MIHICTEPCTBO OXOPOHM 3/I0POB’AI YKPAIHU

HAKA3

Kuis

22 rpyaua 2020 p. Ne 2970

IIpo jepkaBHY peecTpariiio (mepepeecTpariiio) JiKapCbKHX 3aco0iB (MegHUYHHX
iMyHOOio/T0TiUHKX MpenapaTiB) Ta BHeCeHHA 3MiH /I0 peecTpaLiiHUX MaTepiaiiB

BignosiaHo fo crarti 9 3akoHy Ykpainu «IIpo siikapchbKi 3acobu», MyHKTIB 5,
7, 9, 10 Tlopsinky [nep)kaBHOI peecTpalii (mepepeecTpaliii) mikapcbkux 3acobiB,
3aTBep/pKeHoro moctaHoBoro Kabinety MiuicTpiB Ykpainu Bif 26 TpaBHs 2005 poKy
Ne 376 «Ilpo 3aTBepgkeHHs IlopsiiKy Jep>kaBHOI peecTpaliii (mepepeecTpariii)
mikapcbkmx — 3acobiB i po3mipiB  300py 3a iX Jep)KaBHY  peecTpariiro
(mepepeecTpaiiito)», ab3aiy ABaAISATL CbOMOTO IMAMYHKTY 12 MyHKTY 4 ITomoxeHHs
rnpo MIiHICTEPCTBO OXOpPOHM 3/[0pOB’S YKpaiHW, 3aTBepKeHOro I10CTAaHOBO)
Kabinery MinicTpiB Ykpainu Big 25 Gepe3nst 2015 poky Ne 267 (B pepakiiii
noctaHoBu Kabinety MiHicTpiB Ykpaiau Biz 24 ciuns 2020 poky Ne 90), Ha mifcTaBi
pe3y/IbTaTiB eKCIIePTHU3M peecTpalfifHuX MaTepiasliB JiKapchbKUX 3aco0iB (MeAUUHUX
iMyHOOio/lOTiuHMX ~ TIperapariB), 10 TIOflaHi Ha [Iep’KaBHY  peeCTpariifo
(mepepeecTpallito) Ta BHECEHHs 3MiH /0 peecTpaljiiHUX MaTepiasiB, MpOBeJeHUX
[ep>xaBHUM MiATIPUEMCTBOM  «/lep>KaBHUM eKCIIepTHUM 1jeHTp MiHicTepcTBa
OXOPOHHU 37I0pOB’S YKpaiHW», BHUCHOBKIB 110710 eheKTUBHOCTi, Oe3reyHOCTi Ta
AKOCTI, WJOAO0 €KCIIePTHOI OLIHKM CITiBBIJHOLIEHHSI KOPUCTh/PU3MK JIIKAPCHKOrO
3aco0y, 1110 TIPOTIOHYETBHCS [0 Jep)KaBHOI peectpaillii (mepepeecTpailii), 070
BHECEHHSI 3MiH [0 peeCcTpaljiiHuX MaTepiajiB Ta peKoMeHZallii Moro Ao Jep>kaBHOl
peectpaiiii (rmepepeecTpariii) abo BHeCeHHsI 3MiH [I0 peeCTpalliiHUX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHecTH M0 Jlep>KaBHOTO DPeECTPY JiKapChbKuX 3acobiB
Ykpainu sikapcbki 3acobu (MeauuHi imyHoOiosioriyHi TpemapaTvl) 3TiHO 3
riepesikoM (JomaTok 1).

2. [lepepeecTpyBaTl Ta BHeCTU /10 Jlep>XKaBHOT'O peeCTPy JiKapChbKUX 3acobiB
YKpaiHud fiKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rifHO 3
riepesikoM (JJoAaToK 2).
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3. Brectu 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
JMKapcbKuX 3aco0iB YKpaiHW Ha JiKapchKi 3acobw (MeguuHi imyHoOGiomoriusi
riperapaTH) 3riJIHO 3 TiepesiikoM (JoAaToK 3).

4. BigMOBUTH Yy Jiep’KaBHiM peecTpallii/riepepeecTpallii Ta BHECeHHi 3MiH [0
peecTpaljiiHiX MaTepiamiB Ta [lep)kKaBHOrO peecTpy JiKapchbKuX 3acobiB YKpaiHu
niKapChbKMUX 3aco0iB 3ri/IHO 3 TIepeslikoM (0/1aToK 4).

5. KoHTpo/ib 3a BHUKOHAaHHSIM LbOTO HakKa3ly TOKJaCTM Ha 3acTyIlHUKa

MiHicTpa OXOpPOHU 370pOB’Sl YKpalHM 3 TWTaHb €BPOMENCHKOI iHTerpariil
IBaienka [.A.

MiHicTp Makcum CTEITAHOB



Jopartok 1
[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

22.12.2020 Ne 2970

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

Na6opatopioc
JNleoH ®apma,
C.A., IcnaHis;

poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3HaYeHMMY y NepioaNYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neku.

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n Jlikapcbko2o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. BPAYHOOWH | po34nH HaLKIipHWiA, b. BpayH HimeuunHa BUMNYCK cepil: Himeuunna/ peecTpaujif Ha 5 pokis 6e3 nionsi2ae UA/18496/01/01
7,5%, no 100 mny Menb3yHreH B. BpayH LlBeiuapis MepiognyHicTb NOAAHHSA PErYNIAPHO OHOBJIIOBAHOTO peyenma
nonieTuneHoBmx Al Menb3yHreH Ar, 3BiTYy 3 6e3neku, BianoBiaHO A0 MNopsaKy 34iNCHEHHS
nakoHax, no 250 HimeuunHa; hapmakoHarnagy, 3aTBepAXeHOro Hakasom
My BMPOGHMLTBO "in MiHicTepcTBa OXOpOHM 34,0POB’A YKpaiHu Big 27
nonieTuneHoBmx bulk", nepeuHHe rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
pnakoHax 3i cnpeii- Ta BTOPUHHE MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
Hacocom, o 20 nakyBaHHs, Ne 73/13340 (y pepakuii Hakaly MiHicTepcTBa
hnakoHiB y KOHTPO/b cepil: OXOPOHW 30POB'A YKpaiHn Bif 26 BepecHs 2016
KapTOHHiiA KOpo6L B. bpayH poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKamu,
Megikan Al 3a3HaYeHMMK y NepiognYHOCTI NOAAHHS PerynsipHnX
LliBeiiuapis 3BITiB 3 6e3MeKN.
2. BIHPAB PO34nH ANS iH'EKLi, Binc IHAisa Binc IHAain peecTpauisf Ha 5 pokis 3a He UA/18514/01/01
He MeHLL Hix 200 BionpogaxTc BionpogakTtc MepiognyHicTb NOAAHHA PEryNIAPHO OHOBJIIOBAHOTO peyenmom nionsizae
MO/mn, no 5 mny Nimiten Nimiteq 3BiTYy 3 6e3neku, BianoBiaHO A0 MopsiaKy 34iNCHEHHS
hnakoHax, no 1 hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
hnakoHy y MiHicTepcTBa 0XOpOHM 34,0POB’A YKpaiHu Big 27
KapTOHHI KOpooLi rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B MiHicTepcTBi
tocTuuil Ykpainum 29 ciuns 2007 poky 3a Ne 73/13340
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU 300P0B'A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMu, 3a3HaveHMn y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.
3. AYTACTEPU Kancysnu Teepgi no MicTpan AHrniA Brpo6HMUTBO Icnanis/ peecTpauis Ha 5 pokis 3a He UA/18497/01/01
Al 30 ab6o no 90 kancyn Kenitan NPOMIXHOro PymyHis MepiognyHiCTb NOAAHHA PErynsipHO OHOBJIIOBAHOMO peuyenmom niosnsieae
TAMCYNO3U | y chnakoHi, no 1 MeHexmeH NPOAYKTY, 3BiTY 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHH:
H-BICTA 0,5 hnakoHy B T NimiTeq, roToBOro thapmakoHarnagy, 3aTBepAXeHoro Hakasom
Mr/o,4 Mr KapTOHHiiA KOpo6Ll nikapcbKoro MiHicTepcTBa OXOPOHM 340P0OB’'A YKpaiHu Big, 27
3acoby, rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHs, MiHicTepcTBi tocTuLii Ykpainu 29 ciuyHa 2007 poky 3a
KOHTPO/1b SIKOCTI, Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
BWMYCK cepil: OXOPOHW 340POB'A YKpaiHu Bif, 26 BepecHs 2016
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KapPTOHHI KOpo6U;i

3a Ne 1649/29779 (y pegakuii Hakazy MiHicTepcTBa

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Brpo6HMUTBO
NPOMIXHOro
NpoayKTy:
C.C. 3eHTiBa
C.A., PymyHisi;
AnbTepHaTuBHe
BTOPUHHE
naKkyBaHHs:
Atpic ®apwma,
C.J1., Icnawis;
AnbTepHaTnBHe
BTOPUHHE
naxkyBaHHs:
MaHaHTian
InTerpa, C.J1.10.,
IcnaHis
4, KETOMNPO®E | po3unH AN iH'eKUIl, YOPN4 TypeyunHa dapmaBixH TypeyunHa peecTpauis Ha 5 pokis 3a He UA/18499/01/01
H-BM 100 mr/2 mn, no 2 MEAMUNH CaH. Be Tigx. MepiognyHICTL NOAAHHS PErYISIPHO OHOB/IIOBAHOTO peyernmom niossieae
M/1 B amnyni, no 5 INAY CAH. A.LL 3BiTYy 3 6e3neku, BignoBigHoO A0 MNopsaaKy 34iNCHEHHS
amnys B KOHTYpHili BE TIAX. hapmakoHarnagy, 3aTBepAXeHoro Hakasom
YapyHKOBIli A.LL. MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
ynakosui, no 1 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTYPHiIl MiHicTepcTBi tocTuuii Ykpainu 29 ciuHa 2007 poky 3a
YapyHKOBIli ynakoBLj Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
Y KapTOHHIli KOpoobL; OXOPOHY 3[,0pOB'sA YKpaiHu Bif 26 BepecHs 2016
Nno 2 KOHTYpPHi poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
YapyHKOBI YNakoBKu 3a3HayYeHVMN Y NepiofMYHOCTI NoJaHHSA perynspHux
Y KapTOHHI KOpOOLLi 3BiTIB 3 6e3neku.
5. KCUNA30n cnpei HasanbHWiA, YOPNA TypeuunHa YOPNA TypeuunHa peecTpaujisft Ha 5 pokis 6e3 nionsi2ae UA/18500/01/01
pO34mH no 10 mny MEANUNH MEANUNH MepioAnyHICTL NOAAHHS PErY/ISPHO OHOB/IIOBAHOTO peyenma
hnakoHi 3 INAY CAH. INIAY CAH. BE 3BiTYy 3 6e3neku, BignoBiaHO A0 MNopsaKy 34iRCHEHHS
posnuaoBayvem Ta BE TIOX. TIOXK. A.LLL. thapmakoHarnsgy, 3aTBepAkeHoro Hakasom
3axXUCHUM A.LL. MiHicTepcTBa OXOpPOHM 3[40POB’'st YKpaiHu Big, 27
KoBnaykom; no 1 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
hnaKkoHy B MiHicTepcTi tocTuLii YKpainun 29 ciuHa 2007 poky 3a
KapTOHHI KOPOOL Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHW 370pOB'A YKpaiHn Bif 26 BepecHs1 2016
poky Ne 996), cTaHOBUTb: 3rifHO 3i CTpoKamu,
3a3HayvYeHUMK y NepioAnYHOCTI NOAAHHS PerynsipHuX
3BITIB 3 6e3neku.
6. KCUNA30/- cnpeii HazasbHUiA, yopPna TypeyunHa YOPNA TypeyunHa peecTpavuis Ha 5 pokis 6e3 He UA/18501/01/01
Kiac po3uvH no 10 mny MEANLUNH MEANUNH MepiognyHiCTb NOAAHHA PEryNIAPHO OHOBJIIOBAHOTO peyenma niosisieae
hnakoHi 3 ITAY CAH. INAY CAH. BE 3BiTYy 3 6e3nekun BiANOBIAHO A0 MopsAKY 34iACHEHHS
posnuaioBavem Ta BE TIAXK. TIOXK. A.LL. hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
3aXVICHUM A.LL. MiHicTepcTBa OXOpOHU 34,0POB’A YKpaiHu Big, 27
KoBnaykom; no 1 rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
hnakoHy B MiHicTepcTBi tocTuLii YKpainun 19 rpyaHsa 2016 poky
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MiHicTepcTBi tocTuuii Ykpainm 29 ciyHs 2007 poky 3a

