoby, BK/IUAKYM MPOMDKHNI
niodpinizatom, 1 TecTyBaHHS MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
nonepeaHL0 npenapary 3a roTOBOrO JliKapcbKoro 3acoby (He3HayHa 3MiHa y
HanoOBHEHWUI WnpuL, 3 NOKa3HNKOM npoLeci BUPOGHNLTBA) - AaHa 3MiHa NOJAETLCSA Y

po34mHHMKOM (0,234
% PO34UNH HATPIO
xnopuay y Bogi ans
iH’exuiii) no 5 mn, 1
ajanTep gns
donakoHy, 1 cuctemy
Onsa indysii, 2
TammnoHu 3i cnnptom, 1
nnacTtup, 1 mapnesy
nogyLueyky
BKMafaTb Yy
KapTOHHY KOPOGKY

"CTepubHICTb");
Baet biodapma
AiBxH oh Baet
dapmaceyTukanc
NNcC, CWA
(KOHTpOSIb AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
noYaTKoBOrO 3CyBY
nopLHs", "Cuna
TepTa nopLuHA",
"locnigpKeHHs

cknagi rpynu 3MiH, NoB’A3aHunX i3 BBEAEHHAM
nopartkosoro nioginizatopa (Lyo3) Ha BUPOGHWUIl
AinbHuui Wyeth Farma S.A. gns Bupo6HuyTBa
nikapcbkoro 3acoby beHedpikc. 3miHa nepegbavae
[AesiKi He3HauHi 3MiHWM Y BUPO6HMYOMY NpoLeci
(TemnepatypHi yMoBU MiHsAOTbCA 3 2-8 © C oo
KiMHaTHOT TemnepaTtypw Mig, 4ac PO3BaHTaKEHHS
3aKynopeHunx hNakoHIB), ki € NOCNILOBHUMMN |
NoB’A3aHi 3 XapakTepUCTUKamMy HOBOrO 06/1afHaHHS.
BBefeHHA 3MiH NPOTArom 6 MicsuiB nicns
3aTBEPLKEHHST; 3MiHM | TUNY - 3MiHK 3 sIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLUTBI. 3MiHa
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

repmeTnyHocTi");
Baet ®apma, C.A,,
Icnanis
(BUpPOGHMLTBO
niocpinizaty 3a
MOBHWM LMK/IOM;
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopwHs");
nakyBaHHs
PO34YnHHYKKa Yy HaobIp;
KOHTPO/b SIKOCTI,
36epiraHHs,
naxkyBaHHs Ta
BMMNyCK Habopy;
BiANoBigabHUI 3a
BUMYCK cepil); BeTep
dapma-dPepTUryHr
M6X & Ko. KT,
HimeuunHa
(BMpPOGHMLTBO Ta
KOHTPO/b SKOCTI
PO3UYMNHHMKA (KpiM
TecTiB "Cvna gns
no4YaTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTAa nopLuHa",
"ocnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
PepTuryHr rméx &
Ko. KI', HimeuunHa
(BMpPOGHMLTBO Ta
KOHTPO/b SKOCTI
PO3UYMHHMKA (KpiM
TecTiB "Cvna gns
no4YaTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTAa nopLuHa",
"ocnigpKeHHs
repmeTnyHocTi"));
Betep ®apma-
PepTuryHr rméx &
Ko. KI', HimeuunHa
(Bi3yasibHUiA
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHMKA
(nvwe Tectn "Cuna

po3mipy cepii (BktoHaroun fianasoH po3mipy cepii)
roTOBOro Nikapcbkoro 3acoby (36inbLieHHs o 10 pasis
MOPIBHSAHO i3 3aTBEPHKEHUM PO3MIPOM) - AaHa 3MiHa
NoAaeTbCsa y CKNagj rpyny 3miH, NoB’A3aHuX i3
BBEEHHAM [04aTkoBoro niodinizatopa (Lyo3) Ha
BMPOGHUUIN AinbHuui Wyeth Farma S.A. gns
BMPO6HULITBA Nikapcbkoro 3acoby beHedpike. 3miHa
nepepb6ayae 3MiHy po3mipy cepii. 3aBAsKM BULLiA
BMPOGHUUIN NOTYXHOCTI niodinisatopa Lyo 3 (go
44850 ¢hnakoHiB), KOMNaHiss NPOMOHYE 36iNbLUNTY
po3mMip cepii 3 8000 — 22500 ¢hnakoHis, L0 €
3arBepaxeHnm ans niodpinizatopis Lyo 1A Ta Lyo 2,
00 8000 — 28500 chnakoHiB ans niodinizatopa Lyo 3
npv BUPOBHMLTBI Nikapcbkoro 3acoby beHedike ans
BCiX [03yBaHb. BBeAeHHs 3MiH npoTsarom 6 micauis
nicns 3aTBepmpKeHHs; 3MiHun | Trny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3acib. 3MiHa 6y ab-Koi
YyacTUHW MaTepiasly NepBMHHOT YNakoBKK, LLIO He
KOHTaKTye 3 rOTOBMM JliKapCbkMM 3ac060M (Hanpuknag,
KONip KpULLEYOK 3 KOHTPOIEM MEPLLIOTO BIAKPUTTS,
KOMip KOLOBUX KiNeLb Ha amnynax, KoHTeliHepa ans
ronok (pisHi Buay nnactmacu) (3MiHa, sika He BNVBae
Ha KOPOTKY XapakTepucTuKy Nikapcbkoro 3acoby) -
[JaHa 3MiHa NoJaeTbCsa y CKNagi rpyny 3miH,
NnoB’A3aHuX i3 BBEAEHHSIM 404aTKOBOro niodpinizatopa
(Lyo3) Ha BMpo6HUuil ginbHuui Wyeth Farma S.A. gns
BMPO6HMLITBA Nikapcbkoro 3acoby beHedpike. 3miHa
nepef6ayae 3MiHy nNakyBasibHOr0 MaTtepiasly roToBoro
NiKapCbKOro 3acoby 3i CTEPUIbHUX 3aTUCKadiB NPO6OK
[10 HeCcTepuibHUX. 3akynoploBasibHa mMatuvHa byna
nepemillieHa 3 acenTUYHOT 30HU [0 YUCTOI 30HW. ToMy
KPULLKU NPO60K He NoTpebytoTb cTepunizavii, OCKiNbKn
BOHW He nepegbaveHi A9 BUKOPUCTaHHSA B
acenTWYHii 30Hi. BBefieHHs1 3MiH NpoTsArom 6 micsyis
nicns 3aTBepMKeHHs; 3MiHu |l Tuny - 3MiHK 3 SKOCTi.
OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHM y npoueci BUPOOHULTBA rOTOBOIO NiKapCbKoro
3ac06y, BKIIOYAKUM NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCSA MPU BUPOOHULTBI FOTOBOrO
nikapcbKoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum
3ac060M 6i0/10rYHOr0/iMyHOMOTYHOrO MOXOMKEHHS Ta
3MiHa BUMarae npoBeAeHHS NOPIBHANbHNX
[ocnimpkeHb) - aHa 3MiHa NoJaeTbCs 3 METOK
BBEJEHHS [0AaTKOBOro fnioduinizaropa (Lyo3) Ha
NiLeH30BaHiIn acenTUYHI BUPOGHWYI 30HI AiNbHUL
Wyeth Farma S.A. a4na BUPOGHULITBA /iKapCbKOro
3acoby beHecbikc. HoBuii niocpinisatop BBOAUTLCA
[04aTKOBO 10 BXe 3aTBepMKeHnx nioguinizaropis (Lyo
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
[AN5 N0YaTKOBOro 1A Ta Lyo 2) ans nigBuLweHHs BUPOOHNYOT MOTYXHOCTI
3CyBY MOpLUHA", Ta ekcnnyarauiliHoi rHyukocTi Ha Wyeth Farma S.A.
"Cwuna tepts BBefeHHs 3MiH npoTarom 6 micsAuis nicns
nopLuHa", 3aTBEPAXKEHHA
"ocnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
PepTuryHr rméx &
Ko. KI', HimeuunHa
(Bi3yasibHUiA
KOHTPO/1b, KOHTPO/b
AKOCTI PO3YMHHMKA
Kpim TecTiB "Cuna
[N N04aTKOBOrO
3CyBY MOPLUHA",
"Cwuna Teptsa
nopLuHa",
"locnigpKeHHs
repMeTuM4HoCTI")
86. BEHE®IKC niodpinizat ana MNOAN3EP CWA Bio/la6, C.J/1., Icnanis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/16134/01/04
PO34nHy A5 iH'eKuin EWY.CLMI. Icnanis CLUA/ TUMY - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
no 2000 MO, 1 KOPMOPEWLU (anbTepHaTVBHA HimeuyunHa 3MiHM Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6GHMLUTBA
onakoH 3 H nab6opartopis ans rOTOBOrO JliKapCbKOro 3acoby, BK/IUYaUM NPOMIXKHWIA
nioghinizatom, 1 TecTyBaHHSA MPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHMULITBI
nonepegHL0 npenapary 3a roTOBOrO /liKapCbKoro 3acoby (He3HauHa 3MiHa y
HanoBHEeHWI Wnpu, 3 NOKa3HUKOM npoLieci BUPOGHMLTBA) - flaHa 3MiHa NoJaeTbes Yy

po3unHHMKoMm (0,234
% PO34MH HATPIO
xnopugy y Bogi ans
iH’ekuin) no 5 mn, 1
afanTep gns
chnakoHy, 1 cuctemy
ans iHdysii, 2
TamnoHu 3i cnnptom, 1
nnactvp, 1 mapneBy
noayLueyky
BKMafjalTb y
KapTOHHY KOPOGKY

"CTepwibHicTb");
Baet bio®apma
nisbkH och Baet
PapmaceyTukanc
NNC, CWA
(KOHTPOb SAKOCTI
PO34YMHHMKA (KpiM
TecTiB "Cuna ana
no4yaTkoBOro 3cyBy
nopwHs", "Cuna
TepTAa NopLuHA",
"[ocnigpKeHHs
repmeTuyHocTi");
Baet ®apwma, C.A.,
Icnanis
(B1pOGHMLTBO
niodpinizaty 3a
MOBHWM LMK/IOM;
KOHTPO/Ib SKOCTI
PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopwHs");

cknagi rpynu 3MiH, NOB’A3aHMX i3 BBEAEHHAM
nopartkosoro niodinizatopa (Lyo3) Ha BUPOGHWUIl
oinbHuui Wyeth Farma S.A. ansa Bupo6HuuTea
nikapcbkoro 3acoby beHecpikc. 3miHa nepegb6avae
[Aesiki He3HauHi 3MiHW y BUPOBHNYOMY MpoLeci
(TemnepatypHi yMOBM MiHAOTLCA 3 2-8° C A0
KIMHaTHOT TemnepaTtypw nif, Yac po3BaHTaXEHHS
3aKyrnopeHux NakoHIB), sKi € NOCNILOBHUMM i
MoB’A3aHi 3 XapakTepuUCcTMKaMn HOBOro 06/1afjHaHHS.
BBefeHHs 3MiH npoTarom 6 micsAuis nicns
3aTBEePKEHHS; 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (Bk/ItOYatouM gianasoH po3mipy cepii)
roTOBOrO JlikapcbKoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - AaHa 3MiHa
NnoAaeTbeCsa y CKNagj rpyny 3miH, MoB’A3aHUX i3
BBeEHHAM [o4aTkoBoro niodinizatopa (Lyo3) Ha
BMPOGHMUIli AinbHUUi Wyeth Farma S.A. gns
BMPOGHULITBA Nikapcbkoro 3acoby Beredpike. 3miHa
nepegb6avae 3mMiHy po3mipy cepii. 3aBAsKN BULLiA
BMPOGHMUIl NOTYXHOCTI niogpinisatopa Lyo 3 (zo
44850 dpakoHiB), KOMNaHis NPOMOHYE 36iNbLUNTK




65

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nakyBaHHs po3wmip cepii 3 8000 — 22500 dhnakoHiB, WO €

PO34MHHKKA Y HabIp;
KOHTPO/b SIKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMMNYCK Habopy;
BignoBiganbHWi1 3a
BMNycK cepil); Betep
Papma-dPepTuryHr
M6X & Ko. KT,
HimeuunHa
(BMpPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4YaTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTs NopLUHSA",
"[ocNigpKeHHs
repMeTuyHocTi");
Betep ®apma-
depTuryHr rm6X &
Ko. KI', HimewunHa
(BMpPOGHMLTBO Ta
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4YaTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTs NopLUHSA",
"[ocNigpKeHHs
repMeTnyHocTi"));
Betep ®apma-
depTuryHr rm6X &
Ko. KI', HimeuwunHa
(Bi3yasibHuiA
KOHTPO/1b, KOHTPO/1b
AKOCTi PO3YMHHUKA
(nvwe Tectn "Cuna
[N N0YaTKOBOrO
3CyBY MOpLUHA",
"Cuna Tepta
nopLuHa",
"ocnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
PepTuryHr rméx &
Ko. KI', HimeuunHa
(Bi3yanibHUiA

3aTBepAxeHM ana niodinizatopis Lyo 1A Ta Lyo 2,
00 8000 — 28500 dhnakoHiB Ans niocinisatopa Lyo 3
npu BUPOBHNLTBI Nikapcbkoro 3acoby beHedike ans
BCiX f03yBaHb. BBeeHHA 3MiH NpPOTArom 6 Micsuis
nicns 3aTBeppkeHHs; 3mMiHu | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa 6y ab-AKoi
4yacTVHW matepiasly NePBMHHOI YNakoBKK, L0 He
KOHTaKTy€e 3 rOTOBMM JliKapCbKMM 3ac060M (Hanpuknag,
KOMIp KPULLEYOK 3 KOHTPOMIEM MEPLLOTO BiAKPUTTS,
KONip KOJOBUX KiNneLb Ha amnynax, KoHTeliHepa ans
rosniok (pi3Hi BUAM nnactmacwu) (3mMiHa, sika He BMInBae
Ha KOpPOTKY XapakTepucTuKy ikapcbKoro 3acoby) -
[JaHa 3MiHa NofaeTbCa y cknagi rpynv 3miu,
NoB’si3aHVIX i3 BBEAEHHAM J0AaTKOBOro niodinizatopa
(Lyo3) Ha BMpOGHMUIli ainbHULi Wyeth Farma S.A. ans
BMPOGHULITBA Nikapcbkoro 3acoby beredpike. 3miHa
nepefb6ayae 3MiHy nakyBaslbHOrO Martepiasly roToBoro
niKapcbKoro 3acoby 3i CTepUbHUX 3aTnucKadis NPo60okK
[0 HeCcTepu/bHNX. 3akynoproBasibHa MalumHa byna
nepemillieHa 3 acenTUYHOI 30HM A0 YMCTOi 30HU. Tomy
KPUWLLKM NPOGOK He NOTpebyoTb CTepusisauii, OCKi/IbKu
BOHW He nepepbaveHi A1 BUKOPUCTaHHSA B
acenTWYHii 30Hi. BBegeHHS 3MiH NpoTsArom 6 micauis
nicnsa 3aTBepKeHHs; 3MiHK |l Tuny - 3MiHM 3 AKOCTI.
[oTOBMIA NiKapCbkunii 3aci6. 3MiHW y BUPOBHULTBI.
3MiHU Y npoLieci BUPO6HULITBA FOTOBOTO /iKapCbKOro
3aco0y, BK/IOYatoUy NPOMKHWIA NPOAYKT, L0
3aCTOCOBYETLCA NPV BUPOOHULITBI FOTOBOIO
nikapcbKoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum
3aco60M 6i0N0riYHOro/iMyHOOMNYHOrO NOXOKEHHSA Ta
3MiHa BUMarae NnpoBeAeHHS NOPIBHAIbHNX
[OCNifpKeHb) - faHa 3MiHa NOAAETLCS 3 METO
BBeJleHHsA foaaTtkoBoro nioduinizatopa (Lyo3) Ha
NiLeH30BaHin acenTuYHin BUPOBGHWYIW 30Hi AiNbHUL
Wyeth Farma S.A. gnsi BUpo6HULTBA NiKapCbKOro
3acoby beHedpikc. HoBwiA niocpinizaTop BBOAUTLCSA
[04AaTKOBO A0 BXe 3aTBepkeHux niodinizaropis (Lyo
1A Ta Lyo 2) ans nigBuLweHHs BUPOOHNYOT MOTYXHOCTI
Ta ekcnnyarauiiHoi rHyukocTi Ha Wyeth Farma S.A.
BBefeHHs 3MiH npoTarom 6 micsAuis nicns
3aTBEPAKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KOHTPO/1b, KOHTPO/1b
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
[N N0YaTKOBOrO
3CyBY MOpLUHA",
"Cuna Tepta
nopLuHa",
"ocnigpKeHHs
repmMeTnyHocTi")
87. BEHE®IKC niodpinizat ana MNOAN3EP CLWA Bio/la6, C.J1., IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 3a UA/16134/01/05
PO34UHY A5t iH'eKLit EVY.CLIL. IcnaHis cuwA/ TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. peuenmom
no 3000 MO 1 chnakoH | KOPTOPEWLL (anbTepHaTuBHa HimeuunHa 3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
3 niodpinizarom, 1 H na6oparopia ans roTOBOrO JliKapCbKOro 3acofy, BK/IKOYakUM NPOMIKHWIA
nonepeaHL0 TECTyBaHHs NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
HanoOBHEHWUI WnpuL, 3 npenapary 3a roTOBOrO MiKapCbKOro 3acoby (HesHayHa 3miHa y
po34mHHMKOM (0,234 NOKa3HNKOM npovueci BUpobHULTBA) - AaHa 3MiHa NoAAETLCA Y

% PO34UNH HATPID
xnopuay y Bogi ans
iH’exuiii) no 5 mn, 1
ajanTep gns
donakoHy, 1 cuctemy
Onsa indysii, 2
TammnoHu 3i cnnptom, 1
nnacTtup, 1 mapnesy
nogyLueyky
BKMafaTb Yy
KapTOHHY KOPOGKY

"CTepunbHICTb");
Baet bio®apma
niBbkH oh Baet
dapmaceyTumkanc
NINC, CWA
(KOHTPO/b SAKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
ro4aTkoBoro 3cyBy
nopwHs", "Cuna
TepTs NopLUHSA",
"[locnigpKeHHS
repMeTuyHocTi");
Baet ®apma, C.A,,
Icnais
(BMPOGHULTBO
niocpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/Ib AKOCTI
PO34YMHHMKA (KpiM
TecTy "Cuna TepTa
nopLuHs");
nakyBaHHs
PO34MHHYKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMNyCK Habopy;
BiANOBIAaIbHNI 3a
BMNyCK cepii); Betep
Papma-PepTUryHr
v6X & Ko. K,

cknagi rpynu 3MiH, NoB’A3aHKX i3 BBEAEHHAM
nogatkoBoro fioginizatopa (Lyo3) Ha BUPOGHWUii
AinbHuui Wyeth Farma S.A. gns Bupo6HuuTBa
nikapcbkoro 3acoby beHecpikc. 3miHa nepenbavae
[esKi He3HauHi 3MiHW y BUPOBHNYOMY npoLeci
(TemMnepartypHi yMOBM MiHAOTLCA 3 2-8 ° C A0
KiMHaTHOT TemnepaTtypm Mig, 4ac PO3BaHTaXKEHHS
3aKynopeHux go1akoHiB), SKi € NOCAILOBHUMM i
MoB’A3aHi 3 XapakTepuCcTMKaMn HOBOrO 06/1afjHaHHS.
BBefeHHA 3MiH NpOTArom 6 MicsuiB nicns
3aTBEPLAKEHHS; 3MiHU | TUny - 3MiHM 3 AKOCTI. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun dianasoH po3mipy cepii)
roTOBOrO NikapCcbKoro 3acoby (36inbLieHHs go 10 pasis
NMOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - AaHa 3MiHa
NoJaeTbCsa y CKNazi rpynu 3miH, NoB’A3aHuX i3
BBEEHHSIM f04aTKoBOro niodpinisatopa (Lyo3) Ha
BMPOGHMUIl AinbHuui Wyeth Farma S.A. ans
BMPOOHULITBA Nikapcbkoro 3acoby BeHedikc. 3miHa
nepegb6ayae 3mMiHy po3mipy cepii. 3aBAsKun BULLiA
BMPOGHWUII MOTYXHOCTI niogpinizatopa Lyo 3 (zo
44850 chnakoHiB), KOMNaHiss NPONOHYE 36iM1bLUNTN
po3mip cepii 3 8000 — 22500 chiiakoHiB, L0 €
3aTBepxeHnM ana niodinizatopis Lyo 1A ta Lyo 2,
0o 8000 — 28500 dhnakoHiB Ansa niocdinizatopa Lyo 3
npu BUPOBHNLTBI Nikapcbkoro 3acoby beHedpike ansa
BCiX f03yBaHb. BBeieHHA 3MiH NpOTArom 6 Micsuis
nicnsa 3aTBepMXXeHHSs; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oToBWMIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWiA 3aci6. 3MiHa 6yab-sKoi
YyacTUHW MaTepiany NepBMHHOT YNakoBKK, LLO He

KOHTaKTY€E 3 rOTOBVM J1iKapCbKMM 3ac060M (Hanpuknag
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
HimeuunHa KONIp KPULLEYOK 3 KOHTPOMIEM MEPLUOTO BigKPUTTS,

(BUPOBHMLTBO Ta
KOHTPO/1b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4aTKkoBOro 3CyBY
nopLuHs", "Cuna
TepTa nopLuHA",
"locnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
depTuryHr Mrméx &
Ko. KT, Himeuunna
(BUPOBHMLTBO Ta
KOHTPO/1b SKOCTI
PO34YMHHMKA (KpiM
TecTiB "Cwna gns
no4aTKkoBOro 3CyBY
nopLuHa", "Cuna
TepTa NopLuHA",
"locnigpKeHHs
repmeTnyHocTi"));
Betep ®apma-
depturyHr Mrméx &
Ko. KT, HimeuunHa
(Bi3yasibHUiA
KOHTPO/b, KOHTPO/b
AKOCTi PO3YMHHUKA
(mwe Tectn "Cuna
[AN15 N0YaTKOBOro
3CyBY nopLuHA",
"Cuna Tepta
nopLuHa",
"[ocNigpKeHHs
repMeTuyHocTi");
Betep ®apma-
depTuryHr rm6X &
Ko. KI', HimewunHa
(Bi3yasibHuiA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
[N N04aTKOBOrO
3CyBY MOpLUHA",
"Cuna Tepta
nopLuHa",
"ocnigpKeHHs
repmeTnyHocTi")

KONip KOLOBYWX KineLpb Ha amnynax, KoHTeliHepa Ans
ronok (pisHi Buay nnactmacu) (3miHa, sika He BNvVBae
Ha KOPOTKY XapakTepuCcTuKy Jlikapcbkoro 3acoby) -
[aHa 3MiHa NoJaeTbea y ckiagi rpynu 3MiH,
NoB’sA3aHVX i3 BBEAEHHAM J0AaTKOBOro niodinisaropa
(Lyo3) Ha BMpoGHWUili ainbHuui Wyeth Farma S.A. agns
BMPOGHULITBA Nikapcbkoro 3acoby beHedikc. 3miHa
nepegbayae 3MiHy NakyBa/lbHOrO MaTepiasly roToBoro
NiKapCbKOro 3acoby 3i CTEPU/IbHUX 3aTUCKadiB NPo6ok
[10 HeCTepubHUX. 3aKynoptoBasibHa mMaluvHa byna
nepemilLeHa 3 acenTUYHOI 30HM A0 YMCTOi 30HU. Tomy
KPULLKU NpOo60K He NoTpebytoTb cTepunizalii, OCKibKN
BOHW He nepegbaveHi AN BUKOPUCTaHHSA B
acenTWYHii 30Hi. BBegeHHs 3miH npoTArom 6 micsuis
nicns 3aTBepMKeHHs; 3MiHu |l Tuny - 3MiHK 3 SKOCTiI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHK y npoLieci BUPO6HULITBA FOTOBOTO NiKapCbKOro
3ac006y, BK/1I0YAKYN NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCSA MPU BUPOGHULTBI FOTOBOrO
NiKapcbKoro 3acoby (Nikapcbkuii 3acib € nikapcbkum
3ac060M 6i0/10rYHOr0/iMyHOMOTYHOrO MOXOAKEHHS Ta
3MiHa BUMarae npoBefeHHS NOPIBHANbHNUX
[OCnifpKeHb) - faHa 3MiHa NOAAETLCA 3 METOO
BBeAEHHA AogaTtkoBoro nioduinizatopa (Lyo3) Ha
NiLLeH30BaHin acenTuYHi BUPOGHWYIA 30Hi AiNbHUL
Wyeth Farma S.A. gns BMpo6HULTBa NiKapCbKoro
3acoby beHedpikc. HoBuii niocpinizatop BBOAUTLCA
[0aTKOBO [10 BXe 3aTBepxeHux nioguinizatopis (Lyo
1A Ta Lyo 2) ans nigBuweHHs BUPOOHNYOT MOTYXHOCTI
Ta ekcnnyarauiiiHoi rHyuykocTi Ha Wyeth Farma S.A.
BBefeHHA 3MiH NpOTArom 6 Micauis nicns
3aTBEPAXKEHHS
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Ne

Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
88. BEHE®IKC niodpinizat gns NeANIEP CLA BioNla6, C.J1., Icnanis/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/16134/01/01
PO34UHY ON151 iH KL EVY.CLII. IcnaHis cuwA/ TUMY - 3MiHU 3 KOCTi. FOTOBUIA Nikapcbkuid 3aci6. peuenmom
no 250 MO, 1 dnakoH KOPIMOPENLL (anbTepHaTVBHA HimeuunHa 3MiHV Yy BUPOOHMUTBI. 3MiHM y npoLeci BUPOGHMLTBA
3 niogpinizaTom, 1 H naboparopia ans rOTOBOrO J1iKapCbKOro 3acofby, BK/IKOYakUM NPOMIKHWIA
nonepegHLo TeCTyBaHHs NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
HanoOBHEHWI WNpuL, 3 npenapary 3a roTOBOrO MiKapCbKOro 3acoby (He3HayHa 3miHa y
po3unHHMKOM (0,234 NMOKa3HNKOM

% PO34UH HATPID
xnopvay y Bogi ans
iH’exuiin) no 5 mn, 1
ajanTep gns
donakoHy, 1 cuctemy
ans iHdysii, 2

TamrnoHu 3i cnupTom, 1

nnacTtup, 1 mapnesy
nogyLieyky
BKNafawTb y
KapTOHHY KOPOGKY

"CTepubHICTb");
Baet Bio®apma
AiBixH oh Baet
dapmaceyTukanc
NINC, CWA
(KOHTpO/b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4YaTKoOBOrO 3CyBY
nopwHs", "Cuna
TepTs NopLUHSA",
"[ocNigpKeHHs
repMeTuyHocTi");
Baet ®apma, C.A,,
IcnaHis
(BUPOGHULTBO
niocpinizaty 3a
MOBHUM LK/IOM;
KOHTPO/b SKOCTI
PO3UYMHHMKA (KpiM
TecTy "Cuna TepTa
nopLuHs");
nakyBaHHs
PO34YUHHKKA Y HabIp;
KOHTPO/b SKOCTI,
36epiraHHs,
nakyBaHHs Ta
BMNycK Habopy;
BiANOBIAaIbHNI 3a
BUMYCK cepil); BeTep
Papma-PepTUryHr
v6X & Ko. KT,
HimeuunHa
(BUPOBHMLTBO Ta
KOHTPO/1b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4yaTkoBOro 3CyBYy
nopLuHs", "Cuna
TepTa NopLuHA",
"locnigpKeHHs
repMeTnYHoCTI");

npoueci BUpobHULTBA) - AaHa 3MiHa NOAAETbCA Y
cknagi rpynu 3MiH, NOB’A3aHKX i3 BBEAEHHAM
nogatkosoro fioginizatopa (Lyo3) Ha BUPOGHWUii
AinbHuui Wyeth Farma S.A. gns Bupo6HuuTBa
nikapcbkoro 3acoby beHedpikc. 3miHa nepegb6avae
[esKi He3HauHi 3MiHW y BUPOBHNYOMY npoLeci
(TemnepatypHi yMoBU MiHsAlOTbCA 3 2-8 © C g0
KiMHaTHOT TemnepaTtypu Mig, 4ac PO3BaHTaXKEHHS
3aKynopeHnx o1akoHiB), AKi € NOCAILOBHUMM i
MoB’A3aHi 3 XapakTepucTMkaMn HOBOrO 06/1afjHaHHS.
BBefeHHA 3MiH NpOTArom 6 Micauis nicns
3aTBEPAKEHHS; 3MiHU | TRy - 3MiHM 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/ItoYatoun dianasoH po3mipy cepii)
roTOBOrO NikapCcbKoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPAXEHUM PO3MIpPOM) - AaHa 3MiHa
NnoJaEeTbCsa y cKNagi rpynu 3miH, NoB’A3aHux i3
BBEAEHHSIM f04aTKoBOro niodpinizatopa (Lyo3) Ha
BMPOGHMUIl AinbHuui Wyeth Farma S.A. gns
BMPOGHULITBA Nikapcbkoro 3acoby beHedikc. 3miHa
nepegb6ayae 3miHy po3mipy cepii. 3aBAsKn BULLiA
BMPOGHWUII MOTYXHOCTI niodinizatopa Lyo 3 (go
44850 ¢hnakoHiB), KOMMNaHiss NPONOHYE 36i/1bLLUNTN
po3mip cepii 3 8000 — 22500 chiakoHiB, L0 €
3aTBepmAXeHuM a5 niocdpinizaropis Lyo 1A Ta Lyo 2,
0o 8000 — 28500 dhnakoHiB Ansa niocinisatopa Lyo 3
npu BUPOBHNLTBI Nikapcbkoro 3acoby beHedpike ana
BCiX [J03yBaHb. BBeAeHHS 3MiH npoTsrom 6 micauis
nicnsa 3aTBepAXeHHSs; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
[oToBWIA Nikapcbkunit 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa 6yab-sKoi
YacTUHW MaTepiasnly NepBMHHOT YNakoBKK, LLIO He
KOHTaKTY€e 3 rOTOBMM JliKapCbKMM 3ac060M (Hanpuknag
KONIp KPULLEYOK 3 KOHTPOMIEM MEPLUOTO BigKPUTTS,
KONip KOLOBYX Kinelp Ha amnynax, KoHTeliHepa Ans
ronok (pisHi Buay nnactmacu) (3mMiHa, sika He BNvVBae
Ha KOPOTKY XapakTepuCTUKy Jlikapcbkoro 3acoby) -
[JaHa 3MiHa nofaeTbes y cknagi rpynu 3MmiH,
NoB’sA3aHX i3 BBEAEHHAM J0AaTKOBOro niodinisaropa
(Lyo3) Ha BMpoGHWUili ainbHuui Wyeth Farma S.A. agns
BMPOOGHULITBA Nikapcbkoro 3acoby beHedikc. 3miHa
nepegbayae 3MiHy NakyBa/lbHOrO MaTepiasly roToBoro
NiKapCbKOro 3acoby 3i CTepubHUX 3aTuckadiB NPo6oK
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Betep ®apma- [10 HeCcTepubHUX. 3aKynoploBasibHa mMatuvHa byna
PepTuryHr rméx & nepemillieHa 3 acenTUYHOT 30HU [0 YUCTOI 30HW. ToMy
Ko. KI', Himewunna KPULLKN NPO60K He NoTpebytoTb cTepunisawii, OCKiNbKN
(BMpPOGHMLTBO Ta BOHW He nepeabaveHi A1 BUKOPUCTaHHSA B
KOHTPO/b AKOCTI acenTWYHii 30Hi. BBefieHHs1 3MiH NpoTsArom 6 micsuis
PO34YnHHMKA (KpiM nicns 3aTBepMkeHHs; 3MiHu |l Tuny - 3MiHK 3 SKOCTi.
TecTiB "Cuna gns OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
no4YaTKoOBOrO 3CyBY 3MiHM y npoueci BUPOBHMLTBA FOTOBOTO MiKaPCbKOro
nopLuHa", "Cuna 3ac06y, BKIIOYAKUM NPOMDKHUIA NPOAYKT, LLO
TepTa NopLuHa", 3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOrO
"AocnigpKeHHs nikapcbKoro 3acoby (nikapcbkuii 3aci6 € nikapcbkum
repMeTnyHocTi")); 3aco60M 6i0N0riYHOro/iMyHOIONYHOrO NOXOAKEHHS Ta
Betep ®apma- 3MiHa BUMarae npoBeAeHHS NOPIBHANbHNX
PepTuryHr rméx & OocnimpkeHb) - faHa 3MiHa NoJaeTbCs 3 METOK
Ko. KI, HimeuunHa BBEJEHHS [oAaTKOBOro fnioduinizaropa (Lyo3) Ha
(Bi3yasibHUiA NiLEeH30BaHiIn acenTUYHI BUPOGHWYI 30HI AiNbHUL
KOHTPO/b, KOHTPOJ1b Wyeth Farma S.A. a4na BUPOGHULTBA /iKapCbKOro
AKOCTI PO3YMHHMKA 3acoby beHecbikc. HoBuii niocpinisatop BBOAUTLCA
(nvwe Tectn "Cuna [0[AaTKOBO A0 BXe 3aTBepXeHux niodinizatopis (Lyo
0151 N0YaTKOBOro 1A Ta Lyo 2) gns nigBuLeHHs BUPOOHNYOT NOTYXXHOCTI
3CyBY MOPLUHA", Ta ekcnnyarauiiiHoi rHyukocTi Ha Wyeth Farma S.A.
"Cuna TepTts BBefeHHs 3MiH npoTarom 6 micsAuiB nicns
nopLuHa", 3aTBEPAXKEHHA
"locnigpKeHHs
repmeTnyHocTi");
Betep ®apma-
depTuryHr Mrméx &
Ko. KT, Himeuunna
(Bi3yasibHUIA
KOHTPO/1b, KOHTPO/b
AKOCTi PO3YMHHUKA
Kpim TecTiB "Cuna
[AN15 N0YaTKOBOro
3CyBY nopLuHA",
"Cuna Tepta
nopLuHa",
"[ocNigpKeHHs
repMeTuyHoCTI")
89. BEMAHTEH®MN cnpeii HalKipHUA, Baiiep LWsenuapia | JlixteHxenbar MmM6X HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/7805/02/01
noc po34yumH no 30 mny KoHcblomep dapmauoiiTiwe TeXHiyHa nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyenma
donakoHi 3 Kep Al Pabpik Ne 460) - BUNpaBneHO TEXHIYHY NOMWSIKY Y TEKCTI
po3npuvcKyBayem Ta MapKyBaHHS1 BTOPMHHOT YNakoBKW NMiKapCbKOro 3acoby.
nNacTyKoBOK

KpuLLKOIo; no 1
(pNakoHy B KAPTOHHIl
KopoobLi

3AMNPOMNOHOBAHO: 4. IKAPCbKA ®OPMA TA
KINBKICTb OANHNLUL B YNAKOBL Cnpei
HalukipHuiA, po3ymH 30 mn (ml) 30 ml 3asHaueHe
BMMpaB/IEHHS BiAMNoBifae MaTepiasiam peecTpaviiiHoro
[0Cbe
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
90. BEPELL® TabneTku, BKpUTI 3AT "bepew | YropwuHa 3AT "bepeLu YropuHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 6e3 UA/1363/01/01
KANbLJIIA nNiBKOBOIO dapma" dapma" TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuyenma
nntocC b3 o060n0Hkot0; no 10 thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
Tabnetok y 6nictepi; po3gainy “MapkyBaHHa” MK$ /13": 3anponoHoBaHo:
no 3 abo 6 Gnictepis y MapkyBaHHS. 3riHO 3aTBEPKEHOr0 TEKCTY
KapTOHHI KopoobLi MapKyBaHHs puBeAeHHA TEKCTY MapKyBaHHsA
yMakoBKU NikapcbKoro 3acoby y BiANOBIAHICTb A0
BMMoOr Haka3y MO3 YkpaiHu Big 23.07.2015 Ne 460 3i
3MiHamu. BBeAeHHSA [0AaTKOBOro TEKCTY MapKyBaHHS
YMakKoBKM NiKapCbKOro 3acoby i3 3a3Ha4yeHHAM
MiKHapPOAHUX NO3HAYEHb OAUHNLL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB nicns
3aTBEPAKEHHS
91. BEPELU® TabneTkun, BKPUTI 3AT "bepew | YroplmHa 3AT "bepeLu YropumHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/4516/01/01
MATHIA NAOC | nniekosoto dapma’ dapma” TUNYy - 3MiHN LWoAo 6e3nekn/edeKTUBHOCTI Ta peyenma
B6 o060n0oHkoto; no 10 thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
TabneTtok y 6nictepi; po3ainy “MapkyBaHHs” MKA 13": 3anponoHoBaHo:
no 3 abo 6 6nictepiB y MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
KapTOHHI KOpo6Li MapKyBaHHS. MNpuBefeHHA TEKCTY MapKyBaHHS
ynakoBKU NiKapCbKoro 3acoby y BiAMNOBIAHICTb A0
Bumor Hakasy MO3 Ykpainu Big 23.07.2015 Ne 460 3i
3MiHaMu. BBefeHHA A0AATKOBOrO TEKCTY MapKyBaHHS
yNaKkoBKU NiKapCbKoro 3acoby i3 3a3HaYeHHAM
MiXHapOAHWX NO3Ha4YeHb OAUHULLb BUMIPHOBAHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
92, BEPUATE® MOPOLLOK Ta LIC/1 BepiHr | HimeuunHa LICN BepiHr TM6X HimeuyunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/17404/01/01
PO3YMHHUK ANs rM6X TexHi4yHa nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyenmom

PO34MHY ANS iH'eKUili
ab60 iHdysiin, 250 MO;
no 1 cpnakony 3
NOPOLLKOM Y
KomnnekTi 3 1
hnakoHoM 3
pO34MHHMKOM (BOAA
ONs iH'exuin) no 2,5
M Ta 1 npucTpoem
NS fofaBaHHA
PO34MHHMKA 3
BOYyA0BaHNM
hinbTpoM 15 MKkMm
("Mix-2Vial™ 20/20") B
KapTOHHI KopobL; no
1 donaxoHy 3
MOPOLLKOM Y
KOMMeKTi 3 1

Ne 460) - BunNpaBneHo TEXHIYHY MOMUKY Y TEKCTI
MapKyBaHHs yNakoBOK Nikapcbkoro 3acoby B p. 17.
IHLWE: 3ANPOIMNOHOBAHO: CepegfHa nutoma
aKTuBHIiCTb BepunaTe® cTaHoBUTL NpU6AN3HO 400 MO
(V) /mr (mg) 6inkiB. 3a3HayeHe BUMNpPaB/IEHHS
BiANOBiAae MaTepianamM peecTpauiiHoro Jockbe
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

ch1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 2,5
M Ta 1 npucTpoeEm
[ONSA AofaBaHHA
PO3YMHHMKA 3
BOYyA0BaHNM
pinbTpOM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI0
KOpo6Koto 3
KOMMIEKTOM AN1s
BHYTPILLHOBEHHOTO
BBeJeHHA npenapary
(1 ogHOpazoBuii
wnpwuu, 1 ronka-
MeTesuK, 2
[Ae3iHdiKytoyi
CepBeTkM B
iHAUBIAYa/TIbHUX
repmMeTUYHUX
ynakoBkax Ta 1
HecTepwuibHUiA
nerikonnactump) 3
KOHTpONEeM MnepLuoro
BIIKDUTTSA Y KApPTOHHIA
KOpo6Li 3 KOHTpONEM
nepLLoro BigKpUTTA

93.

BEPUATE®

NOPOLLOK Ta
PO3YMHHWK AN
PO34UHY A5 iH'EKLNA
a6o iHdysiii, 1000
MO; no 1 dhnakoHy 3
MOPOLLKOM Y
KOMMekTi 3 1
hnakoHom 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 10 mn
Ta 1 npucTpoem ans
fofaBaHHSA
PO34MHHMKA 3
BOYLOBaHUM
inbTPOM 15 MKM
("Mix-2Vial™ 20/20") B
KapTOHHI Kopo6Li; no
1 chnakoHy 3
NOPOLLKOM Y
KommaekTi 3 1

LIC BepiHr
rM6X

HimeuunHa

LICN BepiHr TM6X

Himeyunna

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
TexHiyHa nomuska (3rigHo Hakaly MO3 Big 23.07.2015
Ne 460) - BUNpaBneHo TEXHIYHY NOMWJSIKY Y TEKCTI
MapKyBaHHS yNakoBOK Nikapcbkoro 3acoby B p. 17.
IHLLE: B p. 2. KINbKICTb AIOYOT PEYOBUHW:
3AMPOMNOHOBAHO: Boga ans iH'ekuyin 10 mn (ml).
3a3HaueHe BUMNpaB/IEHHSA BiANOBigae maTepianam
peecTpauinHoro 4ocbe

3a
peyenmom

UA/17404/01/03
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

ch1akoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiii) no 10 mn
Ta 1 npuctpoem gns
fofaBaHHSA
PO3YMHHMKA 3
BOYyA0BaHNM
pinbTpOM 15 MKM
("Mix-2Vial™ 20/20"),
Ta 1 KapTOHHOI0
KOpo6Koto 3
KOMMIEKTOM AN1s
BHYTPILUHBOrO
BHYTPILLHLOBEHHOTO
npenaparty (1
0fIHOPa30BUiA WNpuL,
1 ronka-meTenuk, 2
[Ae3iHdiKytoyi
CepBeTkM B
iHAUBIAYa/TIbHUX
repmMeTUYHUX
ynakoBkax Ta 1
HecTepwuibHUiA
nerikonnactump) 3
KOHTpONEeM MnepLuoro
BIIKDUTTSA Y KApPTOHHIA
KOpo6Li 3 KOHTpONEM
nepLLoro BigKpUTTA

94.

BETAJIOK 30K

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKOI0, 3
YNOBINIbHEHUM
BUBINIbHEHHSAM Mo 50
mr, no 30 TabneTok y
donakoHi; no 1
(pNakoHy B KAPTOHHIl
Kopoobui

ACTPA3EHEK
A Ab

Llseuis

AcTpa3eHeka Ab

Llseuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
po3ainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. 3aTBepIXeHHS a/lbTePHATUBHOIO TEKCTY
MapKyBaHHS YNakoBKY NikapCbKOro 3acoby i3
3a3Ha4YeHHAM MiKHapOAHWX No3HaYeHb OAMHULb
BMMIpIOBaHHSA. BBeEHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepmkeHHs

3a
peyenmom

UA/3066/01/01

95.

BETAJIOK 30K

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKOI0, 3
YNOBINIbHEHUM
BMBiNbHEHHAM no 100
mr, no 30 TabneTok y
donakoHi; no 1
h/1aKOHY B KapTOHHIi
KopoobUi

ACTPA3EHEK
A AB

LLiBeuis

Actpa3eHeka Ab

LLiBeuis

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3giny «MapkyBaHHs1» MKSA /13: 3anponoHoBaHo:
MapkyBaHHs1. 3riiHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. 3aTBepAXEHHS a/lbTEPHATUBHOIO TEKCTY
MapKyBaHHS1 yNakoBKM JlikapCbKOro 3acoby i3
3a3Ha4YeHHAM MiXXHapOAHMX NO3HaYeHb OAMHULb
BMMiploBaHHS. BBeieHHS 3MiH NpoTArom 6-T1 Micsuis

3a
peyenmom

UA/3066/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nicns 3aTBepaKeHHs
96. BETAJIOK 30K | TabneTku, BKpUTI ACTPA3EHEK Llseuis Actpa3eHeka Ab Llseuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3066/01/03
NNiBKOBOIO A Ab My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKOI0, 3 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
YNOBINIbHEHUM po3ainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
BUBINIbHEHHSM MO 25 MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
mr, no 14 tabneTok y MapKyBaHHS1. 3aTBep)KeHHSI a/lbTePHATUBHOIO TEKCTY
6nictepi; no 1 MapKyBaHHS YNakoBKY NikapCbKOro 3acoby i3
6nicTepy B KapTOHHIl 3a3Ha4YeHHAM MiKHapOAHWX No3HaYeHb OAMHULb
Kopoobui BMMIpIOBaHHSA. BBeEHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepaKeHHs
97. BICAKOAUN Cyno3nTopii peKkTasbHi MNAT YkpaiHa MAT "MoHdhapm" YkpaiHa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu | 6e3 UA/3236/01/01
no0,01rno5 "MoHchapm” MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
Cyno3unTopiie y cTpuni; thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 2 cTpunu B nauuj 3 po3giny “MapkyBaHHsI” B MKA J13: 3anponoHoBaHo:
KapTOHy MapkyBaHHS. 3rifiHO 3aTBEpPAKEHOro TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHaPOAHUX NO3HAYeHb OAUHWL BUMIPIOBaHHS.
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPAKEHHSA
98. BILUKNON Tabnetku no 25 mr; no BeimpxiHr Kutaii BeipxiHr FOHioH Kutaii BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/1736/01/01
9 TabneTok y 6nictepi; tOHioH dapmacbloTikan MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 2 6nictepum B nayuj dapmacbioTika dexTopi thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
n dekTopi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULb
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
6-Tn MicsLIB NicNs 3aTBEPIKEHHS
99. BNTACTOMYHIN | nopoLlok Ana po3ynHy | ToBapucTBO 3 Ykpaina TosapucTso 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHN | 3a UA/0610/01/01
Ans iH'ekuii no 0,6 wr, obmexeHo o6MexeHo TUMY - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
5 dhnakoHis 3 BiAnoBiAabHi BiANOBiAA/IbHICTIO CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
MOPOLLKOM Y naui 3 cTHO "BIO®APMA yMoBax 36epiraHHsi rOTOBOrO MikapCbKoro 3acoby
KOPOGKOBOro KapTOHY "®apmaueBTu MNA3SMA" (3miHa B ymMoBax 36epiraHHs roTOBOro ikapCbKoro
YHa KOMMaHis 3acoby abo nicnsi po3yYNHEHHs/Bi4HOBNEHHS)
"EH3undpapm" 3MiHa B ymoBax 36epiraHHs [/13; 3anponoHoBaHo:
36epirati B opuriHasibHii ynakoBLi AN 3axX1cTy Big Aji
cBiTNa npv Temnepartypi He BuLie 25° C. 3MiHK
BHECEHI B IHCTPYKL,i0 4151 MeANYHOro 3acTOCyBaHHS
N3y p. "YMoBwM 36epiraHHs" 3 BiANOBIAHUMN 3MiHaMK B
TEKCTi MapKyBaHHS ynakoBOK
100. | BO®EH CycneHsis opasibHa, My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHN | 6e3 UA/10184/01/01
100 mr/5 mn no 100 akuioHepHe akuioHepHe TUNYy - 3MiHK 3 gKocTi. CepTudikat BignosigHOCTI/lE- peyenma
M1y pakoHi TOBapuCTBO TOBapuCTBO cepTudikaT BiAgnoBigHOCTI EBponeichkiii
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
CKIiHOMY a60 "HaykoBo- "HaykoBo- thapmakonei/MoHorpadii. NogaHHs HoBOro abo
nosiMmepHomy; no 1 BMPOGHUYNIA BUPOGHNYMNIA LLEHTP OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
h1akoHy B naui LeHTp "BopLuariscbkuii BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
pasoM 3 JIOXKKOH "BopLuariBcbk XimiKO- thapmakonei: ana A®l; gns BuxigHoro
[03yBasIbHOIO; Mo 100 WA XiMiko- hapmaLeBTUYHNIA marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
My 6aHui nonimepHili | dapmaueBTny 3aBog" BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
pa3oM 3 JI0XKKO HWi 3aBoa” [OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI

[103yBa/IbHOIO B nmauLli

€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
Bif y)Xe 3aTBEep)KEHOro BUPOOHWMKa -
noAaHHs OHOBMIEHOTO cepTudikarTa BifnoBigHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2008-316-Rev
02 gns pirovoi peyosuHu Ibuprofen Big BXe
3aTBepmxeHoro BmpobHuka |IOL CHEMICALS AND
PHARMACEUTICALS LTD., IHAist; 3miHu | TNy -
3miHu 3 sKocTi. CepTudikar signosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTucpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpO6HULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHun cepTuddikat
Bif] y)Xe 3aTBepAKEHOro BUPOGHMKA - NOJaHHSA
OHOBJIEHOIO cepTudpikaTa BiANOBIAHOCTI €BpONechbkili
dapmakonei Ne R1-CEP 2008-316-Rev 03 ans gitouoi
peyoBuHM Ibuprofen Bif BXe 3aTBepXEHOro
BUpo6HMKa IOL CHEMICALS AND
PHARMACEUTICALS LTD., IHgjs; 3miHun | Tvny -
3miHu 3 gKkocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX Y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(BUNYyYEHHA HE3HAYHOTO NOKasHMKa SKOCTI (Hanpuknag
BW/TyYEHHS 3aCTapifioro nokasHuka)) - 3i cneumdikawi
A®I BUYYEHO NOKa3HUK «Baxkki MeTasin»; 3MiHu | Tuny
- 3miHu 3 AkocTi. CepTudikar signosigHocTi/lE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTucpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
hapmakonei: ana Adl; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpOOHULTBI AdDI; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin thapmakonei) - OHoBNeHWn cepTuddikat
Bif] y)Xe 3aTBEPAKEHOI0 BUPOGHMKA - NOJaHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei NeNe R1-CEP 2002-099-Rev 03 ans
Aito4oi peyosrHu Ibuprofen Big Bxe 3aTBEpPAXEHOTO
BMpo6Huka HUBEI GRANULES-BIOCAUSE
PHARMACEUTICAL CO., LTD., Kutaii; 3miHu | Tny -
3miHu 3 sKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
OHOBJ/IEHOrO cepTucpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBMHM (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHun cepTuddikat
Bif] y)Xe 3aTBepAKEHOro BUPOGHMKA - NOJaHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiichkkiii
dapmakonei NeNe R1-CEP 2002-099-Rev 04 ans
Aito4oi peyosrHK Ibuprofen Bif BXe 3aTBepAXeHOro
BMpo6HMka HUBEI GRANULES-BIOCAUSE
PHARMACEUTICAL CO., LTD., Kutaii; 3miHu | Tuny -
3miHu 3 gkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHSA
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI €EBponeichkii
apmakonei NeNe R1-CEP 2002-099-Rev 05 ans
aitoyoi pevosuHY Ibuprofen Big Bxe 3aTBepaKEHOro
Bmpo6Hnka HUBEI GRANULES-BIOCAUSE
PHARMACEUTICAL CO., LTD., Kutaii; 3mitu | Tny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y meTogax
BunpobyeaHHA APl abo BuXigHOro
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPKEHNX METOAAX
BUMPOOYBaHHSA) - NPYBEAEHHA METOANKN
BUNPo6yBaHHA A®I 3a NokasHUKOM «CynpoBigHi
[OMILLKM» Y BIANOBIAHICTL A0 BUMOT MOHorpadii EP
«Ibuprofen»

101.

BPECEK

MOPOLLIOK /151 PO3UUHY

PapmaueBTny

peuist

AH®APM XEJIJIAC

peuis

BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3miHu |

3a

UA/8907/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
ansiH'ekuiino 1r, 1 Ha KOMMaHis C.A. TUny - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS | peyernmom
a60 10 cpnakoHiB 3 "Bokate C.A." Ta/abo agpecu MicLa NPOBaMXEHHS AisNIbHOCTI
NOPOLLKOM Y BMpPO6HMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
KapTOHHI Kopoo6Li BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHS KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepiii) - 3miHa agpecu BUpOGHKKa roTOBOro
nikapcbkoro 3acoby AHdhapm Xennac C.A., peuis,
6e3 3MiHM Micusa BUPOGHMLTBA.
102. | BPECEK NOPOLLOK A4/1A pOo3UnHy | PapmaueBTuy peuis AH®APM XENNAC peuis BHECEHHS 3MiH [10 peecTpaviiiHux maTepianis: 3miHu | 3a UA/8907/01/02
ans iH'ekuii no 2 r; 1 Ha KoMnaHis C.A. TUny - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHSI | peyernmom
ab6o 20 dhnakoHis 3 "Bokate C.A." Ta/abo agpecy MicLs NPOBa)KEHHS AiS/IbHOCTI
MOPOLLKOM Y BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
KapTOHHIA KopooLi BK/IHOYAOUN AiNbHUL BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/II0 AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiii) - 3miHa agpecu BUPOGHKKa roTOBOrO
nikapcbkoro 3acoby AHgpapm Xennac C.A., peuist,
6€e3 3MiHM Micusl BUPOOHMLTBA.
103. | BPECEK MOPOLLOK A4/1A pOo3UnHy | PapmaueBTuy Ipevyis AH®APM XENNAC Ipevis BHeceHHs 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/8907/01/01
onsiHekuimnolr, 1 Ha KoMnaHisi C.A. MRy - 3MiHK WoA0 6e3nekn/edpekTBHOCTI Ta peuyenmom
a6o 10 chnakoHiB 3 "Bokate C.A." thapmakoHarnagy (iHwi 3miHn) - 3amiHa rpadivyHoro
MOPOLLKOM Y 300paKeHHs Ha TEKCT MapKyBaHHs yNakoBOK
KapTOHHI KOpooLyi BiANOBIAHO 40 BUMOr Hakaly MO3 YkpaiHu Big,
23.07.2015 p. Ne 460. 3arBepAXeHHA TEKCTY
MapKyBaHHS ynakoBok /13 fo PeecTpauiiiHux
noceigyeHb Ne UA/8907/01/01, Ne UA/8907/01/02
3aTBepxeHnx Hakazom MO3 Ykpainu Big 31.10.2019
Ne 2205. 3amina po3giny «I'padiyHe ohopmieHHs
yNakoBKM» Ha po3gin «MapkyBaHHs» y MKHA /13:
3aTBepmkeHo: 'padivHe 0hOPMIEHHS YNaKOBKM.
JopaeTbea. 3anponoHoBaHo: MapkKyBaHHS.
BignoBsigHo [0 3aTBEPMAKEHOIO TEKCTY MapKyBaHHSI.
104. | BPECEK NOPOLLOK A/18 po3UnHy | PapmaueBTuy peuis AH®APM XENNAC peuis BHeCeHHs 3MiH 10 peecTpauiitHux maTepianis: 3miHu | 3a UA/8907/01/02
ans iH'ekuii no 2 r; 1 Ha KoMnaHis C.A. TMny - 3MiHK Woa0 6e3nekn/eddeKTBHOCTI Ta peyenmom
ab6o 20 dhnakoHis 3 "Bokate C.A." thapmakoHarnsgy (iHwi 3miHu) - 3amiHa rpagpivHoro
MOPOLLKOM Y 306paXKeHHA Ha TEKCT MapKyBaHHSA yNnakoBOK
KapTOHHilA KOpo6L BiANOBIAHO A0 BUMOr Haka3y MO3 Ykpainu Bif
23.07.2015 p. Ne 460. 3aTBepa)KeHHS TEKCTY
MapKyBaHHs1 yrnakoBok J13 go PeecTpauiitHux
nocsigyeHb Ne UA/8907/01/01, Ne UA/8907/01/02
3aTBepmxeHux Hakazom MO3 Ykpainu Big 31.10.2019
Ne 2205. 3amiHa po3giny «I'padiiuHe ochopmMIeHHS
ynakoBKn» Ha po3gin «MapkysBaHHs» y MKA N13:
3aTtBeppkeHo: MpadiiuHe 0hopMIEHHS YNaKoBKW.
JopnaeTbea. 3anponoHoBaHo: MapKyBaHHS.
BifgnoBigHO A0 3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
105. | BPECEK NOPOLLUOK A/18 PO34nHy | PapmaueBTny peuist AH®APM XENNAC peuist BHeceHHs1 3MiH 40 peecTpaLiiHnx maTtepiasiB: 3MiHu | 3a UA/8907/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o
nocsio4eHHs1

onsiHekuinnolr, 1
a60 10 cpnakoHiB 3
NOPOLLKOM Y
KapTOHHI Kopoo6Li

Ha KoMnaHisi
"BokaTte C.A."

CA.

Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[AN19 MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisgpHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,

abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKOro
3acoby B Mic/iApeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3aTBepAXXeHHs TekCTy IHCTpyKLil ans
MeAMYHOro 3acTOCyBaHHS NiKapcbKoro 3acoby o
PeecTpauiniux noceigyeHb Ne UA/8907/01/01, Ne
UA/8907/01/02 3aTBepxeHnx Hakazom MO3 Big,
31.10.2019 Ne 2205. IHchopmav,is, BUKNageHa B
IHCTPYKUIT 4719 MEAUYHOIO 3aCTOCYBaHHS NikapCbKoro
3acoby, BignoBifae maTepianam peectpauiiHoro
J0CbE.

peyerimom

106.

BPECEK

MOPOLLOK A/ PO3UUHY
ans iH'ekuii no 2 r; 1
a60 20 chnakoHiB 3
MOPOLUKOM Y
KapTOHHIA KopooLi

dapmaueBTny
Ha KoMnaHis
"Bokate C.A."

peuis

AHOAPM XENNAC

C.A.

peuis

BHeceHHs 3MiH 10 peecTpaviitHux maTepianiB: 3miHu |
My - 3MiHK Woa0 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpoTKili xapakTepucTuui
NikapcbKoro 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
[ANA MeAUYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOIO 3BITY 3 6e3NeKN NikapcbKoro 3acooby,
abo focnigpkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3acoby B nic/ispeecTpaviiiHnii nepiod, abo sk
pe3ynbTaT OUiHK/ 3BITy 3 AOC/IKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnimkeHs (PIP)
(3MiHy y3roKeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) - 3aTBepMKeHHs TeKCTy IHCTpyKuii ans
MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
PeecTpauiiHux noceigyeHb Ne UA/8907/01/01, Ne
UA/8907/01/02 3aTBeppxeHnx Hakazom MO3 Big,
31.10.2019 Ne 2205. IHchopmavuis, BUKIageHa B
IHCTPYKLUIT 419 MEAUYHOTO 3aCTOCYBaHHS NiKapcbkoro
3acoby, BignoBigae marepianam peectpauiinHoro
[0CbE.

3a
peyenmom

UA/8907/01/02

107.

BPELEEP

niogpinizat gna
PO34MHY NS iH eKLi
no 3,5 mr, 1 donakoH 3
nioghinizatom y
KapTOHHI KOpooLyi

[-p Peapi'c
JTabopaTopic
nrg

IHais

A-p Peagpic

Na6opaTopic /T4,
(BupobHuunii Bigain

7

IHais

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
po3sginy “MapkysaHHa” MKA J13": 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS1. 3aTBep)KeHHSI a/lbTePHATUBHOTO TEKCTY
MapKyBaHHS yMakoBKM NikapcbKoro 3acoby i3
3a3HaYeHHSAM MKHapOAHVX NO3HaYeHb OAVHULIb
BMMIpIOBaHHsA. TepMiH BBe,eHHS 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA

3a
peyenmom

UA/15186/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
108. | BPOMIEKCUH Tabnetku no 8 mr, no MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 6e3 UA/1688/01/01
20 TabneTtok y "MoHchapm" TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuyenma
6nictepax thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
po3gainy «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS1. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNaKoBKN NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYEHb OAUHULL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB Micns
3aTBEPAKEHHS
109. | BPOHXOCON cupon no 100 mn a6o ditochapm Monbua ditodhapm Knenka Monbwa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/16418/01/01
200 mn y chnakoHi; no KneHka C.A. C.A. My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
1 chnakoHy 3 MipHUM hapmakoHarnagy (iHwi 3MiHK) - OHOBNIEHHSA TEKCTY
CTakaH4MKoM B MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KapTOHHI KOpooLyi BHECEHHSM iHhopMaLii LWoA0 3a3HaYEeHHS OAVMHULD
BUMIPIOBaHHA Y cuctemi Sl. BHeCeHHA 3MiH [0 po3giny
«MapkyBaHHs» MKA J13»: 3anponoHoBaHo: Y
BiANOBIAHOCTI 3 3aTBEPMKEHNM TEKCTOM MapKyBaHHS.
TepMiH BBEEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPAKEHHS
110. | BYCNIPOH Tabnetkn no 5 mr no CaHpos3 CnoBeHis Cantotac dapma HimeuyunHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/9598/01/01
CAHAO3 ® 10 TabneTok y dapmacbioTika v6X MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
6nicTepi; no 2 n3 a.a. thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
61icTepy B KApTOHHIl po3ainy “MapkyBaHHs" MKA 13. 3anponoHoBaHo:
Kopo6ui; no 20 MAPKVPOBKA CornacHo yTBepXaeHHOro Tekcrta
Tabnetok y 6nictepi; MapKMpOBKU. OHOB/IEHHS TEKCTY MapKyBaHHS
no 1 6nictepy B yMaKoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KapTOHHilA KopooLi iHbopMmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPIOBaHHS
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB
nicns 3aTBeppKeHHs
111. | bBYCNIPOH Tabnetku no 10 mr no CaHpo3 CnoseHis CanoTac Papma HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/9598/01/02
CAHAO3 ® 10 TabneTok y PapmacbioTika 6X MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 n3 p.Aa. thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
6nicTepy B KAPTOHHIi po3ainy “MapkyBaHHa” MKA 13. 3anponoHoBaHo:
Kopobui MAPKVPOBKA CornacHo yTBepxaeHHOro Tekcrta
MapK1poBKW. OHOBNEHHS TEKCTY MapKyBaHHS
yNakoBKM /1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHSs1 3MiH NpoTArom 6-Tm MicAuis
nicns 3aTBepaKeHHs
112. | BYTALIOH masb, 0,05 r/1r no 20 BAT "TegeoH | YropwmHa BAT "TepeoH YropumHa BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHN | 6e3 UA/6864/01/01
r B Ty6i 3 PixTep" PixTep" MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenma

nosieTuneHoBMM
KOBNA4YKOM, KU Ma€e

hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
MapKyBaHHS! yNakoBKU /TikapcbKoro 3acoby 3
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Ne

Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nepdpopaviiiHmii BHECEHHSM iHthopMaLii LLoA0 3a3HaYeHHS OAUHULB
HakoHe4YHuK; no 1 Ty6i BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 10 po3giny
B KaQpPTOHHI kopo6Lyi “MapkyBaHHs" MKA J13”: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHA TepMiH BBEfleHHS1 3MiH NpoTArom 6
MiCALIB MiCNA 3aTBEPKEHHSA
113. | BATIUVH HEO TabneTku BariHabHi ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK | 3a UA/16856/01/01
no 10 TabneTtok y 06MEXEHO 06MEXEHO TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
6nicTepi; no 1 BiANOBIAA/bHI BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
6nicTepy y kopobui 3 CTIO "®GapmaueBTuyHa po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
KapToHY "®apmaueBTun KoMnaHis "3popos'a” MAPKYBAHHA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
YyHa KoMMaHis MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
"3p0pos'a” yMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA
y cucTemi S, iHchopmal,ii LLoA0 TOBapHOro 3Haky,
NoroTuny KOMNaHii Ta iHWOoT TEXHIYHOT iHhopmadii.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPIKEHHS
114. | BASAPA TabneTku, BKPUTI TOB "TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH [JO peecTpaLiiHux maTepianis: 3MiHK | 3a UA/16612/01/02
NAiBKOBOO YkpaiHa" Oynunua AT UMy - 3MiHKU 3 AKocTi. CepTudikat signosigHocTITE- | peyenmom

060/10HKOI0, MO 5
Mmr/160 mr, no 7
TabneTtok y 6nictepi,
no 2 abo 4 6nictepn y
Kopo6ui; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6niictepiB y
KopooLi

cepTugikaT BiAMNOBIAHOCTI €BPONENChKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BWUTyYEHHS cepTudikaTa BignoBigHOCTI €Bponelichbkii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPoAYyKTy, Lo
BUKOPWCTOBYIOTbCSA Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHoBneHuii cepTudikat
Bif} y)ke 3aTBEPAKEHOro BUPOOHMKA -
nogaHHAa oHosneHoro CEP R1-CEP 2012-338-Rev 00
(nonepepgHs sepcis CEP RO-CEP 2012-338-Rev 02)
ANA AiIoY0i peyoBYHW BavicapTaH Bif, 3aTBEPAXKEHOIO
BUMpo6HMKa DIVI'S LABORATORIES LIMITED - UNIT
Il(India); 3miHun | TUNY - 3MiHK 3 AKoCTi. APl KoHTponb
A®l. 3miHa y napameTpax cneyudikauin Ta/abo
[OMYCTUMMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®l, abo BUXiAHWUA/NPOMIKXHUIA NPOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHuuTBa Ad|
(nopaBaHHs ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6i0NOrYHOro abo IMyHOIOMYHOro
NOXOMKEHHS) MapamMeTpa cneuudikadii 3 BignoBigHUM
MeTOA0M BUNPOGYBaHHA 3a pesynbTatamm
pocnipkeHb 3 6e3nekn abo AKOCTi) - foAaBaHHA [0
cneumnagikauii A®| KOHTPOK FEHOTOKCUYHMX AOMILLOK
N-HiTpo3oam6yTnnamid (NDBA) Ta N-
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
HiTpo3omeTuIdeHinamiH (NMPA) 3 BignoBigHUMm
MeXaMu Ta KOHTPOSIeM SKOCTi
115. | BASBAPA TabneTkun, BKpUTI TOB "TeBa Ykpaina BankaHdapwva- Bonrapis BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/16612/01/03
NNiBKOBOIO YkpaiHa" Aynavus AT TUNYy - 3MiHK 3 gKocTi. CepTudikaT BignoBigHOCTIMTE- | peyenmom
060/10HKO10, Mo 10 cepTudikaT BignNoBigHOCTI EBponeichkiii
mr/160 wr, no 7 hapmakonei/moHorpadii. NMogaHHa HoBoro abo
Tabnetok y 6nictepi, OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
no 2 abo 4 6nictepu y BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
Kopo6ui; no 10 thapmakonei: ana A®l; gns BuxigHoro
Tabnetok y 6nictepi; marepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
no 3 abo 9 bnictepis y BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ana
Kopobui [OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
Bif} y)ke 3aTBEPAXEHOTO BUPOGHMKA -
nogaHHsa oHossieHoro CEP R1-CEP 2012-338-Rev 00
(nonepegHs Bepcis CEP RO-CEP 2012-338-Rev 02)
ANA Ailoyol peyoBrHM BavicapTaH Bif, 3aTBEPAXXEHOIO
BMpo6Huka DIVI'S LABORATORIES LIMITED - UNIT
lI(India); 3MmiHn | TUNY - 3MiHK 3 aKocTi. A®PI. KoHTponb
A®I. 3miHa y napameTpax cneuudikauiii Ta/abo
[0NyCTUMUX MEX, BUSHaYeHWX y crneumdikalisx Ha
A®I, abo BUXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNoriYHOro abo iIMyHOsOriYHOro
NOXOMKEHHS) NapameTpa cnevuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesynbTatamu
pocnipxeHb 3 6e3nekn abo AKOCTi) - AoAaBaHHA [0
cneumaikauii A®I KOHTPOI FEHOTOKCUYHUX AOMILLIOK
N-HiTpo3ognbytnnamiH (NDBA) Ta N-
HiTpo3omeTunderinamii (NMPA) 3 BignosigH1Mmn
MeXaMu Ta KOHTPOSIeM SIKOCTi
116. | BASAP A TabneTkn, BKPUTI TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/16612/01/01
NNiBKOBOIO YkpaiHa" OynHvus AT TMNYy - 3MiHK 3 KocTi. CepTudikar BignosigHOCTITE- | peyenmom

060/10HKOO, M0 5
mr/80 mr, no 7
Tabnetok y 6nictepi,
no 2 a6o 4 6nictepu y
Kopo6ui; no 10
Tabnetok y 6nictepi;
no 3 abo 9 6nictepis y
Kopobui

cepTudikaT BignNoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BUJTy4YEHHA cepTudikaTa BifnoBiAHOCTI EBpoNechkiii
thapmakonei: gnis Adl; gns BUxigHoro
marepiany/peareHTy/nPoMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; ans
[0NOMKHOT peyoBMHM (cepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
Bifl y)Xe 3aTBep)KeHOro BUPOOHYKa -
nogaHHsa oHosneHoro CEP R1-CEP 2012-338-Rev 00
(nonepegaHs Bepcis CEP RO-CEP 2012-338-Rev 02)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
ANA AiloYoT peyoBrHM BaUiCapTaH Bif, 3aTBEPAXKEHOIO
BUpo6HMKa DIVI'S LABORATORIES LIMITED - UNIT
ll(India); 3miHun | TUNy - 3miHK 3 AkocTi. APl KoHTponb
A®l. 3miHa y napameTpax cneuudikauiii Ta/abo
LOMYCTUMMUX MEX, BU3HAYEHNX Y creumdikalisax Ha
A®I, ab0 BMXigHWA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(oopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHM 6IOAOrYHOTO abo IMYyHO/IOMNYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTatamm
pocnipxeHb 3 6e3nekn abo AKOCTi) - foAaBaHHA [0
cneumdikauii A®| KOHTPOKO FTEHOTOKCUYHUX JOMILLOK
N-HiTpo3oambyTNamiH (NDBA) Ta N-
HiTpo3omeTundeHinamiH (NMPA) 3 BignosigHmum
MeXaMu Ta KOHTPOSIeM SKOCTI
117. | BAKCIrPUN® cycneHsist gnst iH'ekwjii CaHodpi PpaHuis NOBHUIA LMKN PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHK | 3a UA/16141/01/01
TETPA | no0,5mny MacTep BMPOGHMLTBA, YropuwwHa/ MRy - 3MiHKU 3 AkocTi. CepTudikat BignosigHocTITE- | peyenmom
VAXIGRIP nonepegHb0 3aroBHEeHHS, Benbris cepTudikaT BignoBigHOCTI EBpoNenchkiii
TETRA CNNIT- 3arMoBHEHOMY LUNPUL; nepBrHHE Ta hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
BAKUUHA ANA | no 1 nonepeiHbo BTOPUHHE HEOOXiAHICTIO MPUBEAEHHS Y BiANOBIAHICTL A0
MPO®PINAKTUK | 3anoBHeHOMy LUNpULY nakyBaHHs, MoHorpadii dY abo EBponeiicbkoi chapmakonei, abo
nremny 3 MPUKPINIEHO0 KOHTPO/b SIKOCTI, iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa
HYOTUPLOXBA TO/IKOI0 Y KapPTOHHIi BMMYCK Cepii: y cneyudpikauisx, nos'asaxHa 3i amiHamun B Y, abo
NEHTHA, Kopo6ui; no 0,5 mny CaHodi MacTtep, €Bponelicbkiin hapmakonei, abo iHLUIA HaLioHaNbHIl
IHAKTUBOBAH | nonepefHbo PpaHuis; thapmakonei gepxasu €C) - npuBeAeHHs
A 3aMoBHEHOMY LUNPUL; BTOPUHHE cneundikalii CKNSHUX KOHTeNHepiIB, Lo
no 1 nonepesHbL0 nakyBaHHs, BUKOPWCTOBYETHCA /18 NEPBUHHOT yNakoBku, A0
3anoBHEHOMY LLNPULLY KOHTPO/b SIKOCTI, MoHorpadii 3.2.1. €sponelicbkoi ®apmakonei, a came
6€3 ronkn y KapTOHHIl BUMYCK Cepii: [ofaBaHHsA BUNpobyBaHHA Ha apceH (As). PefakuiiiHi
KopoobLi CaHodpi MNactep, npaBku A0 po3diny peectpauiiHoro gocbe 3.2.P.7
PpaHuis;
3aMoBHEHHS,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,

KOHTPO/Ib SIKOCTi:
CAHO®I BIHTPOI
IHOACTPIA,
®dpaHLis; BTOPUHHE
nakyBaHHs1, BUMYCK
cepii: CaHodpi-

AseHTic MpaiiBiT Ko.

Nta., Nnatcopma
noricTmkm Ta
AnCTpubyLii y M.
Bypanewr,
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Ne

Hassa

3asBHUK

®opma surnycky Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
YropuuHa;
BTOPVHHE
nakysaHHsa: CPHA
CA, Benbrig
118. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoseHisa Bupo6HuK, CnoseHis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9451/01/01
H 160 NNiBKOBOO HoBo mecTo BiANOBIAaIbHNI 3a IHAisA TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
o6onoHkoto, 160 BMPOGHULITBO «in 3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
mr/12,5 wr, no 14 bulk», nepBrHHe Ta [0[4aTKOBOT AiNbHAL BUPOBHULITBA A/18 YaCTUHN abo
Tabnetok y 6nictepi; BTOPUHHE BCbOr0 BMPOGHMYOro MpoLecy roToBoro /ikapcbkoro
no 2, no 4 a6o no 6 nakyBaHHs, 3aco0y (ginbHULSA, Ha SKili NPOBOAATLCSA By Ab-AKi
6nicTepis B kKOPOOLj; KOHTPO/1b Ta BUMYCK BMPOGHMWUYI CTagii, 32 BUHATKOM BUMYCKY Cepil,
no 15 tabnetok y cepii: KOHTPO/IO AIKOCTI, NEPBUHHOIO Ta BTOPUHHOIO
6nicTepi; no 2 abo 4 KPKA, a.4., Hoso nakyBaHHS, AN HECTEPWTbHUX JTiKapCbknX 3aco6iB) -
6nictepy B KOPO6L mMecTo, CnoBeHis; BBEJEHHS 4,04aTKOBO BUPOBHMKA rOTOBOrO
Bupo6HuK, nikapcbKoro 3acoby, BignoBigasibHOro 3a BUPOOHULTBO
BignoBigasbHWiA 3a «in bulk» - Naypyc Nla6c fimiten, IHais. BBeaeHHA
BUPOBHMLTBO «in 3MiH NPOTArom 6-Tu MiCALIB MicNa 3aTBEPAKEHHS
bulk»:
Naypyc Na6c
Nimites, IHAis;
Bupo6HuK,
BignoBiganbHWiA 3a
KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, C/ioBeHis
119. | BA/IbCAKOP® | Tabnetku, BKpUTI KPKA, a.4., CnoseHis Bupo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9450/01/01
HD 160 NNiBKOBOIO HoBo mecTo BignoBigasIbHWiA 3a IHais TMny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aci6. peuyenmom
o060noHkoto, 160 mr/25 BMPOGHULITBO «in 3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
Mr, no 14 TabneTok y bulk», nepsnHHe Ta [0[aTKOBOI [i/IbHAL BUPOBGHULTBA 4151 YACTUHU abo
6nictepi; no 2, no 4 BTOPWHHE BCbOro BMPOOHNYOr0 NPOLLECY FOTOBOTO /iKAPCbKOr0o
abo no 6 6nictepis B nakyBaHHs1, 3aco6y (ginbHMLSA, Ha SKili NPOBOAATLCSA By Ab-SKi
Kopo6ui; no 15 KOHTPO/1b Ta BUMYCK BMPOGHWUYI cTagii, 3a BUHATKOM BUMYCKY Cepild,
TabneTtok y 6nictepi; cepii: KOHTPO/IO SIKOCTi, MEPBMHHOIO Ta BTOPMHHOTO
no 2 a6o 4 6nictepu B KPKA, a.4., Hoso nakyBaHHS, AN HECTEPW/TbHUX JliKapCbKnX 3aco6iB) -
Kopobui mecTo, CroBeHis; BBEJEHHS 4,04aTKOBO BUPOBHMKA rOTOBOrO
Bunpo6HuK, nikapcbKoro 3acoby, BignoBigasibHOro 3a BUPOOHULTBO
BiANoOBigabHMI 3a «in bulk» - Naypyc Nla6c Mimiten, IHAis. BBeaeHHs
BMPOGHULITBO «in 3MiH NPOTAroM 6-TW MicsLiB nicns 3aTBepAKeHHS
bulk»:
Naypyc Na6c
Nimiten, 1HAis;
Bunpo6HuK,
BiANoOBigabHMI 3a
KOHTPO/b cepii:
KPKA, a.4a., HoBo
mecTo, CrioBeHis
120. | BAJIbTPEKC™ | Tabnetku, BKpUTI nakcoCwmitKn Benvka BupobHUK Icnanis/ BHECEHHS 3MiH 10 peecTpauiiHux martepianiB: 3MiHu | 3a UA/7835/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
o060510Hkot0, No 500 Mr AiH ExkcnopT BpuTaHis Hepo3ghacosaHo20 Monbwa TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbkunii 3acib. peyenmom
no 10 TabneTtok y NimiTen npooykmy: 3MiHV Yy BUpOOHUMLTBI. 3amiHa abo BBeAEHHS
6nictepi; no 1 nakco Bennkom [04aTKOBOT AiNIbHALL BUPOBGHNLITBA A/18 YaCTUHN abo
6nicTepy B KapTOHHIl C.A., IcnaHis; BCbOr0 BMPOGHMYOro MpOLEecy roToBOro JlikapcbKoro

Kopobui; no 6
TabneTtok y 6nictepi;
no 7 6nictepiB y
KapTOHHI KopobLi; no
14 TabneTok y
6nicTepi; no 3
6nicTepy B KApTOHHii
Kopoobui

BupobHuk 07151
nepsuHHoO20 ma
BMOPUHHO20
rnakyBsaHHs,
KOHMPO/Io ma
BUMYyCKy cepill:
nakcoCmiTKnsiAH
PapmacboTrKan3
C.A., Monbwa
abo
"nakco Bennkom
C.A,, IcnaHis

3acoby (4iIbHMUA 4118 BTOPUHHOTO NakyBaHHS) -
BBE/IEHHS a/IbTEPHATNBHOIO BMPOOHUKa [Nakco
Bennkom C.A., IcnaHis, Wo BignoBigae 3a BTOPUHHE
nakyBaHHs1. 3MiHu | TUny - 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. 3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHSA A0AATKOBOI AiNbHULI BUPOGHMLTBA ANS
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHULA 415 NEPBUHHOMO
nakyBaHHS) - BBEAEHHS a/IbTEPHATVBHOIO BUPOOHMKA
nakco Bennkom C.A., IcnaHis, LWo Bignosigae 3a
nepByHHE nakyBaHHA. 3MiHW | Tuny - 3MiHM 3 AKOCTI.
OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYTLCS BUNYCKY cepil
Ta KOHTPOJ1t0 SIKOCTi FOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOGHMKa, WO BiANOBIAaE 3a
BBE3€eHHA Ta/abo Bunyck cepii) - Bkarovatoun
KOHTPONb/BUNPOGYBaHHS Cepii - BBEAEHHS
anbTepHaTMBHOro BUpo6HuKa Mnakco Bennkom C.A.,
IcnaHis, Wwo BignoBigae 3a BUNYCK cepii, BKIoYaum
KOHTPO/b Ta BBEAEHHA BUPOOHNYOI cpyHKLT
«KoHTponb» gns BupobHuka MnakcoCMiTKnsinH
dapmacbioTnkans C.A., MonbLia. 3MiHW BHECEHO B
IHCTPYKL,0 4719 MeANYHOro 3aCTOCYyBaHHS LW0A0
HaliMeHyBaHHS Ta MiCLie3Hax0pKeHHsA BUPOOHYKA 3
Bi4NOBIAHMMUN 3MiHAMU Y TEKCTI MapKyBaHHS ynaKkoBKU
nikapcbkoro 3acoby. 3miHu | Trny - 3MiHK 3 SIKOCTI.
[oTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHKii 3aci6. 3MiHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(BMNYyYEHHSs1 HE3HAYHOrO NoKasHKKa (Hanpuknag,
3acTapinioro nokasHuka)) - BUAaIEHHS TECTIB Ha BMICT
MoHomepy BiHinxnopugy (VCM), Ha repMeTUYHICTb
ons nnisku NBX, a Takox TECT Ha MILHICTb
YLWiNIbHEHHS HarpiBaHHS asTlOMIHIEBOT dhONbIY i3
po3giny 3.2.P.7 Ak YacTUHY PYTUHHKX TECTIB, Ha AKi
BUNPOBYIOTL NakyBasibHi MaTepianu. 3MiHu | Tuny -
3MiHM 3 iKOCTi. [0TOBMI Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHWiA 3aci6. 3MiHa po3mipy
yNakoBKW rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHuM) -
BBE/IEHHS 40AAaTKOBOI ynakoBku Mo 14 Tabnetok y
6nicTepi, No 3 6icTepn y KapTOHHI KOPO6Li. 3MiHK
BHECEHO B iHCTPYKLt0 4151 MEAUYHOTO 3aCTOCYBaHHS y
p. "Ynakoska" 3 BiANOBIAHUMY 3MiHAMU Y TEKCTi
MapKyBaHHS1 yNakoBKM JliKapCbKoro 3aco6y. 3Minm |
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) - 3aMiHa po3giny
«['pachmueckoe ochopmeHne ynakoBkm» Ha po3gin
«MapkyBaHHS». OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LWoA0 3a3HAYEHHS O4MHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHSI 3MiH NpoTArom 6-T1 MicAuiB
nicnsa 3aTBepXeHHs. 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkunii 3aci6. KOHTPOsb rOTOBOrO
nikapcbkoro 3aco6by. 3MiHa napamMeTpiB cneuudikawii
Ta/abo fonyCTMMUX MEX rOTOBOrO MikapCbKoro 3acoby
(iHWi 3miHW) - 3amiHa TecTy «OAHOPIHICTL 4030BaHNX
OVHULIb» Ha TecT «OAHOPIAHICTb Macu». Takox
NPOMNOHYETHLCA AONOBHUTK Nigpo3ain 3.2.P.5.2.
AHaniTU4Hi MeToavkn TecToM «MiKpoG6ioNoriyHi
BMNPOOYBaHHSA», KWl OyB NPOMyLLEHWA y
y3ara/ibHIoNIN Tabnuui aHaNiTUYHNX METOAIB.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPMKEHHS. 3MiHW | TUny - AAMIHICTPaTMBHI 3MiHU.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBafKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYaun AiNbHUL
BUNYyCKy cepii abo MicLe NpoBefeHHS KOHTPO/O
AKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/iIMNOpTEp, BK/OYAOUM BUMYCK Cepiid) - 3MiHa
aapecy BupobHuka Makco Bennkom C.A., IcnaHis,
6e3 3MiHN MicLa BUpO6GHMLTBA. BBEAEHHS 3MiH
NpPOTArom 6-Tu MicALiB Nic/1A 3aTBEPAKEHHS.

121.

BAP®APEKC®

TabneTk no 3 mr, no
30 a6o 100 TabneTok
Y KOHTeliHepi, no 1
KOHTEHepy y nauui 3
KapToHy

AT "I'piHgexc"

Nartsis

AT "T'piHgekc”

Nartsis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHW) - 3MiHU B TEKCTI

MapKyBaHHS YNakoBKW /likapcbKoro 3acoby LLoao
3a3HauYeHHs MiXXHapOAHWX NO3HaYeHb OAUHULb
BMMIpIOBaHHA. BHECEHHS 3MiH [0 po3gainy
«MapkyBaHHa» B MKA /13; 3anponoHoBaHo: B
COOTBETCTBUW C YTBEPXAEHHBIM TEKCTOM MapKMPOBKW.
TepMiH BBEEHHS 3MiH - NPOTAroM 6 MicauiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/7943/01/01

122.

BAP®APEKC®

TabneTkn no 5 mr, no
30 a6o 100 TabneTok
y KOHTelHepi, no 1
KOHTelHepy y nauui 3
KapToHy

AT "I'piHgekc"

Natsis

AT "T'piHgekc"

NaTtsis

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) - 3MiHW B TEKCTI

MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
3a3HayYeHHs1 MbXKHapOAHWX NO3HaYeHb OAVHWLb
BMMIpIOBaHHSA. BHECEHHS 3MiH 40 po3ainy
«MapkyBaHHs» B MKA /13; 3anponoHoBaHo: B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKM.
TepMmiH BBeflEHHS 3MiH - NpoTArom 6 micauis nicns

3a
peyenmom

UA/7943/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3aTBEPAKEHHS
123. | BIKANIH Tabnetku no 10 MAT Ykpaina MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | bes UA/7212/01/01
Tabnetok y 6nictepax "MoHdapm" TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
abo ctpunax; no 10 thapmakoHarnagy (iHwi 3mMiHW) - 3aMiHa po3giny
TabneTtok y 6nictepi; “I'pachivuHe ochopmneHHs ynakoBkn” Ha po3ain
no 2 a6o 10 6nictepis “MapkyBaHHsI" B MKA J13: 3anponoHOBaHo:
y nauli 3 kKapToHy; No MapkyBaHHS. 3rifiHO 3aTBEPAKEHOro TEKCTY
10 TabneTok y cTpuni; MapKyBaHHS.
no 2 a6o 10 ctpunis y 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
nautii 3 kKapToHy NiKapCcbKoro 3acoby LUOAO 3a3HaYeHHS MKHaPOAHNX
no3HayeHb OAVHYMLb BUMIPOBAHHA. BBeeHHS 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS
124. | BIKTO3A® PO34UH A5 iH'EKLNA, 6 A/T HoBo [Janis A/T Hoso Hopgick, [Janis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/12124/01/01
Mr/MA, o 3 Mny Hopgick [NaHis (BUpO6HMK UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KapTpuakax, 015 36MpaHHA, thapmakoHarnsigy. BeegeHHs abo 3miHn go
BKafEHNX y MapKyBaHHs Ta y3arasibHeHUX JaHnx Npo cuctemy chapmakoHarnagy
nonepeAHLo ynakoBKMu, (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
3anoBHeHy BTOPWHHOTO chapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
6araTtono3oBy nakysaHHs); A/IT BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
0ZiHOPAa30BY LUMNPULL- Hoso Hopgick, KOHTaKTHOT 0CO6U 3 chapmMakoHarnsay 3asiBHuKa 415
pyuKy; no 1 a6o no 2 [aHis (BUpOOHUK, 34iicHeHHs hapMakoHarisgy B YKpaiHi, SKLLO0 BOHA
nonepegHb0 Hepo3ghacoBaHoro BiAMiHHa Bifi YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3anoBHEHI LWNpULL- NpoayKTY, 3a 3gilicHeHHs dhapmakoHarnsgy (Bkiovaun
PYYKV B KAPTOHHIl HanoOBHEHHS, KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
KopooLi nepBrHHA ynakoBkKa, thaiina cuctemu chapmakoHarnsay) - aMmiHa
KOHTPO/Ib AKOCTi Ta KOHTaKTHUX [aHUX KOHTaKTHOI 0CO6U YNOBHOBaXEHOI
BignoBigasIbHWiA 3a 0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT 32 34INCHEHHS
BUMYCK Cepiii hapmakoHarnsgy B YkpaiHi
KiHL,eBOro NpoAyKTy)
125. | BITANINIA KOHLleHTpaT Ans PpeseHiyc HimeuunHa ®peseHiyc Kabi Ab. LWseuis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/16590/01/01
pO34nHy A8 iHdysild; Kabi MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 10 mMn y CKsHii Loiunang thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHSA 3MiH [0
amnyni; no 10 amnyn y M6X po3ainy «MapkyBaHHs1» MKA J13; 3anponoHoBaHo:
KapTOHHI/ Kopoo6Li MAPKYBAHHS 3rigHo 3aTtBepmxeHoro TekcTy
MapkyBaHHSA. OHOBMIEHHSA TEKCTY MapKyBaHHSA
YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
iHchopMmauii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
y cuctemi Si
126. | BOJIbTAPEH® | cynosutopii no 25 mr HosaprTic LLiseiuapis [Jencapm XtoHiHT PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/9383/01/01
no 5 cynosuTopiiB y dapma Al CAC MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

CTpuni, No 2 cTpunu B
KOpo6L,i 3 KapTOHY

hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
[aHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHMU JaHUMKU Ta
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Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
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BUPOGHUKa
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Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

OaHyMK 3 hapMakoHarnsay - 3MiHM BHeCeHi Jo
IHCTPYKUIT 47151 MEAUYHOIO 3aCTOCYBaHHS NikapcbKoro
3acoby Ao po3giny "OcobanBOCTi 3aCTOCyBaHHA".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

127.

BO/IbTAPEH®

cynosuTopii no 50 mr
no 5 cynosuntopiis y
cTpuni, No 2 cTpunu B
KOpo6L,i 3 KapTOHY

HosaprTic
dapma Al

LLiBefuapis

[Jencapm XtoHiHT
CAC

PpaHuis

BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu ||
MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLiT
AN8 MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHMY faHUMK Ta
AaHvMu 3 hapmMakoHarnsay - 3MiHW BHECeHi [0
IHCTPYKUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbkoro
3acoby Ao po3giny "OcobnnBOCTi 3aCTOCyBaHHA".
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS

3a
peyerimom

UA/9383/01/02

128.

BOJ/IbTAPEH®

cynosutopii no 100 mr
no 5 cynosutopiia y
cTpuni, no 1 cTpuny B
Kopo6Li 3 KapTOHY

HosaprTic
dapma Al

LBeliuapis

[Jencbapm XoHiHT
CAC

PpaHLis

BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3miHu ||
TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT
AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMU SaHUMK Ta
AaHvMu 3 hapmakoHarnsgy - 3MmiHM BHeCeHi [0
IHCTPYKUIT 4719 MEAUYHOIO 3acTOCYBaHHS NikapCbKoro
3acoby Ao po3ainy "OcobnnBOCTi 3acToCyBaHHS".
BBefieHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBePMKEHHSA

3a
peyenmom

UA/9383/01/03

129.

F'ASIBA®

KOHLieHTparT Ans
PO34nHy Ans iHdys3it
no 1000 mr/40 mn; no
40 mn 'y dpnakoHi; no 1
chakoHy y KapTOHHil
Kopobui

®.XodhpmaHH-
Na Pouw NTg,

LLiBefiuapis

Pow [iarHocTukc
'm6X, HimeuyunHa
(BUpOGHMLTBO
Hepo3dacoBaHoi
npoayKuii, nepBrHHe
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IO SIKOCTI);
®.XothbpmaHH-/15
Pow 1A,
LBeliuapis
(BTOPUHHE
nakyBaHHS1, BUMYyCK
cepii)

HimeuunHa/
LBeliuapis

3MiHu |l TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKL,iT
AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY faHnMK Ta
AaHvMK 3 chapMakoHarnsay; CynyTHs 3MiHa - 3MiHK
oo 6e3snekn/edpekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta YMOB
BMAaui pEeCcTpaLiiiHOro NoCBigYEHHS, BK/IOYaum
MnaH ynpasniHHA py3nkKamMu (3aCTOCYBaHHS 3MiH(1),
Aki(a) BuMaratoTb(€) NoAabLLIOrO O6r'pyHTYBaHHSA
HOBUMM [O4ATKOBUM AaHNMK, LLIO MatoTb HaJaBaTucs
KOMNETEHTHUM OpraHoM, OCKifIbK/ BUMaraeTbesl
CYTTEBA OL{iHKA KOMMNETEHTHUM OPraHoMm) - 3MiHK
BHECEHO A0 IHCTPYKLIi 419 MEeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis "®apmMakonorivHi
B/1ACTMBOCTI" (YTOYHEHHS iHdopmadii), "Mo6iuHi

3a
peyenmom

UA/14232/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
peakuii”. OHoB/ieHO MnaH ynpasniHHA pUusnkamu,
Bepcis 6.0. 3MiHM BHECEHi 0 YacTuH: «naH 3
thapmakoHarnsgy», «3axoau 3 MiHiMi3aLii pu3mkie»,
«Cneuudpikauisi 3 6e3nekn». BBegeHHS 3MiH NPOTArom
6-Tn MicsLIB NicNs 3aTBEPKEHHS
130. | FANONEPNAO PO3YNH A5 iH'EKLIN, BAT "lefieoH | YropLuHa BAT "T'efieoH YroplmHa BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/7271/01/02
N BEKAHOAT 50 mr/mn, no 1 mn B PixTep" PixTep" MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
amnyni; no 5 amnyn y hapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
nnacTuKoBili hopmi y MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby LLoao
KapTOHHI KOpo6Li 3a3HayYeHHs1 MKHapPOAHWNX NO3HaYeHb OAVHULb
BMMIpIOBaHHSA. BHECEHHS 3MiH [0 po3gainy
“MapkyBaHHA" MKSA /13”: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEpAXKEHOro TEKCTY
MapKyBaHHs. TepMiH BBEZ,EHHS 3MiH - NPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS
131. | FANONEPUAO Tabnetku no 5 Mr no BAT "lefeoH | YropluHa BAT "T'eneoH YropwmHa BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/7271/02/02
N ®OPTE 25 TabneTok y PixTep" PixTep" TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
6nicTepi; no 2 thapmakoHarniagy (iHwi 3MiHK) - 3MiHWU BHECEHI B TEKCT
6nicTepy B KAPTOHHIi MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
ynakosLi 3a3HauYeHHs MiKHapOAHWUX NO3HAaYeHb OAUHULIb
BMMIipIOBaHHS. BHECEHHS 3MiH 40 po3giny
“MapkyBaHHA" MKA J13": 3anponoHoBaHo:
MapKyBaHHs. 3rifiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHS. TepMiH BBE,EHHSA 3MiH - NPOTArom 6
MicsILiB Micns 3aTBepoKEHHS
132. | TANONEPNAO PO34MH ANA iH'EKLii, 5 BAT "lefieoH | YropLiuHa BAT "T'efieoH YropLumHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/7271/01/01
N-PIXTEP mr/mn, o 1 mn B PixTep" PixTep" MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
amnyni; no 5 amnyn y thapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B TEKCT
nNacTuKoBil chopmi y MapKyBaHHS YNakoBKW /likapcbKoro 3acoby LLoao
KapTOHHI/ KopoobLi 3a3HavYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
BMMIipIOBaHHSA. BHECEHHS 3MiH 0 po3gainy
“MapkyBaHHa" MKA J13”: 3anponoHOBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBEA,EHHSA 3MiH - NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHSA
133. | FEK-IH®Y3IA pO34MH ANs iHdy3il MpuBaTHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/5131/01/02
10% no 200 mn a6o no 400 akuioHepHe akuioHepHe TMNYy - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
MY MASLWKax TOBapUCTBO TOBapUCTBO thapmakoHarnsay (iHwi 3MiHK) - BHECEHHSA 3MiH 40
"lHdpy3ia” "IHdpy3ia” po3gainy «MapkyBaHHs» MKA /13: 3anponoHoBaHo:

MAPKYBAHHA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
YNaKoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHbopMaLii 1040 3a3HAYEHHS OAUHULL BUMIPOBAHHSA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
y cuctemi Sl. BBefieHHS1 3MiH NpoTArom 6-Tm MicAuiB
nicns 3aTBepaKeHHs
134. | FEK-IH®Y3IA pO34nH ANs iHdYysii MpusatHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/5131/01/01
6% no 200 mn a6o no 400 akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
MY NASLWKax TOBapucTBO TOBapuCTBO thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
"lHdpysia” "lHdpy3ia" po3gainy «MapkyBaHHs» MKA 13: 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo A0 3aTBEPXKEHOTO TEKCTY
MapkyBaHHS. OHOBMIEHHS TEKCTY MapKyBaHHSA
YMakKoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
iH(bopmauii WoAo 3a3Ha4YeHHs OAUHULbL BUMIPIOBaHHSA
y cuctemi Sl. BBeieHHsA 3MiH NPOTAromM 6-Tn MicsLiB
nicns 3aTBepmKeHHs
135. | FTEKOBEH pO34uH ANa iHdy3il MpusatHe Ykpaina MpuBatHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/11511/01/01
no 200 mn, a6o no 250 aKujioHepHe akujioHepHe UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
M1, abo 400 mn, abo TOBapuCTBO TOBapuCTBO hapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
no 500 My naswkax "IHdy3ia" "IHdpy3ia" po3ainy «MapkyBaHHs» MKS /13: 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHsA
yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHSA
y cuctemi Sl. BBeeHHs 3MiH NpoTsArom 6-Tv MicsiuiB
nicns 3aTBepaKeHHs
136. | TEKOKYP Kpanni opasibHi, no 30 MEKAHA HimeuunHa NMEKAHA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/13592/01/01
CNAT. NMEKA M, no 50 mny Hartypxainbmi Hatypxaiinbmitrens MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenma
donakoHi; no 1 TTenb MM6X m6X thapmakoHarnsgy. BeegeHHa abo 3miHu fo

(h/1aKOHY B KapTOHHiiA
ynakoBLi

y3arasibHeHVX faHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA Yy3araslbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHarnsgy 3asBHuKa AN
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bif YNOBHOBaXeEHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs hapmakoHarnsgy (BKoYaKun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dhaiina cuctemu chapmakoHarnagy) - 3MmiHa KOHTaKTHOI
0Cco6y YNOBHOBAaXEHOT 0COOW 3asBHMKA,
BiANOBiAa/IbHOT 3a hapmakoHarnsag B Ykpaidi. Jitoua
pepakuis: YaneHko TeTsaHa puropisHa. MNponoHosaHa
pepakuisi: Cyxix IpuHa. 3MiHa KOHTaKTHUX AaHNX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag B YkpaiHi; 3minu Il
TUny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
ANA MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHMW faHUMK Ta
AaHvMK 3 chapMakoHarnsagy - 3aTBePLKEHHS TEKCTY
IHCTPYKUIi A8 MEeJMYHOTO 3aCTOCYBaHHS NikapCbKoro
3ac00y Ta TEKCTY MapKyBaHHS yNakoBKW NiKkapCbKoro
3acoby go PeecTtpauiiiHoro nocsigyeHHst Ne
UA/13592/01/01, 3aTBeppxeHoro Hakazom MO3 Big,
09.04.2020 Ne 824. IHhopmaLis, BUKNafeHa B
IHCTPYKLi 415 MeAUUYHOrO 3aCTOCYBaHHS J1iKapCbKOro
3acoby, BiAnoBifae MaTepiasiam peecTpawiiiHoro
[0Cbe
137. | TEKOTOH® pO3unH Ns iHQysild; TOB "tOpis- Ykpaina TOB "lOpis-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHN | 3a UA/13224/01/01
no 200 mn, 400 mny Papm” MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
NASALWKaxX CKASAHMX; N0 hapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
250 mn, 500 mny MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby LLoao
KOHTelHepax 3a3HayYeHHs1 MKHapPOAHWNX NO3HaYeHb OAVHULb
noniMepHux BUMIpIOBaHHsA. TepMiH BBE4EHHS 3MiH NPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS
138. | FTEKCAKCUM® | | cycneHsia ans iH'ekuii CaHodi PpaHLis CaHodi MacTtep, ®paHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 pgosa) B MacTep ®paHuia (NoBHWIA YropLumHa TMNY - aAMIHICTPaTUBHI 3MiHN. BUnyyeHHs1 BUPO6GHUYOI | peyernmom
BAKUVHA ONA | nonepegHb0 LMK/ BUPOBHULTBA, AinbHUUI (BKNKOYatoun AinbHuyi gns A®L, npoMikHOro
NMPO®INTAKTUK | 3anoBHeHuX Lwnpuuax BUNYyCK cepil); npoaykTy abo roToBOro nikapcbKoro 3acoby, AifbHULI
N ANDTEPII, 3 1-eto0 (abo 2-ma) CaHodpi-ABeHTiC ONA NPOBeEHHA NakyBaHHS, BUPOOHMKa,
NMPABLA, OKpeEMUMY rofikamu, Mpaweit Ko. N174., Bi4NoBiAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KALLU/TIOKY no 1 wnpuuy B Mnatchopma KOHTPOJIH0 cepii) abo nocTayasibHUKa BUXigHOTO
(ALENONAPH KapTOHHIl ynakoBsLyj; noricTukm Ta marepiany, peareHTy abo AONOMiIKHOI peYOBUHM
nin no 0,5 mn (1 gosa) B ONCTpubYLii y M. (SIKLL,0 3a3HAYEHO Y A0CbE) - BUTyUYeHHS ByaiBni V4 Ha
KOMMOHEHT), nonepegHb0 Bypanew, BMPOGHMUIli AinbHULi CaHodi Mactep B m.Marcy
FENATUTY B 3anoBHEeHUX LWnpuuax YropLmHa I'Etoile (eTan dhepmeHTanii Haemophilus influenzae
PEKOMBIHAHT | 3 1-et0 (abo 2-ma) (BTOpUHHE Tvny b O OTpPYMaHHS NPOMiXXHOro npoAaykTy Cetrimide
HA, OKPEMUMM rofiKamu, nakyBaHHs1, BUMYyCK pellet) onsa BUroToBNEHHSA Aitoyoi peyoBuHU PRP-T.
nonioMIENITY | no 1 wnpudy B cepii) Indpopmauis wopo 6yaisni V4, BuganseTbcs 3 po3ginis

IHAKTUBOBAH
ATA
3AXBOPIOBAH
b,
CMNPUYNHEHU
X
HAEMOPHILUS
TNy B
KOH'IOrOBAH
A,
AACOPBOBAH
A, PIIKA

CcTaHfapTHO-
€KCMOPTHi ynakoBLi,
AKa MiCTUTbCS Y
KapTOHHI kopoobLi 3
IHCTpYKUie0 Ans
MefUYHOro
3acTocyBaHHs; o 0,5
M (1 gosa) B
nonepeAHLo
3arnoBHeHUX LWnpuLax
3 1-et0 (abo 2-ma)
OKpeEMUMU rosikamu,
no 10 wnpuuis B
KAPTOHHIN ynakoBL;

CTD. TepMmiH BBeAEHHS 3MiH -KOBTeHb 2022 pOKY;
3MiHu |l Tuny - 3miHKW 3 AkocTi. APl BupobHULTBO.
3MiHM B npoLieci BupobHuLTBa AP| (3MiHa cToCcyeTbCs
aKTVMBHOI pe4yoBWHM 6i0s10rYHOro/iMyHOI0TYHOTO
NOXOXXEHHS1 260 BUKOPUCTaHHS XiMiYHUX AD| y
BMPOGHMLTBI NiKapCbKoro 3acoby
6i0N10rYHOro/iMyHO/IOTIYHOTO NOXOKEHHS, sika MOXe
MaTtu 3Ha4HWi BB Ha SKICTb, 6e3mneky Ta
ed)eKTUBHICTb NikapcbKoro 3acoby, i He CTOCYETbCA
NPOTOKO/TY) - 3MiHW Ha eTani oepMeHTaujii
Haemophilus influenzae tuny b gnsa otTpumaHHA
npomixHoro npoAaykTy Cetrimide pellet npu
BUPOGHMUTBI Aitouoi peyoBnHn PRP-T. TepMmiH
BBElEHHS 3MiH -)KOBTEHb 2022 poKy
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
no 0,5 mn (1 gosa) B
nonepegHLo
3anOBHEHMUX LUMpULAax
3 1-et0 (abo 2-ma)
OKPEMUMM rofikamu,
no 10 wnpwvyis B
CTaHfapTHO-
€KCMOPTHi ynakoBLi,
AKa MiCTUTbCS Yy
KapTOHHI Kopobui 3
IHCTpYKUieto ans
MeLNYHOro
3acTocyBaHHs; o 0,5
M (1 gosa) y
onakoHax, no 10
(h/1aKOHIB y KapTOHHIl
ynakosui; no 0,5 mn (1
[03a) y chnakoHax, no
10 dpnakoHis B
CTaHfapTHO-
€KCMOPTHI ynakosLi,
fKa MiCTUTbCS Y
KapTOHHI/ KOpoo6Lli
139. | FEZION/IA3SMA pO34nH ANs iHdysii PpeseHiyc HimeuunHa ®peseHiyc Kabi PpaHuis BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHK | 3a UA/13782/01/01
no 500 M1y Milwkax Kabi ®paHc TUMY - 3MiHU 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
Freeflex; no 1 a6o no Loiunang CucTema KoHTelHep/3akynoptoBasibHUiA 3aci6. 3MiHa
20 wmiwkiB Freeflex B 6X noctavasibHUKa nakyBasibHUX MaTepiasiiB abo
KapTOHHIA Kopoo6Li KOMMIEKTYIOUMNX (SIKLLLO 3a3HAYEHO B A,0CHE) (3amiHa
abo fofaBaHHA NocTadasibHUKA) - BBEAEHHS
anbTepHaTMBHOrO BMPO6HMKa Fresenius Kabi
Deutschland GmbH, Germany ans nepBuUHHOT M/1iBKK
TMNy A 3 IKOi BUPOBASETLCA NEPBUHHA YNakoBKa —
nonionedyiHosuii miwok Freeflex ansa rotosoro
nikapcbKoro 3acoby
140. | TENbMIHTOKC | Tabnetku, BKpUTI Na6opaTopis PpaHLis IHHOTepa LLysi PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/10137/01/01
NNiBKOBOIO IHHOTEK MRy - 3MiHK 3 SKOCTi. A®I. KoHTposb AdL. 3miHa y peuyenma
060M10HKO0, M0 250 IHTepHacbiioH napameTpax crneumdikaLlin Ta/abo AonyCcTUMUX MeX,
Mr, no 3 TabneTkn y ab BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo

6nictepi; mo 1
6nicTepy B KapTOHHiIl
Kopobui

BUXIQHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCS Y npoueci BupobHuLtea AdI
(BUYYEHHS HE3HAYHOrO NOKa3HUKa AKOCTI (Hanpuknag,
BW/TyYEHHS 3aCTapifioro NokasHuKa)) - BUNyYeHHs 3i
cneumdikauii A®I nipaHTeny em6oHaTy KOHTPO/IHO
3a/IMLLKOBOT Ki/IbKOCTi opraHiyHoro po3unHHuika N,N-
oumeTtundopmamigy (BupobHuk COSMA S.p.A, ltaly);
3MiHM | Tuny - 3MiHK 3 skocTi. A®l. Bupo6HMUTBO.
3MiHa po3mipy cepii (Bkaoyatoumn fdianasoHu) A®l abo
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

MPOMDKHOIO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLIECI
BMpOoOHULTBa AP (36inbLieHHs 10 10 pasiB NOPIBHAHO
i3 3aTBEPKEHNM PO3MIPOM) - 36iNbLUEHHS PO3MIpY
cepii A®| nipaHTeny emboHaty 3 gianasoHy 605-745 kr
00 aianasoHy 698-860 kr (BUpo6HMK COSMA S.p.A,
Italy); 3miHu | TUnYy - 3miHn 3 sKocTi. AL,
Brpo6HMUTBO. 3MiHM B npoueci BupobHuutea AdI
(He3HayHa 3MiHa y npoveci BupobHuuTea Adl) -
3amMiHa opraHiyHoro posuvHHmka N,N-
avmveTtundopmamif Ha AeioHizoBaHy Boay Ha
OCTaHHbOMY eTani cuHTesy A®| nipaHTeny emboHaty
(Bpo6HMK COSMA S.p.A, Italy); 3miHu | Tuny - 3miHn 3
akocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneyudikaLini Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneundikayisx Ha A®l, abo BUXigHNA/NPOMIXHNIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLLECI
BUPO6HMUTBA AD| (3BY)KEHHSA AOMYCTUMUX MEX,
BM3HAYEHNX Y cneuudikauii) - 3By)XeHHs1 fonyCcTUMOI
Mexi y cneundpikauii A®I nipaHTeny emboHaty ans
KOHTPOJIO 3aUIULLKOBOI KifIbKOCTi OpraHiyHoro
po3unHHMKa MeTtaHon 3 < 200 ppm go < 150 ppm
(BMpo6HNK COSMA S.p.A, ltaly)

141.

FENbMIHTOKC

TabneTtkn, BKPUTI
NNiBKOBOO
060n10HKo0, Mo 125
Mr, o 6 TabneTok y
6nictepi, mo 1
6nicTepy B KapTOHHIl
Kopobui

Nab6opaTtopis
IHHOTEK
IHTepHacbiioH
anb

PpaHuin

IHHOTepa LLys3i

dpaHuis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK |
MRy - 3MiHun 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYHOTbCS Y npoueci BupobHuutea AdI
(BUTYYEHHS HE3HAYHOrO NOKa3HUKa SKOCTI (Hanpuknag,
BW/YYEHHS 3aCTapifioro NokasHuka)) - BUTyYeHHS 3i
cneumdikauii A®I nipaHTeny em6oHaTy KOHTPOsIO
3a/IULLKOBOI KiNIbKOCTi OpraHiyHoro posumHHmka N,N-
oumeTtuncopmamigy (BupobHuk COSMA S.p.A, ltaly);
3MiHM | Tuny - 3MiHK 3 akocTi. A®l. Bupo6HMUTBO.
3MiHa po3Mipy cepii (BkIovatoun gianasoHu) APl abo
NPOMDKHOrO NPOAYKTY, SKNIA 3aCTOCOBYETLCA Y NPOLIECI
BMpo6bHuLTBa AP (36inbLIEeHHS A0 10 pasiB NOpiBHAHO
i3 3aTBEpPKEHUM PO3MIPOM) - 36iNbLUEHHS PO3MIpY
cepii A®I nipaHTeny em6oHaTy 3 giana3oHy 605-745 kr
[0 pianasoHy 698-860 kr (Bupo6HMK COSMA S.p.A,
Italy); 3miHm | TUNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHM B npoueci BupobHuutea Ad|
(He3HayHa 3miHa y npoueci BUpo6HMUTBa AdI) -
3amiHa opraHiyHoro posdvHHuka N,N-
avmveTtundopmamif, Ha AeioHizoBaHy BOAy Ha
0CTaHHbOMY eTani cuHTesy A®I nipaHTeny emboHaty
(Bupo6HK COSMA S.p.A, Italy); 3miHu | TUnNY - 3MiHK 3
AKOCTi. A®Il. KoHTposib AdI. 3miHa y napameTpax

6e3
peuyenma

UA/10137/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
cneuudikauin Ta/abo fonyCTUMUX MEX, BUSHAYEHUX Y
cneyudikauisix Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCA Y NMPOLECI
BMPOGHULTBA AD| (3BY)KEHHS JOMYCTUMUX MEX,
BM3HAYeHUX y cneuudikauii) - 3ByXXeHHs1 AonyCTUMOT
Mexi y cneundikauii A®I nipaHteny emboHaty ans
KOHTPO/I0 3aUTMLLIKOBOI KifIbKOCTi OpraHiyHoro
po34MHHMKa MeTaHon 3 < 200 ppm go < 150 ppm
(B1pobHK COSMA S.p.A, Italy)
142. | TENAND® NMOPOLLOK A/19 PO3UYNHY TOB Ykpaina TOB "BANIAPTIH Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 3a UA/5324/01/01
Ans iH'ekuil, no "BANTAPTIH PAPMA", YkpaiHa TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
942,05 Mr NopoLuKy y PAPMA" (Bunyck cepii); TOB thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
chnakoHi; no 1, 5 abo "®APMEKC IPYI", MapKyBaHHS! yakoBKU NikapcbKoro 3acoby 3
10 donakoHiB y YkpaiHa BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
KapTOHHI ynakosL,i (BUpOGHMLTBO, BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH NPOTAroM
nakyBaHHs, 6-Tn MicALIB NicNsA 3aTBepPKEHHS
KOHTPO/b AKOCTI)
143. | TENTPAN® Tabnetku A660TT HimeuunHa A66BI C.p.n. ITania BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/6993/01/02
KMLLKOBOPO3YMHHI MO NabopaTtopis TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuit 3aci6. peuyenmom
500 wmr; no 10 rM6X KoHTpo:nb roToBoro fikapcbkoro 3acoby. 3MiHa y
Tabnetok y 6nictepi; MeToAax BUNPobyBaHHSA rOTOBOrO /NiKapCbKOro 3acoby
no 2 6nictepu y (iHWi 3miHM y MeTogax BMNpOoOGyBaHb (BK/IOUaumn
KapTOHHIA Kopoo6Li 3aMiHy abo JONOBHEHHS)) - BHECEHHS 3MiH A0 MeTogiB
BMNPOGYBaHHs /13, 30kpema: 3amiHa MeToay
B/MNpo6yBaHHsi (BEPX) 3a nokasHukamu
"lgeHTudikalia agemeTioHiHy", KinbkKicHWiA BMiCT
afemeTioHiHy", "MpoaykTn po3nagy” (kpim
FoMocepuHy i 2-amiHO-4-6yTPONaKTOHy). BBeAeHHs
3MiH NPOTAroM 3 MiCALiB NicNa 3aTBepAKEHHS
144. | TEPBIOH® cupon, 7 Mr/mn, no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/12176/01/01
cupon 150 mn cupony y Hoso mecTo mecTo, CroBeHis MRy - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenma
MAKOLWA donakoHi, no 1 (BMPOGHUK thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHSA 3MiH [0
h1akoHy pasom 3 BifNOBIgabHWIA 3a po3gainy «MapkyBaHHs» MKA 13: 3anpornoHoBaHo:
NacTMKOBOK MipHOHO BMPOGHMLTBO "in MAPKYBAHHSA Y BignoBigHOCTI A0 3aTBEPXEHOrO
NOXHOIO B KAPTOHHIiA bulk", nepsuHHe TeKCTY MapKyBaHHsi OHOB/IEHHSA TEKCTY MapKyBaHHSA
Kopoobui nakyBaHHs Ta YMakoBKM NiKAPCbKOro 3ac00y 3 BHECEHHAM
BTOPUHHE iHchopMmauii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
nakyBaHHs, y cuctemi Sl. BBeieHHs 3MiH NpOTArom 6-Tv MicsiLiB
KOHTpONb cepii); nicns 3aTBepmkeHHs
KPKA, a.4., HoBo
mecTo, CrioBeHis
(BUPOGHYK
BignoBigasbHMiA 3a
KOHTPO/b Ta BUMYCK
cepii)
145. | TEPBIOH® cvpon; no 150 mny KPKA, a.4., CnoBeHis KeMilicbki IHCTUTYT, CnoBeHis BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 6e3 UA/3751/01/01
cupon donakoHi; no 1 HoBo mecTo LleHTp 3a TMNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenma
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NMOAOPOXHUK | chnakoHy pasom 3 Banigaviricke thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
A NaacTUKOBOK MipHOK TEXHONOrIE iH po3ainy «MapkyBaHHs» MKS /13: 3anponoHoBaHo:
JIOXEUKOI B KAPTOHHI aHaniTiko (LIBTA), MAPKYBAHHSA. BignosigHo [0 3aTBEPAXXEHOTO TEKCTY
Kopobui CnoBeHis (KOHTPO/b MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
cepii); KPKA, a.4., yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM
HoBo mecTo, iHchopmauii LWoA0 3a3HAYEHHS O4MHULb BUMIPIOBaHHS
CnoBeHis y cuctemi Sl. BBefieHHSI 3MiH NpoTArom 6-T1 MicAuiB
(BUPOBHMLTBO "in nicns 3aTBepPKEHHS
bulk", nepsnHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTpOb cepii);
KPKA, a.4a., HoBo
mecTo, CrioBeHis
(KOHTPO/b Ta BUMYCK
cepii)
146. | FANCAH PO3YUH AJ151 iH'EKLLNA, digia ITanis digia ITania BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/1032/01/01
20 mr/2 mn; no 2 mn y PapmaLeBTUK dapmaveBTVKa TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
donakoHi; no 1 aC.n.A. C.n.A. hapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
donakoHy B 6nicTepi, MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
no 1 6nictepy B BHECEHHAM iHthopMaLii LLOAO 3a3HaYeHHS OAUHULb
Kopo6Li; no 2 mny BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHA 3MiH [0 po3giny
nonepegHL0 «MapkyBaHHs» MKA J13: 3anponoHoBaHo:
3anoBHEHOMY LUMPWL; MapkupoBka. COOTBETCTBYET YTBEPXAEHHOMY TEKCTY
no 1 wnpuuy B MapKUpOBKU. BBeAEHHSA 3MiH NPOTAroM 6-Tn MicsAuiB
6nictepi, no 1 nicns 3aTBepKEHHS
6nictepy B Kopobui
147. | T APOKOPTU3 NOPOLLOK (CybCcTaHList) AT "dapmak" YkpaiHa LWanaoHr CiHxya Kutaii BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHu | - UA/11468/01/01
OHY ALETAT y nakeTax noAagiliHmx $apmacbloTikan Ko., TUny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMEeHYBaHHS
nonieTuneHoBux ans nra. Ta/abo agpecy 3asiBHMKA (B/lacHMKA peecTpaviiiHoro
hapMaLeBTUYHOIO NOCBI4YEHHST) - 3MiHA HallMeHyBaHHS Ta agpecu
3acToCcyBaHHsA 3a8BHUKA
148. | TIEHIA kancynu Teepgi no 0,5 HosaprTic LBeliuapis BVMPOGHMLTBO, LBeliuapis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11704/01/01
Mr no 7 kancyny dapma Al KOHTPO/Ib SKOCTI, MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nictepi; no 1 nakyBaHHs: thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHSA 3MiH [0
6nicTepy B KapTOHHii HosaprTic ®apma po3giny “MapkysaHHs” MKA 13”: 3anponoHoBaHo:
Kopo6ui; no 14 kancyn LWTeiH Al MapkyBaHHs. 3rilHO 3aTBEP)KEHOrO TEKCTY
y 6nictepi no 2 MapKyBaHHS1 OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKu
6nicTepy B KAPTOHHIiA nNikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaii Wwoao
Kopobui 3a3HayYeHHs OAMHULb BUMIpOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
149. | TNIATOH® Kancysm m'ski no 400 AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/14536/01/01
Mmr, o 10 kancyny TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom

6nictepi; no 3 abo 6
6nicTepiB y navui

thapmakoHarnsaay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
po3gainy «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby o0 3a3HauYeHHs
MiKHapOAHWX NO3HAaYeHb OAUHULIb BUMIPHOBAHHS.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
150. | rernro rpaHynun ans KYCYM IHAis KYCYM XENTXKEP IHAisA BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 6e3 UA/17055/01/01
XOTMIKC® OpPa/ILHOIO PO3UUHY 3i XENTXKEP NBT NTA MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
CMakoM YOpHOI NBT NTA hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
cMopoaMHM no 5ry MapKyBaHHS1 YNakoBKM JikapCbKOro 3acoby 3
cale, no 5 a6o no 10, BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
ab6o no 20 cawey BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 0 po3giny
KapTOHHI ynakosL,i “MapkyBaHHs” MKA /13: 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo A0 3aTBEPOKEHOTO TEKCTY
MapKyBaHHs. TepMiH BBE,EHHS 3MiH NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
151. | rPMOOUNTPO cnpeii HasaslbHUIA, ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 6e3 UA/11186/01/01
H PUHIC po3uunH; no 15 mny 06MEXEHO 06MEXEHO MRy - aAMiHICTpaTMBHI 3MiHW. BuiyyeHHs BUpobHUYoi | peyenma
oNakoHi 3 HacagKoto- BiANOBiAA/bHI Bi4NOBiAA/IbHICTIO AinbHUUI (BKNKOYatoun AinbHuyi gns A®l, npoMikHOro
posnuntoBayem i CTIo "dapmaveBTN4Ha npoAayKTy abo roToBOro Mlikapcbkoro 3acoby, AibHUL
3aXMCHUM KOBMaYKoM, "®apmavesTu KomnaHis "3gopos'a" ONA NPOBeEHHA NakKyBaHHsS, BUPOOHMKA,
no 1 cpakoHy y YyHa KOMMaHis Bi4NoBiAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KapTOHHIA KopobLj; no "3p0pos'a” KOHTPOJIH0 cepii) abo nocTavasibHUKa BUXigHOTO

15 mn 'y 6asnoHi 3
Hacafikoto-
po3nuoBayem i
3aXUCHUM KOBMNAYKOM;
no 1 6as10Hy y
KapTOHHilA KopooLi

mMaTepiany, peareHTy abo 4OMNOMDKHOI pe4oBUHU
(SIKLLO 3a3HAYEHO Y AOCHE) - BUTYYEHHS BUPOOHMKA
Ad| deHinedpury rigpoxnopug Kamud Drug Pvt. Ltd.,
IHAisa; 3anponoHoBaHo: Unichem Laboratories Limited,
India; 3miHn | TMNY - 3MiHK 3 AKkocTi. CepTudiikaT
BignosigHocTi/l E-cepTudikar BignosigHoCTi
€Bponeiicbkiii hapmakonei/moHorpadii. MoaaHHs
HOBOro abo OHOB/IEHOrO cepTudpikata BiANoOBIAHOCTI
abo Buny4eHHs cepTudikara BiANoOBIgHOCTI
€sponelicbkili hapmakonei: gns A®Il; ansa BUXigHOro
martepiany/peareHTy/NPOMIKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHY (cepTudikaT BiAnoBigHOCTI
€Bponelicbkili hapmakonei) - HoBuii cepTudikart Big
BXe 3aTBepA)KEHOro BUPO6HYMKaA - NOAAHHSA HOBOrO
cepTudpikaTa BignoBiAHOCTI EBpONEiCHKii
thapmakonei (RO- CEP 2018-053-Rev 00) gns Adl
deHinedpuHy rigpoxsopus Big, BXe 3aTBepaKeHoro
BMpo6HUKa Unichem Laboratories Limited, India Ak
Hacnigok NnpuBeAeHHs cneundikauii Ta meTogis
BXiZLHOro KOHTPOJI0 3a N. «3a/INLLKOBA KiNbKiCTb
OopraHiyHnX po34mHHUKIB» BignosigHo Ao CEP (i3
nepenika opraHiyHNX PO3YMHHKIB BUAANEHI
Etunauetary Ta Tonyon); yTOYHEHHS HaliMeHyBaHHS
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ta agpecy BUpo6HMKa, 6e3 3MiHW MicLs BUPObHULTBA:
UNICHEM LABORATORIES LIMITED Plot Ne 197,
Sector 1 District Dhar India-454 775 Pithampur,
Madhya Pradesh, India

152.

rPUNoUnTPO
H-BPOHXO

Kpanni opasibHi,
po3unH 5 mr/mn, in
bulk: no 10 ny
MeTasieBMX 6o4kax
KEF

ToBapucTBO 3
obmexeHoro
BignoBiganbHi
cTHO
"®apmavesTu
YyHa KoMMaHis
"3popos'a”

YKpaiHa

ToBapucTBO 3
06MEXEHOI0
BiANOBIAANLHICTIO
"®apmateBTuyHa
KomnaHis "3gopos'a"

YKpaiHa

BHeCeHHs 3MiH 10 peecTpaLiitHux maTepianis: 3miHu |
TUny - 3MiHY WoAo 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnsagy (iHwi 3MiHK1) - OHOB/IEHHS BXe
3aTBEPPKEHOr0 TEKCTY MapKyBaHHS A/151 yNakoBKK in
bulk: no 10 ny metanesux 6oukax KEI (BHeceHHS
no3Ha4yeHb OMHULb BUMIPIOBAHHS, 3 BUKOPUCTaHHAM
niTep NaTuHCLKOro andasiTy, TOLLO); BHECEHHS 3MiH
[0 po3ainy “MapkyBaHHs" MKA /13: 3aTBepaXeHo:
MAPKYBAHHS#A BignosigHo A0 3aTBEPOKEHOTO TEKCTY
MapKyBaHHs, Wo agonaetbca. MAPKYBAHHA wopao
npoaykuii in bulk TekcT mapkyBaHHs1 fofa€eTbCS.
3anponoHosaHo: MAPKYBAHHA BignosigHo fo
3aTBEPKEHOrO TEKCTY MapkyBaHHA. MAPKYBAHHA
LWoA0 npoaykuii in bulk
TeKcT MapKyBaHHA f0AaETbCA. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NliKapcbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYeHHS OAUHULb
BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
6-TU MicsALIB Nic/ia 3aTBEPKEHHS.

UA/15497/01/01

153.

rPANOUNTPO
H-BPOHXO

Kpansi opasibHi,
po34yuH 5 mr/mn, no 20
M1y ¢h1aKoHi;
3aKynopeHomy
npo6Koto-
KpanenbHuLeto; no 1
onakoHy B KOpOOL;i 3
KapToHy

ToBapucTtso 3
06MexeHo
BiANOBiAA/bHI
CTI0
"®apmaveBTn
YHa KOMMaHis
"3popos'sa"

YkpaiHa

ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
KoMnaHis "3popos'a”

YkpaiHa

BHeceHHs1 3MiH 40 peecTpaviiHnx maTtepiasiB: 3MiHu |
Tuny - 3MiHu Woao 6e3nekn/edpeKkTBHOCTI Ta
hapmakoHarnsay (iHwi 3MiHK1) - OHOBMIEHHS BXe
3aTBEPKEHOr0 TEKCTY MapKyBaHHS A/151 YNakoBKku in
bulk: no 10 n y metanesunx 604kax KEI (BHeCEHHS
no3HayYeHb OMHULb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM
NiTep NaTMHCLKOro asigdasiTy, TOLLO); BHECEHHS 3MiH
0o po3ainy “MapkyBaHHsA" MKA J13: 3aTBepaXeHo:
MAPKYBAHHSA BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHs, Wwo gogaetbca. MAPKYBAHHA woao
npoaykuii in bulk TekcT MapkyBaHHS 0AAETLCA.
3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBepaXeHoro Tekcty MmapkyBaHHsa. MAPKYBAHHA
oo npoAykuii in bulk
TeKcT MapkyBaHHS foAaeTbCA. OHOBEHHSA TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSAM iHhopmMaLi LWoA0 3a3HauYeHHA OANHUL
BUMIpIOBaHHSA Y cuctemi Sl. BBejeHHA 3MiH NPOTAromM
6-TU MicsLIB Nic/1a 3aTBEPKEHHS.

UA/13593/01/01

154.

rPOMPNHO3N
H®

TabneTku no 500 mr,
no 10 TabneTok y
6nicTepi, no 2 abo no
5 6nicTtepis B
KapTOHHIi Kopo6Li

BAT "TefeoH
PixTep"

YropumHa

TOB "TefeoH Pixtep
Monbwa”

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu ||
UMY - 3MiHW 3 AKOCTi. ADI. (iHWi 3MiHW) - HagaHo
0HOB/IeHMn ASMF Ha fitody peyoBrHY IHO3UHY
npaHobekc Bif 3aTBepKeHOro BUpobHrka ABC
Farmaceutici S.p.A. Divisione Unibios, ITanis

3a
peyenmom

UA/6286/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
(3anponoHoBaHo: ABC FARMACEUTICI
S.p.A./Methisoprinol/AP/07/2016-02-02)
155. | AAPPOY pO3unH aNs iHQysild; MpusatHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/1492/01/01
PO34MH no 200 mn a6o 400 mn akuioHepHe akuioHepHe MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
y NAsILLKax TOBapucTBO TOBapuCTBO hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHI B TEKCT
"lHdpysia” "lHdpy3ia" MapKyBaHHS! yNakoBKW /likapcbKoro 3acoby LLoao
3a3HayYeHHs1 MKHapPOAHWNX NO3HaYeHb OAVHULb
BMMIpIOBaHHSA. BHECEHHS 3MiH [0 po3gainy
«MapkyBaHHs» MKA J13: 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo A0 3aTBEPLKEHOTO TEKCTY
MapKyBaHHs. TepMiH BBEL,EHHS 3MiH NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
156. | AEKCAMETA3 PO34UH AN15 iH'EKUIN, 4 KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/8538/01/01
OH mr/mn, no 1 mn B HoBso mecTo mMecTo, CroBeHist TMNYy - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom

amnyni; no 5 amnyn y
6nicTepi; no 5
6nicTepiB Y KAPTOHHIl
Kopobu,i

(BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHisa (KOHTPONb
cepii); HN30X
(HauioHanbHi
naboparopis 3a
34paB’€, OKOME iH
XpaHo), CroBeHis
(koHTpOsb cepii)

hapMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuui
nikapcbKoro 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
AN MeAMYHOro 3acTOCYBaHHS Ha NiAcTasi perynsapHo
OHOB/OBAHOTO 3BITY 3 6e3NeKN NiKapCbKoro 3acooby,
abo gocnifmxeHb 3 6e3neky 3acToCyBaHHS JlikapCbKoro
3acoby B nicnspeecTpauiliHuii nepio, abo Ak
pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHDb, NPOBEAEHNX
BiNOBIAHO A0 NnaHy negiatpnyHux gocnimkers (PIP)
(3MiHy y3roKeHo 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHom) - 3MiH1 BHECEHO A0 IHCTpyKuii Ans
MeJMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby Ao
po3ginis "B3aemogis 3 iHWMMUK nikapcbkumu 3acobamu
Ta iHWi B1an B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHs", "lNo6iyHI peakuii” BigNoBigHO A0
OHOBNEHOT iHhopMaLlii 3 6e3neky 3acTocyBaHHS
Aito4oi peyoBuHW. BBeAEHHS 3MiH MPOTAroM 6-Tn
MicAILiB MicNs 3aTBEPMKEHHS; 3MiHW | TUNY - 3MiHW
Loao 6e3nekun/epekTBHOCTI Ta hapmakoHariagy.
3MiHa y KOpOTKiil XapaKTepucTuLli Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHSA Ta iHCTPYKLii 415 MeguyHoro
3acTocyBaHHA Ha NiAcTaBi perynsipHO OHOB/IOBAHOIO
3BITY 3 6Ge3neku nikapcbKoro 3acoby, abo AocnigKeHb
3 6e3nekn 3aCToCyBaHHs fikapcbKoro 3acoby B
nicnsipeecTpaLiiinii nepioa, abo sk pesynbTar OLiHKW
3BiTY 3 JOCNifKEHb, MPOBEAEHNX BiANOBIAHO A0 NaaHy
negiatpnyHux gocnimkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHVIM OPraHoM) - 3MiHW
BHECEHO A0 IHCTPYKLiT 4519 MeANYHOro 3acToCyBaHHS
nikapcbKoro 3acoby A0 po3zinis "®apmakonoriyHi
BnactmsocTi", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo rofyBaHHs
rpyaaro" BignosigHO A0 OHOBMEHOI iHhopmaLli 3
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6e3nekn 3acTocyBaHHs fito40i peyoBUHN. BBeaeHHs
3MiH NPOTArom 6-Tu MiCALIB NicNa 3aTBEPIKEHHS

157. | AEKCMEAETO KOHUEeHTpaT Ans EBEP ABCTpIs EBEP ®apma €Ha HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/17227/01/01
MIAVH EBEP pO34uHy A5 iHdys3il, BaniHmxexTt 'v6X, HimeuunHa TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbkunii 3acib. peyenmom
DAPMA 100 mkr/mn; no 2 Mn B 6X (NoBHMIA LYKN

amnyni, no 5 a6o 25
amnys y KapTOHHii
Kopobui; no 4 mn B
amnyni, no 4 abo 5
amnys y KapTOHHii
Kopobui; no 10 mn B
amnyni, no 4 abo 5
amnys y KapTOHHii
Kopobui; no 2 mny
donakoHi, no 5
h/1aKOHIB Y KapTOHHIl
Kopobui; no 4 mny
donakoHi; no 4 abo 5
h/1aKOHIB Y KapTOHHIl
Kopobui; no 10 mny
donakoHi; no 4 abo 5
h/1aKOHIB Y KapTOHHIl
Kopobui

BMPOGHULITBA
roToBOro
nNiKapcbKoro 3acooby,
BK/IOYAK0UM
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI;
BTOPVHHE
nakyBaHHs
(oopatkoBa
OinbHULA))

3MiHM Y BUpOOHMLTBI. 3MiHa po3mipy cepii
(BKtOMaKOUM fianasoH po3mipy cepii) roToBoro
niKapcbkoro 3acoby (iHLi 3MiHW) - BBBEAEHHS
[04aTKOBOro po3Mmipy cepiii 250 n 3aTBepaKeHo:
Po3mip cepii: 30 n Ta 60 n 3anponoHoBaHo: Po3mip
cepii: 30 n1, 60 N1 Ta 250 n1; 3MiHK | TUNY - 3MiHK 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3aci6. 3miHa dhopmu
ab0o po3mipy KOHTeliHepa Yv 3aKynoploBasIbHOro
3acoby (NepBMHHOT ynakoBkK) (CTepubHi Nikapcbki
3ac06u) -BBEEHHA AOAATKOBOrO KOHTEHepY
(amnynu) HoMiHanbHOK MicTKiCcTiO 4 mn Ta 10 mn, a
came: no 4 mn B amnyni, no 4 a6o 5 amnyn y
KapTOHHI Kopobui Ta no 10 mn B amnyni, no 4 a6o 5
amnys y KapTOHHIli kopobui. AN NepBUHHOT yNakoBKu
npenaparty BUKOPUCTOBYIOTLCS MaTepianu Tiel X SKOCTi
— amnynu 3 6e36apBHOro ckna | rigponiTMYHOro Knacy
3 BigNoBigHMMM 3MiHamMK A0 cneumdikadii M3 3a
nokasH1MkoM «O6’eM, L0 BUTArAETLCS» Ta po3giny
«YnakoBka» MKSA. 3MiHW BHeCeHi [0 iHCTPYKUiT Ans
MeAMYHOro 3acTOCyBaHHA /ikapCbKoro 3acoby y
po3ain "Ynakoska", 3 BignoBigHNMM 3MiHAMU 1O TEKCTY
MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby; 3miHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib.
CT1abinbHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
ymoBax 36epiraHHsi roTOBOrO /iKapCbKoro 3acoby
(36iNbLUEHHA TEPMiHY MPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby) - [1ns TOprosoi ynakoBKu
(nigTBEPAXYETLCA AAHNMUN peanbHOro vacy) -
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nikapcbKoro 3acoby 3aTBepKeHo: 2 Poku
3anponoHoBaHo: 4 pokn. 3MiHVM BHECEHI A0 IHCTPYKLT
AN MeAMYHOro 3acTOCyBaHHA /iKapCbKoro 3acoby y
po3zin "TepmiH npuaaTHOCTI"; 3MiHK | TURNY - 3MiHK
LoAo 6e3nekn/epekTBHOCTI Ta chapmakoHarnagy.
BHeceHHs1 abo 3miHa(1) 40 3060B'A3aHb Ta YMOB
BMAAui pEECTPALiiiHOr0 NOCBIAYEHHS, BK/IOUaOUn
Mnax ynpaeniHHa py3vkamu (iHwi 3miHW) - OHOBMEHO
MnaH ynpasniHHA pusmkamu, Bepcia 1.6. 3mMiHn
BHECeHI [0 YacTuHu «Cneymdikayis 3 6e3neku» Ta
B3a€EMOMOB'A3aHMX YaCTUH BiANOBIAHO A0
pekomeHAauiin EMA; 3miHu | Tuny - 3MiHK Woao
6e3nekn/edpekTVBHOCTI Ta hapMakoHarnisgy. 3miHa y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

KOPOTKili XapakTepucTuL,j NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Ha NigcTasi peryasipHo OHOB/IIOBAHOO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo focniAKeHb
3 6e3nekn 3acTocyBaHHs NikapcbKoro 3acoby B
nicnapeecTpauiiiuii nepiof, abo sk pe3ysibTar OLiHKN
3BiTYy 3 fOCNiAKEHb, NPOBEAEHMX BiANOBIAHO 40 NNaHy
negiatpnyHux gocnimxkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHeCeHi 0 IHCTPYKLIT 415 MEeJUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainm "OcobmBocTi
3actocyBaHHs", "MNepeno3ysaHHs", "Mo6iyHi peakuii”
BiANOBIAHO [0 OHOBNEHOT iHhopMaLii Wwoao 6e3nekn
Lit040i pevyoBuHU

158.

JEMNOC

CycneHsis ans iH'ekuin
no 1 mn B amnyni; no 1
abo no 5 amnyny
6nictepi; no 1
6nicTepy B nauui 3
KapToHy; Mo 1 mny
nonepeaHbL0
HaroBHEHOMY LUNPULL;
no 1 nonepegHLo
HarmoBHEHOMY LUNPULY
B KOMMJ/IEKTi 3 2
ronkamu y 6nictepi; no
1 6nicTepy y nauui 3
KapToHY

AT "®apmak”

Ykpaina

AT "dapmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
NOCBI4YEHHS) - 3MiHA HallMeHyBaHHS Ta agpecu
3asBHMKa (BNacHWKa peecTpauiiiHoro nocBigYeHHs).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPMKEHHS. 3MiHW | Tuny - AOMIHICTPaTMBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaKEHHS AiSIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BKAYaun AifbHULL
BUMYyCKy cepii abo MicLie NPOBEAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOpPTEpP, BK/OYAOYM BUMYCK Cepil) - 3MiHa
Ha3BM Ta agpecu BUpo6Hvka 13, 6e3 3miH Micus
BMpOOHULTBA. BBEAEHHA 3MiH NPOTArom 6-Tu MicsuiB
nicns 3atBepgkKeHHs. 3MiHu | Tuny - 3MiHN LWoAo
6e3nekn/edheKkTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHV). OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKK
niKapcbKkoro 3acoby 3 BHECEHHAM iHchopmal,ii Lwoao
3a3HavyeHHsa OAVHUL BUMIPIOBaHHSA y cuctemi Sl.
3MiHW [0 3aTBEPKEHOr0 TEKCTY MapKyBaHHs
ynakoBku 3atBepgxeHo: MAPKYBAHHSA. Bignosigae
HafaHOMy TEKCTY MapKyBaHHS yrnakoBKM npenapary.
3anponoHoBaHo: MAPKYBAHHA. 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS yNakoBOK
npenapary. BBefieHHA 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBepAXeHHs. 3MiHM | Tuny - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikaLin Ta/abo foNyCTUMUX MEX, BUSHAYEHUX Y
cneyudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
npoayKT/peareHT, WO BUKOPUCTOBYOTLCA Y NMPOLECI
BUPOGHMLTBA AD| (BUTYHYEHHSA HE3HAYHOTO NOKa3HUKa
SAKOCTi (Hanpuknaz, BUI1y4eHHs 3acTapinoro
noKasHuka)) - BUIyYeHHs 3i cneumdikadii AdI

3a
peyerimom

UA/13142/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BertameTasoHy HaTpito chochaTty nokasHuka
«PO34MHHICTb». 3MiHM | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneumdikaii
Ta/abo JONyCTUMUX MEX, BUSHAUYEHUX Y
cneyudikauisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYOTHLCA Y NPOLECI
BUPOGHMLTBA AD| (BUTYHYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpuknaz, BUI1y4eHHs 3acTapinoro
noKasHuka)) -BuaydeHHs 3i cneumdikadii Ad|
BeTtameTasoHy gunponioHaTy (MiKpOHi30BaHOro)
noKasHUKa «PO34MHHICTb»
159. | ANA3ENEKC® Tabnetkn no 5 mr no AT "Kanuekc" Natsis AT "T'piHgekc" Natsis BHECEHHS 3MiH 4,0 PEECTPALiiHNX MaTepiasiB: 3MiHu | 3a UA/15321/01/01
10 TabneTok y MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi; no 1 a6o 2, thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH [0
abo 3 6nictepu B po3gainy «MapkyBaHHsi» B MKS /13: 3anponoHOBaHo:
KapTOHHI navwi CornacHo yTBepXAeHHOMY TEKCTY MapKMpPOBKU. 3MiHU
BHECeHi B TEKCT MapKyBaHHS yNakoBKM likapCbKoro
3ac06y Wo0 3a3HaYEHHS MiXXHapPOAHMX NO3HAaYeHb
OAMHULb BUMIPIOBAHHSA. TepMiH BBEA,EHHSA 3MiH -
NpOTArom 6 MiCALiB MicNa 3aTBePAKEHHS
160. | AMUMEAPON- PO34MH JNs iH'EKLIN, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/4851/01/01
AAPHULA 10 mr/mn; no 1 mn B "®apmaueBTn "GapmaueBTuyHa TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbkunii 3acib. peyernmom
amnyni; no 5 amnyn'y YyHa hipma dipma "fapHuus" Cuctema KoHTelHep/3akynopoBasibHKiA 3aci6. 3miHa
KOHTYPHIli YapyHKOBIl "NapHuus” PO3Mipy ynakoBK/ roTOBOrO MiKapCbKOro 3acoby
ynakosLi; no 2 (BUyYEHHSA YNakoBKW MEBHOr0 po3Mipy).
KOHTYPHI YapyHKOBI Bunyuaetbcs 3 06iry 04uH i3 BUAIB ynakoBku: no 1 mn
yNaKoBKM B navi B amnyni; no 10 amnyn y Kopoo6Li, 3 BignoBigH1Mn
3MiHamMu 10 pO3Ainly ynakoBka. BBeeHHSA 3MiH
NPOTArom 6-T1 MiCALIIB MiCNA 3aTBEPLKEHHS.
161. | AIA®OPMIH® TabneTku, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/15141/01/01
nNiBKOBOIO TUny - AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMEHYBaHHSI | peyenmom

060/10HKO0, 10 500
mr, no 10 Tabnetok y
6nicTepi; no 3 abo 6
6nicTepis y nayui 3
KapTOHY

Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
NOCBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta agpecu
3asBHUKa (BNacHyKa peecTpauiiiHoro NocBigYeHHs)
(BBegeHHs 3MiH NpoTAromM 6-Tu micsyis nicns
3aTBEPMKEHHS); 3MiHM | TNy - AgMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBafPKEHHA AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaun AifbHUL
BUNYCKy cepii abo MicLe NpoBefeHHSA KOHTPO/T0
AKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK CEpiid) - 3MiHa
HaliMeHyBaHHS Ta agpecy BUPOOHUKa, 6e3 3MiHN
MicLs1 BUPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLiO A5
MeJMYHOro 3actocyBaHHs /13 'y p. "BUpo6HuK",
"MicLe3HaxomKeHHs! BUpO6HYMKa Ta ioro agpeca micust
NPOBaPKEHHA AiSNIbHOCTI" 3 BigNOBIAHNMM 3MiHAMU B
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

TEKCTi MapKyBaHHS ynakoBok (BBefeHHs 3MiH
NPOTAroM 6-TW MiCALIB MiCNA 3aTBEPAKEHHS); 3MiHN |
TUny - 3MiHn Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHun) - BHeceHHs 3MiH fo
po3ainy «MapkyBaHHs» MK J13. OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKU NikapcbKoro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cucteMi Sl (BBefeHHSA 3MiH NPOTArom
6-TV MicsALIB NicNs 3aTBEPLKEHHS)

162.

AIA®OPMIH®

TabneTku, BKpUTI
NiBKOBOO
060/10HKOI0, M0 850
mr, no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepis y nayui 3
KapTOHy

AT "dapmak”

YKpaiHa

AT "dapmak”

YKpaiHa

BHECEHHS 3MiH O peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHs1
Ta/abo agpecu 3asBHMKaA (BNacHUKa peecTpauiiHoro
NoCBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta agpecu
3asBHUKA (BNacHMKa peecTpauiiHoro NocBigYeHHs!)
(BBegeHHs 3MiH NpoTAroM 6-Tu micsuis nicns
3aTBEPKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHs1 Ta/abo agpecu micus
NpoBafKeHHs AiS/IbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/IYaoumn AiNbHUL
BUNYCKy cepii abo MicLie NpoBeAEeHHSA KOHTPO/IO
AKOCTI. (AIANbHICTb, 3a Ky Bignosigae
BMPOGHMK/IMNOpTEp, BK/OYaUM BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHs Ta afipecn BUPOOHMKa, 6e3 3MiHN
MicL BUPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLiO /15
MeZJMYHOro 3actocyBaHHs /13 y p. "BUpPOOHUMK",
"MicLe3HaxomkKeHHs1 BUpOOHMKa Ta ioro agpeca miclist
NPOBaKEHHS AiSNIbHOCTI" 3 BIANOBIAHUMN 3MiHaMK B
TeKCTi MapKyBaHHS1 ynakoBok (BBeAeHHs 3MiH
NPOTAroM 6-TV MIiCALIB NiCNA 3aTBEPAKEHHS); 3MiHN |
TUny - 3MiHY WoAo 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKA J13. OHOBNEHHSA TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHULb
BMMIpIOBaHHA y cucteMi Sl (BBeLeHHSA 3MiH NPOTArom
6-TV MicsALIB Nicns 3aTBEPLKEHHS)

3a
peyenmom

UA/15141/01/02

163.

AIAPOPMIH®

TabneTku, BKpUTI
NAiBKOBOO
o060s10HKOI0, N0 1000
mr, no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y nauui 3
KapToHy

AT "dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasnis: 3MiHu |
™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpauiiHoro
NocBiYEHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA (B1aCHMKa peeCTpaLiiiHOro NocBigYeHHs)
(BBeAeHHst 3MiH NpPOTArom 6-Tv MicsLiB micns
3aTBEPKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHN.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaAKEHHS AiS/IbHOCTI BUpOBOHUMKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoun AiNbHUL
BUMNYCKY cepii abo MicLie NpoBeAEHHS KOHTPO/TIO
SIKOCTI. (AiSNIbHICTb, 3a sIKy BignoBigae

3a
peyenmom

UA/15141/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BMPOGHMK/IMNOpTEp, BK/OYAOUM BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHs Ta afipecn BUPOOHUKa, 6e3 3MiHN
MicL BUPOGHMLTBA. 3MiHW BHECEHI B IHCTPYKLiO /15
MeJMYHOro 3actocyBaHHs /13 y p. "BUpPO6HUMK",
"MicLe3HaxomKeHHs1 BUpOGHYMKa Ta ioro agpeca miclst
NPOBaKEHHS AiS/IbHOCTI" 3 BIANOBIAHUMN 3MiHaMK B
TEKCTi MapKyBaHHS ynakoBok (BBefeHHs 3MiH
NPOTArom 6-TW MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHN |
TUny - 3MiHu Wwoao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHun) - BHeceHHs 3MiH fo
po3ainy «MapkyBaHHs» MK J13. OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULb
BMMIpIOBaHHA y cucteMi Sl (BBefeHHA 3MiH NPOTArom
6-TV MicsLIB NicNsA 3aTBEPLKEHHS)
164. | OICTPENTA3A CYno3uUTopIi peKTasibHi "BIOME/[- Monbwa "BIOMEL-NHOBNIH" Monbla BHECEHHS 3MiH [10 peecTpaviitHux maTepianis: 3miHu | 3a UA/5275/01/01
AICTPENT 15000 MO+1250 MO; NHOBNIH" BUTBYPHA TMnNy - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BMW peuenmom
no 6 cynosuTopiis y BUTBYPHA CYPOBIL, | nNikapcbKoro 3acoby - 3MiHa Ha3BW NikapcbKoro 3acoby:
6nicTepi; no 1 CYPOBIL, | LLEMMOHEK 3arBepaxeHo: AICTPENTA3A® / DISTREPTAZA®.
6nicTepy B KapTOHHiIl LLLEMAOHEK CMYJIKA AKLVNHA 3anponoHoBaHo: AICTPEMNTAS3A fictpent /
Kopobui CNYJKA DISTREPTAZA® Distrept. 3MiHu | Tuny - 3miHn woao
AKLIMINHA 6e3nekn/edheKkTNBHOCTI Ta chapmakoHarnagy (iHuwi
3MiHW) - OHOBJIEHHSA BXE 3aTBEPAKEHOIO TEKCTY
MapKyBaHHs NEPBMHHOIT Ta BTOPWHHOI ynakosku J13.
165. | AICTPENTA3A CYNno3uTopIi peKTasibHi "BIOME[- Monbwa "BIOMEA-NOBNIH" Monbwa BHeceHHs 3MiH 10 peecTpaviitHux maTepianiB: 3miHu | 3a UA/5275/01/01
AICTPENT 15000 MO+1250 MO; NHOBNIH" BUTBYPHA ™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA | peyernmom
no 6 cynosuTopiiB y BUTBYPHA CYPOBIL, | Ta/abo agpecun micusa NPOBamKEHHS AisiNIbHOCTI
6nicTepi; no 1 CYPOBIL, | LLLEMAOHEK BMPOGHMKa (BK/THOYaAOUM, 3a HEOOXIAHOCTI, MicLe
6nicTepy B KapTOHHii LLEMMOHEK CMNYNKA AKLINAHA NpOBeeHHs KOHTPOJIO AKOCTi), ab0 BiacHUKa MacTep-
Kopobui CNYJKA thaiina Ha A®l, abo noctavyanbHuka AdI/BUXigHOro
AKLIMIAHA marepiany/peareHTy/nPoOMKHOIo NPOAYKTY, WO

3aCTOCOBYOTbCA Y BUPOOHULTBI API (AKLLLO 3a3HAYEHO
Yy AOCbE Ha NiKapCbKunii 3acib) 3a BigCyTHOCTI
cepTudikaTa BignoBiAHOCTI EBpONECHKii
thapmakonei y 3aTBepkeHOMY [JOCbE, ab0 BUPOGHMKA
HOBOI JOMOMiXXHOI PEYOBMHM (SIKLLO 3a3HAYEHO Y
[ocbe) - 3MiHa Ha3BM BUPOBHUKA [LOMOMIKHOI
peyoBuHKW, TBEPAWIA Xup (BiTancon H15) 3 Sasol
Germane GmbH Ha |0l Oleo GmbH. Agpeca Ta micue
BMPOGHMLITBA AOMNOMIXHOT PEYOBMHN 3aMLImnamcs 6e3
3MiH. 3MiHuW | TUNY - 3MiHK 3 AKocTi. FoToBUIA
NiKapcbkuii 3aci6. 3miHM y BUPO6HMLUTBI. 3amiHa abo
BBEAEHHSA 00AATKOBOI AiNbHULI BUPOGHMLTBA ANs
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
niKapcbKoro 3acoby (AifibHMLA, Ha SKi NPOBOAATLCSA
6yab-ski BAPOOHUYI CTaAji, 3a BUHATKOM BUMYCKY
cepiii, KOHTPO/HO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, A5l HECTEPW/IbHMX NiKapCbKUX 3acobiB) -
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

3MiHa NoB si3aHa 3 BNPOBaKEHHSAM A0AaTKOBOro
MicLsi KOHTPOO cepii, ae 6yae BiabyBaTUCb KOHTPO/Ib
BMXifHOrO Marepiany - AONOMDKHOT peYOBUHY TBEPAUI
xup (BiTencon H15) Ha NPUCYTHICTb Hikento, AKni
6yae npoBoANTUCHL KOMNaHieto Mo3/1ab TOB. 3MiHu |
Tnny - 3MiHK 3 aKocTi. CepTudikar BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeoOXiAHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo EBponeiicbkoi dhapmakonei, abo
iHLWOT HauioHabHOT thapmakonei aepxasn €C (3MiHa
y cneyudpikauii HechapmakoneiHoro A®| ans
npuBeaeHHs y BiANOBIAHICTb A0 BUMor JdY abo
€Bponeiicbkoi thapmakonel, abo iHLWOT HalioHa/IbHOI
thapmakonei gepxasu €C) - [lonomixHa
peyoBuHa/BUXiQHUIA MaTepian Ans BupobHuytea Adl -
3MiHa NoB sA3aHa i3 NpuBeAeHHsM crneumdikadi
[OMOMDKHOT peyoBuHY TBEpAUI Xup (BiTencon H15)
[0 Bumor MoHorpadii EP; ycyHeHO BHYTPILLHI
npoueaypv , KOTpi 3aMiHEHO BiANOBIAHUMY
MoHorpadlismun EP.

166.

AICTPEMNTA3A
AICTPENT

Cyno3uTopIi peKTasibHi
15000 MO+1250 MO;
no 6 cynosuTopiis y
6nicTepi; no 1
6nicTepy B KapTOHHiIl
Kopobui

"BIOME-
JIIOBAIH"
BUTBYPHS
CYPOBIL, |
LLLEMAOHEK
CNYNKA
AKLNHA

Monba

"BIOME[-/MOB/IH"
BUTBYPHS
CYPOBILL |
LLEMMOHEK

CMYJIKA AKLWNHA

MNonba

BHeceHHs 3MiH 10 peecTpaviitHux maTepiani: 3miHu |
TMNYy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
Onuc Ta cknag (iHLWi 3MiHW) - 3MiHW y onuci
30BHILUHbOIO BUMAAY Cyno3nTopiie. 3MiHW BHECEHO B
IHCTPYKLUi0 ANS1 MeAWNYHOro 3aCTOCYBaHHSA /liKapCbKoro
3acoby y p. "OCHOBHI Qi3nKO-XiMiYHi B1IACTUBOCTI".
3MiHu | TMNY - 3MiHK 3 SKOCTi. FOTOBMIA NiKapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneunqikalii Ta/abo 4oNyCTUMUX MEX
roTOBOrO NiKapCbKOro 3acoby (BUy4YEHHA HE3HAYHOIO
nokasHuka (Hanpukiag, 3acTapinoro NokasHuka, Takoro
SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB UK
CMakKoBUX [06aBOK)) - BUyYeHHS 3 cneuundikawii Ha
'N3 nokasHuka «BMicT npoTeiny (6inky)». 3MiHu | Tuny
- 3MiHK 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y meTofax
BMNPOGYBaHHS rOTOBOrO NiKapCbKOro 3acoby (iHLwi
3MiHM Yy MeTogax BUNpobyBaHb (BK1HOHYAKUMN 3aMiHy
a60 [JONOBHEHHS)) - AOAAHO a/lbTEPHATUBHY METOANKY
ONs foCNifpKeHHs Yacy NoBHOI Aedhopmalii
Cyno3unTopito 3a NokasHMKoM «Yac nosHoI gedhopmadyi
CYyno3uUTOpIt0» METOAIB KOHTPOSIH0 AKOCTI MN13. 3MiHn |
MRy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
rOTOBOrO /iKAPCbKOro 3acoby, BKIOYAUN NPOMDKHUI
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
rOTOBOrO JliKapCbkoro 3acoby (iHLi 3MiHW) - foAaHo

3a
peyenmom

UA/5275/01/01
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obnafgHaHHA A4719 TaMNOHOBOrO APYKY, AKe HAHOCUTb
[PYKOBaHUIA TEKCT Ha3BW NikapcbKoro 3acoby Ta
BMPOGHMKA. 3MiHK | TNy - 3MiHW 3 AKOCTIi. FOTOBUIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHKii 3aci6. 3MiHa
napameTpiB cneundikaliii Ta/abo 4oNyCTUMUX MEX
NepBUHHOT YNakoBKM rOTOBOTO /liKapCbKOro 3acoby
(iHWi 3miHW) - BBeAEHHA cneuudikauii Ha NnepBuUHHe
nakysaHHs nniskv (MBX/MNE) ana cynosuTtopiis,
3aMicTb YapyHKOBOI nepBuHHOI ynakosku (MBX/TIE).
3MiHu Il TUNy - 3MiHK 3 AKOCTi. FOTOBWMIA Nikapcbkuii
3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHM Y npoueci
BMPOGHMLITBA rOTOBOTO /1iKapCbKOro 3acoby,
BK/THOH@I0UM NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby
(cyTTeBa 3miHa y mpoueci BUpo6HULTBA, Ska Moxe
MaTu iCTOTHUIA BNIUB Ha sIKiCTb, 6e3neky Ta
ed)eKTMBHICTb fikapcbKoro 3acoby) - 3MiHa
o0bnagHaHHS AN BUPO6GHULITBA CYMO3MTOPIiB
(3atBepmxeHo: Cito Pac; 3anponoHoBaHo:
FARMORES).

167.

[IONOKCEH

TabneTku, BKpUTI
NiBKOBOK 060/I0HKOIO
no 10 TabneTok y
6nicTepi; no 2 a6o 10
6nicTepiB y KAPTOHHiIl
Kopobui

€8Bpo
Naiidokep
MpaisiT
Nimiteq

IHAjA

IHOOKO Pemepgic
Nimiten, IHAis;
andha Na6oparopis
Nta. FOHIT 1, IHAia

IHAjA

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepiasiB: 3MiHa
3asBHUKA (BNacHMKa peecTpauiiiHoro nNocBigYeHHs!)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne460) (BBeaeHHs
3MiH NPOTAroM 3-x MicAUB NicNsA 3aTBEPKEHHS)

3a
peyenmom

UA/8051/01/01

168.

[IIONOK®

Kancynu
KNLUKOBOPO3YMHHI
TBepai no 30 wmr; no 10
Kancyn y 6nictepi; no
3 abo 6 bnicTepiB y
nadui 3 KapToHy

AT "dapmak”

YKpaiHa

AT "®dapmak”
(nakyBaHHS i3 in bulk
ipMn-BMPOBGHUKA
Na6opaTtopioc
HopmoH, C.A.,
Icnanis)

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasnis: 3MiHu |
™ny - AAMIHICTPATMBHI 3MiHU. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpauiiHoro
NocBiYEHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA (B1aCHMKa peECTpaLiiHOro NocBigYeHHS)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nic/is
3aTBEPKEHHS; 3MiHU | Tuny - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaAKEHHS AiS/IbHOCTI BUpOBOHUMKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiNbHUL
BUMNYCKY cepii abo MicLie NpoBeAEHHS KOHTPO/TIO
SKOCTI. (QiSNbHICTb, 3a SIKy BignoBigae
BMPOGHMK/iIMNOpTEp, BK/OYaOUM BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHs Ta afijpecn BUPOBHUKa, 6Ge3 3MiHN
Micusi BUPOOHULTBA (BBEAEHHST 3MiH MPOTAroM 6-Tn
MicsILiB MicNs 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy
(iHWi 3miHM) - OHOB/IEHHST TEKCTY MapKyBaHHS
yNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopmalii WoA0 3a3HaYEeHHA OANHULb BUMIPIOBAHHS
y cuctemi Sl. BHeceHHs1 3MiH 0 po3giny

3a
peyenmom

UA/16564/01/01
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«MapkyBaHHs» MKA 13 (BBeAeHHS 3MiH NpoTarom 6-
TW MiICALIB Nic/a 3aTBEPAKEHHS)

169.

DFONIOK®

Kancynu
KNLUKOBOPO3YMHHI
TBepAi no 60 wmr; no 10
Kancyn y 6nictepi; no
3 abo 6 bnicTepiB y
nadui 3 KapToHy

AT "dapmak”

Ykpaina

AT "dapmak”
(nakyBaHHs i3 in bulk
hipmn-BMpoBOHUKA
NabopaTtopioc
HopmoH, C.A.,
IcnaHis)

Ykpaina

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo afpecy 3asiBHMKA (B/lacHMKA peecTpaviiiHoro
NOCBI4YEHHS) - 3MiHA HallMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvKa peecTpauiiHoro nNocBig4yeHHs)
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPLKEHHS; 3MiHM | TUNY - AAMIHICTPATVBHI 3MiHW.
3MmiHa HalimeHyBaHHS Ta/abo agpecu micus
NpoBaKEHHS AiSIbHOCTI BUpOOHUKa/imnopTepa
rOTOBOrO J1iKapCbKoro 3acoby, BKAYaUn AifbHULL
BUMYyCKy cepii abo MicLie NPOBEAEHHS KOHTPO/TIO
AKOCTI. (AiSNbHICTb, 3a 5Ky Bignosigae
BMPOGHMK/iIMNOpTEpP, BK/OYAOUM BUMYCK Cepil) - 3MiHa
HalilMeHyBaHHA Ta afpecu BUPOOHMKa, 6e3 3MiHN
Micusi BUpo6HULTBa (BBEAEHHS 3MiH NPOTAroM 6-Ti
MiCALIB MiCNsA 3aTBEPAKEHHS); 3MiHU | TUMY - 3MiHK
Loao 6e3nekn/edyeKTUBHOCTI Ta papmakoHarnsgy
(iHWi 3mMiHW) - OHOBMIEHHS TEKCTY MapKyBaHHS
YMakKoBKM NiKapPCbKOro 3ac0by 3 BHECEHHAM
iH(bopMmauii WoAo 3a3Ha4YeHHs OAUHULL BUMIPIOBaHHSA
y cucteMi Sl. BHeceHHst 3MiH 0 po3ainy
«MapkyBaHHs» MKA 13 (BBeAeHHS 3MiH NpoTarom 6-
TW MicALB NicNs 3aTBepAXXEeHHS)

3a
peyerimom

UA/16564/01/02

170.

EBPAHTUN

PO34MH ANA iH'EKLii, 5
mr/mn no 5 mn (25 mr)
a6o no 10 mn (50 mr)
B amnyni; no 5, abo no
10, a6o no 50 amnyn y
KapTOHHIA Kopoo6Li

Takega 'm6X

HimeuunHa

EVNAKEC Mm6X
IMEJ, ABcTpisi
(KOHTPO/b SAKOCTI
(CTepunbHicTb));
Takega ABCTpist
m6X, ABCTpis
(BMpPO6GHMLTBO 3a
NOBHUM LMK/TOM)

ABCTpis

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
MRy - 3MiHM 3 sIKocTi. A®l. Cnuctema
KOHTeliHep/3aKynoptoBabHWiA 3aci6 (iHWi 3MiHK) -
BHECEHHS pefakLiiiHnx 3MiH fo p. 3.2.S.6. Cuctema
KOHTeliHep/ 3aKynoploBasibHWI 3acib, a came
BUNpaB/IeHHs iHhopmaLii 415 BTOPUHHOT YNakoBKU
A®I| ypaniguny rigpoxnopuay: 6apabaHu 3 KapTOHy Ta
nonieTuneHy B AOKyMeHTauUil 3amiHeHi Ha 6apabaHu
HDPE, 3 MeTot NnpuBeAeHHNA 0 AOoKyMeHTauil
BMpo6Huka A®I - Zydus-Takeda Healthcare Pvt. Ltd.
3MiHEHO OMnMC NONIETUIEHOBMX MAaKeTIB 3 METOO
npuBefeHHs 1o EP. AkicHWiA Ta KinbkicHuUiA cknag
nakyBaslbHOro Matepiasy He 3MiHUBCS. BBefieHHs 3MiH
NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS

3a
peyenmom

UA/9943/02/01

171.

EBPU3AM

Kancynu no 400 mr/25
Mr no 10 kancyn y
6nicTepi; no 2 abo 6
6nictepiB y nauui

AT "dapmak”

YKpaiHa

AT "®dapmak”

YKpaiHa

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK |
UMY - 3MiHK 3 AKocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoONenchkiii
thapmakonei/MmoHorpadii. NMogaHHs HOBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npomikKHOro NPoAyKTy, Lo

3a
peyenmom

UA/2247/01/01
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BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakone) - HoBuii cepTudikar Big
BXe 3aTBepAKEeHOro BUPO6HMKa — NoJaHHA HOBOrO
CEP Ne CEP R1-CEP 2004-271-Rev 02 gns A®|
LinHapwn3nHy Big, 3aTBEpAXEeHOro BupobHuka Hikal
Limited, IHgis; 3miHun | Tvny - 3MiHK WwWoao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnagy (iHwi
3MiHWN) — BHECEHHS 3MiH A0 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS YNakoBOK; 3anpOnoOHOBaHO:
MAPKYBAHHSA. 3rifHO 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHA 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYEHb OAUHULL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB Micns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax BMNpobyBaHHS roTOBOro
nNikapcbKoro 3acoby (415 NpUBEAEHHS Y BigNOBIAHICTb
3 1dY abo EBponelicbkoto papmakoneero Ta
BWYYEHHS MOCW/IAHHA Ha 3acTapifivii BHYTPILLHIl
MeToZ BUNpobyBaHHS i ioro HoMep) — 3MiHa Y
MeToAmui BUNpobysaHHA ans 13 3a NoKasHUKOM
«MikpobionoriyHa unctoTa», a came BUIy4YEHO ONUC
NpoBefeHHA MEeTOANKN, OCKITbKA METOAMKA KOHTPOSIIO
3a JaHUM NOoKa3HUKOM NPOBOAUTLCA BiANOBIAHO [0
BuMor EP, fonoBHEHO nocunaHHsaM Ha AdY* (*- gitoye
BWAAHHS); KPUTEPIT MPUAHATHOCTI 3a/MLWeHi 6e3 3MiH;
3MiHK | TUny - 3MiHK 3 iKocTi. A®l. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
LONyCTUMKX MEX, BU3HA4YeHMX y creumdikalisx Ha
A®I, ab0 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Yy npoueci BUpobHuutea A®I (iHwwi
3MiHM) — BUTyYeHHS 3i crieumndpikanii A®| LiuHapusnHy
MoKasHWKIB: «Baxki MeTasin» Ta «PO3UNHHICTb»

172.

EKBATOP

Tabnetku, 10 mr/5 wr,
no 10 Tabnetok y
6nictepi; no 1, abo no
3, abo no 6 6nictepis
y nauuj

BAT "TeneoH
PixTep"

YropLmHa

BAT "T'efieoH
PixTep"

YroplmHa

BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHN |
MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby 3
BHECEeHHAM iHhopmMaLii LWoA0 3a3HauYeHHA OAVHUL
BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 0 po3giny
“MapkyBaHHa" MKA J13”: 3anponoHOBaHO:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOro TEKCTY
MapKyBaHHs. TepMiH BBELEHHS 3MiH NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS

3a
peyerimom

UA/3211/01/01

173.