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
OXOPOHU 340p0B’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HayYeHVMN Y NepiogMYHOCTI MOAaHHSA perynspHux
3BITIB 3 6e3neku.
7. NOPHALO niocpinizat ans YOPNL4 py3ia Medpap lnau TypeyunHa peecTpauis Ha 5 pokis 3a He UA/18503/01/01
PO3UUHY ANS iH'EKLA MEAOVLUNH CaH. A.LL. MepiognyHiCTb NOAAHHA PErynspHO OHOB/IIOBAHOMO peyenmom nionsi2ae
no 8 mr niogoinisary nTA 3BiTYy 3 6e3neku, BignoBigHO A0 MNopsaaKy 34iNCHEHHS
[ANSA PO34nHY Ans chapmakoHarnsgy, 3aTBepAXeHoro Hakasom
iH'eKLi y chnakoHi B MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KOMMNNEKTi 3 2 MN rpyaHa 2006 poky Ne 898, 3apeecTpoBaHOro B
po3urHHKKa (Boga MiHicTepcTBi tocTuuii Ykpainu 29 ciuyHa 2007 poky 3a
ONs iH'eKUin) B Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
amnyni; 1 donakoH 3 OXOPOHW 3[,0pOB'A YKpaiHn Bif 26 BepecHs 2016
niocpinizatom ans poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
PO3UUNHY ANS iH'EKLA 3a3HayYeHVMN Y NepiofMYHOCTI MoJaHHSA perynspHux
Ta 1 amnyna 3BITiB 3 6e3neKu.
PO34MHHVKa B
KapTOHHI kopobuyj;
3 pnakoHu 3
niocpinizatom ans
PO3UUHY ANS iH'EKLA
Ta 3 amnynu
PO34MHHVKA B
KOHTYPHIl
YapyHKOBIli
ynakosui, 1
KOHTYpHa YapyHKoBa
ynakoska B
KapTOHHI Kopoo6Lli
8. MAUXEN TabneTku, BKpUTI MaiinaH IHais MANNAH IHais peecTpauist Ha 5 pokis 3a He UA/18504/01/01
onn NnNiBKOBOKO Na6opaTtopi3 NABOPATOPI3 MepiognyHICTb NOAAHHA PerynsipHO OHOBJIHOBAHOTO peyenmom niossieae
060/10HKOt0, No 400 Nimiten NIMITEL 3BiTy 3 6e3neku, BigNoBigHO 10 MopsaKy 34iCHEHHS
mr/100 wmr, no 28 thapMakoHarnisgy, 3aTBepAKeHOro Hakasom
TabneToK y do/1akoHi; MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
no 1 pnakoHy B rpygHa 2006 poky Ne 898, 3apeecTpoBaHoro B
KapTOHHIN ynakoBLi MiHicTepcTBi tocTuuii Ykpainum 29 ciuHa 2007 poky 3a
Ne 73/13340 (y pepakuii Haka3zy MiHictepcTBa
OXOPOHW 300pPOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3rigHO 3i CTpoOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
9. MEOEKCON Kpani O4Hi, PO34uH, YOPNA4 TypeuunHa YOPNA TypeuunHa peecTpauist Ha 5 pokis 3a He UA/18505/01/01
1wmr/mMn;no5mny MEANUNH MEAOVUWH MepiognyHICTb NOAAHHA PerynsipHO OHOBJIIOBAHOO peuyenmom niosnsieae
hNakoHi- OPTANIbMI IIAY CAH. BE 3BIiTy 3 6e3nekw, BignoBiAHO A0 Mopaaky 34iliCHEHHS
KpanenbHuui, no 1 KC TIOK. A.LL. thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
hnakoHy B INAYNAPI MiHicTepcTBa OXOPOHM 300POB’A YKpaiHu Big, 27
KapTOHHI Kopoo6Li ATA. WTI. rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
OXOPOHY 30pOB'A YKpaiHu Bif 26 BepecHs1 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpoKamu,
3a3HayveHMK y NepioAnYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
10. MEAOTUNIH PO34MH NS iH e, YOPN4 TypeyunHa Medpap lnau TypeyunHa peecTpavuist Ha 5 pokis 3a He UA/18506/01/01
1000 mr/4 mn no 4 MEONUNH CaH. A.LL. MepioAnyHICTb NOAAHHA PerynsipHO OHOBJIIOBAHOO peyenmom niosisieae
M/1 B amnyni, no 3 ITAY CAH. 3BiTYy 3 6e3neku, BignoBiaHO A0 MopsiaKy 34iNCHEHHS
amnysnn y KOHTYpHIl BE TIAXK. thapmakoHarnsgy, 3aTBepaXeHoro Hakasom
YapyHKOBIli A.LL. MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
ynakosLi, no 1 rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
KOHTYPHIl MinicTepcTBi tocTuii YKpainm 29 ciuHa 2007 poky 3a
YapyHKOBIli ynakoBLji Ne 73/13340 (y pepakuii Haka3zy MiHicTepcTBa
B KapTOHHIi kopobui OXOPOHW 3,0pOB'A YKpaiHn Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMM y NepiognYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
11. MIA30® Kpanni gns TOB YkpaiHa CMNELWIAN ITanis peecTpauist Ha 5 pokis 3a He UA/18507/01/01
nepopasibHoro "30PABO" MPOOAKTC MepiognyHICTb NOAAHHA PerynsipHO OHOBJIHOBAHOTO peyenmom niossieae
3acTocyBaHHs, 60 JIAVH C.M.A. 3BiTy 3 6e3neku, BigNoBIgHO 10 MopsaKy 34iCHEHHS
mr/mn, no 15 mny chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
hnakoHi 3 MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big, 27
KpanesibHuLeto, no 4 rpygHa 2006 poky Ne 898, 3apeecTpoBaHoro B
dnakoHn y navi 3 MiHicTepcTBi tocTuuii Ykpainum 29 ciuHs 2007 poky 3a
KapToHYy Ne 73/13340 (y pepakuii Haka3zy MiHictepcTBa
OXOPOHW 340pPOB'A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HaYeHMMK y NepiognYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
12. MOKCUAUN3 Kpanni o4Hi no 5 M.BIOTEK Benuka IHAOKO IHAaisa peecTpauis Ha 5 pokis 3a He UA/18508/01/01
Mr/mn; no 5 mny NIMITEL BpuTaHis PEMELI3 MepiognyHICTb NOAAHHA PerynsipHO OHOBJIIOBAHOMO peuyenmom niosnsieae
hNaKkoHi- NIMITEL 3BiTy 3 6e3neku BigNoBigHO f0 MopsAAKY 34iCHEHHS
KpanenbHuuj, no 1 chapmakoHarnsgy, 3aTBepAKeHOro Hakasom
dnakoHy- MiHicTepcTBa OXOPOHM 300POB’A YKpaiHu Big, 27
KpanenbHuui y rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHI KOpoo6Li MiHicTepcTBi tocTuuii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HaYeHMMM y NepioanYHOCTI NOAAHHS PerynsipHuX
3BITiB 3 6e3neKu.
13. HOPMOJAKT | cupon, 670 mr/mn no My6niyHe YkpaiHa My6niyHe YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18509/01/01
100 mn y 6aHuj akuioHepHe akuioHepHe MepiognyHICTb NOAAHHA PerynsipHO OHOB/IIOBAHOMO peyenma
noniMepHii; no 1 TOBapuCTBO TOBapucTBo 3BiTy 3 6e3neku, BignoBsigHO Ao Mopaaky 34iicHeHHS
6aHuj pa3om i3 "HaykoBo- "HaykoBo- hapmakoHarnsgy, 3aTBepAXeHoro Hakasom
[,03yBasIbHOIO BMPOGHWYNIA BMPOGHUUNIA MiHicTepcTBa OXOPOHM 340P0B’A YKpaiHu Big, 27
NIOXKKOIO B nauui; no LEeHTp LeHTp rpygHsa 2006 poky Ne 898, 3apeecTpoBaHoro B
100 M1y dh/1akoHi "BopLuariscb "BopLuariBcbknii MiHicTepcTBi tocTuuii Ykpainu 29 ciyHs 2007 poky 3a