EKSEMECTAA

TabneTkn, BKpUTI

AKKopa

Benvika

Akkopf Xesickea

Benvka

BHECEHHS 3MiH 0 peecTpaLiiHnX maTtepiasnis: 3miHu |

3a

UA/15435/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
H AKKOPJ, 25 NiBKOBOO Xenckea BpuTaHis Nimiten , Benvka BputaHis/ MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKOI0, M0 25 Mr NimiTen BpuTaHis (BTOpyHHE IHais hapmakoHarnsgy. 3MiHU y KOpPOTKili XxapakTepucTuLi
Ne 15 (15x1), Ne 30 nakyBaHHs, NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
(15x2), Ne 90 (15x6), BiANOBIAaIbHNI 3a A5 MeANYHOTO 3aCTOCYBaHHS
Ne 100 (10x10) y BUNycK cepii); IHTac reHepUYHNX/TiGpUAHNX/6ioNoAIGHNX NiKaPChKMX
6nictepax dapmacbloTukenc 3aco6iB nic/1s BHECEHHSA TiET camoi 3MiHM Ha
Nimitea, IHaia pechepeHTHWIA Npenapar (3miHa He NoTpebye HagaHHs
(BUPOGHULTBO XOLHUX HOBUX [OAATKOBUX AaHWX) - 3MiHW BHECEeHi A0
roToBOro IHCTPYKLi 415 MeAUUYHOrO 3aCTOCYBaHHS J1iKapCbKOro
nikapcbKkoro 3acoby, 3acoby y po3ainv "®apmakonoriyHi BnacTmBocTi”,
nepBuHHA, BTOPUHHA "MpoTmnokasaHHsA", "B3aeMogis 3 iHLIMMU NiKapCbKuMu
ynakoBKa, KOHTPO/1b 3acobamu Ta iHWi BUAY B3aemogii”, "Oco6amMBocCTi
AKocTi cepii 3acTocyBaHHs", "3acTocyBaHHs y nepiof BariTHOCTI
abo rogyBaHHA rpyaat”, "3aaTHiCTb BNAMBATU Ha
LWBMAKICTb peakuii Npu kepyBaHHiI aBTOTPaHCNOPTOM
abo iHwWrMKn mexaHiamamu”, “Mepeo3yBaHHA",
"Mo6iuHI peakuii 3rigHo 3 iHpopmaLieto Wwoao
MEeAMYHOro 3acToCyBaHHA pedhepeHTHOro ikapcbkoro
3acoby (APOMA3VIH, TabneTku, BKpUTI LlyKPOBOHO
060/10HKOI0, N0 25 Mr). BBeieHHS 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS
174. | ENEBIT® TabneTku, BKpUTI Baiiep LBeiuapis | PoTtTeHgopd ®apma HimeuyunHa BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/9996/01/01
MPOHATA/b NNiBKOBOIO KoHcblomep 6X TMny - 3MiHK 3 gKocTi. CepTudikaT BignosigHOCTI/lE- peuyenma
o060n0oHkoto, no 10 Kep Al cepTudpikaT BiAnoBigHOCTI €Bponeichkiii
Tabnetok y 6nictepi, thapmakonei/MoHorpadii. NogaHHs HoBOro abo
no 3 abo 10 6nictepis OHOBJIEHOrO cepTudikaTa BignosigHOCTI abo
Y KapTOHHiIli kopoobLyi, BUyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
no 20 TabneTok y cthapmakonei: ana A®l; ons BUxigHoro
6nictepi, no 5 marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
6nicTepiB y KAPTOHHIN BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
KopoobLi [0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bif y)Xe 3aTBep)XEHOro BUPOOHWKa -
OHOBNEHHSA cepTudikaTy BiAMNoBigHOCTI €Bponechbkili
thapmakonei Ne R1-CEP 2004-267-Rev 02 ans gijto4oi
PEeYOBUHM KaslbLIit0 NaHTOTEHATY Bif BXe
3aTBepmxeHoro BupobHuka (DSM Nutritional Products
UK Ltd., Scotland), y 3B'A3Ky i3 BNpOBaKEHHAM
KepiHuyTtBa ICH Q3D W00 eNeMeHTHMX AOMILLOK
175. | EHANANPUN Tabnetku 10 mr/25 wr, TOB "TeBa Ykpaina AT YropwmHa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/16668/01/01
H-TEBA no 10 TabneTtok y Ykpaina" dapmaLeBTUYHNIA TMNYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
6nicTepi; no 2 abo no 3aBog TEBA hapmakoHarnsgy (iHwi 3MiHn) - BHECEHHS 3MiH 40

3, abo no 5, abo no 6,
abo no 10 6nictepis y
Kopobui

po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHSA 3rifHo 3aTBEPAXXEHOrO TEKCTY
MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHSA
YNaKOBKM J1iKapCbKOro 3ac06y 3 BHECEHHAM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
iHchopMmawii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
y cuctemi Sl. BBefieHHA 3MiH NPOTSArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs
176. | EHBPEN® PO34YUH A1 iH'EKLLN, MNOAN3EP CLWA Baet Benuvka BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/16786/01/01
50 mr/mn, 4 EVY.CLIL. dapmaceyTukanc, BpuTanis/ TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
nonepegHs0 KOPMOPENLL Benvka bpuTaHis HimeuunHa/ hapMakoHarniagy. 3miHa y KopoTkKili XxapakTepucTuui
HanoBHEHI LWNpuLM no H (MapkyBaHHS, Ipnangis/ NikapcbKoro 3aco6y, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
0,5 mn (25 mr) a6o no nakyBaHHs1, BUMYCK Benbris 0151 MeQMYHOro 3acTocyBaHHA Ha nigcTasi perynspHo

1 mn (50 mr), abo 4
nonepeaHLO
HamoBHeHi pyukun no 1

mn (50 mr), 4 TamnoHun

3i cnupTom y
nnacTyKoBoMy
KOHTenHepi;
nnacTnKoBuii
KOHTEliHep y
KapTOHHI/ KopoobLi

cepii roToBOro
nikapcbKoro
3acoby); Betep
Papma-dPepTuryHr
Mb6X & Ko. KT,
HimeuunHa
(BMPOBHMLTBO i
KOHTPO/1b AKOCTI
nikapcbKoro 3acoby
B nonepegHb0
HanoBHEHNX
wnpuuax); Betep
Papma-dPepTuryHr
MbX & Ko. KT,
HimeuunHa
(Bi3yasibHuii
KOHTPO/b
nonepegHL0
HanoBHEHNX
wnpwvuis); Betep
Papma-PepTUryHr
v6X & Ko. K,
HimeuunHa
(Bi3yasibHUIA
KOHTpPO/b
nornepeAHLO
HanoBHEHNX
LUNPULLB; KOHTPO/Tb
AKOCTI NliKapCbKOro
3acoby B
nonepegHL0
HanoBHEHNX
wnpuuax); Betep
Papma-dPepTuryHr
MbX & Ko. KT,
HimeuunHa
(Bi3yasibHuii
KOHTpPO/b
nonepeAHL0

OHOB/OBAHOIO 3BITY 3 6e3NeKN NikapCbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA NiKapCbKoro
3acoby B nic/isspeecTpaviiiHnii nepiod, abo sk
pe3ynbTaTt OUiHK/ 3BITy 3 AOCNILKEHb, MPOBEAEHNX
BiAMNOBIAHO A0 NnaHy negiatpuyHux gocnimkeHs (PIP)
(3MiHy y3roKeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHoMm) - 3MiHU BHECeHO [0 IHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Mo6iuHi peakui™ (Loao iHdopmaLii 3
6e3nekun Nikapcbkoro 3acoby, y3rogKeHoro
KOMMNETEHTHNM OpraHom). BBefieHHA 3MiH NPOTAroM 6-
TV MiCALIB Nicna 3aTBepAKEHHS




Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky

3asBHUK

Kpaina

Bupo6Huk
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3acoby

(nikapcbka gpopma,
ynakoska)

3asiBHUKa

HanoBHEHNX

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

LUMPWLIB; KOHTPO/b
AKOCTI NliKapCbKOro
3acoby B
nonepeaHLo
HanoBHEHWX
wnpuuax); Betep
Papma-dPepTUryHr
M6X & Ko. KT,
HimeuunHa
(Bi3yasibHUIA
KOHTPO/b
nonepeaHL0
HanoBHEHWX
LINPULIB; CKNagaHHA
i TecTyBaHHs
nonepeaHLo
HanoBHEHUX PYYOK);
Mdpaiizep IpneHp,
PapmaceyTukasic,
Ipnangis (KoHTpoNb
AKOCTI /likapcbKoro
3acoby B
nonepegHL0
HanoBHEHWX
wnpuuax); Mdpaiizep
MeHtohekuypuHr
Benbria HB, Benbris
(BUPOGHNLTBO
nikapcbKoro 3acoby
B nonepeaHLo
HanoBHEHWX
LInpu1Lax, KOHTPOsb
AKOCTI /likapcbKoro
3acoby B
nonepegHL0
HanoBHEHWX
Lnpuuax, Kpim
TecTy "bioaHani3
anonrtosy";
cKnafaHHs i
TECTyBaHHs
nonepeaHL0
HamnoBHEHWX PYYOK;
MapKyBaHHS,
nakyBaHHS1, BUMYCK
cepii roToBoOro

NiKapcbKoro 3acoby)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
177. | EHOOKCAH® TabneTku, BKpUTI Bakctep HimeuunHa | Bakctep OHkonooXi HimeuyunHa/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/0027/01/01
LlyKPOBOH 060/10HKOI0, OHKonoaXi 'M6X, HimeuunHa IcnaHis TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
no 50 mr, no 10 M6X (Bunyck cepii); Maynt thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
Tabnetok y 6nictepi; dapma Amaper po3giny “MapkyBaHHs" MKA J13": 3anponoHoBaHo:
no 5 6nictepis y 'M6X , HimeuunHa MapkyBaHHS. 3riHO 3aTBEPKEHOr0 TEKCTY
KapTOHHI KopoobLi (B1pOGHNLTBO MapKyBaHHA OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
Hepo3dacoBaHoi nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLii Wwoao
npoaykuii, nepBrHHa 3a3HavyeHHs OAVHULLL BUMIPIOBaHHSA y cuctemi Sl.
Ta BTOPVHHA BBefeHHs1 3MiH NpoTArom 6-T1 Micaui nicns
ynakoBska); 3aTBEPAKEHHS
Mpaccapma, C.J1.,
Icnanis
(BUpPOGHMLTBO
Hepo3dacoBaHoi
npoayKuii, nepBrHHa
Ta BTOPVHHA
ynakoBKa)
178. | EHAOKCAH® 1 | nopoLUOK 4515 PO34UHY Bakcrep HimeuunHa Bakctep OHKonogxi HimeuunHa BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/0027/02/03
r onsiHekuinnolr; 1 OHKoNoaXi m6X MMy - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta peyenmom
oNakoH 3 MOPOLLUKOM Y 6X thapmakoHarnaay (iHwi 3miHu) - 3amiHa rpadiyHoro
KapTOHHI KOpooLyi 0hOpPMIEHHSI NEPBMHHOI Ta BTOPUHHOI YNAKOBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BinOBiAHUMU 3MiHAMK
Ao posginis MKA N13 (po3gin «paduueckoe
ochopmneHne ynakoskn» (MpunaraeTcs) 3aMiHeEHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAXKEHOr0
TEKCTY MapKyBaHHS)).
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW /iKapCbKoro
3aco6y 3 BHECEHHSM iH(hopMaLii LLoA0 3a3HaYEHHS
OAVHWLb BUMIpIOBaHHA y cucteMi Sl. BBegeHHs 3MiH
NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMKEHHS
179. | EHAOKCAH® NOPOLLOK A/19 PO3UYNHY Bakctep HimeyunHa Bakctep OHkonoaxi HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/0027/02/01
200 MI’ Ans iH'ekuii no 200 OHKonoaXi X MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
Mmr; 1 doiakoH 3 6X hapmakoHarnsay (iHwi 3MiHK) - 3amiHa rpadgiyHoro
NOPOLUKOM Yy 0(POpPMNIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
KapTOHHiiA kopobuyj; 1 TEKCT MapKyBaHHs yNakoBOK 3 BifMoBigHMUN 3MiHaMu
oNakoH 3 MOPOLLUKOM Y [o posginisa MKA /13 (po3gin «Ipacurueckoe
KapTOHHI KopobLj; no oghopmneHue ynakosku» (Mpunaraetcs) 3amiHEHO
10 KapTOHHMX KOPOHOK po3ainom «MapkyBaHHs»( 3rifHO 3aTBEPAKEHOro
y 6aHgeponi 3 niBkn TEKCTY MapKyBaHHS)).
OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMalii LLoA0 3a3HAYEHHS
OAVHVLb BUMIPIOBaHHSA Y cucteMi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
180. | EHAOKCAH® NMOPOLLOK A/19 PO3UUNHY Bakctep HimeuunHa Bakctep OHKonogxi HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/0027/02/02
500 Ml ONs iH'ekuin no 500 OHKonoaXi m6X MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Mr; 1 do1akoH 3 v6X hapmakoHarnagy (iHwi 3miHu) - 3amiHa rpaduiyHoro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NOPOLUKOM Yy 0chopMIEHHS MEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha
KapTOHHIA KOpooLi TEKCT MapKyBaHHS yNakoBOK 3 BiAMNOBIAHUMW 3MiHAMMU
£o posginisa MKA /13 (po3gin «Ipacurueckoe
ochopmneHne ynakoBkm» (MpunaraeTcs) 3aMiHEHO
po3gainom «MapkyBaHHs»( 3rifHO 3aTBEPAKEHOTO
TEKCTY MapKyBaHHS)).
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3aco6y 3 BHeCeHHsAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BUMIpOBaHHS Y cuctemi Sl. BBegeHHsA 3MiH
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS
181. | ENINEH PO34UH A151 iH'EKLLNA, MEJA Ab LLseuis €BpoghiHC Dapma [Jania/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/14931/01/01
0,3 mr/go3y; no 2 mn AIC, laHis HimeuwunHa/ MRy - 3MiHKU 3 AkocTi. CepTudikat BignosigHocTITE- | peyenmom
PO3YMHyY y (komnaHis, Lo ClwA/ cepTudikaT BignoBigHOCTI EBpoNenchkiii
nonepegHsL0 Bignosigae 3a HigepnaHan thapmakonei/moHorpadii. NMogaHHA HoBoro abo

HarnoBHeHiIN pyyLi; no
1 nonepeAHLO
HamnoBHeHiI pyyi B
Ty6i; no 1 Ty6i B
KOpOOGLii 3 KAPTOHY

npoBefeHHs
KOHTPOJO SIKOCTI);
MEJOA ®apma M'mbeX
eHp Ko. KT,
HimeuunHa
(BUPOBHUK,
BiANOBIAaIbHMI 3a
BUNYyCK cepii);
MepigiaH Megikan
TekHonogxuc, IHK.,
CLUA (BUpOGHWK,
BignoBigabHU 3a
BMPOGHMLTBO
Hepo3dacoBaHoi
npoAayKuit
(nigroToBka,
acenTnyHa
inbTpavis,
HanoBHEHHS Ta
YKyrnopka));
MepigiaH Megikan
TekHonogxuc, IHK.,
CLUA (BUpOGHWK,
BiAnoBigabHUIA 3a
TecTyBaHHA Ta
KOMMNneKTauito));

OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei: ana Adl; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignNoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)ke 3aTBEPAKEHOr0 BUPOBHMKA -
MopaHHA OHOBNEHOrO cepTudikaTy BiANOBIAHOCTI
€sponelicbkin dhapmakonei ans APl Big,
3aTBepMAXeHoro BupobHuka Boehringer Ingelheim
Pharma GmbH & Co. KG, 3anponoHosaHo: R1-CEP
2009-274-Rev 00, oHOBNEHHS po3giny 3.2.S.6
cmcTemMa ynakoBkalykynopka; 3.2.S.7 cTabinbHiCTb;
3MiHK | TUny - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BigNOBIAHOCTI
abo BunyyeHHs ceptudpikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPMCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BifgnoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuiA cepTudikar Big,
HOBOro BMPO6HMKa (3amiHa abo [AOMOBHEHHS) -
nogaHHsa ceptudikaTy BignoBigHOCTI EBponeiickkiii

MMNo B.B. thapmakonei gns A®I Big HoBoro BupobHuka, RO-CEP
(MaHychakTypiHr 2016-232-Rev 00, SYN-TECH CHEM. & PHARM.
MeKkemKnHr CO., LTD. Taiwan; 3anponoHosaHo: R1-CEP 2009-
dapmaka), 274-Rev 00
HigepnaHgn Adrenaline Name of the holder and production site
(anbTepHaTUBHWIA Boehringer Ingelheim Pharma GmbH & Co. KG Binger
BUPOBHUK, Strasse 173 55216 Ingelheim am Rhein Germany RO-
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

BignoBiganbHWi 3a
MapKyBaHHs Ta
BTOPWHHY YNaKkoBKy);
Mro B.B.
(MaHyhakTypiHr
MeKkemKnHr
dapmaka),
HigepnaHnaun
(BMPOGHMK,
BignoBigabHWiA 3a
MapKyBaHHs Ta
BTOPWHHY YNaKkoBKy);
POW-AENBTA
'M6X eHg Ko. KT,
HimeuunHa
(anbTepHaTUBHWIA
BUPOBHUK,
BiANOBIAaIbHNI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy);
Papm/lor dapma
NoricTnk T'mM6X,
HimeuunHa
(anbTepHaTuBHWiA
BVPOGHWK,
BiANoBigabHUI 3a
MapKyBaHHs Ta
BTOPWHHY YNakoBKy)

CEP 2016-232-Rev 00 Name of the holder TRANSO-
PHARM Handels GmbH Bultbeck 5 22962 Siek
Germany
Production sites: Production intermediate: Boehringer
Ingelheim Pharma GmbH & Co. KG Binger Strasse
173 55216 Ingelheim am Rhein Germany, Production
of Adrenaline: SYN-TECH CHEM. & PHARM. CO.,
LTD. 168 Kai Yuan Road Hsin-Ying District 73055
Tainan City Taiwan; 3MiHu | TUny - 3MiHK 3 SKOCTI.
Ceprtudpikat BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI €Bponeiickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBELEHHS Y
BiANOBIAHICTL A0 MoHOrpadii AdPY abo E€BponelicbKol
thapmakonei, abo iHLWOT HalioHas1bHOT hapmakonei
fepxasun €C (3miHa y cneuudikawii
HedhapmakoneiiHoro A®| ansa npuBeaeHHs y
BiANOBiAHICTL A0 BUMOr dY abo EBponeiicbKoi
hapmakonei, abo iHLWOoi HalioHaIbHOT hapmakonei
aepxasu €C) - A®| - oHOBNEHHA po3giny 3.2.5.4.1
cneuunagikauis, a came Tect Specific optical rotation
npuBeaeHHs Yy BIANOBIAHICTb A0 BUMOT MoHorpadii EP
(moHorpacis Adrenaline (-50.0 to -54.0=) (dried
substances)); 3miHu | T1ny - 3MiHW 3 SKOCTI.
Ceptucpikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BiANOBIAHICTb A0 MOHOrpadii AdPY abo €sponeiicbKol
hapmakonei, abo iHLOi HalioHaIbHOT hapmakonei
nepxasu €C (3MiHa y cnevuudikauii
HedhapmakoneiiHoro A®| onsa npusefeHHs y
BiANOBIAHICTL A0 BUMOr dY abo EBponeiicbKoi
thapmakonei, abo iHLWOT HalioHas1bHOT hapmakonei
fepxasun €C) - A®| - oHOBNEHHA po3giny 3.2.5.4.1
cneuudikauisi, npuBeeHHs TecT Assay y
BignoBigHicTb Ao BuMor EP (MoHorpadisi Adrenaline
(99.0-101.0%)); 3MiHuM | TNy - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax cneuudikauiii
Ta/abo [ONyCTUMUX MEX, BUSHAYEHUX Y
crneundikayisx Ha A®l, abo BMXigHUA/NPOMIXKHWIA
NpoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NPOLEC
BUMPOGHMLTBA AD| (BUTYYEHHSA HE3HAYHOIO NOKa3HUKa
AKOCTI (Hanpuknag, BUNy4YeHHs 3acTapifioro
nokasHuka)) - OHOB/IeHHs po3giny 3.2.5.4.1
cneumaikauis, BuganeHo po3sgain "ldentification by
color reaction" BignosigHo Bumor USP moHorpadii
(2019), HasiBHI TeCcTu AN igeHTUdIKaUIT, Lo
BignosifalnTb BUMoraMm MoHorpadii EP; 3miHu | Tuny -
3MiHn 3 axkocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax cneupdikauii Ta/abo AoNyCTUMNX MEX,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BM3HAYeHUX y cneumdikauisx Ha A®l, abo
BUXiAHWIA/NPOMIXXHWIA NpoayKT/pearexT, Wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuytea AdI
(BMNyYEHHS1 HE3HAYHOTO NOKa3HKKa SKOCTI (Hanpukiag,
BWJ/TyYEHHS 3aCTapisioro NoKasHMKa)) - BUIy4eHo 3i
cneundikauii A®l napameTp "Limit of adrenolone
(absorptivity)" BignosigHo Bumor USP moHorpadii
(2019); 3MmiHK | TUNY - 3MiHK 3 AKOCTi. API. KOHTpOsib
A®I. 3miHa y napameTpax cneuudikavin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHMX Y crieumdikayisx Ha
A®I, ab60 BUXigHWIA/NPOMDKHUIA NPOAYKT/pearexT, LWo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuytea AdI
(monoBHeHHSA cnevmdikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BiAMNOBIAHUM METOLOM BUNPOOYBaHHS) -
[0MNoBHEHHA creumndikauii APl Tectom Enantiomeric
Purity (d-Adrenaline) BignoBigHo A0 BUMOr MoHorpadii
USP < 3.0 %.

182.

EPAKCUC

MOPOLLIOK A1 PO3UUHY
Ans iHdysii no 100 mr
1 dhnakoH 3 NOPOLLKOM
B KapTOHHI ynakosL,i

NMOANIEP
IHK.

CLA

dapmauis i AngxoH

Komnawi JI/1C

CLUA

BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN |
TUNY - aAMIHICTPaTMBHI 3MiHN. Buy4yeHHs1 BUPOGHMYOT
AinbHUUI (BKNOYatoun AinbHuLi Ana APl npoMiXHOro
NpoAyKTY abo roTOBOro NiKapCbKoro 3acoby, AiNbHuULI
AN NPOBefeHHA NakyBaHHS, BUPOOHWMKa,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpiii, MicLie NpOBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
matepiasy, peareHTy abo AONOMiXHOI pevyoBUHM
(AKLLO 3a3HAYEHO Y 1OCbE) - BUTYYEHHS
3aTBEpAXEHOro BUpobHuka A®| aHigynadyHriHy
Metrics, Inc., USA, 3miHu | TUny - AgMiHicTpaTUBHi
3MiHW. BunyyeHHs BUPOBHUYOI AinbHULi (BKIOYAum
AinbHULUI ana A®l, npomiXHOro NpoAyKTy abo roToBoro
nikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS
nakyBaHHs, BAPOOHUKaA, BiNOBILaIbHOMO 3@ BUNYCK
cepiii, Micue NpoBeAeHHs1 KOHTPOIO cepii) abo
rnoctayanibHuKa BUXiAHOrO maTepiasy, peareHTy abo
[0NOMDKHOT PEUYOBMHU (SIKLLLO 3a3HAYEHO Y OChLE) -
BWU/TyYEHHS 3aTBEPLKEHOTO BUPOGHMKA AdI
aHigynadyHriHy Aptuit, USA; 3anponoHoBaHo:
Pharmacia and Upjohn Company, USA

3a
peyerimom

UA/12190/01/01

183.

EPrO®EPOH

Tabnetkn, no 20
Tabnetok y 6nictepi;
nol,2a6o5
61icTepiB y KAPTOHHIN
KopooLi

TOB "Marepia
Mepguka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

NlntBa

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH [0
po3ainy «MapkyBaHHs1» MKA J13; 3anponoHoBaHo:
Po3pin «MapkyBaHHs». BignosigHo 40 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. OHOBIEHHSA TEKCTY MapKyBaHHs
YMakoBKM NiKAPCbKOro 3ac00by 3 BHECEHHAM
iHdbopmalLlii WoAo 3a3Ha4YeHHs OAMHULL BUMIpHOBAHHS

6e3
peyenma

UA/12931/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
y cuctemi Sl. BBefieHHS1 3MiH NpoTArom 6-Tm MicAuiB
nicns 3aTBepaKeHHs
184. | EC30N TabneTkun, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHAisA BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/10774/01/01
060/10HKO0, M0 100 Mr XENTXKEP NBT NTA4 MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
no 4 a6o no 10 NBT NTA hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
TabneTtok y 6nictepi; MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
no 1 6nictepy B BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
KapTOHHIA ynakosL,i BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
“MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHS#A BignosigHo A0 3aTBEPLKEHOTO TEKCTY
MapKyBaHHs. TepMiH BBEL,EHHS 3MiH NPOTArom 6
MiCALIB MiCNsA 3aTBEPKEHHS
185. | ECMEPOH® PO34UH A5 iH'EKLLNA, Wepinr-NMnay | LWBeliyapis H. B. OpraHoH, HigepnaHan BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/7719/01/01
10 mr/mn no 5 mn (50 CeHTtpan Ict HigepnaHngu / HimeuunHa UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
Mr) y donakoHi; no 10 Al (Brpo6HUUTBO in hapMakoHarnisgy. 3miHa y KOpoTKili XxapakTepucTuui
(h/1aKOHIB Y KapTOHHIl bulk, nikapcbKoro 3aco6y, TEKCTIi MapKyBaHHS Ta iHCTPYKLiT
KopooLi nepBUHHE/BTOPUHHE ANA MeMYHOro 3acTocyBaHHs Ha MifcTasi perynsapHo
nakyBaHHs1, OHOB/OBAHOTO 3BITY 3 6e3NeKN NiKapCbKoro 3acooby,
KOHTPO/Tb AKOCTi Ta abo gocnigpkeHb 3 6e3neky 3acToCyBaHHA NikapCbKoro
BUMYyCK cepii); 3acoby B nicnspeecTpauiliHuii nepio, abo Ak
Circhpig, XamenobH pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHDb, NPOBEAEHNX
'vm6X, HimeuunHa BiNOBIAHO A0 NnaHy negiatpnyHux gocnimkers (PIP)
(BMpo6HULTBO in (3MiHY Y3roykeHo 3 KOMNETEHTHUM YNOBHOBAXKEHUM
bulk, nepBuHHe OpraHom) - 3MiH1 BHECEHO A0 IHCTpyKuii Ans
nakyBaHHs Ta MeAMYHOro 3acToCyBaHHA MikapCbKoro 3acoby Ao
KOHTPO/b AKOCTI); po3giny "Mob6iuHi peaxuii" BigNOBIAHO [0 pekoMeHaaulil
XamenbH pac a.c., PRAC. BBefeHHs 3MiH NpoTSArom 6-Tv MicsiliB micnsi
CnosayynHa 3aTBEPAKEHHS
(AnbTepHaTUBHWIA
KOHTPO/Ib SKOCTI)
186. | ETMNOBUN piovHa (cybcTaHuis) y ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | - UA/12775/01/01
E®IP A- nosieTuIeHoBMX 06MEXEHOI 06MEXEHO0 MRy - 3MiHK 3 AKOCTi. A®Il. KoHTposb AdL. 3miHa y
BPOMI3OBA/E | kaHicTpax gns BiANOBiAa/bHI BigNOBiAA/IbHICTIO napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
PIAHOBOI BUpOGHULTBA cTIo "®APMXIM" BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
KUCNOoTU HecTepuIbHNX "®APMXIM" BUIXiZHWIA/NPOMIDXXHWIA NpoAYKT/pearexT, Wo
NiKapcbknx hopm BMKOPWCTOBYHOTbCSA Yy npoueci BUpobHuutea A®| (iHwwi
3MiHW)
- BUIYYEHHS MOKa3HMKa «Baxki MeTasin» 3 MeTOAiB
KOHTPOJO Cy6CTaHLi.
187. | 30/IEYM pO34uH ANs iHQysil, 5 AHaHTa Benuka €ponaiic IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/17715/01/01
mr/100 mn, y Megikeap /ITa. | BpuTaHis Xentkeap MeT. /114, TMNYy - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peyenmom

KOHTeliHepax no 100
M1 Ne 1

thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iH(hopMmaLii LWOAO 3a3HAYEHHS ONHULIb
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH MPOTAroM
3-x MicsLiB nicns 3aTBEPKEHHS
188. | 3O/IONEHT® TabneTkn, BKPUTI TOB "KYCYM Ykpaina TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 3a UA/9814/01/02
060/10HKOI0, PAPM" PAPM" TexHiyHa nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyenmom
KMLLKOBOPO34YMHHI N0 Ne 460) - BunpaB/ieHHS TEXHIYHOT NOMW/IKN B
20 wr; no 14 TabneTok Cneumdpikanii MKA /13 gonyLueHoi BHac1iaok
y 6nicTepi; no 1 nepeHeceHHs NoCUIaHHA Ha 3arasibHi cTaTTi Ta
6nicTepy y KapTOHHii MOHorpadii hapmakonei npy BHECEHHI 3MiH.
ynaxoBLi BunpasneHHst TEXHIYHWX MOMUIOK 06YMOB/IEHO
npuBeAeHHAM Y BiANOBIAHICTb A0 MaTepiasis
peecTpaLiiHoro Aoche.
189. | 3S0OPPAH™ PO3YMH A8 iH'EKUIN, 2 HoBapric LLIseliyapis nakcoCwmiTKnsiiH ITanis BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/7426/01/01
mr/Mn, no 2 mn a6o no dapma Al MaHydakTypuHr MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
4 mn B amnyni; no 5 C.n.A. thapmakoHarnagy (iHwi 3MiHu) - 3amiHa rpadivyHoro
amnyny 0hOpPM/IEHHSI NEPBMHHOI Ta BTOPUHHOI YMAaKOBOK Ha
nNacTyKoBoMy TEKCT MapKyBaHHS yNakoBOK 3 Bi4MOBiAHUMUN 3MiHAMU
6nictepi; no 1 0o posginis MKA N13 (po3gin «Ipadurueckoe
61icTepy B KapTOHHIl odhopmieHne ynakosku» (CooTBeTCTBYET
KOpoo6Li npeacrasfieHHOMyY rpadnyeckoMy N306padKeHNIO
ynakoBkM) 3aMiHEHO po3AinomM «MapkyBaHHS»( 3rigHo
3aTBEPAKEHOrO TEKCTY MapkyBaHHS)). OHOBNEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
BMMIipIOBaHHSA y cuctemi Sl. BBeeHHs1 3MiH NpOTArom
6-Tn MicALIB NicNs 3aTBEPKEHHSA
190. | IBAKAPA® TabneTkun, BKPUTI AT "I'piHgekc" Nartsis X. Ypiay i Icnanis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17122/01/01
NiBKOBOO KomnaHbs, C.A. MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, M0 5 Mr; thapmakoHarnagy (iHwWi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 14 tabneTtok y MapKyBaHHS YNakoBKM NiKkapcbKoro 3acoby oo
6nicTepi; no 4 3a3HavYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
6nictepn y nayuj BMMIipIOBaHHSA. BHECEHHS 3MiH 0 po3gainy
«MapkyBaHHsa» B MKA J13: 3anponoHosaHo: B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapPKVPOBKM.
TepMiH BBEAEHHS 3MiH NpoTAroM 6 micAuis nicns
3aTBEPAKEHHS
191. | IBAKAPA® TabneTku, BKpUTI AT "I'piHgekc" Natsis X. Ypiay i Icnanis BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/17122/01/02
nNiBKOBOIO KomnaHbs, C.A. TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom

060/10HKOt0, No 7,5 Mr;
no 14 tabnetok y
6nictepi; no 4
6nictepn y nauui

hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
3a3HaYeHHs1 MDXKHapPOAHWNX NO3HAYEHb OAVHULb
BMMIipIOBaHHS. BHECEHHS 3MiH 40 po3giny
«MapkyBaHHs» B MKA 13: 3anponoHoBaHo: B
COOTBETCTBUM C YTBEPXKAEHHBIM TEKCTOM MapKVpPOBKM.
TepmiH BBEA|lEHHS 3MiH NpoTAroM 6 micauis nicns
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3aTBEPAKEHHS
192. | I3ocon PO34uH ANs iHy3iit [ouvipHe Ykpaina [LouipHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/6817/01/01
no 100 mn, a6o 200 nignpYeEMCTBO nignpMeEMCTBO TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mn, abo 250 mn, abo "®dapmatpeig"” "®bapmaTpeig"” thapmakoHarnagy (iHwi 3mMiHW) - 3aMiHa po3giny
400 mn, a6o 500 mny «PA®IYHE OPOPM/IEHHA YTNAKOBKW» Ha po3gin
KOHTeliHepi; no 1 «MAPKYBAHHSA» y MKA J13: 3anponoHoBaHo:
KOHTEliHepy B MAPKYBAHHSA. Y BignoBigHoOCTi 3 3aTBEpPIKEHUM
KapTOHHIA KopooLi TEKCTOM MapKyBaHHS. 3MiH/ BHECEHI B TEKCT
MapKyBaHHS YNakoBKM NikapCbKoro 3acoby Liogo
3a3HayYeHHs1 MKHapPOAHWNX NO3HaYeHb OAVHULb
BMMIpIOBaHHs. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLIiB
nicns 3aTBepmKeHHs
193. | IMET® ANSA CycCrneHsisi opasibHa, BEPNIH-XEMI | HimeyunHa BEPNIH-XEMI AT, HimeyunHa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/16881/01/01
BITEN 4% 200 wmr/5 mn, no 100 Al HimeuunHa (Bunyck Icnanis T™MNYy - 3MiHW 3 AKOCTi. FOTOBUIA NikapCbknii 3aci6. peyenma

M1 a6o 200 mny
dhnakoHi; no 1
h1aKoHy 3 A03YHUnM
NPUCTPOEM ANS
nepopasibHOro
BBEJEHHS B KAPTOHHIl
Kopobu,i

cepiit);
Na6opaTtopioc
Ankania ®apma,
C.N1., Icnanis
(BMpPOGHMLTBO "in
bulk", nakysaHHs,
KOHTPO/b Ta BUNYCK
cepii)

3MiHV Yy BUpO6HMUTBI (iHLWi 3MiHW) - HaZaHHS 3BITIB 3
Banigauii ans BUpo6HUKA roTOBOro NMikapCbKoro
3acoby Laboratorios Alcala Farma, S.L (a1a po3mipy
cepiin 1500 L Ta 4500 L). BuiyyeHHs1 npoTokoniB 3
Banigauii a5 BUpoHHUKA roTOBOro NMikapcbKoro
3acoby Laboratorios Alcala Farma, S.L (a1a po3mipy
cepiii 1500 L Ta 4500 L). 3MiHM BHOCATLCA A0 po3giny
3.2.P.3.5. pocbe; 3MiHM | TUny - 3MiHM 3 AKOCTI.
[oTOBWI1 NikapcbkuMii 3aci6. KOHTposib roTOBOrO
nikapcbkoro 3acoby (iHwWi 3MiHW) - 3MiHa Y BTOPUHHOMY
CcTaHAapTHOMY 3pasky ibynpodheHy, a came nepexig, 3i
CTaHAapTHOro 3paska BupobHuLTBa BASF Ta
Albemarle Ha KoMepLiiHO AOCTYNHWIA B BUPOGHMKA
Sigma Aldrich; 3miHu | Tuny - 3miHu 3 sikocTi. [oTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOro NiKapCbKoro
3aco6y (iHLi 3MiHK) - BUTYYEHHS] BTOPUHHOTO
cTaHAapTHOro 3paska Aomilkm b EP 16ynpodheHy
BMPo6HMLTBa LGC-Promochem, Tinbkvu nepBuHHUIA
CTaHZapTHWUI 3pa3ok €eponelicbkoi ®apmakonei
(EPCRS) pomiwkn B 16ynpocheH 3acTOCOBYETLCA A5
TEeCTyBaHHS rOTOBOTO JiKapCbKOro 3acoby; 3miHu |
TMny - 3MiHK 3 AKOCTI. FOTOBUIA NliKapPCbKMiA 3aci6.
KOHTpO/Ib rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
3MiHa y BTOPUHHOMY CTaHfapTHOMY 3pasky 4-
i306yTHaLeToheHoHy, a came nepexig 3i
CTaHfapTHOro 3paska BUpobHuLUTBa Farmasierra Ta
Alfa Aesar-Lancaster Ha kKOMepLjiiiHO AOCTYNHWI Bif,
BMpo6HMKa Sigma Aldrich;
3MiHM | TUNY - 3MiHK 3 AIKOCTi. FOTOBWMIA NikapCbKMii
3aci6. KOHTposib roToBOro fikapcbKoro 3acoby (iHLwi
3MiHW) - AOAAETLCA NEPBUHHUI CTaHAAPTHUI 3pa3ok
chapmakonei CLUA (USP) 6eH301MHOT KUC/IO0TY; 3MiHW |
TUNy - 3MiHK 3 5IKOCTi. FOTOBWIA Nikapcbkuii 3acib.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

KOHTpO/b rOTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) -
BW/TyYEeHHS BTOPUHHOMO CTaHAaPTHOrO 3paska
6eH30aty Hatpito Bupo6HuUTBa DSM Special Products
B.V; 3MiHn | TURy - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbknii
3aci6. KoHTposib roToBOro nikapcbKoro 3acoby (iHLwi
3MiHW) - BUTYYEHHSI NEPBUHHOIO CTaHAAPTHOro 3paska
BaniepodpeHoHy ACROS; 3MiHu | Tuny - 3MiHM 3 SKOCTI.
[oToBWIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuAaTHOCTI abo ymMoBax 36epiraHHs
roTOBOrO JlikapCbKoro 3aco0y (iHLWi 3MiHW) - OHOB/IEHHS
LaHuX Npo CTabifibHICTb, WO BignosigatoTs ICH ons
TPbOX NPOMMWCNOBKX Cepili, BUpobHuLTBa Laboratorios
Alcala Farma, S.L (gogaTkoBi AaHi Npo CTabinbHICTb)

194.

IMMASA

Tabnetkn, no 20
TabneTtok y 6nictepi;
no 1 6nictepy y
KapTOHHIA KopooLi

TOB "Marepia
Meguka-
YkpaiHa"

YKpaiHa

3AT CaHTOoHika

NutBa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
po3gainy «MapkyBaHHs» MK J13»: 3anponoHOBaHoO:
BignoBigHO A0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHSA YNakoBKW /TiKapCbKoro
3aco6y 3 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHs
OAVHWLb BMMIpIOBaHHS Y cuctemi Sl. BBegeHHsA 3MiH
NpoTArom 6-Tu MicsLIB NicNsa 3aTBepKEHHSA

6e3
peuyenma

UA/5543/01/01

195.

IMYHIH

NOPOLLOK Ta
PO3YMHHWK ANA
PO34UHY A5 iH'EKUNA
a6o iHdysiid, no 600
MO, 1 chnakoH 3
nopotukom no 600 MO
y KOMnAekTi 3 1
onakoHom 3
PO34MHHMKOM (BOAA
4ns in'ekuin 5 mn) Ta
Habopom A
PO3YMHEHHS Ta
BBefeHHs (1 ronka
NS nepeHeceHHs, 1
aepauiiiHa ronka, 1
ronka-ginbTp, 1
ofiHopasoBa rosnka, 1
0fiHOPa30BUiA WNpUL,
(5 mn), 1 cuctema ans
iHdpysili) y kopoobuLi

BakcTtep Al

ABCTpIs

nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b AKOCTI,
BMnyck cepii M3,
nakyBaHHs Ta
BUMNYCK cepii
PO3UMHHYIKA:
Bakctep AT,
ABCTpIfl; KOHTPONb
sakocTi [N13: bakctep
Al', ABCTpis;
BMPOGHMLITBO
Hepo3dacosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs 13,
BTOPVHHE
nakyBaHHs
PO3UMHHNIKA,
KOHTPO/b SKOCTI
'N3: bakctep AT,
ABCTpiS;
BMPOGHMLTBO,
nepBuHHe

AscTpisi/
HimeuunHa

BHeceHHs1 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu |
Tmny - 3MiHKn 3 AkocTi. CepTudiikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MmoHorpadii. NMogaHHs HOBOro abo
OHOBJIEHOIO cepTudikaTa BignoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiichkiii
hapmakonei: ana A®l; gns BuxigHoro
martepiany/peareHTy/MPOMIKHOIO NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBUHY (cepTuddikaT BiAnoBigHOCTI
€Bponeiicbkii thapmakonei) - OHOBNEeHNIA cepTudikat
Bif} y)ke 3aTBEPMAKEHOr0 BUPOGHMKa - MogaHHA
OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI EBpONeNchKii
hapmakonei As1a renapuHy HaTpito Big BXe
3aTBepAxeHoro BupobHuka Opocrin S.p.A., Italy.
3arBepaxeHo: No R1-CEP 2002-006-Rev 06.
3anponoHoBaHo: No R1-CEP 2002-006-Rev 08.

3a
peyenmom

UA/17230/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nakyBaHHsA Ta
KOHTPO/1b AKOCTI
po3unHHuKa: 3ircpig
XamenbH Mv6X,
HimeuyunHa
196. | IMYHIH MOPOLLOK Ta BakcTtep Al ABCTpIs nepBrHHE Ta AscTpisi/ BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu | 3a UA/17230/01/02
PO3YMHHUK AN BTOPWHHE HimeuyunHa THny - 3MiHK 3 AkocTi. CepTudikart BignosigHocTI/MTE- | peyenmom
PO34UHY O151 iH'EKLLIA nakyBaHHs, cepTudikaT BignoBigHOCTI EBponeichkiii
abo iHdysiid, no 1200 KOHTPO/b SKOCTI, thapmakonei/moHorpadii. NogaHHs HOBOro abo
MO, 1 cpnakoH 3 Bunyck cepii M3, OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
nopotukom no 1200 nakyBaHHs Ta BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
MO y komnnexTi 3 1 BWMYCK cepii thapmakonei: ana A®l; gns BuxigHoro
donakoHoMm 3 PO3YMHHMKA: marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
PO34MHHMKOM (BO4A Bakctep AT, BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ana
Ans iH'ekuii 10 mn ) Ta ABCTpIsi; KOHTPO/b [OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
Habopom ans aKocTi [N13: bakctep €Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
PO3UYMHEHHA Ta Al', ABCTpis; Bif, y)Xe 3aTBepKEHOro BUPO6HMKaA - MNofaHHs
BBeAeHHs (1 ronka BMPOGHMLTBO OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI €EBponeichkiii
[ONA nepeHeceHHs, 1 Hepo3acoBaHoro thapmakonei A9 renapuHy HaTpilo Bif, BXe
aepauiiiHa ronka, 1 NPoAYyKTY, NepBuHHe 3aTBepXeHoro Bupo6Hrka Opocrin S.p.A., Italy.
ronka-ginsTp, 1 Ta BTOPUHHE 3arBepaxeHo: No R1-CEP 2002-006-Rev 06.
ofHopa3oBa rosnka, 1 nakysaHHs M3, 3anponoHoBaHo: No R1-CEP 2002-006-Rev 08.
0/iHOpa30BUiA WNpUL, BTOPUHHE
(10 mn ), 1 cuctema nakyBaHHs
Ans iHdysin) y PO3YMHHYKA,
Kopobui KOHTPO/b AKOCTI
'N3: bakctep Arl',
ABCTpIS;
BUPOGHMLTBO,
nepBuHHe
nakyBaHHA Ta
KOHTPO/1b AKOCTI
po3unHHuKa: 3irdopig
XamenbH Mv6X,
HimeyunHa
197. | IHUEHA® Kpansi opasibHi no 20 Pixapa ABCTpisi Pixapg bittHep Al ABCTpis BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu | 6e3 UA/8414/01/01
mn a6o no 50 mn, abo BiTTHep Al MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
no 100 M1 y dpnakoHi- hapmakoHarnagy (iHwi 3miHu) - 3aMiHa po3giny
KpanesibHuuj; no 1 “I'pachiuHe ohopMIEeHHS yNakoBKK” Ha “MapKyBaHHS"
dhnakoHy-KpanenbHuL| B 3aTBepaAxeHnx MKA J13; 3anponoHoBaHo:
Y KapTOHHI ynakoBLi MapkyBaHHs. 3rifiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHs.
3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby LLoA0 3a3Ha4YeHHS MiXXHApPOAHMX
MO3HaYeHb OAVHVLbL BUMIPIOBaHHA. BBeeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
198. | ITOMEA® TabneTkn, BKPUTI MPO.MEA.LIC Yecbka BVMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 10 peecTpaLiiiHix MmaTepianis: 3miHu | 3a UA/11446/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NiBKOBOO Mpara a.c. Pecny6nika MOBHUM LMK/IOM: Pecny6nika/ Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
060/10HKO10, M0 50 Mr; MPO.MEA.LIC CnoBaubka thapmakoHarnagy (iHwi 3MiHK).
no 20 TabneTok y Mpara a.c., Yecbka Pecny6nika OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NMiKapCbKOro
6nicTepi, no 2 abo 5 Pecny6nika; 3aco6y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEHHS
6nicTepiB y KAPTOHHIl BUPOGHMLTBO, OAVHWLb BUMIPIOBaHHA Y cucteMi Sl. BBeeHHs 3MiH
Kopoobui nepBUHHE i NpPOTArom 6-T1 MiCALIB MiCAA 3aTBEPMKEHHS. 3MiHW |
BTOPUHHE TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
nakyBaHHs: CT1abifibHICTb. 3MiHa Yy TepMiHax npugartHocTi abo
XBM dapma c.p.o., ymoBax 36epiraHHs roTOBOrO /iKapCbKoro 3acoby
CnoBaubka (36iNbLUEHHSA TEpPMiHY MPUAATHOCTI FOTOBOrO
Pecny6nika; nikapcbKoro 3acoby) - [1ns TOprosoi ynakoBKu
NnepBUHHE i (NiaTBEPAXKYETLCA AHUMUN peasibHOro yacy) -
BTOPUHHE 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO
nakyBaHHS: NikapcbKOro 3acoby Ha OCHOBI MO3UTUBHUX
KOO®APMA c.p.o., pe3ynbTaTis AOBrOCTPOKOBUX AOC/IIKEHD
Yecbka Pecnybnika cTabiNbHOCTI Yy peaslbHOMY Yaci: 3aTBepKeHO:
TepMmiH npuaaTHOCTI 4 pokn. 3anponoHoBaHo: TepMiH
npugaTHocTi 5 pokis. BBeAeHHSA 3MiH NpOTArom 6-t
MicsILiB Mic/1A 3aTBepAKEHHS.
199. | NOKENb NOPOLLOK A/19 PO3UNHY BPOC NTA peuis BPOC NTA, Ipeuis BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/0388/01/01
A8 iH'exui no 750 mr MRy - 3MiHKN WoA0 6e3nekn/edpekTUBHOCTI Ta peyenmom
y thnakoHi, no 1 hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTuui
h/1aKOHY Y KapTOHHilA niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
Kopobui A5 MeMYHOro 3acToCyBaHHS Ha MiAcTasi perynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro 3acoby,
abo pgocnimkeHb 3 6e3neky 3acToCyBaHHS NMiKapCbKOro
3acoby B nicrspeecTpaviiiHnii nepiod, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
Bi4NOBIAHO A0 NNaHy negiatpnyHux gocnimxkeHs (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHNM YNOBHOBaXKEHUM
opraHom) - 3aTBepXeHHs TeKCTy IHCTpyKLii ans
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
PeecTtpauiiHnx nocsigyeHb Ne UA/0388/01/01,
3aTBepxeHnx Hakazom MO3 Big 31.10.2019 Ne 2205.
IHhopMaLisa, BUKNageHa B iHCTPYKLT 418 MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby, Bignosigae
MaTepianiam peecTpauiiHoro Aoche.
200. | NOKENb MOPOLLOK A/19 PO3UNHY BPOC NTA Ipevyis BPOC NT[, Ipevis BHeceHHs 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | 3a UA/0388/01/01
MRy - 3MiHK WoA0 6e3nekn/edpeKkTBHOCTI Ta peuyenmom

ONs iH'exui no 750 mr
y thnakoHi, no 1
chakoHy y KapTOHHIl
Kopobui

thapmakoHarnagy (iHwi 3miHn) - 3amiHa rpadivyHoro
300paXeHHs Ha TEKCT MapKyBaHHsS yNakoBOK
BiAMOBIAHO 40 BUMOr Hakaly MO3 YkpaiHu Big,
23.07.2015 Ne460. 3arBepa)KeHHst TEKCTY MapKyBaHHs
yNakoBKM NikapcbKoro 3acoby Ao PeecTpauiliHoro
noceigyeHHst Ne UA/0388/01/01, 3aTBEpAKEHOrO
Hakasom MO3 Big 31.10.2019 Ne 2205. 3amiHa
po3giny «padiyHe ohopMNIEHHS YNaKoBKU» Ha
«MapkyBaHHs» B 3aTBepmkeHnx MKA /13:
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3aTtBepaKeHo: MpadiiuHe 0hopMIEHHS YNaKoBKY.
JopaeTbea. 3anponoHoBaHo: MapKyBaHHS.
BignoBigHO A0 3aTBEPAKEHOIO TEKCTY MapKyBaHHS.
201. | KABIBEH emynbCia AN iHdys3ii PpeseHiyc HimeyunHa dpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/9045/01/01
NEPUDEPUYH no 1440 mn, abo no Kabi TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
nin 1920 mn, abo no 2400 [oiiunang, thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH 40
MJ1 eMyNbCil y rM6X po3ainy “MapkyBaHHs” MKA J13; 3anponoHoBaHo:
TprKamepHoMy MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
KOHTeliHepi "Biodhin"(1 MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHA
kamepa — 885 mn, abo YNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
1180 mn, abo 1475 mn iHcbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHS
11 % po3unHy y cuctemi Sl
rMIOKO3W; 2 kamepa —
300 mn, abo 400 mn,
a6o 500 mn Baminy 18
Hosywm; 3 Kamepa —
255 mn, a6o 340 mn,
abo 425 mn
IHTpaninigy 20 %),
SIKWIA pa3om 3
AHTUNOKNCHMKOM
BMILLYIOTb B 30BHILLHilA
NNacTUKOBUIA MILLIOK;
KOHTeliHepy B
KapPTOHHI KOpooLyi
202. | KABIBEH emynbcia ans iHdysili PpeseHiyc HimeuunHa PpeseHiyc Kabi Ab Lseuis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/9044/01/01
LEHTPA/IbHU no 1026 mn, abo no Kabi TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta peuyenmom
n 1540 mn, a6o no 2053 Loiunang thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
M, abo no 2566 mn rM6X posginy “MapkysaHHa" MKA J13. 3anponoHoBaHo:

eMy/bCii y
TprYKaMepHoMy
KOHTelHepi "BiodhiH"
(1 xamepa — 526 mn,
a6o 790 mn, abo 1053
mn, abo 1316 mn 19 %
PO34MHY T/IHOKO3K; 2
kamepa — 300 mn, abo
450 mn, a6o 600 mn,
a6o 750 mn BamiHy 18
Hosywm; 3 kamepa —
200 mn, a6o 300 mn,
ab6o 400 mn, abo 500
M IHTpaninigy 20 %),
AKUlA pasom 3
aHTUNOKNCHVKOM
BMILLYIOTb B 30BHILLHilA
NNacTUKOBUIA MILLIOK;
KOHTeliHepu B

MAPKYBAHHA. 3rigHO 3aTBEpAXXEHOr0 TEKCTY
MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopMmaLii WoA0 3a3HaYeHHS! OAUHMLL BUMIPIOBAHHS
y cuctemi Sl
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KapPTOHHI KOpooLyi
203. | KABIHTOH KOHLeHTpaT ans BAT "TefeoH | YropLiuHa BAT "TefeoH YropLumHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/4854/02/01
pO3unHy Ans iHdysil, PixTep" PixTep" TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
5 mr/mnno 2 mn B hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
amnyni; no 5 amnyny MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
nnacTuKoBili hopmi; BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
no 2 naacTuKoBi BMMIpIOBaHHA y cuctemi Sl. TepmiH BBe,eHHSA 3MiH:
dhopMM B ynakoBLi NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHSA 3MiH
204. | KANETPA PO34urH Ans E66BI LLIseliyapis "AECIKA Bennkobput | BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHu |l 3a UA/6998/02/01
nepopasbHOro Biochapmacsio KBIHBEOPO NTA4", aHis/ MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
3acTocyBaHHs; no 60 Tikan3 M6Xx BenukobpuTaHis HimeuwunHa/ chapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
M1y dhiakoHi; no 5 (NoBHUIA LKA CWA NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
(h/1aKOHIB Y KapTOHHIl BMPOGHULITBA); 0151 MeMUYHOro 3acToCyBaHHS y 3B’A3KY i3 HOBUMMU
KopooLi E66Bi [loliunens, AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY faHUMK Ta
v6X i Ko. KI, OaHuMK 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
HimeyunHa IHCTPYKLUIT 418 MEeANYHOr0o 3aCTOCYBaHHS J1iKapCbKOro
(anbTepHaTuBHUIA 3acoby y po3ain "MobivHi peakuii'. BBegeHHA 3MiH
BUPOBHUK NPOTSArom 6-Ty MiCAILB MiCNsi 3aTBEPAKEHHS
BiANoOBigabHMI 3a
TecTyBaHHA Ta
BMNyCK cepii); E66BI
IHK., CLLA
(anbTepHaTuBHUIA
BUPOBHUK
BiANoOBigabHMI 3a
BMPOGHMLITBO
NiKapcbKoro 3acooy,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs); EGOBI
IHK., CLLA
(anbTepHaTuBHUIA
BUPOBHUK
BiANoOBigabHMI 3a
TeCTyBaHHs)
205. | KANIWO nogna | tabnetkm no 0,25 r, no NAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiHux maTepiasis: 3MiHN | 3a UA/6190/01/01
10 TabneTok y "MoHchapm" TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
cTpunax; no 10 hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
TabneTok y CTpuni; no MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
15 cTpunis y navuj 3 3a3HayYeHHs1 MbXKHapPOAHWNX NO3HAYeHb OAVHULbL
KapToHy BMMIpIOBaHHA. BBeAEHHS 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepaKeHHs
206. | KANbLUIO Tabnetkn no 0,5, no MNAT Ykpaina MAT "MoHchapm" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/1933/01/01
FMIOKOHAT 10 TabneTok y "MoHchapm" MYy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta peyenma

cTpunax; no 10
Tabnetok y bnicrepax

thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
po3ainy «MapkyBaHHs» MKHA /13: 3anponoHoBaHo:
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby LWoo 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHUL BUMIPIOBaHHS.

BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas

3aTBEPMKEHHS

207.

KAHZILEPM

Kpem, no 15 r kpemy B
Ty6i; no 1 Ty6i B
KapTOHHI ynakosL,i

neHmapk
PapmMacboTUK
ans Jita.

IHAjA

rneHmapk
PapmacboTuKan3
nrg.

IHAjA

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK |
TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3giny MKA: MAPKYBAHHA
MponoHoBaHa pepakuisa 10. MAPKYBAHHSA 3rigHo
3aTBEPIXEHOr0 TEKCTY MapkyBaHHs. [puBeaeHHs
TEKCTY MapKyBaHHs ynakoBKu 4o BUMOr Hakaly MO3
Ykpainu Big 23.06.2015 p. Ne 460 3 BHECEHHAM
iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl.

BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB nicas
3aTBEPIKEHHS

3a
peyenmom

UA/5199/01/01

208.

KAMNEUMBEKC
150

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, N0 150 Mr
no 10 TabneTok y
6nictepi; no 3, 6 abo
12 6nictepiB y
KapTOHHilA Kopoo6Li

Akkopg,
Xenckea
Nimiteq

Benuka
BpuTtaHis

Akkopg Xenckea
Nimiten, Benuka
BpuTaHis (BUpo6HMK
BiANoOBigabHMI 3a
BUMNYCK cepil);
AKkopg Xesickea
NimiTen, Benuka
BpuTtaHis (nepBuHHe
Ta BTOPUHHE
nakyBaHHs); A/1C
Nab6opaTtopic
(HOKeit) NMimiTeg,
Benvka BputaHis
(KOHTpOSIb AKOCTI
cepii); ACTPOH
Pesbopu NimiTen,
Benuka bputaHis
(KOHTPO/b SIKOCTI
cepii); 44N Canni
Yeiin, ITania CMA,
ITanis (BTopuHHE
nakyBaHHs); IHTac
dapmacbioTikans
Nimiteq, IHaisa
(BUpOGHMLTBO
roToBOro
NiKapcbKoro 3acooy,
nepBuHHe Ta

Benvka
BputaHis/
ITanis/ IHgis/
Icnanis

BHECEHHS 3MiH [JO peecTpaLiiHux maTepianis: 3MiHK |
TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3giny «MapkyBaHHsA» MKHA J13: 3anponoHoBaHo: 12.
MapkysaHHs BignoBigHo A0 3aTBEPAYKEHOrO TEKCTY
MapkyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHsA
yNakoBKM J1iKapCbKOro 3acoby 3 BHECEHHAM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULL BUMIPIOBaHHSA
y cuctemi Sl. BBeeHHs 3MiH NpoTsArom 6-Tv MicsiuiB
nicns 3aTBepaKeHHs

3a
peyenmom

UA/14799/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BTOPVHHE
nakyBaHHs,
KOHTPO/1b SKOCTI
cepii
(anbTepHaTUBHWIA
BMPOGHWK)); IHTac
dapmacbloTikans
Nimites, IHAisA
(B1pOGHNLTBO
roToBOro
NiKapcbKoro 3acooby,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/1b SKOCTI
cepii ); Nabopartopi
dyHpacio fay,
Icnanis (KOHTponb
SIKOCTi cepii)

209.

KAPCUN®

TabneTtkn, BKPUTI
060/10HKO10, No 22,5
mr no 10 TabneTtok y
6nictepi; no 8
6nicTepiB y KAPTOHHIN
nauui

AT
"Codhapma”

Bonrapis

AT "Cochapma",
Bonrapis
(BUpOGHMLTBO
Hepo3d)acoBaHoi
npoayKuii, nepBnHHa
Ta BTOPVHHA
ynakoBka; [103BiN Ha
BUNYCK Cepii)

Bonrapis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMNY - aAMIHICTPaTMBHI 3MiHU. BunyyeHHss BUPO6HMYOT
OinbHUUI (BKNOYaUY AibHUL Ana APl TPOMKHOIO
npoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI
AN NPOBEAEHHS MakyBaHHS, BUPOOHMKa,
BiANOBIAa/IbHOrO 3a BUMYCK CEpIii, MicLie NpOBeAEeHHS
KOHTPO/I0 cepii) abo nocTavasibHyKa BUXIGHOTO
mMaTepiany, peareHTy abo fOMOMIKHOI peYOBUHM
(AKLLO 3a3HaYeHO Y [OCLE) - BUSTYUYEHHS BUPOGHWMKa
ans A®l Cyxuit ekcTpakT niogis po3ToponLui
nnamuctoi PANJIN TIANYUAN PHARMACEUTICAL
CO., LTD, CHINA,; 3MiHu | TUny - 3MiHu 3 AkocTi. AdI.
KoHTposb A®I. 3miHa y napameTpax cneuumdikaivi
Ta/abo foNyCTUMUX MEX, BUSHAUYEHNX Y
cneyudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpuknag, BUI1yYeHHs 3acTapinoro
NnoKasHuKa)) - BHECEHHS 3MiH 0 Cneuundikawii/
MeTogis BunpobysaHHA A®| Cyxuii ekCcTpakT nioais
po3ToponLi NASMUCTOI Bif BUpo6Huka N3, 30kpema:
BU/TYYEHHS KOHTPO/IIO0 3a NOKa3HUKaMU: -
«PO3UMHHICTb» (€ XapaKTepPUCTUKOLO i He €
060BA3KOBMM BiANOBIAHO A0 €Bp. Papm); - «3anax»
(He € 060BA3KOBMM BIAMOBIAHO A0 €Bp. Papm.); -
«Baxki MeTanu» (Ha OCHOBI A@HNX OLLiHKWN PU3NKY
eM1eMEHTHUX JOMILLIOK); 3MiHW | TUNY - 3MiHU 3 AKOCTI.
CepTudikat BignosigHocTi/lE-cepTudikat
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.

6e3
peuyenma

UA/2773/01/01
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Ne
n/n

Hassa
JNliKapcbKo20

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

3acoby

3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTb A0 MOHOrpadii AdPY abo €Bponeincbkoi
thapmakonei, abo iHLWOT HauioHa/IbHOT thapmakonei
Aepxasu E€C (3miHa y cneuudikauisix, nos'A3aHa 3i
3miHamu B 1Y, abo €Bponelickkiit hapmakonei, abo
iHLWIA HaujioHanbHIV dhapmakonei gepxasn €C) -
BHECEHHS 3MiH fo Creuudikauii/ MeTogis
BUNPOo6YyBaHHA A®| CunimapuH, 30kpema: 3amiHa
nokasHuka "BtpaTa B Maci npv BUCYLLYBaHHI" 3
KpuTepismy NpuiAHaTHoOCTI ( < 5,0%) Ha nokasHuK
"BMicT Bogu" 3 KpuTepisimu NpuiiHATHOCTI (< 4,0%);
3MiHW I TMny - 3MiHK 3 AkocTi. APl BUpobHULTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXHOrO
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKTtOYatoun, fe Heob6XigHO, MicLie MPOBeAEHHS
KOHTPO/IH0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikara
BiANOBIAHOCTI €Bponeiickkil thapmakonei y
3aTBEPAKEHOMY [JOChE)(BBEAEHHA HOBOTO BUPOGHUKA
A®I| 3 HafaHHAM MacTep-haiina Ha A®l) - BBeEHHS
[04aTKoBOro BUpobHuka ans A®l Cyxuii ekcTpakT
nnogis posroponui nasmuctoi JIANGSU JIANJIA
PHARMACEUTICAL INDUSTRY CO., LTD, CHINA 3
HajaHHAM maicTep-maiiny Ha Adl

6e3

UA/12090/01/01

210.

KATAPIA

rpaHynu no 4,0 r/5,6 r,
no 5,6 r rpaHyn B
calle; no 6 cawle B
KapTOHHIA Kopoo6Li

KYCYM
XENTXKEP
NBT T4

IHAjA

Kycym XenTtkep lsT

nTg

IHAjA

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK |
TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSM iHhopMaLlii LWoA0 3a3HauYEeHHS OANHUL
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHS 3MiH [0 po3giny
“MapkyBaHHs” MKA /13: 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
MapKyBaHHs. TepMiH BBEA,EHHS 3MiH: NPOTAroM 6
MicsILiB Micns 3aTBepPKEHHS

peyenma

UA/9711/01/01

211.

KA®®ETIH
Konae®

TabneTkun, BKPUTI
NiBKOBOO
o060n0oHkoto, no 10
Tabnetok y 6nictepi;
no 1 6nictepy B nauuj
KapTOHHIiA

AJIKANOIO AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

ANKATOIL, AL

Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
My - AGMIHICTpaTVUBHI 3MiHW. 3MiHA HalMeHyBaHHs
Ta/abo agpecy 3asiBHMKa (B/lacHUKA peecTpaviiiHoro
nocBeifyeHHs) - 3MiHa Ha3BM Ta agpecu 3assHuka MN3.
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micus NPOBaKEHHS
AifNbHOCTI BUPOGHMKa/iMnopTepa rotosoro
NiKapCcbKoro 3acoby, BK/OHAKUM Ai/TbHULi BUMYCKY
cepii abo micLe NpoBeAeHHSI KOHTPOJIHO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPOBHMK/iMMopTep,
BK/IKOYAOUM BUMYCK Cepili). 3MiHa Ha3Bu Ta agpecu
BMpO6HUKa 13, 6e3 3MiHN MicLisi BUPOGHULITBA.

3a
peyenmom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BHeceHi B iIHCTPYKL,it0 A1 MEJUYHOIO 3aCTOCYBaHHS
N3y p. "BMpo6HUK", "MicLe3Haxo4KeHHS BUPOBGHMKaA
Ta agpeca Micua NPoBaMXEHHS Moro AisnbHoCTI" 3
BiANOBIAHVMMYM 3MiHAMW B TEKCTi MapKyBaHHS yNakoBOK.
3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/eeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro
3acoby BiAnNoBiAHO A0 BUMOr Hakaly MO3 Ykpaiuu Bif
23.07.2015 p. Ne 460 3 BHeCceHHAM iHhopmMayi LWwoao
3a3HaYeHHs O4MHULL BUMIPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH 40 po3ainy “MapkyBaHHa” MKA /13”:
3arBepakeHo: MapKyBaHHS yrnakoBKU.
HapaeTtbcs.3anponoHoBaHo: MapkyBaHHS YNakoBKW.
3rigHo 3aTBEpKEHOr0 TEKCTY MapKyBaHHs

212.

KA®DETIH
KONAMAKC®

NOpPOLUOK AN
OpasibHOro PO34UHY,
1000 mr/12,2 mr; no
5,15 r nopoLuka B
cauwle; no 10 cawe B
KapTOHHIA KopooLi

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHist

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHA
Makefi0Hist

BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
nocsigyeHHs) - 3miHa Ha3BW Ta agpecu 3asBHuka M13;
3MiHuM | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLsa NPoBafXEHHS
AiSbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL BUMYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOJIIO SKOCTI.
(aisnbHiCTb, 3a AKy BignoBsigae BUPOGHMK/iMnopTep,
BK/IHOYAOUM BUMYCK Cepiid) - 3MiHa Ha3BM Ta agpecu
BMpo6HUKa MN3, 6e3 3MiHN Micusi BUpOOHULITBA.
BHeceHi B iHCTPYKL,il0 415 MeAUYHOro 3aCToCyBaHHs
N3y p. "BupobHuk", "MicLe3HaxomKeHHs1 BUPOGHUKa
Ta lioro agpeca Micus NpoBaKeHHS AisfbHOCTI" 3
BiANOBIAHMMYW 3MiHAMW B TEKCTI MapKyBaHHS yNakoBoOK;
3MiHM | TNy - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - OHOB/IEHHA TEKCTY
MapKyBaHHS yMakoBKM MikapcbKoro 3acoby BifnoBigHO
[0 BuMor Hakady MO3 Ykpainu Big 23.07.2015 p. Ne
460 3 BHECEHHSM iH(hopMaLLiT LLOA0 3a3HAYEHHS
OAVHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs 3miH
00 po3ainy “MapkyBaHHs” MKA 13"

6e3
peyenma

UA/12923/01/01

213.

KA®®ETIH
CK®

Tabnetku; no 6
Tabnetok y
nepgoposaHomy
cTpuni; no 1, a6o 2
CTPUMMN B KAPTOHHIN
Kopo6ui; no 10
TabneTok y
nepcopoBaHomy
cTpuni; no 1 ctpuny B
KapTOHHilA KOpO6L

AJIKANOIO AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TMny - AGMIHICTpaTUBHI 3MiHW. 3MiHA HalMeHyBaHHs
Ta/abo agpecy 3asiBHMKa (B/lacHMKA peecTpaviiiHoro
noceifyeHHs). 3MiHa Ha3BuW Ta agpecu 3assHuKa MN3.
3MiHM | TUNY - AGMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo afpecy Micus NPOBaKEHHS
AiSNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
NiKapCcbKoro 3acoby, BKOHAKUM Ai/TbHULi BUMYCKY
cepii abo MicLe NpoBeAeHHSI KOHTPOJIHO SKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae BUPOBHMK/iMNopTep,
BK/1KOYA0UM BUMYCK cepili). 3MiHa Ha3BM Ta agpecu

6e3
peyenma

UA/4125/01/01
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n/n
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JNliKapcbKo20
3acoby

(nikapcbka gpopma,
ynakoska)

3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

214.

KADDETIH®

Tabnetku no 10

AJTKANOIL, AL

Pecny6nika

BMpO6HUKa 13, 6e3 3MiHN MicLA BUPOOHMLTBA. 3MiHN
BHECEHI B iHCTPYKLIit0 4719 MEAUYHOIO 3aCTOCYBaHHS
N3 yp. "BupobHuk", "MicLesHaxomkeHHs BUPOGHMKa
Ta agpeca Micusa NpoBaMXeHHs Moro AisnbHocTi" 3

Bi4NOBIAHVMMN 3MiHAMUW B TEKCTI MapKyBaHHS YNakoBOK.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta

thapmakoHarnagy (iHwi 3MiHn).

OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW NiKapCbKoro

3acoby BignoBigHO A0 BMMOr Hakaly MO3 YkpaiHu Big

23.07.2015 p. Ne 460 3 BHeceHHAM iH(hopmaLii Wwoao
3a3HaYeHHs OAMHULL BUMIPIOBaHHSA y cucTemi Sl.
BHeceHHSA 3MmiH [0 po3giny “MapkyBaHHs” MKA N13™:
3arBepKeHo: MapkyBaHHA ynakosku. Hagaetbes.

3anponoHoBaHo: MapKyBaHHS yrnakoBku. 3rigHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS

215.

KEMMNPA®

Tabnetok y cTpuni; no
1 cTpuny y KapTOHHIi
Kopo6ui; no 6
Tabnetok y cTpuni; no
1 a6o no 2 ctpunn y
KapTOHHIA KopooLi

TabneTkun, BKPUTI

Ckon'e

HOCBb ®apma

MiBHiYHa
MakefoHis

Benbris

AJIKANIOIO AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHyBaHHs!
Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpauiiHoro
NnocBifYEeHHSA) - 3MiHa Ha3BY Ta afpecu 3asiBHUKA;
3MiHuM | TUNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLs NPOBaKEHHS
LiSTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUAKUM Ai/bHUL BUNYCKY
cepii abo micLe NpoBeAEeHHS KOHTPOJIHO SKOCTI.
(misnbHICTb, 3a AKy BignoBigae BUPo6HMK/iMnopTep,
BK/IOUAOUM BUMYCK Cepild) - 3MiHa Ha3BK Ta agpecu
BMPOGHMKa, 6€3 3MiHM Micus BUPOOHULTBA. 3MiHN
BHECEHI B iHCTPYKLIit0 4719 MEAUYHOIO 3aCTOCYBaHHS
N3y p. "BMpo6HUK", "MicLe3Haxo[XeHHS1 BUPOOGHMKa
Ta lioro agpeca Micus NpoBapKeHHS AisfbHOCTI" 3
Bi4NOBIAHVMMN 3MiHAMUW B TEKCTI MapKyBaHHSA YNakoBKW;
3MiHKM | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
po3gainy «MapkyBaHHA ynakoBku» MKA 3.
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHthopMal,ii LWoA0 3a3HaYEHHS
OAMHULL BUMIpOBaHHSA y cuctemi Sl

3a
peyenmom

UA/0742/01/01

060n10HKot0, N0 250
mr; no 10 Tabnetok y
6nictepi; no 3 abo 6
61icTepiB y KAPTOHHIN
nauui

CA.

IOCB ®apma C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3aMiHa po3giny
«["padhiuHe ohopMIEHHS YNAKOBKMN» Ha pO3[in
«MapkyBaHHs» y MKA J13: 3anponoHoBaHo:
MapkyBaHHs 3rigHO 3aTBEPKEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNaKoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MDKHaPOAHUX NO3HAYeHb OAUHWL BUMIPIOBaHHS.

BBefieHHs1 3MiH NpoTarom 6 Mmicsuis nicns

peyenmom

3a

UA/9155/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3aTBEPAKEHHS
216. | KENMNPA® TabneTtkn, BKPUTI HOCBE dapma Benbris HOCB dapma C.A. Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/9155/01/02
o060n0Hkoto, No 500 C.A. TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr; no 10 Tabnetok y thapmakoHarnagy (iHwi 3mMiHW) - 3aMiHa po3giny
6nictepi; no 3 abo 6 «["padhiuHe ohopMIIEHHS YNAKOBKMN» Ha PO3[in
6nicTepiB y KAPTOHHIN «MapkyBaHHs» y MKA 13: 3anponoHoBaHo:
nauui MapkyBaHHSA 3rifHO 3aTBEPAXEHOro TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
YyNakoBKM NiKapCbKOro 3acoby LWo0 3a3HayYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHNL BUMIPIOBaHHS.
BBefeHHA 3MiH NpOTArom 6 MicsuiB nicns
3aTBEPIKEHHS
217. | KENMNPA® TabneTku, BKpUTI HOCBE dapma Benbris HOCBE ®apma C.A. Benbris BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/9155/01/03
060/10HKOI0, No 1000 C.A. UMY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
mr; no 10 TabneTok y thapmakoHarnagy (iHwi 3miHW) - 3aMiHa po3gainy
6nicTepi; no 3 abo 6 «["padpiuHe 0hOpPMIIEHHS YNAKOBKWN» Ha PO3[is
6nicTepiB Y KAPTOHHIl «MapkyBaHHs1» y MKA 13: 3anponoHoBaHo:
naui MapkyBaHHs 3riHO 3aTBEPKEHOTO TEKCTY
MapKyBaHHS. 3MiH/ BHECEHI B TEKCT MapKyBaHHsI
YNaKoBKM NiKapCbKOro 3acoby o0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHWLL BUMIPIOBaHHS.
BBefeHHA 3MiH NPOTArom 6 Micsuis nicns
3aTBEPAKEHHS
218. | KEMNPA® po3unH opasibHuiA, 100 | KOCB ®apma Benebris Hekctdapma CAC ®paHLis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHK | 3a UA/9155/02/01
mr/mn; no 300 mny C.A. TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuenmom
thnakoHi; no 1 hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
ch1akoHy 3 MipHUM MapKyBaHHS! yNakoBKU Jlikapcbkoro 3acoby Loao
nNacTyKoBUM 3a3HayYeHHs1 MDXKHapPOAHWNX NO3HAYeHb OAVHWLb
LINPULOM Y nayi 3 BMMIipIOBaHHSA. BHECEHHS 3MiH 40 po3giny
KapTOHY “MapkyBaHHs” MKA 13: 3anponoHoBaHo:
MapkyBaHHS. 3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHS
219. | KETOHAN® TabneTkn, BKPUTI CaHpo3 CnoseHisa Nex C.A., Monbua Monbwa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/8325/04/01
POPTE NAiBKOBOO dapmacbioTika (B1pOGHNLTBO CnoseHis MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, N0 100 Mr n3 p.a. Hepo3dacoBaHoi hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuui
no 20 TabneTok y NpoAYyKLUii, KOHTPO/Ib niKkapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
thnakoHi; no 1 cepii); ek A5 MeMYHOro 3acTOCyBaHHS Ha MiAcTasi perynspHo
h1aKoHY B KapTOHHii dapmaueBTUYHA OHOBJIHOBAHOrO 3BITY 3 6€3Mekn NikapCcbKoro 3acoby,
Kopo6ui; no 10 KoMnaHis 4. 4., abo pocnimkeHb 3 6e3neky 3acToCyBaHHS NiKapCbKOro
Tabnetok y 6nictepi; CnoBeHis 3acoby B nicrsApeecTpaviiiHnin nepiod, abo sk
no 1 6nictepy B (BUpPOGHMLTBO pe3ynbTaT OUiHK/ 3BITy 3 AOC/iKEHb, MPOBEAEHNX
KapTOHHI/ KOpoo6Lli Hepo3dgracoBaHoi Bi4NOBIAHO A0 NNaHy negiatpnyHux gocnimkeHs (PIP)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NPOAYKLIi, NepBUHHA (3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
| BTOPUHHHA opraHoM) - 3MiHW BHeCeHi A0 IHCTPYKLi Ans
ynakoBKa, KOHTPO/1b MEeAMYHOro 3aCTOCYBaHHS MiKapCbKOro 3acoby y
cepii, fO3BIN Ha po3gain "OcobnnBOCTi 3aCcTOCyBaHHS", BiANOBIgHO A0
BUMYCK cepii) OHOB/EHOI iHhopMaLii 3 6e3neku Ail4ol peyoBUHU.
BBefeHHs1 3MiH NpoTArom 6-Tv MicAUIB nicns
3aTBEPAKEHHS
220. | KETOPON TabneTtkn, BKPUTI [O-p Pepgi'c IHais [-p Peppi'c IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/2566/02/01
NNiBKOBOIO JTabopaTopic Nabopatopic 114, My - 3MiHM WoA0 6e3nekn/edhekTMBHOCTI Ta peuyenmom
060/10HKOI0, N0 10 mr nrtp, Bupo6Huya hapmakoHarnsaay (iHwi 3MiHK) - 3aTBEP)KEHHSA
no 10 TabneTtok y AinbHuus — I albTEPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKy
aOMiHiR- nNikapcbKoro 3acoby i3 3a3Ha4YEeHHAM MKHaAPOAHUX
antomiHiesomy (Alu- Nno3Ha4yeHb OAUHULb BUMIpIOBaHHSA. BHeceHHs 3MiH 40
Alu) 6nicTepi; no 2 po3ainy “MapkyBaHHs” MKA 13": 3anponoHoBaHo:
6nictepy y nauui MapkyBaHHs. 3riiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHs. TepMiH BBeA,eHHSA 3MiH NPOTAroMm 6
MicsILiB nicns 3aTBEpPoKEHHS
221. | KETOPON renb2% no30ry [O-p Pepgj'c IHgis O-p Pepai'c IHais BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 6e3 UA/2566/03/01
FENb Ty6i; no 1 Ty6i B Na6opatopic NabopaTtopic MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peyenma
KopooLi nrtp Nimiten thapmakoHarnagy (iHWwi 3MiHW) - 3aTBEPAXEHHSA
a/IbTEPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
nikapcbKoro 3acoby i3 3a3Ha4YeHHSIM MDKHapPOAHUX
no3HayeHb OAVHULL BUMIPIOBaHHSA. BHECEHHSA 3MiH [0
po3giny “MapkyBaHHs” MKA 13”: 3anponoHOBaHo:
MapkyBaHHS. 3rifiHO 3aTBEpAKEHOro TEKCTY
MapKyBaHHA TepMiH BBELEeHHS 3MiH NpoTArom 6
MiCSILiB MiCNsi 3aTBEPAYKEHHS
222. | KUCNOTA pO34uH ANs iHQysili 5 MpusatHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/4531/01/01
AMIHOKANPO % no 100 mn y akuioHepHe akuioHepHe TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
HOBA nAsiWKax TOBapUCTBO TOBapUCTBO thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
"IHdy3ia" "IHdpy3ia" po3ainy «MapkyBaHHs» MKSA /13: 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo [0 3aTBEPOXXEHOr0 TEKCTY
MapkKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHsA
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS
y cuctemi Sl. BBefieHHSs1 3MiH NpoTArom 6-T1 MicAuis
nicns 3aTBepaKeHHA
223. | KUCNOTA pO3unH aNs iHQysil, TOB "lOpis- Ykpaina TOB “lOpis-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHN | 3a UA/2170/01/01
AMIHOKAMNPO 50 mr/mn, no 100 mny Papm” MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
HOBA nnswkax; no 100 mny hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHI B TEKCT

KOHTeliHepax
noniMepHuX; No 2 mn
ab60 4 M1y KOHTeiiHepi

MapKyBaHHS YNakoBKM NikapCbKoro 3acoby Liogo
3a3HayYeHHs1 MKHapPOAHWNX NO3HAYeHb OAVHWLb
BMMIipIOBaHHA. TepMiH BBEAEHHS 3MiH: NPOTArom 6
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
oaHozo30BoMy; Mo 10 MiCALIB MiCNsA 3aTBePKEHHS
KOHTeliHepiB y nauuj 3
KapToHy
224. | KlOBIr pO34uH ANA iHdy3il Bakctep Al ABCTpis Bakcanta bengxiym Benbris/ BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/16884/01/01
100 mr/mn; no 10 mn MaHydekTypiHr CA, ABCTpIs TMRY - 3MiHK 3 AKOCTi. A®l. BUpo6GHNLTBO. 3MiHK B peuenmom
(1 r/20 mn) a6o no 25 Benbris npoueci BupobHuuTea A®| (3HauHa 3miHa y npoLeci
mn (2,5 r/25 mn), abo (BUp0O6HMLTBO, BMPOGHMLUTBA ADI, O MOXe MaTy iCTOTHWIA BN/INB Ha
no 50 mn (5 r/50 mn), nepBrHHE Ta AKICTb, 6e3neky abo epeKTVBHICTb NiKapCbKoro
ab6o no 100 mn (10 BTOPUHHE 3aco6y) - 3MiHM B MpoLeci BUpo6GHMLTBA NPOMIKHOro
r/100 mn), a6o no 200 nakyBaHHs, npoaykty npeuunitaty G - BBEAEHHA a/lbTEPHATUBHOI
M (20 r/200 mn), abo KOHTPO/b AKOCTI inbTpauii Ha eTani 5 (pinbTpavia dpakuyii Il + 1) Ta
no 300 mn (30 r/300 'N3, Bunyck cepii); [0faBaHHA renapuHy 4o Kpio3bigHeHoi nnasmu nicns
M/1) Yy donakoHi; no 1 Bakctep Al', ABCTpist onuin agcop6uii 2, 4, 7 Ta 8 Ha ainbHULi Baxter AG,
donakoHy B KOPOBL (KOHTPO/b SAKOCTI ABCTpIst; 3MmiHK |l TUNy - 3MiHK 3 AKOCTi. AdI.
rN3) Brpo6HMLUTBO. 3MiHM B npoueci BupobHuutea Ad|
(3HayHa 3miHa y npoueci BUpo6bHMUTBa AdI, Lo Moxe
Matu iCTOTHWIA BN/IMB Ha SIKiCTb, 6e3neky abo
ehbekTBHICTb Nikapcbkoro 3acoby) - 3MiHW B NPoLEeCi
BMPOGHMLITBA MPOMIXHOrO NpoAyKTy npeumnitaty G —
BBeEeHHS onuii agcopbuii 2 Ta fofaBaHHA renapuHy
[0 Kpio36igHeHOT na3mu nicas onuin agcopbuii 4 Ta 7
Ha AdinbHuLi Baxter Manufacturing S.p.A., ITanis
225. | KNIMAKCAH Tabnetkn, no 20 TOB "MaTtepia | YkpaiHa 3AT CaHToHika JnteBa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | 6e3 UA/12815/01/01
FTOMEONMATWUY | TabneTok y 6nicTepi; Meguka- TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenma
HUN no 1 6nictepy y YkpaiHa" thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
KapTOHHilA KOpo6L po3giny «MapkysaHHs1» MKA J/13»: 3anponoHoBaHo:
BignosigHo [0 3aTBEPAKEHOIO TEKCTY MapKyBaHHSI.
OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HAYEHHS
OAVHVLb BUMIPIOBaHHSA Y cucteMi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
226. | KNIHAAMIUWH- | kancynu no 0,15 r no MAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/8159/01/01
M 10 kancyn y 6nictepi; "MoHdapm" MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 1 6nictepy B naudi thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
3 KapTOHY po3sginy “MapkysaHHa” B MKA /13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHsI
yNakoBKW NiKapCbKOro 3acoby L0A0 3a3HauYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHNL BUMIPIOBaHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
227. | KNIOH-4 100 TabneTky BariHabHi BAT "TegeoH | YropwimHa BAT "l'eneoH YropuHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/3319/01/01
no 10 TabneTtok y PixTep" PixTep" TMNYy - 3MiHU WoA0 6e3neku/edpekTMBHOCTI Ta peuenmom

cTpvni; no 1 ctpuny B

hapmakoHarnsgy (iHwi 3MiHW) - OHOB/IEHHS TEKCTY
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KapTOHHIA ynakoBL,i MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYEeHHA OAMHULL
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHA 3MiH [0 po3giny
“MapkyBaHHs" MK J13”: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS 3MiH: NPOTArom 6
MiCALIB MicNA 3aTBEPKEHHS
228. | KNOTPUMA30O pO34uH Ans My6niuHe Ykpaina My6niuHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/1645/03/01
n 30BHILUHLOTO aKuioHepHe akujioHepHe TUMY - 3MiHKU 3 AkocTi. CepTudikar BignosigHocTi/lE- peyenma
3acTocyBaHHA 1 % no TOBapuCcTBO TOBapuCTBO cepTudikaT BignoBigHOCTI EBponenchkiii
25 mn y donakoHax; no "HaykoBo- "HaykoBo- thapmakonei/moHorpadii. NMogaHHA HoBoro abo
25 mn y donakoHi; no 1 BMPOGHNYNIA BVMPOGHWYMNIA LEHTP OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
donakoHy B nauuj 3 LeHTp "BopLyariBcbKuii BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
KapToHy "BopLuariscbk XiMiKo- hapmakonei: ana Adl; ons BuxigHoro
WA XiMiko- thapmaueBTUYHWIA marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
thapmaueBTny 3asof” BMKOPUCTOBYHOTbCS Y BUpO6HULTBI ADI; ans
Huii 3aBoa” [0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWn cepTuddikat
Bif} y)ke 3aTBEPAXEHOro BUPOBHMKA -
MopaHHA OHOBNEHOrO cepTudikaTy BiANOBIAHOCTI
€poneiicbkoi hapmakonei Ne R1-CEP 2000-009-Rev
01 Big 3aTBEpAXEHOr0 BUpobHUKa A®I Knotpumasony
Bupo6HMuTBa Amoli Organics Pvt. Ltd, IHgis
(3aTBEpAXEHMNIA cCepTUdikaT BiANOBIAHOCTI
€Bponeiicbkoi hapmakonei Ne R1-CEP 2000-009-Rev
00). BuganeHo nokasHuk «Baxki meTanun» Ta HagaHo
3BIT 3 OLLIHKM PU3MKIB €N1EMEHTHUX AOMILLOK Y A0AATKY
0o CEP. 3a3HaueHwnii nepios NepekoHTpons 5 pokis
229. | KNOTPUMA3O Masb 1%, no25ry My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/1645/02/01
n Ty6i, no 1 Ty6i y nauui akuioHepHe akuioHepHe MRy - 3MiHK 3 iKocTi. CepTudikaT BignoBigHOCTI/lE- peuyenma
3 KapTOHY TOBapucTBO TOBapuCTBO cepTudikaT BignoBigHOCTI EBponeichkiii
"HaykoBo- "HaykoBo- thapmakonei/moHorpadii. NMogaHHA HoBoOro abo
BUPOGHWYUNIA BUPOOHNYUMIA LLEHTP OHOBJIEHOIO cepTudikaTa BignoBigHOCTI ab6o
LeHTp "BopLyariBcbkuii BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkkiii
"Bopuuariscbk XiMmiKo- hapmakonei: ana A®l; gns BuxigHoro
W1 XimiKo- hapMaLeBTUYHWI martepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
thapmaueBTny 3asofg” BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ans
HWiA 3aBof" [OMOMDKHOT peyoBUHY (cepTudikaT BiAnoBigHOCTI

€Bponeiicbkii hapmakonei) - OHOBNeHNIA cepTudikat
Bifl )€ 3aTBEepXEeHOro BUpOOHWKa -
MopaaHHA oHoBMIEHOTO cepTudikaTy BiANOBIAHOCTI
€ponevicbkoi hapmakonei Ne R1-CEP 2000-009-Rev
01 Big 3aTBEpAXEHOr0 BUpo6HUKa A®I Knotpumasony
BMpo6HMLUTBa Amoli Organics Pvt. Ltd, IHAis
(3aTBEpmKeHNIA cepTrdikaT BigNOBILHOCTI
€sponeiicbkoi dpapmakonei Ne R1-CEP 2000-009-Rev
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
00). BuaaneHo nokasHunk «Baxki MeTasin» Ta HagaHo
3BIT 3 OLIHKM PU3MKIB €NEeMEHTHUX AOMILLOK Y foAaTKy
Ao CEP. 3a3HaueHwi nepiof nepekoHTpons 5 pokis
230. | KNO®AH Ccyno3uTopii BariHabHi KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/14084/02/01
no 100 mr, no 6 XENTXKEP NBT NTA TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuyenma
CynosunTopiie y cTpuni, NBT NTA thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
no 1 ctpuny y MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
KapTOHHIA ynakosL,i BHECEHHSM iHhopMaLii LWOA0 3a3HaUYEHHS OANHUL
BMMIpIOBaHHS y cucTeMi Sl. BHECEHHS 3MiH A0 po3ainy
“MapkyBaHHs" MKA J13: 3anponoHoBaHo:
MAPKYBAHHA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
MapKyBaHHs. BBeeHHs 3MiH NpPOTAroM 6-X micsuis
nicns 3aTBepaKeHHs
231. | KNO®AH cynosunTopii BariHasibHi KYCYM IHAiA KYCYM XENTXKEP IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/14084/02/02
no 500 mr, o 1 XENTXKEP NBT NTA TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenma
Cyno3nTopito y cTpwuni, NBT NTA hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
no 1 crpunyy MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby 3
KapTOHHII ynakoBuUi BHECEHHSM iHhopMaLii LWOA0 3a3HauYeHHsS OAVHULb
BMMIPIOBaHHSA y cUCTEMi Sl. BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHsA" MKA J13: 3anponoHoBaHo:
MAPKYBAHHA BignoBigHo A0 3aTBEPOYKEHOTO TEKCTY
MapKyBaHHs. BBeileHHS 3MiH NPOTAroM 6-x micsuis
nicns 3aTBepmkeHHs
232. | KO-BAnoain TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, 4.4., HoBo CnoseHis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHK | 3a UA/17875/01/01
nNiBKOBOIO HoBo mecTo mMecTo, CroBeHist TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peuenmom

060/10HKOI0, N0 5
Mr/160 mr/12,5 mr; no
10 TabneTok y
6nictepi, no 3 abo no
9 6nicTepiB y kopo6Li

(BUPOBGHMLTBO in
bulk, nepeuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPO/b
cepil (Ti/IbKN di3nYHi
Ta XimiuHi meToan
KOHTPO/10);
KeMilicbki iIHCTUTYT,
LleHTp 3a
Bavligauiicke
TEXHO/OTIE iH
aHaniTiko (LIBTA),
CnoBeHis (KOHTPO/b
cepil (Ti/IbKN di3nYHi
Ta XimiyHi meToan

KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPOGYyBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHM y MeTogax BUNpobyBaHb (BKIOHAKUN
3aMiHy abo AONOBHEHHS)) - 3MiHW [0 METOANKN
BMNpo6yBaHHSA /13 3a Noka3HNKOM «PO34nHEHHS
amoamniHy», Wo 06yMOB/IEHO 3MIHOK KisTbKOCTI
cypchaktaHTy Tween 20 3 0,25 % g0 0,5 %. BeegeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMAKEHHS;
3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWMIA NikapcbKuii
3aci6. 3mMiHM y BUpoOHULTBI. 3MiHa po3mipy cepii
(BK/THOMAKOUM fiana3oH po3Mmipy cepil) roToBOro
nikapcbKoro 3acoby (36inbweHHs go 10 pasis
NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) - 36iMbLIEHHS
po3wmipy cepii N3 gns gosyBaHHA 5Mr/160mr/12,5mr
3anponoHoBaHo: 502,66 kr (1 440 000 TabneTok);
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHA rOTOBOrO ikapCbKoro
3ac06y (iHWi 3MiHM y MeToax BUNpobyBaHb
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KOHTponio); NlabeHa (BKtOYAKOUM 3aMiHy ab0 [OMOBHEHHS)) - 3aMiHa
4.0.0., CnoseHis 3aTBEpXeHOro metoay BunpobysaHHs 13 3a
(koHTponb cepii nokasHukoMm «CynpoBigHi AOMILLKM AMIOANMIHY»
(TinbKM QhiznyHi Ta meTogom BEPX, ockinbkn BUSIBUNOCH, LLO CUCTEMY
XiMiYHi meToau NPUAATHOCTI BaXKKO OLIHWUTW OO0 NOKa3HWKIB
KOHTponto); HN30X CNiBBIAHOLIEHHSA curHasn/lym Ta KoedilieHT cumeTpil
(HaujoHanbHi amnoguniHy Ta gomiwku D. HoBuii meToq
naboparopis 3a BiApI3HAETLCA XpoMaTorpadiyHumMm ymosamu Ta
3pas'e, OKONE iH NPUroTyBaHHAM BUNPOOYBAHOr0 PO3YMHY Ta PO3UUHY
XpaHo), CnoBeHis NOPIBHAHHSA. BBEAEHHS 3MiH NpoTArom 6-Tu Micauis
(koHTpONb cepii nicnsa 3aTBepMXeHHS; 3MiHW | TUNY - 3MiHU 3 AKOCTI.
(TinbKM dhisnyHi Ta [oTOBWIA Nikapcbknii 3aci6. KOHTpob roToBOro
XiMiuHi meToan nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
KOHTPO/I0) roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHUX METOAax BUNPOOYBaHHS) - 3MiHU [0
mMeToAy BUNpobyBaHHSA /13 3a NOKa3HUKOM
«lgeHTudpikauis Amnogunidy, BancaprtaHy Ta
rigpoxnopoTiasngy metogom TLUX» - He3HauHi 3miHM B
ymMoBax xpomartorpadyBaHHsa Ta NpuroTyBaHHs
CTaHZapTHOro Ta B1NpPoGyBaHOro PO34MHIB ANs
NOKPALLEHHS PO3iNEHHS HA NNACTUWHI; 3MiHK | Tuny -
3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y MeToax
BMNPOBYBaHHSA rOTOBOrO /liKApCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAXEHNX METoAax
BUMNPOOBYBaHHS) - 3MiHW O METOAMKN BUNPOOYBaHHS
['N13 3a noka3HukoM «CynyTHI AOMIlWKM BancaptaHy Ta
rigpoxnopoTiasnay» - 36iNblEeHHS 06’EMY iHXEKLT
PO3YMHIB A/151 NONETLLEHHS JOCATHEHHSA BKa3aHNX
KpuTepii NPUAHATHOCTI ANA BU3HAYEHHS NpuaaTHOCTI
cuctemm
233. | KO-BAnoain TabneTkun, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/17875/01/02
NNiBKOBOIO HoBso mecTo mecTo, C/ioBeHist TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuit 3aci6. peyenmom

o60noHkoto, no 10
Mr/160 mr/12,5 mr; no
10 TabneTok y
6nicTepi, no 3 abo no
9 6nicTepiB y KOpobLi

(BMpPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTpONb
cepii (Tinbkv i3nyHi
Ta XiMiyHi meToan
KOHTPONI0);
KeMilicbKi IHCTUTYT,
LieHTp 3a
Banigaviicke

KoHTpo:b rotoBoro fikapcbkoro 3acoby. 3MiHa y
MeTofax BUNPOo6yBaHHS rOTOBOIO JliKapCbKOro 3acoby
(iHWi 3MiHW y MeTogax BUNpobyBaHb (BKIOYaUn
3aMiHy abo JONOBHEHHS)) - 3MiHW 40 METOANKN
BMNPO6YBaHHsA /13 3a NOKa3HUKOM «PO3UMHEHHS
am1oaMnMiHy», WO 06YMOB/IEHO 3MIHOK KifbKOCTI
cyphaktaHTy Tween 20 3 0,25 % g0 0,5 %. BBefeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS;
3MiHM | TURY - 3MiHK 3 AKOCTI. FOTOBWIA NiKapPCbKWiA
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
y MeTogax BunpobyBaHHSA roToBOro NikapCbKoro
3ac006y (iHWi 3MiHM Y MeTodax BUNPobyBaHb
(BKOYAKOUM 3aMiHy ab0 [OMOBHEHHS)) - 3aMiHa
3aTBEpPKEHOro MeToay BunpobysaHHs 13 3a
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
TEXHOSOTIE iH nokasHukoMm «CynpoBigHi AOMILLKM AMIOANMIHY»
aHanitiko (LUBTA), MeTogom BEPX, ockiflbkn BUSIBUNOCH, WO cUCTEMy
CnoBeHisa (KOHTPONb NpUAATHOCTI BXKO OLHWTY LLOAO NMOKA3HWKIB
cepii (Tinbku i3nyHi CniBBiAHOLIEHHS curHan/lwym Ta koedilieHT cumeTpil
Ta XiMiYHi meToau amnoauniHy Ta gomiwwku D. HoBuin meTon
KOHTpOnNo); NlabeHa BiAPI3HAETbCA XpomaTorpadiuHMmMmn ymoBamm 1a
4.0.0., CrnoseHis NpUroTyBaHHAM BUNPOGYBAHOIO PO3YMHY Ta PO3UNHY
(koHTpONb cepii NOpPiBHAHHSA. BBEAEHHA 3MiH NPOTArom 6-Tu MicsiLiB
(TinbKM dhisnyHi Ta nicns 3aTBeppkeHHs; 3mMiHun | Tuny - 3MiHW 3 AKOCTI.
XiMiuHi meToan [oTOBWIA Nikapcbkunii 3aci6. KOHTpob roToBoro
KoHTpont); HN30X nikapcbKoro 3acoby. 3mMiHa y MeToAax BUnpobyBaHHs
(HaujoHanbHi roTOBOrO JlikapcbKoro 3acoby (HesHayHa 3miHa y
naboparopis 3a 3aTBEPMXEHUX MeToAax BUNPoOyBaHHS) - 3MiHU [0
34paB'e, OKOSE iH mMeToay BunpobyBaHHs /13 3a NOKa3HWKOM
XpaHo), CnoseHis «lgeHTudpikauis Amnogunidy, Bancaprtany Ta
(koHTponb cepii rigpoxnopoTiasugy Mmetogom TLUX» - He3HauHi 3miHM B
(TiNbKM hiznyHi Ta yMoBax XxpoMaTorpadyyBaHHs Ta NpuroTyBaHHs
XiMiuHi meToan CTaHAAapTHOro Ta BUNPO6yBaHOro po3yvHIiB ANS
KOHTpPO/II0) NoKpaLleHHs PO3/iMeHHS Ha NIACTUHI; 3MiHW | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOOYBaHHS) - 3MiHW 40 METOAMUKN BUNPODOYBaHHSA
N3 3a nokasHukom «CynyTHi foMmilku BancaptaHy Ta
rigpoxnopotiaangy» - 36i/bLLEeHHS 06'eMY IHXeKLT
PO34MHIB /19 NONETLLEHHS OCATHEHHS BKa3aHuX
KpuTepii NPUAHATHOCTI ANS BU3HAYEHHS NpuaaTHOCTI
cuctemm
234. | KO-BAnoain TabneTku, BKpUTI KPKA, a.4., CnoBeHis KPKA, 4.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHN | 3a UA/17875/01/03
NNiBKOBOIO HoBo mecTo mMecTo, CrioBeHist TUMY - 3MiHW 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom

060/10HKO10, No 10
Mr/160 mr/25 mr; no 10
Tabnetok y 6nictepi,
no 3 a6ono9
6nicTepis y KOpoobLi

(BUPOBHMLTBO in
bulk, nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis (KOHTPONb
cepii (TiIbKN di3nYHi
Ta XiMiuHi meToau
KOHTPONI0);
KeMilicbki IHCTUTYT,
LleHTp 3a
Banigaviricke
TEXHOJIOTIE iH
aHaniTiko (LIBTA),

KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHWi 3MmiHM y MeTogax BUNpobyBaHb (BKIOYaKUN
3amiHy ab0 [OMOBHEHHS)) - 3MiHU 40 METOAMKM
BMNpo6yBaHHA /13 3a Noka3HNKOM «PO34YMHEHHS
am1o0auniHy», Wo 06yMOB/IEHO 3MIHOK KisTbKOCTI
cypthaktaHTy Tween 20 3 0,25 % 10 0,5 %. BBefeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMKEHHS;
3MiHM | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3miHa
y MeTogax BUnpobyBaHHS rOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHM y MeToAax BUNPOGyBaHb
(BKtOYaKOUM 3aMiHy ab0 [ONOBHEHHS)) - 3aMiHa
3aTBEpPAKEHOro Metoay BunpobysaHHA MN13 3a
NOKa3HNKOM «CynpoBifHI AOMIWKN AMIOAUMIHY>»
MeToaom BEPX, 0CKi/lbku BUSIBUNOCh, LWLO cUCTEMY




133

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
CnoBeHis (KOHTPO/b NpUAATHOCTI BXKO OLHWTY LLOAO NOKa3HUKIB
cepil (TiIbkU di3nYHi CNiBBiAHOLUEHHS CUTHa/LLIYM Ta KoeqiLieHT cumeTpil
Ta XiMiuHi meToan amnoauniHy Ta gomiwkun D. HoBuin meTtog
KOHTpono); NlabeHa BiApi3HAETbCS XpomaTorpadiyHMMn yMoBamm 1a
4.0.0., CnoseHis NpUroTyBaHHSM BUNPOGYBAHOIO PO3YMHY Ta PO3UNHY
(koHTponb cepii NOPIBHAHHSA. BBEAEHHSA 3MiH NPOTArom 6-Tu MicAliB
(TinbKM QhiznyHi Ta nicns 3aTBepmKeHHs; 3MiHun | Trny - 3MiHW 3 AKOCTI.
XiMiYHi meToau [oTOBWIA NikapcbkuMii 3aci6. KOHTpoib roToBOro
KOHTponto); HN30X nikapcbKoro 3acoby. 3miHa y MeToAax BUNpobyBaHHSA
(HaujoHanbHi roTOBOrO JlikapcbKoro 3acoby (HesHauHa 3miHa y
naboparopis 3a 3aTBEPKEHNX MeToax BUNPO6YBaHHS) - 3MiHU 0
3pas'e, OKONE iH meToAy BunpobyBaHHA 13 3a NOKa3HUKOM
XpaHo), CnoBeHis «lgeHTudikauisa Amnogunidy, Bancaprtany Ta
(koHTpONb cepii rigpoxnopotiazngy metogom TLUX» - He3HauHi 3MiHM B
(TinbKM dhisnyHi Ta ymMoBax XxpomarorpadyBaHHs Ta npuroTyBaHHs
XiMiuHi meToan CTaHAAapTHOro Ta BUNPO6YBaHOro pPo3yvHIB ANS
KOHTPO/I0) NOKPALLEHHS PO3iINEHHS HA NNACTUHI; 3MiHW | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOIO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEpPAKEHUX MeTohax
BMNPOOYBaHHS) - 3MiHW 40 METOAMKN BUNPODOYBaHHS
['N13 3a nokasHukoM «CynyTHI AOMILLKK BancaptaHy Ta
rigpoxnopoTiaangy» - 36i/bLLEHHS 06'EMY iHXEKLiT
PO3YMHIB A/151 NONETLLEHHS JOCATHEHHSA BKa3aHNX
KpuTepii NPUAHATHOCTI 419 BU3HAYEHHSA NpuaaTHoCTI
cmcTemu
235. | KOFHIMET TabneTku, BKpUTI [O-p Peppj'c IHAjA O-p Peppi'c IHAjA BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 3a UA/17531/01/01
NNiBKOBOIO Nab6opatopic Na6opaTopic /T4, TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
060/10HKOt0, Mo 10 wmr, nrp, thapmakoHarnagy (iHwi 3MiHW) - 3aTBEPAXEHHS
no 60 TabneTok y a/lbTEPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
KOHTeliHepi, no 1 NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MKHAPOAHUX
KOHTeliHepy B no3HayYeHb OAVHULb BUMIPOBaHHS
KapTOHHIA KopooLi
236. | KO-QUPOTOH® | Tabnetkn, 10 mr/12,5 BAT "lefeoH | YropluHa KOHTPO/Ib AKOCTI Ta Monbwal/ BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/8634/01/01
mr, no 10 TabneTok y PixTep" BUMYyCK cepii: TOB YropLumHa TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom

6nictepi, no 1 a6o 3
6nicTepn y KapTOHHIl
ynakosLi

"'epeoH PixTep
Monbwa”, MonbLua;
BMPOGHMLITBO
Hepo3gracoBaHol
npoaykuii, nepBrHHa
ynakoBka, BTOPUHHA
ynakoska: TOB
"'epeoH Pixtep
Monbwa”, MonbLua;
BMNyCK cepii: BAT
"leneoH Pixtep",

hapMakoHarnagy (iHwi 3MiHK) - OHOBMIEHHS TEKCTY
MapKyBaHHS! yakoBKU NikapcbKoro 3acoby 3
BHECEHHSAM iH(hopmaLii LLOAO 3a3HAYEHHS OAUHULIb
BUMIPIOBaHHs y cuctemi Sl. 3amiHa rpaduiyHoro
0(POPMIEHHS NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BigNOBIiAHUMUN 3MiHAMM
£o posginiea MKA /13 (po3gin «Ipacmueckoe
ochopmneHne ynakoBkm» (CooTBeTcTByeT
npeacTaB/ieHHOMY rpadmyeckoMy N306paXKeHuto
yNakoBKM) 3aMiHEHO po34inoM «MapkyBaHHs»( 3rigHo
3aTBEPKEHOIO TEKCTY MapKyBaHHs)). TepmiH
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
YropwuHa BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS
237. | KO-AUPOTOH® | Tabnetku, 20 mr/12,5 BAT "TegeoH | YropwuHa KOHTPO/Ib SAIKOCTi Ta Monbwa/ BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/8634/01/02
mr, no 10 Tabnetok y PixTep" BMNyck cepii: TOB YropwmHa MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
6nictepi, no 1 a6o no "l'epeoH Pixtep hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
3 6nictepun y Monbwa", MonbLa; MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
KapTOHHIA ynakoBL,i BMPOGHMLTBO BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHULb
Hepo3dacoBaHoi BUMIpIOBaHHs y cuctemi Sl. 3amiHa rpadpiyHoro
npoayKuii, nepBnHHa 0hopMAIEHHS NEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha
ynaKkoBka, BTOPUHHA TEKCT MapKyBaHHS yNakoBOK 3 BiMOBIiAHUMU 3MiHAMU
ynakoBka: TOB no posginis MKA N3 (po3gin «IMpadurueckoe
"lepeoH Pixtep ochopmneHve ynakoBkm»(CooTBeTCTBYET
Monbwa”, MonbLya; npeacTaBfeHHOMY rpachyeckomy N306paKeHnto
BMNycK cepii: BAT ynakoBKM) 3aMiHEHO po3ainoM «MapkyBaHHs»( 3rigHO
"lepeoH Pixtep", 3aTBEPKEHOr0 TEKCTY MapkyBaHHs)). TepMiH
YropwuHa BBEEHHS 3MiH NMPOTAroM 6 micAuiB nicns
3aTBEPAXKEHHS
238. | KONXIKYM - TabneTkn, BKPUTI dapmacenekt ABCTpisi FaynT ®apma HimeuunHa/ BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/14633/01/01
ANCNEPT o60onoHkoto, no 0,5 mr; IHTepHeLwHN BynbgiHr M'm6X, ABCTpIs MRy - 3MiHW Woao 6e3nekn/eddeKTMBHOCTI Ta peuyenmom
no 20 a6o no 25 BeTeniraHrs HimeuunHa hapmakoHarnagy. BeegeHHa abo 3miHu o
TabneTtok y 6nictepi; 6X (BUpOGHWMK N3, y3araJlbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
no 1 6nictepy B nepBuHHe (BBEAEHHS y3araslbHEHNX AaHUX NPo cucTemy
KapTOHHIA KopooLi nakyBaHHs, hapmMakoHarnagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
BTOPWHHE Bi4NOBIAA/IbHOI 3a 3AiCHEHHST hapMakoHarnsagy;
nakyBaHHs); KOHTaKTHOi 0c0obu 3 chapMakoHarnagy 3asBHuKa ans
Papmacenekrt 3pjiicHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
IHTEepHeLHN BigMiHHa Bij, yNOBHOBaXKEHOI 0CO6M, BifnoBigabHOI
BeteniraHra MméX, 3a 3gjlicHeHHs hapmakoHarnsgy (Bkioyakyn
ABCTpIsi (KOHTPO/Ib KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
sKocTi 13, Bunyck (paiina cuctemu chapmakoHarnsgy) - 3mMiHa KOHTakTHOT
cepii) 0cobu yNnoBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa/bHOI 3a thapmakoHarnsag B YkpaiHi.
MponoHoBaHa pefakuis: Benbrow CsitnaHa
MukonaiBHa. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOT
0Cco6M YyNOBHOBaXKEHOI 0CO6Y 3asiBHUKA,
BignoBiga/IbHOI 3a dhapmakoHarnsg B YKpaiHi
239. | KOPOAPOH® Tabnetku no 200 wmr; TOB "CaHothi- | YkpaiHa CaHodpi BiHTpon PpaHuis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/3683/02/01
Ne 30 (10x3): no 10 ABeHTiC IHpacTpia, ®paHuis; YropLumHa TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi; YkpaiHa" XIHOIH 3aBog hapmakoHarnsgy (iHwi 3MiHu) - 3amiHa po3ainy

no 3 6nictepu B
KapTOHHIiA Kopobuyj; Ne
30 (15x2): no 15
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

dapmMaleBTUYHUX Ta
XimiyHux MpoaykTis
Mpaisit Ko. /T4,
Mignpremctao 2
(nignpuemcTeo
Bepeweabxas),
YropLumHa

“TPA®NYECKOE OPOPM/IEHME YNAKOBKU” Ha
“MapkyBaHHs" B 3aTBepmKeHnx MKA J13.
3anponoHosaHo: MapkyBaHHA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHSA. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKM NiKapCbKoro 3acoby 3
BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULB
BMMIpIOBaHHA y cucteMi Sl. BBeieHHs 3MiH NpoTArom
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

6-TV MicALiB NiCNSA 3aTBEPKEHHS

240.

KOPIMPEH 10
Mr/10 Mr

TabneTtkn, BKPUTI
NNiBKOBOO
o6onoHKoto, 10 Mr/10
Mr no 14 TabneTok y
6nictepi; no 1, 2 abo 4
6nicTepy y KapTOHHI
Kopobui

Pekoppaarti
Ainenp Ntg

IpnaHgais

Pekoppaarti IHaacTpia
Ximika e
dapmacesTika C.n.A

ITanis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TUMY - 3MiHK 3 AkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BUTYYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
hapmakonei: ana Adl; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkii thapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBepXeHOro BUPOGHUKa
MopaHHA OHOBNEHOrO cepTudikaTa BignNoBiAHOCTI
€poneiicbkili hapmakonei gns APl Enananpuny
manear Bif, BXe 3aTBepkeHoro BupobHuka DR.
REDDY’S LABORATORIES LIMITED, India;
3anponoHoBaHo: R1-CEP 2002-076-Rev 05; 3miHu |
THny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOIO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/nPOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[0MOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
Bifl y)Xe 3aTBepKeHOoro BUpobHuka MogaHHs
OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI €EBponeichkiii
thapmakonei gna A®l EHananpuny masnear Bif, Bxe
3aTBepAxeHoro Bupo6Hrka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China, Ta 3miHa
BnacHuka CEP(3 AZELIS DEUTSCHLAND PHARMA
GMBH Ha ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.); 3anponoHoBaHo: R1- CEP 2000-053-Rev
04

3a
peyenmom

UA/11927/01/01

241.

KOPIMPEH 10
Mr/10 Mr

TabneTku, BKPUTI
NAiBKOBOO
o6onoHkoto, 10 mr/10
Mr no 14 TabneTtok y
6nictepi; no 1, 2 abo 4
61icTepy y KapTOHHiN
Kopo6ui

Pekoppaarti
Ainexg Ntp,

IpnaHgis

Pekoppaarti IHgacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK |
TUMY - 3MiHK 3 AKOCTi. A®l. BUpobHULTBO. 3MiHA
po3mipy cepii (Bktoyatoun gianasoHn) Adl abo

NPOMDKHOTO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLIECI

BMpo6HULTBA AP (36ibLIEeHHS [0 10 pasis NOPiBHAHO

i3 3aTBEpPAKEHUM PO3MIPOM) - 306i/TbLUEHHST PO3MIpY

cepii B 1,5 pa3u npomMixxHoro npoaykty REC 15/2375-

3a
peyenmom

UA/11927/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

07 onA ctagii 3 y npoueci BUpobHMLTBA Aitoyol
pevoBUHM NepkaHiamniny rigpoxniopuay - Recordati
Industria Chimica e Farmaceutica S.p.A., ITanis

242,

KOPIMPEH 20
Mr/10 Mr

TabneTku, BKpUTI
NiBKOBOO
060s10HKot0, 20 Mr/10
Mr no 14 TabneTtok y
6nictepi, no 1, 2 abo 4
611icTepy y KapTOHHiN
Kopoobui

Pekoppaarti
Ainenp Ntg

IpnaHgis

Pekopgarti IHoacTpia
Ximika e
dapmacesTika
C.nA.

ITanisa

BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK |
TMny - 3MiHK 3 KocTi. CepTudikaT BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI €BpPONenchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI abo
BUTyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
cthapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bifl y)Ke 3aTBEep)KEHOro BUPOBHMKa
[MogaHHA OHOBIEHOTO cepTudlikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei gnst A®| EHananpuny
Masiear Bif, BXe 3aTBepKeHoro BupobHuka DR.
REDDY'S LABORATORIES LIMITED.
3anponoHoBaHo: R1-CEP 2002-076-Rev 05; 3MiHK |
Tnny - 3MiHK 3 sKocTi. CepTudikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BignoBigHOCTI abo
BUTYYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
hapmakonei: ana Adl; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignNoBigHOCTI
€Bponeiicbkii thapmakonei) - OHOBNeHW cepTuddikat
Bif} y)ke 3aTBepAXeHoro BupobHuka MogaHHs
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponelickkiii
thapmakonei gna A®| EHananpuny maneart Bif Bxe
3aTBepaxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China Ta 3miHa
BnacHuka CEP(3 AZELIS DEUTSCHLAND PHARMA
GMBH Ha ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.); 3anponoHoBaHo: R1- CEP 2000-053-Rev
04

3a
peyenmom

UA/11927/01/02

243.

KOPIMPEH 20
Mr/10 Mr

TabneTku, BKpUTI
NAiBKOBOO
o6onoHkoto, 20 mr/10
Mr no 14 TabneTtok y
6nictepi, no 1, 2 abo 4
61icTepy y KapTOHHiN
KopooLi

Pekoppaarti
Ainexg Ntp,

IpnaHgis

Pekoppaarti IHgacTpia
Ximika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK |
TUMY - 3MiHK 3 AKOCTi. A®l. BUpobHULTBO. 3MiHA
po3mipy cepii (Bktoyatoun gianasoHn) Adl abo

NPOMDKHOTO NPOAYKTY, AKWIA 3aCTOCOBYETLCA Y NPOLIECI

BMpo6HULTBA AP (36ibLIEeHHS A0 10 pasis NOPIBHAHO

i3 3aTBEpPAKEHUM PO3MIPOM) - 306i/TbLUEHHST PO3MIpY

cepii B 1,5 pa3u npomixHoro npoaykty REC 15/2375-
07 ana ctagii 3 y npoueci BMpobHULTBa Aitoyol

3a
peyenmom

UA/11927/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

peyYoBUHM NepkaHiguniHy rigpoxnopugy - Recordati
Industria Chimica e Farmaceutica S.p.A., ITanis

244,

KOPIMPEH 20
Mr/20 M

TabneTku, BKpUTI
NiBKOBOO
060s10HKot0, 20 Mr/20
Mr no 14 TabneTtok y
6nictepi; no 2 a6o 4
611icTepy y KapTOHHiIN
KopoobLi

Pekopparti
AineHp N1a,

IpnaHgais

Pekopgarti IHoacTpia
Ximika e
dapmacesTika C.n.A

ITanisa

BHECEHHS 3MiH [0 peecTpauiiiHuXx maTepiasnis: 3MiHN |
TMny - 3MiHK 3 gKocTi. CepTudikaT BignosigHOCTI/lE-
cepTugikaT BiANOBIAHOCTI €BpPONenchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI abo
BUTyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
cthapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPMCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bifl y)Ke 3aTBEep)KEHOro BUPOBHMKa
[ogaHHA OHOBEHOTO cepTudlikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei gnst A®| EHananpuny
Masiear Bif, BXe 3aTBepKeHoro BupobHuka DR.
REDDY’'S LABORATORIES LIMITED.
3anponoHoBaHo: R1-CEP 2002-076-Rev 05; 3MiHK |
Tnny - 3MiHK 3 sKocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBpoNenchkiii
thapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
dhapmakonei: ana Adl; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BigNoBIigHOCTI
€Bponeiicbkii hapmakonei) - OHOBNeHWn cepTuddikat
Bif] y)Xe 3aTBepKEHOro BUPOGHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponelickkiii
thapmakonei gna A®| EHananpuny maneart Bif Bxe
3aTBepaxeHoro BupobHnka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD., China Ta 3miHa
BnacHuka CEP(3 AZELIS DEUTSCHLAND PHARMA
GMBH Ha ZHEJIANG HUAHAI PHARMACEUTICAL
CO., LTD.). 3anponoHoBaHo: R1- CEP 2000-053-Rev
04

3a
peyenmom

UA/11927/01/03

245.

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOIO

060/10HKO, 320
mr/12,5 mr no 10

AT "dapmak”

YKpaiHa

AT "®dapmak”
(chacyBaHHs Ta
nakyBaHHs 3 in bulk
hipMUn-BMPOGHMKa

YKpaiHa

BHeceHHs 3MiH 10 peecTpaviiiHix matepianis: 3MmiHu |
TUny - 3MiHK 3 akocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuyudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo

Tabnetok y 6nictepi; BankaHtapma BWXiAHUIA/NPOMIXHWIA NPOAYKT/peareHT, Wwo
no 3 abo 6 6riictepiB y OynHuus AT, BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuuTea AdI
EGI Bonrapisi) (mopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT

3a
peyenmom

UA/14295/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
peyoBUHM 6i0N0riYHOro abo IMyHOsOriYHOr0
NOXOKEHHS) NapameTpa cneuundikadii 3 BignosigHUM

MEeTOA0M BUMPOGYBaHHS 3a pesybTatamu
JocnimpKeHb 3 6e3mnekn abo AKOCTI) - J0AABaHHSA Y
cneumaikalito 4ito4oi pevyoBUHN FreHOTOKCUYHNX
nomiwok N-HiTpocogimeTunamiy Ta N-
HITpOCOAieTUNaMIH BigNOBIAHO fO pekoMeHaauil
EMA. 3miHn | TMny - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCH Y BUpOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponelicbkiin hapmakoner) - HoBuiA cepTudikar Big,
HOBOro BUPO6HMKa (3amiHa abo [AOMOBHEHHS) -
NnoAaHHA HOBOTO cepTudikaTy BifnoBiAHOCTI
€poneiicbkili hapmakonei RO-CEP 2012-338-Rev 02
Bif HOBOro BMpo6HuKa Divi's Laboratories Limited —
Unit I, India gjto4oi pe4yoBuHM BasicapTaH
(3aTBEpMXEHO: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi's Laboratories Limited — Unit Il,
India). 3miHu | TNy - 3miHK 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€poneiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BifgnoBigHOCTI
a60 BuUyYeHHs cepTudiikarta BiANOBILHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BVKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTy BifNOBIAHOCTI EBPONECHKIi
thapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepmKeHoro BMpo6Huka Divi's Laboratories Limited
— Unit Il, India gitouoi peyoBnHM BasicapTaH
(3aTtBepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHoBaHo: R1-CEP 2012-338-Rev 00). 3miHu |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo

BUXIGHWIA/MPOMDKHWI NpoAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y Npoueci BUpobHuutea AdI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
(nopaBaHHS abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6ioNOriYHOro abo IMyHOOrNYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTatamm
pocnimpkeHb 3 6e3neky abo AKOCTI) - AoAaHHA B
cneumdikauiio A®| BancaptaH 4BOX AOAATKOBUX
reHOTOKCUYHMX AOMILLOK - N-HiTpocogimeTunamiH
(NDMA); N-HiTpocogietunamit (NDEA) 3 mexamu
BMICTY [OMILLOK, pekomeHaoBaHux EMA - BiANoBiAHO
00 oHosneHoro CEP
246. | KOPCAP® H TabneTkn, BKPUTI AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14295/01/01
NNiBKOBOO TMNYy - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHuYOoi | peyernmom
o6onoHkoto, 320 (dbacyBaHHA Ta OinbHUUI (BKNOYaoUY AibHUL Ana APl TPOMKHOIO
mr/12,5 mr no 10 nakyBaHHs 3 in bulk nNpoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI
Tabnetok y 6nictepi; hipMmn-BMPOGHMKa AN NPOBEAEHHS MakyBaHHS, BUPOOHMKa,
no 3 a6o 6 6nictepis y Bankandapma BiANOBIAa/IbHOrO 3a BUNYCK CEpIii, MicLie NpoBeAEeHHS
nauui OynHuus AT, KOHTPO/I0 cepii) abo nocTavasibHyKa BUXIGHOTO
Bonrapis) marepiany, peareHTy abo A0NOMIXHOI peYOBUHN
(AKLL0 3a3HAaYEHO Y OCbE)
BW/IyYEHHS1 BUpOOHMKa NpogykTy in bulk - Aktasic
Nita., ManbTa Ta 3MiHU BHECEHI B IHCTPYKLi0 4115
MeAMYHOro 3actocysaHHs /13 y p. "Ynakoska"
247. | KOPCAP® H TabneTkun, BKPUTI AT "®apmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/14294/01/02
NNiBKOBOIO (dbacyBaHHA Ta TVNy - AGMIHICTPATUBHI 3MiHW. Buny4yeHHs1 BUPOGHMYOI | peyernmom
o60noHkoto, 320 mMr/25 nakysaHHs 3 in bulk OinbHUUI (BKNOYa0UY AibHULE Ana APl TPOMKHOIo
Mr no 10 TabneTok y hipM-BUPOBHMKA npoayKTy abo roToBOro NikapCcbKoro 3acoby, AifbHUL
6nicTepi; no 3 abo 6 BankaHdapma [0)151 NPOBEA,EHHS NaKyBaHHS, BUPOOHMKA,
6nicTepiB y navui OynHuus AT, BiANOBIAa/IbHOrO 3a BUNYCK CEpIii, MicLie NpoBeAEeHHS
Bonrapis) KOHTPO/H0 cepii) abo nocTavasibHYKa BUXIGHOTO
MaTepiany, peareHTy abo fOMOMIKHOI peHOBUHM
(AKLLO 3a3HaYeHO Y [OCLE) - BUSTYYEHHS BUPOGHMKa
npoaykty in bulk - Aktasic /1Ta., Manbta
248. | KOPCAP® H TabneTku, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/14294/01/01
nNiBKOBOIO (dbacyBaHHA Ta TUNYy - AOMIHICTPaTUBHI 3MiHW. Buny4yeHHs BUPOGHUYOT | peyernmom
o060noHkoto, 160 nakyBaHHs 3 in bulk AinbHUUI (BKAOYatoumn AinbHuui ana A®l, npomixHoro
mr/12,5 wr, no 10 hipM-BUpPOGHMKa npoaykTy abo roToBOro nikapcbKoro 3aco6y, AifbHuULI
Tabnetok y 6nictepi; BankaHdapma 0N NPOBEAEHHS NakKyBaHHS, BUPOOHMKa,
no 3 abo 6 6nictepis y [Oynuuus AT, BifiNOBIAaIbHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
nauuj Bonrapis) KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOTO
mMaTtepiany, peareHTy abo [OMNOMDKHOI pe4oBUHU
(AKLLLO 3a3HAYEHO Y [OCbE) - BUNYYEHHS BUPOOHUKA
npoaykTy in bulk - Aktasic JItg., ManbTa
249. | KOPCAP® H TabneTkn, BKPUTI AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14293/01/01
NAiBKOBOO (chacyBaHHs Ta TMNYy - AQMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHWYOi | peyernmom

060/10HKOI0, 80
mr/12,5 wr, no 10
TabneTtok y 6nictepi;
no 3 abo no 6

nakyBaHHs 3 in bulk
hipm-BUPOBHMKA
BankaHdapma
AynHuus AT,

AinbHUUI (BkAoYatoumn ainbHuui ana A®l, npomixHoro
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI
1151 NPOBEAEHHSA NakKyBaHHS1, BUPOGHUKA,
Bif4noBigasIbHOro 3a BMMNYCK Cepiii, MicLie NpoBeAeHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6nicTepiB y navui Bonrapis) KOHTPO/IH0 cepii) abo nocTavasibH1Ka BUXigHOrO
mMaTtepiany, peareHTy abo fOMNOMDKHOI pe4OBUHU
(AKLLLO 3a3HAaYEeHO Y OCbE) - BUYYEHHS BUPOOHUKA
npoaykTy in bulk - Aktasic JItg., ManbTa
250. | KOPCAP® H TabneTtkn, BKPUTI AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/14293/01/02
NNiBKOBOO (chacyBaHHs Ta UMYy - AGMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpobHuUYOi | peyernmom
060/10HKO0, 160 nakyBaHHs 3 in bulk OinbHUUI (BKNOYaUY AibHUL Ana APl TPOMKHOIo
Mmr/25, mr no 10 ipm-BUPOBHMKA nNpoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHULI
Tabnetok y 6nictepi; BankaHtapma AN NPOBEAEHHS MakyBaHHS, BUPOOHMKa,
no 3 abo no 6 OynHuus AT, BiANOBIAa/IbHOrO 3a BUNYCK CEpIii, MicLie NpoBeAEeHHS
6nictepiB y nauui Bonrapis) KOHTPO/I0 cepii) abo nocTavasibHyKa BUXIGHOTO
mMaTepiany, peareHTy abo fOMOMIKHOI peHOBUHM
(AKLLO 3a3HaYeHO Y [OCLE) - BUSTYUYEHHS BUPOGHNMKa
npoaykty in bulk - Aktasic JItg., ManbTa
251. | KOPCAP® H TabneTkn, BKPUTI AT "dapmak" YkpaiHa BankaHdapma Bonrapis BHeceHHs1 3MiH 40 peecTpaviiHnx maTtepiasiB: 3MiHu | - UA/14290/01/01
NNiBKOBOIO OynHvus AT TUny - 3MiHK 3 AKocTi. APl KoHTposnb A®L. 3miHa y

060/10HKO10, 160
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HA4YeHUX y cneyudpikauisx Ha Adl, abo
BVIXiHUIA/NPOMIXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTea A®I
(aopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0N0riYHOro abo iMyHOsOriYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTatamu
AocnimpkeHb 3 6e3nekn abo SKOCTI) - J0AaBaHHSA Y
cneumaikalilo 4io4oi pevyoBUHN FreHOTOKCUYHNX
LOMILWOK N-HiTpocogimeTuiamiH T1a N-
HiTpOCOAieTUNaMIH BigNOBIAHO [0 pekoMeHaauil
EMA. 3miHu | Tuny - 3miHK 3 akocTi. CepTuddikar
BignosigHocTi/IE-cepTudikart BignosigHocTi
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HoBOro abo OHOBMIEHOro cepTudikata BifgnoBigHOCTI
ab60 BUIyYeHHs cepTuduikaTta BignoBigHOCTI
€Bponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BUKOPWCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
[0MNOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€sponelicbkili hapmakoner) - HoBwii cepTudikar Big,
HOBOr0O BMPOGHMKA (3aMiHa ab0 [OMOBHEHHS) -
noJiaHHa HOBOro cepTudpikarty BignoBigHOCTI
€Bponeiicbkili hapmakonei RO-CEP 2012-338-Rev 02
Bif, HOBOro BMpo6Huka Divi's Laboratories Limited —
Unit Il, India gito4oi pe4oBuHW BasicapTaH
(3aTBEpAXeHO: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi's Laboratories Limited — Unit Il,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

India). 3miHu | TMNy - 3miHK 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€poneiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BifgnoBigHOCTI
a60 BUIyYeHHs cepTudiikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTy BifNOBIAHOCTI EBPONECHKIi
thapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepmKeHoro BMpo6Huka Divi's Laboratories Limited
— Unit Il, India gitouoi peyoBnHM BanicapTaH
(3aTtBepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHoBaHo: R1-CEP 2012-338-Rev 00). 3miHu |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHM 6IOAOTIYHOTO abo IMYyHO/IOTYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTatamm
pocnigpkeHb 3 6e3nekn abo AKOCTi) - A0AAaHHA B
cneuudikauiio A®| BancapTaH ABOX AOAATKOBUX
reHOTOKCUYHUX AOMILOK - N-HITpocogimeTunamin
(NDMA); N-HiTpocogieTunamin (NDEA) 3 mexamu
BMiCTy [OMILLOK, pekoMmeHAoBaHux EMA - BiANoBigHO
00 oHosneHoro CEP.

252,

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, 320 Mr/25
mr; in bulk: no 10 kr
TabneTok y millkax

AT "®apmak”

Ykpaina

BankaHdapma
AynHnua AT

Bonrapis

BHeceHHs 3MiH [0 peecTpaviitHux maTepianis: 3miHu |
TUny - 3MiHK 3 AkocTi. AP KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNoriYHOro abo iIMyHOsOriYHOro
NOXOMKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesynbTatamu
[ocnimpKeHb 3 6e3nekn abo AKOCTI) - J0AaBaHHSA Y
cneumaikalito 4io4oi pevyoBUHN FreHOTOKCUYHNX
nomiwok N-HiTpocogimeTunamid Ta N-
HITpOCOAieTUNaMIH Bi4NOBIAHO A0 pekoMeHaauil
EMA. 3miHn | TMny - 3MiHK 3 aKocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTI

UA/14290/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BigNOBIAHOCTI

abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponelicbkiin hapmakonei) - HoBuiA cepTudikar Big,
HOBOro BMPO6HMKa (3amiHa abo [AOMOBHEHHS) -
NnoAaHHA HOBOTO cepTudikaTy BifnoBiAHOCTI
€poneiicbkili hapmakonei RO-CEP 2012-338-Rev 02
Bif HOBOro BMpo6HuKa Divi's Laboratories Limited —
Unit 1, India gjto4oi pe4yoBuHM BasicapTaH
(3aTBEpAXEHO: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi's Laboratories Limited — Unit Il,
India). 3miHu | TMNy - 3miHK 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€poneiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BifgnoBigHOCTI
a60 BUIyYeHHs cepTudiikarta BiANOBILHOCTI
€sponelicbkin dhapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTy BifNOBIAHOCTI EBPONECHKIi
thapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepmxeHoro BMpo6Huka Divi's Laboratories Limited
— Unit Il, India gitouoi peyoBnHM BanicapTaH
(3aTtBepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHoBaHo: R1-CEP 2012-338-Rev 00). 3miHu |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(oopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyYoBMHM 6IOAOTIYHOTO abo IMYyHO/IOTYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTaramm
pocnigpkeHb 3 6e3nekn abo AKOCTi) - A0AAaHHA B
cneuudikauiio A®| BancapTaH ABOX AOAATKOBUX
reHOTOKCUYHUX AOMILIOK - N-HITpocogimeTunamin
(NDMA); N-HiTpocogieTunamin (NDEA) 3 mexamu

BMICTY AOMILLOK, pekoMeHAoBaHux EMA - BiANoBigHO
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

00 oHoBneHoro CEP.

253.

KOPCAP® H

TabneTtkn, BKPUTI
NNiBKOBOK
060/10HKOW, 320
mr/12,5 mr no 10
TabneTtok y 6nictepi;
no 3 a6o 6 6nictepiB y
nauui

AT "®dapmak”

YKpaiHa

AT "®dapmak”
(chacyBaHHs Ta
nakysaHHs 3 in bulk
hipmn-BMpoBOHUKA
BankaHdapma
AynHnua AT,
Bonrapis)

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu |
Tnny - 3MiHK 3 sKocTi. CepTudikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BUTYYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
hapmakonei: ana Adl; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkii thapmakonei) - OHOBNeHW cepTuddikat
Bif] y)Xe 3aTBepKEHOro BUPOGHMKA - NOAaHHSA
OHoBNeHoro CepTudikaty BiANOBIAHOCTI
€Bponeiickkin hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBeppKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®l BancaptaHy.
3MiHu | TUnNy - 3MiHK 3 AKOCTi. ADIL. KoHTpoib AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[0NyCTUMUX MEX, BUSHaYeHWX y crneumdikalisx Ha
A®I, abo BUXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNoriYHOro abo iIMyHOsOriYHOro
NOXO[KEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesynbTatamu
JocnimpKeHb 3 6e3mnekn abo AKOCTI) - J0AaBaHHS
napameTpa y crneuugikaLiio 3 BignoBigHIM METOAO0M
BUNPOBYBaHHA 4718 BU3HAYEHHS Aomilok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inbwe 0,082 ppm ans A®I BasicapTaH

3a
peyenmom

UA/14295/01/01

254,

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO0, 320
mr/12,5 wmr in bulk: no
10 kr TabneTok y
MiLLIKax

AT "®dapmak"

YkpaiHa

BankaHdapma
AynHnusa AT

Bonrapis

BHeceHHs1 3MiH 40 peecTpaviiHnx maTtepiasiB: 3MiHu |
TUny - 3MiHK 3 AKocTi. APl KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HA4YeHUX y cneyudcpikauisx Ha Adl, abo
BVIXiHUIA/NPOMIDXXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLTea A®I
(aopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0N0riYHOro abo iMyHOsOriYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignosigHNM
MeTOA0M BUNPO6YBaHHA 3a pesy/nbTaramu
focnigpkeHb 3 6e3nekn abo AKOCTi) - A0AaHHS B
cneumdikadito A®| BanicapTaH 4BOX A0AATKOBUX
reHOTOKCUYHMX AOMILOK - N-HITpocogimeTnnamin
(NDMA); N-HiTpocogietunamit (NDEA) 3 mexamu
BMICTY [JOMILLIOK, pekomMmeHA0BaHUX EMA-BIANOBIgHO
00 oHoBneHoro CEP. 3miHu | Tuny - 3MiHM 3 SIKOCTi.

UA/14292/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HoBOro abo oHOBMIEHOro cepTudiikaTa
BiANOBIAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei: ana Adl;
ANA BUXIAHOrO MaTepiasy/peareHTy/MpoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
0151 LONOMDKHOI peyoBUHM (cepTudikaT BiANoBiAHOCTI
€sponelicbkin hapmakone) - HoBuii cepTudikar Big
HOBOro BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
BBEJIeHHA HOBOrO BUPOGHUKA Ajit040i PEeHOBUHM
Valsartan Divi's Laboratories Limited (Unit-II), IHgis B
AKOro HassBHUIA CepTudikaT BifgnoBigHOCTI
€poneiicbkoi ®apmakonei Ne RO-CEP 2012-338-Rev
02. 3miHun | Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOro cepTudikarta BifgnoBigHOCTI
abo BunyyeHHs ceptudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpO6HULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHoBNeHun cepTuddikat
Bif] y)Xe 3aTBepAKEHOro BUPOGHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeiichkiii
dapmakonei Ne R1-CEP 2012-338-Rev 00 ans gitouoi
peuyoBMHM Valsartan Bif BXxe 3aTBepKeHoro
BUpo6HMKa Divi's Laboratories Limited (Unit-11), IHgis.
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®l, ab0 BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(oopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHM 6IOAOrYHOTO abo IMYyHO/IOMNYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOoA0M BUNPOGYBaHHA 3a pesynbTatamm
JocnigpkeHb 3 6e3nekn abo AKOCTi) - A0AAHHSA B
cneuudikauiio A®| BancapTaH ABOX AOAATKOBUX
reHOTOKCUYHMX JoMiwoK N-HiTpocoaibyTinamiH
(NDBA); N-HiTpocomeTindeHninamit (NMPA) 3 mexamu
BMiCTY [AOMILLIOK, pekoMeHA0BaHuX EMA-BIANOBIgHO
4o oHosneHoro CEP

255.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO, 320
mr/12,5 wr in bulk: no

AT "dapmak”

Ykpaina

BankaHdapma
AynHnua AT

Bonrapis

BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu |
THny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MmoHorpadii. NogaHHs HoBOro abo

UA/14292/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

10 kr TabneTok y
MiLLIKaX

OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHUKA - NOAaHHSA
oHoBrieHoro CepTudikary BignoBiAHOCTI
€poneiicbkiii hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBepaKeHoro BnupobHmka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®| BancaptaHy.
3MiHM | TUNY - 3MiHK 3 AKOCTi. ADL. KOHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo
LONyCTUMUX MEX, BU3HAUYeHMX y creumdikalisx Ha
A®I, ab0 BUXigHWIA/NPOMXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(nopaBaHHS abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6ioNOriYHOIo abo IMyHOOMNYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTatamm
pocnimkeHb 3 6e3nekn abo AKOCTI) - AoAaBaHHsA
napameTpa y crneumdikauiio 3 BiANOBIiAHUM METOAOM
BMNPOBYBaHHA 4718 BU3HAYEHHS AoMilok NDMA 3
nimitom He 6inble 0, 3 ppm Ta NDEA 3 nimiToM He
6inble 0,082 ppm ana APl BancapTaH.

256.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, 160
mr/12,5 wr, no 10
TabneTtok y 6nictepi;
no 3 abo 6 6nictepis y
nauui

AT "dapmak”

YKpaiHa

AT "dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUpPOGHMKaA
BankaHdapma
OdynHnus AT,
Bonrapis)

YKpaiHa

BHeceHHs 3MiH 10 peecTpaviitHux maTepianiB: 3miHu |
TUny - 3MiHKU 3 AKOCTi. ADIl. KoHTponb A®L. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneumdikauisix Ha Adl, abo
BUXiZHWIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(nopaBaHHs ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6i0NOriYHOro abo IMyHOIOMNYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTaramm
pocnimkeHb 3 6e3neku abo AKOCTI) - 4oAaBaHHS Yy
cneumgikalilo 4ito4oi pevyoBUHN FrEHOTOKCUYHNX
[omiwok N-HiTpocogimeTunamid ta N-
HITpOCOAieTUNaMIH Bi4NOBIAHO [0 pekOMeHaauil
EMA. 3miHu | TNy - 3miHK 3 skocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikarta BifgnoBigHOCTI
abo BunyyeHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BUXigHoro
marepiany/peareHTy/npomikHOro NPOAyKTY, Lo

3a
peyenmom

UA/14294/01/01
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3acoby

BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakone) - HoBuii cepTudikar Big
HOBOroO BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
nofaHHa HOBOro cepTudpikaty BignoBigHOCTI
€sponeiickkin hapmakonei RO-CEP 2012-338-Rev 02
Bif HOBOro BMpo6HuMKa Divi?s Laboratories Limited —
Unit II, India gitoyoi pe4oBuHM BasicapTaH
(3aTBEepaxeHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi?s Laboratories Limited — Unit II,
India). 3miHun | TUNY - 3MiHKU 3 AKoCTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkiii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BigNoOBIAHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudikat
Bifl y>Ke 3aTBEP)KEHOro BUPOGHYMKa - NOAAHHSA
OHOBJIEHOTO cepTudikaTy BifnoBiAHOCTI EBpONECHKii
hapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepAXeHOro BupobHvka Divi's Laboratories Limited
— Unit Il, India gitoyoi peyoBuHM BasicapTaH
(3aTBepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHosaHo: R1-CEP 2012-338-Rev 00). 3miHn |
Tuny - 3MiHN 3 akocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX Y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(aopaBaHHA abo 3amiHa (3a BUHATKOM akTUBHOT
peyoBUHM 6i0N0riYHOro abo IMyHOOriYHOr0
NOXOKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOBYBaHHS 3a pesyfbTatamu
JocnigpxeHb 3 6e3nekn abo AKOCTi) - A0AAaHHSA B
cneundikauio A®I BasicapTaH ABOX 4,04ATKOBUX
FEHOTOKCUYHUX AOMILLOK N-HITpocoaibyTinamiH
(NDBA); N-HiTpocomeTindeHinamiH (NMPA) 3 mexamu
BMICTY AOMILLOK, pekoMeHAoBaHux EMA - BiANoBiAHO
0,0 oHoBneHoro CEP.

3a

UA/14294/01/02

257.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOIO

060/10HKOH, 320 Mr/25

AT "dapmak”

YKpaiHa

AT "dapmak”
(dbacyBaHHA Ta

YKpaiHa

nakyBaHHs 3 in bulk

BHeceHHs 3MiH 10 peecTpaviitHux maTepiani: 3miHu |
TMny - 3MiHKU 3 AKOCTi. APl KoHTponb A®L. 3miHa y

napameTpax cneumdikauii Ta/abo AONYCTUMUX MEX,

peyenmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

mr, no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y navui

hipM-BUpPOGHMKaA
BankaHdapma
OynHunus AT,
Bonrapis)

BM3HAYEHUX y cneumdikauisix Ha Adl, abo
BUXiHUIA/NPOMIXXHWIA NpoAYKT/pearexT, Wo
BMKOPVCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(nopaBaHHS abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6ioNOriYHOIo abo IMyHOI0MNYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTatamm
pocnimkeHb 3 6e3nekun abo AKOCTI) - 4oAaBaHHs Y
cneumaikalilo 4ito4oi pevyoBUHN FrEHOTOKCUYHNX
Jowmiwwok N-HiTpocogimeTunamid ta N-
HITpOCOAieTUNAaMIH Bi4NOBIAHO [0 pekOMeHaauil
EMA. 3miHu | TNy - 3miHK 3 AkocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MoaaHHsA
HOBOro abo OHOB/IEHOTro cepTudikarta BifgnoBigHOCTI
abo BunyyeHHs ceptudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMikHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUpOOHULTBI AdDl; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€sponelicbkin hapmakoner) - HoBuii cepTudikar Big
HOBOroO BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
nofaHHa HOBOro cepTudpikaty BignoBigHOCTI
€sponeiickkin hapmakonei RO-CEP 2012-338-Rev 02
Bif HOBOro BMpo6HuMKa Divi?s Laboratories Limited —
Unit II, India gitoyoi pe4oBuHM BasicapTaH
(3aTBEepaxeHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi?s Laboratories Limited — Unit II,
India). 3miHun | TUNY - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCH Y BUpOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudpikat
Bifl y)Ke 3aTBEP)KEHOro BUPOGHYMKa - NOAAHHSA
OHOBJIEHOTO cepTudikaTy BifnoBiAHOCTI EBpONECHKIi
thapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepAXeHOro BupobHvka Divi's Laboratories Limited
— Unit Il, India gitoyoi peyoBuHM BasicapTaH
(3aTBEepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHosaHo: R1-CEP 2012-338-Rev 00). 3miHn |
TMny - 3MiHK 3 AKocTi. A®Il. KoHTposib A®I. 3miHa y
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napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BVIXiZHWA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
pPeyYoBMHM 6IOAOTIYHOTO abo IMYyHO/IOMYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTatamm
pocnigpkeHb 3 6e3nekn abo AKOCTi) - A0AAaHHA B
cneuudikauiio A®| BancapTaH ABOX AOAATKOBUX
reHOTOKCUYHMX JoMioK N-HiTpocoaibyTinamiH
(NDBA); N-HiTpocomeTindeHninami (NMPA) 3 mexamu
BMiCTy [AOMILLOK, pekomMmeHAoBaHux EMA - BiANoBiaHO
00 oHosneHoro CEP.

258.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO, 160
mr/12,5 wr, no 10
Tabnetok y 6nictepi;
no 3 abo 6 6nictepis y
nauuj

AT "®apmak”

Ykpaina

AT "dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUpPOBHMKa
Bankandapma
OynHunus AT,
Bonrapis)

Ykpaina

BHeceHHs 3MiH [0 peecTpaviitHux maTepianis: 3miHu |
THny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/mMmoHorpadii. NogaHHs HOBOro abo
OHOBJIEHOIO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, Lo
BVMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
Bifl y>Ke 3aTBEep)KEHOro BUPO6HYMKa - NOAaHHSA
oHoBrieHoro CepTudikary BignoBigHOCTI
€poneiicbkilii hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBepaKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®| BasicaptaHy.
3MiHM | TUNYy - 3MiHK 3 AKOCTi. ADIL. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMMUX MEX, BU3HAYEHUX Y crneumdikalisx Ha
A®I, ab60 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(nopaBaHHs abo 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6i0NOriYHOro abo IMyHOIOMYHOro
NOXOPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTaramm
nocnimkeHb 3 6e3nekn abo AKOCTI) - 4oAaBaHHsA
napameTpa y crneumdikauiio 3 BiANOBIiAHUM METOA0M
BMNPOOYBaHHA 4718 BU3HAYEHHSA AoMilok NDMA 3
nimitom He 6inble 0, 3 ppm Ta NDEA 3 nimiTom He
6inble 0,082 ppm ana APl BancapTaH.

3a
peyerimom

UA/14294/01/01

259.

KOPCAP® H

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKOH, 320 Mr/25

AT "dapmak”

YKpaiHa

AT "®dapmak”
(chacyBaHHs Ta
nakyBaHHs 3 in bulk

YKpaiHa

BHeceHHs 3MiH 10 peecTpauiitHux maTepianis: 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudikar BignosigHocCTI/IE-
cepTudikaT BiANOBIAHOCTI €BpONenchKil

3a
peyenmom

UA/14294/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

mr, no 10 Tabnetok y
6nictepi; no 3 abo 6
6nicTepiB y navui

hipM-BUpPOGHMKaA
BankaHdapma
OynHunus AT,
Bonrapis)

thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
Bif] y)X€ 3aTBEPXXEHOr0 BUPOGHMKA - NOAAHHS
oHoBrieHoro CepTudikary BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe€ 3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ansa A®| BasicapTaHy.
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®I, ab0 BMXigHWA/NPOMDKHUIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
pPevYoBMHM 6IONOTIYHOTO abo IMYyHO/IOTYHOro
NOXOPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOoA0M BUNPOGYBaHHA 3a pesynbTatamm
JocnigpKeHb 3 6e3mnekn abo AKOCTI) - AoAaBaHHSA
napameTpa y crneumdikauiio 3 BiANOBiAHUM MEeTOA0M
BUNPOBYBaHHSA A8 BU3HaYeHHs aoMmiok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inblwe 0,082 ppm ans APl BancapTaH.

260.

KOPCAP® H

TabneTtkn, BKPUTI
NNiBKOBOK
060/10HKO0, 160
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

AT "®dapmak”

YKpaiHa

BankaHdapma
AynHnusa AT

Bonrapis

BHeCeHHs 3MiH 10 peecTpaLiitHux maTepianis: 3miHu |
Tnny - 3MiHK 3 aKocTi. CepTudikat BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BUTYYEHHS cepTudikaTa BignoBigHOCTI EBponeiicbkiii
hapmakonei: ana Adl; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignNoBigHOCTI
€Bponeiicbkii thapmakonei) - OHOBNeHW cepTuddikat
Bif} y)ke 3aTBEPAXEHOro BUPOBHMKA -
nofaHHsa oHoBieHoro CepTudikaty BignoBigHOCTI
€sponeiickkin hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBeppKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®l BancaptaHy.
3MiHu | TUNy - 3MiHK 3 AKOCTi. A®IL. KoHTpoib AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
O0NyCTUMUX MEX, BUSHaYeHMX y cneumndikalisx Ha

UA/14290/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

A®I, abo BMXigHWIA/NPOMKHUIA NpOAyKT/peareHT, wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(aopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT

peyoBUHM 6i0N0riYHOro abo IMyHOOriYHOr0

NOXOMKEHHS) NapameTpa cneuudikadii 3 BignosigHUM

MEeTOA0M BUMPOGYBaHHS 3a pesyfibTatamu
JocnimpKeHb 3 6e3mnekn abo AKOCTI) - J0AaBaHHS
napameTpa y crneuudikaLiio 3 BignoBigHUM MeTOA0M
BMNPOBYBaHHA 4718 BU3HAYeHHS Aomilok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inbwe 0,082 ppm ans A®I BasicaptaH

261.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO0, 320 Mr/25
mr; in bulk: no 10 kr
TabneTok y millkax

AT "dapmak”

Ykpaina

BankaHdapma
AynHnua AT

Bonrapis

BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu |
TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCSA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTuddikat
Bifl y)Xe 3aTBep)KEHOro BUPOBHYKa -
nogaHHs oHoBneHoro CepTtudikaty BiAnoBIgHOCTI
€poneiicbkilii hapmakonei R1-CEP 2010-072-Rev 01
(nonepegfHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBepaKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®| BanicaptaHy.
3MiHM | TUNYy - 3MiHK 3 AKOCTi. ADIL. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[OMYCTUMMUX MEX, BU3HAYEHUX Y crneumaikalisx Ha
A®I, ab60 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(nopaBaHHs ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6i0NOriYHOro abo IMyHOIOMNYHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTaramm
nocnimkeHb 3 6e3neku abo AKOCTI) - AoAaBaHHsA
napameTpa y crneumdikauiio 3 BigNOBiAHUM METOA0M
BMNPOOYBaHHA 4718 BU3HAYEHHSA AoMilok NDMA 3
nimitom He 6inble 0, 3 ppm Ta NDEA 3 nimiTom He
6inble 0,082 ppm ana A®Il BancapTaH

UA/14290/01/02

262.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO, 160 Mr/25
mr; in bulk: no 10 kr
TabneToK y Millkax

AT «Dapmak»

YKpaiHa

BankaHdapma
AynHnusa AT

Bonrapis

BHeceHHs 3MiH 10 peecTpaviitHux maTepianiB: 3miHu |
TMny - 3MiHK 3 aKkocTi. CepTudikar BignosigHocTI/IE-
cepTugikaT BiANOBIAHOCTI €BPONENChKIl
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJ/IEHOrO cepTudpikaTa BignosigHOCTI abo
BWIYYEHHS cepTudikaTa BifgnoBigHOCTI €Bponeiicbkii

UA/14291/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudikat
Bif y)xe 3aTBEp)KEHOro BUPOOHWKa -
noaaHHs oHoBneHoro CepTtudikarty BiAgnoBigHOCTI
€poneiicbkili hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs sepcis R1-CEP 2010-072-Rev 00) Big,
BXe€ 3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ansa A®| sasicapTaHy.
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®l, ab0 BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(oopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
pPeYoBMHM 6IOAOTIYHOTO abo IMYyHO/IOMNYHOro
NOXOPKEHHS) NapameTpa cneundikauii 3 BignoBigHNM
MeTOoA0M BUNPOGYBaHHA 3a pesynbTatamm
JocnigpKeHb 3 6e3mnekn abo AKOCTI) - A0AaBaHHSA
napameTpa y crneumdikauiio 3 BiANOBiAHUM METOA0M
BUNPOBYBaHHSA 4118 BU3HaYeHHsA aoMmiok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inblwe 0,082 ppm ans APl BancapTaH.

263.

KOPCAP® H

TabneTtkn, BKPUTI
NNiBKOBOK
060/10HKOI0, 80
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

AT «Papmak»

YKpaiHa

BankaHdapma
AynHnusa AT

Bonrapis

BHeCeHHs 3MiH 10 peecTpaLiitHux maTepianis: 3miHu |
Tnny - 3MiHK 3 skocTi. CepTudikat BignosigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponenchkiii
thapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOrO cepTudpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei: ana Adl; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)ke 3aTBEPAKEHOro BUPOBHMKA -
nofaHHsa oHoBsieHoro CepTudikaty BignoBigHOCTI
€sponeiickkin hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBeppKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®l BancaptaHy.
3MiHu | TUNYy - 3MiHK 3 AKOCTi. ADL. KoHTposib AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[0NyCTUMUX MEX, BUSHaYeHWX y crneumdikalisx Ha
A®I, abo BUXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
BVMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(8ogaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT

UA/14291/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
peyoBUHM 6i0N0riYHOro abo IMyHOsOriYHOr0
NOXOKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOGYBaHHS 3a pesybTatamu
JocnigpKeHb 3 6e3mnekn abo SKOCTI) - J0AaBaHHS
napameTpa y crneuudikaLiio 3 BignoBigHUM MeTOA0M
BUNPOBYBaHHA 4718 BU3HAYeHHS Aomilok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inbLwe 0,082 ppm ansa APl BancapTaH.
264. | KOPCAP® H TabneTku, BKpUTI AT «Papmak» Ykpaina BankaHtapma Bonrapis BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu | - UA/14291/01/01
NNiBKOBOIO Aynavus AT TUny - 3MiHK 3 AkocTi. APl KoHTposnb A®L. 3miHa y

060/10HKO0, 160 mr/25
mr; in bulk: no 10 kr
TabneTok y millkax

napameTpax cneuugikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWI/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNoriYHOro abo iMyHOsOriYHOro
NOXOMKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesynbTatamu
JocnigpxeHb 3 6e3nekn abo AKOCTi) - A0AAaHHSA B
cneundgikauito A®I BasicaptaH ABOX 404ATKOBUX
FeHOTOKCUYHUX AOMILLOK N-HITpocoaibyTinamiH
(NDBA); N-HiTpocomeTindeHinamiH (NMPA) 3 mexamu
BMICTY AOMILLOK, pekoMeHAoBaHuX EMA-BIANOBIAHO
[0 oHoBneHoro CEP. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANoBiaHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MopgaHHsA HoBOro abo OHOBMIEHOroO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHN cepTudikata
BiANoBIgHOCTI EBponeiickbkili hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOGHULTBI AdI;
0151 LONOMIKHOI pevoBUuHM (cepTudikaT BiANoBiAHOCTI
€sponelicbkin hapmakoner) - HoBuii cepTudikar Big
HOBOro BMPOGHUKa (3amiHa abo AOMOBHEHHS) -
BBE/IEHHA HOBOrO BUPOOHWMKA [1iH040i PeYOBUHM
Valsartan Divi's Laboratories Limited (Unit-11), IHgis B
AKOro HassBHUIA CepTudikaT BignoBigHOCTI
€poneiicbkoi ®apmakonei Ne RO-CEP 2012-338-Rev
02. 3miHun | Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHs
HOBOro abo OHOBMIEHOro cepTudikarta BifgnoBigHOCTI
abo BunyyeHHs cepTudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUpO6HULTBI ADI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignNoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBeHW cepTudiikat
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Bif] y)Xe 3aTBepAKEHOro BUPOGHMKA - NOJaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeiichkiii
dapmakonei Ne R1-CEP 2012-338-Rev 00 ans gitouoi

peuyoBMHM Valsartan Bif BXxe 3aTBepKeHoro
BUpo6HMKa Divi's Laboratories Limited (Unit-11), IHgis.
3MiHn | TUnYy - 3MiHn 3 axkocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NPOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(oopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHM 6IOAOTIYHOTO abo IMYyHOIOTYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOoA0M BUNPOGYBaHHA 3a pesynbTatamm
pocnigpkeHb 3 6e3nekn abo AKOCTi) - A0AAHHA B
cneuudikauiio A®| BanicapTaH ABOX AOAATKOBUX
reHOTOKCUYHUX AOMILIOK - N-HITpocogimeTunamin
(NDMA); N-HiTpocogieTunamin (NDEA) 3 mexamu
BMiCTY [AOMILLIOK, pekoMeHA0BaHuX EMA-BIANOBIgHO
4o oHosneHoro CEP

265.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, 80
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

AT «Papmak»

YkpaiHa

BankaHdapma
AynHnua AT

Bonrapis

BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu |
TUny - 3MiHK 3 AkocTi. APl KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0N0riYHOro abo iIMyHOsOriYHOr0
NOXOMKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesyfnbTatamu
JocnigpxeHb 3 6e3nekn abo AKOCTi) - A0AaHHSA B
cneundgikauito A®l BasicapTaH ABOX A04ATKOBUX
FeHOTOKCUYHUX AOMILLOK N-HITpocoaibyTinamiH
(NDBA); N-HiTpocomeTindeHinamiH (NMPA) 3 mexamu
BMICTY AOMILLOK, pekoMeHAoBaHuX EMA-BIANOBIAHO
[0 oHoBneHoro CEP. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HoBOro abo OHOBMIEHOroO cepTudiikaTa
BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANoBIgHOCTI EBponeiickbkili hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
0151 LONOMIKHOI pevoBUHM (cepTudikaT BiANOBiAHOCTI
€sponelicbkin dhapmakonel) - HoBuii cepTudikar Big
HOBOro BMPOGHUKa (3amiHa abo [JOMOBHEHHS) -
BBE/IEHHA HOBOrO BUPOOHWMKA [1iH040i PeYOBUHM
Valsartan Divi's Laboratories Limited (Unit-11), IHgis B

UA/14291/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

AKOro HasiBHUIA CepTudikaT BifgnoBigHOCTI
€poneiicbkoi ®apmakonei Ne RO-CEP 2012-338-Rev
02. 3miHun | Tuny - 3miHK 3 akocTi. CepTudikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHsA
HOBOro abo OHOBMIEHOr0O cepTudikara BifgnoBigHOCTI
abo BunyyeHHs ceptudikarta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI AdDI; ans
[0NOMDKHOT peyoBuHU (cepTudikaT BignoBigHOCTI
€Bponeiicbkin thapmakonei) - OHoBNeHWn cepTuddikat
Bif] y)Xe 3aTBePAKEHOro BUPOGHMKA - NOJaHHS
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeiichkiii
dapmakonei Ne R1-CEP 2012-338-Rev 00 ans gitouoi
peuoBnHM Valsartan Bif BXxe 3aTBepKeHoro
BUpo6HMKa Divi's Laboratories Limited (Unit-11), IHgis.
3MiHn | TUnYy - 3MiHn 3 axocTi. A®Il. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
LOMYCTUMMUX MEX, BU3HAYEHUX Y creumdikalisax Ha
A®I, ab0 BMXigHWIA/NPOMKHUIA NpOAYKT/peareHT, wo
BMKOPWCTOBYIOTbCS Y npoueci BupobHuutea AdI
(BopaBaHHA abo 3aMiHa (3a BUHATKOM aKTUBHOT
peyoBMHM 6IOAOTIYHOTO abo IMYyHO/IOTYHOro
NOXO[PKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPOGYBaHHA 3a pesynbTatamm
pocnigpkeHb 3 6e3nekn abo AKOCTi) - A0AAaHHA B
cneuudikauiio A®| BancapTaH ABOX AOAATKOBUX
reHOTOKCUYHUX AOMILOK - N-HITpocogimeTunamin
(NDMA); N-HiTpocogieTunamin (NDEA) 3 mexamu
BMiCTY [AOMILLIOK, pekoMeHA0BaHuX EMA-BIANOBIgHO
4o oHosneHoro CEP

266.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, 80
mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 abono 6
6nicTepiB y navui

AT "®apmak”

Ykpaina

AT "dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUpPOGHMKa
Bankandapma
OynHunus AT,
Bonrapis)

Ykpaina

BHeceHHs 3MiH [0 peecTpaviitHux maTepianis: 3miHu |
TUny - 3MiHK 3 AkocTi. AP KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6ioNoriYHOro abo iIMyHOsOriYHOro
NOXOMKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesynbTatamu
JocnigpxeHb 3 6e3nekn abo AKOCTi) - A0AaHHSA B
cneundgikauito A®l BasicapTaH ABOX A04ATKOBUX
rEHOTOKCUYHMX AOMILLOK - N-HiTpOocogimeTnnamiH
(NDMA); N-HiTpocogietunamit (NDEA) 3 mexamu
BMICTY AOMILLOK, pekoMeHAoBaHux EMA - BiANoBigHO
[0 oHoBneHoro CEP. 3MiHu | Tuny - 3MiHK 3 SKOCTI.

3a
peyerimom

UA/14293/01/01
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MogaHHsA HoBOro abo oHOBMIEHOro cepTudiikaTa
BiANOBIAHOCTI abo BUy4YeHHs cepTudikara
BiANOBIgHOCTI EBponeiickkili hapmakonei: ana Adl;
ANA BUXIAHOrO MaTepiasy/peareHTy/MpoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
0151 LONOMDKHOI peyoBUHM (cepTudikaT BiANoBiAHOCTI
€sponelicbkin hapmakone) - HoBuii cepTudikar Big
HOBOro BMPO6HUKa (3amiHa abo JOMOBHEHHS) -
noJaHHa HOBOro cepTudpikarty BignoBigHOCTI
€Bponeiickkin hapmakonei RO-CEP 2012-338-Rev 02
Bi HOBOro BMpo6HuKa Divi's Laboratories Limited —
Unit II, India gitoyoi pe4oBuHM BasicapTaH
(3aTBEepaxeHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi's Laboratories Limited — Unit Il,
India). 3miHun | TUNY - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BiANOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPMCTOBYHOTbCS Y BUPOOHULTBI ADI; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
Bifl y>Ke 3aTBEP)KEHOro BUPOGHYMKa - NOAAHHSA
OHOBJIEHOTO cepTudikaTy BifnoBiAHOCTI EBpONECHKIi
thapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepAXeHoro BupobHvka Divi's Laboratories Limited
— Unit Il, India gitoyoi peyoBuHM BasicapTaH
(3aTBepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHosaHo: R1-CEP 2012-338-Rev 00). 3miHn |
Tuny - 3MiHn 3 akocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuugikauii Ta/abo AONyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWI/MPOMDXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(aopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0N0riYHOro abo IMyHOOriYHOr0
NOXOKEHHST) NapamMeTpa cneuundikadii 3 BignosigHUM
MEeTO0M BUMPOBYBaHHS 3a pesyfbTatamu
JocnigpxeHb 3 6e3nekn abo AKOCTi) - A0AAaHHS B
cneundikauito A®I BasicapTaH ABOX 404ATKOBUX
FEHOTOKCUYHUX AOMILLOK N-HITpocoaibyTinamiH

(NDBA); N-HiTpocomeTindgeHinamid (NMPA) 3 mexamu

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
CepTudpikaT BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BMiCTy [AOMILLOK, pekomMmeHAoBaHux EMA - BiANoBiaHO
00 oHosneHoro CEP.
267. | KOPCAP® H TabneTkun, BKpUTI AT "dapmak” Ykpaina AT "dapmak” Ykpaina BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu | 3a UA/14293/01/02
NNiBKOBOIO (dbacyBaHHA Ta TUny - 3MiHK 3 AkocTi. APl KoHTposnb A®L. 3miHa y peyenmom

060/10HKO0, 160 Mr/25
mr no 10 TabneTok y
6nicTepi; no 3 abo no
6 6nicTepiB y navui

nakyBaHHs 3 in bulk
hipM-BUpPOBHMKa
BankaHdapma
OynHunus AT,
Bonrapis)

napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
peyoBUHM 6i0N0riYHOro abo iIMyHOsOriYHOr0
NOXOMKEHHS) NapameTpa cneuundikadii 3 BignosigHUM
MEeTOA0M BUMPOOYBaHHS 3a pesyfnbTatamu
JocnipxeHb 3 6e3nekn abo AKOCTi) - A0AaHHSA B
cneundgikauito A®l BasicapTaH ABOX 404ATKOBUX
rEHOTOKCUYHMX AOMILLOK - N-HiTpocogimeTnnamiH
(NDMA); N-HiTpocogietunamit (NDEA) 3 mexamu
BMICTY AOMILLOK, pekoMeHAoBaHux EMA - BiANoBigAHO
[0 oHoBneHoro CEP. 3MiHu | Tuny - 3MiHK 3 SKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HoBOro abo OHOBMIEHOro cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYeHHs cepTudikata
BiANoBigHOCTI EBponeiickbkili hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI AdI;
0151 LONOMIKHOI pevoBUuHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin dhapmakonel) - HoBuii cepTudikar Big
HOBOro BMPOGHUKa (3amiHa abo JOMOBHEHHS) -
noJaHHa HOBOro cepTucpikaty BignoBigHOCTI
€Bponeiickkin papmakonei RO-CEP 2012-338-Rev 02
Bif, HOBOro BMpo6HuKa Divi's Laboratories Limited —
Unit II, India gitoyoi pe4oBuHM BasicapTaH
(3aTBEpAXeHO: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China;
3anponoHoBaHo: R1-CEP 2010-072-Rev 00 Zhejiang
Huahai Pharmaceutical Co., Ltd, China; RO-CEP
2012-338-Rev 02 Divi's Laboratories Limited — Unit I,
India). 3miHum | TUny - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BigNOBIAHOCTI
abo BunyyeHHs ceptudpikata BiANOBIAHOCTI
€Bponelicbkiin hapmakonei: ana A®l; gns BuxigHoro
matepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPMCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bifl y>Ke 3aTBEep)KEHOro BUPOGHYMKA - NoAaHHSA
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

OHOBJIEHOTO cepTudikaTy BifnoBiAHOCTI EBpONEChKii
thapmakonei R1-CEP 2012-338-Rev 00 Big
3aTBepAXeHoro BupobHvka Divi's Laboratories Limited
— Unit Il, India gitoyoi peyoBuHM BasicapTaH
(3aTBEepaxeHo: RO-CEP 2012-338-Rev 02;
3anponoHosaHo: R1-CEP 2012-338-Rev 00). 3miHn |
Tuny - 3MiHn 3 aKkocTi. A®L. KoHTponb A®I. 3miHa y
napameTpax cneuudgikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/MPOMIKXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl
(aopaBaHHA abo 3amiHa (3a BUHATKOM akTUBHOT
peyoBUHM 6i0N0riYHOro abo IMyHOOriYHOr0
NOXOKEHHST) NapameTpa cneuudikadii 3 BignosigHUM
MEeTOA0M BUMPOBYBaHHS 3a pesybTatamu
JocnigpxeHb 3 6e3nekn abo AKOCTi) - A0AaHHS B
cneundikauito A®I BasicaptaH ABOX 404ATKOBUX
FEHOTOKCUYHUX AOMILLOK N-HITpocoaibyTinamiH
(NDBA); N-HiTpocomeTindeHinami (NMPA) 3 mexamu
BMICTY AOMILLOK, pekoMeHAoBaHux EMA - BiANoBiAHO
00 oHoBneHoro CEP.

268.

KOPCAP® H

TabneTku, BKpUTI
NNiBKOBOIO
060s10HKot0, 80
mr/12,5 mr no 10
TabneTtok y 6nictepi;
no 3 a6o no 6
6nicTepiB y navui

AT "dapmak”

YKpaiHa

AT "dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUPOGHMKa
BankaHdapma
OynHnus AT,
Bonrapis)

YKpaiHa

BHeceHHs 3MiH 10 peecTpaviitHux maTepiani: 3miHu |
TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHOCTI/IE-
cepTugikaT BiANOBIAHOCTI €BpPONEnchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI abo
BUTyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkiii
cthapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNEHWi cepTudpikat
Bifl y)Ke 3aTBEep)KEHOro BUPOGHYMKa - NoAaHHSA
OHoBNeHoro Ceptudikaty BiANOBIAHOCTI
€poneiicbkili hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BX€ 3aTBepaxeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ansa A®| sasicapTaHy.
3MmiHu | TURY - 3MiHu 3 sKocTi. A®l. Bupo6HMLTBO.
3MiHa BUPOGHYMKa BMXiAHOTO/MPOMIXHOrO
NpOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y
BMPOGHMYOMY npotieci A®l, abo 3miHa BUPOGHUKa
(BKIrOYatoun, fe HeobXigHO, MicLie MPOBeAEHHS
KOHTPOH0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CHE)(A0AABAHHS aNlbTepHATUBHOT
LinbHUL, e npoBoAnTLCA cTepunisanisa Adl 3
BMKOPUCTaHHSAM MeTOoZy, LU0 ONUCaHUA y

3a
peyenmom

UA/14293/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

€Bponeiicbkiii hapmakonei) - foAaBaHHA napaMeTpa
y cneuucpikaLito 3 BiANOBIAHUM METOAOM
BUNPOBYBaHHA 4718 BU3HAYeHHS Aomilok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inbLwe 0,082 ppm ansa APl BancapTaH.

269.

KOPCAP® H

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, 160 Mr/25
mr no 10 TabneTok y
6nicTepi; no 3 abo no
6 6nicTepiB y navui

AT "®apmak”

Ykpaina

AT "dapmak”
(dbacyBaHHA Ta
nakyBaHHs 3 in bulk
hipM-BUpPOGHMKa
Bankandapma
OynHunus AT,
Bonrapis)

Ykpaina

BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu |
TMny - 3MiHKn 3 aAkocTi. CepTudikaT BignosigHoOCTI/IE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
Bifl y>Ke 3aTBEep)KEHOro BUPO6HYMKa - NOAAaHHSA
oHoBrieHoro CepTudikary BignoBigHOCTI
€poneiicbkili hapmakonei R1-CEP 2010-072-Rev 01
(nonepegHs Bepcis R1-CEP 2010-072-Rev 00) Big,
BXe 3aTBepKeHoro BupobHuka ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD. ana A®| BasicaptaHy.
3MiHW | TUnYy - 3MiHK 3 AKkocTi. A®l. BUpo6HMLTBO.
3MiHa BUPOGHYVKa BMXiAHOrO/MPOMIXHOrO
NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y
BUpo6HMYOMY npoueci ADl, abo 3miHa BUpOGHMKa
(BKtOYatoun, fe HeobXigHo, MicLie NPOBeAEHHS
KOHTPO/IHO sIKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BiAnoBiaHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCHE)(A0AAaBAHHA a/lbTEPHATUBHOI
OinbHUL, e NpoBoAUTLCA cTepunizanisa Ad| 3
BUKOPVCTaHHAM METOZY, L0 ONUCaHWIA y
€Bponeiicbkin hapmakonei) - foAaBaHHSA napameTpa
y cneuudpikauito 3 BiANOBIAHUM METOAOM
BUNPOBYBaHHSA AN BU3HaYeHHs aomiok NDMA 3
nimiTom He 6inbwe 0, 3 ppm Ta NDEA 3 niMiTOM He
6inblwe 0,082 ppm ans APl BancapTaH.

3a
peyerimom

UA/14293/01/02

270.

KOPCAP® H

TabneTkun, BKPUTI
NNiBKOBOIO
060/10HKO, 320
mr/12,5 wr in bulk: no
10 kr TabneTok y
MiLLIKax

AT "®apmak”

Ykpaina

BankaHdapma
AynHnua AT

Bonrapis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |
TVNy - AGMIHICTPATUBHI 3MiHWN. BunyyeHHs BUPOGHNYOI
OinbHUUI (BKNOYatoUY AibHUL Ana APl TPOMKHOIo
NpoAyKTY abo roTOBOro NiKapcbKoro 3acoby, AinbHULI
NS NPOBefieHHA NakKyBaHHs, BUPOOHNMKa,
BiANOBIAa/IbHOrO 3a BUNYCK CEpIii, MicLie NpoBeAEeHHS
KOHTPO/IIO cepiT) abo noctavasibH1Ka BUXigHOro
mMaTepiany, peareHTy abo fOMOMIKHOI peHOBUHM
(AKWO 3a3HAYEHO Y AOCHE) - BUTYyYEHHS BUPOOHNYOI
AinbHuui - AkTasic J1T4., ManbTa, BiANoBiAabHOI 3a
NMOBHMWI LKA BUPOGHMLTBA. 3aTBEp/KEHa BMPOGHMYA

UA/14292/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
AinbHUUA, Wo 3anvwmnnacs - bankandapma JynHuua
AT, Bonrapis, BUKOHYE Ti cami (pyHKUIT Lo | BU1y4YeHa
271. | KOPCAP® H TabneTkun, BKpUTI AT "dapmak” Ykpaina BankaHtapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | - UA/14291/01/01
NNiBKOBOIO Aynavus AT My - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoOHUYOT
060/10HKO0, 160 Mr/25 AinbHUUI (BKNOYatoun AinbHULi Ana APl npoMiKHOIo
mr; in bulk: no 10 kr npoaykTy abo roToBOro NikapCcbKoro 3acoby, AiflbHUL
TabneTok y milkax AN NPOBefeHHA NakKyBaHHS, BUPOOHWMKA,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpiii, MicLie NpoBeAEHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
matepiasy, peareHTy abo AONOMiXHOI pe4yoBUHM
(SIKLLO 3a3HaY€eHO Y A0CbE) - BUTYYEHHS BUPOOHMYOT
AinbHuui - Aktasic J1T4., ManbTa, BiANOBIAAILHOI 3a
NOBHWIA LMK BUPOOHMLTBA. 3aTBepKeHa BUpOGHMYa
AinbHWUA, Wo 3anvwunacs - bankandapma AynHuua
AT, Bonrapisi, BAKOHYE Ti caMi dyHKL,i Lo i BUIyYyeHa
272. | KOPCAP® H TabneTku, BKpUTI AT "dapmak” Ykpaina BankaHdapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepiasnis: 3MiHu | - UA/14291/01/02
NAiBKOBOO Oynunua AT TMNYy - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpoBGHUYOT
060/10HKO0, 80 AinbHUUI (BKNKOYatoun AinbHuyi gns A®l, npoMikHOro
Mmr/12,5 wr; in bulk: no npoaykTy abo roToBOro nikapcbKoro 3acoby, AifbHULI
10 kr TabneToK y ONA NPOBeEHHA NakKyBaHHsS, BUPOOHMKA,
MiLLKax Bi4NoBiAa/IbHOIO 3a BUMYCK Cepiii, MicLie NPOBeAEHHS
KOHTPOJIH0 cepii) abo nocTavasibHUKa BUXigHOTO
mMaTepiany, peareHTy abo 4OMNOMDKHOI pe4oBUHU
(AKW,0 3a3HAYEHO Y AOCLE) - BUSTYYEHHSI BUPOOHUYOT
OinbHuui - Aktasic JITg., ManbTa, BiANOBiAa/IbHOT 3a
NOBHUIA LIMKN BUPOGHULTBA. 3aTBEpKeHa BUPOGHUYa
AiNbHMLA, Wo 3anvwmnnacs - bankandapma JynHuua
AT, bonrapisi, BUKOHYE Ti cami doyHKLIT WO i BUIyYeHa
273. | KOPCAP® H TabneTkun, BKPUTI AT "®apmak” Ykpaina BankaHtapma Bonrapis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | - UA/14290/01/02
NiBKOBOO OynHnus AT TMNy - AOMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6HUYOi
060/10HKOo0, 320 Mr/25 AinbHUUI (BKNOYatoun AinbHUL Ana APl TPOMKHOIo
mr; in bulk: no 10 kr npoaykTy abo roToBOro NikapCbKoro 3acoby, AiflbHUL
TabneTok y milkax AN NPOBEfEeHHA NakKyBaHHs, BUPOOHNMKA,
BiANOBIAa/IbHOrO 3a BUNYCK CEpiii, MicLie NpoBeAEeHHS
KOHTPO/IIO cepii) abo nocTavasibH1Ka BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI peHOBUHN
(SIKLLO 3a3HAYEHO Y [0CbE) - BUTYYEHHS BUPOOHMYOT
AinbHuui - AkTasic J1T4., ManbTa, BiANOBIAa/IbHOI 3a
MOBHWIA LMK BUPOGHMLTBA. 3aTBepxeHa BUpoGHMYa
AinbHYUA, Wo 3anvwunacs - bankandapma JynHuua
AT, Bonrapisi, BAKOHYE Ti caMi dyHKL,i Lo i BUIyYeHa
274. | KOPCAP® H TabneTku, BKpUTI AT "®apmak” YkpaiHa BankaHapma Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/14290/01/01
nNiBKOBOIO OynHuus AT TNy - AOMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNUYOI

060/10HKO0, 160
mr/12,5 wr; in bulk: no
10 kr TabneTok y
MiLLIKax

AinbHUUI (BKAOYatoumn ainbHuui ana A®l, npomixHoro
npoaykTy abo roToBOro nikapcbKoro 3acoby, AifbHuULI
AN NPOBefeHHA NakyBaHHS, BUPOOHMKA,
BiANOBIAA/IbHOrO 3a BUNYCK CEPIii, MiCLie NPOBeAEHHS
KOHTPO/IHO cepii) abo nocTavasibHMKa BUXIAHOTO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
mMarepiany, peareHTy abo AONOMiXHOI peYOBUHN
(SIKLLO 3a3HAYEHO Y 0CbE) - BUTYYEHHS BUPOOHMYOT
AinbHuui - Aktasic J1T4., ManbTa, BiANOBIAa/IbHOI 3a
MOBHWIA LMK BUPOOHMLTBA. 3aTBepKeHa BUpOGHMYa
AinbHYUA, Wo 3anvwunacs - bankandapma AynHuua
AT, Bonrapisi, BAKOHYE Ti caMi dyHKL,i Lo i BUIyYeHa
275. | KO®EIH- PO34YUH A1 iH'EKLLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK | 3a UA/7534/01/01
BEH30AT 100 mr/mn, no 1 mn B "®apmavueBTu "PapmaLeBTnyHa TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuid 3aci6. peuenmom
HATPIIO- amnyni; no 5 amnyn'y YyHa dhipma ipma "OapHuus" 3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
AAPHULA KOHTYPHili YapyHKOBIi "fapHuua” roTOBOrO JliKapCbKOro 3acofy, BK/IOYakUn NPOMIXKHWIA

ynakoBLi (kaceTi); no 2
KOHTYPHI YapyHKOBI
ynakoBKK (kaceTtu) B
nauui

NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHNLTBI
rOTOBOrO JliKapcbkoro 3acoby (iHLi 3MiHW) —
BHECEHHS HEe3HaYHVX 3MiH Ta peAakLiiHi yTOYHEHHS
0o posgainy 3.2.P.3. Mpouec BUpobHMLTBA NiKapCbKoro
3aco6y y 3B'A3KY 3 YTOYHEHHSM CMOCOOY HANOBHEHHS
amnyn (3 TEXHIYHOT CXeMU BUKIOUYNIM OOMH i3 METO/IB
NiAroTOBKM aMnyn CKASHUX, @ caMe: BUMyYeHwi
BakKyyMHWi1 Cnocib nigroToBky, 3anuLweHo nuie
LUNpULLEBUIA CNOCI6 HAMOBHEHHS) | KOHTPOSTO
napameTpiB npoLiecy
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHa
po3Mipy cepii (Bk/ItoYatoun gianasoH po3mipy cepii)
roTOBOrO JlikapcbKoro 3acoby (iHwi 3miHn) — [jo
marepianiB peecTpaLiiHoro A0CbE BHOCATLCS 3MiHU
0o posginy 3.2.P.3.2. «Cknag Ha cepito», a came:
[OMNOBHEHHSA 3aTBEPMKEHMX PO3MipiB cepiii 13
iHChopMaLlieto Woao KinbKoCTi aMnyn; 3anponoHOBaHO:
TeopeTnyHa KinbkicTb Ha cepito 250 n1 (250 Tuc. amn.);
360 n (360 TMC. amn.); 3MiHu | TUNy - 3MiHW WoA0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnagy (iHwi
3MiHW) - 3amiHa p. «[padiyHe othopMNIEHHS YNaKoBKM»
Ha p. MapkyBaHHs» y 3aTBepmkeHnx MKA N3
3arBepxeHo: Npadnyeckoe odhopMeHne ynakoBKu.
CornacHo npegfcTtasneHHbIM rpadunyeckum
n306paxeHnsM; 3anponoHoBaHo: BignosigHo fo
3aTBEPKEHOrO TEKCTY MapkyBaHHs. BBeeHHS 3MiH
NPOTAroM 6-TW MIiCALIB MiCAS 3aTBEPAKEHHS; 3MiHM |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbkunii 3acib.
CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6 (iHLLi
3MiHM) - BHeceHHs 3mMiH go MaTtepianis
peecTpadiiHoro gocke (p. 3.2.P.3.3. Onuc
BMPOGHMYOro NpoLecy Ta KOHTPOSI0 NpoLecy, p.
3.2.P.7 Cuctema KoHTeiHep/3akynoptoBasibHMI 3aci6
Ta [0 po3giny "Ynakoska" MKA N13), a came:
[0AaBaHHA aflbTePHATUBHOIO BTOPVHHOIO NakyBaHHS
3 2D-kofl0M [10 3aTBEPAKEHOr0 BTOPUHHOIO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nakyBaHHsi. BBejeHHS 3MiH NpOTArom 6-Tu MicsuiB
nicns 3aTBepaKeHHs
276. | KCAMION® renb no 15r,30r,60 1 JNNIEO dapma [anis JNNIEO dapma A/IC [anis BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/13535/01/01
y thnakoHi; no 1 AIC TUNYy - 3MiHK 3 gKocTi. CepTudikaT BignoBigHOCTIMTE- | peyenmom
h/1aKOHY Y KapTOHHilA cepTudikaT BignNoBigHOCTI EBponeichkiii
Kopobui hapmakonei/moHorpadii. NMogaHHa HoBoro abo
OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCH Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHWi cepTuddikat
Bif} y)ke 3aTBEPAXEHOTO BUPOGHMKA -
MoaaHHA oHOBMIEHOTO cepTudikaTy BiANOBIAHOCTI
€poneiicbkilii hapmakonei R1-CEP 2000-223-Rev 05
BiJ, BXe 3aTBEpXeHOro Bupo6Huka TEVA
Pharmaceuticals Industries LTD, Israel gitouoi
peyoBMHN GeTaMeTasoH AMNPOonioHaT
(3anponoHoBaHo: R1-CEP 2000-223-Rev 05)
277. | KCEHIKAN® kancynu no 120 mr; no | YEMJADPAPM | HimeuurHa Bupo6HMLTBO ITanis/ BHECEHHS 3MiH 40 pPeeCTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/10540/01/01
21 kancyni y 6nictepi; ApuHaiimiTTen Hepo3dacoBaHoi Lseiiuapis/ TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbkunii 3acib. peuyenmom
no 1, 2 abo 4 6nictepu b 'M6X NPOAYKLT: HimeuunHa 3MiHN Yy BUPOGHULTBI. 3MiHa iMNopTepa/3MiHu, Lo
B KQPTOHHIll ynakoBuj [enbthapm MinaHo CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSIO SAKOCTi
C.P.N., Itanis; roTOBOrO /likapCbKOro 3acoby (3aMiHa abo gofaBaHHs
MepBuHHE Ta BMPOGHMKA, LLO BiANOBIAAE 3a BBE3EHHSA Ta/abo
BTOPUHHE BMNYCK cepii) - He Bk/Iouaoum
nakyBaHHS: KOHTPO/b/BUNPOBYBaHHSA cepii - 3aMiHa BUPOGHUKA,
Jensapm MinaHo BiANOBIA&UILHOrO 3a BUNYyCcK cepii. 3MiHWM BHECEHO B
C.P.N., Itanis; IHCTPYKL,iO0 419 MeMYHOro 3aCTOCyBaHHSA LLOA0
& . XodhdpmaHH-/15 MiCLLe3HaxX0AKeHHS1 BUPOOHMKA 3 BiANOBIAHUMM
Pow NTp, 3MiHaMW y TEKCTI MapKyBaHHS yNakoBKW NiKapCbKoro
LLBeliyapis; 3acoby
BunpobyBaHHs
KOHTPOJIHO SIKOCTI:
[enbthapm MinaHo
C.P.N., Itanis;
Bunyck cepii:
YEMNAGAPM
ApuHaiimiTTens
m6X, HimeyunHa
278. | KCEN/IIOH® CycneHsis oNns iH'ekuii TOB YkpaiHa Cinar Al, Lseiuapis/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHN | 3a UA/13547/01/01
NPOIOHIOBaHOI Aji, "[I>KOHCOH i LLIBeiiuapisi; AHcceH Benbris TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuenmom
100 mr/mn; no 0,5 mn, J>KOHCOH PapmavuesTmka HB, hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
a6o 0,75 mn, a6o 1,0 Ykpaina" Benebris MapKyBaHHS! yMakoBKU /likapcbKoro 3acoby 3

M, aéo 1,5 mny

BHECEHHSAM iHhopMaLii LWoA0 3a3Ha4YeHHA OANHULIb
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nonepegHL0 BUMIpIOBaHHSA y cuctemi Sl
HarnoBHEHOMY LINpULY;
no 1 wnpuuy i 2
ronkamu gns
BHYTPILLHLOM'I30BUX
iH'EKLi Y KAPTOHHIi
Kopobui
279. | KCONAP NOPOLLOK A/19 PO3UYNHY Hosapric LLiBeiiuapis HosaprTic ®apma Lseiiuapis/ BHECEHHS 3MiH [J0 peecTpaLiitHux maTepianis: 3MiHu | 3a UA/9055/01/01
[ONs iH eKuin no 75 wmr; dapma Al LTeliH AT, AscTpisi/ TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
1 chnakoH 3 NOPOLLKOM LBeiiuapis; PpaHuin 3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS
Yy KOMMNAEKTi 3 Bupo6HMLTBO, [0[4aTKOBOT AiNbHUL BUPOBHULITBA A/18 YaCTUHN abo
PO34MHHMKOM (BOgA KOHTPO/b SIKOCTI, BCbOr0 BUPOOHNYOr0 NPOLLECY FOTOBOTO /iKAPCbKOro
[ANs iH ekuiin) mo 2 mn nepBuHHE 3aco0y (ginbHULSA, Ha SKili NPOBOAATLCSA By Ab-SKi
B amnynax Ne 1 B nakyBaHHs BUPOGHMYI cTagji, 3a BUHATKOM BUNYCKY cepil,
ynakoBLi PO3UYNHHKKA: KOHTPO/O SIKOCTi Ta BTOPMHHOIO NakyBaHHA A5

Takena ABCTpis
'M6X, ABCTpIst;
Bupo6HuuTBO,

KOHTPO/b SKOCTI,

nepBuHHe
nakyBaHHs
PO3YMHHYKA:
LOENb®APM
[DKOH, ®paHuijs;
KoHTpOsb sKoCTi
PO3UMHHYKA:
ATEC lpas IME/[,
ABCTpiIs

CTEpPWUbHUX NiKapcbknx 3acobiB (BKIYaum
BMPOOGIEHI aceNTUYHUM METOLOM), KPiM NiKapCbKMX
3ac06iB 6i0/10rYHOr0/iIMyHOMOrYHOrO MOXOKEHHS) -

BBefeHHs1 04aTKOBOI AiNbHWLI BUpOOHULTBA ANS
PO34MHHKKa «BoAa ANS iH'eKUili» - ENIbOAPM
[DKOH, ®paHuis; 3miHW | Tuny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.