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHna npoyedypa Ymosu Peknavys Howmep
n/n JNlikapcbko20 | (nikapcbka ¢ghopma, 3asiBHUKa BUPOGHUKA BionycKy aHHs peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
nonimepHomy; no 1 KNI Ximiko- XimiKo- Ne 73/13340 (y pepakuii Hakady MiHicTepcTBa
hnakoHy pasom i3 hapmaueBT hapmaLeBTUYHN OXOPOHY 30pOB'A YKpaiHu Bif 26 BepecHs1 2016
[03yBa/IbHOIO NYHWI  3asog” poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpoKamu,
JIOXKOIO B mavii; no 3aBofg" 3a3HayveHMK y NepioAnYHOCTI NOAAHHS PerynsipHuX
200 My hnakoHi 3BITIB 3 6e3neku.
nonimepHomy; rno 1
dhnakoHy pasom i3
[03yBasIbHOMO
NIOXKKOIO B nauui; no
240 mn y cpnakoHi
nonimepHomy; no 1
hnakoHy pasom i3
[03yBa/IbHOIO
JIOXKKOK B nauLii
14. TEPBYTA/NIH | nopowiok TOB YkpaiHa Menogi IHAaia peecTpauisf Ha 5 pokis - He UA/18510/01/01
Y CYNb®AT (cybeTaHuis) y "BOPBAPT Xenckepe MBT. niossieae
noagiliHmx C ®PAPMA" nra.
nonieTuneHoBmxX
naketax gns
chapmaLeBTUYHOIo
3aCTOCYBaHHS
15. LE®POMEPA3 | nopoLlok as TOB YkpaiHa TOB Ykpaina peecTpavuis Ha 5 pokis 3a He UA/18511/01/01
OH KOMBI PO3UMHY ANA iH'eKLil "ACTPA®A "ACTPA®APM" MepiognyHiCTb NOAAHHA PErynsipHO OHOB/IIOBAHOMO peyenmom nionsi2ae
no 1000 mr/1000 wr, PM" (makyBaHHs i3 3BITYy 3 6e3neku, BignoBigHO A0 MopsaKy 34iiCHEHHS
no 1 a6o no 10 chopmu in bulk: thapmakoHarnagy, 3aTBepAXeHoro Hakasom
hNaKkoHiB y HCMC Xe6eli MiHicTepcTBa OXOpPOHW 34,0POB’A YKpaiHu Big, 27
KapTOHHI KOPOOL XyamiH rpyaHsa 2006 poky Ne 898, 3apeecTpoBaHOro B
PapmacbloTikau MiHicTepcTBi tocTuuii Ykpainu 29 ciuyHa 2007 poky 3a
KomnaHi Ne 73/13340 (y pepakuii Hakasy MiHicTepcTBa
Nimiteq, Kutait) OXOPOHM 340pOB'st YKpaiHu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofMYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
16. LE®PTATIM- NOpPOLLOK A/1A MaHKaiHg, IHais MaHkaiiHg, IHais peecTpauis Ha 5 pokis 3a He UA/18512/01/01
1000 PO3UMHY ANA iH'EKLil Papma dapma Nimiteq, MepiognyHiCTb NOAAHHA PErynspHO OHOB/IIOBAHOIO peyenmom nionsi2ae
no 1000 mr, no 1 Nimiten 3BiTy 3 6e3neku, BignoBigHO Ao Mopaaky 34iicHeHHSA

hnakoHy y
KapTOHHI Kopoo6Li

chapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuil Ykpainu 29 ciyHa 2007 poky 3a
Ne 73/13340 (y pepakuii Hakady MiHicTepcTsa
OXOPOHM 340POB'A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HavYeHMN Y NepiofMYHOCTI NoJaHHSA perynspHux
3BITIB 3 6e3neku.




FeHepanbHUN AUpPeEKTOop
AnpekToparty thapmayeBTUYHOro 3a6e3neyeHHs OnekcaHpp KOMAPIAA



Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

22.12.2020 Ne 2970

NMEPENIK

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

Hassa
JliKapcbK0o20
3acoby

dopma sunycKy
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOBGHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

AUPA-
CAHOBE/1b

TabneTku no 16 mr
no 14 tabneTtok y
6nictepi; no 2
6nictepu B
KapTOHHiA KopooLi

CaHoBesb
Inay CaHai
BE
Tupxapet
A.LL

TypeyunHa

CaHoBenb Inau
CaHai Be
Tumxkapet A.LL.

TypeyunHa

MepepeecTpauii Ha HEOBMEXeHW TEPMIH.
3MiHu | TUNY - 3MiHK Woa0
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT Ans
Me[MYHOro 3aCTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX
nNiKapcbKnx 3acobiB Nic/s BHECEHHS TiET camol
3MiHU Ha pediepeHTHUIA npenapar (3MiHa He
noTpebye HafiaHHS XXOAHNX HOBUX AOAATKOBUX
AaHunx) 3MiHW BHECEHI [0 iHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
y po3ginm "MpoTtunokasaHHsa", "B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamu Ta iHWi BUAK
B3aemogiit", "OcobnmnBoCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpygaro”, "Mo6ivHi peakwyii" 3rigHo 3
iH(hopMaLieto Woa0 MeanyYHOro 3acTocyBaHHs
pechepeHTHOro ikapcbkoro 3acoby
(ATAKAHZA, Tabnetky no 8 mr abo no 16 mr).
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IKOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsizae

UA/8667/01/02

AWPA-
CAHOBE/b

TabneTku nNo 8 mr no
14 TabneTok y

CaHoBesb
Inay CaHai

TypeyunHa

CaHoBenb Inau
CaHai Be

TypeyunHa

MepepeecTpauii Ha HEOBMEXeHN TEPMiH.
3MiHu | TMNYy - 3MiHK Woao

3a
peyenmom

He nionsizae

UA/8667/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

6nictepi; no 2
6nictepu B
KapTOHHI/ KopoobLi

BE
Tupxapet
A.LL.

Tupxapet A.LL.

6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro
3aco6y, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA
reHepuyHuX/riopuaHnx/éionodibHmx
NiKapcbKnx 3acobiB Nic/1si BHECEHHS TiEl camoi
3MiHM Ha pechepeHTHW1 NpenapaT (3MiHa He
noTpebye HafiaHHs XOAHNX HOBUX AOAATKOBMX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLIT Ans
MeAMYHOro 3acTOCYBaHHSA NiKapCbKoro 3acoby
y po3ginu "MpoTunnokasaHHsa", "B3aemogis 3
HLWMMKM NiKapcbKMMK 3acob6amMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHA y nepio BariTHOCTi abo
rofyBaHHs rpyaar”, "rMo6ivni peakuii" 3rigHo 3
iHhopMauieto 1040 MeANYHOTO 3aCTOCYBaHHS
pethepeHTHOrO NlikapcbKoro 3acoby
(ATAKAH/, TabneTkn no 8 mr abo no 16 wmr).
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPMAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

ACKOPBIHKA®-
KB

TabneTkn 3i cMakom
anenbcuHa no 25
mr; no 10 TabneTok
Y eTUKeTLi

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT "KUTBCBKMIA
BITAMIHHWA
3ABOJ"

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHoBeHo iHchopmaLito B IHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro 3acoby
y po3ginax "B3aemogis 3 iHWUMK NikapCbKMMn
3acobamu Ta iHWi BUAY B3aemogiii",
"Oco61MBOCTI 3acToCyBaHHS", "3acTocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHs
rpyAAao” (yTouHeHHs incpopmauii), " 3gaTHicTb
BMN/MBATY Ha LUBUAKICTb peakuii Npu KepyBaHHI
aBTOTPaAHCMOPTOM abo iHLWMMU MexaHi3mamun'
BIANOBIAHO [0 OHOBMEHOI iHhopMaL,i 3
6e3neky 3acTocyBaHHA Ail040i PEYOBUHM.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsaaky 34iicHeHHs1 chapmakoHarnsay,

6e3
peuyenma

nionsieae

UA/4571/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ifiHO 3i CTpOKaMu, 3a3HaYeHNMHN y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

ACKOPBIHKA®-
KB

TabneTkn 3i cCMakom
M'ATV No 25 mr; no
10 TabneTtok y
eTnkeTui

AT
"KUIBCbKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT "KUTBCBKMIA
BITAMIHHWA
3ABOJ"

YkpaiHa

MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH.
OHoBeHo iHchopmaLito B IHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHSA MiKapCbKoro 3acoby
y po3ginax "B3aemogis 3 iHWUMK NikapCbKMMn
3acobamu Ta iHWi BUAY B3aemogiii",
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHs
rpyAAao” (yTouHeHHs incpopmauii), ' 3gaTHicTb
BMN/MBATY Ha WWIBUAKICTb peakuii Npu KepyBaHHI
aBTOTPaAHCMOPTOM abo iHLWMMU MexaHi3mamun'
BIANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3
6e3neky 3acTocyBaHHA Ail040i PEYOBUHM.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.

6e3
peuyenma

nionsieae

UA/1527/01/01

ACKOPBIHKA®-
KB

Tabnetku 3i cmMakom
nosyHuui no 25 wmr;
no 10 TabneTtok y
eTukeTui

AT
"KUIBCbKW
"
BITAMIHHIN
" 3ABOA"

YkpaiHa

AT "KVTBCBKIAT
BITAMIHHWA
3ABOS"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHoB/EeHO iHhopmaLito B IHCTPYKLiT ans
MeANYHOro 3acToCyBaHHA NikapcbKoro 3acoby
y po3giniax "B3aemogisl 3 iHLWUMW MiKkapCbKMMn
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHS", "3acTocyBaHHs
y nepiog BariTHOCTi abo rogyBaHHs
rpyaaro”(yToyHeHHs iHdhopmadit), " 3a4aTHicTb
BNAMBaTU Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMMN MexaHiamammn'
Bi4NOBIAHO 40 OHOBMEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHs [il040i PeYOBUHW.
MepiognyHicTb NOAAHHSA perynsipHo

6e3
peyenma

nidnsieae

UA/1528/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep

peecmpayitiHo2o

nocsBi0O4YeHHs

OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

ACKOPBIHKA®-
KB

TabneTtkn 3i CMakoM
NIMMOHa no 25 mr; no
10 TabneTok y
eTukeTui

AT
"KUIBCBKW
"
BITAMIHHI
" 3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHAI
3ABOA"

Ykpaina

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
OHoBEeHO iHhopmaLito B IHCTPYKUii ans
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
y po3ginax "B3aemogis 3 iHWUMW NikapCbKUMU
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs
y nepio BariTHOCTi abo rogyBaHHs
rpyaao”(yTouHeHHs iHdhopmaLit), " 3aaTHicTb
BNAMBaTU Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPAHCNOPTOM a60 iHWMMK MeXaHismamn'
Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLlii 3
6e3nekn 3acTocyBaHHS Ail040i PEYOBUHM.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMW, 3a3Ha4YEHNMU Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/1529/01/01

ACKOPBIHKA®-
KB

TabneTtkn 3i CMakom
AvHi no 25 wr; no 10
TabneTok y eTukeTuj

AT
"KUIBCBKW
"
BITAMIHHM
" 3ABOA"

Ykpaina

AT "KUIBCBKMA
BITAMIHHW
3ABOA"