3MiHa iMnopTepa/3miHu, WO CTOCYTLCS BUNYCKY cepil

Ta KOHTPOJ1t0 SIKOCTi FOTOBOTO JliKapCbKOro 3acoby

(3amiHa abo foAaBaHHSA AiNbHUL, Ha SKil
3[iACHIOETLCSI KOHTPOIL/BUNPOGYBaHHS cepii) -

[0AaBaHHA AiNbHULI NS KOHTPOJIH0 SKOCTI
PO34YMHHMKA «BOAa ANA iH eKLUiin» - AENIbOAPM
[IDKOH, ®paHuia Ta BUHECEHHA 3aTBEPIKEHNX

BMPOGHWKIB po3unHHMKa B MKA N13; 3miHu | Tuny -

3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOBOHULTBI. 3MiHa po3Mmipy cepii (BkIYarun

[ianasoH po3mipy cepii) roTOBOrO /likapCbKoro 3acoby
(iHWi 3MiHW) - [OoAaBaHHA aflbTEPHATUBHOMO PO3Mipy
cepii (470 niTpis (462,2 kr)) ANns NPONOHOBAHOrO

BMPOOHMKA PO3UMHHMKA «BOAA AN iH'EKLN» -

LOENBb®APM ADKOH, ®paHuis; 3MiHK | Tuny - 3miHn 3
sKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
NiKapCcbKOoro 3acoby, BK/IKOHYAKUM MPOMDKHWA NPOAYKT,
LL|0 3aCTOCOBYETLCS MPU BUPOGHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOBHULITBA) - HE3HAYHA 3MiHA Y NPOLIECi
BMPOGHMLITBA PO3UMHHUKA «BOAA A5 iH'EKLiV» —
[04aBaHHA a/lbTepHATUBHOT TeMnepaTypu CTepuIbHOT
BOAM ANS iH'eKUil (3anponoHoBaHo: «The Water for
injection is introduced in the vessel at a temperature of
40 °C and then allowed to cool down to 20 °C») ans
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

nponoHoBaHoro BupobHuka AETbOAPM [AIXKOH,
®paHLis; 3MiHK | TUNy - 3MiHK 3 sikocTi. FoToBWIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHMLTBI. 3MiHU Y
npoveci BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby,
BK/THOH@I0UM NPOMiXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA) - He3Ha4YHa
3MiHa y npoLeci BUPO6GHMLTBA PO3UMHHMKA «BO4A ANs
IH'EKLii» — YTOUHEHHS Yacy cTepwnisayii Bogu ans
iH’eKUl (3aTBEepKeHO: «approximately 15 minutes»,
3anponoHoBaHo: «at least for 15 minutes») ans
nponoHoBaHoro BupobHuka AETb®APM [IXKOH,
®paHLis; 3MiHW | TUMy - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikauisix, nig yac BUPOOHNULTBA FOTOBOrO
NiKapcbkoro 3acoby (BUy4YeHHs HECYTTEBOTO
BMNPOOYyBaHHSA B NPOLIECI BUPOGHULTBA) - BUTYUYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci BUPOOHMLTBA
PO34MHHMKA «BOAA ANS iH'eKUili» — «[ycTUHa» ans
nponoHoBaHoro BupobHuka AETb®APM [IXKOH,
®paHLis; 3MiHK | TUMY - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BMNPOGYyBaHb abo AOMYCTUMUX MEX, BCTAHOBNEHNX Y
cneumdikauisix, nig yac BUPOOHNLTBA FOTOBOrO
NiKapcbkoro 3acoby (BUy4YeHHS HECYTTEBOTO
BMNPOOYyBaHHA B NPOLIECI BUPOGHULTBA) - BUTYYEHHS
HecyTTeBOro BMNpobyBaHHA B NpoLeci BUPOOHMLTBA
PO34YMHHMKA «BOAa [/1S iH'EKUil» — «O6'EM L0
BUTATAETHCS» /15 MPONOHOBAHOIO BMPOGHMKA
OENb®APM ODKOH, dpaHuis; 3MiHn | Tuny - 3MiHn 3
siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHWI 3aci6. 3MiHa 6y ab-Koi
4yacTUHW MaTepiasly NepBMHHOT YNakoBKK, LLIO He
KOHTaKTye 3 rOTOBMM JliKapCbKMM 3ac060M (Hanpuknag,
KONip KpULLEYOK 3 KOHTPOIEM MEPLLIOTO BIAKPUTTS,
KOMip KOLOBUX Kinewb Ha amnynax, KoHTeliHepa ans
ronok (pisHi Buay nnactmacu) (3MiHa, sika He BNvVBae
Ha KOPOTKY XapakTepucTuKy Nikapcbkoro 3acoby) -
[0AaBaHHA a/lbTEPHATUBHOIO ONKCY MOKa3HMKa
cneumdikaLii «30BHILLHI BUrNSA KOHTEHEpa» AN
amMnyn po34YnMHHMKA «BOAA A5 iH'EKLLiVi»

280. | KCONAP NMOPOLLOK 419 PO3UYUHY Hosapric LLiBefiuapis HosapTic ®apma Lseiiuapis/ BHECEHHS 3MiH O peecTpaLiiiHMx maTepiasis: 3MiHu | 3a UA/9055/01/02
Ans iH ekuiin no 150 dapma Al LTeliH AT, AscTpisi/ MRy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenmom
mr; 1 donakoH 3 Lseiyapis; PpaHuis 3MiHun y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
MOPOLLKOM Y Brpo6HuuTBO, [04aTKOBOI AifIbHNL BUPOGHULITBA A48 YacTUHU abo
KOMNNEeKTi 3 KOHTPO/b SKOCTI, BCbOro BUPOBHMYOro NpoLecy rotToBoro Nikapcbkoro

PO34YMHHMKOM (BOAA nepBuHHE 3ac06y (AinbHWLUSA, Ha SKii NpoBOAATLCA By Ab-SKi
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
ONs iH eKuiin) no 2 mn nakyBaHHs BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY cepii,
B amnynax Ne 1 B PO3YMHHYKA: KOHTPO/O SIKOCTi Ta BTOPUHHOTO MakyBaHHS AN
ynakoBLi Takepa ABCTpis CTEpPUIbHUX NiKapcbknx 3acobiB (BKIOYaUM
M6X, ABCTpIs; BMPOG/IEHI aCeNTUYHUM METOA0M), KPiM JiKapChKUX
Bupo6HMLTBO, 3aco06iB 6i0N10rYHOro/iMyHOOMNYHOr0 NOXOKEHHS) -
KOHTPO/b SKOCTI, BBefeHHs1 o8aTKoBOI AiNbHULI BUPOOHULTBA ANA
nepBuHHE PO34UMHHMKA «BOAa ANA iH eKLUiin» - AENTbPAPM
nakyBaHHs LDKOH, ®paHuis; 3MiHu | Tuny - 3MiHW 3 SIKOCTI.
PO3YMHHMKA: oTOBMIA NiKapCbkunii 3aci6. 3MiHW y BUPOOHULTBI.
JENb®APM

LDKOH, ®paHuis;
KoHTponb sikocTi
PO3UMHHYKA:
ATEC Ipas IME[,
AscTpis

3MmiHa imnopTepa/3miHK, Lo CTOCYHTLCA BUMYCKY cepii
Ta KOHTPO/I0 AKOCTi FOTOBOTO NiKapCbKOro 3acoby
(3amiHa abo goaaBaHHS AiNbHUL, Ha AKil
3[iICHIOETLCS KOHTPOL/BUMPOGYBaHHS cepii) -
[ofaBaHHA AiNIbHUL 4151 KOHTPOJIKO SKOCTI
PO3UMHHMKA «BoAa ANs iH'eKUin» - AENbPAPM
ODKOH, ®paHujia Ta BUHECEHHS 3aTBEPAXKEHNX
BUPOGHMKIB po3urHHKKa B MKA N13; 3miHu | Tvny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapPCbKui 3aci6. 3MiHN y
BMPO6HULTBI. 3MiHa po3mipy cepii (BktoHYatun
JianasoH po3mipy cepii) roToBOro Nikapcbkoro 3acoby
(iHwWi 3MiHW) - fOAAaBaHHA a/IbTEPHATUBHOIO PO3MIpY
cepii (470 niTpiB (462,2 kr)) AN TPONOHOBAHOIO
BMPOGHMKA PO3UMHHUKA «BOAA A/151 iH'EKLi» -
OENb®APM ODKOH, dpaHuis; 3MiHu | Tuny - 3MiHn 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. 3MiHN Y
BUPOGHMUTBI. 3MiHU Y MpoLeci BUPO6HMLTBA rOTOBOr0O
nNiKapcbKoro 3acoby, BKIHOYAKUM NPOMDKHUIA NPOAYKT,
LLIO0 3aCTOCOBYETLCSA MPU BUPOOHULTBI FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULITBA) - HE3HAYHA 3MiHA Y NPOLIECi
BMPOOHMLITBA PO3UMHHUKA «BOAA NS iIH'EKLi» —
[00aBaHHA a/ibTEPHATUBHOT TEMMepaTypu CTePUIbHOT
BOAM ANS iH'eKUil (3anponoHoBaHo: «The Water for
injection is introduced in the vessel at a temperature of
40 °C and then allowed to cool down to 20 °C») ansa
nponoHoBaHoro BupobHuka AETb®APM [IXKOH,
®paHLis; 3MiHK | TURy - 3MiHK 3 sikocTi. [oToBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHNLTBI. 3MiHU Y
npoveci BUpOOHULITBA FOTOBOrO NiKApCbKOro 3acoby,
BK/THOHAI0UN NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBOHULITBI FOTOBOTO J1iKAPCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpo6GHMLTBA) - HE3HaYHa
3MiHa Y NpoLeci BUPOGHMLITBA PO3UMHHMKA «BOJA AN
iH'eKUii» — YTOUHEHHSA Yacy cTepwnizavii Boau ons
iH'eKUili (3aTBEpAKEHO: «approximately 15 minutes»,
3anponoHoBaHo: «at least for 15 minutes») ans
NpPONoHOBaHoro Bupo6Huka AEb®APM ADKOH,
®paHuis; 3MiHn | Tuny - 3miHK 3 AkocTi. FoToBwMIA

NiKapCcbKuii 3aci6. 3MiHN Y BUPOOGHULTBI. 3MiHK
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
crneuudikauisx, nig yac BUPO6HMLTBA FOTOBOrO
nikapcbkoro 3acoby (BUy4YeHHS HECYTTEBOTO
BMNPOOYyBaHHA B NPOLLECi BUPOGHMLTBA) - BUTyUYEHHS
HecyTTeBOro BUNpobyBaHHA B NpoLeci BUpobHMLTBA
PO3UYMHHMKA «BOAA A5 IH'EKUiVi» — «[yCTUHa» ans
nponoHoBaHoro BupobHuka AETb®APM AIXKOH,
®paHLis; 3MiHK | TUNy - 3MiHK 3 sikoCTi. FoToBWMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHK
BUMNpobyBaHb abo AONYCTUMUX MEX, BCTAHOBIEHUX Y
crneuundikauisx, nig yac BUPO6HMLTBA FOTOBOMO
nNikapcbkoro 3acoby (BUy4YeHHS HECYTTEBOTO
BMNPOOYBaHHA B NPOLLECi BUPOGHMLTBA) - BUTyUYEHHS
HecyTTeBOro BUNpobyBaHHA B NpoLeci BUpobHMLTBA
PO3UYMHHMKa «BOAA A5 IH'eKUili» — «O6'eM Lo
BUTAraeTbCsA» A1 NPOMNOHOBAHOrO BUPOGHMKA
LOENb®APM ADKOH, ®paHuis; 3MiHK | Tuny - 3miHn 3
AKoCTi. [OTOBWI Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynoptoBaibHWiA 3aci6. 3MiHa 6yab-sKoi
YacTUHW MaTepiasnly NepBMHHOT YNakoBKK, LLIO He
KOHTaKTY€e 3 rOTOBMM JliKapCbKMM 3aC060M (Hanpuknag
KONIp KPULLEYOK 3 KOHTPOMIEM MEPLUOTO BigKPUTTS,
KONip KOLOBYX KineLb Ha amnynax, KoHTeliHepa Ans
ronok (pisHi Buay nnactmacu) (3miHa, sika He BNvVBae
Ha KOPOTKY XapakTepuCTUKy Jlikapcbkoro 3acoby) -
[0AaBaHHA aflbTEPHATUBHOIO ONKCY MOKa3HMKa
cneundikauii «30BHILLHIA BUrNSAL, KOHTEHepa» Ans
amMnyn po34YnMHHMKA «BoAA A/1S iH'EKLLiVi»

281.

KCO®DJ/TY3A

TabneTtkn, BKPUTI
NAiBKOBOK 060/IOHKOO
no 20 mr, no 2 abo no
4 TabneTkn y 6nictepi,
no 1 6nictepy y
KapTOHHI navwi

®.XodhpmaHH-
Na Pow NTg

LLiBeiiuapis

BMNyCK cepii
roTOBOro
nikapcbKoro 3acoby:
®.XodpdpmaHH-/15
Pow Ntpg,
LBeiiuapis;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
BK/THOHAI0UM
BMNPO6YBaHHSA
KOHTPO/I0 AKOCTi B
npoueci
BMPOGHMLTBA:
LLapn KopnopelilwuH,
CLUA;
BMPOGHMLTBO
nikapcbKkoro 3acoby,
BK/THOHAI0UM
KOHTPO/Ib B Npoueci

Lseiiuapis/
CLUA/
AnoHis

BHECEHHS 3MiH [JO peecTpaLiitHux maTepianis: 3MiHu |
MRy - AAMIHICTPaTMBHI 3MiHW. 3MiHA HaliMeHyBaHHS
Ta/abo agpecy MicLsl NPOBAKEHHS AiS/IbHOCTI
BMpOBHUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHA KOHTPOJIIO AKOCTI. (LiANbHICTb, 3a AKY
BiAnoBiAae BUPOGHUK/IMNOPTEP, HE BKIOYA0Un
BWMYCK Cepiit) - 3MiHa agpecy Bupo6Huka Lapn
KopnopeiiwH, CLUA, 6e3 3MiH1 MicLA BUPOGHMLTBA.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicas
3aTBEPIKEHHS

3a
peyenmom

UA/18056/01/01
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Ne

Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BMPOGHMLTBA,
BUNPOGYBaHHSA
KOHTPO/HO SIKOCTI
npv BUMyCKy Ta
CTabiNbHOCTI:
LLlioHori ®apma Ko.,
Ntpa. Cetcy MnawHr,
AnoHis
282. | KCO®PNY3A TabneTku, BKpUTI ®.XothpmaHnh- | LLselinapis BUMYCK cepil Lseiuapis/ BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis: 3MiHu | 3a UA/18056/01/02
NNiBKOBOIO Na Pow Ntpg, roToBOro ClwA/ TUny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS | peyenmom
060/10HKO10, M0 40 Mr, nNiKapcbKoro 3acoby: ANoHis Ta/abo agpecun micLa NPOBaMXEHHS AisNIbHOCTI
no 1 a6o no 2 & . XodpchmaHH-/151 BMpPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
Tabnetku y 6nictepi, Pow Nita, BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
no 1 6nictepy y Lseiiyapis; NpoBeAeHHS KOHTPOSIKO AKOCTI. (AiANbHICTb, 3a AKY
KapTOHHIM nauui nepBUHHE Ta BiANoBiAa€ BUPOOHMK/IMNOPTEP, HE BKOYAOUM
BTOPWHHE BWMYCK Cepiit) - 3MiHa agpecy BUpo6HuKa Lapn
nakyBaHHs, KopnopeiiwH, CLUA, 6e3 3MiHM MicLsA BUPOGHMLTBA.
BK/IHOYa0UU BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
BUMPOOYBaHHA 3aTBEPAKEHHS
KOHTPO/IIO AKOCTi B
npoueci
BMPOGHMLTBA:
Lapn KopnopeliwwH,
CLUA;
BMPOGHMLTBO
nNiKapcbKoro 3acooby,
BK/IOYAK0UM
KOHTPO/Tb B MPOLLECI
BUPOGHMLTBA,
BMNPO6YBaHHSA
KOHTPO/O AKOCTI
npv BUMYycCKy Ta
cTabifIbHOCTI:
LLioHori ®apma Ko.,
Nta. Cetcy MnaHT,
AnoHis
283. | KY3IMO/ON® Kpansi o4Hi, 0,5%; no Hosapric LLiBefiuapis AnkoH Kysi, C.A. IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/2767/01/01
5 mMny chnakoHi- dapma Al TMRY - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KpanesibHuuj; no 1 hapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
dhnakoHy-KpanenbHuL| po3giny “MapkyBaHHsA" MKA J13”: 3anponoHoBaHo:
B KOPOO6Lii 3 KApTOHY MapkyBaHHs. 3rifiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHS1 OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHdhopMaLii Wwoao
3a3Ha4YeHHs OAMHULb BUMIpOBaHHSA Y cuctemi Sl.
BBegeHHs 3MiH NpoTsirom 6 MicsiLiB micns
3aTBEPAKEHHS
284. | NAKTY/NO3A cupon, 670 mr/ma no ToBapuCTBO 3 YKpaiHa ToBapucTBO 3 Ykpaina/ BHECEHHS 3MiH [10 pEECTPaLiiiHMX MaTepiasnis: 3MiHu | 6e3 UA/16601/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
100 mn y chnakoHax obMexeHo o6MexeHo ABCTpIs MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmy
nosniMepHux 3 BiAnoBiAabHI BiANOBiAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
KPWULLIKOIO 3 KOHTPOJIEM CTH0 "GapmaueBTuyHa po3giny “MapkyBaHHs" MKA J13"; 3anponoHoBaHo:
nepLioro BiAKpUTTS; "®apmaveBTn hipma "BepTekc", MapkyBaHHs. BignosigHo 40 3aTBEPAKEHOrO TEKCTY
no 1 cpnakony 3 yHa hipma YkpaiHa MapKyBaHHs1 3MiHW BHECEHI B TEKCT MapKyBaHHS
[,03Y04UMM MPUCTPOEM "BepTtekc" (BUPOGHMLTBO 3 YNaKoBKM NiKapCbKOro 3aco0y L0A0 3a3HaYEHHS
Y KapTOHHiIli KOpoobLLi; npoaykuii in bulk MiXXHapOAHWX NO3Ha4YeHb OAVHULb BUMIPHOBAHHS.
no 200 mny BMpPOOHUKaA BBefeHHs 3MiH NpoTaroM 3-x mMicsuiB nicns
chakoHax nonimepHux ®peseHiyc Kabi 3aTBEPMKEHHS
3 KpYILLIKOHO 3 ABcTpis F'M6X,
KOHTpONEM nepLioro ABCTpIfT)
BiAKpMTTS; no 1
ch1akoHy 3 MipHUM
CTakaH4MKoM y
KapTOHHI/ Kopoobui
285. | NATPUIIN Tabnetku, Wo CTALOA HimeyunHa BUWMYCK Cepiid, HimeyunHa/ BHECEHHS 3MiH [0 peecTpaviiiHuXx maTepianis: 3MiHK | 3a UA/3919/01/01
avcnepryrotbes, no 25 | ApuHaiimitTTen KOHTPO/1b/BUNPOGYB B'eTHam/ TMNYy - 3MiHW Woao0 6e3nekun/edpekTMBHOCTI Ta peuenmom
Mr no 10 TabneTtok y b Al aHHs cepiii: CTAOA Cepbis thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
6nicTepi; no 3 ApuHaiimitTens Arl, MapKyBaHHS! yakoBKU NlikapcbKoro 3acoby 3
6nicTepy B KAPTOHHIi HimeuuunHa; BHECEHHSM iHhopMaLlii LWoA0 3a3HauYEeHHS OANHUL
Kopoobui BMPOGHMLITBO BMMIpIOBaHHS Y cuctemi S| BHECEHHSI 3MiH 40 po3giny
Hepo3dhacoBaHoro “MapkyBaHHA" MKA J13: 3anponoHoBaHo: Po3gin
NPOAYKTY, NepBUHHE «MapkyBaHHs». 3rifHO 3aTBEPKEHOT0 TEKCTY
Ta BTOPVHHE MapKyBaHHsl. BBeeHHS 3MiH NpoTArom 6-Tu Micauis
nakyBaHHs, nicns 3aTBepaKeHHs
KOHTPO/1b/BUNPOGYB
aHHs cepiii: CTAOA
B'eTHam [KOIHT
BeHuyp Ko. /114,
B’eTHam;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY,
KOHTPO/b/BUNPOOYB
aHHs cepiii:
"Xemodpapm" All,
Bpwau, Bigain
BMPOGHUYa
AinbHuus Wabau,
Cepbisi; nepBuHHE
Ta BTOPUHHE
nakyBaHs:
"Xemodhapm" All,
Cepbis
286. | NATPUIIN TabneTtku, Wwo CTALA HimeuunHa BMNYCK Cepi, HimeuunHa/ BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/3919/01/02
avcneprytotbes, no 50 | ApuHaiimitTen KOHTPO/1b/BMNPOGYB B'eTHam/ MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
Mr no 10 TabneTok y b Al aHHA cepili: CTAOA Cepbis thapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHS TEKCTY

6nictepi; mo 3

ApuHaiimittens Al

MapKyBaHHS1 YNaKOBKM JlikapCbKoro 3acoby 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

6nicTepy B KAPTOHHIi
Kopobui

HimeuunHa;
BUPOBHULTBO
Hepo3acoBaHOro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib/BMNPOGYB
aHHs cepili: CTAOA
B'eTHam [HKOIHT
BeHuyp Ko. /114,
B’eTHam;
BMPOGHMLTBO
Hepo3dacosBaHoro
NPOAYKTY,
KOHTPO/b/BMNPOGYB
aHHs cepiii:
"Xemodthapm" AL,
Bpwau, Biggin
BMPOBHMYA
AinbHuus LWabau,
Cepbis; nepBuHHe
Ta BTOPVHHE
nakyBaHs:
"Xemodpapm" All,
Cepbis

BHECEHHSM iHthopMaLii LLoA0 3a3HaYeHHS OAUHULB
BMMIPIOBAHHSA Y cucTeMi S| BHeCeHHS 3MiH 0 po3ainy
“MapkyBaHHs” MKA N13: 3anponoHoBaHo: Po3gin
«MapkyBaHHS». 3rifiHO 3aTBEPL)KEHOr0 TEKCTY
MapKyBaHHs. BBeJeHHS1 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepmkeHHs

287.

NATPUIIN

TabneTtku, Wo
AvcnepryoTbes, no
100 mr no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
KapTOHHIA KopooLi

CTAOA
ApuHarimitTen
b Al

HimeuunHa

BUWMYCK Cepid,
KOHTPO/b/BMNPOGYB
aHHs cepiii: CTAOA
ApuHaiimiTTens Arl,

HimeuyuunHa;
BMPOGHMLTBO
Hepo3dhacoBaHoro
nNpoAykKTy, NepBuHHe

Ta BTOPWHHE

nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHs cepiii: CTAOA
B'eTHam [KOIHT
BeHnuyp Ko. /ltg,
B’eTHam;
BUPOBHULTBO
Hepo3acoBaHoro
NPOAyKTY,
KOHTPO/1b/BUNPOGYB
aHHsA cepiii:
"Xemodhapm" All,
Bpwau, Bigain
BMPOBHMYA

HimeyunHa/
B'eTHam/
Cepbis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
MapKyBaHHS YNakoBKW NliKapcbKoro 3acoby 3
BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHULb
BMMIPIOBAHHSA Y cucTeMi S| BHeCeHHS 3MiH 0 po34iny
“MapkyBaHHs" MKA /13: 3anponoHoBaHo: Po3gin
«MapkyBaHHs». 3riHO 3aTBEPKEHOIO TEKCTY
MapKyBaHHs. BBeeHHS1 3MiH MPOTAroM 6-Tu micsauiB
nicnsa 3aTBepmkeHHs

3a
peyenmom

UA/3919/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
ninbHuus LWabau,
Cepbis; nepBuHHe
Ta BTOPVHHE
nakyBaHs:
"Xemodthapm" AL,
Cepbis
288. | NIEBAKCENA® TabneTku, BKpUTI KPKA, a.4a., CnoseHisa KPKA, a.4a., Hoso CnoseHisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK | 3a UA/15596/02/01
NAiBKOBOK 0H60/TI0HKOI0 HoBo mecTo mecTo, CroBeHist TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuid 3aci6. peuenmom
no 250 mr Ne 1, Ne 5 (BMPOGHMLTBO "in 3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
(5x1), Ne7 (7x1), Ne 10 bulk", nepeuHHe Ta roTOBOrO JliKapCbKOro 3acofy, BK/IOYakUn NPOMIXKHWIA
(5%2) abo Ne 14 (7x2) BTOPWHHE NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
B BricTepax nakyBaHHs ); KPKA, roTOBOrO MiKapCbKOro 3acoby (HesHayHa 3miHa y
4.4, Hoso mecTo, npoLeci BUpOGHULITBA) - 3MiHa BHECEHA A5
CnoBeHis (KOHTpONb ONTMMI3aLil BUPOGHNYOro NPoLLecy: NPOCitoBaHHSA
cepii ); KPKA, a.4., IHrpigiEHTIB BHYTPILLHLOT (hasu MOXHa OMyCTUTU, AKLLO
HoBo mecTo, BiACYTHI BUAUMI arnomepatu (byno: ctagis 2:
CnoBeHis (nepBrHHe NPOCiOBaHHA CUPOBVHU Ta NepLue 3MillyBaHHS,
Ta BTOPUHHE niAroToBKa BHYTPILLHbOA3HOT CyMiLlli; CTas10:
nakyBaHHs, Heo60B’A3KOBE NPOCilOBAHHA CUPOBWHM Ta nepLue
KOHTPO/b cepii Ta 3MilLlyBaHHS, NiArOTOBKA BHYTPILLUHLOMA3HOI CyMiLLli)
BUNYCK Cepir)
289. | NEBAKCE/NA® TabneTkn, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/15596/02/02
NiBKOBOK 060/10HKOK HoBo mecTo mMecTo, CrioBeHist TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peuyenmom
no 500 mr Ne 1, Ne 5 (BPO6GHMLTBO "in 3MiHU Yy BUPOGHMLTBI. 3MiHX Y NpoLieci BUPOGHMLTBA
(5x1), Ne7 (7x1), Ne 10 bulk", nepenHHe Ta roTOBOrO JliKapCbKOro 3acoby, BK/IYAKYM MPOMDKHNN
(5x2) abo Ne 14 (7x2) BTOPUHHE NPOAYKT, LU0 3aCTOCOBYETLCSA MNPV BUPOOHULITBI
B 6nicTepax nakyBaHHs ); KPKA, roToBOro MikapcbKoro 3acoby (He3HayHa 3miHa y
a.4a., HoBo mecTo, npoueci BUpo6HULTBA) - 3MiHA BHECeHa A/1s
CnoBeHisa (KOHTpONb onTuUMisauil BUpOGHMYOro NpPoLEecy: NPOCitoBaHHS
cepii ); KPKA, a.4., IHrpifiEHTIB BHYTPILLHLOT (hasu MOXHa OnyCTUTK, AKLLO
HoBo mecTo, BiACYTHI BUAMMI arnomepartu (6yn1o: ctagia 2:
CnoBeHis (nepBrHHe NPOCiOBaHHA CUPOBUHU Ta NepLue 3MillyBaHHS,
Ta BTOPUHHE niAroToBKa BHYTPIiLLHbOdA3HOI CyMiLLli; CTaso:
nakyBaHHs, Heo60B’I3KOBE NPOCiOBAHHA CUPOBMHM Ta neplue
KOHTPO/b cepii Ta 3MillyBaHHS, MiAroToBKa BHYTPILLHbOMA3HOI CyMiLLli)
BUMNYCK cepir)
290. | NEBACENT pO34nH ANa iHdysild, AHaHTa Benvka €sponalic IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/13203/01/01
500 mr/100 mn no 100 | Megikeap /itg. | Bputanis Xentkeap MBT. NI14. MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
M1 B KOHTelHepi; no 1 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
KOHTelHepy B po3ainy «MapkyBaHHs1» MKA J13: 3anponoHoBaHo:
NONIBIHIIXTOPUAHIN MAPKYBAHHSA. Bignosigae 3aTBepgkeHOMy TeKCTy
nnisLi B KOPO6LL MapKyBaHHsSl. OHOB/IEHHSI TEKCTY MapKyBaHHsA
YNakoBKM NiKAPCbKOro 3aC00y 3 BHECEHHAM
iHchopMmauii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
y cucteMi Sl. BBeieHHs 3MiH NpoTaromM 3-x MicsiuiB
nicns 3aTBepikeHHs
291. | NEBEHIYM TabneTku, BKpUTI CaH IHAis CaH IHAisa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/16544/01/01
NNiBKOBOIO PapmacboTUK dapmacboTuKa TMNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peuyenmom




170

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
o060n0Hkoto, no 250 an IlHpgactpis IHpacTpi3 NITa thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
Mmr, no 10 TabneTok y NimiTen MapKyBaHHS YNakoBKM JiKapCbKOro 3acoby 3
6nicTepi, no 3 abo 5 BHECEHHAM iHthopMaLii LLOAO 3a3HaYEHHS OAUHUL
6nicTepiB y KApTOHHIl BVMIipIOBaHHSA y cuctemi Sl. BHeceHHs 3MmiH [0 po3giny
Kopobui «MapkyBaHHa» MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. TepMiH BBEEHHSA 3MiH - NPOTArom 6
MicsILiB nicns 3aTBepoKEHHS
292. | NEBEHIYM TabneTkn, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/16544/01/02
NNiBKOBOIO dapmMacbloThK dapmMacbloTUKas TUNYy - 3MiHN LWoAo 6e3nekn/echeKTUBHOCTI Ta peyernmom
060/10HKO10, N0 500 an lHpacTpi3 IHpacTpi3 Jta, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
Mmr, no 10 TabneTok y Nimiteq MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
6nicTepi, no 3 abo 5 BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHUL
6nicTepiB y KAPTOHHiIl BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
Kopobui «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
MAPKYBAHHS#A 3rigHo 3aTBEpAXXEeHOro TeKCTy
MapKyBaHHs. TepMiH BBEZ,EHHS 3MiH - NPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS
293. | NEBEHIYM TabneTku, BKPUTI CaH IHais CaH IHais BHECEHHS 3MiH [JO peecTpaLiiHux maTepianis: 3MiHK | 3a UA/16544/01/03
NNiBKOBOIO PapMacboTUK PapmacboTuKan MYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
0060/10HKOI0, M0 750 an IHgacTpi3 IHgacTpi3 JiTg, hapMakoHarnagy (iHwi 3MiHK) - OHOBMIEHHS TEKCTY
mr, no 10 TabneTok y Nimiten MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
6nicTepi, no 3 abo 5 BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
61icTepiB y KAPTOHHIN BUMIPIOBaHHS y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
KopooLi «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA 3rifHo 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHS. TepMiH BBE,EHHA 3MiH - NPOTAromM 6
MicsILiB Micns 3aTBepoKEHHS
294. | NEBEHIYM TabneTkun, BKPUTI CaH IHAiA CaH IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/16544/01/04
NiBKOBOO dapmacboThK dapmacbloTrKas MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKO10, Mo 1000 an IHgacTpi3 IHaacTpi3 JTg, hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
mr, no 10 TabneTok y Nimiten MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
6nictepi, no 3 abo 5 BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULD
6nicTepiB y KAPTOHHIl BUMIPIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH 10 po3giny
Kopoobui «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBEA,EHHSA 3MiH - NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHSA
295. | NEBO®/IOKCA | po3uuH ans iHdysii, AHaHTa Benwvka €ponaiic IHAisa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/11383/01/01
LVH 500 mr/100 mn no 100 | Mepgikeap Nita. | BputaHia XenTtkeap MBT. 14, TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom

My KOHTelHepi; no 1
KOHTEliHepy y
noniBiHiIXopuAHI

thapmakoHarnsay (iHwi 3MiHK) - BHECEHHSA 3MiH 40
po3giny «MapkyBaHHsi» MKSA /13 : 3anponoHoBaHo:
MAPKYBAHHSA. Bignosigae 3atBepipKeHoMy TEKCTY
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nnisLj B nauyi MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM J1iKapCbKOro 3aco6by 3 BHECEHHAM
iHchopmauii LWoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS
y cucTeMi Sl. BBefieHHS 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepaKeHHs
296. | NEHANIAOMIA- | kancynu TBepai no 10 TOB "TeBa Ykpaina MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/17643/01/04
TEBA Mmr, o 21 kancyniy YkpaiHa" 4.0.0. UMYy - 3MiHK 3 AKOCTi. A®Il. KoHTposb A®L. 3miHa y peyenmom

6nictepi; no 1
6nicTepy B kopobu,; No
7 kancyn y 6nictepi;
no 3 6nictepu B
Kopobui

MeToAax BunpobyBaHHA APl abo BUXiAHOIO
marepiany/npomMKHOro MPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa AdI

(He3HauHi 3MiHV Y 3aTBEpPIKEHNX METOAax

BMMNPOOYBaHHS) -
3MiHN y 3aTBEpAKEHNX MeToAax BUNpobyBaHb Ad|
NeHonigowmig rigpoxnopug, rigpat 3a NoKasHNKOM
«Residual solvents» (I'X) Ta 3amiHa 3 Bepcil
MPCO014306/1 Ha Bepcito MPC014306/2 y 3B A3Ky 3
ONTUMI3aLE METOAMUKI; 3MIHUM | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BUNPOOyBaHHS
A®I| abo BuxigHOro MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAUHI 3MiHM Y 3aTBEPMAKEHNX
MeToAax BUNPOGYBaHHS) - 3MiHW y 3aTBEPAXKEHUX
MeTofax BunpobyBaHb APl SleHonigomia rigpoxnopug,
rigpart 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3
Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y
3B 513Ky 3 ONTUMIi3aL,i€t0 METOAMKM; 3MiHK | TUny -
3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
matepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHW Y 3aTBEpIKEHNX MeTogax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPIKEHNX MeToAAxX
BMNpo6yBaHb AP SleHonigomig rigpoxnopug, rigpat 3a
nokasHukomM «Related substances» (BEPX) 3 Bepcii
MPCO014322/2 Ha Bepcito MPC014322/3 y 38 A3Ky 3
onTUMI3aLie0 METOAMKM; 3MiHW | TURY - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToAax BUNPOOYBaHHS
A®I ab0o BuXigHOro MaTepiasny/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAKEHNX
MeTofax BUNPOBYBaHHS) - 3MiHWN Y 3aTBEPKEHUX
MeTogax BunpobyBaHb APl JleHonigomia rigpoxnopug,
rigpat 3a nokasHukom «Determination of Impurity B»
(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito
MPC014325/2 y 38°53Ky 3 ONTMMI3aL,i€l0 METOANKY;
3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/l E-cepTudikar BignosigHocTi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTD
[0 MoHorpadii oY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(iHWi 3MiHK) - 3MiHa NOCKMNaHHA Ha MeToj 3a
nokasHukom «Water» 3a metogom K. diwepa 3
nocuIaHHSAM Ha BHYTPILLHIA MeToA BUpo6HuKa (MPC
014323) Ha BignosigHuii meTod EP; 3miHm | Tuny -
3MiHM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOIO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEpPAKEHNX MeTohax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPAKEHNX METOAaX
BUNpobyBaHb /13 3a NoKasHKOM «Jomilku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa Npo6oniAroToBKM, pefakyiiiHi npaBky; 3MiHN |
TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6HMLTBA
roTOBOrO JiKapCbKOro 3acofby, BK/IKOYakoun NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOro MiKapCbKOro 3acoby (He3HayHa 3miHa y
npotieci BUpo6bHMLITBA) - 3MiHW y NpoLLeci BUpO6GHMLUTBA
roTOBOr0 NikapcbKoro 3acoby- 3miHa 3agaHol
LUBMAKOCTI kancynoBaHHA 41000 kanc/rog Ha
nOianasoH weuakoctein 41000-50000 kanc/ropg,
KancynoHanoBHIOKYOI MaLUMHK Npy BUPO6HMLUTBI /13,
Kancynm TBepAi, A03yBaHHAM 25 Mr Ha OCHOBI
pe3ynbTaTiB, OTPMMaHUX Nig, Yac Banigayii npouecy
BMPOOHULITBA

297.

NEHANIAOMIA-
TEBA

Kancynu TBepai no 5
Mmr, o 21 kancyniy
6nictepi; no 1
6nicTepy B kopobu,; no
7 kancyn y 6nictepi;
no 3 6nictepu B
Kopobui

TOB "TeBa
YkpaiHa"

Ykpaina

MNIBA XpBaTcka
f.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHN |
UMYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y
MeToAax BunpobyBaHHA APl abo BUXigHOIO
marepiany/npomMKHOro MPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHV Y 3aTBEpPIKEHNX METOAax
BMMNPOOYBaHHS) -
3MiHN y 3aTBEpAKEHNX MeToAax BUNpobyBaHb Ad|
NeHonigowmig rigpoxnopug, rigpat 3a NoKasHNKOM
«Residual solvents» (I'X) Ta 3amiHa 3 Bepcil
MPCO014306/1 Ha Bepcito MPC014306/2 y 3B A3Ky 3
ONTUMI3aLiE0 METOAMUKI; 3MIHUN | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BUNPOOyBaHHS
A®I| abo BuxigHOro MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAUHI 3MiHM Y 3aTBEPMAXEHNX
MeToAax BUNPOGYBaHHS) - 3MiHW y 3aTBEPAXKEHUX
MeTofax BunpobysaHb APl JleHonigomia rigpoxnopus,

3a
peyerimom

UA/17643/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

rigpart 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3
Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y
3B A3KY 3 ONTUMI3aLi€l0 METOANKM; 3MiHW | Tuny -

3MiHn 3 sKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BUNpo6yBaHHA APl abo BUXigHOrO
marepiany/npomMiKHOrO NPoAYKTy/peareHTy, Lo
BMKOPVCTOBYETLCA Y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHW Y 3aTBEpKEHNX MeTOoAax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPKEHNX MeToAax
BMNpobyBaHb A®| fleHonigomig rigpoxnopug, rigpat 3a
nokasHvkom «Related substances» (BEPX) 3 Bepcii

MPC014322/2 Ha Bepcito MPC014322/3 y 3B A3Ky 3

onTUMI3aLiel0 METOAMKM; 3MiHM | TUMY - 3MiHK 3 AKOCTI.

A®I. KoHTposnb A®L. 3miHa y MeTodax BUNPO6YyBaHHs
A®| abo BuxigHOro Marepiany/npPoMixXHOro

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC

BMpo6HULUTBA AP| (HE3HAYHI 3MIHW Y 3aTBEPIKEHUX
MeToAax BUNPo6yBaHHS) - 3MiHN y 3aTBEPAXKEHUX

MeTodax BunpobysaHb A®I JleHonigomig, rigpoxnopug

rigpat 3a nokasHukom «Determination of Impurity B»

(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito

MPC014325/2 y 3B°53Ky 3 ONTMMI3aL,i€l0 METOANKY;

3MiHu | TNy - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii oY a6o €sponelicbkoi hapmakonei,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(iHWi 3MiHK) - 3MiHa NOCKMNaHHA Ha MeToj 3a
nokasHukom «Water» 3a metogom K. diwepa 3
nocuIaHHSAM Ha BHYTPILLHIA MeToA BUpo6HuKka (MPC
014323) Ha BignosigHuii meTod EP; 3miHm | Tuny -
3MiHM 3 SIKOCTi. [O0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOIO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEpAKEHNX MeTohax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPLKEHVX METOAaX
BUNpobyBaHb /13 3a NoKasHUKOM «Jlomiku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa Npo6oniAroToBKM, pefakyiiiHi npaBky; 3MiHN |
TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6HMLTBA
roTOBOrO JiKapCbKOro 3acofby, BK/IKOYakoum NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y
npotieci BUpo6bHMLITBA) - 3MiHW y NpoLLeci BUpO6GHMLTBA
roTOBOro Nikapcbkoro 3acoby- 3miHa 3agaHol
LUBMAKOCTI kancynosaHHA 41000 kanc/rog Ha
AianasoH wewuakoctei 41000-50000 kanc/rog,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Kancy/IoHarnoBHIOKYOI MaLUVMHY NpyY BUPOGHMLTBI 13,
Kancynv TBepai, 403yBaHHAM 25 Mr Ha OCHOBI
pe3ynbTaTiB, OTPMMaHKX Nig, Yac Banigayii npouecy
BMPO6HULITBA
298. | NEHANIAOMIA- | kancynu TBepai no 7,5 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/17643/01/03
TEBA Mr, no 21 kancyniy YkpaiHa" 4.0.0. MRy - 3MiHK 3 sKocTi. A®l. KoHTponb A®l. 3miHa y peyenmom

6nicTepi; no 1
6nictepy B KopobLi; no
7 kancyn y 6nictepi;
no 3 6nictepu B
Kopobui

MeToAax BUNpobyBaHHs AD| abo BuXigHOro
mMatepiany/npoMiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI

(He3HauHi 3MiHW y 3aTBEpIKEHNX MeTofax

BUNPOBYBaHHS) -
3MiHN y 3aTBEpAKEHNX MeToAax BUNpobyBaHb Ad|
NeHonigomig rigpoxnopug, rigpat 3a NoKasHNKOM
«Residual solvents» ('X) Ta 3amiHa 3 Bepcil
MPC014306/1 Ha Bepcito MPC014306/2 y 3B°s3Ky 3
ONTUMI3aLiel0 METOAMKI; 3MIHU | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOo6yBaHHs
A®| abo BMXxigHOro Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULUTBA AP| (HE3HAUHI 3MIHM Y 3aTBEPIKEHUX
MeToAax BUNPo6YyBaHHS) - 3MiHN y 3aTBEPAXKEHUX
MeToAax BunpobysaHb A®I JleHonigomig, rigpoxnopug
rigpat 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3
Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y
3B AI3Ky 3 OMTMMIi3aLiel0 METOANKM; 3MiHW | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHA APl abo BMXigHOrO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPAKEHNX METOAAX
BUMPOOYBaHHSA) - 3MiHW y 3aTBEPKEHNX MeToAax
BMNpo6yBaHb AP NleHonigomig rigpoxnopug, rigpaTt 3a
nokasHukom «Related substances» (BEPX) 3 Bepcii
MPCO014322/2 Ha Bepcito MPC014322/3 y 3B A3Ky 3
ONTUMI3aLE METOAMUKI; 3MIHUM | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BUNPOOyBaHHS
A®I| abo BuxigHOro Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAUHI 3MiHM Y 3aTBEPMAKEHNX
MeToAax BUNPOGYBaHHS) - 3MiHW y 3aTBEPAXKEHUX
MeTofax BunpobyBaHb APl SleHonigomia rigpoxnopug,
rigpaT 3a nokasHukom «Determination of Impurity B»
(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito
MPC014325/2 y 38°s13Ky 3 ONTMMi3aL,i€l0 METOAUKMY;
3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat

BignosigHocTi/lE-cepTudikar BignosigHoCTi

€Bponelicbkiin papmakonei/MoHorpadii. 3miHu,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

noB'si3aHi 3 HeOOXiAHICTIO MPVYBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadpii A®Y abo €Bponelicbkoi hapmakonei,
a60 iHWOI HauioHasbHOT hapmakonei gepxasun €C
(iHWi 3MiHW) - 3MiHa MoCKIaHHA Ha MeTog, 3a
nokasHukom «Water» 3a metogom K. diwepa 3
nocUIaHHSAM Ha BHYTPILLHIA MeToA BUpo6HuKka (MPC
014323) Ha BignosigHuii metod EP; 3mitu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro MikapcbKoro 3acoby. 3miHa y MeToaax
BMNPOOYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HauHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHSA) - 3MiHW Y 3aTBEPKEHNX METoAax
BMNpo6yBaHb /13 3a NokasHUKoM «[omiwku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa NpobonifAroToBKM, pefakyiiiHi npasku; 3MiHN |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA NikapcbKnii 3acib.
3MiHV Yy BUPOGHMUTBI. 3MiHM y NpoLeci BUPO6HMLTBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYAKYM MPOMDKHNI
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoeci BUPO6HMLITBA) - 3MiHW y NPOLLECi BUPOGHMLTBA
rOTOBOrO JlikapCbKoro 3acoby- 3mMiHa 3afaHoi
LIBMAKOCTI kancynoBaHHs 41000 kanc/rog Ha
AianasoH wsugkocTeli 41000-50000 kanc/rog,
Kancy/1oHarnoBHIOKYOI MaLUVMHY NpyY BUPOGHWLTBI /13,
Kancynv TBepai, 403yBaHHAM 25 Mr Ha OCHOBI
pe3ynbTaTiB, OTPMMaHKX Nig, Yac Banigayii npouecy
BMPO6HULITBA

299.

NEHANIAOMII-
TEBA

Kancynu TBepai no 2,5
Mr, no 21 kancyniy
6nicTepi; no 1
6nictepy B KopobLi; no
7 kancyn y 6nictepi;
no 3 6nictepu B
Kopobui

TOB "TeBa
YkpaiHa"

YKpaiHa

MNIBA XpBatcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
MRy - 3MiHK 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
MeTofax BUNpobyBaHHs AD| abo BuXigHOro
matepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHW Y 3aTBEpKEHNX MeTohax
BUNPOBYBaHHS) -
3MiHN y 3aTBEpAKEHNX MeTodax BUNpobyBaHb Ad|
NeHonigomig rigpoxnopug, rigpat 3a NoKasHNKOM
«Residual solvents» ('X) Ta 3amiHa 3 Bepcil
MPC014306/1 Ha Bepcito MPC014306/2 y 3B°A3Ky 3
ONTUMI3aLiel0 METOAMKI; 3MIHU | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeToaax BUNpo6yBaHHs
A®| abo BuXigHOro Matepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULUTBa AP| (HE3HAUHI 3MIHM Y 3aTBEPIKEHUX
MeToAax BUNPo6YyBaHHS) - 3MiHN y 3aTBEPAXKEHUX
MeToAax BunpobysaHb A®I JleHonigomig, rigpoxnopug
rigpar 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3

3a
peyenmom

UA/17643/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y
3B 513Ky 3 OMTUMIi3aL,i€l0 METOAMKM; 3MiHK | Tuny -
3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMarepiany/npoMbKHOro NPoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN Y 3aTBEpPKEHNX METOAAX
BMNPOBYBaHHS) - 3MiHM Y 3aTBEPIKEHNX MEeToAAxX
BMNpo6yBaHb AP SleHonigomig rigpoxnopug, rigpat 3a
nokasHukom «Related substances» (BEPX) 3 Bepcii
MPCO014322/2 Ha Bepcito MPC014322/3 y 38 A3Ky 3
ONnTUMI3aLie0 METOANKM; 3MiHM | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®Il. 3MiHa y MeTodax BUNPOOYBaHHS
A®I ab0o BuXigHOro Matepiasy/npoMixxHOro
npoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MpOLECi
BMPO6HMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPMKEHNX
MeTofax BUNPOBYBaHHS) - 3MiHWN Y 3aTBEPKEHUX
MeTogax BunpobyBaHb APl JleHonigomia rigpoxnopug,
rigpaT 3a nokasHukom «Determination of Impurity B»
(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito
MPC014325/2 y 38°53Ky 3 ONTMMIi3aL,i€l0 METOANKY;
3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO MPVYBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadpii A®Y abo €sponelicbkoi hapmakonei,
a60 iHWOI HauioHasIbHOT hapmakonei gepxasun €C
(iHWi 3MiHKW) - 3MiHa MoCKIaHHA Ha MeTog, 3a
nokasHukom «Water» 3a metogom K. diwepa 3
nocuIaHHSAM Ha BHYTPILLHIA MeToA BUpo6Huka (MPC
014323) Ha BignosigHuii metod EP; 3mitu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTpob
roToBOro MikapcbKoro 3acoby. 3miHa y MeTogax
BMNPOOYBaHHA rOTOBOrO /liKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOOGYBaHHS) - 3MiHW Y 3aTBEPKEHNX METoAaxX
BMNpo6yBaHb /13 3a NokasHUKoM «[omiwku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa NpoboniAroToBKM, pefakyiiHi npasku; 3MiHN |
TMny - 3MiHK 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
3MiHV Yy BUPOGHMUTBI. 3MiHM Y NpoLeci BUPO6HMLTBA
rOTOBOrO NiKapCbKOro 3acoby, BKIYAKYM MPOMDKHNI
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI
roToBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
npoueci BUPO6HMLITBA) - 3MiHW y NPOLLECi BUPOGHMLTBA
roTOBOrO JlikapCbKoro 3acoby- 3mMiHa 3afaHoi
LIBUAKOCTI kancynoBaHHsa 41000 kanc/rog Ha
AianasoH wsugkocTeli 41000-50000 kanc/rog,
KancynoHanoBHKY0I MalVHU Npy BUPO6HMUTBI /13,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Kancynv Teepai, 403yBaHHAM 25 MI Ha OCHOBI
pe3ynbTaTiB, OTPMMaHKX Nig Yac Banigauii npouecy
BMPOGHULTBA
300. | NIEHANIAOMIA- | kancynu TBepgi no 15 TOB "TeBa Ykpaina MNIBA XpBaTcka Xopsaris BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/17643/01/05
TEBA Mmr, no 21 kancyniy YkpaiHa" [.0.0. UMYy - 3MiHK 3 AKOCTi. A®Il. KOHTponb AdL. 3miHa y peyenmom

6nictepi; no 1
6nicTepy B kopobui; no
7 kancyn y 6nictepi;
no 3 6nictepu B
Kopoobui

mMeTofax BunpobysaHHsa AdP| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPA)KEHNX METOAAX
BMNPOOYBaHHS) -
3MiHM Y 3aTBepoKeHNX MeTofax BunpobdysaHs Ad|
Nexonigomig rigpoxnopuvg, rigpart 3a nokasHUKoM
«Residual solvents» ('X) Ta 3amiHa 3 Bepcii
MPCO014306/1 Ha Bepcito MPC014306/2 y 3B A3Ky 3
onTUMI3aLie0 METOAMKM; 3MiHW | TURY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToAax BUNPOOYBaHHS
A®I abo BuxigHOro Matepiasny/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPMAKEHNX
MeTofax BUNPOBYBaHHS) - 3MIHWN Y 3aTBEPKEHUX
MeTogax BunpobyBaHb APl JleHonigomia rigpoxnopug,
rigpar 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3
Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y
3B A3KY 3 ONTUMI3aL,i€l0 METOANKN; 3MiHW | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTposb A®I. 3MiHa y meTogax
BUNpo6yBaHHsA APl abo BMXigHOrO
marepiany/npomMKHOro MPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa AdI
(He3HauHi 3MiHV Y 3aTBEpPIKEHNX METOoAax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPKEHNX MeToAax
BMnpobyBaHb A®I fleHonigomig rigpoxnopug, rigpat 3a
nokasHukom «Related substances» (BEPX) 3 Bepcii
MPC014322/2 Ha Bepcito MPC014322/3 y 3B s3Ky 3
ONTUMI3aLiel0 METOANKI; 3MIHU | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MeTodax BUNPOo6yBaHHs
A®| abo BuXxigHOro matepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpo6HULUTBA AP| (HE3HAUHI 3MIHM Y 3aTBEPIKEHUX
MeToAax BUNPO6YyBaHHS) - 3MiHW y 3aTBEPAXKEHUX
MeToAax BunpobysaHb A®I JleHonigomig, rigpoxnopug
rigpat 3a nokasHukom «Determination of Impurity B»
(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito
MPC014325/2 y 3B°53Ky 3 ONTMMI3aLli€l0 METOAUKY;
3MiHK | TUny - 3MiHK 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkiin dhapmakonei/MoHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTL
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

[0 moHorpadpii J®Y abo E€Bponelicbkoi hapmakonei,
abo iHWOI HauioHabHOT hapmakonel gepxasun €C
(iHWWIi 3MiHKW) - 3MiHa NOCKIaHHA Ha MeTOog, 3a
nokasHukom «Water» 3a metogom K. diwepa 3
NOCWUIaHHSIM Ha BHYTPILLHIA MeToA BUpo6HuKa (MPC
014323) Ha BignosigHuii metod EP; 3mitm | Tuny -
3MiHu 3 sKocTi. [oToBMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y MeToax
BMNPOBYBaHHSA rOTOBOrO /liKApCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METoAax
BMNPOBYBaHHS) - 3MiHM Y 3aTBEPIKEHNX METOoAAxX
BMNpobyBaHb /13 3a nokasHMkom «lomiwku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa NpoboniAroTOBKM, pefakLiiiHi npaBku; 3MiHN |
TMny - 3MiHK 3 AKOCTI. [O0TOBWIA NikapcbKWii 3acib.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
roTOBOrO NiKapCbKOro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCSA NPV BUPOOHULITBI
roTOBOrO JlikapcbKoro 3acoby (HesHauHa 3miHa y
npoueci BUpOOHULITBA) - 3MiHW Y Npoueci BUpobHULTBA
rOTOBOrO NiKapCbKOro 3acoby- 3miHa 3agaHol
LUBMAKOCTI kancynoBaHHA 41000 kanc/rog Ha
nianasoH weuakocTeld 41000-50000 kanc/rog,
Kancy/10HanoBHIOKYOI MaLUMHW NpyY BUPOGHULTBI /13,
Kancynv Teepai, 403yBaHHAM 25 Mr Ha OCHOBI
pe3ynbTaTiB, OTPMMaHKX Nig Yac Basigauii npouecy
BMPOGHULTBA

301.

NEHANIAOMIA-
TEBA

Kancynu Teepai no 20
Mr, no 21 kancyniy
6nictepi; no 1
6nicTepy B kopobui; no
7 kancyn y 6nictepi;
no 3 6nictepu B
KopoobLi

TOB "TeBa
YkpaiHa"

YKpaiHa

MNIBA XpBartcka
4.0.0.

Xopsaris

BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN |
UMYy - 3MiHK 3 AKOCTi. A®Il. KOHTponb AdL. 3miHa y
mMeTofax BuUnpobysaHHsa ADP| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPA)KEHNX METOAAX
BMNPOOYBaHHS) -
3MiHM y 3aTBepoKeHNX MeTogax BunpobysaHs Ad|
NeHonigomig rigpoxnopug, rigpart 3a nokasHUKoM
«Residual solvents» ('X) Ta 3amiHa 3 Bepcii
MPCO014306/1 Ha Bepcito MPC014306/2 y 3B A3Ky 3
onTUMI3aLie0 METOAMKM; 3MiHW | TUMY - 3MiHM 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToAax BUNPOOYBaHHS
A®I abo BuxigHOro Matepiasny/npoMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPMAKEHNX
MeTofax BUNPOBYBaHHS) - 3MiHWN Y 3aTBEPKEHNX
MeTogax BunpobyBaHb APl SleHonigomia rigpoxnopug,
rigpar 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3
Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y

3a
peyenmom

UA/17643/01/06
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

3B A3KY 3 OMTMMIi3aL,iel0 METOAMKM; 3MiHW | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3MiHa y meTogax
BunpobyeaHHA APl abo BMXigHOTO
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPKEHNX METOAAX
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPAKEHVX METoAaX
BUNpo6yBaHb AP fleHonigomig rigpoxnopug, rigpaTt 3a
nokasHukom «Related substances» (BEPX) 3 Bepcii
MPCO014322/2 Ha Bepcito MPC014322/3 y 3B A3Ky 3
ONTUMI3aLiE0 METOAMKI; 3MIHUN | TUMY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y meTodax BUNPOOyBaHHSA
A®| abo BMxigHOro Matepiany/MpoMiXHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP| (HE3HAYHI 3MIHM Y 3aTBEPAKEHNX
MeToAax BUNPOGYBaHHS) - 3MiHW y 3aTBEPAXEHUX
MeTofax BunpobyBaHb APl SleHonigomia rigpoxnopug,
rigpaT 3a nokasHukom «Determination of Impurity B»
(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito
MPC014325/2 y 38°s13Ky 3 ONTMMi3aLi€l0 METOAMNKMY;
3MiHM | Tuny - 3miHK 3 skocTi. CepTuddikat
BignosigHocTi/lE-cepTudikat BignoBigHOCTI
€Bponelicbkiin hapmakonei/MoHorpadii. 3miHu,
nos'sA3aHi 3 HEOOXiAHICTIO MPVYBEAEHHS Y BiANOBIAHICTb
[0 moHorpadpii ®Y abo E€Bponelicbkoi hapmakonei,
abo iHWOI HauioHabHOT hapmakonel gepxasun €C
(iHLWIi 3MiHKW) - 3MiHa NOCKIaHHA Ha MeTog, 3a
nokasHukom «Water» 3a metogom K. diwepa 3
NOCWUTaHHSIM Ha BHYTPILLHIA MeToA BUpo6HuKa (MPC
014323) Ha BignosigHuii metod EP; 3minm | Tuny -
3MiHu 3 sKocTi. [oToBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y MeToax
BMNPOBYBaHHSA rOTOBOrO /liKApCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBEPAXEHNX METoAax
BMNPOBYBaHHS) - 3MiHM Y 3aTBEPIKEHNX MEeToAAxX
BMNpobyBaHb /13 3a nokasHMkoMm «Jlomiwku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa NpoboniAroTOBKM, pefakyiiiHi npaBku; 3MiHN |
TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKWit 3acib.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPO6GHMLTBA
roTOBOrO NiKapCbKOro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOrO JlikapcbKoro 3acoby (HesHauHa 3miHa y
npoueci BUpOOHULITBA) - 3MiHW Y NpoLeci BUpobHULTBA
roTOBOrO NiKapCbKOro 3acoby- 3miHa 3agaHoi
LUBMAKOCTI kancynoBaHHA 41000 kanc/rog Ha
nianasoH weuakocTeld 41000-50000 kanc/rog,
Kancy/1oHanoBHIOKYOI MaLUMHW NPy BUPOGHULTBI 13,
Kancynv Teepai, f03yBaHHAM 25 MI Ha OCHOBI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
pe3ynbTaTiB, OTPMMaHUX Nig, Yac Banigayii npouecy
BMPOOHULITBA
302. | NEHANIAOMIA- | kancynu TBepAi no 25 TOB "TeBa Ykpaina MNIBA XpBaTcka XopsarTis BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/17643/01/07
TEBA Mmr, o 21 kancyniy YkpaiHa" 4.0.0. UMYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y peyenmom

6nictepi; no 1
6nicTepy B kopobu,; no
7 kancyn y 6nictepi;
no 3 6nictepu B
Kopobui

MeToAax BunpobyBaHHA APl abo BUXigHOIO
marepiany/npomMiKHOro MPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuuTBa AdI

(He3HauHi 3MiHW y 3aTBEpPIKEHNX METOAax

BMMNPOOYBaHHS) -
3MiHN y 3aTBEpAKEHNX MeToAax BUNpobyBaHb Ad|
NeHonigowmig rigpoxnopug, rigpat 3a NoKasHNKOM
«Residual solvents» (I'X) Ta 3amiHa 3 Bepcil
MPCO014306/1 Ha Bepcito MPC014306/2 y 3B A3Ky 3
ONTUMI3aLE METOANKI; 3MIHUM | TUMY - 3MIHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y MmeTodax BUNPOOyBaHHSA
A®I| abo BuxigHOro MaTepiany/MpoMiXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPMAKEHNX
MeToAax BUNPOGYBaHHS) - 3MiHW y 3aTBEPAKEHUX
MeTofax BunpobyBaHb APl SleHonigomia rigpoxnopug,
rigpart 3a nokasHukom «Assay» (BEPX) Ta 3amiHa 3
Bepcii MPC014319/1 Ha Bepcito MPC014319/2 y
3B 513Ky 3 ONTUMIi3aL,i€l0 METOAMKM; 3MiHK | TUny -
3MiHu 3 sKocTi. A®Il. KoHTposb A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BuXigHOTO
mMatepiany/npoMiKHOro NpoayKTy/peareHTy, Wo
BMKOPWCTOBYETLCA Y NpoLieci BUpobHuuTea AdI
(He3HauHi 3MiHW y 3aTBEpIKEHNX MeTofax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPIKEHNX MeToAAxX
BMNpo6yBaHb AP SleHonigomig rigpoxnopug, rigpat 3a
nokasHukoM «Related substances» (BEPX) 3 Bepcii
MPCO014322/2 Ha Bepcito MPC014322/3 y 38 A3Ky 3
onTUMI3aLie0 METOAMKM; 3MiHW | TURY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3MiHa y MeToAax BUNPOOYBaHHS
A®I abo BuxigHOro Matepiasny/npomMixxHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y MPOLECi
BMPOGHMLTBA AD| (HE3HAYHI 3MiHM Y 3aTBEPAXKEHNX
MeTofax BUNPOBYBaHHS) - 3MIHWN Y 3aTBEPKEHUX
MeTogax BunpobyBaHb APl JleHonigomia rigpoxnopug,
rigpart 3a nokasHukom «Determination of Impurity B»
(BEPX) Ta 3amiHa 3 Bepcii MPC014325/1 Ha Bepcito
MPC014325/2 y 38°53Ky 3 ONTMMI3aL,i€l0 METOANKY;
3MiHK | TNy - 3MiHK 3 AkocTi. CepTudikart

BignosigHocTi/lE-cepTudikat BignosigHocCTi

€Bponelicbkili hapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiJHICTIO MPVYBEAEHHS Y BiAMNOBIAHICTb
[0 MoHorpadpii ®Y abo €sponelicbkoi dhapmMakonei,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(iHWi 3MiHK) - 3MiHa NOCKMNaHHA Ha MeToj 3a
nokasHukom «Water» 3a metogom K. diwepa 3
nocuIaHHSAM Ha BHYTPILLHIA MeToA BUpo6HuKka (MPC
014323) Ha BignosigHuii meTod EP; 3miHm | Tuny -
3MiHuM 3 SIKOCTi. [0TOBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JlikapcbKoro 3acoby. 3miHa y meTogax
BMNPOBYBaHHS rOTOBOIO NiKapCbKOro 3acoby
(He3HauyHa 3MiHa y 3aTBEpAKEHNX MeTohax
BMNPOGYBaHHS) - 3MiHW Y 3aTBEPLKEHVX METOAaX
BUNpobyBaHb /13 3a NoKasHUKOM «Jlomiku» (BEPX)
3 Bepcii MPC014338/2 Ha Bepcito MPC014338/3 -
3MiHa Npo6oniAroTOBKM, pefakyiiiHi npaBky; 3MiHN |
TMNy - 3MiHK 3 AIKOCTi. FOTOBWIA NikapcbKunii 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHM Y NpoLieci BUPOGHMLTBA
rOTOBOrO JliKapCbKOro 3acofby, BK/IKOYakoUn NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOro MiKapCbKoro 3acoby (He3HayHa 3miHa y
npotieci BUpo6bHMLITBA) - 3MiHW y NpoLLeci BUpO6GHMLTBA
roTOBOrO NikapcbKoro 3acoby- 3miHa 3agaHol
LUBMAKOCTI kancynosaHHA 41000 kanc/rog Ha
nOianasoH weuakoctein 41000-50000 kanc/ropg,
KancynoHanoBHIOKYOI MaLUMHU Npy BUPO6HMUTBI /13,
Kancynum TBepAi, A03yBaHHAM 25 Mr Ha OCHOBI
pe3ynbTaTiB, OTPMMaHUX Nig, Yac Banigayii npouecy
BMPOOHULITBA
303. | nICAAIN TabneTku, BKpUTI [O-p Pepgi'c IHAis [-p Pegpi'c IHAisA BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/17485/01/01
NNiBKOBOIO Na6opatopic Na6opaTtopic /1T MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKOI0, M0 250 ntp hapmakoHarnsay (iHwi 3MiHK) - 3aTBEPKEHHS
mr, no 10 TabneTok y a/IbTEPHATMBHOIO TEKCTY MapKyBaHHS YNakoBKy
6nicTepi, no 6 nikapcbKoro 3acoby i3 3a3Ha4YeHHSAM MKHapPOAHUX
6nicTepiB y KAPTOHHiIl no3HayeHb OAUHULL BUMIPIOBaHHSA. TepMiH BBELEHHS
Kopobui 3MiH - NPOTArOM 6 MICALIB MiCNA 3aTBEPMAXKEHHS
304. | niCcAAIN TabneTku, BKPUTI [O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/17485/01/02
NNiBKOBOIO NabopaTopic Na6opaTopic /T4, TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuenmom
060/10HKO10, M0 500 nTg, hapmakoHarnsay (iHwi 3MiHK) - 3aTBEPAKEHHS
mr, no 10 TabneTok y aNbTepPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
6nicTepi, no 6 nNikapcbKoro 3acoby i3 3a3Ha4YeHHAM MDKHAPOAHUX
61icTepiB y KAPTOHHIN Nno3HayYeHb OANHULL BUMIPIOBAHHSA. TepMiH BBEAEHHS
KopooLi 3MiH - NPOTArom 6 MicsiLiB NicNs 3aTBepyKeHHS
305. | nCAAIN TabneTkun, BKPUTI [O-p Peppi'c IHAiA O-p Pegpi'c IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17485/01/03
NiBKOBOO Na6opatopic Na6opaTtopic /1T, MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
060/10HKOI0, N0 750 ntp hapmakoHarnsaay (iHwi 3MiHK) - 3aTBEPKEHHS

Mmr, no 10 TabneTok y

a/IbTEPHATMBHOIO TEKCTY MapKyBaHHS yYNakoBKu




182

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6nicTepi, no 6 niKapcbKoro 3acoby i3 3a3Ha4YeHHSAM MDKHAPOAHUX
6nicTepiB y KAPTOHHiIl no3HayeHb OAUHULL BUMIPIOBaHHSA. TepMiH BBELEHHS
Kopoobui 3MiH - NPOTAroM 6 MICALIB MiCNA 3aTBEPIAKEHHS
306. | NliICAAIN TabneTku, BKpUTI [O-p Peppi'c IHAjA O-p Peppi'c IHAjA BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/17485/01/04
NNiBKOBOIO Nab6opatopic Na6opaTopic /T4, TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
060/10HKOI0, No 1000 nrp, thapmakoHarnagy (iHwi 3MiHW) - 3aTBEPAXEHHS
mr, no 10 TabneTok y a/lbTEPHATNBHOIO TEKCTY MapKyBaHHS YNakoBKu
6nictepi, no 6 NiKapcbKoro 3acoby i3 3a3HaYeHHSAM MKHAPOAHUX
6nicTepiB y KAPTOHHIN no3HaYeHb OAMHWLb BUMIPIOBaHHSA. TepMiH BBEAEHHSA
Kopoobui 3MiH - NPOTArom 6 MicsiLiB NicNs 3aTBepPKEHHS
307. | NTOMEKCUH® Kpem 2% no 30ry Pekopgari Ipnangis Pekoppaarti IngacTpia ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/6094/02/01
Ty6i, no 1 Ty6i y Ainenp Ntg Ximika e TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta peuyenmom
KapTOHHilA KopooLi dPapmaceBTika thapmakoHarnagy (iHwi 3MiHn) - 3aMiHa po3giny
C.n.A. «[pacpiyHe ohopMIEHHS» Ha Po3ain «MapKyBaHHs»
MK4A N13: 3anponoHoBaHo: Po3ain MKA N3
«MapkyBaHHS». 3riHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHs.
OHOB/IEHHS TEKCTY MapKyBaHHS yakoBKW NiKapCbKOro
3aco6y 3 BHECEHHSIM iHchopMaLii LLoA0 3a3HaYEHHS
OAVHWLb BUMIPIOBaHHS Y cuctemi Sl. BBeeHHsA 3MiH
NpoTSrom 6 MiCsiLiB Mics 3aTBEPAKEHHSI
308. | NOPATAAVH Tabnetku no 10 mr; no MNAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/7014/01/01
10 TabneTok y "Kuismegnpen "Kvismegnpenapat” T™Mny - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. peyenma
6nictepi; no 1 apat" 3MiHN y BUPO6HMLTBI. 3MiHa po3mipy cepii
6nictepy B nauui (BKKOYatOUM giana3oH po3Mipy cepil) roToBoro
nikapcbKoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPXEHUM PO3MIPOM) - BBEAEHHS
[0AaTKOBOro PO3Mipy cepii roToBOro Nikapcbkoro
3aco6y. MponoHoBaHa pefakLisi TeopeTUyHWin po3mip
cepii: 100 «r, wo ctaHoBUTL 1 000 000 TabneTok (3
[onycTUMUM BigxuneHHsM Big 900 000 TabneTtok o 1
100 000 Tabnetok a6o 90,0-110 «kr) 220 kr, Wwo
cTaHoBuTb 2 200 000 TabneTok (3 4ONYyCTUMUM
BigxuneHHsaMm Big 1 980 000 TabneTok o 2 420 000
Tabnetok abo 198,0-242,0 «kr)
309. | NOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HWK, CnoBeHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5516/01/03
nNiBKOBOIO HoBo mecTo BiANoBigabHUI 3a HimeyunHa/ My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
06010HKOt0, Mo 50 wmr, BMPOGHULITBO «in Kutaii thapmakoHarnagy (iHwi 3miHn) - logasaHHa po3giny

no 10 Tabnetok y

bulk», nepBuHHe Ta

MapkyBaHHs (BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB

6nictepi; no 3, abo no BTOPWHHE nicns 3aTBepXeHHs); 3MiHM | TMny - 3MiHW 3 AKOCTI.
6, abo no 9 6nictepis nakyBaHHs, A®I. KoHTponb A®I. 3miHa y napameTpax

B KapTOHHI kopo6uyj; KOHTPO/b Ta BUMYCK cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
no 14 tabneTtok y cepii: cneuudikauisix Ha A®l, abo BUXiAHWIA/MPOMiXHWIA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6nicTepi, no 1, abo no KPKA, a.4., HoBo NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NMPOLECI
2, abo no 4, abo no 6, MecTo, CrnoBeHis; BMpobHULUTBa APl (fonaBaHHA abo 3amiHa (3a
abo no 7 6nictepis B Brpo6HuK, BVHSITKOM aKTVBHOI peyoBWHM 6ios1oriyHoro abo
KapTOHHI Kopoo6Li BiANOBIAaIbHNI 3a iMyHO/TOMYHOrO MOXOAPKEHHS) NapameTpa
nepBuHHE Ta crneuudikauii 3 BiANOBIAHUM METOAOM BUNPOBYBaHHSA
BTOPWHHE 3a pesynibTataMu gocnigpkeHb 3 6e3nekn abo sKOCTI) -
nakyBaHHs Ta [LOMNOBHEHHA crneumndikauii APl nosaptaHy kanito
BUNYCK cepil: BM3HAYEHHAM [oMillok «N-nitrosodimethylamine
TAL dapma M'vM6X, (NDMA) He 6inbLue 0,03 ppm» Ta «N-
HimeyuunHa; nitrosodiethylamine (NDEA) He 6inbLue 0,03 ppm»
Bupo6HuK, (BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
BiANOBIAaIbHNI 3a 3aTBEPMKEHHS); 3MiHM | TNy - 3MiHM 3 AKOCTI.
KOHTPO/Ib cepii: [OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
KPKA, a.4., Hoso 3MiHM BUNpO6yBaHb abo A0NYCTUMUX MEX,
mecTo, CrnoBeHis; BCTaHOB/IEHNX Y cneuudikauisx, nig yac BMpobHMLTBa
Brpo6HWK, roTOBOrO JliKapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHa
BiANoBigabHUI 3a KpUTEpIto NPUIAHATHOCTI 3a NoKa3HUKOM «BTpaTa B
KOHTPO/b cepii: maci npu BUCyLlyBaHHI» Mg Yac BupobHuuTtea M13
NabeHa f4.0.0., [Ansa KoMnpeciiHoi cymiwi 3 3,5 % g0 4,00 %.
CnoseHis; [opatkoBo BHOCATLCSA pefakLiiiHi npaBky y po3gain
Brpo6HuK, 3.2.P.3.4 (BBegeHHs 3MiH NpOTAroM 6-Tu micsuis nicns
BiANOBIAaIbHNI 3a 3aTBEPMKEHHS); 3MiHM | TMNy - 3MiHK 3 AKOCTI.
KOHTPO/Ib cepil: [OTOBMIA NikapcbKuii 3aci6. 3MiHW y BUPOBHULTBI.
TAL dapma M'vM6X, 3amiHa abo BBeAEHHSA [0AAaTKOBOI AiNbHUL
HimeuunHa; BUPOGHMLITBA A1 YACTWHN ab0 BCbOro BUPOBGHNYOTO
Bupo6HuK, npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuULSA, Ha
BiANOBIAaIbHNI 3a AKili NPOBOAATLCA OyAb-AKi BUPOGHWUYI cTagii, 3a
KOHTPONb BUHATKOM BUMYCKY Cepiil, KOHTPO/IIO AKOCTI,
Mikpo6ionoriyHol NepPBMHHOIO Ta BTOPUHHOIO NakyBaHHS, 415
yucToTn cepii (y HeCTepWUIbHUX NiKapcbknx 3acobiB) - BBEAEHHS
BUNAAKY KOHTPOO a/lbTepHaTUBHOrO BUPOGHMKA, LLO BiANOBigae 3a
cepii TAL ®apma BUPOGHMLTBO Hepo3gdacoBaHOi NPOAYKLUIT nuwe ans
v6X): [o3yBaHHa no 50 mr ta no 100 mr (BeBeAeHHS 3MiH
Na6op N+C AT, NpoTArom 6-Tu MiCALIB NiCNs 3aTBEPMKEHHS); 3MiHW ||
HimeuuunHa; My - 3MiHKU 3 AKOCTi. ADl. BUpOOGHMUTBO (iHLLi 3MiHW)
BUPOBHMK, - OHOBJ/IEHHS MacTep-haiina Ha AD| nosapTtaHy kanito,
BignoBigabHWiA 3a LLI0 06YMOB/IEHO ONTMMI3aLi€l0 BUPOOGHNYOro npoLecy
BUPOBHMLTBO «in A®I; BUyYeHHs cxemn cnHtesy A®|l RoS13;
bulk»: BUYyYEHHS BUPOOHNYOI AinbHuLi APl KPKA, 4.4.,
Hinréo MeHoBo HoBo mecTto, CnoBeHisi (BBeAeHHS 3MiH NpPOTArom 6-Tn
TiaHkaHr MicALiB Nicna 3aTBepAKEHHS)
PapmacbioTrKanc
Ko., 1A, Kutaii
310. | NOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoseHis Brpo6HuK, CnoseHis/ BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis: 3MiHu | 3a UA/5516/01/04
NNiBKOBOK HoBso mecTo BignoBigasnbHWi 3a HimeyunHa/ Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
060/10HKO10, N0 100 BUPOBHMLTBO «in Kutaii hapmakoHarnagy (iHwi 3miHu) - JlogasaHHsA po3ainy

Mmr, no 10 TabneTok y

bulk», nepBrHHe Ta

MapkyBaHHs (BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6nicTepi; no 3, abo no BTOPUHHE nicns 3aTBeppKeHHS); 3MiHW | Tuny - 3MiHM 3 AKOCTI.
6, abo no 9 6nictepis nakyBaHHs, A®I. KoHTposib AdL. 3miHa y napameTpax
B KapTOHHIi kopo6Lyj; KOHTPO/b Ta BUMYCK cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
no 14 tabnetok y cepii: cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIXHWIA

6nictepi, no 1, abo no
2, abo no 4, abo no 6,
abo no 7 6nictepis B
KapTOHHIA KOpooLi

KPKA, a.4., Hoso
mecTo, CnoBeHis;
Brpo6HWK,
BiANoBigabHUI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHs Ta
BUMYCK Cepii:
TAL d®apma M'M6X,
HimeuyuunHa,;
Bupo6HuK,
BignoBiganbHWi 3a
KOHTPO/Ib cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
Bupo6HuK,
BiANOBIAaIbHNI 3a
KOHTPO/Ib cepii:
Nab6eHa f.0.0.,
CnoBeHis;
Brpo6HWK,
BiANoBigabHUI 3a
KOHTPO/b cepii:
TAL d®apma M'M6X,
HimeuyuunHa,;
Bupo6HuK,
BignoBiganbHWiA 3a
KOHTPONb
Mikpo6ionoriyHol
yncToTH cepii (y
BUNAAKY KOHTPOO
cepii TA[, ®apma
v6X):
Nab6op N+C AT,
HimeuyumnHa;
BVPOGHWK,
BiANoBigabHUI 3a
BMPOGHULITBO «in
bulk»:
Hinréo MeHoBo
TiaHkaHr
PapmacbloTmKanc
Ko., NiTa, Kutaii

NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLLECI
BMpo6HuLTBa AP| (fOogaBaHHa abo 3amiHa (3a
BVHSITKOM aKTUBHOI pe4yoBMHM 6iosioriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa
cneuudikauii 3 BiANOBIAHUM METOAOM BMNPOGYBaHHSA
3a pesynbTataMu AOoC/igKeHb 3 6e3nekn abo AKocTi) -
[OMOBHEHHS cneumdikauii A®I nosapTaHy Kasnito
BM3HAUYEHHAM JOMilloK «N-nitrosodimethylamine
(NDMA) He 6inbLue 0,03 ppm» Ta «N-
nitrosodiethylamine (NDEA) He 6inbLie 0,03 ppm>»
(BBegeHHs 3MiH NpoTArom 6-Tu micsuis nicns
3aTBEPMKEHHS); 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM Y BUPOOHULTBI.
3MiHn BUNpobyBaHb abo JOMYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpo6HULTBa
roTOBOrO NiKapCbKoro 3acoby (iHLi 3MiHK) - 3MiHa
KpUTEpIto NPUIAHATHOCTI 3a NokasHUkoM «BTpaTa B
Maci npu BUCyLlyBaHHi» Mig Yac BupobHuuTtea M13
NS KoMNpeciiHoi cymiwwi 3 3,5 % a0 4,00 %.
[lopatkoBo BHOCATLCA pefakLiiiHi npaskv y po3ain
3.2.P.3.4 (BBegeHHs 3MiH NpPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS); 3MiHN | TUNY - 3MiHM 3 SKOCTI.
[oTOBMIA NiKapCbkunii 3aci6. 3MiHW y BUPOBHULTBI.
3amiHa ab0 BBeEHHS1 4OAATKOBOI AiTbHUL
BUPOGHMLITBA A1 YACTMHN ab0 BCbOro BUPOGHNYOrO
npoLecy roToBOro Nikapcbkoro 3acoby (AinbHuUs, Ha
AKili TPOBOAATLCA OyAb-sKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKY Cepiii, KOHTPOIIO AKOCTI,
NEePBUMHHOTO Ta BTOPMHHOTO NakyBaHHS, A1
HEeCTepPU/IbHUX NiKapCbKMx 3acobiB) - BBEAEHHS
anbTepHaTMBHOIO BUPOGHMKA, LLIO Bignosigae 3a
BMPOGHMLTBO Hepo3acoBaHoi NPOAYKLii nvLe ans
[o3yBaHHsa no 50 mr ta no 100 mr (BBegeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MicNs 3aTBEPAKEHHS); 3MiHU |l
TUny - 3MiHK 3 akocTi. A®l. BUpo6HULTBO (iHLUI 3MiHW)
- OHOBJ/IEHHSI MacTep-haiina Ha A®| noszapTaHy Kanito,
10 06yMOB/IEHO ONMTUMI3ALi€0 BUPOOHMYOro npouecy
A®I; BUyyeHHs cxemu cnHtesy A®l RoS13;
BUTy4EHHS BUPOOHUYOT ainbHuLi APl KPKA, 4.4.,
HoBo mecTo, CrnoBeHisa (BBeeHHS 3MiH NpOTAroM 6-Tn
MiCALIB MiCNA 3aTBEPLKEHHS)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
311. | NOPICTA® TabneTku, BKpUTI KPKA, a.4., CnoBeHis Brpo6HWK, CnoBeHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a UA/5516/01/01
nNiBKOBOIO HoBo mecTo BiANoOBigabHUI 3a HimeyunHa/ TMNy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
060n0HKot, no 12,5 BMPOGHULITBO «in Kutaii thapmakoHarnagy (iHwi 3miHn) - logasaHHa po3giny
mr, no 10 Tabnetok y bulk», nepBuHHe Ta MapkyBaHHs (BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
6nictepi; no 3, abo no BTOPWHHE nicns 3aTBepXeHHs); 3MiHM | TUny - 3MiHW 3 AKOCTI.
6, abo no 9 6nictepis nakyBaHHs, A®I. KoHTponb A®I. 3miHa y napameTpax
B KapTOHHI kopo6uyj; KOHTPO/b Ta BUMYCK cneuudikauin Ta/abo fonyCTUMNX MEX, BUSHAYEHNX Y
no 14 tabneTtok y cepi: cneyudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
6nicTepi, no 1, abo no KPKA, a.4., Hoso NpoAyKT/peareHT, WO BUKOPUCTOBYOTbLCA Y NPOLECI
2, abo no 4, abo o 6, MecTo, CroBeHis; BMpo6HMLTBa API (fogaBaHHa abo 3amiHa (3a
abo no 7 6nictepis B Bupo6HuK, BUHATKOM aKTUBHOI pe4yoBMHK 6ios10riyHoro abo
KapTOHHI KopoobLi BiANOBIAaIbHNI 3a iMYHO/IOMYHOTO NMOXOMPKEHHS) NapameTpa
nepBuHHE Ta cneuudikayii 3 BiANOBIAHUM METOAOM BMNPOGYBaHHSA
BTOPWHHE 3a pesynibTataMu gocnigpkeHb 3 6e3nekn abo sKOCTi) -
nakyBaHHs Ta [LOMOBHEHHS cneumndikayii A®| no3apTaHy Kasito
BUMYCK Cepii: BM3HAYeHHAM JoMmilok «N-nitrosodimethylamine
TAL dapma M'm6X, (NDMA) He 6inbLue 0,03 ppm» Ta «N-
HimeuyumnHa; nitrosodiethylamine (NDEA) He 6inbLue 0,03 ppm»
Brpo6HWK, (BBegeHHs 3MiH NpOTAroM 6-Tu MicsLiB nicns
BiANoOBigabHUI 3a 3aTBEPKEHHS); 3MiHN | TUNY - 3MiHM 3 SKOCTI.
KOHTPO/b cepii: oTOBMIA NiKapcbkunii 3aci6. 3MiHW y BUPOBHULTBI.
KPKA, a.4., HoBo 3MiHu BUNpobyBaHb abo JOMYCTUMUX MEX,
mMecTo, CroBeHis ; BCTaHOB/IEHMX Y cnevumdikayisx, nig yac BUpobHULTBa
Bunpo6HuK, roTOBOrO MiKapCbKOro 3acoby (iHWi 3MiHK) - 3MiHa
BiANOBIgaIbHNI 3a KpUTepilo NPUIAHATHOCTI 3a NokasHUKOM «BTpaTa B
KOHTPO/Ib cepil: Maci Npu BUCYLLYBaHHI» nig yac BupobHuuTea N3
TAL dapma M'vM6X, AN KoMnpeciiHoi cymiwwi 3 3,5 % A0 4,00 %.
HimeuumnHa; [lopatkoBo BHOCATLCA pefakLuiiiHi npaBky y po3ain
Bupo6HuK, 3.2.P.3.4 (BBefeHHs 3MiH NpPOTArom 6-Tu MicsiLiB nicns
BiANOBIAaIbHNI 3a 3aTBepMKEHHS); 3MiHu |l Tuny - 3MiHK 3 akocTi. AdL.
KOHTPO/Ib cepii: Brpo6HMUTBO (iHLLI 3MiHM) - OHOBMIEHHSA MacTep-
Nab6eHa f.0.0., thaiina Ha A®| no3apTaHy Kanito, Lo 06yMOBIEHO
CnoseHis; onTuMisauieto BUpobHuyoro npouecy A®l; BUnyYeHHs
Brpo6HWK, cxemu cuHTesy A®| RoS13; BuayyYeHHs BUPOGHUYOT
BiANoBigabHUI 3a ninbHUUi APl KPKA, a.4., HoBo mecto, CnoBeHist
KOHTPO/b (BBegeHHs 3MiH NpoTAarom 6-Tu micsis nicns
Mikpo6ionoriyHol 3aTBEPAKEHHS)
yncToTn cepii (y
BMNAAKY KOHTPO/O
cepii TA[ ®apma
M6X):
Nab6op N+C AT,
HimeyunHa
312. | NOPICTA® TabneTkun, BKPUTI KPKA, a.4., CnoseHis B1po6HuK, CnoseHisa/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/5516/01/02
NNiBKOBOIO HoBso mecTo BignoBigasIbHMiA 3a HimeuunHa/ MRy - 3MiHKN WoA0 6e3nekn/edpeKkTBHOCTI Ta peyenmom
060/10HKOI0, NO 25 Mr, BMPOGHULITBO «in Kutaii hapmakoHarnagy (iHwi 3miHn) - JlogasaHHA po3ainy

no 10 TabneTtok y
6naicTepi; no 3, abo no

bulk», nepBrHHe Ta
BTOPUHHE

MapkyBaHHs1 (BBeAEHHS 3MiH NPOTAroM 6-Tu MicsALIB
nicns 3aTBepApkKeHHs); 3MiHM | Tuny - 3MiHM 3 AKOCTI.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6, abo no 9 6nictepis nakyBaHHs, A®I. KoHTponb A®I. 3miHa y napameTpax
B KapTOHHI Kopo6Lyj; KOHTPO/b Ta BUMYCK cneyudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
no 14 tabnetok y cepii: cneuudikauisx Ha A®l, abo BUXigHWUI/MPOMDKHWIA
6nicTepi, no 1, abo no KPKA, a.4., HoBo npoAyKT/peareHT, WO BUKOPUCTOBYIOTLCS Y MPOLECI
2, abo no 4, a6o no 6, MecTo, CrnoBeHis; BMpobHULUTBa APl (fonaBaHHA abo 3amiHa (3a
abo no 7 6nictepis B Brpo6HuK, BVHSITKOM aKTVBHOI peyoBWHM 6iosoriyHoro abo
KapTOHHI Kopoo6Li BiANOBIgaIbHNI 3a iMyHO/TOrYHOTO MOXOMPKEHHS) NapameTpa
nepBuHHE Ta crneuudikauii 3 BiANOBiAHUM METOAOM BUNPO6YBaHHSA
BTOPWHHE 3a pesynibTataMu gocnigpkeHb 3 6e3nekn abo sKOCTI) -
nakyBaHHs Ta [LOMNOBHEHHA crneumndikauii APl nosaptaHy kanito
BMNYCK cepil: BM3HAYEHHAM [oMilloK «N-nitrosodimethylamine
TAL dapma M'vM6X, (NDMA) He 6inbLue 0,03 ppm» Ta «N-
HimeyuunHa; nitrosodiethylamine (NDEA) He 6inbLue 0,03 ppm»
Bupo6HuK, (BBefeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
BiANOBIAaIbHNI 3a 3aTBEPMKEHHS); 3MiHM | TMNY - 3MiHK 3 AKOCTI.
KOHTPO/Ib cepii: OTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOOHULTBI.
KPKA, a.4., Hoso 3MiHM BUNpO6yBaHb ab0o A0NYCTUMUX MEX,
mecTo, CnoBeHis ; BCTAHOB/IEHNX Y cneuudikauisx, nig yac BMpobHULTBa
Brpo6HWK, roTOBOrO JliKapcbKoro 3acoby (iHLWi 3MiHW) - 3MiHa
BiANoOBigabHUI 3a KpUTEpIto NPUIAHATHOCTI 3a NoKa3HUKOM «BTpaTa B
KOHTPO/b cepii: maci npu BUCyLLyBaHHI» Mg Yac BupobHuuTtea M13
TAL d®apma M'M6X, [Ansa KoMnpeciiHoi cymiwi 3 3,5 % g0 4,00 %.
HimeuuunHa; [opatkoBo BHOCATLCSA pefakLiiiHi npaBky y po3ain
Brpo6HuK, 3.2.P.3.4 (BBegeHHs 3MiH NpOTAroM 6-Tu micsuis nicns
BiANOBIgaIbHNI 3a 3aTBepMXEHHS); 3MiHu |l TMny - 3MiHK 3 akocTi. AdI.
KOHTPO/Ib cepil: Bvpo6HMUTBO (iHLWi 3MiHW) - OHOB/IEHHS MacTep-
NabeHa g.0.0., thaiina Ha AP| nozapTtaHy Kanito, L0 06YMOBNEHO
CnoBeHis; onTuMi3auieto BUpo6HuYoro npouecy A®I; BUNyYeHHs
Bupo6HuK, cxeMu cuHTesy APl RoS13; BUIyYEHHSI BUPOOHUYOT
BiANOBIAaIbHNI 3a ainbHuui A®l KPKA, a.4., Hoso mecto, CnoBseHis
KOHTpO/b (BBegeHHs 3MiH NpOTAroM 6-Tu MicsiB nicns
Mikpo6ionoriyHol 3aTBEPKEHHS)
yucToTn cepii (y
BUNAAKY KOHTPOO
cepii TAL ®apma
v6X):
Na6op N+C AT,
HimeuyunHa
313. | NIOCAPTAH TabneTku, BKpUTI "KcaHTic Kinp AxTtasic NTA, ManibTa BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHN | 3a UA/17120/01/01
nnoc NNiBKOBOIO Papma IcnaHgis; AkTasic UMYy - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y peyenmom
060/10HKO10, Mo 50 Nimiten" nTa napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,

mr/12,5 mr no 10
Tabnetok y 6nictepi;
no 3 aéo no 10
6nicTepiB y KAPTOHHIN
nauui

BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWIA/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(BUNYyYEHHSA HE3HAYHOTO NOKasHUKa SKOCTI (Hanpuknag
BW/IyYEHHS 3aCTapifioro NoKasHuKa)) - BUNy4YeHHs 3i
Cneupndpikauii Ha AP| no3apTtaH kanito NOKa3HUKIB
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
«PO3UMHHICTBb» Ta «Baxki meTanin»
314. | NOCAPTAH TabneTkun, BKPUTI "KcaHTic Kinp Axrtasic NTA, MaibTa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/17120/01/02
nnoc NNiBKOBOO Papma IcnaHgis; AkTasic MRy - 3MiHKn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y peyenmom
060/10HKO0, Mo 100 Nimiten" nTa napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
mr/25 mr no 10 BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
Tabnetok y 6nictepi; BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
no 3 a6o no 10 BMKOPWCTOBYHOTbCS Y npoueci BupobHuutea AdI
6nicTepiB y KAPTOHHiIl (BUNYyYEHHA HE3HAYHOTrO NOKa3HWKa SKOCTI (Hanpuknaz
nauuj BW/yYEHHS 3aCTapifioro NokasHuka)) - BUTyYeHHS 3i
Cneupmdpikauii Ha A®| nosaprtaH kanito NokasHUKIB
«PO3UMHHICTb» Ta «Baxkki meTasin»
315. | JIOCAPTAH TabneTkn, BKpUTI "KcaHTic Kinp AkTasic NTA, ManbTa BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/17120/01/01
nnoc NNiBKOBOIO Papma IcnaHpis; AkTasic UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdL. 3miHa y peuyenmom
060/10HKOt0, N0 50 Nimiten" nTa napameTpax crneumdikaLiin Ta/abo fonycTUMUX MeX,
mr/12,5 mr no 10 BM3HA4YeHUX y cneyudpikauisx Ha Adl, abo
Tabnetok y 6nictepi; BVIXiHUIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
no 3 a6o no 10 BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuLtea A®I
61icTepiB y KAPTOHHIN (aopaBaHHA abo 3amiHa (3a BUHATKOM aKTUBHOT
nauui peyoBUHM 6i0N0riYHOro abo iMyHOsOriYHOro
NOXOPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesy/bTaramu
JocnimpKeHb 3 6e3mnekn abo SKOCT) - JoAaBaHHS
napameTpa Cneyudikauii «N-Nitrosodimethylamine
(NDMA)» 3 nimitom 0,640 ppm Ta «N-
Nitrosodiethylamine (NDEA)» 3 nimitom 0,177 ppm Ha
A®| NlozapTaH kanito 3 BifMnoBigHM METOLOM
BUNPOOYBaHHA 3a pe3ysibTaTaMu AOCNIAKEHb 3
6e3neku y BignoBigHocTi 3 European Commission
Implementing Decision C(2019)2698/2.4.2019
316. | NIOCAPTAH TabneTku, BKpUTI "KcaHTic Kinp AxTtasic NTA, ManbTa BHECEHHS 3MiH [0 peecTpauliiHux maTepiasis: 3MiHN | 3a UA/17120/01/02
nnoc nNiBKOBOIO Papma IcnaHpis; AkTasic UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y peuenmom
06010HKOt0, N0 100 Nimiten" nTa napameTpax crneumdikaLiin Ta/abo AonyCcTUMUX MeX,

mr/25 mr no 10
Tabnetok y 6nictepi;
no 3 a6o no 10
6nicTepiB y KAPTOHHIl
nauui

BM3HAYeHUX y cneundikauisix Ha Adl, abo
BVXiZHUI/NPOMIDKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BupobHuytea Ad|
(nopaBaHHS ab0 3amiHa (3a BUHATKOM aKTUBHOI
peyoBMHM 6ioNOriYHOro abo iIMyHO0r4YHOro
NOXOLPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM
MeTOA0M BUNPO6YBaHHA 3a pesynbTatamm
JocnimpKeHb 3 6e3mnekn abo SKOCT) - J0AaBaHHS
napameTpa Cneyudikauii «N-Nitrosodimethylamine
(NDMA)» 3 nimitom 0,640 ppm Ta «N-
Nitrosodiethylamine (NDEA)» 3 nimitom 0,177 ppm Ha
A®| /lozapTaH Kanito 3 BiANOBIAHUM METOAOM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BUMPOOYBaHHA 3a pe3ysibTaTaMy AOCNIAKEHb 3
6e3neku y BignosigHocTi 3 European Commission
Implementing Decision C(2019)2698/2.4.2019
317. | MAKMIPOP Kancynu BariHasibHi MONIKEM ITanis BiANOBigaIbHMI 3a ITanis BHECEHHS 3MiH [JO peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/3934/02/01
KOMMNNEKC® M'siKi, No 8 kancyny C.p.n. nepBuHHe, BTOPUHHE MRy - 3MiHK 3 SiKOCTi. A®l. BUpo6HMLTBO. 3MiHa peyenmom
6nicTepi; no 1 nakyBaHHs, BMPOGHMKa BUXIAHOrO/MPOMIXXHOIO NPoAyKTy/peareHTy,
6nicTepy B nauLl KOHTPO/b Ta BUMYCK LLIO BUKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoueci AdI,
KapTOHHIlA cepii: Jonnenb a60 3MiHa BUPOGHMKa (BKNOYatoun, Ae HeobxigHo,
dapmaueyTiyi MicLie NpoBeAeHHS KOHTPOIO SKocTi) AdI (3a
C.p.n., Itanis; BiAICYTHOCTI cepTudpikaTa BignoBigHOCTI EBponechbkili
BignoBigabHU 3a thapmakonei y 3aTBepKeHOMY [0ChE)(BBEAEHHS
MOBHMWIA LKA HOBOro BMPOGHMKa A®| 3 HagaHHSAM MacTep-chaiina Ha
BMPOGHMLTBA: A®l) - BBEAEHHSA anlbTEPHATUBHOMO BUPOOHMKa ADI
[Jonnens (Hidpypaten) EYTIKANIC CAC, dpaHuisa (EUTICALS
dapmaueyTiyi SAS Z.1. de LAVILLE 47240 BON-ENCONTRE
C.p.n., Itanis; FRANCE)
BUPOGHMK NPOAYKTY
in bulk: Katanent
ITani C.n.A,, Itania
318. | MAKMIPOP KpeM BariHasbHWi1 No MNONIKEM ITanis Jonnens ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu || 3a UA/3934/01/01
KOMMJ/IEKC® 30 ry Ty6i; no 1 Ty6i B C.p.n. dapmaueyTiui C.p.a. MYy - 3MiHK 3 SKocTi. A®l. BUpo6HMUTBO. 3MiHa peuyenmom
KOMNEKTi 3 BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPoAyKTy/peareHTy,
rpagyioBaHum LLIO BUKOPUCTOBYIOTLCA Y BUPOBOHUYOMY npoueci AP,
LUNPULOM Y KapTOHHIl a60 3MiHa BMPOGHWMKa (BKIKOYatoun, e HeobxigHo,
nauui MicLe NpoBefeHHSA KOHTPO AkocTi) AdI (3a
BiiCYTHOCTI cepTudpikaTa BignoBigHOCTI EBponeiichkil
thapMakonei y 3aTBepAKeHOMY [A0CLE) (BBEAEHHS
HoBOro BMpo6Huka A®I| 3 HagaHHsAM MacTep-chaiina Ha
A®I) - BBEAiEHHA anbTepHaTUBHOrO BUPOGHMKa AD|
(Hidpypaten) EYTIKANIC CAC, dpaHuis (EUTICALS
SAS Z.1. de LAVILLE 47240 BON-ENCONTRE
FRANCE)
319. | MAHIT PO34nH ANA iHdY3ii MpuBaTHe YkpaiHa MpvBaTHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHK | 3a UA/4535/01/01
15 %, no 100 mn, 200 akuioHepHe akuioHepHe TMNYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peuenmom
M, 400 My nnswKax TOBapUCTBO TOBapUCTBO hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
"lHdpy3ia” "lHdpy3ia" MapKyBaHHS! yMakoBKU /likapcbKoro 3acoby 3
BHECEHHSAM iHhopMaLi LWoA0 3a3HauYeHHA OANHUL
BUMIPIOBaHHS y cuctemi Sl. BHECEeHHS 3MiH [0 po3giny
«MapkyBaHHs» MKA J13: 3anponoHoBaHo:
MAPKYBAHHS$A BignoBigHO A0 3aTBEPKEHOTO TEKCTY
MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALIB MiCNsA 3aTBEPKEHHS
320. | MEMOPIA® Kpanni opasbHi no 20 Pixapa ABCTpist Pixapa bittHep Al ABCTpIs BHECEHHS 3MiH [J0 peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/8877/01/01
M1, abo no 50 mn, abo BiTTHep Al MYy - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta peuyenma

no 100 mn y donakoHi-
KpanensHuuj; no 1

thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
po3ainy “MapkyBaHHsi" B 3aTBepmpKeHnx MKA N13;
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
chnakoHy-kpanenbHuL 3anpornoHoBaHo: MapkyBaHHS. 3rifHO 3aTBEpAKEHOrO
Y KapPTOHHIl1 ynakoBLi TEeKCTY MapKyBaHHS. 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBKM NikapCbKoro 3acoby Liogo
3a3HayYeHHs1 MKHapPOAHWX NO3HaYeHb OAVHWLb
BMMIpIOBaHHSA. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsUIiB
nicns 3aTBepmkeHHs
321. | METPECCA pO34uH ANA iHdy3il AHaHTa Benuka €ponaiic IHais BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK | 3a UA/10714/01/01
0,5 % no 100 mn B Megikeap /ITa. | BpuTaHis XenTtkeap MBT. 14, TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
KOHTelHepi; no 1 thapmakoHarnsay (iHwi 3MiHW) - BHECEHHS 3MiH 40
KOHTeliHepy B kopobLi po3giny «MapkyBaHHs» MK#A /13 : 3anponoHoBaHo:
MapkyBaHHs Bignosifae 3aTBepAKeHOMY TEKCTY
MapKyBaHHS1. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
MiKHaPOAHUX NO3HAYEHb OAUHNLL BUMIPIOBaHHS.
BBefeHHs 3MiH NpoTArom 3-x MicsuiB nicns
3aTBEPAKEHHS
322. | MIAIAHA TabneTkun, BKPUTI BAT "lefieoH | YropLiuHa BAT "TefieoH YropLumHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11296/01/01
NNiBKOBOIO PixTep" PixTep" TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
060n0HKo0, No 21 thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
Tabnetuiy énictepi; MapKyBaHHS YNakoBKM /ikapCbKOro 3acoby 3
no 1 a6o 3 6rictepn BHECEHHSIM iHhopMaLii LWOA0 3a3HauYeHHsS OAVHULb
pasom 3 KapTOHHUM BUMIPIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH 10 po3giny
dyTnspom ans “MapkyBaHHa" MKA J13”: 3anponoHOBaHo:
36epiraHHs 6nicTepa B MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
nauui MapKyBaHHs. TepMiH BBE,eHHS 3MiH NPOTAroM 6
MiCALIB MiCNA 3aTBEPKEHHSA
323. | MIPAMICTUH NopoLUOK (cybCTaHLis) ToBapucTBO 3 Ykpaina ToBapucTBo 3 Ykpaina BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | - UA/11216/01/01
y Milkax obmexeHoro obmexeHoro MRy - 3MiHKn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y
noslieTuNeHoBMX Ans BiANOBiAa/bHI BigNOBiAA/IbHICTIO napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
hapMaLeBTUYHOIO cTIo "®APMXIM" BM3Ha4YeHUX y cneuudpikauisix Ha Adl, abo
3acToCyBaHHA "®APMXIM" BWXiAHUIA/NPOMIXHWIA NPOAYKT/pearexT, Wwo
BMKOPWCTOBYHOTbCSA Yy npoueci BUpobHuutea A®I (iHwwi
3MiHW) - BUy4YeHHs 3i cneumdikauii Ta MeTosiB
KOHTpOonto A®I nokasHuka «Baxki meTanu»
324. | MIPTACTAAH TabneTku, BKpUTI CTALA HimeuunHa "Xemodcpapm" AL, Cepbis/ BHECEHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHN | 3a UA/3907/01/02
nNiBKOBOIO ApuHaiimitTTen Pecny6nika Cepbis HimeyunHa/ TMNYy - 3MiHU WoA0 6e3neku/edpekTMBHOCTI Ta peuenmom
06010HKOt0, No 30 Mmr; b Al (nepBuHHE Ta BocHis i thapmakoHarnsgy (iHwi 3MiHWN) - OHOB/IEHHS TEKCTY
no 10 TabneTtok y BTOPVHHE lepLerosuH MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
6nictepi; no 2 abo 5 nakysaHHs); CTALOA a BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHA OANHULLL

6nicTepiB y KAPTOHHIN
Kopobui

ApuHavimitTens Arl,
HimeuuunHa (Bunyck
cepiii); Xemodhapm

BUMIPIOBaHHS y cuctemi Sl. BHECEeHHA 3MiH J0 po3giny
“MapkyBaHHa” MKA /13: 3anponoHoBaHo: Po3ain
«MapkyBaHHs». 3riIHO 3aTBePAXEHOro TEKCTY
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
[.0.0, bocHis i MapKyBaHHsl. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
lepueroBuHa nicns 3aTBepaKeHHs
(B1pOGHNLTBO
Hepo3dacosBaHoro
NPOAYKTY, KOHTPO/b
cepii)
325. | MIPTACTAAIH TabneTku, BKpUTI CTALOA HimeyunHa "Xemodhapm" All, Cepbis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3MiHK | 3a UA/3907/01/03
nNiBKOBOIO ApuHaiimitTTen Pecny6nika Cepbis HimeyunHa/ TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
060/10HKOI0, MO 45 Mr; b Al (nepBuHHE Ta BocHis i thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
no 10 TabneTtok y BTOPVHHE lepuerosuH MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
6nictepi; no 2 abo 5 nakysaHHs); CTALOA a BHECEHHSM iHhopMaLii LWoA0 3a3HaYEHHS OANHULLL
6nicTepiB y KAPTOHHIN ApuHaiimitTens Arl, BVMIptOBaHHA y cuctemi Sl. BHeceHHs 3MiH fo po3giny
Kopoo6Li HimeyuunHa (Bunyck “MapkyBaHHA" MKSA J13: 3anponoHoBaHo: Po3gin
cepiii); Xemochapm «MapkyBaHHs». 3rilHO 3aTBEPAXKEHOr0 TEKCTY
[.0.0, bocHis i MapKyBaHHsl. BBeieHHS 3MiH NpoTArom 6-Tu Micauis
lepuerosuHa nicns 3aTBepaKeHHs
(BMPOGHULTBO
Hepo3acoBaHOro
NPOAYKTY, KOHTPO/b
cepiii)
326. | MIPTACTAAIH TabneTkn, BKPUTI CTALA HimeuunHa "Xemodhapm" AL, Cep6is/ BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/3907/01/01
NNiBKOBOIO ApuHaiimiTTen Pecny6nika Cepbis HimeyunHa/ MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
060/10HKOI0, N0 15 wMr, b Al (NepBuHHE Ta BocHist i thapmakoHarnsgy (iHwi 3MiHW1) - OHOB/IEHHS TEKCTY
no 10 TabneTtok y BTOPVHHE lepuerosuH MapKyBaHHS YNakoBKW NiKapcbkoro 3acoby 3
6nicTepi; no 2 abo 5 nakysaHHs); CTALOA a BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHUL
6nicTepiB Y KAPTOHHIl ApuHaiimiTTens Arl, BUMIiptOBaHHA y cuctemi Sl. BHeceHHs 3MiH [0 po3giny
Kopobui HimeuunHa (Bunyck “MapkyBaHHs1" MKA J13: 3anponoHoBaHo: Po3gin
cepiii); Xemochapm «MapkyBaHHS». 3rifHO 3aTBEPKEHOIO TEKCTY
[.0.0, BocHis i MapKyBaHHSs. BBeieHHS 3MiH NPOTArom 6-Tu Micauis
lepuerosuHa nicns 3aTBeppKeHHs
(BUpOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY, KOHTPO/b
cepiit)
327. | MOMAT KPEM kpem 0,1 %; no 5 r abo FneHmapk IHAiA neHmapk IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/7827/01/01
15rB Ty6i; 0 1 Ty6iy | ®apmacbioTuk dapmacbloTmkans MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KapTOHHIA ynakoBLi ans Jita. Nimiten, IHAjs; thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
neHmapk MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
dapmacbloTUkan3 BHECEHHAM iH(hopMaLii LWOAO 3a3Ha4YeHHS OANHULb
nra., IHais BMMIpIOBaHHA y cuctemi Sl. BBeieHHs 3MiH NpoTArom
6-TV MicALiB NiCNsA 3aTBEPAKEHHS
328. | MOMAT MA3b masb 0,1 %; no 5 r abo neHmapk IHAis "neHmMapk IHAisa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/7827/02/01
15ry 1y6i; o L Ty6iy | PapmacbiloTuk PapmacbloThKans TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
KapTOHHI ynakosLi ans Jita,. Nimitea, IHAjs; hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
neHmapk MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
dapmacbloTukans3 BHECEHHSAM iH(hopMaLii LL0AO 3a3HaYEHHS OANHULL
N1a., IHAaisa BMMIpIOBaHHs y cuctemi Sl. BBeieHHsA 3MiH NPOTAroM
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

329.

6-TV MicALiB NiCNSA 3aTBEPKEHHS

330.

mocug Mt

TabneTkn no 5 mr, no
10 TabneTok y cTpuni;
no 3 cTpunuy
KapTOHHIA ynakosL,i

ToppeHT
dapmacbioTika
nc ntpg,

IHais

ToppeHT
dapmacbroTikasnc
n1g,

IHais

BHeCeHHs 3MiH 10 peecTpaLiitHux maTepianis: 3miHu |
TUny - 3MiHY WoAo 6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHu go
y3arasibHeHVX filaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NP0 cucTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asiBHMKa 415
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOI 0C06M, BifnoBiganbHOT
3a 3fjiicHeHHs chapmakoHarnsgy (Bkioyarun
KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
thaiina cuctemm chapmakoHarnsgy) - 3miHa
YNOBHOBAXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
hapmakoHarnsg.

[Litova pepgakuis: Dr. Niraj Limbachiya. NponoHoBaHa
pegakuisi: Dr. Vikas Jain. 3miHa KOHTaKTHOI 0cO6M
YMOBHOBaXEHOT 0c06M 3a1BHUKA, BiAMnoBigabHOI 3a
hapmakoHarnsg B YkpaiHi. [itova pegakuia: baano
AHHa MukonaisHa. MponoHoBaHa pegakuis: Xirap
YKacBaHTCiHX XXagexa. 3MiHa KOHTaKTHUX faHnX
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6Y YNOBHOBaXEHOT 0CO6YM 3asBHMKA,
Bi4noBiga/IbHOI 3a hapmakoHarnsa B YKpaiHi

3a
peyenmom

UA/3509/01/02

HAIMA3UM

KOHLieHTparT Ans
pO34uHy A5 iHdy3il,
1 mr/mMn; no5mny
donakoHi; no 1
h/1aKOHY B KapTOHHIi
KopooLi

BioMapwH
IHTEpHeLLHN
Nimiten

IpnaHgis

AHpepcoHBbpekoH
(FOK) Nimiten,
(MapkyBaHHs Ta
BTOPVHHE
nakyBaHHS! rOTOBOrO
nikapcbkoro
3acoby); bioMapuH
IHTEpHeLLHN
Nimviten, Ipnaxgisa
(KOHTPO/b SIKOCTI
roToBOro
niKapcbKoro 3acooby,
MapKyBaHHs,
BTOPVHHE
nakyBaHHs,
BignoBigasIbHWiA 3a
BMNycCK cepil); Betep
Papma-depTiryHr
v6X i Ko. KT,
HimeyunHa
(KOHTpO/Ib SKOCTI

Benuka
BpuTanisa/
Ipnangis/

HimeuunHa/
CLWA

BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiasiB: 3miHu Il
MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLT
ONs1 Me4MYHOro 3acTOCyBaHHS Y 3B'A3KY i3 HOBUMU
AaHVIMU 3 SKOCTi, AOKMIHIYHUMU, KNIHIYHUMY faHnMKU Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHW BHECEHO A0
IHCTPYKLi 415 MeAUYHOro 3aCTOCYBaHHS JlikapCbKoro
3acoby Ao po3giny "OcobnmBocTi 3acTocyBaHHSA"
BiAMNOBIAHO 40 MaTepiasliB peecTpauiniHoro foche.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAXKEHHS

3a
peyenmom

UA/13183/01/01




192

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

roToBOro
nikapcbKoro
3acoby); BeTttep
dapma-depTiryHr
m6X i Ko. KT,
HimeuunHa
(KOHTpO/b SKOCTI
roToBOro
nikapcbkoro
3acoby); Bettep
dapma-depTiryHr
rv6X i Ko. KT,
HimeuunHa
(BUPOGHNLTBO
6asiKy, HanoOBHEHHSI
B NEPBUHHY
ynakoBky Ta
KOHTPONb Gasnky);
BeTTep ®apma-

®epTiryHr Mm6X i Ko.

KI, HimeuunHa
(KOHTpO/b SKOCTI
roToBOro
nikapcbkoro
3acoby); xy6inaHt
XonnictepCrtep
NNC, CWA
(BUpPOGHMLTBO
6as1Ky, HanoBHEHHS
B NEPBUHHY
ynakoBky Ta
KOHTPONb 6anky);
EHBiro AHanitukc
NimiTen, Benuka
BpuTaHia (KOHTposib
AKOCTI rOTOBOro
NiKapcbKoro 3acoby)

331.

HAN3®

Tabnetkn no 100 mr
no 10 TabneTok y
6nicTepi; no 2
6nicTepy B KAPTOHHIi
Kopobui

O-p Peapi'c
JTabopaTopic
nTpg,

IHais

O-p Peppic
Nab6opaTtopic
Nimiteq, IHAis; Ap.
Pepgi'c
Nabopatopic 114,
Bupo6Huya
AinbHuuA - 11, HAisa

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
po3ainy “MapkyBaHHs” MKA 13": 3anponoHoBaHo:
MapkyBaHHs. 3riiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHS. 3aTBepIXeHHS a/lbTePHATUBHOIO TEKCTY
MapKyBaHHS YNakoBKY NikapCbKOro 3acoby i3
3a3Ha4YeHHAM MiKHapOAHWX No3HaYeHb OAMHULb
BUMIpIOBaHHsA. TepMiH BBe,eHHS 3MiH - NPOTArom 6
MicsILiB nicns 3aTBEpPoKEHHS

3a
peyenmom

UA/3458/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
332. | HAKNO®EH PO34UH A1 iH'EKLN, KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/3480/03/01
75 mr/3 mn no 3 Mn B HoBo mecTo mMecTo, CroBeHist TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
amnyni; no 5 amnyn'y (BMPOGHMLTBO “in thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
6nicTepi; no 1 bulk”, nepBuHHe Ta po3gainy «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
6nicTepy B KapTOHHiIl BTOPWHHE MAPKYBAHHSA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
Kopoobui nakyBaHHs, MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
KOHTPO/b Ta BUMYCK YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
cepil; KOHTPO/b iHbopMmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA
cepii) y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepaKeHHs
333. | HATPIIO po34nH Ans iHdysin 4 MpuBatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/10413/01/01
BIKAPBOHAT %, no 100 mn a6o no akuioHepHe akuioHepHe My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
200 mn, abo no 400 TOBapuCcTBO TOBapuCTBO thapmakoHarnagy (iHwWi 3MiHW) - BHECEHHA 3MiH [0
MY NASLWKax "IHgpy3ia" "IHdy3ia" po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
MAPKYBAHHSA BignoBigHo A0 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby o0 3a3HauYeHHs
MiKHapOAHWX NO3Ha4YeHb OAUHULb BUMIPHOBAHHS.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHS
334. | HATPIO PO34MH A8 iHdysili B. BpayH HimeuunHa B. BpayH Megikan Icnanis/ BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/9611/01/01
xnoenagy 0,9 %; no 100 mny Menb3yHreH CA, IcnaHis; B. HimeuyunHa TMNYy - 3MiHK 3 iKocTi. CepTudikat BignosigHOCTITE- | peyenmom
PO34MH thnakoHi; no 20 Al BpayH Menb3yHreH cepTudikaT BignoBigHOCTI E€Bponeichbkii
I30TOHIYHUI (PNaKOHIB Y KAPTOHHIA Al', HimeuunHa hapmakonei/moHorpadii. NMogaHHs HOBOro abo
0,9% B. BPAYH | kopo6ui; no 250 mn, (BUpO6HULTBO, OHOBJIEHOIO cepTudpikaTa BiANoBigHOCTI abo
abo no 500 mn, abo nepBuHHa Ta BUJTy4YEHHA cepTudikaTa BignoBiAHOCTI EBpoNechkiii
no 1000 mny BTOPMHHA ynakoBkKa, cthapmakonei: gns Adl; gns BUxigHoro
donakoHi; no 10 Bunyck cepii); b. marepiany/peareHTy/nPoOMKHOIo NPOAYKTY, WO
h/1aKOHIB Y KapTOHHIi BpayH Menb3yHreH BMKOPUCTOBYIOTbCSA Y BUPOOHULTBI ADI; ans
Kopobui Al', HimeuunHa [0MNOMKHOT peyoBMHM (cepTudikaT BignoBigHOCTI
(koHTpOsb cepii) €Bponelicbkiin hapmakonei) - HoBuiA cepTudikar Big
HOBOro BUPO6HUKA (3amiHa abo [ONOBHEHHS) -
noJaHHs HOBOro cepTucpikata BiANoBIAHOCTI
€Bponelicbkiii hapmakonei Ne R1-CEP 2010-083-Rev
00 ana gitoyvoi peyosmHM Sodium chloride Big HoBOro
BMpo6HUka ESCO FRANCE SAS (EUROPEAN SALT
COMPANY) B AONOBHEHHS [10 BXe 3aTBEePIKEHNX
BMpo6HUKiB A®I Akzo Nobel Salt A/S, AaHis; ESCO
European Salt Company GMBH & CO. KG,
HimeuunHa; Vereinigte Schweizerische Rheinsalinen
AG, LBeliLapis
335. | HEBIKAPA, Tabnetkn no 5 mr no ToppeHT IHAis ToppeHT IHAis BHECEHHS 3MiH [0 peecTpavliiHux maTepiasis: 3MiHN | 3a UA/3333/01/02
10 TabneTok y dapmacbioTika dapmacbioTikanc TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuenmom
6nicTepi; no 2 nc nig Nt dhapmakoHarnagy. BeefeHHs abo 3miHn oo
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
6nicTepy B KAPTOHHIi y3arasibHeHVX AaHnX Npo cuctemy hapmakoHarnsgy
ynakosLi; no 10 (BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy
TabneTtok y 6nictepi; hapmakoHarniagy, 3MiHa yrnoBHOBaXXEHOT ocobu,
no 5 6nicTepis, BiANOBIAA/IbHOI 32 34ilicCHEHH:A dhapmakoHarnagy;
3'elHaHNX B OfVH, Y KOHTaKTHOI 0c0obu 3 chapMakoHarnagy 3asBHuka ans
KapTOHHIi ynakosLi 3pilicHeHHs1 chapmakoHarnsay B YKpaiHi, KLU0 BOHA
BiAMiHHa BiJ YNOBHOBaXeHOi 0cO6M, BiANOBIAA/IbHOI
3a 3pjlicHeHHs chapMakoHarnsay (BkYakuu
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsay) - 3MiHa
YNOBHOB&XXEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepgakuis: Dr. Vikas Jain. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA,
BiANOBIAA/bHOI 3a thapmakoHarnsfg B YkpaiHi.
MponoHoBaHa pepakuisi: XXirap YXacBaHTciHx YXXagexa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0cobu
3asBHVKa, BiANOBIAAbHOI 3a thapmakoHarnsag,. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y YNOBHOBaXKEHOT
0cobu 3asBHMKa, BiANOBIAA/ILHOT 3a hapmakoHarnsz B
YkpaiHi
336. | HEMPOTONM /1 | po3unH Ans iH'exwjii, 3AT JNnToBCcbKa 3AT «JlikBop» Pecny6nika BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/16933/01/01
50 mr/mn; no 2 mn B "papmnira”  |Pecny6nika BipmeHis TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
chnakoHi; no 5 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
h/1aKOHIB Y KOHTYpHIiA po3ainy MKA: MAPKPOBKA
YapyHKOBIli ynakoBLyj; MponoHoBaHa pepakuis MAPK/IPOBKA CornacHo
no 1 KOHTYpHIl YTBEPXAEHHOMY TEKCTY MapKMpoBK/A. OHOBMEHHS
YapyHKOBIli ynakoBsLji B TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
nauui 3 kKapToHy; no 4 BHECEHHSAM iH(hopMaLlii LL0A0 3a3HAYEHHS OANHULL
M B chnakoHi; no 5 BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH NPOTAroM
h/1aKOHIB Y KOHTYpHIiA 6-Tn MicALIB NicNsA 3aTBepPKEHHSA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIl
YapyHKOBIli ynakoBLj B
nadui 3 KapToHy
337. | HEKCNPO-20 TabneTkn, BKpUTI ToppeHT IHgis ToppeHT IHais BHeceHHs1 3MiH 40 peecTpaviiHnx maTtepiasiB: 3MiHu | 3a UA/12543/01/01
060/10HKO0, dapmacbioTika dapmacbioTikasnc Tuny - 3MiHu Woao 6e3nekn/edpeKkTBHOCTI Ta peuyenmom
KMLLKOBOPO34YMHHI N0 nc nTg, nTg hapmakoHarnagy (iHwi 3MiHK) - OHOBIEHHA TEKCTY
20 wr, no 10 TabneTok MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
y 6nicTepi, no 2 BHECEHHSAM iHhopmMaLi LWoA0 3a3HauYeHHA OANHUL
6nicTepy B KAPTOHHIi BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
ynakoBLi; no 7 MKA: MAPKYBAHHSA. MonepeaHs pegakuis -
Tabnetok y 6nictepi, MAPKYBAHHSA. TekcT MapKyBaHHA NepBUHHOT Ta
no 2 6nictepu B BTOPUHHOI YNaKoBKu aoAaeTbes. NponoHoBaHa
KapTOHHI ynakoBui pegakuis - MAPKYBAHHSA. 3rigHo 3aTBEpAXEHOr0
TEKCTy MapKyBaHHA. BBefileHHs 3MiH MpPOTArom 6-Tu
MicsLiB NiCNs 3aTBEPAYKEHHS.
338. | HEKCNPO-40 TabneTkn, BKpUTI ToppeHT IHais ToppeHT IHais BHeceHHs1 3MiH 40 peecTpauiiHnx maTtepiasiB: 3MiHu | 3a UA/12543/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
060/10HKOI0, dapmacbioTika dapmacbloTikanc Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta peyenmom
KMLLKOBOPO34YMHHI N0 nc ntg nrp, hapmakoHarnagy (iHwi 3MiHK) - OHOB/IEHHA TEKCTY
40 mr, no 10 TabneTok MapKyBaHHS YNakoBKM JlikapCbKOro 3acoby 3
y 6nicTepi, no 2 BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULb
6nicTepy B KAPTOHHii BUMIPIOBaHHSA Y cucteMi Sl. BHeCeHHs 3MiH 10 po3giny
ynakosLi; no 7 MKA: MAPKYBAHHSA. MonepeaHs pegakuyis -
Tabnetok y 6nictepi, MAPKYBAHHSA. TekcT MapkyBaHHS NepBUHHOT Ta
no 2 6nictepu B BTOPUHHOI YNaKoBKu AoAaeTbes. NponoHoBaHa
KapTOHHI ynakosLi pegakuis - MAPKYBAHHSA. 3rigHo 3aTBEpPAXEHOTO
TEKCTY MapKyBaHHS. BBefjeHHA 3MiH MpPOTAroM 6-Tu
MicALiB Mic/1A 3aTBEPAKEHHS.
339. | HEOTPAHEKC PO3YNH A5 iH'EKLIN, BioingacTpia ITanisa BioiHgacTpia ITania BHeceHHs 3MiH [0 peecTpauiitHux maTepianis: 3miHu | 3a UA/14214/01/01
500 mr/5mn, no 5 mn B Na6opaTopio NabopaTopio Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
amnyni, no 5 amnyny ITaniaHo ITaniaHo MegiuiHani thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH [0
KOHTYPHII ynakosLi, MegiuiHani C.N.A. po3gainy “MapkyBaHHa" MKA /13: 3aTBepaXeHo:
no 1 KOHTYpHIl C.IN.A. MAPKYBAHHA TekcT MapKyBaHHA NepBUHHOT Ta
YNakoBLi B KAPTOHHil BTOPWHHOT YNakoBKN [0Aa€ETbCA. 3anponoHoBaHo:
Kopobui MAPKYBAHHA
3riAHO 3aTBEepPI)KEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NiKkapCbKoro
3ac06y 3 BHECEHHAM iHthopMalii LLoA0 3a3HaYeHHS
OAVHWLb BUMIpIOBaHHA Y cucteMi Sl. BBegeHHs 3MiH
NPOTArom 6-TM MICALIB NiC/IA 3aTBEPAKEHHS.
340. | HE®OPOTEKT PO34MH A8 iHdysili dpeseHiyc HimeuunHa ®peseHiyc Kabi ABCTpis BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasiB: 3miHu | 3a UA/10733/01/01
no 250 mn a6o no 500 Kabi ABcTpis TM6X TUMY - 3MiHU 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
My chnakoHi, no 10 Joliunang, 3MiHN Yy BUPOGHULTBI. 3MiHa iMnopTepa/3MiHu, Lo
(PNaKOHIB Y KAPTOHHIA X CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOSItO SAKOCTi
KopooLi roTOBOrO /likapCbKOro 3acoby (3aMiHa abo fofaBaHHsA
AiNbHULI, Ha SKili 34jCHI0ETbCA
KOHTPONbL/BUNPOGYBaHHSA cepil) - Ao4aBaHHA 40
mMarepianis peecTpadiiHoro gocbe, posginy 3.2.P.3.1.
B1po6HMKM AoaaTKoBOT AiNbHULI ANA
MiKPOGiOI0rYHOro KOHTPO/IO Ta cTepuibHOCTI EFEC
'M6X BeeTtxoBeHwTpacce 6, 8010 Mpay, ABcTpisi/
AGES GmbH Beethovenstrasse 6, 8010 Graz, Austria
341. | HIKOMEKC PO34MH A5 iH EKLi, TOB YkpaiHa MpAT "/lekxim- YkpaiHa BHECEHHS 3MiH [0 peecTpavliiHux maTepiasis: 3MiHN | 3a UA/15072/01/01
50 mr/mn, no 2 mn B "®APMACEN" Xapkis" UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb A®L. 3miHa y peuenmom

amnyni cknsHil; no 5
amnyn y 6nictepi; no 2
6nictepy B nauuj 3
KapToHy; no 5 mn B
amny/i CKAsHii; no 5
amnyn y 6nictepi; no 1
6nictepy B nauui 3
KapTOHY

napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisix Ha Adl, abo
BVXiZHUI/NPOMIDKXHWIA NpoAYyKT/pearexT, Wo
BMKOPUCTOBYIOTbCS Y npoueci BUpobHuutea Ad|
(BMNYyYEHHS1 HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpukiag,
BW/TyHYEHHS 3aCTapiforo nokasHuka)) - BunyyeHHs
nokasHuka «Baxki meTanm» 3i Cneyucpikauii Ta
MeTopjiB KOHTPO/O AKOCTi Ha AD|
ETunmeTuarigpokcunipuamnHy cykumHar. BignosigHo
00 3aranbHoi ctatTi CybcTaHuii ons
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
thapmaueBTUYHOrO 3acTocyBaHHs €Bp.Papm. Ta
kepiBHuyTBa ICH Q3D. MpoBeAeHO eNeMeHTHUI
aHani3
342. | HIMIA® rpaHynu, 100 mr/2 r, TOB Ykpaina KYCYM XENTXKEP IHais/ BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/4240/03/01
no 2 r B cawe, no 30 "TNEAPAPM MBT NTA, IHais; Ykpaina TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuid 3aci6. peuenmom
calle B KapTOHHIi nTar TOB "KYCYM 3MiHN Yy BUPO6HMLTBI. 3MiHa po3mipy cepii
ynakoBLii PAPM", YkpaiHa (BKKOYaKOUM giana3oH po3Mipy cepil) rotoBoro
nikapcbKoro 3acoby (36inbLieHHs go 10 pasis
MOPIBHSAHO i3 3aTBEPKEHUM PO3MIPOM) - BBEAEHHSA
[0AaTKOBOrO PO3Mipy Cepii roToBOro Nikapcbkoro
3acoby Ans BUpobHUYoi AinbHuLi KYCYM XENTXKEP
MBT NTA, wo po3TawosaHa 3a agpecoto MNnot Ne M-
3, IHgop Crewen IkoHoMmik 3oyH, Deiis-l, Mitamnyp,
Lict. Oxap, Magxbs Mpagew, Mid 454774, 1HAis;
3anponoHosaHo: 20 000 cawwe, 200 000 caLue.
343. | HITPOCOPBIA Tabnetku no 10 mr, no TOB HB® Ykpaina TOB HB® Ykpaina BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/6831/01/01
50 TabneTok y 6aHLj; "MIKPOXIM" "MIKPOXIM" TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom
no 1 6aHuj B nauui 3 thapmakoHarnsigy. BeegeHHs abo 3miHn go
KapToHy; no 10 y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnagy
Tabnetok y 6nictepi; (BBEAEHHSA Y3araslbHEHUX JaHWX MPO cucTemy
no 5 6nictepis y navui hapmMakoHarnisgy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
3 KapTOHY BiANOBIAA/IbHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy 3asBHuKa A1
34iicHeHHs hapMakoHarisgy B YkpaiHi, SKLLO0 BOHA
BiAMiHHA Bif YNOBHOBaXeHOI 0cO6M, BiANOBIAA/IbHOI
3a 3gilicHeHHs dhapmakoHarnsgy (Bkaovaun
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
thaiina cuctemu chapmakoHarnsay) - aMmiHa
YNOBHOBaXEHOT 0CO6U 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: XXyp6a Ninis
BonognmupisHa. 3MiHa KOHTaKTHUX AaHuX
YMOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnag,
344. | HI®OYPOKCA3W | kancynwv TBepai no ANKANOIL ALL |Pecny6hika AJIKANOIL AL Pecny6ika | BHECEHHS 3MiH [jO peecTpaLiiiHix maTtepianis: 3MiHu | 3a UA/16750/01/01
0, ANKANOI, 100 mr o 10 kancyn 'y Ckon'e MiBHiuHa Ckon'e MiBHiuHa MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi, no 1 abo no MakefioHist MakefioHist thapmakoHarnsgy. BeegeHHa abo 3miHu fo

2 abo no 3 6nictepn y
KapTOHHIM navw,i

y3arasibHeHVX faHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHaragy 3asBHuKa AN
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, AKLL0 BoHa
BiAMiHHa Bifl YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemmn chapmakoHarnisgy) - 3miHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
thapmakoHarnsag:
[Litoua pepakuin: Onisepa MaHesa. MponoHoBaHa
pepakuisi: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
hapmMakoHarniag Ha npenapar

345.

HI®YPOKCA3UN

L. ANIKAOIf,

Kancynu TBepai no
200 mr no 10 kancyn y
6nictepi, no 1 abo no
2 6nictepu y
KapTOHHI nayw,i

ANTKANOIO AL
Ckon'e

Pecny6nika
MiBHiYHa
MakefoHis

AJIKANIOIO AL
Ckon'e

Pecny6nika
MiBHiYHaA
MakefoHis

BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN |
TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3ara/ibHeHUX JaHnx npo cuctemy hapmakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPo cucTemy
hapMakoHarniagy, 3MiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuka ans
3AjiicHeHHs chapmakoHarnsgy B YKpaiHi, Ko BOHA
BiAMiHHA BiJ YNOBHOBaXeHOi 0co6M, BiANOBIAA/IbHOI
3a 3gjlicHeHHs chapMakoHarnsay (BkiYakun
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsay) - 3aMiHa
YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigaibHOI 3a
hapmakoHarnsg:

[itova pepakuin: Onisepa MaHesa. MponoHoBaHa
pefakuis: Aue KyamaHOBCKi. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXXEHOT 0COOU 3asIBHMKA, BignoBigasibHOI 3a
thapmakoHarnsg, Ha npenapat

3a
peyenmom

UA/16750/01/02

346.

HOBIHET

TabneTkun, BKPUTI
obonoHkoto, 0,15
mr/0,02 wr, no 21
Tabnetuiy énictepi,
no 1 a6o o 3
6nicTepy B KApTOHHii
ynakoBLi

BAT "TefieoH
PixTep"

YropLumHa

BAT "TesieoH
PixTep"

YropLumHa

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
MapKyBaHHS YNakoBKU NiKkapcbKoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYeHHsS OAVHULLb
BUMIpIOBaHHsA y cuctemi Sl. 3amiHa rpaguiyHoro
0hOpMIEHHSA NEPBUHHOI Ta BTOPUHHOT YNakoBOK Ha
TEKCT MapKyBaHHs yNakoBOK 3 BigNOBIAHMMUN 3MiHAMM
o posginis MKA 113 (po3gin «paduueckoe
ochopmneHre ynakoBku» (CooTBeTcTByeT
npeacrasfieHHOMY rpadunyeckoMy U306padKeHNIo
ynakoBkK) 3aMiHEHO po3inoM «MapkyBaHHsA»( 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs)). TepMiH
BBEAEHHS 3MiH MPOTArOoM 6 MicALiB nic/s
3aTBEPAKEHHS

3a
peyenmom

UA/7314/01/01

347.

HOBOKAIH

Cyno3uTopii peKkTasbHI

MAT

YKpaiHa

MAT "MoHdapm"

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |

3a

UA/7586/01/01




198

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
no0,l1r,mo5 "MoHdapm" MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
Cyno3uTopIiB y CTpUNi; thapmakoHarnagy (iHwi 3miHu) - 3aMiHa po3giny
no 2 cTpunu y nadui 3 “I'padhiuHe ohopMIEHHS YNakoBK/” Ha po3gin
KapTOHY “MapkyBaHHs" B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.
3MiHM BHECEHi B TEKCT MapKyBaHHS ynakoBKu
NikapcbKoro 3acoby L0AO0 3a3HaYeHHST MXKHaPOAHNX
no3HayYeHb OAMHWLbB BUMIPIOBaHHSA. BBeAeHHS 3MiH
NPOTSArom 6-Tv MicsILiB Micnsi 3aTBEPAKEHHS
348. | HOBOPANIA® PO34MH ANA iH EKLIRA, A/T Hoso [Janis Novo Nordisk A/S, Nanis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/4863/01/01
PJIEKCMNEH® 100 OA/mnno 3 mny Hopgaick [NaHis (BUpOGHMK Bpasunis/ MRy - 3MiHKn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y peyenmom
KapTpuaxi; no 1 ONsa 36MpaHHs, PpaHuin napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,

KapTpuaxy y
6araToao30Biii
0fIHOPa30Biit LWNpuL-
pyuyui; no 1 a6o 5
LUMPULL-PYYOK Y
KapTOHHIA KopoobLi

MapKyBaHHs Ta
ynakoBKn
dnekcleH®,
BTOPWHHOTO
nakyBaHHs); AIT
Hoso Hopgick,
[aHis (BUpoOHMK
ANA 36MpaHHs,
MapKyBaHHs Ta
yNakoBKn
dnexclleH®,
BTOPWHHOTO
nakysaHHs); A/IT
Hoso Hopgaick,
[aHis (BUpoGHMK
0Ns 36upaHHs,
MapKyBaHHS Ta
yNakoBKn
dnekcleH®,
BTOPUHHOTO
nakysaHHs); A/IT
Hoso Hopgick,
[NaHis (BUpOGHMK
Hepo3dacosBaHoro
NPOAYKTY,
HanoBHEHHS B
MeHin®, nepBuHHa
ynakoBka, KOHTPO/b
AKOCTI Ta
BignoBigasbHWiA 3a
BUMYCK Cepiii
KiHL,eBOro
npoaykry); Hoso
Hopgaick MNpoaykao
dapmaceyTika go

BM3Ha4YeHux y cneuudpikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTbCSA Y npoueci BupobHuutea A®I (iHwwi
3MiHW)
3MiHM y crneumdikanii AP (insulin aspart), a came
BUTyYEHHS [0AaTKOBOro TECTY Ha BMICT HIiTpOreHy,
AKUlA 6yB CNpAMOBaHWI Ha NiATBEPMAKEHHSA TECTY
HPLC-assay Ha BMICT iHCY/liHY Yy aKTUBHIli pe4yOBUHiI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Bpasinb NlTga.,
Bpa3sunis (BUpO6HWK
Hepo3dg)acoBaHoi
npoaykuii, NnepBnHHa
Ta BTOPWHHA
ynakoBka); Hoso
Hopgick
MpogatokcboH CAC,
®paHLin (BUPOOHUK
NpoAyKUii 38 NOBHUM
LIMK/IOM)
349. | HOOTPOMIN TabneTku, BKpUTI HOCB dapma Benbris CXKC a6 CimoH Benbrisa BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHN | 3a UA/0054/04/01
NNiBKOBOIO C.A. CA, benbris MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 1200 (nopatkoBa hapmakoHarnagy (iHwi 3MiHn) - AoAaBaHHA [0 TEKCTY
mr no 10 TabneTok y OiNbHULA KOHTPOSI0 MapKyBaHHS yNakoBKM NiKapCbKoro 3acoby no3HayeHb
6nicTepi; no 2 AKocTi ); FKOCb OAVHWLB BUMIPIOBaHHSA y cucteMi Sl. BHeceHHs 3MiH
6nicTepy B KAPTOHHIi dapma C.A,, 00 po3ainy “MapkyBaHHA" MKA J13: 3anponoHOBaHo:
nauui Benbris MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs. TepMiH BBEA,eHHS 3MiH NPOTAroM 6
MicSILiB MicNs 3aTBEPMKEHHS; 3MiHM | TNy - 3MiHW
o0 6e3nekn/edhekTMBHOCTI Ta ddapMakoHarnsay
(iHWi 3MiHW) - 3aTBEPIXEHHA OHOB/IEHOIO TEKCTY
MapKyBaHHS YNakoBKM JlikapCbKoro 3acoby. TepmiH
BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS
350. | HOOTPOMIN PO34MH ANA iH'EKLi, HOCBE dapma Benebris Elicika ITanisa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/0054/01/01
200 mr/mnno 5 mn B C.A. dapmacbloThkans TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
amnyni; no 6 amnyn y C.P.N. thapmakoHarnagy (iHwWi 3MiHK) - 3MiHW BHECEHI B TEKCT
6nicTepi; no 2 MapKyBaHHS YNakoBKW /likapcbKoro 3acoby LLoao
6nictepn y nauuj 3a3HaYeHHs MbKHapOAHMX NO3Ha4YeHb OANHULb
KapTOHHiiA; no 15 mn B BMMIpIOBaHHA. 3amiHa po3gainy «IpadivHe
amny”ni; no 4 amnynu y 306paXXEHHS YNaKoBKM» Ha po3ain «MapKyBaHHs» y
6nictepi; mo 1 MKA 13: 3anponoHoBaHo: MapkyBaHHS 3rigHO
6nictepy y nauui 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
KapTOHHIiiA TepmiH BBEAlEHHS 3MiH NPOTAroM 6 micauis nicns
3aTBEPAKEHHSA
351. | HOOTPOMIN TabneTky BKpUTI HOCBE dapma Benbris CXKC a6 CimoH Benbris BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/0054/04/02
nNiBKOBOIO C.A. CA, Benbrist TMNYy - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
060/10HKOI0, N0 800 Mr (mopatkoBa thapmakoHarnagy (iHwi 3MiHN) - AoAaBaHHA [0 TeKCTY
no 15 TabneTtok y AiNbHULA KOHTPONIO MapKyBaHHS yNakoBKW NikapCbKoro 3acoby no3HayeHb
6nicTepi; no 2 akocTi ); FOCb OAVHWLb BUMIpIOBaHHA Y cuctemi Sl. BHeceHHs 3miH
6nicTepy B KAPTOHHIi ®apma C.A., 00 po3ainy “MapkyBaHHa” MKSA J13: 3anponoHoBaHo:
nauui Benbris MapkyBaHHS. 3rifHO 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
MiCALIB MIiC/1A 3aTBEPKEHHS; 3MiHN | TURY - 3MiHN
o0 6e3nekun/edeKTMBHOCTI Ta dpapMakoHarnsay
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
(iHLWi 3MiHW) - 3aTBEPAKEHHS OHOB/IEHOTO TEKCTY
MapKyBaHHS YNakoBKM JliKapCbKoro 3acoby. TepMmiH
BBEJEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS
352. | HOPKO/YT® Tabnetkn no 5 mr no BAT "TefeoH | YropLuHa BAT "TefeoH YropLumHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/7288/01/01
10 TabneTok y PixTep" PixTep" TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
6nicTepi, no 2 thapmakoHarnagy (iHwWi 3MiHK) - OHOBIEHHSA TEKCTY
6nicTepy y KapTOHHIl MapKyBaHHS YNakoBKM JliKapCbKoro 3acoby 3
yNakoBLii BHECEHHSM iH(hopMaLii LWoA0 3a3HaYEeHHS OAVMHULL
BUMIpIOBaHHsA y cuctemi Sl. 3amiHa rpadiiyHoro
0hOpMIEHHSI NEPBUHHOI Ta BTOPUHHOI YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BifMoBigHMU 3MiHaMu
o posginis MKA /13 (po3gin «Ipaduueckoe
odhopmneHve ynakoBku»(CooTBeTcTBYET
npeacTaB/ieHHOMY rpadmyeckoMy N306paXKeHuto
ynakoBkK) 3amMiHEHO po34inoM «MapkyBaHH:A»( 3rigHo
3aTBEPKEHOr0 TEKCTY MapkyBaHHS)). TepMmiH
BBEEHHS 3MiH NpoTArom 6 micauis nicns
3aTBEPAKEHHS
353. | HOPMAKC Kpanni oyHi/ByLHi 0,3 Inka IHAiA AnKoH MNapeHTepasic IHAiA BHECEHHS 3MiH 0 peecTpaLiiiHnx maTepianis: 3miHu || 3a UA/4980/01/01
%; no5mny NabopaTtopis (IHgis) NTg, MYy - 3MiHK 3 SKocTi. A®l. BUpo6HMUTBO. 3MiHa peuyenmom
nnacTUKoBOMY NimiTen BMPOGHMKA BUXIAHOrO/MPOMIXXHOIO NPoAyKTy/peareHTy,
thnakoHi-kpanenbHuLi LLIO BUKOPUCTOBYIOTLCA Y BUPOBOHUYOMY npoueci AP,
abo CKIsiHOMY a60 3MiHa BMPOGHWMKa (BKIKOYatoun, e HeobxigHo,
donakoHi 3 MicLe NpoBefeHHSA KOHTPO AkocTi) AdI (3a
KpanesibHuueto; no 1 BiiCYTHOCTI cepTudcpikaTa BignoBigHOCTI EBponeiichkil
(oNakoHy B KAPTOHHIl hapmakonei y 3aTBepKeHOMY A0CLE)(BBEAEHHS
nauui HoBOro BMpo6Huka A®I| 3 HagaHHAM MacTep-chaiina Ha
A®I) - 3amiHa BupobHuka APl HopdonokcaumH
Zhejiang Neo Dancong Pharmaceutical Co. Ltd.,
China Ha AARTI DRUGS LIMITED, India 3 HagaHHSAM
malictep-thaiina Ha Adl.
354. | OBNINNXOBI Cyno3unTopii pekTasbHi NAT YkpaiHa MAT "MoHdapm" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHK | 6e3 UA/7588/01/01
CYMO3UTOPII no0,3rno5 "MoHchapm" TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma

Cyno3unTopiiB y cTpuni;
no 2 cTpunu y navj 3
KapToHy

hapmakoHarnsgy (iHwi 3MiHn) - 3amiHa po3ainy
“I'padchiuHe ohopMIEHHS YNakoBK/™ Ha po3ain
“MapkyBaHHa" B MK#A J13: 3anponoHoBaHo:
MapkyBaHHs. 3rifiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHs.
3MiHN BHECEHI B TEKCT MapKyBaHHS yNakoBKu
NiKapcbKoro 3acoby LoA0 3a3Ha4YEeHHS MiXXKHAPOAHWX
No3HaYeHb OAVHVLbB BUMIPOBaHHA. BBeAeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
355. | O3ENAP pO34uH N8 iHgysili Ta TOB "tOpis- YkpaiHa TOB "tOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/17983/01/01
OpasIbHOTO dapm” TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
3acrocyBsaHHs, 20 thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
mr/mn no 1 mny MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
amnynax cknsHux Ne BHECEHHSAM iH(hopMaLii LLOAO 3a3HaYEHHS OANHULb
10: no 5 amnyny BMMIpIOBaHHA y cuctemi Sl. TepmiH BBEEHHS 3MiH
KOHTYPHIli YapyHKOBIi npoTArom 6 micsiB nicns 3aTBepaKeHHS
ynakosLi, no 2
KOHTYPHI YapyHKOBI
ynakoBkM y nauui 3
KapToHyY
356. | OMEMPA30/ - | kancynu TeBa 13painb Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHN | 3a UA/15152/01/01
TEBA racTpopesnCTeHTHI dapmaueBTika TUNYy - 3MiHM 3 gKocTi. CepTudikaT BignoBigHOCTI/MTE- | peyenmom
TBepAi no 40 wmr; no 10 n lHpacTpis cepTudikaT BignoBigHOCTI EBponeichkiii
Kancyn y 6nictepi; no nra. hapmakonei/moHorpadii. NMogaHHs HoBoro abo
3 6nicTepu B kOpobLi OHOBJIEHOrO cepTudpikaTa BignoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, WO
BMKOPUCTOBYIOTLCSA Y BUPOOHMUTBI API; ana
AonomikHoi pevosuHu (FE-cepTudikat BignosigHOCTI
€Bponelicbkiin hapmakonei gna A®l/BuxigHoro
MaTtepiany/peareHTy/NpoMiKHOro nNpoaykTy abo
[OMNOMDKHOT peyoBuHM) - OHOBAEHWi cepTudikar Big,
BXE 3aTBEeP)KEHOro BUPOOHMKA - NOJaHHSA
OHOBJ/IEHOTO cepTudpikaTy BiANOBIAHOCTI EBpONEicbKol
dhapmakonei ans xenatuHy R1-CEP 2000-344-Rev 03
(nonepegHs Bepcis R1-CEP 2000-344-Rev 02) Big,
BXe 3aTBepmkeHoro supobHuka NITTA GELATIN
INDIA LTD., India
357. | OMEMNPA30/ - | kancynu TeBa I13painb TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/15152/01/02
TEBA racTpope3nNCTEHTHI dapmavesTika UMy - 3MiHKU 3 AkocTi. CepTudikat signosigHocTITE- | peyenmom
TBepAi no 20 wmr; no 10 N lHpgacTpis cepTugikaT BiANOBIAHOCTI €BPONENChKil
Kancyn y 6nictepi; no nra. thapmakonei/MoHorpadii. NogaHHs HoBOro abo

3 6nictepu B kOpobL

OHOBJ/IEHOrO cepTudpikaTa BignoBsigHOCTI abo
BWTyYEHHS cepTudikaTa BignoBigHOCTI €Bponeiichbkii
thapmakonei: ana A®l; ons BUxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BUKOPWCTOBYIOTbCS Yy BUPOOHULTBI ADI; ans
ponomiHoi peyosuHu (ME-ceptudpikat signosigHocTi
€Bponeiicbkiii hapmakonei ana Ad®1/BuxigHoro
MaTtepiany/peareHTy/MpoMKHOro NPoaykTy abo
[ONOMDKHOT peyoBuHK) - OHOBNEHWIT cepTudikar Big,
BXE 3aTBEPXEHOr0 BUPOOHUKA - MOJaHHSA
OHOBJIEHOTO CepTUQiKaTy BiAMOBIAHOCTI EBPONENCHKOI
thapmakonei ans xenatuHy R1-CEP 2000-344-Rev 03
(nonepepfHs Bepciss R1-CEP 2000-344-Rev 02) Big,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
BXe 3aTBepaxeHoro BupobHuka NITTA GELATIN
INDIA LTD., India
358. | OMENPA30/1- Kancynu no 20 mr; no MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/6542/01/01
AAPHUUA 10 Kancyn y KOHTYpHiii "®GapmauesTu "apmaueBTnyHa TMny - 3MiHK 3 AKOCTI. [O0TOBWIA Nikapcbkunii 3acib. peyenmom
YapyHKOBIli ynakoBLyj; yHa hipma ipma "OapHuus” CucTema KoHTelHep/3akynoptoBasibHUiA 3aci6. 3MiHa
no 1 abo 3 KOHTYpHi "MapHuua" pO3Mipy ynakoBKv roTOBOrO JlikapcbKoro 3acoby (3MiHa
YapyHKOBI YNaKkoBKM y KINbKOCTi 0AMHWLE (Hanpuknag TabneTok, amnys
nauui TOLLLO) B ynakoBLi:) - 3mMiHa no3a AianasoHoM
3aTBEPKEHUX PO3MIpIB YNakoBkv. BBeaeHHs
popatkoBoi ynakoBku Ne 30 (no 10 kancyn y KOHTYpHIl
YapyHKOBIli yNakoBLi; N0 3 KOHTYPHI YapyHKOBI
ynakoBKM y nayu,i), 6e3 3mMiHM NePBUHHOIO
nakyBas/lbHOro Martepiany, 3 BignosigHVMKN 3MiHaMKN [0
p. «YnakoBka». BBefeHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepAKeHHs.
359. | ODPTAH® Kpansi o4Hi; no 10 mn CaHTeH AT PiHNAHAIA MaHyakTypiHr HigepnaHan BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 3a UA/5593/01/01
KATAXPOM y donakoHi 3 MakariHr Papmaka [ PiHNAHAIA T™Mny - 3MiHW 3 AKOCTi. FOTOBMIA NikapCbkuii 3aci6. peyenmom
KpanesibHuueto; no 1 (MMN®) b.B., KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
dh1akoHy B KapTOHHiiA Higepnangn mMeToAax BUNpoGyBaHHSA rOTOBOrO /iKapCbKoro 3acoby
Kopobui (anbTepHaTUBHWIA (He3HauHa 3MiHa y 3aTBEepAKEHUX MeTohax
BUPOGHMK, BMNPOOGYBaHHS) - 3MiHW B aHaUTiTUYHI meToauui ANns
BiNOBigabHWIA 3a BU3HAYEHHS Ajil040i peyoBrHM LuToXpomy C MeTooM
BTOPWHHE cnekTpochoToMeTpIl B yNbTpadgioneTosiii obnacTi
nakyBaHHs); (3miHa gianasoHy AOBXWHM XBW/Ii (3aNpONOHOBAHO:
Hekctdapma AT, 250 — 600 HMm)); 3miHu | TNy - 3MiHK 3 AKOCTI. [0TOBWMIA
PiHNAHAIA nikapcbkuii 3aci6. KOHTPOnb roToBOro Nikapcbkoro
(BMPOGHUMK 3acoby. 3miHa y MeTogax BMNpo6yBaHHsS FOTOBOMO
BiANoOBigabHMI 3a nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpOKEHMX
BMPOOHULITBO in MeTofax BUNpobyBaHHS) -
bulk, nepBuHHe Ta 3MiHM B aHaNITUYHIA MeToAWLi 4715 BUSHAYEHHS AitoHoi
BTOPVHHE peyoBuHM LunTOoXpoMy C MeTofoM crnekTpochoTomeTpii
nakyBaHHs, B ynbTpacioneToBiii o6nacti (npoboniaroToBka,
KOHTPO/b SKOCTI); [04aHo TepMiH NpMAaTHOCTI Ta YMOBM 36epiraHHs
CaHTeH AT, po3BEeAEHOro AOCiMKYBAHOIo po3unHy Ta
PiHNAHAIA CTaHAAPTHOro PO34MHY Ta YTOYHEHO ONUC METOAMNKM)
(BMPOGHWMK
BiANoOBigabHMI 3a
BUNYCK cepii)
360. | NAKNITAKCEN KOHLeHTpaT Ans EBEBE ABCTpIsi EBEBE ®apma AscTpisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiaslis: 3a UA/0714/01/01
"EBEBE" pO34UHy ONs iHgy3il, Papma lec.m.6.X. Hdpr. KT, HimeuyunHa YTOYHEHHS BUPOGHWKIB NiKapCcbKoro 3acoby B npoueci | peyenmom
6 mr/mn; no 5 mn (30 lec.m.6.X. ABCTpis (NOBHWiA npoueaypu BHECEHHS 3MiH PekomeHa0BaHo [0
mr), abo 16,7 mn (100 Hdpr.KI LMK BUPOBGHNLTBA); 3aTBepXEHHS Ha 3acigaHHi HTP: EBEBE ®apma

mr), abo 25 mn (150
mr), abo 35 mn (210
mr), a6o 50 mn (300
Mr) y donakoHi, no 1
h/1aKOHY B KApPTOHHiiA

3eiibepcaopd
Na6op Mm6X,
ABcTpis
(TecTyBaHHs);
Jla6op JIC CE & Ko.

lec.m.6.X. Haor. K, ABCTpisi (NOBHUIA LUyKN
BMPOGHMLTBA); Jlabop J/1+C All, HimeuunHa
(TectyBaHHs); MINJ1 Mikpo6ionoriwec MNptodnabop
'M6X, ABCTpIs (TecTyBaHHs) HeobXxiaHO 3rifHO
BKnagku ao Pr: EBEBE ®apma 'ec.m.6.X. Hoor. K,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Kopobui KI, HimeuunHa ABCTpis (MOBHWIA LKN BUPObOHMLTBA); 3eiibepcaopd
(TecTyBaHHs); MM/ Nab6op Mm6X, ABCTpiA (TecTyBaHHS); Jlabop JIC CE &
Mikpob6ionoriwec Ko. KT, HimeuuunHa (TecTtyBaHHs); MM/
Mptochnabop M6X, Mikpob6ionoriwec Mpiodnabop M6X, ABCTpis
ABCTpis (TecTyBaHHs); 3MiHW | TUNY - 3MiHW 3 AKOCTI.
(TecTyBaHHs) CeptudikaT BignosigHocTi/l E-cepTudikar
BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYEeHHS cepTudikata
BiANOBIAHOCTI E€Bponeiickbkil hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI API;
ON151 AONOMDKHOT peyoBMHY (cepTuduikaTt BignoBigHOCTI
€Bponeiicbkili hapmakonei) - OHOBNeHW cepTudpikat
Bifl y)Ke 3aTBEP)KEHOro BUPOGHYMKA - NOAAHHSA
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI EBpONeichbkili
thapmakonei R1-CEP2008-102 Rev0l ana Adl
(nakniTakcen) Bif y)e 3aTBEPAKEHOTO BUPOGHMKA
(INDENA S.p.A., ltaly)
361. | NAKNITAKCEN KOHLeHTpaT ans EBEBE AscTpis EBEBE ®apma AscTpisi/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0714/01/01
"EBEBE" pO3unHy Ans iHdysil, Papma lFec.m.6.X. Hoor. KT, HimeuunHa YTOUHEHHS BUPOGHYKIB NiKapCbKoro 3acoby B Npoueci | peyernmom
6 mr/mn; no 5 mn (30 lec.m.6.X. ABCTpis (MOBHWIA npoueaypv BHeCceHHs 3MiH PekomeHg0BaHo 10
mr), abo 16,7 mn (100 Hdor.KI LUK BUPOOHMLTBA); 3aTBepAXeHHs Ha 3acigaHHi HTP: EBEBE ®apma

mr), abo 25 mn (150
mr), a6o 35 mn (210
mr), a6o 50 mn (300
Mr) y donakoHi, no 1
h/1aKoHY B KapTOHHii
Kopobui

3eiibepcnopd
Na6op Mv6X,
ABCTpist
(TecTyBaHHs);
Na6op N1C CE & Ko.
K, Himeyuunna
(TectyBaHHs); MM/
Mikpob6ionoriwec
Mptochnabop Mm6X,
AscTpis
(TecTyBaHHs)

lFec.m.6.X. Hdor. KI', ABCTpist (NOBHUIA LMK
BMPOGHMLTBA); Jlabop /1+C All, HimeuunHa
(TecTtyBaHHs); MINJ1 Mikpo6ionoriwec Mptodnadop
'M6X, ABCTpis (TecTyBaHHsA) HeobXxigHO 3rigHO
BKnagku fo Pr: EBEBE ®apma Nec.m.6.X. Hdor. KT,
ABCTpis (NOBHWIA LKN BUpOBHULTBA); 3eiibepcaop
Nabop Mm6X, ABCTpisa (TecTyBaHHS); Jlabop JIC CE &
Ko. KI', HimeuunHa (TectyBaHHs); M1
Mikpo6ionoriwec Mptodnabop MM6X, ABCTpIs
(TecTyBaHHs); 3MiHM | TUMY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTudikar
BiANoBiAHOCTI €Bponelichbkiin hapmakonei/MoHorpadii.
MopgaHHsA HoBOro abo OHOBMIEHOroO cepTudiikaTa
BiANOBIAHOCTI ab0 BUyYEHHN cepTudikata
BiANoBIgHOCTI EBponeiickbkili hapmakonei: ana Adl;
AN BUXiAHOrO MaTepiasy/peareHTy/MpoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOGHULTBI AdI;
0151 LONOMIKHOI pevoBUuHM (cepTudikaT BiANOBIAHOCTI
€Bponeiicbkin hapmakonei) - OHOBNeHW cepTuddikat
Bif] y)Xe 3aTBepKEeHOro BUPOGHMKA - NOJaHHSA
OHOBJIEHOIO cepTudikaTa BiANOBIAHOCTI EBpONechbkili
papmakonei RO CEP 2014-192 Rev02 ans Adl
(naxnitakcen) Bif, y)xe 3aTBepAXeHoro
Bupo6Huka(Polymed Therapeutics Inc. USA)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
362. | NAKCENAOVH cvpon, 10 mr/5 mn no INCEH ®paHuis Bupo6HMLTBO, ®paHuis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasiB: 3MiHa 6e3 UA/2437/02/01
® 125 mn 'y pnakoHi; no KOHCbLIOME nepBuHHE Ta 3asBHUKA (BNacHyKa peecTpauiiiHoro nNocBigYeHHs) peuyenma
1 chnakoHy 3 MipHOO P XE/ICKEA, BTOPUHHE (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460)
JIOXKOH0 AkuioHepHe naKyBaHHs: (BBeggeHHsA 3MiH MpOTAroM 6 MicAuiB nicns
TOBapUCTBO CO®PAPTEKC, 3aTBEPKEHHS); 3MiHU | TUNY - 3MiHW WOoA0
CnpoLLLEHOro ®paHuis; 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy.
Tmny KoHTponb skocTi, BeeieHHs1 @60 3MiHM A0 y3arasibHEHUX JaHnX Npo
BUMYCK cepii: cuctemy hapmakoHarnagy (BBeAeHHs y3arasibHeHnX
BO®YP INCEH [AaHvX npo cuctemy hapmakoHarnsgy, 3MiHa
IHOYCTPI, ®paHuisa YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobm 3
hapMakoHarnsay 3asBHuUKa Ans 34INCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaouaouy KOHTakKTHI gaHi) Ta/abo
3MiHV Y PO3MIiLLEHHI MacTep-daiiia cuctemm
hapmakoHarnagy) - 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXXEHOT 0COOM 3asiBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. 3miHa Micus 34ilACHEHHSI OCHOBHOI
LisinbHOCTI 3 thapmakoHarniagy. 3miHa
MicL,e3HaxoMKeHHs macTep-daiina cuctemm
hapmMakoHarnsay Ta oro Homepa
363. | MAHAAON TabneTku wunydi; no 2 | FnakcoCmitKn Benvka damap A.B.E. Ipeuis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/2691/02/01
EKCTPA Tabnetkn y ANH BpuTaHis AHTOCA NnaHT, IpnaHgis MRy - 3MiHKN WoA0 6e3nekn/edpekTUBHOCTI Ta peyenma
6araToLuiapoBomMy KoHcblomep Ipeuis; hapmakoHarnagy (iHwi 3miHK) -
cTpuni; no 6 cTpunis y Xenckep (KOK) nakcoCmiTKnaitH BHECEHHS 3MiH A0 po3ainy “MapkyBaHHA" MKA N13:
KapTOHHI Kopo6Li; no TpewngiHr [JaxrapsaH Nimiteq, 3arBepmkeHo: Mapkmposka (npunaraeTcs).
4 TabneTkn y NimiTen IpnaHgis 3anponoHoBaHo: MapkyBaHHS (3rigHo 3aTBEpPIKEHOro
6araToLiapoBomy TEKCTY MapKyBaHHS). OHOBNEHHS TEKCTY MapKyBaHHS
CTpuni; no 3 cTpunu y YMakoBKM NiKapCbKOro 3ac0by 3 BHECEHHAM
KapTOHHIA KopooLi iH(bopMmauii WoAo 3a3Ha4YeHHs OAUHULL BUMIPIOBaHHSA
y cuctemi Sl. BBeieHHSA 3MiH NPOTAromM 6-Tn MicsLiB
nicns 3aTBepmxeHHs. 3MiHu | Tuny - AgMiHiCTpaTuBHI
3MiHWN. 3MiHa Ha3BW JlikapcbKoro 3acoby. 3miHa Ha3Bu
nikapcbkoro 3acoby. 3SATBEP)KEHO: MAHALO/I®
EKCTPA
3AMPOMNOHOBAHO: MAHALO/T EKCTPA. BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPKEHHS.
364. | NEHECTEP® TabneTkn, BKpUTI TOB "CaHogi- | YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/6000/01/01
060/10HKOI0, N0 5 Mr ABeHTiC Pecny6nika TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
Ne 30 (15x2): no 15 YkpaiHa" CucTema KoHTelHep/3akynoptoBasibHUA 3aci6. 3MiHa y

TabneTtok y bnictepi;
no 2 6nictepu y
KapTOHHilA KOpO6L

MeToAax BUNPO6YyBaHHA NEPBUHHOT YNakoBKN rOTOBOTO
niKapcbKoro 3acoby (He3HauHi 3MiHW Y 3aTBEPAXKEHNX
MeTofax BUNpobyBaHb) - BHECEHHS 3MiH Ao p. 3.2.P.7.
CwncTema KoHTelHep/3aKynoproBaslbHUIA 3aci6, a came
He3HayHi 3MiHW B aHaiTUYHUX MeToAax ANs
nakysasibHOro Matepiasny AntomiHiesa hosnbra, ska
BUKOPUCTOBYETLCS A/151 NEPBUHHOI yrnakosku 13
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
(6nicTep) - OHOBNEHHS OMNWCY; BHECEHHS pedakuUiiHnX
npasokK; OHOBIEHO HOMep crneundikauii Ana
aslomiHieBoi dponbrn 3 PNO 10620 / 10-01 Ha PNO
10620 / 10-02.
365. | MEHTAKCUM® nopotuok Haemophilus CaHodi PpaHLis CaHodi MacTtep, ®paHuia/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/13010/01/01
BAKUUHA ANA | influenzae tuny b Ta MacTep ®paHuis; ITanis/ TMny - 3MiHK 3 AKOCTI. [OTOBWIA NikapcbKnii 3acib. peyenmom
MPO®DINTAKTUK | cycneHsia ans iH'ekuiii CAHO®I C.IN.A., YropwmHa Onuc Ta cknag, (iHwi 3miHn) - OHOBJIEHHA PO34iNiB
N QUDTEPII, (0,5mn); no 1 ITanis; CTD pocbe Ans y3romKeHHs iHdopmadii woao cknagy
NMPABLA, h/1aKOHY 3 MOPOLLKOM CaHodpi-ABeHTiC nikapcbKoro 3acoby (pevoBuHa Ansa kopurysaHHs pH) i
KALLUTIOKY Ta 1 nonepeaHbo MpaiBit Ko. T4, KOMMOHEHTIB NEPBMHHOT YNaKoBKM Y NiLeHs3il
(ALENONAPH 3aMoBHEHOMY LUNPULY YropwumHa BMPOGHMKA Ta BUPOOHMYIN NpakTuLi (6e3 3MiH y
nin (0,5mn) 3 BMPOGHMLTBI) 3 BIANOBIAHMMM 3MiHAMW [0 PO34iNiB
KOMMOHEHT), NPUKPINIEHO0 roNKo pocbe 3.2.P.1, 3.2.P.4, 3.2.P.7. BHeceHHs 3MiH B
nonioMIeENITY | (abo 2 okpemumu po3zin "Cknaa" IHCTpyKUil 45 MegnyHoro
IHAKTUBOBAH | ronkamu), L0 MiCTUTb 3aCTOCYBaHHS i, IK HACMIAOK, - BifNOBIAHUX 3MiH Y
ATA cycneHsito ans TekcT MapKyBaHHS YNakoBKy JlikapCbKoro 3acoby
BAKUWHA ON1A1 | iH'eKUiii, B KAPTOHHIl (TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicAuiB nicns
MPO®INAKTUK | kopobui; no 1 3aTBEPLKEHHS)
N IHOEKLIIA, hN1akoHy 3 NMOPOLLKOM
CNMPUYUNHEHN Ta 1 nonepegHsLo
X 3arnoBHEHOMY LUNpULY
HAEMOPHILUS | (0,5 mn) 3
TNy B NPUKPINIEHOI0 rONKO
KOH’IOTOBAH (abo 2 okpemumu
A, rosikamu), Wwo MiCTUTb
AACOPBOBAH | cycneHsito ans
A iH'eKUin, B
CcTaHfapTHO-
€KCMOPTHii ynakoBLi,
AKa MiCTUTbCS Yy
KapTOHHI Kopobui 3
iHCTpYKLUieto ans
MefNYHOro
3acTocyBaHHsA
366. | NIHOCON® crnpei HasanbHWUiA, TOB "CaHoi- | YkpaiHa BignosiganbHuii 3a YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/6606/01/01
po3urH Ne 1: no 10 mn ABEHTIC BMPOOHULTBO CnoBaubka TMNy - AGMIHICTpaTVBHI 3MiHW. 3MiHA HalMeHyBaHHs peuyenma
y thnakoHi B KOMNNEKTI YkpaiHa" PO34KMHY, NepBUHHE Pecny6nika Ta/abo agpecy MicLsi NPOBaKEHHS AiS/IbHOCTI

3 HACOCOM-/103aTOPOM
3 po3nusBaYem
HasasIbHOro
npusHadeHHs; no 1
oNakoHy Y KapTOHHIN
KopooLi

Ta BTOPUHHE
nakyBaHHS:

AT "dapmak”,
YKpaiHa,
BignosiganscHuii 3a
KOHTPO/b Ta BUMYCK
cepiii:

AT "CaHeka
PapmacbloTikans",
Cnosatbka

BMpO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IHOYAOUN AiNIbHULI BUMYCKY cepii abo micue
NpoBeAEeHHSA KOHTPOJIKO AKOCTI. (LiANbHICTb, 3a AKY
BiANoBiAae BUPOGHMK/IMNOPTEP, HE BKIOYaun
BMNYCK CEepiit) - 3MiHa HallMeHyBaHHs afpecu Micus
NPOBa/PKEHHS AiSNIbHOCTI BUPO6HUKa 3 MAT
«PapmMak», YkpaiHa, 04080, m. Kuis, Byn. PpyH3e 63
Ha AT «®apmak», YkpaiHa, 04080, m. Kuis, By/.
Kupuniscbka 63 (BBefeHHS 3MiH NPOTAroMm 6-Tu
MicsLIiB NiCNsA 3aTBEPKEHHS)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Pecny6nika
367. | MIAHTAIMNKOL, | rpaHynu gns ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/4695/01/01
na-3aorPoB'A OpasibHOro po3ynHy, 1 06MEXEHO 06MEXEHO My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyenma
r2r;Ne20:no2ry BiANOBiAa/IbHI BiANoBiAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHA 3MiH [0
crnapeHoMy nakerti 3 CTIO "®GapmaueBTuyHa po3ainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
nanepy 3 "®apmavesTu KomnaHis "3gopos'a" MAPKYBAHHSA BignosigHo [0 3aTBEPAXXEHOr0 TEKCTY
nonieTnIeHoBNM YHa KoMMaHis MapKyBaHHSA. OHOB/IEHHA TEKCTY MapKyBaHHSA
nokpuTTAM abo 3 "3popos'a” yNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
/IHOMOKOMI/IEKCY; NO iHchopmauii LLoA0 3a3HaYEHHS OAMHULb BUMIPIOBaHHS
10 cnapeHux nakeTiB y y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsLiB
KapTOHHI kopobui; Ne nicns 3aTBepKEHHS
25:no2ry
cnapeHoMy nakeTi 3
nanepy 3
nonieTuaeHoBuM
noKpuTTAM abo 3
asIloOMOKOMMIEKCY; MO
12 cnapeHux nakeTis +
1 nakeT (3 2 r rpaHyn)
Y KapPTOHHIli kopobLi
368. | MPE3NCTA® TabneTkn, BKPUTI TOB Ykpaina AHcceH OpTo JINC, CLWA/ ITania BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/6980/01/03
NNiBKOBOIO "[I>KOHCOH i CLUA (Bpo6HMLTBO MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
060/10HKOI0, N0 600 J>KOHCOH Hepo3ghacoBaHoro hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
Mr; o 60 TabneTok y YkpaiHa" npoayKTy); AHCCEH- MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
dhnakoHi; no 1 Cinar C.n.A., Itania BHECEHHSAM iHhopmMaLii LWoA0 3a3HauYeHHA OANHUL
chnakoHy B KapTOHHIiiA (nepBuHHa Ta BMMIpOBaHHSA y cuctemi Sl
naui BTOPVHHA YNaKoBKa,
BUNYCK cepir)
369. | NPE3NCTA® TabneTkun, BKPUTI TOB YkpaiHa Anccen OpTo JI1C, CLUA/ ITaniss | BHECEHHs 3MiH A0 peecTpauiliHux MaTtepiasiis: 3MiHu | 3a UA/6980/01/02
NiBKOBOO "[DKOHCOH i CLUA (Brpo6HMLTBO MRy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
060/10HKO10, N0 400 JDKOHCOH Hepo3dghacoBaHoro hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
Mr; no 60 TabneTok y YkpaiHa" NpoAyKTy); AHCCeH- MapKyBaHHS YNakoBKU NikapcbKoro 3acoby 3
chnakoHi; no 1 Cinar C.n.A., Itanis BHECEHHSM iHthopMaLii LLoA0 3a3HaYEHHS OAUHULD
h/1aKOHY B KapTOHHiii (nepBuHHa Ta BMMIpIOBaHHA y cuctemi Sl
nauuj BTOPUHHA YNaKoBKa,
BUMYCK cepii)
370. | NPOXXECTOXE | renb, 10 mr/rno 80ry BeseH Benbris BeseH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/3839/01/01
Nb® Ty6i; no 1 Ty6i y Xenckea CA MeHbtodhekuypiHT MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KOMMIEeKTi 3i Benpxiym CA thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0

LinarenemM-£03aTopom
Y KapPTOHHI nauyui

po3ainy “MapkyBaHHs" B 3aTBepmpKeHnx MKA N13;
3anponoHOBaHO: 3riHO 3aTBEP)KEHOr0 TEKCTY
MapKyBaHHS. MNpuBefeHHA TEKCTY MapKyBaHHS
ynakoBKU NiKapcbKoro 3acoby y BiAMNOBIAHICTb A0
Bumor Hakasy MO3 Ykpainu Big 23.07.2015 Ne 460 3i
3MiHaMun. BBefeHHA A0AATKOBOro TEKCTY MapKyBaHHS
yrNakoBKU NiKapCbKoro 3acoby i3 3a3HaYeHHAM
MiKHapOAHWX NO3HAaYeHb OAUHULIb BUMIPHOBAHHS.
BBefeHHs1 3MiH NpOTAroM 6-Tu MicsAUiB nic/s
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3aTBEPAKEHHS
371. | NPOKTO- Kpem pekTasibHWi no Pekopgari Ipnangis Pekoppaarti Ingactpia ITanisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/4678/01/01
rNIBEHON 30 r kpemy y Ty6i; no 1 Aineng Ntp, Ximika e TUMY - 3MiHW 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenma

Ty6i y KOMMNeKTi 3
HacafiKol y KapTOHHilA
nauuj

dapmacesTika C.n.A

KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO /iKapCbKOro 3acoby (3BY)XXEHHS AONYCTUMUX
MeX) - 3BYXKEHHSI HWKHBOT MEXi 3a NOKa3HNKOM
«KinbkicHe BU3Ha4YeHHs. TpMbeH403VH» B
cneundikauii Ha cTabinbHICTb (3anponoHoBaHo: 95,0 —
105,0%). BBegeHHs 3MiH NpoTAarom 3-x micauis nicns
3aTBEPMKEHHST; 3MiHW | TUNY: 3MiHK 3 AKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTpob roToBOro MikapCbKoro
3acoby. 3miHa napameTpiB cneyudikauii Ta/abo
[OMyCTUMUX MEX rOTOBOTO NiKapCcbKoro 3acoby
(monoBHeHHs cnevmdikaii HOBUM NOKa3HMKOM 3
BiANOBIAHUM MeToA0M BUNpPobyBaHHA) CynyTHA 3MiHa:
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. KoHTponb
roToBOro fikapcbKoro 3acoby. 3miHa y MeTogax
BUMPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
(BMNyyeHHs MeToAy BUNPOOYBaHHSA, SIKLLO BXe
3aTBEPMKEHUI albTEPHATUBHWI METO/) - AONOBHEHHS
nokasHuka «laeHtudikauis. TpubeHo3na»
crneundikavii Ha BUNycK 4oAaTKOBUM MEeTOLO0M
BunNpobyBaHHA Y®-M/] (cnekTpodoTomeTpis B
ynbTpadiioneTosiii 06nacTi 3 Ai0AHO-MaTPUYHUM
[leTeKTOPOM) Ta BU/TyYEHHS 3acTapifioro MeToay
Bunpo6yBaHHA TLUX. BBegeHHs 3MiH npoTsarom 3-x
MiCALB MiC/1A 3aTBEPIXKEHHS;
3MiHM | TUny: 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbKMii
3aci6. KoHTposb roToBOro Mikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
roTOBOrO NikapCcbKOro 3acoby (4,0NOBHEHHS
cneumdikayii HOBMM NOKA3HUKOM 3 BifNOBigHUM
MeToAOM BUNpobyBaHHsa) CynyTHS 3MiHa: 3MiHU 3
AKoCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpobyBaHHS
roTOBOrO /iKapCbKOro 3acoby (BUyYeHHs meToay
BMNPOGYBaHHS, AKLLO BXe 3aTBepKeHMI
anbTepHaTUBHWI MeTop) -

[OONOBHEHHS NokKasHuka «laeHTudikauis. JligokaiHy
rigpoxnopugy» cneungikaLii Ha BUNycK A0AaTKOBUM
MeToA0M BUNPo6yBaHHa YP-AM[,
(cnekTpochoToMeTpis B ynbTpadioneTosiii 061acTi 3
[i0IHO-MaTPUYHUM [EeTEKTOPOM) Ta BUTyYEHHS
3acTapinoro metogy BunpobysaHHsA TLUX. BBegeHHs
3MiH NPOTAroM 3-X MicAUIB NiCNA 3aTBEPLKEHHS; 3MiHU
| Tuny: 3miHK 3 sIKoCTi. FTOTOBWIA NiKapCbkuiA 3aci6.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

KoHTposb rotoBoro nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
rOTOBOrO /1iKapCbKOro 3acoby (f0MNOBHEHHS
cneuudikauii HOBYM NOKa3HWKOM 3 BifMoBigHUM
MEeTOA0M BUNPobyBaHHA) CynyTHS 3MiHa: 3MiHU 3
AKOCTI. [O0TOBWI Nikapcbknii 3aci6. KOHTPOIb rOTOBOTO
nikapcbkoro 3aco6by. 3MiHa napameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX rOTOBOrO MikapCbKoro 3acoby
(BUNYyYEHHA HE3HAYHOro NokasHuka (Hanpuknag
3acTapifioro nokasHuka, Takoro sk 3anax Ta cMak, abo
iAeHTudikauia 6apBHUKIB UM CMakoBUX [06aBOK)) -
3amMiHa nokasHuka «MpoaykTn gerpagauii» Ha
nokasHuk «CynyTHi OMILIKW» i3 3MiHOM npodinto
[OMILLOK Ta KpUTEPIiB NPUAHATHOCTI. A TakoX 3aMiHa
MeToAy BunpobyBaHHs 3 BEPX Ha 6inbLl epekTnBHUI
meToa UPLC. BBefeHHs 3MiH MPOTAroM 3-X Micsiuis
nicnsa 3aTBepXeHHs; 3anponoHOBaHO BUMOTM Ha
BWMYCK BUMOTM Ha cTabiNbHiCTb CynyTHi AOMILLK/
BeH3unoswii cnnpT He Ginblue 0,2% He 6inbwe 0,5%
BeHsanbaeria He 6inblue 0,2% He 6inbLie 0,5% 3,5,6-
Tpu-0-6eH3un-D-raokodypaHo3ng He 6inble 0,5%
He 6inbLue 1,5% JligokaiHy N-okcug He 6inbwe 1,0%
He GinbLue 1,0% Byab-sKWit HEBIOMMWIA NPOAYKT
nerpagauii nigokainy rigpoxsiopuay He 6inbwe 0,2%
He 6inbLue 0,2% Byab-AKWii HEBIOMWIA NPOAYKT
nerpagauii TpuéeHosunay He 6inblie 0,2% He 6inbLue
0,2% Bci npogyktv gerpagauiine 6inbwe 3,0% He
6inbLe 5,0%; 3miHun | Tny: 3MiHK 3 SKocTi. [FoTOBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpiB cneundikauiii Ta/abo
[0MNYCTUMMX MEX FOTOBOrO J1iKapCbKOro 3aco6y (iHLui
3MiHW) - NpuBeAEeHHA nokasHuka «MikpobionoriyHa
YnUCTOTa» Yy BiANOBIAHICTb A0 MaTepiasis
peecTpauiiHoro gocke. BBegeHHs 3MiH npoTsrom 3-x
MicAILiB Micns 3aTBepMKEHHS; 3MiHM | Tuny: 3MiHK 3
AKOCTI. [O0TOBWI Nikapcbkumii 3aci6. KOHTPOIb rOTOBOTO
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
rOTOBOIO JIiKapCbKOro 3acoby (iHLi 3MiHN Y MeTofax
BMNpPo6yBaHb (BK/OYaUM 3amiHy abo AONOBHEHHS)) -
3aMiHa MeToAy BM3HAYEeHHS 3a NoKasHuKamu
«lpgeHTudikauia. TpnubeHosna» Ta «KinbkicHe
BM3HaYeHHs. TpnbeHo3ung» (3atBepmxkeHo: BEPX;
3anponoHoBaHo: YEPX (pignHHa xpomaTorpadis
HaBUCOKOI NPOAYKTUBHOCTI)). BBeAeHHS 3MiH
NPOTAroM 3-X MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHM |
Tuny: 3MiHM 3 AKOCTi. FOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/1b rOTOBOrO NiKapcbkoro 3acoby. 3miHa y
mMeTofax BUNPO6yBaHHS rOTOBOrO JliKapCbKOro 3acoby
(iHWi 3miHM y MeTogdax BMNPo6yBaHb (BKIKOYaum
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n/n

JNliKapcbKo20

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

372.