YkpaiHa

MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH.
OHoBEeHO iHhopmauito B IHCTpYKUii gns
MeZMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby
y po3ginax "B3aemogis 3 iHWUMW NiKkapCbKMMUN
3acob6amu Ta iHLWi BUAW B3aEMogii”,
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs
y nepiof BariTHOCTi abo rogyBaHHs
rpyAate"(yTouHeHHs iHgpopmauii), " 3aaTHiCTb
BM/IMBATU Ha LUIBUAKICTb peakwii Npu KkepyBaHHI
aBTOTPaAHCMOPTOM abo iHLWMMU MexaHi3mamun'
Bi4MNOBIAHO 40 OHOBMEHOI iHChopmaLii 3

6e3
peyenma

nionsieae

UA/17792/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3nekn 3acTocyBaHHA Ail040i PEYOBUHM.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BigNoOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), CTaHOBUTL:
3riHO 3i CTPOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

ACKOPBIHKA®-
KB

TabneTtkn 3i CMakom
MaHro no 25 mr; no
10 TabneTok y
eTukeTui

AT
"KNIBCbKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT “KI/ITBCbKI{II/I
BITAMIHHUN
3ABOL"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHoBeHo iHhopmaLito B IHCTPYKUii ans
MeZIMYHOro 3aCTOCYBaHHA NiKapPCLKOro 3acoby
y po3ginax "B3aemogis 3 iHWUMW NikapCbKMMmn
3aco6amu Ta iHLWi BUAW B3aEMogiit”,
"Oco6/MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs
rpyaaro”(yTouHeHHs iHdhopmadit), " 34aTHicTb
BM/IMBATY Ha LUBUAKICTb peakwii Npu KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHLWMMKN MeXaHiamammn'
BiNOBIAHO 40 OHOBNEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHs [il040i PEYOBUHMW.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKaMu, 3a3HavYeHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6esneku.

6e3
peyenma

nidnsieae

UA/17793/01/01

ACKOPBIHKA®-
KB

TabneTku 3i CMakom
TYTTi-chpyTTi NO 25
mr; no 10 TabneTok
Y eTUKeTLi

AT
"KUIBCbKW
%
BITAMIHHW
" 3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

Ykpaina

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
OHoBeHo iHchopmMaLito B IHCTpYKLUiT Ans
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
y po3ginax "B3aemogis 3 iHWUMW NMikapCbKUMU
3acobamMu Ta iHLWi BUAW B3aeMopiii",
"Oco06/1MBOCTi 3aCTOCYBaHHSA", "3acToCyBaHHs
y nepioa BariTHOCTi abo rogyBaHHs

rpyaar” (yTouHeHHs iHdpopmauii), " 3aaTHicTb

6e3
peyenma

nionsiecae

UA/17794/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

BNMBaTW Ha LWBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCMOPTOM abo iHLWMMU MexaHi3mamun'
BIANOBIAHO [0 OHOBMEHOI iHChopMaLi 3
6e3neky 3acTocyBaHHA Ail040i PEYOBUHM.
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPMXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.

10.

ACKOPBIHKA®-
KB

TabneTtkn 3i CMakom
6aHaHa no 25 mr; no
10 TabneTok y
eTukeTui

AT
"KUIBCbKW
"
BITAMIHHM
1 3ABOA"

Ykpaina

AT “KI/ITBCbKI{II/I
BITAMIHHUN
3ABOL"

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
OHoBeHo iHpopmaLito B IHCTPYKLii ans
MeZIMYHOro 3aCTOCYBaHHA NiKapPCbKOro 3acoby
y po3ginax "B3aemogis 3 iHWUMK MikapCbKMMmn
3aco6amu Ta iHLWi BUAW B3aEMogiit”,
"Oco6/1MBOCTi 3aCTOCYBaHHSA", "3acTocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs
rpyaaro”(yTouHeHHs iHdhopmadit), " 3a4aTHicTb
BM/IMBATY Ha LUBUAKICTb peakwii Npu KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHLWMMKN MexaHiamamun'
BiNOBIAHO 40 OHOBNEHOT iHChopMaLii 3
6e3nekn 3acTocyBaHHs [il040i PEYOBUHMW.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6esneku.

6e3
peyenma

nidnsieae

UA/17795/01/01

11.

ACKOPBIHOBA
KNACNOTA

npaxe no 50 mr, no
50 gpaxe y
6nictepax; no 160
apaxe y

AT
"KNIBCbKW
"
BITAMIHHW

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

Ykpaina

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHoBeHo iHthopmaLito B IHCTpYKLiT Ans
MeZMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby
y po3ginax "B3aemMogis 3 iHWMK NiKapCbKUMun

6e3
peyenma

nionsieae

UA/1527/02/01




15

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

KOHTeliHepax
(6aHoukax); no 160
[Apaxe y KOHTelHepi
(6aHouui), Mo 1
KOHTeliHepy
(6aHouui) y nayui

" 3ABOL"

3aco6amu Ta iHLWi BUAn B3aemMogii”,
"Oco6/1MBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs
y nepioA BariTHOCTi abo rogyBaHHs
rpyaAro”(yTouHeHHs iHchopmaii) BignoBigHo
[,0 OHOBJEHOI iHGhopMaLii 3 6e3nekn
3aCTOCYBaHHS Ajl040l PEYOBMHN.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

12.

ACKOPIN

Tabnetkn, no 10
TabneTtok y 6nicrepi;
no 1 a6o no 2, abo
no 5 6nictepis B
KapTOHHI ynakosL,i

nenmapk
dapmacboT
vikans Jita,.

IHais

I neHmapk

PapmacboTrKan3

nro.

IHAis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
BHeceHO 0HOBEHY iHhOpMaLiito B IHCTPYKLit0
7151 MeANYHOro 3aCTOCyBaHHS NiKapCbKOro
3acoby Ao po3ainis "MpoTunokasaHHs",
"B3aemogis 3 iHWYMU nikapcbkrMm 3acobamu
Ta iHwWi Buav B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHs", "Mepeno3yBaHHA", "Mo6iYHi
peakuii" BiANOBIAHO A0 OHOBMEHOI iHchopMmaL,ii
3 6e3nekn Ajrynx Ta AONOMDKHUX PeYOBUH
NiKapcbKoro 3acoby.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsizae

UA/11237/01/01

13.

ACTATOP 10

Tabnetku, no 10 wmr,
no 10 TabneTtok y
6nictepi, no 3
6nictepu y
KapTOHHIlA ynakoBLi

TOPPEHT

®APMACb

tOTIKANC
nTa.

IHais

TOPPEHT

PAPMACBIOTIKA

Nc nTA

IHais

MepepeecTpaLllisi Ha HEOBMEXEHN TEPMIH
OHoBeHO iHdopMaLiito B IHCTPYKLT ANs
MeAMYHOro 3aCTOCYBaHHS NiKapCbKoro 3acoby
y po3sginax "®apmakosioriyHi BnactuBocTi",
"MokasaHHA" (yTOUHEeHHS iHdopmalLlii),
"MMpoTrnokasaHHsa", "B3aemogis 3 iHWymMmn

3a
peyenmom

He nionsicae

UA/14663/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepio BariTHOCTi abo
rogyBaHHs rpyaar”, "34atHicTe BN/MBaTK Ha
LIBUAKICTb peakLii npy kepyBaHHi
aBTOTPaAHCMOPTOM ab60 iHLWMMK MexaHiamamu',
"Cnoci6 3actocyBaHHs Ta go3un", "MobiuHi
peaxuii” BignoBigHo A0 iHhopmauii
pethepeHTHOrO /ikapCbKoro 3acoby
(CUHTYNAP®, TabneTkn, BKpUTI M/1IBKOBOO
060/10HKOH0, M0 10 Mmr).
MepiognyHiCTb NOAAHHA PerynsipHo
OHOBJIHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.

14.

BIBPOLN

Kpansi Ha3asibHi; no
15 mn y cknsHomy
donakoHi 3
nosinponizieHoBo
KPULLIKOIO-
KpanensHuueto; no 1
donakoHy B
KapTOHHI KopooLi

rCK
KoHcbtomep
Xerickep
C.A.

LLiBefiuapis

"CK KoHcblomep
Xenckep C.A.

LBeiiLapis

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
OHOB/IEHO iHGhopMaLlito 3 6e3nekn B iIHCTPYKLT
[ONs MeAMYHOro 3acToCyBaHHS NiKapCbKoro
3acoby y po3ginax "®apmakonorivHi
BNacTUBOCTI" (YTOUHEHHS iHchopmaLi),
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Oco6/MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” (yTouHeHHs iHdhopmadii),
"3[4aTHICTb BNAMBATU Ha LWBUAKICTb peakLil
npu KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLINMK
MexaHisMamu” (yTOUHeHHs iHchopmadii),
"Cnoci6 3acTocyBaHHA Ta A031" (YTOYHEHHS
iHdbopmawii) BignoBigHoO fo matepianis
peecTpauiiHoro AoCbeE.
MepiognyHiCTb NOAAHHA perynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
Mopsaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy

6e3
peyenma

nionsieae

UA/4564/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.

15.

BIBPOLMN

cnpeli Has3anbHUA;
no 10 mn y donakoHi
3 po3nusoBaYeM; no
1 donakoHy y
KapTOHHIA KopoobLi

rCK
KoHcblomep
Xerckep
C.A.

LLiBefuapis

"CK KoHcblomep
Xenckep C.A.

Llseiiuapis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHOoB/EeHo iHGhopMaLito 3 6e3neku B IHCTPYKLT
[ANA MeiYHOro 3aCTOCyBaHHS NiKapCbKOro
3aco6by y posginax "lMpoTunokasaHHs",
"B3aemogis 3 iHWVMU NikapcbkMu 3acobamu
Ta iHWi B1uamn B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaao” (YTOUHEHHS
iHchopmawii), "3aaTHiCTb BNAMBaTK Ha
LWBMAKICTb peakLii npy KepyBaHHI
aBTOTPAHCNOPTOM a60 iHWMMK MeXaHismamn'
(yTouHeHHs iHchopmalii), "Cnocib
3acTOoCyBaHHSA Ta 403U" (YTOUHEHHS
iH(hopMawiT) BignoBiAHO [0 MaTepiasiB
peecTpauiiHoro Aocbe.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

6e3
peyenma

nidnsieae

UA/4564/02/01

16.

BIKC AKTUB
BA/Ib3AM 3
MEHTO/IOM TA
EBKANIMNTOM

Masb, no 25 r abo 50
r, a6o 100 r y 6aHL;
no 1 6aHuj y Kopobui

MpokTep
eHp Fem6bn
IHTEepHeLLHN
OnepewH3

CA

LLiBefiuapis

MpokTep eHp,
Fem6n
MaHydhekuypiHr
M6X

HimeuunHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
OHoB/eHO iHhopMaLiio y po3ginax
"MpoTrnokasanHa", "Mo6iuHI peakuii”
IHCTPYKLi 4151 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BiANOBIAHO A0 OHOBMEHOI
iH(hopMalii LWoao0 6e3nekn 3acToCyBaHHS
Lir04nX peyvyoBUH.
MepiofnyHICTb NOAAHHS PerynsipHo
OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO A0
Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEpXEeHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy

6e3
peyenma

nionsieae

UA/11440/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.
17. FANONEPUNAON NOPOLLOK TOB Ykpaina Jeiik Kemikans IHais MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He nionsizae UA/11395/01/01
KpicTaniyHuii "XapkiBcbke MeT. N14.
(cybeTaHuin) y hapmaueBT
noABINHNX nyHe
nonieTuIeHoBmx nignpvemMcTs
nakeTtax gnsa 0 "3p0poB'a
hapMaLeBTUYHOTO Hapoay"
3acTOCyBaHHSA
18. FACTPOO®IT 36ip, no 50 r abo TOB Ykpaina TOB "HaykoBo- YkpaiHa MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH. 6e3 nionsieae UA/3565/01/01
100 r y nakeri, "HaykoBo- BMpOGHMYA BHeceHO OHOBMEHY iHhOpMaLito B IHCTPYKL,it0 peuyenma
BK/1afleHOMY B BUPOGHMYA dhapmaLeBTNYHA N9 MeAMYHOro 3acTocyBaHHA NikapCbKoro
nayky; no1,5ry hapmaLeBT KoMnaHis "EAM" 3acoby A0 po3ziny "3acTocyBaHHA y nepios
inbTP-NakeTi; No NyHa BariTHOCTi ab0 rogyBaHHs rpyaar”,
20 hinbTp-nakeTiB y KOMNaHis BiNOBIAHO 4,0 OHOBMEHOT iH(hopMaLlii 3
nauuj "ENM" 6e3nekun fitounx peyoBuH NiKapCbKoro 3acooy.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANoOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepioguyHOCTI NoJaHHA perynsipHux 3siTiB 3
6e3neku.
19. FEMUUTABIH NopoLUOK ANs Amaxkca NTA Benuka cepTugikaLia Ta HimeyunHa/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nionsizae UA/15059/01/02
AMAKCA pO34UMHYy AN BpuTtaHis BUMYCK Cepii: ITanisa OHoBEHO iHdopMaLiito B IHCTPYKUi A5 peyenmom
iHcpysiii no 200 mr, 1 AkBiga Mm6X, MeZMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby
hNakoH 3 NOPOLLKOM HimeyunHa,; y po3sginax "®apmakosorivyHi BnactuBocTi",

B KapPTOHHIi Kopo6Lyi

BMPOBHULITBO in
bulk, nepeuHHe
nakyBaHHs,
KOHTPO/b cepii:
AxTasic ITanis
C.n.A., Itanis;
BTOPUHHE
nakyBaHHS:
AkBiga 'm6X,
HimeuunHa;
BTOPVHHE

"B3aemogisa 3 iHWYMU NikapcbkuMmn 3acobamm
Ta iHWi B1nav B3aemogiin”, "Ocob6amBocCTi
3acTOoCyBaHHA", "3acTocyBaHHA y nepio,

BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
3acTocyBaHHA Ta fo3n", "Mepeno3ysaHHa",
"Mo6iyHI peakui™ BigNOBIAHO [0 OHOB/IEHUX
AaHux Wwoao 6esnekun 4ityoi pevyoBuHN.
MepiognyHICTb NOAAHHS PerynsipHo

OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnsgy,
3aTBEPMAKEHOr0 Haka3oM MiHicTepcTea
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
naxkyBaHHs: OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
BeHyc ®apma 2006 poky Ne 898, 3apeecTpoBaHoOro B
vM6X, HimeuunHa MiHicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.
20. FEMUUTABIH NopoLLIOK AN Amaxkca N1TA Benuka cepTugikalia Ta HimeyunHa/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nionsizae UA/15059/01/01
AMAKCA pO34nHy AoNns BpuTaHis BMNYCK cepil: ITania OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT An1A peyenmom
iHdhysili no 1000 mr, AkBiga 'vm6X, MeANYHOro 3acToCyBaHHSA NMiKapCbKoro 3acoby
1 cpnakoH 3 HimeyunHa,; y po3sginax "®apmakosioriyHi BnactuBocTi",
NOpPOLLKOM B BMPOBHMLTBO in "B3aemogis 3 iHWKMK Nikapcbkumu 3acob6ammn
KapTOHHI KopoobLi bulk, nepsuHHe Ta iHWi B1uamn B3aemogiii", "OcobnmneocTi
nakyBaHHs, 3acToCyBaHHA", "3acTocyBaHHA y nepiog,
KOHTPO/b cepil: BariTHOCTi abo rogyBaHHA rpyaat”, "Cnocio
AKTaBic ITanis 3acTocyBaHHs Ta o3n", "lMepeno3yBaHHA",
C.n.A,, ITanis; "Mo6iyHi peakwii" BigMOBIAHO 4O OHOBNEHNX
BTOPUHHE [JaHnX Woao 6e3nekun Aito4oi peyoBUHN.
nakyBaHHs: MepioAnyHICTb NOAAHHS PEryNsipHO
AkBiga 'M6X, OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
HimeyunHa,; Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
BTOPUHHE 3aTBEpAXEHOro Hakasom MiHicTepcTBa
naxkyBaHHs: OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
BeHyc ®apma 2006 poky Ne 898, 3apeecTpoBaHoOro B
vM6X, HimeuunHa MiHicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3nku.
21. FPANNOCTAL® cnpeii HasaslbHUIA, CTALA HimeuunHa CTAOA HimeuunHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH 6e3 nionsizae UA/3090/01/01
PMWHO 0,1%, posuuH 0,1 % no 10 ApuHaiMmITT ApuHaimiTTeNb MepiognyHiCTb NOAAHHA perynspHo peyenma
HA3A/IbHUI M1y dh/1akoHi 3 enb Al Al OHOBJIHOBAHOrO 3BiTY 3 6e3neku, BigNoBigHO A0
CMPEN aBTOMaTUYHUM Mopsaaky 3ailicHeHHs chapmakoHarnagy,
nyfbBEPU3aTOPOM 3aTBEPKEHOro Haka3om MiHicTepcTea
Ta Ha3a/IbHUM OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
HakoHEeYHuKoMm; rno 1 2006 poky Ne 898, 3apeecTpoBaHoro B
hakoHy B MiHicTepcTsi tocTuLii YKpaiHu 29 ciuna 2007
KapTOHHI KOpoOLj poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioanYHOCTI NoAAaHHA PerynspHMX 3BiTiB 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3nekn

22.

JENBTANILVH

MOPOLLIOK
niodpinizoBaHuin ons
NPUroTyBaHHs
Kpanenb HazaslbHUX
no 0,0003r, 5
amnyn abo
donakoHiB y 6nicTepi,
no 1 a6o 2 6nictepu
y nauuj

TOB
"fenbTapax-
YkpaiHa"

YKpaiHa

TOB «®3
«BIODPAPMA»

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku

3a
peyenmom

He nionsizae

UA/11125/01/01

23.

30BIPAKC AYO

KpeM; no 2 r kpemy y
Ty6i; no 1 Ty6i y
KapTOHHI KOpoOLj

nakcoCmit
Knsii
KoHcblomep
Xerckep
(tOK)
TpengiHr
Nimiten

Benuka
BpuTtaHis

nakco
OnepeiiwHc FOK
Nimiteq

Benuka
BputaHis

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
OHoBeHO iHdopMaLiito B IHCTPYKLT ANs
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
B po3ainax "®apmMakonoriyHi BnactusocTi*
(peparyBaHHs TEKCTY YTOUHEHHS iHchopmalii),
"MokasaHHs" (YTOYHEHHS iHdhopMmalLliT),
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs
y nepioA BariTHOCTI abo rogysaHHs rpygaro”
(peparyBaHHs TEKCTY Ta YTOYHEHHS
iHdhopmawii), "3aaTHiCTb BNAMBATU Ha
LWBUAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCMOPTOM ab0 iHWKMK
MexaHizmamun"(pegaryBaHHsa TEKCTY Ta
YTOUHEHHS iHdopmaii), "Cnocié
3acToCcyBaHHA Ta [03n" (pegaryBaHHs TEKCTY
Ta yTOYHeHHs iHdhopMmalii), "MobiuHi peakuii”
BiiNOBIAHO [0 MaTepianiB peecTpaliiHoro
[0CbE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpOHM 340pOB'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HaYeHnMmn y
nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/14784/01/01

24,

IPUKAP

mMasb, 0,1 r/1r, no
50 r Masi y Ty6i; no 1

AnbneH
Papma

HimeuunHa

[Loiiue Xomeonari-
YHioH OXY-

HimeuunHa

MepepeecTpauisi Ha HEOBMEXEHMNIA TEPMIH
OHOBEHO iHGhopmaLito y po3aini

6e3
peyenma

nionsieae

UA/3766/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Ty6i y KapTOHHIl M6X ApuHaiimiTTens "3acTocyBaHHs y nepiog BariTHOCTi abo
Kopobui 'm6X & Ko. KI roflyBaHHs rpyaaro”(yTouHeHHs iHchopmauii)
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby BignoBiAHO 40 OHOB/EHOT
iH(hopMaUii LLoao 6e3nekn 3acToCyBaHHs
AitoY0l peYOBUHN.
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku
25. KANIKO D,L- nopoLuok abo ToBapucTBO Ykpaina ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha HEOBMEXEHUIA TEPMIH - He nidnsiecae UA/15483/01/01
ACNAPATIHATY KpucTanivyHmi 3 obmexeHoro
HAMNIBIrIAPAT NMOpOLLIOK, abo 06MEXEHOI BiANOBIfANbLHICTIO
KpucTasnm BignoBigasb "®GapmaueBTnyHa
(cybeTaHuin) y HiCTIO KOMNaHis
nosieTuIeHoBMX "®apmauesT "3p0poB'a”
nakeTtax gns NyHa
hapMaLeBTUYHOTO KOMNaHis
3acToCcyBaHHA "3p0poB's"
26. KAPAIMYHH rpaHynn abo YxaHb Kutaii YxaHb 'paHg KnTaii MepepeecTpaLlisi Ha HEOBMEXEHWI TEPMIH - He nionsieae UA/15472/01/01
NOPOLLOK [paHg Xoio Xoiio Ko., NTa,.
(cy6eTaHuis) y Ko., NiTa.
noABiHNX
nonieTMNeHoBuUxX
Milkax ans
hapmaueBTUYHOro
3aCTOCyBaHHSA
27. KNCNOTA Tabnetku no 50 mr MpAT Ykpaina MpAT "TexHonor" YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/4362/01/01
HIKOTUHOBA no 50 Tabnetok y "TexHonor" MepiognyHICTb NOAAHHSA PErynsipHo peyenma

KOHTeliHepi; no 1
KOHTEHEepY B nauLl
3 KapPTOHY

OHOBJ/IKOBAHOTIO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y




22

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.