NMPOMPOTEH-

3aMiHy abo JOMOBHEHHS)) - 3aMiHa MeToay
BM3HAYEHHA 3a NokasHuKamu «laeHTudikadlis.
Nipokainy rigpoxnopung» Ta «KinbKicHe BU3HAYEHHS.
Nipokainy rigpoxnopug» (3aTBepmxeHo: BEPX;
3anponoHoBaHo: YEPX (piguHHa xpomatorpadis
HaBUCOKOI MPOAYKTUBHOCTI)). BBEAEHHSA 3MiH
NpPOTArom 3-X MiCALIB MiC/1A 3aTBEPMAXXEHHS; 3MiHM |
Tuny: 3MiHM 3 AKOCTi. FTOTOBUIA NiKapcbkuii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbKoro 3acoby. 3miHa y
mMeToAax BUNPo6yBaHHSA rOTOBOrO /iKapCbKOro 3acoby
(iHWi 3miHWM y MeTofax BMNPO6yBaHb (BK/IOYaum
3aMmiHy abo [OMOBHEHHS)) - 3aMiHa MeToay
BM3HAYEHHS 3a NokasHuKamu «laeHTudikauis.
Mponinnaparigpokcnbexsoar» Ta «KinbkicHe
BM3HaueHHs. MponinnaparigpokcnbeHsoars»
(3aTBepaxeHo: BEPX; 3anponoHoBaHo: YEPX
(pianHHa xpomarorpadis HaBUCOKOT
NPOAYKTUBHOCTI)). BBEAEHHSA 3MiH NPOTArom 3-x
MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHM | TUMy: 3MiHKW 3
SIKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO
nikapcbKoro 3acoby. 3miHa y MeToAax BunpobyBaHHS
rOTOBOrO JlikapCbKOro 3acoby (iHLWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/OUAOUM 3aMiHy ab0 [LONOBHEHHS)) -
3aMiHa MeToAy BU3HAUYEHHS 3a NoKasHukamm
«laeHTudikauis. MetunnaparigpokcubeHsoar» Ta
«KinbkicHe BM3HauYeHHs. MeTunnaparigpokcubeH3soars
(3aTBepmkeHo: BEPX; 3anponoHoBaHo: YEPX
(piamHHa xpomatorpadist HaaBMCOKOT
NPOAYKTUBHOCTI)).

BBefeHHst 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPMAKEHHST; 3MiHU 3 SKOCTi. [OTOBWIA NikapCbKuii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (3MiHa 3HaxoAUTbCS
no3a 3aTBEPMKEHVMU AONYCTUMUMU MEXAMU
cneuudikawiin) - 3MiHa KpUTepiiB NPURHATHOCTI 3a
noKasHUKOM «Po3TikaHHs» y cneuundikauii Ha
CTabiNbHICTb (3anponoHOBaHO: He Ginblue 50 Mm).
BBefeHHst 3MiH NpoTArom 3-x MicsAuiB nicns
3aTBEPAKEHHS

100

Tabnetku no 20
TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu y
KapTOHHIA KopooLi

TOB "Martepia
Meguka-
Ykpaiva"

YKpaiHa

3AT CaHTOoHika

NutBa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHW) - BHECEHHA 3MiH 10
po3gainy «MapkyBaHHs» MK J13»: 3anponoHOBaHoO:
BignoBigHO A0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW /TiKapCbKoro

3aco6y 3 BHECEHHSIM iHGhopMaLlii LWoa0 3a3HaYeHHs

6e3
peuyenma

UA/3646/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
OAVHWLb BMMIpOBaHHS y cuctemi Sl. BBeaeHHsA 3MiH
NPOTArom 6-Tv MiCAILiB MicNs 3aTBEPIKEHHS
373. | NPOCTATUNE PO34MH A8 iH ek MpusatHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/0800/02/01
H® no 2 mn B amnyrni, no 5 akuioHepHe akuioHepHe TUMY - 3MiHW 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
amnyn B 6nictepi, no 1 TOBapucTBO TOBapuCTBO "J1ekxim KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
abo 2 6nictepu y "Nlekxim- - Xapkis" napameTpiB cneundikauii Ta/abo AONYCTUMMX MEX
naJui 3 KapToHy, no 2 Xapkis" roTOBOrO J1ikapCbKOro 3acoby (BU/Iy4eHHs] He3Ha4YHOro
mn B amnyni, no 100 nokasHuka (Hanpukiag, 3acTapinoro NokasHuka, Takoro
amnyn y nauui 3 SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
KapToHy CMakKoBUX [06aBOK)); CynyTHS 3MiHa - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbkuMii 3aci6. KOHTposib roToBOro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpo6yBaHHS
roTOBOrO JlikapcbKoro 3acoby (He3Ha4Ha 3miHa y
3aTBEPMKEHNX METOAaX BUNPOOYBAHHS) - BUNYHYEHHS
3i Cneundpikavii 13 nokasHuka "AHOMasIbHA
TOKCMYHICTB" 3 BiANOBIAHUM METOA0M BUNPOGYBaHHSA
374. | NIPO®UNKOP® PO34nH ANs iH ek, 5 MpusatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17628/01/01
mr/mn; no 2 mn a6o 4 akuioHepHe akuioHepHe TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BMK peuyenmom
mA B amnyni; no 5 TOBapUCTBO TOBapUCTBO nikapcbkoro 3acoby. 3mMiHM BHeCeHi Wwoao Hassm /13.
amnyn y 6nictepi; no 1 "Nlekxim- "Nlekxim-Xapkis" 3areBepmkeHo: Topacemif. 3anponoHOBaHo:
abo 2 6nictepn y Xapkis" Mpochmkop®. BBeAeHHS 3MiH NPOTArom 3-x MicsuiB
nauui; no 2 mn abo 4 nicns 3aTBepKeHHs.
M B amnysni; no 100
amnyn y naduj
375. | PErigPoOH NMOPOLLIOK A030BaHN OpioH PiHNAHAIA OpioH KopropeliLuH, PiHnaHpis/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/2065/01/01
no 18,9 r nopoLuky y Kopnope#iLuH PiHNAHAIA Icnanis TMRY - 3MiHN Woao 6e3nekun/edekTMBHOCTI Ta peyenma
nakeTi; no 20 nakeTiB (BMPOGHYK, LIO hapmakoHarnsgy (iHwi 3MiHKN) - BHECEHHS 3MiH A0 p.
Y KapTOHHili kopobLi 3[iICHIOE KOHTPO/b "MapkyBaHHsA" MKSA N3:
AKOCTI | BUNYCK 3anponoHoBaHo: CorfacHo yTBEPXAEeHHOMY TeKCTY
cepiii); TOB MapKMPOBKW. 3MiHN BHECEHI B TEKCT MapKyBaHHS
Peuudbapm Mapetc, yNakoBKM NiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
Icnanis (BUpOGHUK, MiKHapOAHWX NO3HAaYeHb OAUHULLb BUMIPIOBAHHS.
L0 34jliCHIOE BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
BUPOBHMLTBO, 3aTBEPAKEHHS
nakyBaHHs,
KOHTPO/b AKOCTi i
BWMNYCK cepild)
376. | PErigPoOH NMOpoLLOK ANA OpioH PiHNAHAIA O Mepdhainns Nra, PiHnaHgis/ BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHN | 6e3 UA/9267/01/01
OonTIM OpasibHOrO PO34UHY, KopnopeiiLuH PiHNAHAIA Icnanis MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenma

no 10,7 r NOpoLLKy Y
nakeTi; no 20 nakeTiB
Y KapTOHHIli kopobLi

(BUPOGHVIK, WO
3[iICHIOE KOHTPO/1b
[KocTi ); OpioH
KopnopeiiH,
PiHNAHAIA
(BMpPOGHYK, L0
3[i/iCHIOE KOHTPO/Tb
SAKOCTI | BUNyCK

hapmakoHarnagy (iHwWi 3MiHK) - BHECEHHSA 3MiH [0 p.
"MapkyBaHHA" MKA /13:
3anponoHoBaHo: COrnacHo yTBepXAeHHOMY TeKCTY
MapK1poBKW. 3MiHW BHECEHI B TEKCT MapKyBaHHSA
yNakoBKM NiKapCbKOro 3acoby LWoo 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHNL BUMIPIOBaHHS.
BBefeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
cepiit); TOB 3aTBEPMKEHHS
Peuundapm Mapetc ,
Icnanis (BUPOGHUK,
L0 34jliCHI0E
BUPOGHMLTBO,
nakyBaHHs,
KOHTPO/Tb AKOCTi Ta
BWMNYCK Cepild)
377. | PEKOPMOH® po3unH ANns iH'ekuii no | ®.Xoddmarh- |LLseliyapis Brpo6HMLTBO HimeuwunHa/ BHECEHHS 3MiH [0 peecTpaLliinHmx maTepiasis: 3MiHu | 3a UA/5146/01/02
2000 MO/0,3 mn1; no 3 Na Pow Ntpg, Hepo3dacoBaHol LLiBeiuapis TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib. peyenmom
nonepegHsL0 nNpoAyKLii, BTOPUHHE 3MiHM Y BUpOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
HamnoBHEHUX LINPULN nakyBaHHs, CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 AKOCTI
no 2000 MO/0,3 mn BMNPO6YBaHHSA roTOBOrO /liKkapCbKOro 3acoby (3aMiHa abo gofaBaHHsA
pa3om 3 3 rosikamu KOHTPOJIHO SIKOCTI, OiNbHUL, Ha Kl 34JACHI0ETbCS
Ans iH'ekuin 27G1/2 BUMYCK Cepii: KOHTPONb/BMNPOGYBaHHSA cepii) - A0AaBaHHSA
(ronka nomiweHa y Pow [iarHocTukc BMpo6HUKa BeTTep ®apma-PepTturyHr F'm6X i Ko KI,
NAacTUKOBY YNakoBKy) m6X, HimeuyunHa,; AlizeHbaHLWTpacce 2-4, NlaHreHapreH, basex-
B KOHTYPHilA Bupo6HMLTBO Bloptembepr, 88085, HimeuunHa, Lo Bignosigae 3a
YapyHKOBIli ynakoBLyj, Hepo3g)acoBaHol BMNPOOYBaHHA KOHTPO/IO SKOCTi (BBEAEHHS 3MiH
Lo cKNnafaeTbes 3 3 npoaykuii, NPOTArom 6 MicsLiB NicNs 3aTBEPOXKEHHS); 3MiHM |
OKpemmx niacTUKoBUX BMNPO6YBaHHSA TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKWii 3acib.
KOHTeliHepiB (1 KOHTPOJIHO0 AKOCTI: 3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo
nonepeaHLo Bettep ®apma- CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/IO AKOCTI
HamnoBHEHWIA LWNpuL, Ta depTuryHr MmoX i rOTOBOrO /iKapCbKOro 3acoby (3amiHa abo fofaBaHHsA
1 ronka B ogHOMY Ko KI, HimeuuunHa; OiNbHUL, Ha 5K 3AiACHIOETLCSA
naacTUKOBOMY ®.XodpdpmaHH-/15 KOHTPONb/BUNPOBYBaHHS cepii) - AoAaBaHHSA
KOHTeliHepi); no 2 Pouw fltg, BMpO6HUMKa BeTTep ®apma-PepTturyHr F'm6X i Ko KI,
KOHTYPHI YapyHKOBI LLiBefiuapis LoTueHwTpacce 87 i 99-101, PaBeHcbypr, BageH-
ynakoBku (6 BunpobyBaHHS BiopTembepr, 88212, HimeuunHa, L0 Bignosigae 3a
nonepeaHbL0 KOHTPO/IHO SIKOCTI: BMNPOBYBaHHA KOHTPO/O SKOCTi (BBEAEHHSA 3MiH
HanoBHEHUX LUMNPULiB & . XodhdpmaHH-/15 NPOTArom 6 MiCALIB MiCNs 3aTBEPYKEHHS)
Ta 6 ronokK) y Pow NTa,
KapTOHHI/ KopoobLi Lseiiuapis;
BeTTep ®apma-
PepturyHr rméxX i
Ko KI', HimeuunHa
378. | PENMEHUA NopoLUOK AN nakcoCmiTKn Benuka "nakco Bennkom PpaHuis/ BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/5370/01/01
iHranswiin, nosoBaHnii, AliH EkcnopT BpuTtaHis MpoaakLLH, AscTpanis TMRY - 3MiHK 3 AKocTi. A®l. CTabinbHiCTb. 3MiHa peyenmom
no 5 mr, 5 potaguckis Nimiteq dpaHuis; nepiogy NOBTOPHMX BUNPOGYBaHb/Nepioay 36epiraHHs

3 4-ma YapyHkamu,
KOXHa 3 SKMX MICTUTb
OfiHY [,03Y /liKapCbKOro
3acoby, y NnacTuKoBil
KOpPOO6Li Y KOMMNIEKTi 3
[uckxanepom y
KapTOHHilA Kopoo6Li

"nakcoCmiTKnsiAH
AscTtpanisa Mty /114,
ABCTpanis

abo ymoB 36epiraHHa A®I (3a BigCcyTHOCTI Y
3aTBEPAKEHOMY [OCbE cepTudikaTa BifnoBifHOCTI
€Bponeiicbkiii hapMakonei, Lo BKIHOYAE Nepios
NOBTOPHOro BMNpobyBaHHS) (Nepio NOBTOPHOTO
BUNpo6yBaHHsA/nepios 36epiraHHsA) - 36inbLUeHHA abo
BBE/JEHHS Nepiogy NOBTOPHOro BUNpobyBaHHs/nepiogy
36epiraHHA Ha OCHOBI pe3ynbTaTiB AOCMiIMKEHb Y
peasibHOMY Yaci - 36iMbLLUEHHSA Nepiogy NOBTOPHOrO
BUNPOGYBaHHSA A/1A AiH040i pevyoBUHU
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
HEMIKpOHI30BaHOro 3aHaMmiBipy: 3anpornoHoBaHo: 96
Micauis
379. | PEHA/ITTAH® PO34nH A1 iH'EKLIA No MpusatHe Ykpaina MpusatHe Ykpaina BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/1530/02/01
5 mn B amnyni; no 5 akuioHepHe akuioHepHe TUMY - 3MiHW 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
a6o 10, a6o 100 TOBapucTBO TOBapuCTBO KOHTpPO/Ib FOTOBOrO NiKapcbkoro 3acoby. 3mMiHa
amnyn y nauui 3 "Nlekxim- "Nlekxim-Xapkis" napameTpiB cneundikauii Ta/abo AONYCTUMMX MEX
KapTOHy; Mo 5 mn B Xapkis" roTOBOrO NiKapCbKOro 3acoby (BUy4YEHHS HE3HAYHOIO
amnyni; no 5 amnyny nokasHuka (Hanpukiag, 3acTapinoro NokasHuka, Takoro
6nicTepi; no 1 abo 2 SIK 3anax Ta cmak, abo igeHTudikalis 6apBHUKIB YK
6nicTepn y nauui 3 CMakoBUX 106aBOK)) - 3MiHa y cneyudikauii Ta
KapTOHy; MO 2 MN B MeToAax KOHTPOJIHO SKOCTi, @ caMme BUTyYEHHS
amnyni; no 5 a6o 10, nokasHuka «AHoMasibHa TOKCUYHICTb» Y 3B'A3KY 3
abo 100 amnyn y BWJTyYEHHSIM JaHoro nokasHuka 3 AdY. CynyTHA 3MiHa
naJui 3 KapToHy; No 2 - 3MiHK 3 siKOCTi. FoTOBUIA Nikapcbkuii 3aci6. KoHTponb
M/1 B amnyni; no 5 roToBOro fikapcbKoro 3acoby. 3miHa y MeTogax
amnyn y 6nictepi; no 1 BUMPOBYBaHHA rOTOBOTO NiKapCbKOro 3acoby
abo 2 6nictepn y (He3HauHa 3MiHa y 3aTBEepAKEHUX MeTohax
nauuj 3 KapToHy BMNPOGYBaHHSA) - BUyYeHHs 3i Cneuudikauii M3
nokasHuka "AHOMasibHa TOKCMYHICTL" 3 BiAMNOBIAHUM
MeTOA0M BUNPOGYBaHHS
380. | PUTEBIAOH TabneTkn, BKPUTI BAT "legeoH | YropwuHa BAT "leneoH YropwmHa BHECEHHS 3MiH 4,0 pPEeECTpaLiiHNX MaTepiasliB: 3MiHu | 3a UA/2778/01/01
060n10HKo0 No 21 PixTep" PixTep" MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
Tabnetui y 6nictepi; hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 1 a6o 3 6nictepn MapKyBaHHS1 YNakoBKM /ikapCbKOro 3acoby Liogo
pasom i3 KapTOHHUM 3a3HayYeHHs1 MbXKHapOAHWX NO3HAYeHb OAVHNLb
dyTnspom gns BMMIpIOBaHHS. BHeECEHHSA 3MiH [0 po3giny
36epiraHHsa 6nictepa y “MapkyBaHHs1” MKA 13" 3anponoHOBaHO:
nauui MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHA TepMiH BBELEeHHS 3MiH NpoTArom 6
MiCsILiB MiCNsi 3aTBEPAYKEHHS
381. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHisa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/11743/01/05
nNiBKOBOIO HoBso mecTo MecTo TMNYy - 3MiHW Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
060/10HKOI0, NO 15 Mr thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
no 10 tTabneTtok y po3ainy «MapkyBaHHs» MKS J13; 3anponoHoBaHo:
6nicTepi; no 1, abo no MAPK/POBKA B cOOTBETCTBUM C YTBEPXAEHHBIM
2, abo no 3, abo o 6, TEKCTOM MapKMPOBKN. OHOBJ/IEHHSA TEKCTY MapKyBaHHS
abo no 9 6nictepiB y ynaKkoBKU NiKapCbKoro 3acoby 3 BHECEHHAM
KapTOHHilA Kopo6Li; No iHchopmauii LLoA0 3a3HAYEHHS OAMHULb BUMIPIOBaHHS
14 TabneTok y y cuctemi Sl. BBefieHHSs1 3MiH NpoTArom 6-Tm MicAuis
6nictepi; no 1, abo no nicns 3aTBepKeHHS
2, abo no 4 6nictepu B
KapPTOHHI KOpooLyi
382. | POKCEPA® TabneTkn, BKPUTI KPKA, a.4., CnoseHisa KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/11743/01/06
NNiBKOBOIO HoBo mecTo MecTo TMNY - 3MiHK Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
060/10HKoOI0, N0 30 Mr thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
no 10 TabneTtok y po3ainy «MapkyBaHHs» MKA J13; 3anponoHoBaHo:
6nicTepi; no 1, abo no MAPK/POBKA B cOOTBETCTBUM C YTBEPXKAEHHBIM
2, abo no 3, abo no 6, TEKCTOM MapKMpPOBKWN. OHOB/IEHHSA TEKCTY MapKyBaHHS
no 9 6nictepis y yNakoBKU NiKapCbKoro 3acoby 3 BHECEHHAM
KapTOHHI Kopo6Li; no iHchopmauii LWoA0 3a3HAYEHHS O4MHULb BUMIPIOBaHHS
7 TabneTtok y 6nictepi; y cuctemi Sl. BBefieHHSI 3MiH NpoTArom 6-T1 MicAuiB
no 2, a6o no 4, a6o no nicns 3aTBepPKEHHS
8 6nictepiB y
KapPTOHHI KOpooLyi
383. | CANTA30MNIPUH | TabneTtku, BKpUTI MOANIEP CLWA Peuidapm Ynncana Lseuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/4201/01/01
EN-TABC 0060/10HKOH, IHK. Ab TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom
KMLLKOBOPO34YUHHI N0 KOHTPO/Ib AONOMDKHMX peyoBUH. 3MiHa napameTpis
500 wmr; no 100 cneuudgikauii Ta/abo AoNyCTUMMX MeX AN
TabneTok y priakoHi; [OMNOMDKHOT peyYOBUHY (BUTYYEHHS 3i cnieumdikavii
no 1 donakoHy B He3Ha4yHOro nokasHuka (Hanpuknag, 3actapinoro
KapTOHHIA KopooLi noKasHvkKa)) - AaHa 3MiHa CTOCYETbCS BUTYYEHHS
nokasHvka "Baxkki MeTasin" 3i cneumdikauii Ha
[OMOMiXHY PeYOBUHY T/liLepos MoHocTeapar, Yy
3B'A3KY 3 gitoummn Bumoramu ICH Q3D; 3miHu | Tuny -
3MmiHu 3 sKocTi. APl KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3Ha4YeHuX y cneuudpikauisx Ha Adl, abo
BVIXiZHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wo
BMKOPWCTOBYHOTbCS Y npoueci BupobHuutea AdI
(BMNYyYEHHSI HE3HAYHOTO NOKa3HKKa AKOCTI (Hanpuknag,
BWJ/TYYEHHS 3aCTapifioro NokasHuka)) - AaHa 3MiHa
CTOCYETbCS BU/TYYEHHS NOKa3HWKa "Baxkki meTann" 3i
cneumdikaLii Ha Aitlody peqyoBuHy cynbdacanasuny, y
3B'A3Ky 3 gitounmn Bumoramm ICH Q3D.
384. | CANNODANDbK TabneTku, BKpUTI Op. ®anbk HimeyunHa BignoBiganbHuii 3a HimeuyunHa BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3MiHu | 3a UA/3745/04/01
060/10HKOIO, Papma M'meX BUNYCK cepilt ™ny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA | peyernmom
KMLLKOBOPO34MHHI, N0 KiHLLEBOro MPOAYKTY Ta/abo agpecu 3asBHUKa (BNacHUKa peecTpauiiHoro
250 wmr; no 10 Ta a/ibTepHaTNBHE noceifueHHs) 3miHa agpecu 3asaBHuKa p. ®anbk

Tabnetok y 6nictepi;
no 5 a6o no 10
6nicTepiB y kopobui 3
KapToHy

BTOPUHHE
nakyBaHHS:

Op. ®ansk dapma
M6X, HimeyuunHa;
Bunpo6HuK,
BiANoOBigabHMI 3a
BMPOGHMLITBO
[,030BaHOi chopmu,
nepBuHHE, BTOPUHHE
nakyBaHHs Ta
KOHTPO/1b SIKOCTI:
NoszaH ®apma M'v6X,
Hime4yumnHa,

®apma 'M6X: 3MiHn | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NpOBaPKEHHS AiS/IbHOCTI BUPO6HUKa/iMnopTepa
rOTOBOrO J1iKapCbKOro 3acoby, BKAYaoun AiflbHULL
BMNYCKy cepii abo MicLie NpoBeAeHHS KOHTPO/THO
AKOCTI. (QiSNIbHICTb, 3a SKy Bignosigae
BMPOGHMK/iMNOpTEp, BKIOYaOUN BUMYCK cepiii) 3miHa
agpecy BUpobHuka p. Panbk dapma M6X,
HimeuuunHa, 6€3 3MiHu MicLsa BUpoOHMLTBA
3MiHV BHECEHO B IHCTPYKLiO AN18 MeAUYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby Wwoao
MiCLLe3HaxX0MKeHHS1 BUPOOHMKA 3 BiANOBIAHUMM
3MiHaMW B TEKCTI MapKyBaHHS ynakoBKM NikapcbKoro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Brpo6HWK, 3acoby.
BiANoOBigabHUI 3a
nepBuHHe, BTOPUHHE
nakyBaHHs Ta
KOHTPO/1b AKOCTI:
JlozaH ®apma M'v6X,
HimeyunHa
385. | CAJTIODA/bK TabneTkun, BKPUTI Op. ®anbk HimeuunHa BiNOBigabHWIA 3a HimeuunHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/3745/04/02
060/10HKOI0, dapma M'meX BUMYCK Cepiii TMny - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS | peyernmom
KMLLIKOBOPO3YWHHI, N0 KiHL,EBOro NpoayKTy Ta/abo agpecu 3asBHUKa (B/1aCHVKa peecTpau,iiHoro
500 wmr; no 10 Ta a/ibTepHaTNBHE noceigueHHs) 3miHa agpecu 3asBHuka p. ®anbk
Tabnetok y 6nictepi; BTOPUHHE ®apma M'm6X: 3MiHu | TURY - AGMIHICTPATUBHI 3MiHW.
no 5 a6o no 10 nakyBaHHs: 3MiHa HalimeHyBaHHS Ta/abo agpecu micus
6nictepiB y Kopobui 3 Op. ®anbk Papma NpoBaKEHHS AiSIbHOCTI BUpOOHUKa/imnopTepa
KapToHy M6X, HimeyunHa; rOTOBOrO JiKapCbKOro 3acoby, BKAYaun AifbHULL
BMPOGHWK [,030BaHOl BMMYCKy cepii abo MicLie NPOoBEAEHHS KOHTPO/THO
hopMU, KOHTPO/b AKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
AKOCTI: BMPOGHUK/IMMOpPTEp, BK/IKOUAOUN BUMYCK cepiil) 3MiHa
PotteHgopd ®apma agpecy BUpo6Huka [p. ®anbk Papma M'vbX,
m6X, HimeuyunHa,; HimeyunHa, 6e3 3MiHM MicLA BUPOGHULITBA
BMPOGHMK 3MiHM BHECEHO B IHCTPYKLiO 415 MeANYHOro
BiNOBigabHWIA 3a 3acToCyBaHHS Nikapcbkoro 3acoby Wwozao
nepBrHHE, BTOPVHHE MiCLIe3HaxoMKeHHS1 BUPOOHMKa 3 BiANOBIAHUMYU
nakyBaHHs Ta 3MiHamMW B TEKCTI MapKyBaHHS yNakoBKW NikapCbKoro
KOHTPO/1b AKOCTI: 3acoby.
PotteHgopd ®apma
'm6X, HimeuunHa;
BMPOGHWK ,030BaHOl
dhopMU, NEPBUHHE,
BTOPUHHE
nakyBaHHA Ta
KOHTPO/b AKOCTI:
JlozaH ®apma M'vbX,
HimeuuunHa,;
BUPOBHMK,
BiANOBIAaIbHNI 3a
nepBuHHe, BTOPUHHE
nakyBaHHs Ta
KOHTPO/b AKOCTI:
NoszaH ®apma M'v6X,
HimeuunHa
386. | CEHTOP® TabneTku, BKpUTI BAT "lefeoH | YropluHa BAT "T'eneoH Monbwa BHECEHHS 3MiH [JO peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/7042/01/01
NAiBKOBOO PixTep" PixTep", YropwuHa; TMRY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peyenmom

060/10HKOI0, N0 50 Mr
no 10 Tabnetok y
6nictepi; no 1 a6o no
3 6nictepu y

TOB "TegeoH Pixtep
Monba”

hapMakoHarnagy (iHwi 3MiHK) - OHOBMIEHHS TEKCTY
MapKyBaHHS1 yNakoBKU NlikapcbKoro 3acoby 3
BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb
BMMIpIOBaHHs y cuctemi Sl. 3amiHa rpaduiyHoro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KapTOHHIiA ynakoBLi 0hOPMNEHHS NEPBUHHOT Ta BTOPMHHOT YNakoBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 Bi4nOBiAHUMUN 3MiHaMK
£o posginisa MKA /13 (po3gin «Ipacurueckoe
ochopmieHve ynakosku» (CooTBeTcTByET
npeacraBnieHHOMY rpacnyeckoMy N3006padKeHNIO
yNakoBkK)) 3aMiHEHO po3zioM «MapkyBaHHs» (3rigHo
3aTBEPIXEHOr0 TEKCTY MapKyBaHHS)). TepMiH
BBEJEHHS 3MiH - 6 MicsLIB NicNsA 3aTBEPKEHHS
387. | CEHTOP® TabneTkn, BKPUTI BAT "TegeoH | YropwuHa BAT "TepeoH MonbLa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 3a UA/7042/01/02
NNiBKOBOIO PixTep" PixTep", YropwuHa; MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKO10, M0 100 Mr TOB "TefeoH Pixtep hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
no 10 TabneTtok y Monbwa" MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
6nicTepi; no 1 abo no BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHUL
3 6nictepu y BUMIpIOBaHHsA y cuctemi Sl. 3amiHa rpadpiyHoro
KapTOHHIN ynakosLi 0hOpPMIEHHSI NEPBMHHOI Ta BTOPUHHOI YNAKOBOK Ha
TEKCT MapKyBaHHS yNakoBOK 3 BiMOBIiAHMMU 3MiHAMU
Ao posginis MKA N13 (po3gin «paduueckoe
ochopmneHne ynakosku» (CooTBeTcTByeT
npeacrasfieHHOMyY rpadnyeckoMy N306padKeHNIO
ynakoBKW)) 3aMiHEHO po3aisiom «MapkyBaHHs» (3rifHO
3aTBEPIKEHOr0 TEKCTY MapkyBaHHs)). TepMiH
BBEJEHHS 3MiH - 6 MicALIB NicNsA 3aTBEPKEHHSA
388. | CMUMOAA Kancynu 3AT JinToBcbKa BANTKAHO®APMA- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/15445/01/01
racTpope3nCTeHTHI "®hapmnaira”  |Pecny6nika AYNHWUA AL TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
TBepAi, no 30 mrno 7 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH 10
Kancyny énictepi, no po3gainy «MapkyBaHHsi» B MKS J13: 3anponoHoBaHo:
4 6nictepn y 3rifiHO 3aTBEP)KEHOr0 TEKCTY MapKyBaHHS.
KapTOHHI navui OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HAYEHHS
OAVHVLb BUMIPIOBaHHSA Y cucteMi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPIKEHHS
389. | CMMOAA Kancynm 3AT JinToBCcbKa BANTKAHOAPMA- Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/15445/01/02
racTpope3vCTEHTHI "®apmnira”  |Pecnybnika AynHMUA AL MRy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
TBepAi, no 60 mrno 7 thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
Kancyn y énictepi, no po3gainy «MapkyBaHHsi» B MKS J13: 3anponoHoBaHo:
4 6nictepn y 3riAHO 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS.
KapTOHHI navui OHOB/IEHHSI TEKCTY MapKyBaHHS yMakoBKW NiKkapCbKoro
3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HaYEHHS
O4VHWLb BMMIpOBaHHS y cuctemi Sl. BBegeHHs 3MiH
NPOTArom 6-Tv MiCAILiB MiCNs 3aTBEPIKEHHS
390. | CUHITIOH® TabneTkun, BKpUTI BAT "lefieoH | YropLuHa BAT "T'efieoH YropwwHa/ BHECEHHS 3MiH [0 peecTpaLiinHux maTepiasis: 3MiHN | 3a UA/10511/01/01
NiBKOBOO PixTep" PixTep", YropwuHa Monbwa MMy - 3MiHW Woao 6e3nekn/edekTMBHOCTI Ta peyenmom

060/10HKO, No 10 wmr,

(Bunyck cepii); TOB

hapmakoHarnagy (iHwi 3MiHK) - OHOBNIEHHS TEKCTY
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
no 7 TabneTtok y "lepeoH Pixtep MapKyBaHHS! yMakoBKU NikapcbKoro 3acoby 3
6nictepi; no 2, 4 abo 8 Monbwa", Monbuia BHECEHHSM iHhopMaLii LWoA0 3a3HauYEeHHA OAMHULL
6nicTepiB y KAPTOHHIN (KOHTpPO/1b SKOCTI, BUMIPIOBaHHS y cuctemi Sl. BHECEeHHA 3MiH [0 po3giny
ynakoBLi [03BIi/T HAa BUMYCK “MapkyBaHHS” MKA 13" 3atBepaKeHo: MapKyBaHHS.
cepil; BUPO6GHULTBO 3riIHO TEKCTY WO A0AA€ETbCA 3anponoHOBaHO:
Hepo3dghacoBaHoOro MapkyBaHHS. 3rigHO 3aTBEPAKEHOr0 TEKCTY
NPOAYKTY, NepBuHHA MapkyBaHHSA. BBefieHHs 3MiH NpoTArom 6-x mMicauis
yrnakoBka, BTOPMHHa nicnsa 3aTBepmkeHHs
ynakoBka)
391. | CIO®OP® 500 TabneTku, BKpUTI BEP/IIH-XEMI | HimeuunHa BEPNIH-XEMI AT, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiinHmx maTepiasis: 3MiHu | 3a UA/3734/01/02
NNiBKOBOIO Al HimeyunHa MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
060/10HKO10, M0 500 Mr (BUPOGHMLTBO "in hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
no 10 TabneTtok y bulk" Ta KOHTpO/b MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby 3
6nicTepi; no 6 cepiid); BEP/IH- BHECEeHHAM iHhopMaLii LWoA0 3a3HauYeHHA OAVHUL
6nicTepiB y KAPTOHHiIl XEMI Al BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH [0 po3giny
Kopobui HimeuunHa «MapkyBaHHa» MKHA J13. 3anponoHoBaHo:
(nepBuHHE Ta MapkyBaHHA: 3rifIHO 3aTBEP)KEHOrO TEKCTY
BTOPWHHE MapKyBaHHs. TepMiH BBeZleHHS 3MiH - 6 MicALiB nicns
nakyBaHHs, 3aTBEPIKEHHS
KOHTPO/Ib Ta BUMYCK
cepii); MeHapiHi-®oH
XengeH M'vbX,
HimeuunHa
(BUPOBHMLTBO "in
bulk", nepsnHHe Ta
BTOPUHHE
naxyBaHHs,
KOHTpPO/b cepili)
392. | CIO®OP® 850 TabneTku, BKpUTI BEPNIH-XEMI | HimeuyunHa BEPNIH-XEMI AT, HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiitHMx maTepiasis: 3MiHu | 3a UA/3734/01/03
NNiBKOBOIO Al HimeuunHa MYy - 3MiHU Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom

o06010HkKot0, No 850
Mr; no 15 tabnetok y
6nicTepi; no 4
61icTepy y KapTOHHiN
KopooLi

(BMPOGHMLTBO «in
bulk» Ta KOHTpOb
cepiit); BEP/IIH-
XEMI AT,
HimeyunHa
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUNYCK
cepii);
[pareHodapm
Anotekep lMown
v6X, HimeyunHa
(BUPOOHMLTBO «in
bulk» Ta kOHTpoOsb
cepiit); MeHapiHi-
®oH XeligeH MvbX,
HimeuyunHa

hapMakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3

BHECEHHSAM iH(hopMmaLii LLOAO 3a3HAYEHHS OAUHULIb

BUMIPIOBaHHS y cuctemi Sl. BHeCeHHs 3MiH J0 po3giny

«MapkyBaHHs» MKA J13. 3anponoHoBaHo:
MapkyBaHHS: 3rifiHO 3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. TepMiH BBE,EHHA 3MiH - NPOTArom 6

MicsILiB Micns 3aTBepoKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
(BUPOBHMLTBO «in
bulk», nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepiid)
393. | cony- MOPOLLOK Ta NMPAN3EP CLWA EcOxiEc a6 Benbrisa BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/2047/01/01
MEAPON PO3YMHHUK AN IHK. CaiimoH CA, TUMY - 3MiHU 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom

PO34UHY A5t iH KLt
no 40 mr/mn; 1
donakoH Tuny Act-O-
Vial (ABOEMHiCHWI
pNakoH) 3 NOPOLLKOM
Ta PO34MHHKKOM (Boga
ans iH'ekuii) no 1 mny
KapTOHHI/ KopoobLi

Benbrist (KOHTPONb
AKOCTI NPW BUMYCKY
Ta nig vac
CTabinbHOCTI);
Mdparizep
MeHtodek4ypuHr
Benbrist HB, benbris
(BUpOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI,
BUNYCK Cepir)

CT1abinbHICTb. 3MiHa Yy TepMiHax npugatHocTi abo
ymoBax 36epiraHHsi roTOBOrO /iKapCbKoro 3acoby
(3MmiHa B yMoBax 36epiraHHsl roTOBOro MikapCbKoro
3acoby abo nicns pO34YMHEHHS/BIGHOBEHHS) -
BHECEHHS fgeTanisalii ymoB 36epiraHHs Ta yacy
BMKOPWCTaHHA nepdysiiiHMX po3ynHiB Npenapary
nicns BiAHOB/IEHHS Ta NOAA/LLUOIO PO3BEAEHHSs, a
came: «OTpUMaHi po3UnHN MOXYTb B6yTK 3aCTOCOBaHI
npoTArom 3-x rof1H Nicns BifHOB/IEHHSA 38 YMOB
36epiraHHa npu Temnepatypi 20-25 °C abo NpoTsarom
24 rofuH nicns BifHOBMEHHS 3a YMOB 36epiraHHs npuv
Temnepartypi 2-8 °C». 3MiHM BHECEHO A0 IHCTPYKLT
[N MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3giny "Cnoci6 3actocyBaHHS Ta fo3un" (geTanisauis
4acy BUKOPUCTaHHS PO34MHIB MiCNIA BifHOBNEHHS Ta
po3BefeHHs). BBeAeHHS 3MiH NPOTArom 6-Tv MicALiB
nicns 3aTBepAKeHHs;
3MiHM | TURY - 3MiHK 3 AKOCTI. FOTOBWMIA NikapCbKWii
3aci6. KoHTposib roToBOro nikapcbkoro 3acoby. 3miHa
napameTpiB cneundikauiii Ta/abo 4oNyCTUMUX MEX
roTOBOrO /iKapPCbKOro 3acoby (3BY)XXEHHSA [0NyCTUMUX
MeX) - 3BY)XXEHHS AONYCTUMUX MeX Yy cneuudikauii
13 3a nokasHmkoM «[lpoayktu posnagy: MR 17-HS»;
3anponoHoBaHo: «MpoaykTn posnagy: MR 17-HS» <
1,9 %. BBeeHHs1 3MiH NPOTAroM 6-Tu MicAUiB nicns
3aTBEPLAKEHHS; 3MiHU | TNy - 3MiHM 3 KOCTi. FOTOBWI
nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHsi roTOBOro
NiKapcbKoro 3acoby (3MeHLUeHHS TePMiHY NpUAATHOCTI
roTOBOrO JlikapcbKoro 3acoby) - Micns po34YnHeHHs
abo0 BiJHOB/IEHHS - BHECEHHS AeTasli3alil ymoB
36epiraHHA Ta Yacy BUKOpUCTaHHSA nepdysiiHnx
PO34MHIB NpenapaTy nicns BifHOBNEHHSA Ta
noJasnbLIoro po3BefeHHs, a came: «OTpuMaHi
PO34YMHN MOXYTb 6YTW 3aCTOCOBaHI MPOTAroM 3-X
rOAVH Nicns BiHOB/IEHHS 32 YMOB 36epiraHHs npu
Temnepartypi 20-25 °C abo npoTarom 24 rofuH nicns
BiJHOBNIEHHSA 3a YMOB 36epiraHHs npu Temneparypi 2-
8 °C». 3MiHN BHECEHO [0 IHCTPYKUiT 4151 MeAUYHOTO
3acToCyBaHHSA Nikapcbkoro 3acoby Ao poszainy "Cnocié
3acTOCyBaHHA Ta Ao3n" (geTanisauis yacy
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsBi0O4YeHHs

BMKOPWCTaHHS PO34MHIB NiCNA BiAHOB/EHHA Ta
po3BefieHHs). BBeeHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs
394. | cony- MOPOLLIOK Ta MOANIEP CLWA EcOxiEc a6 Benbrisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/2047/01/02
MEAPON PO3UYUHHUK 418 IHK. CaiimoH CA, TUMY - 3MiHW 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. peyenmom

pO34UHY A5 iH KL
no 125 mr/2 mn; 1
chnakoH Tuny Act-O-
Vial (ABOEMHiCHWI
oNakoH) 3 NOPOLLKOM
Ta po3yMHHMKOM (BoAa
Ans iH'ekuid) no 2 mny
KapTOHHIA KopooLi

Benbrisi (KOHTPOb
AKOCTI MPW BUNYCKY
Ta nig yac
cTabinbHoCTI);
Mcpaiizep
MeHtohekuypuHr
Benbris HB, benbris
(BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMYCK cepii)

CrabinbHicTb. 3MiHa y TepMiHax npuaaTHocTi abo
ymoBax 36epiraHHsi rOTOBOr0 MikapCcbKoro 3acoby
(3MiHa B ymMOBax 36epiraHHs roToBOro MikapcbKoro
3aco6y abo nicnsi po34YVHEHHS/BIAHOBEHHS) -
BHECEHHS AeTani3auii ymoB 36epiraHHsa Ta yacy
BMKOPUCTaHHSA nepdysiiiHMX po3yunHiB npenapary
nicns BigHOB/IEHHS Ta NOAA/ILLLIOTO PO3BEAEHHS, a
came: «OTprMaHi po34mHU MOXYTb 6yTW 3aCTOCOBaHI
npoTArom 3-X rofguH Nicns BifHOBMEHHS 3a YMOB
36epiraHHsa npu Temnepatypi 20-25 °C abo NpoTArom
24 roguH nicns BiAHOBMEHHSA 3a YMOB 36epiraHHs npu
Temnepartypi 2-8 °C». 3MiHM BHECEHO A0 IHCTPYKUiT
AN MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ainy "Cnoci6 3acTocyBaHHA Ta fo3n" (aeTanisauis
Yyacy BUKOPUCTaHHS PO3YMHIB NIiCNS BiAHOBEHHA Ta
po3BefeHHs). BBeAeHHSA 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBeppkeHHs;
3MiHW | TURY - 3MiHK 3 AKOCTI. FOTOBWMIA NiKapCbKWiA
3aci6. KoHTposb roToBoro nikapcbkoro 3acoby. 3miHa
napameTpiB cneuudikauiii Ta/abo AONYCTUMMX MEX
rOTOBOrO /iKapCbKOro 3acoby (3BY)XEHHS AONYCTUMUX
MeX) - 3BY)XXEHHS JONyCTUMUX MeX Y cneumdikauii
N3 3a noka3HukoM «poaykTu po3nagy: MR 17-HS»;
3anponoHoBaHo: «poaykTn posnagy: MR 17-HS» <
1,9 %. BBefeHHS 3MiH NPOTAroM 6-Tu micAuiB nicns
3aTBEPLKEHHST; 3MiHM | TUNY - 3MiHW 3 IKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuAATHOCTI @60 ymoBax 36epiraHHsi roToBOro
NiKapcbKoro 3acoby (3MEHLUEHHS1 TepMiHY NPUAATHOCTI
roTOBOro MikapcbKoro 3acoby) - Micns po3unHeHHs
ab0 BiIHOB/IEHHS - BHECEHHA AeTasli3aLii yMoB
36epiraHHsa Ta Yacy BUKOPUCTaHHS nepdysiiHnx
pO34uHiB NpenapaTy nicns BiAHOBNEHHS Ta
noAasibLIOro po3BefeHHs, a came: «OTpumaHi
PO34YMHN MOXYTb 6YTN 3aCTOCOBaHI NPOTAroM 3-X
rOAVH NiCNs BiGHOBMEHHS 3a YMOB 36epiraHHs npu
Temneparypi 20-25 °C a6o npoTsaArom 24 roguH nicns
BiJHOB/IEHHS 3a YMOB 36epiraHHs npu Temnepartypi 2-
8 °C». 3MiHV BHECEHO A0 IHCTPYKUIiT 4719 MeaNYHOro
3aCTOCyBaHHS NikapcbKoro 3acoby Ao posainy "Cnocio
3acTocyBaHHA Ta Ao3un" (geTanisauis yacy
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsBi0O4YeHHs

BMKOPWCTaHHS PO34MHIB NiCNA BiAHOB/EHHA Ta
po3BefieHHs). BBeeHHS 3MiH NPOTArom 6-Tu MicALiB
nicns 3aTBepmkeHHs
395. | Ccony- MOPOLLIOK Ta MOANIEP CLWA EcOxiEc a6 Benbrisa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 3a UA/2047/01/03
MEAPON PO3UYUHHUK 418 IHK. CaiimoH CA, TUMY - BHECEHHS AeTasisalil ymoB 36epiraHHs Ta yacy | peyernmom

pO34UHY A5 iH KL
no 1000 wmr; 1 dpnakoH
3 nopowkom Ta 1
hnakoH 3
PO34YMHHMKOM (CnupT
6eH3unnoBuin (9 mr/mn),
BOAA ANS iH'EKLi) Mo
15,6 M1y KapPTOHHiIl
Kopobui

Benbrisi (KOHTPOb
AKOCTI MPW BUNYCKY
Ta nig yac
cTabinbHoCTI);
Mcpaiizep
MeHtohekuypuHr
Benbris HB, benbris
(BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI,
BUMYCK cepii)

BMKOPUCTaHHA nepdysiiiHMX po3ymHiB Npenapary
nicns BigHOB/EHHS Ta NOAA/LLUIOIO PO3BEAEHHS, a
came: «OTpUMaHi po34nHN MOXYTb B6YTK 3aCTOCOBaHI
npoTArom 3-x rofMH Nicns BifHOB/IEHHSA 38 YMOB
36epiraHHa npu Temnepatypi 20-25 °C abo NpoTsarom
24 rofunH nicns BifHOBMEHHS 3a YMOB 36epiraHHsa npuv
Temneparypi 2-8 °C».
3MiHV BHECEHO A0 [HCTpyKLUii Ana MeguyHoro
3acToCcyBaHHS fikapcbKoro 3acoby Ao posginy "Cnocio
3acTocyBaHHA Ta 031" (geTanisauis yacy
BWKOPUCTAHHS PO3YMHIB MiCNs BIAHOBMEHHSA Ta
po3BefeHHs). BBeAeHHS 3MiH NpOoTSArom 6-Tv Micsuis
nicna 3aTBepKEHHS; 3MiHM | TUNY - 3MiHa YMOB
36epiraHHs roToBOrO J1iKapCbKOro 3acoby;
3anponoHoBaHo: YMoBY 36epiraHHs 36epiratv B
HefoCTyNHOMY AN AiTelt micui. He notpebye
cnevjasibHUX yMOB 36epiraHHs. MpurotoBaHuii po34nH
MOXHa 36epiraTv Npu KiMHaTHIn TemnepaTypi He
6inblue 12 roanH - 3MiHW BHECEHO A0 IHCTpyKUii ans
Me[MYHOro 3aCTOCYBaHHA MiKapCbKoro 3acoby [0
po3giny "YmoBsu 36epiraHHsa" (BignoBsigHo Ao
KepiBHMLTBa EMA Wwoao ymoB 36epiraHHs), Ta, Sk
HacnigokK, A0 TEKCTY MapKyBaHHA BiANOBIAHMX
ynakoBOK. BBeAeHHs 3MiH NpOTAromM 6-Tn MicsLiB
nicns 3aTBepmpkeHHs; 3MiHu | Tuny - JONOBHEHHSA
cneumdikauii N3 gpyroto igeHTudikawio aitoyoi
PevYOoBMHM METOLOM iHbpayepBOHOI
cnekTpogotomeTpii (IR USP <197M>) nogatkoso [0
iaeHTudikauii metogom YEPX. BBefieHHS 3MiH
NPOTAroM 6-TW MICALIB MiCAS 3aTBEPAKEHHS; 3MiHM |
TUNYy - JOMOBHEHHSA creundikauii /13 nokasHUkom
«PO3UYMHHICTb» 3 HOPMYBAHHAM «He BiflbLue HixX 60
cek». BBegeHHs 3MiH NpoTAaromM 6-Tu micsuis nicns
3aTBEPIKEHHS;
3MiHW | TUMY - 3BYXKEHHA AONYCTUMUX MEX Y
cneumdikauii 13 Ha BUNYCK 3a NOKa3HUKOM
«[MpoaykTn po3nagy: MR»; 3anponoHoBaHo:
«MpopykTn po3nagy: MR» < 2,7 % (npu Bunycky) <
4,6 % (HanpuKiHLi TepMiHy NpUAATHOCTI). BBeAeHHA
3MiH NPOTATOM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS;
3MiHW | TUMY - 3BY)KEHHA AONYCTUMUX MEX Y
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Ne

Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

cneumdikauii M3 3a nokasHukoM «lpoayKTu
po3nagy: 3arasibHa KinbKiCTb NPOAYKTIB po3nagy»;
3anponoHoBaHo: «poayKTn po3nagy: 3arasibHa
KiNIbKiCTb MPOAyKTiB po3nagy» < 4,7 % (npu BUNYyCKy)
< 7,3 % (HanpuKiHUi TepMiHy NpuaaTHocTi). BBegeHHs
3MiH NPOTAroM 6-TW MICALB NiCNA 3aTBEPMKEHHS;
3MiHW | TUMY - 3BYXXEHHS AONYCTUMUX MEX Y
cneumaikauii M3 3a nokasHMKoM «IpoaykTn
posnagy: MR 17-HS»; 3anponoHoBaHo: «[poayKTu
po3nagy: MR 17-HS» < 1,9 %. BBegeHHs 3MiH
NPOTAroM 6-TW MiCALIB NiCNa 3aTBEPAKEHHS; 3MiHW |
TUMY - 3BY)XXEHHSA JOMYCTUMUX MeX Y cneuudikauii M3
3a nokasHukom «lMpoayktn posnagy: 17-KMR»;
3anponoHoBaHo: «MNpoaykTu po3nagy: 17-KMR» < 0,2
% (npw Bunycky) < 0,3 % (HanpuKiHLi TepMiHy
npugaTHocTi). BBeAeHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepKEHHS; 3MiHW | TUNY - 3BY)XXEHHS
JonyctuMmx mex y cneupdikadii M13 3a nokasHUKOM
«[lMpopaykTn po3nagy: Z Mattox aldehyde»;
3anponoHoBaHo: «IpoayKT po3nagy: Z Mattox
aldehyde» < 0,2 % (npu Bunycky) < 0,4 % (HanpukiHLi
TepMiHy NpUAAaTHOCTI). BBeAEHHS 3MiH NpoTArom 6-tu
MiCAILiB Micnsa 3aTBEPIKEHHS; 3MiHM | TUNY - 3BY)XXEHHS
JonyctuMmx mex y cneupdikadii M13 3a nokasHUKOM
«lMpopykTun po3nagy: 17-desoxy-21-aldehyde»;
3anponoHoBaHo: «[poaykTu po3nagy: 17-desoxy-21-
aldehyde» < 0,2 % (npu Bunycky) < 0,5 % (HanpUKiHL
TEepMiHy NpUAAaTHOCTI). BBEAEHHS 3MiH NpoTArom 6-Tu
MiCAILiB Micnsa 3aTBEPIKEHHS; 3MiHM | TUNY - 3BY)XXEHHS
JonyctuMmx mex y cneupdikadii M13 3a nokasHUKOM
«[MpopykTn po3nagy: E Mattox aldehyde»:
3anponoHoBaHo: «IpoaykTy posnagy: E Mattox
aldehyde» < 0,2 % (npu Bunycky) < 0,3 % (HanpukiHLi
TepMiHy NpUAAaTHOCTI). BBeAEHHS 3MiH NpoTArom 6-tu
MiCALB NiCNA 3aTBEPAKEHHS; 3MiHW | TUMY - BHECEHHS
AeTanizauii ymoB 36epiraHHs Ta Yacy BUKOPUCTaHHS
nepgoysiliHiX po34nHiB Npenapary nicns BiAHOBMEHHS
Ta NoJasibLLIOro po3BefeHHs, a came: «OTpuMaHi
PO34YMHN MOXYTb BYTN 3aCTOCOBaHI MPOTAroM 3-X
rOAVH NicNs BiHOB/IEHHS 3a YMOB 36epiraHHs npu
Temnepartypi 20-25 °C abo npoTarom 24 rofuH nicns
BiJHOB/MIEHHA 3a YMOB 36epiraHHs npu Temneparypi 2-
8 °C». 3MiHV BHECEHO A0 IHCTPYKUIiT 4519 MeanYHOro
3acToCyBaHHSA Nikapcbkoro 3acoby Ao po3zainy "Cnocié
3acTOCyBaHHA Ta A03n" (geTanisauis yacy
BMKOPWCTaHHS PO3YMHIB NiCNA BiAHOB/EHHA Ta
po3BefieHHs). BBeeHHS 3MiH NPOTArom 6-Tv MicALiB
nicns 3aTBepMXEHHS; 3MiHN || TUMy - po3LWMpeHHs
A0oNyCTUMMX MeX y cneundpikauii /13 3a NoOKa3HUKOM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
«Mpo30opicTb»; 3aNPONOHOBAHO: NPO30pPICTb He GinbLue
HiDX eTasIoH NopiBHAHHSA |l. BBeAeHHA 3MiH NPOTAroM 6-
TN MicALiB NicNs 3aTBepiKeHHS
396. | cony- MOPOLLOK Ta NMPAN3EP CLWA EcOxiEc a6 Benbrisa BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | 3a UA/2047/01/04
MEAPON PO3YMHHUK AN IHK. CaiimoH CA, TUMY - BHECEHHS AeTanisauii yMoB 36epiraHHs Ta yacy | peyenmom

PO34UHY A5t iH KLt
no 500 mr; 1 coiakoH 3
nopoLukom Ta 1
onakoH 3
PO3YMHHMKOM (CnnpT
6eH3nnoBuii (9 mr/imn),
BOAA ANs iH'eKLiin) no
7,8 My KApTOHHIi
Kopoo6Li

Benbrist (KOHTPONb
AKOCTI NpW BUMYCKY
Ta nig vac
CTabinbHOCTI);
Mdparizep
MeHtodyek4ypuHr
Benbrist HB, benbris
(BUpOGHMLTBO,
nakyBaHHs,
KOHTPO/b SKOCTI,
BUNYCK Cepii)

BMKOPUCTaHHSA nepdysiiiHMx po3unHiB npenapary
nicns BiAHOB/EHHS Ta NOAA/bLUIOTO PO3BEAEHHS, a
came: «OTpUMaHi po34nHN MOXYTb 6YTN 3aCTOCOBaHI
NPOTAroM 3-X roAWH Micns Bi4HOBMNEHHS 3a YMOB
36epiraHHsa npu Temnepatypi 20-25 °C abo NpoTsarom
24 rouH nicns Bi4HOBMEHHS 3a YMOB 36epiraHHs npu
Temneparypi 2-8 °C».
3MiHU BHECEeHO [0 IHCTPYKLii 418 MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao posainy "Cnocio
3acTocyBaHHA Ta 4o3un" (geTanisauis yacy
BVIKOPVCTaHHS PO34MHIB MiCNAS BigHOBEHHS Ta
po3BefeHHs). BBeAeHHSA 3MiH NPOTArom 6-Tu MicALiB
nicnsa 3aTBEPAKEHHS; 3MiHM | TUNY - 3MiHa yMOB
36epiraHHs roTOBOrO /iKapCbKOro 3acoby;
3anponoHoBaHo: YMoBY 36epiraHHs 36epiratv B
HefoCTyNnHOMY s aiTelt micui. He notpebye
cnevjasibHMX yMOB 36epiraHHs. MpurotoBaHnii po3unH
MOXHa 36epiraTv npu KiMHaTHIn TemnepaTypi He
GinbLue 12 roguH - 3MiHWM BHECEHO A0 IHCTPYKUiT ANs
MeAMYHOro 3acTOCyBaHHSA NiKapcbKoro 3acoby o
po3gainy "YmoBu 36epiraHHsa" (BignoBigHo Ao
KepiBHMLTBa EMA 111040 YMOB 36€epiraHHs), Ta, K
Hacnifok, A0 TEKCTY MapKyBaHHS BifnNOBiAHUX
ynakoBOK. BBeileHHs1 3MiH NpoTAromM 6-tn micsAuis
nicnsa 3aTBepKEHHSI; 3MiHW | TUMY - AONOBHEHHS
cneumdikayii N3 gpyroto igeHTudikawito aitouoi
PEYOoBVHN MEeTOAOM iHhpayepBOHOT
cnekTpodpotomeTpii (IR USP <197M>) nogatkoBo A0
iaeHTndikauii metogom YEPX. BBefeHHs 3MiH
NPOTAroM 6-TW MiCALB NiC/A 3aTBEPKEHHS; 3MiHW |
TUNYy - 4OMNOBHEHHS cneundikaLii [/13 nokasHUKom
«PO3UYMHHICTb» 3 HOPMYBaHHAM «He BifnbLue HiX 60
cek». BBefileHHA 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPAKEHHS;
3MiHM | TURY - 3BY)XXEHHS AONYCTUMUX MeX Y
cneumaikauii 13 Ha BUMNYCK 3@ NOKa3HNKOM
«[MpoaykTn po3nagy: MR»; 3anponoHOBaHO:
«[MpoaykTn po3nagy: MR» < 2,9 % (npwu Bunycky) < 4,6
% (HanpukiHLi TepMiHy NpuaaTHOCTI). BBeaeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCAA 3aTBEPAKEHHS; 3MiHu |
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs

TUMY - 3BY)XXEHHS JOMYCTUMUX MeX Y cneundikauii M3
3a nokasHukoM «lMpoaykTh po3nagy: 3arasibHa
KiNIbKICTb MPOAYKTIB po3nagy»; 3anpornoHOBaHO:

«[MpoaykTn po3nagy: 3arasibHa KiflbkKiCTb NPOAYKTIB
po3nagy» < 5,1 % (npu Bunycky) < 7,3 % (HanpukiHLi

TEePMiHy NpPUAATHOCTI). BBEAEHHS 3MiH NPOTArom 6-Tn

MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TUMY - 3BY)EHHS

ponyctMmx Mex y cneuudikauii /13 3a noKasHUKOM
«MpoaykTn po3nagy: MR 17-HS»; 3anponoHoBaHo:
«[lMpoayktu po3nagy: MR 17-HS» < 1,9 %. BBefeHHs
3MiH NPOTAroM 6-TW MICALIB NIC/A 3aTBEPAKEHHS;
3MiHU | TUNY - 3BYXXEHHSA [OMYCTUMUX MEX Y
cneumdikauii M3 3a nokasHUkoM «IpoayKTu
po3nagy: 17-KMR»; 3anponoHoBaHo: «IMpoayKkTn
posnaay: 17-KMR» < 0,2 % (npu Bunycky) < 0,3 %
(HanpukiHUi TepMiHy NpugaTHOCTI). BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCNa 3aTBEPAKEHHS; 3MiHW |

TUMY - 3BY)XXEHHSA JOMYCTUMUX MeX Y cneundikauii M3

3a NnokasHukom «[lMpoayKtn posnagy: Z Mattox
aldehyde»; 3anponoHoBaHo: «[poaykTn po3nagy: Z
Mattox aldehyde» < 0,2 % (npw Bunycky) < 0,4 %
(HanpukiHUi TepMiHy NpugaTHOCTI). BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCcNa 3aTBEPAKEHHS; 3MiHW |

TUMY - 3BY)XXEHHSA JOMYCTUMUX MeX Y cneuudikauii M3

3a NokasHuKoMm «[lMpoaykTu po3nagy: 17-desoxy-21-

aldehyde»; 3anponoHoBaHo: «[poayKTn po3naay: 17-

desoxy-21-aldehyde» < 0,2 % (npw Bunycky) < 0,5 %

(HanpukiHUi TepMiHy NpugaTHOCTI). BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NicNa 3aTBePAKEHHS; 3MiHW |
TUMY - 3BY)XXEHHSA JOMYCTUMUX MeX Y cneuudikauii M3
3a nokasHukom «lMpoayktn posnagy: E Mattox
aldehyde»: 3anponoHoBaHo: «[poayKTh po3nagy: E
Mattox aldehyde» < 0,2 % (npw Bunycky) < 0,3 %
(HanpukiHUi TepMiHy NpugaTHOCTI). BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NiCNa 3aTBEPAKEHHS; 3MiHW |
TUNY - BHECEHHS AeTanisauii yMoB 36epiraHHsa Ta vacy
BVKOPVCTaHHA nepdysiiiHMX po3unHiB Npenapary
nicns BiAHOBIEHHS Ta NOAANLLLOIO PO3BEAEHHSs, a
came: «OTpUMaHi po3yYnHN MOXyYTb B6yTK 3aCTOCOBaHI
NPOTAroM 3-X rOAWH MiCNA Bi4HOBMNEHHS 32 YMOB
36epiraHHa npu Temnepatypi 20-25 °C abo NpoTAarom
24 rofuH nicns BifHOBMEHHS 3a YMOB 36epiraHHsa npuv
Temnepatypi 2-8 °C». 3MiHM BHeCeHO A0 IHCTpyKu,i
AN MeAMYHOro 3acTocyBaHHA NikapCbKoro 3acoby Ao
po3giny "Cnoci6 3actocyBaHHA Ta fo3un" (geTanisauis
yacy BUKOPUCTaHHS PO3YMHIB MICN1A BiJHOBMNEHHS Ta
po3BefieHHs). BBeeHHS 3MiH NPOTArom 6-Tv MicALiB
nicns 3aTBepMXEHHS; 3MiHN || TUMy - po3LWMpeHHs
A0oNyCTUMMX MeX y cneundpikauii /13 3a NoOKa3HUKOM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
«Mpo30opicTb»; 3aNPONOHOBAHO: NPO30pPICTb He GinbLue
HiDX eTasIoH NopiBHAHHSA |l. BBeAeHHA 3MiH NPOTAroM 6-
TN MicALiB NicNs 3aTBepiKeHHS
397. | COPBEKC® kancynu no 0,25 r no TOB YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS 3MiH 4,0 PEECTPaLiiHNX MaTepiasiB: 3MiHu | 6e3 UA/10156/01/01
10 kancyn y 6nictepi; "BAJNTAPTIH PAPMA" MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenma
no 1 a6o no 2 DAPMA" thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH [0
6nicTepn y nauuj 3 po3gainy “MapkyBaHHa" MKA /13": 3anponoHoBaHo:
KapTOHy; Mo 2 Kancynu MapkyBaHHs. BignoBigHO A0 3aTBEPAKEHOrO TEKCTY
y 6nictepi; no 100 MapKyBaHHs1 OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKM
6nicTepis y nayui 3 nikapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi Wwoao
KapTOHy 3a3HaYeHHs O4MHULL BUMIPIOBaHHS Y cucTemi Sl.
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nicas
3aTBEPIKEHHS
398. | COPBEHTOrE renb opanbHuii 0,7 r/r ToBapuCcTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 6e3 UA/15453/01/01
Nnb no 135r, 270 r a6o 06MEXEHOI 06MEXEHO MYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuyenma
405 r y KOHTelHepi; No | BiANOBIAA/bHI BiANOBIAA/ILHICTIO hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
1 KOHTelHepy y CTIo "bapmaveBTNYHa MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
Kopobui "®apmaveBTu thipma "BepTekc" 3a3HaYeHHs MbKHapoAHUX NO3Ha4YeHb OANHULb
YyHa dhipma BMMIpIOBaHHS. BBEAEHHS 3MiH NpoTArom 3-x MicauiB
"BepTtekc" nicns 3aTBepakeHHs
399. | CNUPT PO34MH CNMPTOBUIA ToBapucTso 3 Ykpaina ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/10171/01/02
ETUNOBUIA 0151 30BHILLUHBOTO 06MEXEHO 06MEXEHO TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
70% 3acTocyBaHHA 70% no BiANOBiAa/bHI BiANOBIAA/IbHICTIO thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
50 mn a6o no 100 mn CTI0 "dbapmaLieBThyHaA posgainy “MapkysaHHa" MKA J13: 3anponoHoBaHo:
y thnakoHax 3i ckna "hapmaueBTu KoMnaHis "3gopos'a” MAPKYBAHHSA BignoBigHo A0 3aTBEPOYKEHOTO TEKCTY
YHa KoMMaHis MapkyBaHHSA. OHOBMIEHHSA TEKCTY MapKyBaHHSA
"3p0pos'a” YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM

iHchopMmaLii WoA0 3a3HaYeHHS! OAUHMLb BUMIPIOBAHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepaKeHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
400. | CNUPT pO34MH CNMPTOBUIA ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 3a UA/10171/01/01
ETUOBUIA 0151 30BHILLHBOTO 06MEeXEHO 06MEXEHO TMNYy - 3MiHK WoA0 6e3nekun/edpekTMBHOCTI Ta peuenmom
96% 3acTocyBaHHA 96%, BiANOBIAA/bHI BiANOBIAA/LHICTIO thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
no 50 mn a6o no 100 CTIo "apmaueBTnyHa po3gainy “MapkyBaHHa" MK J13: 3anponoHoBaHo:
MY hnakoHax 3i "hapmavueBTu KoMnaHis "3popos'a” MAPKYBAHHSA BignoBigHO A0 3aTBEPKEHOTO TEKCTY
cKna YHa KOMMNaHis MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
"3p0pos'a” YMakKoBKU NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis
nicns 3aTBepaKeHHs
401. | CTPYKTYM® Kancynu TBepai no M'ep dabp PpaHuin M'ep ®abp dpaHuis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 6e3 UA/7504/01/01
500 wmr; no 12 kancyn MegukameHT MegukameHT TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenma
y 6nicTepi; no 5 MpopakwH hapmakoHarnagy (iHwi 3MiHK) - OHOBNIEHHSA TEKCTY
6nicTepiB y KAPTOHHiIl MapKyBaHHS YNakoBKM JliKapCbKOro 3acoby 3
ynakosLij; no 20 BHECEHHAM iHthopMalLii LLOAO 3a3HaYEHHS OAUHULb
Kancyn y 6nictepi; no BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
3 6nictepu y 6-T MicsLIB NicNs 3aTBEPKEHHS
KapTOHHI ynakosL,i
402. | CYMINAP Kancynu TBepai no 5 CaHpos3 CnoBeHis Bunyck cepili: CnoseHis/ BHECEHHS 3MiH 40 PeeECTpaLiiHNX MaTepiasiB: 3MiHu | 3a UA/15319/01/01
Mr/5 Mr; o 7 kancyn dapmacbioTika Nek Monbwa TUny - AAMiHICTpPaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHSI | peyenmom
TBEPAVMX Y BnicTepi; no n3 a.a. PapmaLeBTUYHa Ta/abo agpecy MicLs NPOBaKEHHNA AiS/IbHOCTI
4 6nictepn y KoMnaHis g.4., BMpPOGHUKa/iMnopTepa roToBOro JlikapCbKoro 3acoby,
KapTOHHIA Kopoo6Li CnoseHis; BK/IO4A0UM AiNbHUL BUMYCKY cepii abo micue

Bupo6HuyTBO in
bulk, TectyBaHHs,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs:
Apameg ®apma
C.A., NonbLya;
TecTyBaHHs:
Apameg ®apma
C.A, Monbla

NpoBefEeHHS KOHTPO/IIO AKOCTI. (AIANbHICTB, 3a AKy
BiNOBIAA€ BUPOOHMK/IMNOPTEP, HE BKIOUAUM
BUWMYCK Cepiii) - 3MiHa Ha3BU BUPOGHIKa,
BiANOBIAA/ILHOrO 3a TECTYBaHHSA roTOBOrO NiKaPCbKOro
3acoby MNab6'sHiubki 3aknagn PapmaleBTUYHiI Monbga
C.A., Nonbwa Ha Agamen ®apma C.A., lMNMonblia Ta
3a3HaveHHsa opuanyHoi agpecu B p. 3.2.P.3.1.
Bupo6Huk (1). Agpeca BUPOGHMLTBA 3a/IMLLMIacCh
HE3MiHHOHO; 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHU.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPOBOHUMKa/imnopTepa
rOTOBOrO JlikapCbKOro 3acoby, BK/IYaoumn AiNbHUL
BUMNYCKY cepii abo MicLie NpoBeAEHHS KOHTPO/TIO
SKOCTI. (QiSNbHICTb, 3a 5Ky BignoBigae
BMPOGHUK/IMNOpPTEp, HE BK/IKOYaK4M BUMYCK cepiid) -
3MiHa Ha3BM BMPOGHMKA, BiANOBIgAaNLHOrO 3a
BUPOGHMLTBO in bulk, TecTyBaHHs, NepBuHHE Ta
BTOPVHHE NakyBaHHSA roTOBOrO J1ikapCbKOoro 3acoby
3aknag PapmaueBTuuHniA Agaves ®apma C.A.,
Monblwa Ha Agamves ®apma C.A., MNonblia t1a
3a3HayeHHs opuguyHoi agpecu B p. 3.2.P.3.1.
Bupo6HuK(1). Agpeca BUpobHULTBa 3aUMLLnIach
HE3MiHHOHO; 3MiHM | TUNY - 3MiHK 3 AKOCTI. FoTOBWMIA
nNiKapcbKuii 3aci6. 3MiHN Y BUPOGHULTBI. 3MiHK Y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

npoveci BUpobHULITBA FOTOBOrO NiKapCbKoro 3acoby,
BK/THOH@I0UM NPOMIXXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOGHMLTBI FOTOBOTO NiKApCbKOro 3acoby
(He3HayHa 3miHa y NpoLeci BUPOGHMLTBA) - BHECEHHS
He3HauyHWX 3MiH y npoLec BUPOOHMLTBA, 30Kpema: As
napTiii rpaHynsaTy amnogunnidy 5 mr ta 10 wmr, sk
PO34iNATLCA HA YaCTUHU 41151 OTPUMaHHA 6avkaHoro
po3Mipy cepii 3 hikcOBaHOK KOMBIHOBaHOK CYMILLILLIO,
OaHvil rpaHyNsaT NOBMHEH OYTU NnepeMiwaHnin ans
PiBHOMIpHOrO po3noiny nepes, po3aifieHHAM; 3MiHu |
TMny - 3MiHKM 3 AkocTi. CepTudikaT BignoBigHOCTI/IE-
cepTndikaT BiANOBIAHOCTI €BpPONENnCchKil
thapmakonei/MoHorpadii. NogaHHs HoBOro abo
OHOBJIEHOrO cepTudikaTa BignosigHOCTI a60
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPoOMKHOIo NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaT BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
Bif y)e 3aTBEep)KEHOro BUpobHyKa - MogaHHA
oHoBrieHoro CepTudikaty R1-CEP 2003-007 Rev 06
onsa A®l AmnoguniHy 6ecunar Bif BXe
3aTBepAXeHoro BupobHuka Dr. Reddy's laboratories
Ltd., Sk Hacnigok foAaBaHHSA anlbTepHaTUBHOTT
OinbHuULi Bupo6HuuTBa A®I Malladi Drugs &
Pharmaseuticals Limited Unit-3, India

403.

CYMINAP

Kancynu Teepai no 10
Mr/10 mr; no 7 kancyn
TBEpAWX y 6nicTepi; no
4 6nictepn y
KapTOHHIA KopooLi

CaHpo3
dapmacbioTika
n3 a.a.

CnoseHisa

Bunyck cepiii:
INex
PapmaLeBTUYHA
KomnaHisa a.4.,
CnoseHis;
Bupo6HMLTBO in
bulk, TecTyBaHHs,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs:
Apameg ®apma
C.A., NonbLya;
TecTyBaHHA:
Apawveg ®apma
C.A,, Monbwa

CnoseHis/
MonbLa

BHECEHHS 3MiH O peecTpaLiiiHMx maTepiasis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHs!
Ta/abo agpecy MicLs NPOBa)KEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IHOYAOUN AiNbHULI BUNYCKY cepii abo micue
NpoBefEeHHS KOHTPO/II0 AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAAaEe BMPOGHMK/IMNOPTEpP, HE BKIOYa4n
BUWMYCK Cepiii) - 3MiHa Ha3BUW BUPOBHKKA,
BiANOBIAA/IbHOrO 3a TECTYBaHHS rOTOBOrO NiKapPCbKOro
3acoby MNab6'aniubki 3aknagn ®apmaueBTuyHi MNonbga
C.A., Nonba Ha Agamen ®apma C.A., lMNMonblia Ta
3a3HaveHHA opuanyHoi agpecu B p. 3.2.P.3.1.
Bupo6Huk (1). Agpeca BUpPOBHMLTBA 3a/mwmnach
HE3MiHHOIO; 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHU.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NPOBaPKEHHA AiS/IbHOCTI BUPO6HUKa/iMnopTepa
roTOBOrO NiKapCbKOro 3acoby, BKIYaUn AiNbHULL
BWMYCKY Cepii abo MicLie NpoBeAEeHHS KOHTPO/II0
AKOCTI. (QiS/IbHICTb, 3a SKy Bignosigae
BMPOGHMK/IMNOPTEpP, HE BK/IKOUAKUM BUMYCK cepiid) -
3MiHa Ha3BM BMPOGHMKA, BigNOBIgAILHOIO 3a

3a
peyenmom

UA/15319/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

BMPOGHMUTBO in bulk, TecTyBaHHS, NepBUHHE Ta
BTOPVHHE NaKyBaHHSA roTOBOrO J1ikapCbKoro 3acoby
3aknag PapmaueBTnyHnii Agamen ®apmva C.A.,
Monbwa Ha Agameq ®apma C.A., MNonbwa ta
3a3HayeHHs lpuguyHoi agpecu B p. 3.2.P.3.1.
Brpo6Huk(n). Agpeca BUpo6HMLTBa 3aUMLLnIach
HEe3MiHHOLO; 3MiHM | TuMny - 3MiHK 3 sKoCTi. [oTOBWIA
nikapcbkuii 3aci6. 3MiHW y BUPOGHNLTBI. 3MiHU Y
npoveci BUpOOHULITBA FOTOBOrO NiKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiKHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULITBI TOTOBOTO J1iKAPCbKOro 3acoby
(He3HayHa 3MiHa y npoueci BUPOGHNLTBA) - BHECEHHS
He3HauHWX 3MiH y npouec BUPOOHWLTBA, 30Kpema: A/1s
napTili rpaHynsaTy amnoamnnidy 5 mr 1a 10 wmr, siki
PO34iNsATLCA HAa YaCTMHU ANS OTPUMAaHHS 6akaHoro
po3mipy cepii 3 (hikcoBaHOK KOMBGIHOBAHOK CYMILLILLIO,
[OaHuii rpaHy AT NOBUHeH 6yTu nepemiwanuii Ans
PIBHOMIPHOrO po3noginy nepeg, po3aiNeHHsM; 3miHu |
TMny - 3MiHK 3 skocTi. CepTudikar BignosigHocTI/IE-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BW/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPMAKEHOr0 BUPOGHMKA - MogaHHA
oHoBneHoro Ceptudpikaty R1-CEP 2003-007 Rev 06
ona A®l Amnogunivy 6ecunart Bif Bxe
3aTBepmxeHoro Bupo6Huka Dr. Reddy's laboratories
Ltd., Sk Hacnigok foAaBaHHSA aflbTePHATUBHOTT
AinbHuui BUpo6bHunyTBa A®I Malladi Drugs &
Pharmaseuticals Limited Unit-3, India

404.

CYNO3UTOPII
3 OfEr
HACIHHA
FAPBY3A

Cyno3nTopii peKkTasbHi
no0,5r,no5
Cyno3uTopiiB y CTpuni,
no 2 CTpunM B nauui 3
KapTOHy

NAT
"MoHchapm”

Ykpaina

MAT "MoHdapm"

Ykpaina

BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHN |
MRy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHW) - 3aMiHa po3giny
“I'pachiuHe 306paXkeHHs ynakoBKu” Ha po34in
“MapkyBaHHs" B MK J13: 3anponoHoBaHo:
MapKyBaHHs. 3rifiHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHS.
3MiHV BHECeHi B TEKCT MapKyBaHHS YNakoBKu
NikapcbKoro 3acoby LWoA0 3a3HaYEHHA MKHAPOLHUX
no3HayYeHb OAMHWLbB BUMIpIOBaHHSA. BBeaeHHS 3MiH
NPOTArom 6-Tv MiCALiB MiCNs 3aTBEPIKEHHS

6e3
peyenma

UA/5990/01/01

405.

TAWNONPEH®

MopOLLOK ANs

HOBEJ INAY

TypeyunHa

HOBEJ1 INAY

TypeyuunHa

BHeceHHsi 3MiH 10 peecTpauiiiHnx maTepianis: 3MiHu |

6e3

UA/10897/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
XOT OpasibHOrO PO3UUHY; CAHAI BE CAHAI BE TMny - 3MiHK 3 akocTi. CepTudikaT BignosigHOcTI/TE- | peyenma
no 20 r NOpoLLKy y TIOXKAPET TIOIKAPET A.LL. cepTudikaT BiAnNoBigHOCTI EBponeichkiii
naketi; no 20 r A.LL. thapmakonei/moHorpadii. NogaHHs HOBOro abo

MOPOLLKY Y NakeTi; no
6 abo 12 nakeTiB B
KapTOHHI/ ynakosL,i

OHOBJIEHOrO cepTudpikaTa BigNoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeichkii
thapmakonei Ne R1-CEP 1996-039-Rev 04
(3aTBepmxeHo: R1-CEP 1996-039-Rev 03) ana aitoyoi
peyoBuHM Paracetamol Big Bxe 3aTBEpAXEHOro
BMPOGHMKA i3 3MIHOI0 Ha3BMW Ta afpecu BUPOGHMKa Ta
BnacHuka CEP. 3MiHu | Tvny - 3MiHW 3 AKOCTI.
CepTudikaT BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
MogaHHsA HOBOro abo OHOBMIEHOTO cepTudikaTa
BiANOBIAHOCTI ab0 BU/TyUYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei: ana Adl;
0151 BUXIAHOTO MaTepiany/peareHTy/NpoMiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOGHULTBI AdPI;
ON15 AONOMDKHOT peyoBMHY (cepTudiikaTt BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
Bif] y)X€ 3aTBEPXXEHOr0 BUPOGHMKA - NOAAHHS
OHOBJIEHOrO cepTudpikaTa BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-179-Rev 03
(3atBepmxeHo: R1-CEP 2003-179-Rev 02) gns gitoyoi
peuoBuHn Phenylephrine hydrochloride Big Bxe
3aTBepxeHoro BupobHuka Malladi Drugs &
Pharmaceuticals Limited Unit-3, IHgis. 3miHu | Tuny -
3miHu 3 sKkocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo
OHOBJIEHOrO cepTudpikaTa BiANoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiickkiii
thapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHWi cepTuddikat
Bif} y)Xe 3aTBEPXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeichkii
thapmakonei Ne R1-CEP 2005-032-Rev 02
(3aTBepaxeHo: R1-CEP 2005-032-Rev 01) gnsa gitoyoi
peyoBuHM Paracetamol Big Bxe 3aTBEpAXEHOro
BMpo6Huka Hebei Jiheng (Group) Pharmaceutical Co.,
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Ne
n/n

JNliKapcbKo20

Hassa

3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ltd., Kutaii. 3miHu | Tuny - 3miHu 3 sikocTi. CepTudikat
BignosigHocTi/lE-cepTudikar BignosigHoCTi
€poneiicbkin thapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudikarta BifgnoBigHOCTI
a60 BUIyYeHHs cepTudiikarta BiANOBILHOCTI
€sponelicbkin hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, WO
BMKOPUCTOBYIOTLCA Y BUPOOHMUTBI API; ana
[OMOMDKHOT peyoBrHY (cepTuddikaT BifgnoBigHOCTI
€Bponeiicbkiii hapmakonei) - OHOBNeHW cepTuddikat
Bif} y)Xe 3aTBEPAXEHOr0 BUPOGHMKA - NOAaHHS
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeichkii
thapmakonei Ne R1-CEP 2012-148-Rev 01
(3aTBepaxeHo: R1-CEP 2012-148-Rev 00) gns gitoyoi
peuoBuHn Paracetamol Big 3aTBEPAXEHOIO BUPOGHMKA
Hebei Jiheng (Group) Pharmaceutical Co., Ltd.,
Kutaii. 3miHm | Tuny - 3MiHu 3 sikocTi. CepTudikar
BignosigHocTi/lE-cepTudikar BignosigHOCTI
€Bponeiicbkii hapmakonei/moHorpadii. MogaHHA
HOBOro abo OHOBMEHOro cepTudpikata BigNOBIAHOCTI
abo BunyyeHHs ceptucpikata BiANOBIAHOCTI
€Bponelicbkinn hapmakonei: ana A®l; gns BuxigHoro
marepiany/peareHTy/NPOMKHOIO NPOAYKTY, L0
BMKOPUCTOBYHOTbCA Y BUPOOHULTBI AdDl; ans
[OMOMDKHOT peyoBrHY (cepTuddikaTt BignoBigHOCTI
€Bponeiicbkilt hapmakonei) - OHOBNeHW cepTudpikat
Bif] y)X€ 3aTBEPXXEHOr0 BUPOGHMKA - NOAAHHS
OHOBJ/IEHOTO cepTudlikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei Ne R1-CEP 2005-032-Rev 03 ans gijto4oi
peyoBuHM Paracetamol Big Bxe 3aTBEpAXEHOro
BMpo6Huka Hebei Jiheng (Group) Pharmaceutical Co.,
Ltd., Kutaid, sik Hacnifok 3amiHa agpecu BnacHuka CEP
(3aTBepmxeHo: Ne 368 Jianshe Street Hengshui Citi,
Hebei Province 053000 China; 3anponoHoBaHo: Nel
Weiwu Street, Hengshui Industrial Park, 053000
Hengshui Citi, Hebei Province China)

406.