28.

MEAPO/TIH

PO34UH ANS iH'EKLIN,
30 mr/mnno 1 mn
PO34MHY B amnyni;
no 5 amnyny
KOHTYPHiIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLi
B KApPTOHHIli Kopobu,i

YOPN],
MEONLVH
INIAY CAH.
BE TILXK.

AL

TypeuunHa

dapmaBixH CaH.
Be Tigx. A.LL.

TypeuunHa

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH
BHeceHo 10 OHOBJIeHyY iHthopMaLito o
IHCTPYKUIT ANS MEAUYHOrO 3aCTOCYBaHHS
nNiKapcbKoro 3acoby B po3ginuv "MokasaHHs"
(yTOYHEeHHS), a TakoX [0 po3ainis
"®apMakonorivyHi BnactTuBocTi" (YTOUHEHHS),
"MpoTunokasaHHsa", "B3aemogis 3 iHWmmu
nikapcbkMKM 3acobamu Ta iHWi B1uam
B3aemogiit", "Ocob6MBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (40NoBHEHO iHhopMauieo
3 6e3nekun), 34aTHICTb BNIMBATU Ha LUBUAKICTb
peakLii Npy KepyBaHHi aBTOTpPaHCNOPTOM abo
iHWKMK MexaHi3mamu”, "Crocib 3acTocyBaHHs
Ta fo3n" (ONOBHEHO iH(hopmaLieto 3
6e3nekn), "OiTn" (YTOUHEHHS),
"Mepepo3yBaHHs", "MobiyHI peakujii™
Bif4NOBIAHO A0 OHOBMEHOT iHChopmaLi
pedhepeHTHOrO likapcbkoro 3acoby Toradol 30
mg/ml solution for injection (B YkpaiHi He
3apPEECTPOBAHWIA).
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii YkpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

3a
peyerimom

He nionsieae

UA/14770/01/01

29.

MIACEP®

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 10
mr, no 10 Tabnetok
y 6nictepax, no 2
6nictepn B
KapTOHHI navi

Pisodhapm
CA

LLiBefiuapis

Pisothapm CA

LBeiiLapis

MepepeecTpaLlisi Ha HEOBMEXEHNA TEPMIH
OHoBEeHO iHdhopMaLiito B IHCTPYKLT ANs
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
y po3sginax "MpoTunokasaHHsa", "B3aemogis 3
HLIMMKM NiKapcbKMMK 3acobamMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
no3n" (iHhopmavuis 3 6e3nekn), "MobiyHi
peakuii” BignoBigHO 4O OHOBNEHOT iHChopMaLi
3 6e3neku fio4oi peyoBUHU.
MepiognYHICTb NOAAHHSA PerynsipHo

3a
peyenmom

He nionsicae

UA/14722/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

30.

MIACEP®

TabneTku, BKpUTI
NNiBKOBOO
060/10HKO0, Mo 30
mr; no 10 TabneTok
y 6nictepax, no 2
6nictepu B
KapTOHHIM navui

PiBodhapm
CA

LLiBefiuapis

Pisothapm CA

LBeiiLapis

MepepeecTpaLlisi Ha HEOBMEXEHN TEPMIH
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
y po3sginax "lMpoTunokasaHHs", "B3aemogis 3
iHLWMMK NiKapCcbKMK 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
[o3n" (iHbopmauis 3 6e3nekn), "MobiuHi
peakuii” BignoBigHO 4O OHOBNEHOT iHChopMaLi
3 6e3nekn AitoHoi pevoBUHN.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii YkpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/14722/01/02

31.

MIACEP®

TabneTku, BKPUTI
NAiBKOBOIO
o060s10HKOI0, Mo 60
mr; no 10 TabneTok
y 6nictepax, no 2
6nictepn B
KapTOHHI navi

Pisodhapm
CA

LLiBefiuapis

Pisothapm CA

LBeiiLapis

MepepeecTpaLlisi Ha HEOBMEXEHNA TEPMIH
OHoBEeHO iHdhopMaLiito B IHCTPYKLT ANs
MeAMYHOro 3acTOCYBaHHS NiKapCbKoro 3acoby
y po3sginax "MpoTunokasaHHsa", "B3aemogis 3
HLIMMKM NiKapcbKMMK 3acobamMu Ta iHLWi BUAn
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
no3n" (iHhopmavuis 3 6e3nekn), "MobiyHi
peakuii” BignoBigHO 4O OHOBNEHOT iHChopMaLi
3 6e3neku fio4oi peyoBUHU.
MepiognYHICTb NOAAHHSA PerynsipHo

3a
peyenmom

He nionsicae

UA/14722/01/03




Ne

Hassa

24

n/n

JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o

32.

MIPTA3ANIH

OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.

nocsBi0O4YeHHs

33.

CAHAO3®

MIPTA3AMNIH

TabneTku, BKpUTI
NNiBKOBOO
o6onoHkoto, no 30
mr; no 10 TabneTok
y 6nicTepi; no 2
6nictepn y
KapTOHHIA KopoobLi

CaHpo3
dapmacbloTi
Kans3 g.4.

CnoseHisa

Cantotac Papma
M6X

HimeuunHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
BHeceHO OHOBEHY iHhopmaLito A0 IHCTpyKLii
[ONs MeAMYHOro 3acToCyBaHHS NiKapCbKoro
3acoby B po3ainu "®apmakosioriyHi
BnacTuBocTi" (6e3neka), "Oco6/MBOCTi
3acTocyBaHHs", "lNo6iyHi peakuii" BiANOBIAHO
[10 OHOB/EHOT iHdhopMmaLii 3 6e3neku aitoyoi Ta
[LONOMDKHUX PEYOBUH JiKapCLKOro 3acoby.
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,

26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/4430/01/02

CAH[I03®

TabneTku, BKPUTI
NAiBKOBOIO
o60s10HKo0, Mo 15
mr; no 10 TabneTok
y 6nicTepi; no 2
6nictepn y
KapTOHHIA KopooLi

CaHpo3
dapmachIoTi
Kans g.4.

CnoseHisa

Cantotac dapma
rM6X

HimeuunHa

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
BHeceHo oHOBNEHY iHGopMaLio [0 [HCTpyKLi
N8 MeANYHOro 3acToCyBaHHSA NiKapCbKoro
3acoby B po3ainu "®apmakosioriyHi
BnacTuBocTi" (6e3neka), "Oco6/MBOCTI
3acTocyBaHHs", "Mob6ivHi peakuii” BignoBigHO
[10 OHOB/EHOT iHdhopMaLlii 3 6e3neku aitodoi Ta

[OMNOMDKHUX PEYOBUH NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B

MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007

3a
peyenmom

He nionsicae

UA/4430/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.

34. MO®PJ/IAKCA® TabneTku, BKpUTI KPKA, a.4., | CnoseHis BiANOBIgabHUI 3a CnoseHis/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nionsizae UA/14876/01/01
NNiBKOBOIO HoBo mecTo NOBHUIA LMK Xopsaris/ OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1 peyenmom
060/10HKOH0 1Mo 400 BUPOOHMLTBA, HimeyunHa MeAUYHOro 3acToCyBaHHSA NikapCbKoro 3acoby
Mr no 5 TabneTok y BK/IOHaKYM y po3sginax "fMokasaHHA" (YTOYHEHHSA
6nictepi, no 1 BMNYCK cepil: iHdhopmawii), "®apmakonorivyHi BnactueocTi",
6nictepy B KPKA, a.4., HoBo "B3aemogis 3 iHWYMU nikapcbkMm 3acobamu
KapTOHHI kopobuyj; mMecTo, CnoBeHis; Ta iHwWi Buav B3aemogiin”, "Oco6mBocCTi
no 7 TabneTok y BiANOBIgaIbHUIA 3a 3acTocyBaHHSA", "3acTocyBaHHA y nepiog,
6nictepi, no 1 abo nepBrHHe Ta BariTHOCTi abo rogyBaHHA rpygat”, "Cnocio
no 2 6nictepu B BTOPWHHE 3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii”

KapTOHHI Kopobuyj; nakyBaHHs, BignoBigHO A0 iHdopMaLii pedhepeHTHOro
no 10 TabneTtok y KOHTPO/b cepii Ta nikapcbkoro 3acoby (ABE/IOKC®, TabneTku,
6nictepi, no 1 BUNYCK Cepil: BKPUTi 060/10HKO0, No 400 Mr).
6nictepy B KPKA-®APMA MepiognyHiCTb NOAAHHA PerynsipHo
KapTOHHI KopoobLi [.0.0., XopBarTis; OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO A0
BiANOBIgaIbHUI 3a Mopsaaky 3ailicHeHHs chapmakoHarnagy,
nepBuHHe Ta 3aTBEPXEHOr0 HakasoM MiHicTepcTea
BTOPUHHE OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
nakyBaHHs, BUMYCK 2006 poky Ne 898, 3apeecTpoBaHOro B
cepi: MiHicTepcTBi tocTuuiil Ykpainum 29 ciuns 2007
TAL ®apma M'M6X, poky 3a Ne 73/13340 (y pefakuii Hakasy
HimeuuunHa; MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
BiANoOBigabHUIA 3a 26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
KOHTpPOb cepii: 3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
TAL dapma 'vM6X, nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
HimeuunHa; 6e3neku.
BiANOBIAaIbHNI 3a
KOHTPO/b
Mikpob6ionoriyHol
yncToTH cepii (y
BUNagKy
KOHTPOO cepii
TA[L ®apma
v6X):
Nab6op /IC CE &
Ko. KT,
HimeuuunHa,;
BiANOBigaIbHUIA 32
KOHTPO/b cepii:
KPKA, g.4., HoeBo
mMecTo, C/oBeHis
35. HATPIKO NOpPOLLOK AT YKpaiHa KAMBPEKC ITanis [NepepeecTpalisi Ha HEOOMEXEHWUIA TEPMIH. - He nionsizae UA/11545/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NIKOCYNb®AT (cy6eTaHuis) y "dapmak” MPO®APMAKO
nakeTax noaBinHMX MIJTAHO C.p.n.
nonieTnIeHoBMX
ans
chapmaLeBTUYHOro
3acTOCyBaHHs
36. HEO®EH cnpeii ons Benyno, Xopsaris Benyno, niku Ta Xopsartis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niossieae UA/14788/01/01
BENYNO 30BHiLLIHBLOIO nikn Ta KOCMeTuKa, A.4. OHOB/IEHO iHGhopmaLito y po3ginax: peuenma
3acTocyBaHHs, 50 KOCMeTHKa, "MokasaHHA" (BUy4eHo HeBpaurii), "Cnocib
mr/r; o.a. 3acTocyBaHHA Ta 031" (YTOUHEeHHS)iIHCTPYKL,i
no 50 MmNy conakoHi [N MeANYHOro 3acToCyBaHHSA NikapCbKoro
3 MexaHiYHUM 3aco6y BifnoBigHO A0 6e3nekn 3acTocyBaHHSA
Nnomnosum [it040T pevOBUHN.
posnunoBayem; no MepiognyHICTb NOAAHHS PerynsipHo
1 donakoHy B OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BigNOBIAHO A0
KapTOHHIM navi Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPKEHOr0 HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PeryssipHUX 3BiTiB 3
6e3neku.
37. OMENPA30/ NOPOLLOK TOB Ykpaina YHIOH KYIMIKO Icnanis [MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He nionsizae UA/15312/01/01
HATPIIO (cybeTaHuin) y "®APMEKC SAPMALIEYTIKA,
noABiHNX reyn" C.A.
nonieTMNeHoBuUxX
nakeTtax gns
hapmaueBTUYHOro
3aCcTOCyBaHHSA
38. MPECTAPIYM® 4 | Tabnetku no 4 mr no ne PpaHuis Na6opaTopii PpaHuis MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nionsizae UA/1901/01/01
Mmr 30 Tabnetok y NABOPATY Ceps'e IHgacTpi OHoBEHO iHdopMaLiito B IHCTPYKUi A5 peyenmom
6nictepi; no 1 AP CEPB'E€ MeZMNYHOro 3aCTOCYBaHHS MiKapCbKoro 3acoby

6nicTepy y kopobui 3
KapToHy

y po3sginax "®apmakosorivyHi BnactuBocTi",
"MpoTunokasaHHa", "B3aemogis 3 iHWumu
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogii", "Ocob/mMBOCTi 3acTOCyBaHHA"
BiANOBIAHO A0 iHdhopMmaL,ii CTOCOBHO 6e3neku,
Aka 3a3HayeHa B MaTepianax peecTpauliinHoro
[OCbE.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IKOBAHOTO 3BiTYy 3 6e3neku, BiANoOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs




27

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.

39.

MPECTAPIYM® 8

Mmr

Tabnetkv no 8 mr no
30 TabneTtok y
6nictepi; no 1
6nicTepy y kopobui 3
KapToHy

ne
NABOPATY
AP CEPB'E€

®paHuis

Na6opaTopii
Ceps'e IHpacTpi,
PpaHuis;
Ceps'e (IpnaHgis)
IHgacTpic /114,
IpnaHgis

®paHuin/
IpnaHgis

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHA NiKapPCbKOro 3acoby
y po3sginax "®apmakosiorivyHi BAacTMBocTi",
"MpoTunokasaHHa", "B3aemogia 3 iHWMn
niKkapcbkrMuy 3acobamu Ta iHLi BUAK
B3aemogii", "OcobmBocCTi 3acTocyBaHHA"
BiANOBIAHO A0 iHhopMaL,ii CTOCOBHO 6e3neku,
Aka 3a3HayeHa B MaTtepianax peectpaLiiHoro
[10CbE.

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6€3neku, BiANOoBIAHO A0
Mopsagaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HaYeHNMmN y
nepioguyYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He nionsieae

UA/0679/01/01

40.

PAHITUAVH

TabneTku, BKPUTI
060/10HKOI0, MO 150
Mr no 10 TabneTok y
cTpwuni, no 2 aéo 10
CTPUMIB y KAPTOHHIA
ynakoBLi

TOB
«KYCYM
DPAPM»

Ykpaina

TOB «KYCYM
SAPM»

YkpaiHa

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH.
OHOB/IEHO iHGhopMmaLito y po3ginax
"Cknag"(yTouHeHHs iHchopmai),
"dapmakoTepanesTuyHa rpyna” (yTo4UHeHHs
iHdhopmauii), "MpoTunokasaHHs", "B3aemogis 3
iHLWMMKM NikapcbkMMKU 3acobamMu Ta iHLWi BUan
B3aemogijit", "OcobnnBoCTi 3aCTOCyBaHHA",
"MoGiYHI peakuii" iIHCTPYKUIT 415 MeaNYHOro
3acToCyBaHHS Nikapcbkoro 3acoby BifnoBigHO
[10 OHOB/EHOT iHhopMaLii Woao 6e3neku
3aCTOCYBaHHS Ajl040l PEYOBUHN.
MepiognyHicTb NoaaHHsA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B

3a
peyenmom

He nionsizae

UA/9934/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMW, 3a3Ha4YEHNMN Y
nepioguYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
41. PUHUT® TabneTtku, BKPUTI Kycym IHais KYCYM IHais MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nidnsiecae UA/7658/01/01
060/10HKOt0, N0 150 Xentxkep XENTXKEP MNBT OHoBeHo iHchopmaLito B IHCTpYKLii Ans peyenmom
Mr no 10 TabneTok y MeT 14 nTAa MeZMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby
cTpwuni; no 1 a6éo 10 y po3ginax "dapmakonoriyHi BnactmeocTi”
CTPUNIB B KAPTOHHIl (monoBHeHHs iHdopmaii), "MpoTunokasaHHs",
Kopoo6Ui "B3aemogis 3 iHWVMU NikapcbkMu 3acobamu
Ta iHWi Buamn B3aemogiii", "OcobnmnBocCTi
3acTocyBaHHs", "lNo6iyHi peakuii” BiANOBIAHO
[0 OHOBJIEHOT iHChopMaLii 3 6e3nekn
3aCcTOCyBaHHS Ajl040l PEYOBUHN.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
42, PULMHOBA onis (cybeTaHuis) y NAT Ykpaina MNAT "Tanuuchapm” YkpaiHa nepepeecTpawis Ha HeobMexeHuin TepMiH - He nidsnsieae UA/15092/01/01
onAa 604kax noniMepHuX "rannudap
onsa m"
chapmaLeBTUYHOro
3acToCcyBaHHs
43. CEOA®PITOH® Kancysm no 6 MPAT YkpaiHa BiAMNOBIAa/IbHNI 3a YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 nionsizae UA/4826/02/01
DPOPTE Kancyn y énictepi; "®ITOPAPM BUPOGHULTBO, MepiognyHICTb NOAAHHA perynspHo peuenma
no 2 a6o 4, a6o 8 " nepBYHHE/BTOPVH OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BifNoOBIAHO [0

6nicTepiB y nauui

He nakyBaHHs,
KOHTPO/b SKOCTI
Ta BUNycK cepii:

MPAT
"®ITOPAPM",
YkpaiHa,;
BignoBigasbHWI 3a
BUPOGHULTBO,
nepBYHHE/BTOPYH
He nakyBaHHs,

Mopsagaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPMAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0OXOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3
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BiANoOBigabHUIA 3a
BMPOGHULITBO in
bulk:
KoHTpakT
Papmakan
KopnopeiwH,

N9 MeAMYHOro 3acToCcyBaHHA NikapCbKoro
3aco0y, a TakoX 3aTBEPKYETLCA KOPOTKa
XapakTepucTrKa Nikapcbkoro 3acoby
BiANOBIAHO [0 MaTepianiB peecTpauiiHoro
[10CbE.

MepiognyHICTb NOAAHHS PerynsipHo

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/Tb AKOCTI: 6e3neku.
MAT "BiTamiHn",
Ykpaina
44, CNACKYNPENb Tabnetku, no 50 Bionoriwe | HimeuunHa Bionoriwe HimeyunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 niosisieae UA/11194/02/01
Tabnetok y Xaiinbmitre XaiinbMmiTTens BHeceHO OHOBNEHY iHOpMaLito B IHCTPYKLi0 peuenma
KOHTeliHepi Nb Xeenb Xeenb M'v6X 0151 MeANYHOro 3acToCyBaHHSA Nikapcbkoro
nosinponisieHoBOMy; 6X 3acoby fo posgainy "OcobnmsocTi
no 1 KoHTeliHepy B 3acTocyBaHHA" BiANOBIAHO A0 OHOBNEHOT
KOpOO6Lii 3 KapTOHY iHchopmawii 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby, fka 3a3HaveHa B
marepiasiax peecTpauiiHoro f0CheE.
MepiognyHiCTb NOAAHHA perynsipHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Haka3om MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
45, CYNb®AHINAMI Kpuctanm abo MpAT Ykpaina KesHr KemcuH Kutai MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH - He nidsnsieae UA/15344/01/01
A [ApibHMIA nopoLuoK "®apmavesT Papm.Ko., fitg
(cybeTaHuis) y nyHa dhipma
naketax noaBinHNUX "fapHuus"
nonieTnIeHoBux
ans
chapmaLeBTUYHOro
3acTocyBaHHs
46. TEPA®EKC Kancynu; no 60 a6o TOB YkpaiHa Brpo6HuK, CLIA MepepeecTpauis Ha HEOOMEXEeHWUI TEPMIH 6e3 nionsizae UA/4142/01/01
AJBAHC® 120 kancyny "Baitep"” BiANoOBigabHUIA 3a OHOB/EHO iH(hopmaLilo y po3ainax peuenma
chnakoHi; no 1 nakyBaHHs, "MpoTunokasaHHa", "B3aemogis 3 iHWumu
chnakoHy B KOHTPO/Ib Ta nikapcbkMmM 3acobamu Ta iHWi B1uam
KapTOHHiA Kopoo6Li BUNYCK cepil: B3aemogiit", "Ocob6/MBOCTi 3acTOCyBaHHSA",
KoHTpakT "3acTocyBaHHs y nepiog BariTHOCTi abo
dapmakan rofyBaHHs rpyanr0" (BHECEHHS 40AATKOBUX
KopnopefiH, 3acTepexeHb), "Cnocib 3acTocyBaHHA Ta
CLA; fosn”, "Aitn" (peaakuiiiHi yTOYHEHHS),
Brpo6HuK, "Mepepo3yBaHHsa", "MobiyHI peakuii" iIHCTPyKL,i
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

CLWA

OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAKEHOro Haka3om MiHicTepcTBa

OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTBi tocTuii Ykpainun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku

47.

TOJNIEBAC®

TabneTku, BKpUTI
060/10HKOt0, MO 10
mr, no 15 Tabnetok
y bnicTepi; no 2 abo
6 6nicTepiB y
KapTOHHI ynakosLi

HOBEN
IIAY CAHAT
BE
TII>KAPET
ALl

TypeyuunHa

HOBEN INAY
CAHAI BE

TIOXAPET A.LL.