TAMCY/NOCTA

a

kancynm 3
MoAandikoBaHUM
BMBI/TbHEHHAM, TBEpAi
no 0,4 wr; no 10
Kancyn y 6nictepi; no
3 6nictepn y
KapTOHHIA KopooLi

CTALOA
ApuHaiimitTTen
b Al

HimeuunHa

BUWMYCK Cepiii:
CTALA
ApuHaiimitTens Arl,
HimeuuunHa,;
BUPOBHULTBO
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib Cepili:
damap A.B.E.
AHTOyCca MnaHT,

HimeyunHa/
IcnaHis/
HigepnaHgm

BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN |
TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HauYEHHS OANHULLL
BUMIpIOBaHHs y cuctemi Sl. 3amiHa posginy
«["padpiuHe 0hOPMIIEHHS YNAKOBKN» Ha PO3Li/
«MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rigHO 3aTBEPAXKEHOr0 TEKCTY
MapKyBaHHs. BBeeHHS1 3MiH NPOTAroM 6-Tu micsauis
nicns 3aTBepmkeHHs

3a
peyenmom

UA/12831/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

Ipeuis; CiHTOH
XicnaHist C.J1.,
IcnaHis;
BMPOGHMLTBO
Hepo3dhacoBaHoro
NPOAYKTY, KOHTPO/Ib
cepiii: PoTTeHgopd
dapma 'vbx,
HimeuuunHa;
nepBuHHe Ta
BTOPVHHE
nakyBaHHs:
PoTtTengopd ®apma
'M6X, HimevunHa;
NAMMN CAH
MPOCIMEPO CNA,
ITanis; KOHTpPOsb
cepii: CiHToH BB,
Higepnangn

407.

TAHTIBEPT

PO34MH AN1A POTOBOI
NOPOXHUHU, 1,5 Mr/mn
no 120 mn y doakoHi
3i ckna abo nnacTuky;
no 1 donakoHy B
KOMMNEKTi 3 MipHUM
CTaKkaH4MKoM Y
KapTOHHI/ KopoobLi

ToBapucTBO 3
06MEXEHOI
BignoBiganbHi
CTHO
"®apmavesTu
yHa hipma
"BepTekc"

YKpaiHa

ToBapucTBo 3
06MEXEHOI0
BiANOBIAANLHICTIO
"®GapmaueBTuyHa
KOMMaHis
"3p0poB'a”, YkpaiHa
(Bci cTagii unkny
BMPOGHULITBA KPIM
BUMYCKY cepii);
ToBapucTBo 3
06MEXEHOI0
BiANOBIAANLHICTIO
"®GapmaueBTuyHa
hipma "BepTekc",
YkpaiHa (Bunyck
cepii)

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu |
TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHK) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby LoAo
3a3HauYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
BVMIpIOBaHHA. BBeEHHS 3MiH NpoTAroM 3-x MicsLiB
nicns 3aTBepaKeHHs

6e3
peuyenma

UA/16355/01/01

408.

TAHTIBEPT

cnpeli gns poToBOI
NOPOXHUHWU, 1,5 Mr/mn
no 30 Mn 'y d1akoHi,
no 1 chsiakoHy 3i
cnpeii-0o3aTopom y
KopooLi

ToBapucTtso 3
06MexeHo
BiANOBiAA/bHI
CTI0
"®apmaueBTn
YyHa hipma
"BepTtekc"

YkpaiHa

ToBapucTtso 3
06MexeHo
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
KOMNaHis
"3p0poB'a", YkpaiHa
(BCi cTagii unkny
BMPOGHULITBA KPiM
BUNYCKy cepil);
ToBapucTtso 3
06MexeHo
BiANOBIAA/ILHICTIO
"PapmaueBTuyHa

YkpaiHa

BHECEHHS 3MiH 4,0 pPeeECTpaLiiHNX MaTepiasliB: 3miHu |
MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
3a3HayYeHHs1 MbXKHapOAHWX NO3HAYeHb OAVHWLb
BMMIpIOBaHHSA. BBeeHHs 3MiH NpoTArom 3-x MicAuis
nicns 3aTBeppKeHHs

6e3
peyenma

UA/16355/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
hipma "BepTekc",
YkpaiHa (Bunyck
cepii)
409. | TEBAHTUH® kancynu no 300 mr no BAT "lefeoH | YropuHa BAT "T'efeoH YropwmHa BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 3a UA/3421/01/02
10 kancyn y 6nicTepi; PixTep" PixTep" TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 5 a6o 10 6nictepis hapmakoHarnagy (iHwi 3MiHK) - OHOBNEHHS TEKCTY
Y KapTOHHI ynakoBLi MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3HaUYEHHS OANHULLL
BUMIPIOBaHHS Y cuctemi Sl. BHeCEeHHs 3MiH J0 po3giny
“MapkyBaHHS" MKS J13": 3anponoHoBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHA BBefeHHs 3MiH MpoTsarom 6-Tv micsuis
nicns 3aTBepaKeHHs
410. | TEHOTEH Tabnetkn, no 20 TOB "MaTtepia | YkpaiHa 3AT CaHToHika JnteBa BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis: 3MiHu | 6e3 UA/4206/01/01
TabneTtok y 6nictepi; Meguka- TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenma
no 1 a6o 2 6nictepu y YkpaiHa" thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH 10
KapTOHHilA KOpO6L po3sgainy «MapkysaHHa» MKA N13; 3anponoHosaHo:
Po3gin «MapkyBaHHs1». BignoBigHo 40 3aTBEpAKEHOro
TEKCTy MapKyBaHHA. OHOBMEHHSI TEKCTY MapKyBaHHS
YNakoBKW NiKaPCbKOro 3ac00y 3 BHECEHHAM
iHchopMmaLii WoA0 3a3HaYeHHS! OAUHMLL BUMIPIOBAHHS
y cuctemi Sl. BBefieHHA 3MiH NpOTArom 6-Tv MicsiLiB
nicns 3aTBepmkeHHs
411. | TEHOTEH Tabnetkn, no 20 TOB "MaTepia | YkpaiHa 3AT CaHToHiKa NnutBa BHECEHHS 3MiH [0 peecTpaliiHux maTepiasis: 3MiHK | Ges UA/8588/01/01
ONTSYNIA Tabnetok y 6nictepi; Megavka- TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma
no 2 6nictepun y YkpaiHa" thapmakoHarnaay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
KapTOHHI/ KopoobLi po3gainy «MapkyBaHHs» MKA /13; 3anponoHoBaHo:
Po3gin «MapkyBaHHs». BignosigHo A0 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. OHOBIEHHSA TEKCTY MapKyBaHHs
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iH(bopmaLii WoA0 3a3HaYeHHS OAUHULL BUMIPIOBaHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicAuis
nicns 3aTBepaKeHHs
412. | TEPBI3NN Kpem 1% no15ry BAT "lefeoH | YropLiuHa BAT "T'efeoH YropwmHa BHECEHHS 3MiH [J0 peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/4558/01/01
Ty6i, no 1 Ty6i B PixTep" PixTep" My - 3MiHW WoAo 6e3nekn/edhekTMBHOCTI Ta peyenma

KapTOHHI ynakoBsL,i

thapmakoHarnsgy (iHwi 3MiH1) - OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW JikapCbKOro 3acoby BifnosigHO
0o Bumor Hakasy MO3 Ykpainu Big 23.07.2015 p. Ne

460 3 BHECEeHHAM iHthopMaLii LLoA0 3a3HaYeHHs
OAVHULB BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs 3MiH
[0 po3giny “MapkyBaHHA" MKA /13": 3anponoHOBaHo:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOro TEKCTY

MapKyBaHHs. BBeJEHHS1 3MiH MPOTAroM 6-TW MicsLIB
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nicns 3aTBepaKeHHs
413. | TECANIH TabneTkun, BKPUTI Amakca Benuvka IHTepnabop benn Lseliuapis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | 6e3 UA/17262/01/01
NNiBKOBOO dapmva 1T BpuTtaHis Ar, LLiseliuapis MRy - 3MiHKn 3 sKocTi. A®l. KoHTponb A®l. 3miHa y peyenma
o060n0Hkoto; no 10 (KOHTPO/Ib IKOCTI); MeTofax BUNpobyBaHHs AD| abo BUXigHOro
TabneTtok y 6nictepi; Nab6op LonniHrep matepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
no 2 a6o 6 6nictepis y Al , Wseiuapis BMKOPWCTOBYETLCA Y NpoLieci BMpobHuuTea AdI
KapTOHHIA KopooLi (KOHTPO/Ib IKOCTI); (He3HauHi 3MiHW Y 3aTBEpKEHNX MeTohax
Makc Llennep 3boHe BMNPOBYBaHHS) -
Arl, Wseliyapis OHOB/IEHHA Ta BHECEHHSI KOPEKTUBIB 40 MeToay
(BMPOGHMLTBO 3a BUMPOOYBaHHA 419 BU3HAYEHHS as1Kanoigis
NMOBHUM LMKIOM); nipponi3navHy B HATUBHOMY EKCTPaKTi KpeMeH
Coro ®nopgic riopuaHoi (P. Hybridus): nepeBaxHO BHECEHHS
IHTepHeLwwHN peaakuiiH1X 3miH, A4oAaTKOBOI iHhopMaL,i Ta
Csit3epneHg CA, He3Ha4yHWX BUNpPaBsieHb, SKi He BigobpaxatTb 3MiH
LLisefuapis MeTOoZiB KOHTPO/O
(nepBuHHE
nakyBaHHs
(chacyBaHHs),
BTOPVHHE
nakyBaHHs,
MapKyBaHHs)
414. | TUTODPACT- TabneTku, BKpUTI AHaHTa Benuka ApTypa IHais BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis: 3MiHK | 6e3 UA/2730/01/01
120 NNiBKOBOIO Megikeap /ITa. | BpuTaHis dapmacbioTikans MYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenma
060/10HKOI0, M0 120 Met. N74., IHAIS; hapmakoHarnsay (iHwi 3MiHK) - BHECEHHS 3MiH 40
mr; no 10 Tabnetok y dnamiHro po3giny «MapkyBaHHs» MKA 13 TUTOPACT-120,
6nicTepi; no 1 a6o 3 dapmacbloTrKanc TUTOPACT -180: 3anponoHoBaHo: MapkyBaHHs
6nictepn y nauuj Nta., IHgis Bignosigae 3aTBep4KeHOMY TEKCTY MapKyBaHHS.
OHOB/IEHHSI TEKCTY MapKyBaHHS yrMakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHthopMal,ii LLoA0 3a3HAYEHHS
OAVHWLb BUMIPIOBaHHS y cuctemi Sl.
BBefeHHs 3MiH NpoTarom 3-x micsAuiB nicns
3aTBEPAKEHHS
415. | TUTOPACT- TabneTku, BKpUTI AHaHTa Benwvka ApTtypa IHAis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHK | 6e3 UA/2730/01/02
180 nNiBKOBOIO Megikeap /ITa. | bpuTaHis dapmacbioTikans TMNYy - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peuyenma
06010HKOt0, N0 180 Met. N14., IHAiNA; thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
mr; no 10 TabneTok y dnamiHro po3giny «MapkyBaHHs» MKA /13 TUTODPACT-120,
6nicTepi; no 1 a6o 3 PapmacbioTmKanc TUTODACT -180: 3anponoHoBaHo: MapKyBaHHSA
6nicTepy y nauui nra., IHAia Bignosifae 3aTBepipkeHOMY TEKCTY MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS yMakoBKW NiKapCbKOro
3aco6y 3 BHECEeHHAM iHthopMaLii LWoA0 3a3HauYeHHs
OAVHULb BUMIpIOBAHHA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 3-x MicsAuiB micns
3aTBEPAKEHHS
416. | TIPO30/I® TabneTkn, BKpUTI Mepk KlraA HimeyunHa | Mepk Xenckea KraA HimeyunHa BHECEHHS 3MiH 0 PEECTPALiiHNX MaTepiasiB: 3MiHu | 3a UA/8848/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
NiBKOBOO MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom

060/10HKO0, MO 5 Mr;
no 10 TabneTok y
6nictepi; no 5
6nicTepiB y KAPTOHHIl
Kopoobui

hapmakoHarnsgy. 3MiHa y KOpoTkili xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
[AN19 MeANYHOro 3acTOCyBaHHS Ha NiAcTasi peryisgpHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neKkn NikapcbKoro 3acooby,
abo gocnigpkeHb 3 6e3neky 3acToCyBaHHS NikapCbKOro
3acoby B Mic/iApeecTpaviiiHuii nepiod, abo sk
pe3ynbTaT OLjiHKM 3BiTY 3 AOCNIMKEHb, NPOBEAEHNX
BiANOBIAHO A0 NiaHy negiatpuyHnx gocnigxers (PIP)
(3MiHy y3ropkeHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
OpraHomMm) - 3MiH1 BHECEHO [0 iHCTPYKUii AN
MeAMYHOro 3acTOCyBaHHS NiKapcbKoro 3acoby o
po3ginis "Oco6aMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHA y nepiof BariTHOCTi abo rofyBaHHs
rpyaar” BignosigHo Ao pekomeHpauin PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK LWoAo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa 'y
KOPOTKili XapakTepucThL,j NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Ha NigcTasi peryasipHo OHOB/IIOBAHOMO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo focniAKeHb
3 6e3nekn 3acTocyBaHHs NikapcbKoro 3acoby B
nicnapeecTpauiiiuii nepiof, abo sk pe3ysibTar OLiHKN
3BiTYy 3 fOCNiAKEHb, NPOBEAEHMX BiANOBIAHO 40 NNaHy
negiatpnyHux gocnimxkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHECEHO [0 iHCTPYKLiT A1 MeANYHOro 3aCTOCYBaHHS
nNiKapcbkoro 3acoby A0 po3ainis "MpoTunokasaHHA",
"Oco6nmBocTi 3acTocyBaHHS", "Mo6IYHI peakuii” wono
MOX/IMBOrO PU3MKY rOCTPOro NaHkpeaTuTy nicns
npuiiomy Tiamasosny a6o nponikis kapbimazony
BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
NPOTAroM 6-T1 MiCALIB MiC/1A 3aTBEPAKEHHS; 3MiHu ||
My - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOPOTKili XapakTepucTuui
nNikapcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKL,iT
AN MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHVIMU 3 SKOCTi, AOK/MIHIYHUMU, KNIHIYHUMY faHnMK Ta
AaHuMu 3 hapMakoHarnagy - 3MiHA BHECEHO [0
IHCTPYKLUIT 419 MEAUYHOIO 3aCTOCYBaHHS NikapcbKoro
3acoby A0 po3ginis "d®apmakonoriyHi BnactmeocTi”
(peparyBaHHs TekcTy), MNpoTrnokasaHH:A"
(peparyBaHHs TEKCTY), "B3aemopis 3 iHLWIMMKN
nikapcbknMmn 3acobamu Ta iHWi BUaW B3aEMogin",
"Oco6nMBOCTI 3aCTOCyBaHHSA", "3acToCyBaHHS Yy
nepiog, BariTHOCTi abo rogyBaHHsA rpyaa”
(peparyBaHHs TeKCTy), "Cnocib 3acTocyBaHHA Ta
003Kn" (yTouHeHHs iHdhopmauii), "4itn" (YTOYHEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o

3acoby ynakoska) nocsBi0O4YeHHs

iHchopmawii), "Mepeso3lyBaHHS" BigNoBiIgHO A0
OHOBJ1IEHOT KOPOTKOT XapaKkTepUCTUKM NiKapCbKoro
3acoby. BBefeHHSA 3MiH NpPOTArom 6-Tu micsuis nicns
3aTBEPAKEHHS
417. | TUPO30/1® TabneTtkn, BKPUTI Mepk KlraA HimeuwunHa | Mepk Xenckea KraA HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/8848/01/02
NNiBKOBOIO MYy - 3MiHW WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom

060/10HKO0, M0 10 Mr;
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y KApTOHHIl
Kopobui

hapmakoHarnsgy. 3MiHa y KOpoTKilii XxapakTepucTuui
niKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKLT
0151 MeQUYHOro 3acToCyBaHHA Ha MiAcTaBi perynspHo
OHOBJ/IIOBAHOTO 3BITY 3 6e3MeKn NiKapCbKoro 3acoby,
abo pocnimkeHb 3 6e3neky 3acToCyBaHHS NMiKapCbKOro
3aco6y B nicrsipeecTpaviiiHvii nepiod, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIMKEHb, NPOBEAEHUX
Bi4NOBIAHO A0 NNaHy negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof)KeHo 3 KOMNETEHTHNM YMOBHOBaXKEHUM
OpraHomMm) - 3MiH1 BHECEHO [0 iHCTPYKUii AN
MeAMYHOro 3acToCyBaHHA NikapCbKoro 3acoby Ao
po3ginis "Oco6MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHS y nepiog, BariTHOCTi abo roflyBaHHs
rpyAAat0” BignosigHo Ao pekoMeHpauii PRAC.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBepKEHHS; 3MiHU | Tuny - 3MiHK Woao
6e3nekun/edhekTBHOCTI Ta hapMakoHarnisgy. 3miHa y
KOPOTKIll XapaKTepucTuMLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHs Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHA Ha MigCcTaBi PerynsipHo OHOB/THOBAHOMO
3BITY 3 6e3neKkun NikapcbKoro 3acoby, abo AocnigKeHb
3 6e3nekn 3acToCyBaHHs NikapcbKoro 3acoby B
nicnspeecTpauiiiinii nepiog, abo sk pe3ysibTar OLiHKN
3BITY 3 JOCNiIAKEHb, NPOBEAEHMX Bi4NOBIAHO 4O NNaHy
negiatpuyHux gocnimkerb (PIP) (3MiHY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVIM OPraHoM) - 3MiHW
BHECEHO A0 iHCTPYKL,i 415 MeANYHOro 3acToCyBaHHSA
nikapcbkoro 3acoby A0 po3ainis "lMpoTunokasaHHs",
"Oco6mBocTi 3acTocyBaHHA", "Mo6iuHI peakuii" woao
MOX/IMBOrO PU3NKY rOCTPOro NaHkpeaTuty nicns
npuiiomy Tiamasosny abo nponikis kapbimasony
BiANOBIAHO A0 pekomeHAauin PRAC. BBefeHHs 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPAKEHHS; 3MiHV |
Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOpPOTKili xapakTepucTuLi
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT
AN8 MeAUYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
LaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHMW faHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHW BHECEHO [0
IHCTPYKLUIT 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbkoro
3acoby A0 po3ainis "®apmakonoriyHi BnacTmeocTi”
(peparyBaHHs TekcTy), MNpoTrnokasaHHs"
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
(pefaryBaHHs TekcTy), "B3aemogia 3 iHWnMmn
nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSIid",
"Oco6nMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHSA Yy
nepiog, BaritTHocTi abo rogyBaHHs rpyaar”
(peparyBaHHs TeKCTy), "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs iHdhopmadii), "Oitn" (YTOYHEHHS
iHchopmawii), "Mepeso3yBaHHS" BigNoBIgHO A0
OHOBJ1EHOT KOPOTKOT XapaKkTepUCTUKM NiKapCbKoro
3acoby. BBefeHHS 3MiH NpPOTArom 6-Tu micsuis nicns
3aTBEPAKEHHS
418. | TIBOPTIH® PO34UH AN1s1 iHQY3il, TOB "Opis- Ykpaina TOB "HOpia-®apm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/8954/01/01
42 mr/mn, no 100 mn Papm” My - 3MiHW WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
a6o 200 My nnsww; thapmakoHarnagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
no 1 naswuyi y nayui MapKyBaHHS YNakoBKM NiKapCbKoro 3acoby oo
3a3HauYeHHs MiXXHapOAHWX NO3HaYeHb OAUHULb
BMMIpIOBaHHA. TepMiH BBEEHHS 3MiH: NPOTArom 6
MicsILiB nicns 3aTBEpPoKEHHS
419. | TOBPEKC® 2X Kpansi ouHi, 3 mr/mn; HoBapric LLIseliyapis AnkoH Kysi, C.A.,, Benbrisi/ BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiasiB: 3miHu Il 3a UA/5438/01/01
no 5 mn y cnakoHi- dapma Al IcnaHis; AsKoH- IcnaHis MMy - 3MiHW Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
KpanenbHuui "fpon- KyBpbop, Benbris thapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
TeliHep®"; no 1 NiKapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLiT
chnakoHy-kpanenbHuL AN MeAUYHOro 3aCTOCYBaHHS Yy 3B’A3KY i3 HOBUMM
Y KOpO6Lj 3 KapTOHY LaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHMY faHUMKU Ta
JaHuMu 3 dhapMakoHaragy - 3MiHM BHECEHO [0
IHCTPYKLU|T 4719 MEAUYHOTO 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ziny "OcobnnBOCTi 3aCTOCyBaHHA".
BBefeHHs 3MiH NpoTAroM 6-Tu MicAuiB nic/is
3aTBEPAKEHHS
420. | TOKCEKC Kpanni opasibHi, no 30 MEKAHA HimeuunHa MEKAHA HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/13608/01/01
CNAT. NMEKA M abo no 50 mn'y Hartypxainbmi Hatypxaiinbmitrens MRy - 3MiHW Woao 6e3nekn/edeKkTMBHOCTI Ta peyenma
donakoHi; no 1 TTenb MM6X m6X thapmakoHarnsgy. BeegeHHa abo 3miHu fo

h/1aKOHY B KapTOHHiiA
ynakoBLi

y3arasibHeHVX faHnx nNpo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3arasIbHEHNX AaHUX NPO cUcTemy
chapmakoHarnsgy, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsgy;
KOHTaKTHOI 0c0o6M 3 chapMakoHaragy 3asBHuKa AN
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLL0 BoHa
BiAMiHHa Bif YNOBHOBaXeHOI 0CO6M, BiANOBIAA/IbHOI
3a 3gjiicHeHHs hapmakoHarnsgy (BkoYakum
KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dhaiina cuctemu chapmakoHarnagy) - 3MmiHa KOHTaKTHOI
0Cco6y YNOBHOBAaXXEHOT 0COOVM 3asBHMKA,
BiANOBIAA/ILHOT 32 hapmakoHarnsag B Ykpaii.
MponoHoBaHa pepakuis: Cyxix IpuHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0CO6Y YNOBHOBaXEHOT
0cobu 3asBHMKA, BiANOBIAA/IbHOI 38 hapmakoHarnsi B
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
YKpaiHi; 3miHu Il Tvny - 3miln Wwoao
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnisgy. 3mMiHn y
KOPOTKIll XapaKTepucTuMLi Nikapcbkoro 3acoby, TEKCTI
MapKyBaHHS Ta iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMY A@HUMK 3 SIKOCTI,
OOKNIHIYHUMU, KNIHIYHAMW JaHUMK Ta JaHUMK 3
chapmakoHarnsgy - 3aTBepKEHHS TEKCTY [HCTPYKLi
[N MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ta
TEeKCTY MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acoby o
PeecTpauiiHoro noceigueHHs Ne UA/13608/01/01,
3aTBepaxeHoro Hakazom MO3 Big 09.04.2020 Ne 824.
IHdbopmavis, BuKkiageHa B IHCTPYKUIT 4719 MEANYHOTO
3acTocyBaHHS Nikapcbkoro 3acoby, Bignosigae
marepianam peecTpauiiHoro focke
421. | TPAYME/Nb C renb no 50 ry Ty6i, no Bionoriwe HimeuyunHa Bionoriwe HimeuyunHa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: 6e3 UA/5934/04/01
FENb 1 Ty6i B kOpobL;i 3 XaiinbmiTTens XalinbmiTrens TexHiyHa nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyenma
KapToHy Xeenb Mv6X Xeenb Mvb6X Ne 460) - BunpaBneHHsA TexHiYHOI noMukn B MKA n.5
"B A3kicTb" (BKa3aHO TVN BiCKO3UMETPY, LU0
BUKOPVCTOBYETLCA /151 BUSHAYEHHS). Tvn
BICKO3MMETPY BUAAIEHO NPU BHECEHHI 3MiH (2.2.4.2.
(a)) Ta 3aTBEpPAKEHO Hakazom MO3 Ne 468 Big,
27.07.2015. 3a3HaueHe BUNpaBieHHSA Bignosigae
apxiBHMM MaTepiasiam peecTpaviiiHoro gocbe Hoea
pepakuis 5. B*A3kicTb. BusHaueHHs NpoBoAAThb Y
BiANoBigHOCTI A0 BUMOr €Bp. @. 2.2.10. HopMyBaHHs:
300-700 mlMa-c
422. | TPU-PEron TabneTkn, BKPUTI BAT "legeoH | YropwuHa BAT "leneoH YropwmHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 3a UA/2939/01/01
060/10HKO0, KOMOI- PixTep" PixTep" MRy - 3MiHM Woao 6e3nekn/eddeKTUBHOCTI Ta peuyenmom
ynakoska Ne21x1, hapmakoHarnagy (iHLWi 3MiHK) - 3MiHW BHECEHI B TEKCT
Ne21x3: no 21 MapKyBaHHS YNakoBK/ NikapCbKoro 3acoby LoAo
Tabnetui B 6nicTepi (6 3a3HavYeHHs MbKHapOAHUX NO3Ha4YeHb OANHULL
Tab1eToK POXEBOro BMMIpIOBaHHS. BHECEHHSA 3MiH [0 po3giny
Kosbopy, 5 TabneTok “MapkyBaHHA" MKA J13”: 3anponoHoBaHo:
6inoro konbopy, 10 MapkyBaHHS. 3riHO 3aTBEPIKEHOr0 TEKCTY
TabneTok TeMHO- MapKyBaHHS. TepMiH BBEAEHHSA 3MiH NPOTAroM 6
YKOBTOrO KOJ1b0pY), MO MiCsILiB MiCNsi 3aTBEPAYKEHHS
1 a6o 3 6nicTepu
pa3oM 3 KapTOHHUM
dyTAspom ans
36epiraHHA 6nicTepis
B nauuj
423. | YKPNIB® CyCneHsis opasibHa, TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHN | 3a UA/11750/02/01
250 mr/5 mn, no 200 PAPM" PAPM" TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peuenmom

My chnakoHi; no 1
chakoHy pasom 3
MipHOIO NTOXEUKOH Y
KapTOHHIli ynakoBsLyj;

3MiHU Yy BUPOGHMLTBI. 3MiHX Y NpoLieci BUPOGHMLTBA

rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYaoUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI
roTOBOrO fiKapCcbKoro 3acoby (He3HayHa 3miHa y
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

no 30 mn 'y du1akoHi;
no 1 donakoHy pa3om 3
MipHOIO NTOXXEYKOIO Y
KapTOHHI ynakoBLi;
no 40 mn y 6aHui; no 1
6aHLi y KapTOHHIl
ynakoBLii pasom 3
MipHOIO JI0XEYKO

npoveci BUpobHULITBA BOAHOI CycneHsii ans
NnepopasibHOro 3aCTOCYBaHHS) - HE3HAYHa 3MiHa B
npoueci BUPOGHULTBA BOAHOI CycneHsii Ans
nepopasnibHOro 3aCTOCyBaHHs, a caMe: 3MiHW B
NoCcnNifoBHOCTI A0AABaHHS [OMOMDKHUX PEYOBUH [10
cTagii gogaBaHHa A®I, fka 3a/MLWAETLCA HE 3MIHOK

424.

YHAEBIT

npaxe, no 50 gpaxe y
KOHTeliHepi, no 1
KOHTEHepy B nauli 3
KapToHy; no 50 gpaxe
Y KOHTelHepi

AT
"BITAMIHA"

Ykpaina

AT "BITAMIHA"

Ykpaina

BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHN |
UMY - 3MiHW 3 AKOCTi. A®Il. KoHTponb AdL. 3miHa y
napameTpax cneuugikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHUX y cneundikauisx Ha Adl, abo
BVIXiZHWI/NPOMIXHWIA NpoAyKT/peareHT, Wo
BMKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea APl
(monoBHeHHS cneuudikaLii HOBUM NOKa3HUKOM SIKOCTI
Ta BignoBiAHM METOAOM BUNPOGYBaHHS) -
[OMOBHEHHSA creuundikaLii HOBUM MNOKA3HUKOM SKOCTI
Ta BifgnoBigH/M MeToAOM BUNpobyBaHHA Ha AdI
TiamiHy rigpoxnopug (BiTamiHy B1) Big BUpo6HuKa
«Jiangxi Tianxin Pharmaceutical Co., Ltd», Kutaii
MponoHoBaHa pegakuis Cneumndikayis NMokasHUKM
AKocTi jonycTMi Mexi abo BuMoru MeToau KOHTposio
3 NOCWMaHHAM Ha BIANOBIAHI NyHKTN dapmakonel
3anvLWKOBW OpraHivyHniA PO34MHHKKL -MeTaHon -
eTaHon
He 6inbLe 0,3% (3000ppm) He 6inbwe 0,5 % (5000
ppm) MX-metoga, AdY, 2.2.28; 3MiHu | TURY - 3MiHN 3
AKocTi. A®l. KoHTponb A®I. 3miHa y napameTpax
cneyudikaLin Ta/abo fonyCTUMUX MEX, BU3HAYEHUX Y
cneundikayisx Ha A®l, abo BUXIgHUIA/NPOMIKXHNIA
NpoAyKT/peareHT, WO BUKOPUCTOBYIOTLCSA Y MPOLEC
BMpo6HULTBa API (LONOBHEHHS cneuudikallii HoBUM
MOKa3HUKOM SIKOCTi Ta BiAMNOBIAHUM METOA0M
BMNPOOYBaHHS) - AONOBHEHHSA creumdikaii HOBUM
NOKa3HWKOM SIKOCTi Ta BiANOBIAHUM METOA0M
BMNpobyBaHHA Ha A®| NipnaoKCcuHy rigpoxnopug
(BiTamiH B6), Bupo6Huka «Jiangxi Tianxin
Pharmaceutical Co., Ltd», Kutaii.
MponoHoBaHa pegakuis Cneumndikayis NMokasHUKM
AKocTi jonycTMi Mexi abo BuMoru MeToau KOHTposio
3 NOCWMaHHAM Ha BIANOBIAHI NyHKTN dapmakonel
3annLwKoBKiA OpraHiuHWin PO34YMHHUK -eTaHo* He
Ginbwe 0,5 % AdY, 2.2.32

6e3
peyenma

UA/5605/01/01

425.

YHI®JIOKC

Kpanni OYHi/BYLLHI,
po3uunH 0,3 % no 5 mn
a6o 10 mny
n1acTMKOBOMY

TOB "YHivep,
dapma”

Cnosaubka
Pecny6nika

TOB "YHIME[
DAPMA"

Cnosaubka
Pecny6nika

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKU /liKapcbKoro 3acoby 3

3a
peyenmom

UA/12837/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
KOHTeliHepi- BHECEHHSM iHthopMaLii LLoA0 3a3HaYeHHS OAUHULB
KpanesbHuuj; no 1 BMMIpIOBaHHA y cuctemi S|
KOHTeliHepy-
KpanenbHuLi B
KapTOHHI/ KOpoo6Lli
426. | YPOJIECAH® cupon in bulk: no 90 MAT Ykpaina MAT "rannuchapm” Ykpaina BHECEHHS 3MiH [0 peecTpavliinHux maTepiasis: 3MiHN | - UA/9518/01/01
My 6aHuj; no 48 "ranuucapm” TUMY - 3MiHU 3 SAKOCTi. FOTOBUIA Nikapcbkuid 3aci6.
6aHOK y KOpobKax CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6 (iHLUi
KapToHHKX; in bulk: no 3MiHW) - BBEA,EHHS AOAATKOBOT KPULLKM 3 KOHTPOSIEM
180 mn y dpnakoHi; no nepLuoro BigkputTa 1.4d (B) 3i BCNiHEHOIO NPOKNAAKOK
30 chnakoHiB y BMpOBOHULTBA (hipMn «PapMMaLL». YKpaiHa Ans
KOpOBKax KapTOHHUX hnakoHa CkAsiHoro. SAAkicHWIA TB KiNbKiCHWIA cknag, Tvn,
dhopma Ta po3Mip KOMMNOHEHTIB YNakoBKN He 3MiHUBCSA
427. | YPONIECAH® cupon no 90 mny MAT Ykpaina MAT "Tanunuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/2727/01/01
6aHui; no 1 6aHui y "Tannudpapm” TUMY - 3MiHW 3 IKOCTi. [OTOBMIA Nikapcbkuit 3aci6. peuyenma
nauuj; no 90 mn abo CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6 (iHLLi
no 180 mn y dpnakoHi; 3MiHW) - BBEAEHHSA [O0AATKOBOI KPULLKWN 3 KOHTPOSIEM
no 1 chsiakoHy B navi nepLuoro BigkpuTTa 1.4d (B) 3i BCNiHEHOI NPOKNAAKOK
BMPOGHMLTBA hipMmy «DapMmall». YkpaiHa ans
th/lakoHa CKISHOro. FAKICHWMIA TB KiNbKiCHWIA cknag, Tun,
doopmMa Ta po3Mip KOMMNOHEHTIB YNakoBKN He 3MiHMBCS
428. | YPOMITEKCAH | po3uuH ans iH'ekuii, Bakctep HimeuunHa Bakctep OHkoNnoaxi HimeuyunHa BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/1405/01/01
® 400 MI 100 mr/mn; no 4 mn OHkonoaxi 6X MRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
(400 wr) B amnyri; no vM6X thapmakoHarnagy (iHwi 3MiHN) - BHECEHHS 3MiH A0
5 aMnyn y KOHTYpHiii po3ainy “MapkyBaHHs” MKA 13”: 3anponoHoBaHo:
YapyHKoBIli ynakosLj; MapKyBaHHs. 3rifiHO 3aTBEPA)KEHOIO TEKCTY
No 3 KOHTYPHI MapKyBaHHS1 OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
YapyHKOBI yNakoBKMN y nikapcbKoro 3acoby 3 BHECEHHAM iHthopmaLlii Lwoao
KapTOHHilA KOpo6L 3a3Ha4YeHHs OAVHULb BUMIpOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPAKEHHS
429. | YCNOKOW Tabnetkn, no 20 TOB "Matepia | YkpaiHa 3AT CaHToHiKa NutBa BHECEHHS 3MiH [0 peecTpauliiiHux maTepiasnis: 3MiHN | 6e3 UA/7857/01/01
Tabnetok y 6nictepi; Megavka- TMNYy - 3MiHW WoA0 6e3nekun/edpekTMBHOCTI Ta peuyenma
no 1 6nictepy y YkpaiHa" thapmakoHarnsay (iHwi 3MiHW) - BHECEHHSA 3MiH 40
KapTOHHI Kopoo6Li po3ainy «MapkyBaHHs» MKA 13 3anponoHoBaHo:
Po3gin «MapkyBaHHs». BignoBigHo 40 3aTBEpAXEHOro
TEKCTY MapKyBaHHs. OHOBNIEHHS TEKCTY MapKyBaHHs
YNaKoBKM JTiKapCbKOro 3aco6by 3 BHECEHHAM
iHbopMmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA
y cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicAuis
nicns 3aTBepKeHHs
430. | PITOFEMATON | 36ip, no 50 r y naykax MpAT YKpaiHa MpAT "/likTpasn” YKpaiHa BHECEHHS 3MiH [10 pEECTpaLiiiHMX MaTepianis: 3MiHu | 6e3 UA/14509/01/01




238

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
3 BHYTPILLHIM "NikTpasun" MMy - 3MiHW Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
naketom; no 1,5ry thapmakoHarnagy (iHwi 3MiHW) - BHECEHHSA 3MiH [0
hinbTp-nakeTi; no 20 po3giny “MapkysaHHs” B MKA /13: 3anponoHoBaHo:
hinbTp-nakeTiB y MAPKYBAHHS Y BignoBigHOCTI 3 3aTBEPAKEHNM
nayui; no1,5ry TEKCTOM MapKyBaHHS. 3MiHV BHECEHi B TEKCT
inbTp-nakeTi; no 20 MapKyBaHHS YNakoBKM NikapCbKoro 3acoby oo
hinbTp-nakeTiB y 3a3HaYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
naJui 3 BHYTPILLHIM BUMIpIOBaHHSA. BBEEHHS 3MiH NPOTAroM 6-Tn MicsLIiB
nakeTom nicns 3aTBepmkeHHs
431. | ®NIAMOrPE/Nb | Tabnetku, BKpUTI AHaHTa Benuka ApTypa IHais BHECEHHS 3MiH [0 peecTpaLiiiHuXx maTepiasnis: 3MiHN | 3a UA/7441/01/01
75 nNiBKOBOIO Megikeap /ITa. | BpuTaHis dapmacboTikan3 TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
060/10HKOI0, N0 75 Mr MNet. N14., IHAiN; thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 10 Tabnetok y dnamiHro po3giny «MapkyBaHHs» MKA /13 : 3anponoHoBaHo:
6nictepi; no 1, 3 abo PapmacbioTrKanc Mapkuposka. CoOTBETCTBYET YTBEPXAEHHOMY TEKCTY
10 6nicTepiB y nauui nTa., IHAaia MapK1poBkU. OHOBJIEHHA TEKCTY MapKyBaHHSA
YNakoBKM /1iKapCbKOro 3acoby 3 BHECEHHAM
iHcbopMmaLii WoA0 3a3HaYEHHS OAUHULL BUMIPIOBAHHSA
y cucTemi Sl. BBefieHHs 3MiH NpoTArom 3-x MicsuiB
nicns 3aTBepaKeHHs
432. | ®JIYKOHA3ON pO34nH ANs iHdysii, 2 [JouipHe Ykpaina [JouipHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/17333/01/01
mr/mn; no 100 mn B nigNPUEMCTBO nignpPUeEMCTBO MYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
KOHTeliHepi; no 1 "®bapmatpeig"” "®bapmaTpeig"” thapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHSA TEKCTY
KOHTEliHepy B MapKyBaHHS YNakoBKM /ikapCbKoro 3acoby 3
KapTOHHI KOpooLyi BHECEHHSIM iHhopMaLii LWoA0 3a3HauYeHHsS OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
6-TW MicsLiB NiCNsA 3aTBEPIPKEHHS
433. | ®OCTEP aepos3osb Ans K'esi ABCTpIsi BVPOGHMLTBO, ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis: 3MiHu || 3a UA/16438/01/01
iHransyii, no3oBaHuiA, dapmac'toTike KOHTpPO/Ib, 36ip ABCTpist TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peyenmom
100+6 mkr/po3sy, no n3 rm6XxX HanoBHEHUX 3MiHU Yy BUPOGHMLTBI. 3MiHN Y NpoLieci BUPOGHMLTBA

120 p03 y KoHTeliHepi;
no 1 a6o 2
KOHTEliHepy 3
[03YH0UNM K/1anaHom i
PO3NW0HYOI0
Hacafkoto Ta
3aXMCHNM KOBMA4KoOM
Y KapTOHHiIli KopoobLLi;
no 180 fosy
KOHTeliHepi; no 1
KOHTeliHepy 3
[03YH04MM K1anaHoM i
PO3MNWOHYOI0
Hacagkoto Ta
3aXMCHUM KOBMA4YKOM

KOHTeliHepiB Ta
nakyBaHHs: K'esi
dapmaueyTuui
C.n.A., ITanis; 36ip
HanoBHEHWX
KOHTEeWHepIB Ta
nakysaHHsa: /1.
dapma 'M6X,
ABCTPIst; BUMYCK
cepii: K'esi
dapmac'toTikens
mM6X, ABCTpis

rOTOBOrO /1iKapCbKOro 3aco0by, BK/IKOYakUM NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHULTBI

roTOBOrO JIiKapCbKOro 3acoby (BBeAeHHst abo
36iNbLUEHHS MPUNYCTMMOro HagMwKy Adl) -

36i/IbLUEHHST NPUNYCTUMOrO HagAnLWKy 2 % (M/m) API

chopmoTepony dymapar 3 BignoBigHUM
peryntoBaHHsAM BMicTy HCI gns 060x chopm BUnycky
N3 (120§ 180 f03 y KOHTEHEPI) 3 METOH

nonepemkeHHs abcopbuii chopmoTepony dymapaty

Ha rymMoBMX YyLLji/IbHIOBaYax A03yk4oro kianady MDI.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns

3aTBEPAKEHHS
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Y KapTOHHIli Kopobui
434. | ®OCTUMOH NMOpPOLLIOK IBCA IHcTuTYT |LUBeiiuapis IBCA IHCTUTYT Lseliuapis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu || 3a UA/3152/01/01
niocpinisoBaHuii gns Bioximik C.A. Bioximik C.A. TMny - gitoya pevosrHa € YpodgonnitponiH (INN) abo | peyenmom
NPUroTyBaHHSA dhonikynocTuMynio4mnii ropmoH (FSH). Cr
PO34UHY O151 iH'EKLLIA BMBOAMTLCA 3 CeYi XIHOK Nic/1s MeHonaysu y BUrsagi
no 75 MO y chnakoHax HeouuLeHoro ekcTpakTy (cuporo hMG) B IBSA Kutai,
Ne 1 y KOMnnekTi 3 SIKMIA 4OAATKOBO oumnLaeTbes IBSA Institut
PO3YMHHMKOM MO 1 M Biochimique SA, LBeiiLapis gns oTpumaHHa AdI.
B amnynax Ne 1y Mpouec ounLLeHHs AiloY0T PEYOBUHM NOYNHAETHCS Bif,
nayui Ne 10 (1x10) y 360py NtoAChbKOT cevi B nocTmeHonaysi IBSA B Kutal.
Kopobui 3ibpaHy ceuy 06pobNaI0TL Yepes pi3Hi eTanu,
BK/THOUAIOUN OCA[KEHHST PO3UMHHMKA, (iNbTPaLito Ta
eTanu xpomartorpadii 3 METOI0 OTPUMAHHS OUMLLEHOTO
A®l. Bupo6bHuK BUpIiLLMB BNPOBaAMTN Moaudikauii Ha
uMx eTanax, 36epiraroun Ti cami xapakTepucTuku,
AKICTb Ta 6e3neky. Lli 3MiHWM He CMIPUYMHSAIOTb XOAHUX
3MiH 3 IKOCTi, 6e3nekun Ta edhekTuBHOCTI 13
435. | ®OCTUMOH NMOPOLLOK IBCA IHcTuTyT | LUBeliLapis IBCA IHCTUTYT LLIseliyapis BHECEHHS 3MiH A0 peecTpaLiiHnX maTtepiasiB: 3miHu Il 3a UA/3152/01/02
niochinizoBaHuin ans Bioximik C.A. Bioximik C.A. TUny - gitoya pevosuHa € YpodponnitponiH (INN) abo | peyenmom
NPUroTyBaHHsA chonikynoctumynioounii ropmoH (FSH). ¢CIr
PO34MHY A1s1 iH'EKLR BMBOAMTLCSA 3 Ceui XIHOK Nic/1a MeHonay3u y BUrA4j
no 150 MOy HeouuLLeHOro ekcTpakTy (cuporo hMG) B IBSA Kutai,
thnakoHax Ne 1y AKUIA 10AaTKOBO ounLLaeTbes IBSA Institut
KOMMNJIEKTi 3 Biochimique SA, LBeliyapis gnsa oTpyMmaHHa Adl.
PO34YMHHMKOM NO 1 M MpoLec oUNLLEHHS fil0H0T PEYOBUHN NOYNHAETLCA Bif,
B amnynax Ne 1y 360py NtoACbKOT cedi B nocTmeHonaysi IBSA B Kutal.
nauui Ne 10 (1x10) y 3ibpaHy ceuy 06po6NsATL Yepes pi3Hi eTanu,
KopooLi BK/1HOYAI0UN OCAKEHHS PO3UMHHMKA, (DiNbTpaLiio Ta
eTanu xpomarorpacii 3 METOI0 OTPUMAHHSA OYMLLEHOTO
Adl. BupobHuK BUpILLMB BNPOBaaMTN Mogudikauii Ha
LMx eTanax, 36epirarun Ti cami xapakTepUCTUKY,
AKICTb Ta 6e3neky. Lli 3MiHWM He CNPUYMHAIOTb XO4HUX
3MiH 3 SIKOCTi, 6e3nekun Ta edoekTuBHOCTI /13
436. | ®Y3IAEPM® Masb, 20 mr/rno 15r B Papma VoppaHis $apma VoppaHis BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/3093/01/01
a/ItOMiHiEBIl Ty6i; no 1 | IHTepHelweHan IHTepHeLweHan TMNYy - 3MiHU Woao 6e3nekn/edpekTMBHOCTI Ta peyenmom
Ty6i y KapTOHHIl KomnaHi Komnawi thapmakoHarnsgy (iHwi 3MiHN) - OHOB/IEHHS TEKCTY
KOpoo6Li MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby 3
BHECEHHAM iH(hopMmaLii LLOAO 3a3HaYEHHS OAUHULb
BVMIpIOBaHHSA y cuctemi Sl. BHeceHHSs 3miH fo po3giny
“MapkyBaHHA" B 3aTBepakeHnx MKA 3. TekcT
MapKyBaHHsA NEPBUHHOT Ta BTOPUHHOI ynakosku J13.
3anponoHosaHo: MAPKYBAHHA
BianosigHo [0 3aTBEPAXXEHOr0 TEKCTY MapkKyBaHHS
437. | XAPTU® Tabnetkn no 5 mrno 7 3AT YropumHa BiANOBIAa/IbHMI 3a YropwwmHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepiasis: 3a UA/3196/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Tabnetok y 6nictepi; dapmaneBTmy NOBHWIA LWKN Manbta TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyernmom
no 2 a6o 4 6nictepu y HWi1 3aBOf, BUPOGHMLTBA, Ne 460) - BUNpaBneHO TEXHIYHY NOMWJSIKY Y TEKCTI
KapTOHHI KopoobLi Erc BK/1H0HaA0UN BUMYCK MapKyBaHHS NepBUHHOT
cepii: 3AT ynakosku J13; SANPOMOHOBAHO: 1. HA3BA
dapmaLeBTUYHNIA NIKAPCBKOI'O 3ACOBY Xaptun® Paminpun
3aBog ETIC,
YropmHa
BiANoBigabHUI 3a
MOBHWIA LKA
BMPOGHMLTBA,
BK/THOHAIOUM BUMYCK
cepii: Aktasic NTA,
ManbTa
438. | XAPTUN® Tabnetku no 10 mr no 3AT YropLumHa BiNOBigabHWIA 3a YropuuHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3196/01/04
7 TabneTok y 6nictepi; | ®apmaueBTuy NOBHWIA LKA ManibTa TexHiyHa nomuska (3rigHo Hakasy MO3 Big 23.07.2015 | peyernmom
no 2 a6o 4 6nictepu y HWi1 3aBOf, BMPOGHMLTBA, Ne 460) - BUNpaBneHo TEXHIYHY NOMWJSIKY Y TEKCTI
KapTOHHIA KopooLi EriC BKJ/THOHAK0UN BUNYCK MapKyBaHHS NepBUHHOT
cepii: 3AT ynakosku J13; 3ANMPONOHOBAHO: 1. HASBA
dapmaneBTUYHNIA NIKAPCBKOI'O 3ACOBY Xaptun® Paminpun
3aBof ETIC,
YropmHa
BignoBiganbHWiA 3a
NOBHUIA LMKN
BMPOGHMLTBA,
BK/THOHAI0UM BUMYCK
cepii: Aktasic 1T/,
MasibTa
439. | XAPTUN® Tabnetku no 2,5 mMr no 3AT YropwmHa BiANoOBigabHMI 3a YropwmHa/ BHECEHHS 3MiH [J0 peecTpaLjiiiHuXx maTepianis: 3a UA/3196/01/02
7 TabneTok y 6nictepi; | ®apmauesTny Bunyck cepii: 3AT ManbTa TexHiyHa noMmuka (3rigHo Hakasy MO3 Bif 23.07.2015 | peyernmom
no 2 abo 4 6nictepn y HWIA 3aBOf, dapmaueBTUYHWIA Ne 460) - BUNpaBneHO TEXHIYHY NOMWJ/IKY Y TEKCTI
KapTOHHIA Kopoo6Li EriC 3aBog ETIC, MapKyBaHHSA MepBUHHOT
YroplmHa ynakosku J13; 3ANMPONOHOBAHO: 1. HASBA
BignoBigasIbHWIA 3a NIKAPCBbKOIO 3ACOBY Xaptun® Paminpun
NOBHWIA LMKN
BMPOGHMLTBA,
BK/THOHAIOUMN BUMYCK
cepii: Aktasic 1T/,
ManbTa
440. | XONENECAH® | kancynwu, no 10 kancyn NAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiHux maTepiasis: 3MiHN | 6e3 UA/15899/01/01
y 6nicTepi; no 3 "Kuismegnpen "KviBmegnpenapat” TUMY - 3MiHU 3 AKOCTi. FOTOBUIA Nikapcbkuid 3aci6. peuyenma
6nicTepy y nauui apart" 3MiHU Y BUPOBHMUTBI (iHLUI 3MiHW) - BUKNA4EeHHS

TEKCTY KOPOTKOr0 OMNMCy TEXHOMOTMYHOrO npolecy Ta
TEXHOJIOTYHOT CXEMMW BUPOOHULITBA B HOBI pefakyi,
30KpemMa: BUAASIEHHSI OMUCY CaHiTapHOI NiAroTOBKY;
BWOA/IEHHS iHAEKCIB 06N1afHaHHsA, EMHOCTEN, HOMepIB
NpUMILLEHb; 3a3HAYeHHS cucTemmn KoHTposto 13 B
6710K-CXeMi TEXHO/OMNYHOrO NpoLecy; 3MiHu | Tuny -
3MiHM 3 IKOCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

KOHTelHep/3aKynoptoBasnbHWii 3aci6 (iHWi 3MiHK) -
BHECEeHHS 3MiH o po3giny 3.2.P.7 Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib - BUAANIEHHS
cneuudikayii i MeToAiB KOHTPO/IH0 HA BTOPUHHE
nakyBaHHs; 3MiHW | Tuny - 3MiHK 3 siKoCTi. FoTOBWIA
nikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBanbHuii 3aci6. 3MiHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUNHHOT YNakoBKM FOTOBOTO NiKapCbKoro 3acoby
(BMNyYEHHS1 HE3HAYHOrO NoKasHVKa (Hanpuknag,
3acTapinioro nokasHuka)) CynyTHs 3MiHa - 3MiHU 3
AKoCTi. FOTOBWI Nikapcbkumii 3aci6. Cuctema
KOHTeliHep/3akynopoBaibHWii 3aci6. 3MiHa y meTogax
BUNPOBYBaHHA NEPBUHHOI YNaKkoBKV rOTOBOrO
NiKapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS 3MiH 40
po3sgainy 3.2.P.7 Cuctema
KOHTeliHep/3aKynoptoBasibHK 3aci6 (CKOPOYEHHS!
cneumdikaLin Ha matepiany NEPBUHHOIO NakyBaHHS
(MBX Ta thonbru); TakoX NPOMOHYETLCSA BATYyYUTH
MeTOAM KOHTPO/I0 MaTepianis NEPBUHHOMO NaKyBaHHS,
LLIO BigNOBigA0Tb NOKA3HUKaM, BUYYEHUM 3i
cneuudikauii); 3MiHn | TMNy - 3MiHK 3 SKocTi. [oToBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHNIA 3aci6. 3miHa
napameTpiB cneuudikauii Ta/abo AONYCTUMMX MEX
NepBUHHOT YNakoBKM rOTOBOTO MiKapCbKOro 3acoby
(iHLWi 3MiHW) - BHECEHHSA 3MiH Jo0 po3giny 3.2.P.7
CurcTeMa KoHTelHep/3aKynopioBasibHUIA 3aci6,
30KpeMa: YTOUHEHHS! KpUTEPITB NPUAHATHOCTI 3a
nokasHukoM "30BHiLWHIi BUrnag" ansa nnisku MNBX;
3MiHM | TURY - 3MiHK 3 AKOCTi. [OTOBWIA NiKapCbKWiA
3aci6. Cuctema KoHTeliHep/3akyrnopoBasibHUii 3aci6.
3MiHa y meToax BUNPO6YBaHHS NePBUHHOT YNakoBKu
rOTOBOrO JliKapCbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
3MiH 0 MeTogiB BUNPO6YBaHHA NEPBUHHOIO
nakyBaHHs1, 30Kpema: BUAA/IEHHS AeTa/IbHOro onucy
METOAVKM NPOBEAEHHS 3a NOKa3HUKOM
«Mikpo6ionoriyHa unctota» ansa NBX Ta onbru
aIloMiHiEBOT

441.

XYMYNIH M3

cycneHsis gns
iH'ekuiin, 100 MO/mn,
no 3 My CKIsiHOMY
KapTpuaxi; no 5
KapTpuoxis y
KapTOHHI nayui; no 3
M1y CKASIHOMY
KapTpuaxi; no 1
KapTpuaKy y wnpuu-

Ninni ®paHc

®paHuin

Ninni ®paHc

PpaHuin

BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK |
TUMY - 3MiHW 3 SKOCTi. FOTOBWIA Nikapcbkuid 3aci6.
CucTema KoHTelHep/3aKkynoptoBasibHUiA 3aci6. 3miHa y
NepBUHHI yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby
(iHWi 3MiHW) - BHECEHHS 3MiH g0 p. 3.2.P.2.4 Cuctema
KOHTelHep/3aKynoptoBasbHWi 3aci6, a came 3amiHa
eMynbCil JUMETUKOHY, SKa BUKOPUCTOBYETLCA A1
06p0o6KM KapTpugxa 3 DC 365(MIiCTUTL eMy/bIyoUKia
areHT «Triton-X100») Ha DC 366 (6e3 eMy/ibrytoyoro

3a
peyenmom

UA/8567/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
pyuui KBiHlMeH; no 5 areHTy «Triton-X100»); y3rogkeHHs BU3HAYEHHS
LUMPWLL-PYYOK Y eMyNbCil JUMETUKOHY B OCLE K PEYOBVHW ANA
KapTOHHIW nauui 06pPO6KN CUCTEMU 3aKPUTTS NEPBUHHOIO KOHTENHepa
442. | UETPUH® TabneTku, BKpUTI [O-p Peppi'c IHAjA O-p Peppic IHAjA BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/6789/02/01
NNiBKOBOIO Nab6opatopic Na6opatopic /114, TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuyenma
060/10HKOI0, N0 10 Mr nrp, Bupo6Huya thapmakoHarnagy (iHwi 3MiHW) - BHECEHHS 3MiH A0
no 10 TabneTok y OinbHnuA - 11 po3ainy “MapkyBaHHs” MKA J13”: 3anponoHoBaHo:
6nictepi; no 2 a6o 3 MapkyBaHHS. 3riHO 3aTBEPAKEHOr0 TEKCTY
6nicTepy y KapTOHHI MapKyBaHHA. 3aTBep)KeHHA a/ibTePHATUBHOIO TEKCTY
Kopoo6Li MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby i3
3a3HaYEHHSIM MiXXHAPOAHMX NO3HAYeHb OAVHMLIb
BVMIiptOBaHHA. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsILiB Micns 3aTBepPKEHHS
443. | UE®ABOPA Kpanni opasibHi no 50 Llecpak KI HimeuunHa Lledpak KI HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 6e3 UA/10843/01/01
M1 a6o 100 mny TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenma
donakoHi 3 HacaaKoto- hapmakoHarnagy (iHwWi 3MiHK) - OHOBNIEHHS TEKCTY
fosartopom; no 1 MapKyBaHHS YNakoBKU NikapcbKoro 3acoby 3
(oNakoHy B KAPTOHHIl BHECEHHSM iHhopMaLii LWOA0 3a3HauYeHHsS OAVHULb
KopooLi BUMIPIOBaHHSA Y cuctemi Sl. BHeCeHHs 3MiH 10 po3giny
MKSA: MapkysaHHs MponoHosaHa pegakLis
MapkyBaHHs. BignoBifHO A0 3aTBEPAKEHOrO TEKCTY
MapkKyBaHHS
444. | UE®AJIEKCUH | nopoluok ans ANKANOIQ ALL |Pecny6hika AJIKANOIL AL Pecny6nika | BHECEHHS 3MiH [jO0 peecTpauiiiHnX maTtepianis: 3miHu | 3a UA/0264/01/01
ANKANOIA® opasibHOT cycneHsil Ckon'e MiBHiuHa Ckon'e MiBHiuHa TUny - AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMEHYBaHHS | peyernmom
250 mr/5 mn (gns 100 MakefioHist MakefioHist Ta/abo agpecy 3asiBHMKa (B/lacHUKa peecTpaviiiHoro
m); no 65,4 r NoCBi4Y€EHHS) - 3MiHa Ha3BM Ta agpecu 3asaBHuka M3.
MOPOLLKY Y dh/TaKOHi; 3MiHu | TURNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
no 1 cpnakoHy y HalilMeHyBaHHs Ta/abo agpecu MicLs NPoBafXeHHS
KOMMNEKTi 3 LisiNbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
n1acTMacoBo NiKapCbKOro 3acoby, BKIHOYAKUN [i/TbHUL BUMYCKY
MipHOIO NTOXKOI Y cepii abo MicLe NpoBefEeHHSI KOHTPOJIHO SKOCTI.
KapTOHHI KopooLi (misnbHICTb, 3a SKy BignNoBigae BUPOOHUK/iMNopTep,
BK/IOUA0UM BUMYCK Cepiii)-3MiHa Ha3BM Ta afgpecu
BMPO6HUKa /13, 6e3 3MiHN MicLA BUPOOHULTBA. 3MiHN
| Tvny - 3miHK Wwoao 6e3nekn/eekTNBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn). BHeceHHs 3MiH o
po3giny “MapkyBaHHs” MKA J13": 3aTBepOKeHo:
MapkyBaHHsA. HaflaeTbca 3anponoHoBaHoO:
MapkyBaHHS. 3rifiHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS1 OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKu
BiANOBIAHO A0 BUMOr Haka3y MO3 Ykpainu Bif
23.07.2015 p. Ne 460 3 BHeceHHAM iHhopmaLii Wwoao
3a3HaYeHHs OMHULL BUMIpIOBaHHS y cuctemi Sl.
445. | UE®GAHEUNPO Tabnetku; no 20 Llecpak KI HimeuunHa Llecpak KI HimeuunHa BHECEHHS 3MiH [10 peecTpaliinHmx maTtepiasis: 3MiHu | 6e3 UA/14251/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
Tabnetok y 6nictepi; TMnNy: AOMiHICTpaTWBHI 3MiHW. BuiyyeHHs BUpOGHMYOT | peyenma
no1la6ono3 OinbHUUI (BKNOYaoUY AinbHUL Ana APl TpOMKHOIo
6nicTepy y KapTOHHI npoaykTy abo roToBOro NikapCbKoro 3acoby, AiflbHUL
Kopobui 0115 MPOBEAEHHS MakKyBaHHS, BUPOOHMKa,
BiANOBIAa/IbLHOrO 3a BUNYCK CEpid, MicLie NPOBeAEeHHS
KOHTPO/II0 cepii) abo nocTavasibH1Ka BUXigHOro
mMarepiany, peareHTy abo AONOMiXHOI peYOBUHN
(AKLLO 3a3HAYEHO Y OCbE) - BUTYUYEHHS AiIbHUL
BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby ApTesaH
®apma 'v6X i Ko. KI, HimeuunHa y 3B’A3ky 3
PiLUEHHAIM 3asBHUKA
446. | UE®OTPUH NMOPOLLOK A/19 PO3UUHY AHaHTa Benuka BeHyc Pemegic IHAisA BHECEHHS 3MiH [0 peecTpauliinHux maTepiasis: 3MiHN | 3a UA/12006/01/01
onsiHekuinno1r; 1 Megikeap /ITa. | bpuTaHis Nimiteq MRy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
oNakoH 3 MOPOLLUKOM B thapmakoHarnaay (iHwi 3MiHW) - BHECEHHS 3MiH [0
KapTOHHI/ KopoobLi po3giny «MapkyBaHHs» MKA /13 3anponoHoBaHy
pepakuito po3giny «MapkysaHHa» MKA 13 HagaHo B
HacTynHi pegakuii: MAPKYBAHHSA. Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHS OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3
BHECEHHSM iHhopMaLlii LWoA0 3a3HauYEeHHS OANHUL
BMMIpIOBaHHS y cuctemi Sl. BBeeHHs 3MiH NPOTAroM
3-X MicsuiB nicns 3aTBepPAYKEHHS
447. | UMAKNO 3® Kancynu Teepgi; no 10 Mep dabp PpaHLis M'ep dabp PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/7550/01/01
POPT Kancyn y 6nictepi; no MegnkameHT MegmkameHT TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peuyenmom
3 6nictepu B MpopakwH hapmakoHarnagy (iHwWi 3MiHK) - OHOBNEHHS TEKCTY
KapTOHHIiA ynakoBL,i MapKyBaHHS YNakoBKM /liKapCbKOro 3acoby 3
BHECEHHSM iHhopMaLii LWoA0 3a3Ha4YeHHS OAVHULb
BMMIpIOBaHHA y cuctemi Sl. BBeieHHs1 3MiH NpoTArom
6-TW MicsALiB NiCNsA 3aTBEPIPKEHHS
448. | UMHHAPU3WNH | nopouwok (cybeTaHuis) AT "®apmak” YkpaiHa BIPYMAKLLUA IHAis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | - UA/13532/01/01

y nakeTax noABiiHNX
nonieTuneHoBux ans
BMPOGHMLITBA
HecTepuIbHNUX
NiKapcbknx hopm

OPTAHIKC NIMITE/[,

TUny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMEeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/lacHMKa peecTpaviiiHoro
NocCBi4YeHHS) - 3MiHa Ha3BW Ta aApecu 3asBHUKA;
3MiHK | TNy - 3MiHK 3 AkocTi. CepTudikart
BignosigHocTi/lE-cepTudikar BignosigHoOCTI
€Bponelicbkin dhapmakonei/MoHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiJHICTIO MPYBEAEHHS Y BiANOBIAHICTb
[0 MoHorpadii dY abo Esponeiicbkoi hapmakoner,
abo iHWOi HauioHasIbHOI dhapmakonei gepxasu EC
(3miHa y cneuundikauii HecpapmakoneiiHoro A®I ans
npusBefeHHs y BiANOBIAHICTL A0 BUMoOr AdY abo
€Bponelicbkoi thapmakonei, abo iHWOoi HaLioHasTbHOI
thapmakonei gepxasu €C) - A®| - 3MiHV NOB'A3aHi 3
npuBefeHHaM cneundikauii Ta aHaniTUYHUX METOANK
A®| CynbchameTokcason Ao Bumor MmoHorpadii EP, a
came, BUNy4eHHsAM 3i cneundikanii A®l TecTy «Baxki
MeTasm»
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
449. | UMNPUHON® KOHLeHTpaT Ans KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoseHis BHeceHHs 3MiH 0 peecTpaviitHux maTepiani: 3miHu | 3a UA/0678/03/01
pO34uHy aNs iHgy3il HoBo mecTo MecTo TMNy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peuenmom
10 mr/mn; no 10 mn hapmakoHarnagy (iHwi 3MiHu) - 3MiHW B TEKCTi
(100 wmr) B amnyrni; no MapKyBaHHS1 yNakoBKU JlikapcbKoro 3acoby Loao
5 amnyn y kapToHHil 3a3HayYeHHs1 MDKHapPOAHWNX NO3HAYEeHb OAVHULb
Kopoobui BMMIpIOBaHHS. BHeCeHHS 3MiH J0 po3giny
«MapkyBaHHs» MKA J13. 3atBepaKeHo:
MAPK/POBKA CooTBeTCTBYET NpeoCTaB/IeHHOM
MapKMpOBKe ynakoBKW. 3anponoHOBaHO:
MAPKVPOBKA B coOTBETCTBUM C YTBEPXKAEHHLIM
TEKCTOM MapKkMpoBkW. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBEPAKEHHS.
450. | UATIMAKC- PO34YUH A1 iH'EKLLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHK | 3a UA/13737/01/01
AAPHULUA 250 mr/mn no 2 mn "®apmaueBTun "GapmaueBTuyHa UMY - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdL. 3miHa y peyenmom
(500 mr) abo no 4 mn YyHa dpipma ipma "OapHuus" napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
(1000 wmr) B amnyni; no "OapHnus” BM3HAYEHUX Y cneundikauisix Ha Adl, abo

3 abo no 5 avnyny
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B naui; no 2
mn (500 mr) a6o no 4
M1 (1000 mr) B
amnyni; no 5 amnyn'y
KOHTYPHIli YapyHKOBIi
ynakosLi, no 2
KOHTYPHI YapyHKOBI
yNakoBKM B nauLli

BUXiZHWUIA/NPOMIXXHWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHwwi
3MiHW)

CynyTHs 3MmiHa - 3MiHK 3 fkocTi. APl. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPA)KEHNX METOAAX
BMNPOOYBaHHS)
npuBeAeHHs crneundikalii Ta MeToais KOHTposno Ad|
3a nokasHukamu «Onume», «laeHtudikadis», «pH
PO3UUHY», «X10puan», «AMOHIt0 coni», «3anizo»,
«®ochaTn», «3ani30» y BiANOBIAHICTL A0 MOHOrpadii
LY «Uutukoniv HaTpitoN»; «MikpobionoriyHa
yucToTa» y BiANOBIAHICTL A0 BUMOr EP 2.6.12, 5.1.4;
3MiHK | TNy - 3MiHK 3 sikocTi. APl. KoHTponb AdI.
3MiHa y napameTpax cneuudikauii Ta/abo
[ONYyCTUMUX MeX, BU3HaAYeHMX Yy cneumdikalisax Ha
A®I, ab60 BUXigHWIA/NPOMIXHUIA NPOAYKT/peareHT, Wwo
BMKOPVCTOBYIOTbCS Y npoueci BUpobHuytea Ad|
(3BYXXEHHSA [0MYyCTUMUX MEX, BU3HAYEHUX Y
cneumaikauii); cynyTHs 3mMiHa - 3MiHM 3 iKocTi. API.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs API
abo BuxigHOro matepiany/npomikHoOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLLEC
BMPO6HMLTBA AD| (HE3HAUHI 3MiHM Y 3aTBEPMAKEHNX
MeToAax BUMPOGYBaHHS) - 3MiHM A0 cneuudikauii Ta
MeTOAiB KOHTpost0 AP 3a nokasHvkamu: «CynpoBigHi
OOMiLLKM», «BTpaTa B Maci npy BUCYLLYBaHHI»,
«KinbKicHe BU3HAUEHHS» - 3BY)XXEHHSI HOPMYBaHHS Y
BIANOBIAHICTb A0 BUMOTr MoHorpadii APY «Lintukonin
HaTpitoN», 10 MeTOAUK BHECEHI pefaKLiiiHi NpaBku,
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4eHHs1

«BakTepiasibHi EHA0TOKCHHN» - 3BY)XXEHHS
HOPMYB@HHS; 3MiHW | TUny - 3MiHW 3 AKOCTi. ADI.
KoHTponb A®I. 3miHa y meTogax BunpobysBaHHs API
abo BuxigHOro matepiasny/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLIEC
BMPO6HMLTBA AP| (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX
MeToAax BUNPOOYBaHHS) - BHECEHHA HE3HAYHOI 3MiHN
y MeToAMKYy BUNPOBYBaHHSA A1 AP| 3a NOKa3HNKOM
«3a/IMLLKOBA KiNIbKICTb OPraHiyHUX PO3UYMHHUKIB», &
came [O0NOBHEHO MeTOAMKY ONMMCOM MPUroTYBaHHS
XOJ/10CTOr0 PO34MHY, BHECEHI pefakLiliHi 3MiHu,
HOPMYBaHHS 3a/IMLWeHo 6e3 3MiH; 3MiHu | Tuny - 3MiHn
3 aKocTi. A®Il. CTabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpo6yBaHb/nepiogy 36epiraHHA abo ymoB
36epiraHHa A®| (3a BigCyTHOCTI Y 3aTBEPAKEHOMY
[0Cbe cepTudpikaTa BignoBiAHOCTI EBPONECHKIi
chapmakonei, Wwo BKIoYa€e nepiog NOBTOPHOIO
BMNPOBYBaHHSA) (iHWi 3MiHN) - Po3ain «TepmiH
npugaTHoCTi» nepedpa3oBaHo y «TepMiH
NepekoHTPO0» 3anponoHOBaHO: TepMiH
NEPEKOHTPOSIO 2 POKN

451.

LUTIMAKC-
JAPHULA®

pO34uH ANA iHdy3il
10 mr/mn; no 100 mny
donakoHi; no 1
dhnakoHy y nauvuj

MpAT
"®apmaueBTun
YyHa dpipma
"fapHuua”

YKpaiHa

MpAT
"®GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK |
UMYy - 3MiHK 3 AKOCTi. A®Il. KOHTponb AdL. 3miHa y
napameTpax cneuucikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYEHUX Y cneundikauisix Ha Adl, abo
BUXiZHWIA/NPOMIXXHUWIA NpoAyKT/pearexT, Wo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuutea A®I (iHwwi
3MiHW)

CynyTHs 3MmiHa - 3MiHK 3 fkocTi. APl. KoHTponb AdI.
3MiHa y meTofax BunpobyBaHHs A®| abo BUXigHOroO
marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
BVMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPA)KEHNX METOAAX
BMNPOOYBaHHS) -
npusBeAeHHs crneundikalii Ta MeToais KOHTposno Ad|
3a nokasHukamu «Onume», «laeHtudikadis», «pH
PO3UUHY», «X10puan», «AMOHIt0 coni», «3anizo»,
«®ochaTn», «3ani30» y BiANOBIAHICTL A0 MOHOrpadii
LY «Uutukoniv HaTpitoN»; «MikpobionoriuHa
yucToTa» y BiANOBIAHICTL A0 BUMOr EP 2.6.12, 5.1.4;
«BakTepiasibHi HO0TOKCUMHW» - BHECEHI pefakuiiiHi
npasK1, HOPMyBaHHS Ta METOAMKA BUNPOOYBaHHSA
3aueHi 6e3 3MiH; 3MiHu | Tuny - 3MiHK 3 akocTi. AdL.
KoHTposb A®I. 3miHa y napameTpax cneuundikawivi
Ta/abo fonyCTUMUX MEX, BUSHAUYEHNX Y
cneuudikauisx Ha A®l, abo BUXiZHWIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTLCS Y NPOLLECI

3a
peyenmom

UA/13737/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsio4YeHHs

BMPOGHMLTBA AD| (3BY)KEHHS JOMYCTUMUX MEX,
BMU3HA4YeHuX y cneuudpikauii) CynyTHa 3miHa - 3MiHK 3
AKOCTi. A®I. KoHTponb AdL. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
mMarepiany/npoMbKHOro NPoAayKTy/peareHTy, LWo
BMKOPWCTOBYETLCA Y NpoLieci BupobHuutea AdI
(He3HauHi 3MiHN Y 3aTBEpPKEHNX METOAAX
BUNPOBYBaHHSA) — 3MiHW A0 cneuudikauii Ta meToais
KOHTposito A®| 3a nokasHukamu: «CynpoBigHi
OOMILLKM», «BTpaTa B Maci mpy BUCYLLYBaHHiI»,
«KinbKicHe BU3HAUYEHHSI» - 3BY)XEHHSI HOPMYBaHHS y
BiANOBIAHICTb A0 BMMOr MOHorpadii APY «LintunkoniH
HaTpitoN», 10 MEeTOAVK BHECEHI pefaKLiiiHi npaBku;
3MiHK | TUny - 3MiHK 3 KocTi. A®l. KoHTponb AdI.
3MiHa y meTogax BunpobysaHHs A®| abo BUXigHOro
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpo6bHuLTBa AdI
(He3HayHi 3MiHN Y 3aTBEPKEHNX METOAAX
BMMNPOGYBaHHSA) — BHECEHHS HE3HAYHOT 3MiHN Y
MeToAuMKy BUnpobyBaHHA Ans A®| 3a NOKa3HUKOM
«3a/IMLLKOBA KiNIbKICTb OPraHiyHUX PO3UYMHHUKIB», &
came [0NOBHEHO MeTOAMKY ONMMCOM MPUroTYBaHHS
XOJ/10CTOr0 PO34MHY, BHECEHI pefakLiliHi 3MiHu,
HOpPMYBaHHS 3a/MWweHo 6e3 3MiH

452,

LUTPOMAK® -
JAPHULA

TabneTkn, no 6 abo no
10 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji B naui; no 6
abo no 10 TabneTok y
KOHTYPHUX
YapyHKOBUX yNaKoBKax

MpAT
"®apmaueBTun
YyHa dhipma
"fapHuua”

YKpaiHa

MpAT

"®apmaueBTuyHa
ipma "OapHuus"

YKpaiHa

BHECEHHS 3MiH O peecTpaLiiiHMx maTepiasis: 3MiHu |
MRy - 3MiHK 3 IKOCTi. FOTOBWIA Nikapcbkunii 3aci6.
CuncTema KoHTeliHep/3aKkynoproBasibHUIA 3aci6. 3MiHa
PO3Mipy ynakoBKu roTOBOrO /liKapCbKoro 3acoby
(BMNYyYEHHS yNakoBKW MNEBHOTO PO3MIipY) - BUMYUYEHHS
yMakoBKM po3Mipy Mo 6 TabneToK Yy KOHTYPHIl
YapyHKOBIli yNakoBLi; N0 4 KOHTYPHI YapyHKOBI
ynakoBku B nadui (Ne 24), npu LbOMy NnepBrHHA
ynakoBka 3anveHa 6e3 3miH: no 6 a6o no 10
TabneToK Y KOHTYPHIli YapyHKOBIli ynakosui; no 1
KOHTYPHIli YapyHKOBI ynakoBLi B nayLi. 3MiH1 BHECEHI
B p0O3ZiNn "YnakoBka" y 3B"A3Ky 3 BUYYEHHSM NEBHOrO
PO3Mipy ynakoBK/ Ta SiK HACNIAOK - B pO34in
"Kateropis Bignycky" B iHCTPYKL,i0 4151 MEAUYHOTO
3acTocyBaHHSA Nikapcbkoro 3acoby (BBefeHHs 3miH
NPOTAroM 6-T1 MicsAUIB NicNs 3aTBEPAYKEHHS)

6e3
peyenma

UA/3002/01/01

453.

YACTOTINY
TPABA

TpaBano 50 ry
naykax 3 BHYTPiLIHIM
naketom, no1,5ry
hinbTp-nakeTi, no 20
iNbTP-NakeTiB y
nayui, no1,5ry
hinbTp-nakeTi, no 20
PiNbTP-NakeTiB y

MpAT
"NikTpasun"

Ykpaina

MpAT "NikTpasu"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu |
TMNYy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - 3aMiHa po3giny
«["padhiuHe ohopMIIEHHS YNAKOBKM» Ha pO3[in
«MapkyBaHHs» B MKHA J13: 3anponoHoBaHo:
MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEPKEHUM
TEKCTOM MapKyBaHHSA. OHOB/IEHHSI TEKCTY MapKyBaHHS
YNaKOBKM JiKapCbKOro 3aco6by 3 BHECEHHAM

3a
peyenmom

UA/5701/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
nauyuj 3 BHYTPILLHIM iHchopMmawii LWoA0 3a3HaYEHHS OAMHUL BUMIPIOBaHHS
nakeTom y cuctemi Sl. BBefieHHA 3MiH NPOTSArom 6-Tu MicsiLiB
nicns 3aTBepmkeHHs
454. | WANWUNHN nnoau no 100 r abo MpAT Ykpaina MpAT "NikTpasu" Ykpaina BHECEHHS 3MiH O peecTpaLiiiHuXx maTepianis: 3MiHK | 6e3 UA/5893/01/01
nnoaun 130 r y naukax 3 "NikTpasun" TMNYy - 3MiHW WoA0 6e3nekn/edpekTMBHOCTI Ta peuyenma
BHYTPILLHIM NakeTomMm; thapmakoHarnagy (iHwi 3miHn) - 3amMiHa po3giny
no 3,0 ry dinbtp- «["padpiuHe 0hOPMIIEHHS YNAKOBKN» Ha PO3Li/
naketax Ne20 y «MapkyBaHHs» B MKA J13: 3anponoHoBaHo:
naukax abo y naykax 3 MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEPAKEHNM
BHYTPILLHIM NakeTom TEKCTOM MapKyBaHHSA. 3MiH/ BHECEHi B TEKCT
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby LoAo
3a3HauYeHHs MiXXHapOAHWX NO3HAaYeHb OAUHULb
BMMIpIOBaHHsA. BBeEHHS 3MiH NPOTAroM 6-Tn MicsAuiB
nicns 3aTBepaKeHHs
455, | WIYHKOBUA 36ip; Mo 75 r y naykax MpAT YkpaiHa MpAT "“NlikTpasn" YkpaiHa BHECEHHS 3MiH 4,0 pPeECTpaLiiHNX MaTepiasliB: 3miHu | 6e3 UA/6056/01/01
3BIP Ne3 3 BHYTPILLHIM "NikTpasun" MMy - 3MiHM Woao 6e3nekn/eddekTMBHOCTI Ta peyenma
naketom; no 1,5ry hapmakoHarnagy (iHwi 3MiHn) - 3amiHa po3gainy
inbTp-nakeTi; no 20 «[pachiuHe ohopMNIEHHST YyNakoBKM» Ha Po3Ain
inbTp-nakeTiB y «MapkyBaHHs» B MKA /13: 3anponoHoBaHo:
nayui abo y nayui 3 MAPKYBAHHSA Y BignoBigHOCTI 3 3aTBEPAKEHNM
BHYTPILLHIM NakeTom TEKCTOM MapKyBaHHS. 3MiHN BHECEHi B TEKCT
MapKyBaHHS1 YNakoBK/ NikapCcbKoro 3acoby LLoAo
3a3HavYeHHs MiKHapOAHWUX NO3HAaYeHb OAUHULIb
BMMIpIOBaHHS. BBEAEHHSI 3MiH MPOTArOM 6-Tn MicsiLiB
nicns 3aTBepaKeHHs
456. | APUHA® TabneTkun, BKPUTI Baviep Al HimeuunHa Baviep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3miHu | 3a UA/11479/01/01
060/10HKOI0; Mo 21 HimeuunHa TUMY - 3MiHU 3 SKOCTIi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
Tabnetui y 6nictepi 3 (nepBuHHa Ta KOHTpPO/Ib AONOMDKHMX peyoBUH. 3MiHa napameTpis
KauieHAapHoo BTOPVHHA yNnakoBkKa, cneumdikauii Ta/abo foNyCTUMUX MEX ANst
LwKanoto; no 1 [03BI/T HAa BUMYCK [OMNOMDKHOT pe4YOBUHY (iHLLI 3MiHW) - OHOBJ/IEHHS
6nictepy y cepii); baliep cneumdikaLiii Ha fONOMiXKHI PEYOBUHUN TUTaHY
nanepoBoMy MilLleyKy Baiimap Mm6X i Ko. Aiokcug, 3anisa oKkcmg YepBOHUIA - 3MiHA MOCUIAaHHA 3
B KapTOHHIi navi K, HimeuunHa AKOCTI, pef,aKkTOPChbKi NpaBkn
(BUPOGHULTBO
Hepo3g)acoBaHoi
npoAaykuin)
457. | APUHA® TabneTkn, BKPUTI Baiiep Al HimeuunHa Baiiep AT, HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis: 3MiHK | 3a UA/12155/01/01
nnoc 060/10HKOI0; Ne 28: no HimeuunHa TUMY - 3MiHN 3 AKOCTi. FOTOBUIA Nikapcbkuii 3aci6. peyenmom
21 TabneTuj (MepBuHHa Ta KOHTpo/1b AONOMKHUX peyoBKH. 3MiHa napaMeTpis
OpaHXeBoro Konbopy i BTOPWMHHA yNakoBkKa, cneundikauii Ta/abo AONYCTUMMX MEX AN
no 7 TabneTok cBiTNo- [03BIi/T HAa BUMYCK [ONOMDKHOT peYOBUHY (iHLLI 3MiHW) - OHOB/EHHS
OpaHXeBOro Ko/bopy cepii); baiiep cneumdikauiin Ha fOMNOMKHI PEYOBUHU TUTaHY

B 6nicTepi; no 1
6nicTepy B KapTOHHIl
naui

Baiimap Mm6X i Ko.
K, Himeuunna
(BupobHuuTtBo

Hepo3dgracoBaHoi

niokecng, 3aniza oKcug, YepPBOHWIA, 3as1i3a OKCU, XXOBTWiA
- 3MiHa NocunaHHA 3 AKOCTI, pefakTOPChKi Npaskn
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsBi0O4YeHHs
npoAaykuir)

FeHepanbHU AUpeEKTop
AnpekToparty ¢papmaLeBTUHHOro 3a6e3neyeHHs 0.0. Komapiga




MEPENIK

JopaTtok 4

[0 Hakasy MiHicTepcTBa OXOpPOHU
300pOB’A YKpaiHu

12.10.2020 Ne 2313

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOINYHUX NPENAPATIB), SAKUM BIAMOB/EHO Y OEP)XXABHIN PEECTPAL,I, NEPEPEECTPALLI TA
BHECEHHI 3MIH 40O PEECTPALIIMHNX MATEPIANIB
TA LEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

KOHTPO/1b AKOCTI

Ne Ha3ssa dopma sunycky 3asasHUK KpaiHa Bupo6HuUK Kpaina rMiocmasa lMpoyedypa
n/n JliKapcbK0O20
3acoby
1. KETOCTEPWUN TabneTkun, BKpUTI Ppeseriyc Kabi | HimeuunHa Nabecdanb MopTyrania | 3acigaHHA BigmoBuTK y 3aTBep[KeHHi - BUMNpaBEHHSA BiAMNOBiLHOI
NAiBKOBOK 060/10HKOM, Mo | AoiunaHg M6X Na6opaTtopioc HTP Ne 33 Bif | TEXHIYHOI MOMWIKM B PEECTPaUiiHUX [OKyMEeHTax Ha
20 Tabnetok y 6nictepi; Anmipo, C.A. 27.08.2020 nikapcbknii  3acib, OCKi/IbKM  3anponoHoBaHi  3asBHUKOM
no 5 6nicTepiB y KapTOHHiIl BMNPAB/IEHHS] B TEKCTi MapKyBaHHS YMakKOBKW NiKapCbKoro
Kopoo6Ui 3acoby He BigMoBifalTb MNonepeAHbO  3aTBEPKEHUM
[OKYyMEeHTaM i He MOXyTb Ppo3rnagarucs $SK TexHiuHa
nomwuska
2. MEMOKC 10, TabneTku, BKpUTI TOBAPVCTBO YkpaiHa TOB "®apma Ykpaina 3acigaHHs BiaMoBUTY y 3aTBEPKEHHI - 3MiHN | TUNY - 3MiHW 3 AKOCTI.
MEMOKC 20 NNiBKOBOK 060/10HKOMD, MO 3 CrapT", YKpaiHa HTP Ne 36 Bify | MoToBwuii nikapcbkuid 3aci6. CTabinbHICTb. 3MiHa Yy TepMiHaxX
10 mr: no 10 TabneTok y OBMEXXEHORO (thacyBaHHsa Ta 17.09.2020 npugaTtHocTi abo ymoBax 36epiraHHs roTOBOro Mikapcbkoro
6nictepi; no 3 abo 6 BIANOBIAANBH nakyBaHHs 3 3acoby (3MiHa y 3aTBepAXeHOMY MPOTOKO/i CTabinbHOCTI) -
6nicTepiB y KAPTOHHIi ICTHO "ACIHO dopmum in bulk 3MEHLUEHHSI  4acTOTW  JOChiMpKeHHs  cTabinbHocti N3
nadui; no 20 mr: no 10 YKPAIHA" pipmn CiHTOH Memokc 10, Memokc 20, Ha OCHOBI aHasli3y CTaTUCTUYHUX
TabneTtok y 6nictepi; no 3 Xicnanis, C.J1., [aHnX, OCKi/IbKM JaHWil nikapcbkuii 3aci6 3apeecTpoBaHuii
6nicTepun y KapTOHHiIl IcnaHis) 3a npoueaypoto «PeecTpauis. ®acyBaHHS ab0 nakyBaHHS 3
nauui doopmu in bulk», WO YHEMOX/IUB/IHOE BBEAEHHSI CKOPOUEHOro
NPOTOKO/Y AOCAIMAXEHHS CTabiNbHOCTI
3. HEMPOKCOH® | posuuH ans iH'ekuiii, 500 MAT YkpaiHa MAT "Tannuchapm” YkpaiHa 3acifaHHs BigmoBUTM y 3aTrBeppKeHHi - BUMPaBfIEHHA TEXHIYHOI
Mmr/4 mn abo 1000 mr/4 mn "Tanuucpapm” HTP Ne 35 Big, | mOMWAKKM, OCKINIbKM 3anponoHOBaHa pefakuisi BUNpPaB/EHHS
no 4 mn B amny”ni; no 5 10.09.2020 TEXHIYHOI MOMWIKN He BIiANOBILAE BU3HAYEHHIO «TEeXHiYHa
amnyn B 6nictepi; no 2 noMunka» (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) Ta
6nicTepn B nauuj noTpebye BHECEHHSI 3MiH [0 MaTepasliB peecTpawiiiHoro
[l0CbE B YCTAHOB/IEHOMY MOPSAKY 3 HafaHHAM BiAMoBiAHOT
OOoKymeHTauii
4. CnionTo® PO34uH A8 iHranAauin no BepiHrep HimeuunHa Bepinrep HimeuunHa/ | 3acigaHHs BigmoBUTK y 3aTBepKeHHi - BUMNpaB/iEHHS BiAMNOBigHOI
PECMIMAT® 2,5 MKr/2,5 mkr; IHrenbxainm IHrenbxanm CnonyyeHe HTP Ne 36 Big, | TexHiYHOI MOMW/IKWM, OCKI/IbKM 3anpornoHoBaHi 3asBHUKOM
no 4 mMn y kapTpuaxi (60 IHTepHeLHN dapma 'mbX i Ko. | Koponiscteo | 17.09.2020 BUMNpPaB/IEHHA B TEKCTi MapKyBaHHS YMNaKOBKW NiKapCbKOro
iHransaujn); no 1 mM6X, KI, HimeuunHa Benvikoi 3acoby He BigMoBifalTb MonepeAHbO  3aTBEPKEHUM
KapTpuaKy B KOMNAEKTI 3 (BMPOGHMLTBO, BpuTaHii Ta OOKyMeHTaMm Ta (DakTUYHO € 3MiHaMKU y TeKCTi MapKyBaHHS i
1 inranatopom Pecnimat® nakyBaHHs, MiHiyHOT He MOXYTb PO3rNsAaTUCA K TEXHIYHA NOMUIIKa
Y KapTOHHIil kopoobLi MapKyBaHHs1, IpnaHgii




250

Ne Ha3ssa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina rliocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby

Ta BUNYCK cepiit
nikapcbkoro
3aco0by ); KoBeHc
Nab6opatopic N14,,
Cnony4yene
KoponiscTeo
Benvkoi BputaHii
Ta MiBHiYHOI
IpnaHgii
(KOHTPO/b AKOCTI
3a BUK/THOYEHHAM
nokasHuka
"Mikpob6ionoriyHa
ynuctoTa');
Kyacaap M'vm6X,
HimeuunHa
(KOHTpOAb AKOCTI
3a BUK/TIOYEHHAM
nokasHuka
"Mikpob6ionoriuHa
ynctoTa"); flabop
NIC CE & Ko. KT,
HimeuunHa
(KOHTpONb AKOCTI
3a NoKa3HUKOM
"Mikpob6ionoriuHa
ynctora'); Crc
IHCTUTYT
dpeseHiyc MvbX,
HimeyunHa
(KOHTPO/b AKOCTI
3a NOKa3HWKOM
"MikpobionoriyHa
yncrtoTa'")

FeHepanbHUi AUPEKTOP

AunpekTopaTy chapMaueBTUUHOIO 3a6e3neyeHHs

0.0. Komapiga
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