TypeyunHa

MepepeecTpalist Ha HeOOMEXEHN TEPMIH.
OHOBNEHO iH(hopMaL,ito B IHCTPYKLIT A1
MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
y po3sginax "fMokasaHHA" (YTOYHEHHSA
iHdhopmauii), "MpoTunokasaHHsa", "B3aemogis 3
HLIMMKW NiKapcbKMMK 3acob6amMu Ta iHLWi BUan
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHsA Ta
nosn”, "Oitn" (yTouHeHHs iHdopmawii),
"Mo6ivHi peakui™ BignoBigHO A0 iHhopmavi
pethepeHTHOrO /iKapCbKoro 3acoby
(MINPUMAP, TabneTku, BKpUTI N/1IBKOBOD
06010HKOt0, No 10 mr a6o 20 mr, a6o 40 wmr,
ab6o 80 mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro HakasoM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3HaYEHNMU Y
nepioguyYHOCTI MoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsieae

UA/11195/01/01

48.

TOJIEBAC®

TabneTku, BKPUTI
o6osoHkoto, no 20
mr, no 10 Tabnetok
y 6nicTepi; no 3 abo
9 6nictepiB y
KapTOHHIA ynakoBLi

HOBEN
IAY CAHAT
BE
TIIKAPET
ALl

TypeuunHa

HOBEJ INAY
CAHAI BE
TIOXAPET A.LL.

TypeuunHa

MepepeecTpaLisi Ha HEOGMEXEHWNIA TEPMIH.
OHOBNEHO iHthopMaL,ito B IHCTPYKLIT 415
MeZMYHOro 3aCTOCYBaHHS NMikapcbKoro 3acoby
y po3ginax "MokasaHHa" (yTOUHEHHS
iHdhopmauii), "MpoTunokasaHHs", "B3aemogis 3
iHLWMMKW NikapcbkMMK 3acobamMu Ta iHLWi BUan
B3aemogijit", "OcobnnBoCTi 3acTOCyBaHHA",
"3acTocyBaHHA y nepiof BariTHOCTi abo

3a
peyenmom

He nionsizae

UA/11195/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

roflyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
nosn", "Oitn" (yTouHeHHs iHdopmadii),
"Mo6iuHi peakuii" BiANOBIAHO A0 iHhopmav,i
pechepeHTHOro likapcbKoro 3acoby
(NINPUMAP, TabneTtkun, BKpUTI NNiBKOBOKO
060/10HKO0, N0 10 Mr a6o 20 mr, ab6o 40 wr,
abo 80 mr).

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BigNoOBIAHO [0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

49.

TOJNIEBAC®

TabneTku, BKPUTI
060/10HKOH0, MO 40
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
9 6nicTepiB y
KapTOHHI ynakoBLi

HOBEN
IIAY CAHAT
BE
TIIKAPET
AL

TypeuunHa

HOBEN INAY
CAHAI BE
TIOXAPET A.LL.

TypeuunHa

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHA NiKapPCbKOro 3acoby
y po3ginax "MokasaHHsA" (YTOYHEHHS
iHdhopmauii), "MpoTunokasaHHsa", "B3aemogis 3
iHLWMMK NikapcbKMK 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHoCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHA Ta
posn”, "[itn" (yTouHeHHs iHchopmawii),
"Mo6iuHi peakuyii” BigNoBigHO A0 iHhopmawi
pethepeHTHOrO NikapcbKoro 3acoby
(MINPUMAP, TabneTkun, BKpUTI N/1IBKOBOIO
060/10HKO0, N0 10 Mr a6o 20 mr, abo 40 wr,
a6o 80 mr).

MepiognyHiCTb NOAAHHA perynspHo
OHOBJIHOBAHOrO 3BiTYy 3 6e3neku, BiANoBiAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpPAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii YkpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKaMu, 3a3Ha4eHNMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

3a
peyerimom

He nionsieae

UA/11195/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
50. TONNEBAC® TabneTku, BKpUTI HOBEN TypeuunHa HOBEN INAY TypeuunHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nidnsizae UA/11195/01/04
060/10HKO!0, M0 80 INIAY CAHAI CAHAI BE OHOB/IEHO iHCPOPMALLitO B IHCTPYKLi Ans peuenmom
Mr, o 6 TabneTok y BE TIOKAPET A.LL. MeANYHOro 3acToCyBaHHSA NikapcbKoro 3acoby
6nictepi; no 5 abo TIOKAPET y po3ginax "MNoka3aHHs" (yTOYHEeHHS
15 6nicTepiB y A.LL. iHdhopmauii), "MpoTunokasaHHsa", "B3aemogis 3
KapTOHHIN ynakosLi iHLWIMMK NiKapCbKMK 3acobamu Ta iHLWi BUAK
B3aemogiin", "OcobmMBOCTi 3acToCyBaHHs",
"3acTocyBaHHA y nepio BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta
posn”, "Oitn" (yTouHeHHs iHchopmawii),
"Mo6ivHi peakui™ BignoBigHO A0 iHhopmavi
pethepeHTHOrO /ikapCbKoro 3acoby
(MINPUMAP, TabneTkun, BKpUTI N/1IBKOBOO
06010HKOt0, No 10 Mr a6o 20 mr, a6o 40 wmr,
abo 80 mr).
MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuii Ykpainu 29 ciuHa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTPOKaMW, 3a3Ha4YeHNMN Y
nepioguYHOCTI NoJaHHSA perynsipHuX 3BiTiB 3
6e3neku.
51. TOHINHAN® Kpanni opasbHi, No Pixapa ABCTpist Pixapa BitTHep Al ABCTpist MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 nionsieae UA/5009/01/01
20 mn a6o 50 mn, BiTTHep AT MepioAnyHICTb NOAAHHSA PEryNsipHO peyenma
a6o 100 mny OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
donakoHi 3 Mopsagaky 3ailicHeHHs chapmakoHarnsgy,
KpanenbHUM 3aTBEpPAXEHOro Haka3om MiHicTepcTBa
[03aropom; no 1 OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
donakoHy y 2006 poky Ne 898, 3apeecTpoBaHOro B
KapTOHHI ynakosL,i MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
52. TOP-NIYN Tabnetku no 10 mr, AypobiHao IHais Aypo6iHgo ®apma IHais MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He nionsizae UA/14721/01/01
no 10 TabneTok y dapma JITg Nimiten (FOHIT 1) OHoBeHO iHdopMaLiito B IHCTPYKLT ANs peyenmom

6nictepi; no 3
6nictepu B
KapTOHHIiA KOpo6Li

MeZMNYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby
y po3ginax "dapmakotepaneBTnyHa rpyna”
(wopno Ha3Bew), "MpoTunokasaHHs", "B3aemogis
3 iHLIMMK NiKapCbK1MK 3acob6ami Ta iHWi BUAn
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

[T

B3aemogiin", "Ocob/MBOCTi 3acTOCyBaHHS",
"Mo6ivHi peakui™ BignoBigHO A0 iHhopmaui
pedepeHTHOro nikapcbkoro 3acoby (Torem,
tablets, 10 mg, B YkpaiHi He 3apeecTpoBaHui).
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BiTYy 3 6e3neku, BifNOBIAHO A0
Mopsaaky 3ailicHeHHs chapmakoHarnagy,
3aTBEPMXEHOro Haka3oM MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa 0XOpPOHM 340POB'S YKpaiHu Big,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3riiHO 3i CTPOKaMW, 3a3HAYEHNMU Y
nepioguYHOCTI MoJaHHS perynsipHuX 3BiTiB 3
6esneku.

53.

YNbTPEKC

kancynu no 300 mr
no 8 kancyny
6nicTtepi; no 2
6nictepn y
KapTOHHIA KopoobLi

PiBodhapm
CA

LLiBefuapis

PiBochapm CA

Llseiiuapis

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
OHOBNEHO iHhopMaL,ito B IHCTPYKLIT 415
MeZIMYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby
y po3ginax "lNokasaHHsA", a TakoX Yy po3aiu:
"apmMakonorivyHi BnactmsocTi”,
"MpoTnnokasaHHa", "B3aemogia 3 iHWMmn
nikapcbkMmn 3acobamu Ta iHLWi B1uam
B3aemogiin", "OcobMBOCTi 3acTOCyBaHHsA",
"3acTocyBaHHA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBaTn Ha
LIBUAKICTb peakLii npn kepyBaHHi
aBTOTPaHCNOPTOM ab0 IHLWMMK MexaHiamamu',
"Cnocib 3acTocyBaHHsa Ta gosu", "Aitn"
(iHchopmauist Lwoao 6e3nekn),
"Mepepo3yBaHHsa", "TMo6IYHI peakuji”
BiANOBIAHO A0 iHopMaL,i WoA0 MeguyHoro
3aCcTOCyBaHHA pedpepeHTHOro NiKapCbKoro
3acoby (JANALUMH L, kancynn 150 mr, 500
Mr).

MepiognyHIiCTL NOAAHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku, BiANOoBIAHO A0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiT Ykpainu 29 ciuHsa 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOPOHM 340POB'S YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTPOKaMu, 3a3HaYeHNMmN y
nepiognYHOCTI NoJaHHS perynsipHuX 3BiTiB 3

3a
peyerimom

He nionsieae

UA/14647/01/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

Popma sUnyCKy
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina
3asiBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamysa
HHS

Homep
peecmpayitiHo2o
nocsioYeHHs

6e3neku.

54.

YNbTPEKC

kancynu no 150 mr
no 8 kancyny
6nictepi; no 2
6nictepn y
KapTOHHI KopoobLi

Pisodhapm
CA

LLiBeiiuapis

Pisochapm CA

Lseiiapis

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
OHoBeHO iHdopMaLiito B IHCTPYKLIi ANs
MeAMYHOro 3acTOCYBaHHSA NMiKapCbKoro 3acoby
y po3ginax "MNokasaHHs", a TakoX Yy po3ainu:
"dapMakoorivyHi BAacTMBOCTI",
"MpoTunokasaHHa", "B3aemogia 3 iHWMKN
niKkapcbkvMu 3aco6amu Ta iHLi BUAK
B3aemogiin", "OcobmMBOCTi 3acTOCyBaHHSA",
"3acTocyBaHHs y nepiof BariTHoCTi abo
roflyBaHHs rpyaaro”, "34artHicTb BNMBaTH Ha
LWBMAKICTb peakLii npy KepyBaHHI
aBTOTPAHCNOPTOM ab0 iHWMMK MeXaHismamn',
"Cnoci6 3acTocyBaHHsa Ta gosu", "Aitn"
(iHchopmauist Lwoao 6esnekn),
"Mepepo3yBaHHs", "MobiyHI peakujii™
Bi4NoBIAHO A0 iHGopMaLiil o0 MeAUYHOro
3aCTOCyBaHHSA pehepeHTHOro NikapCbKoro
3acoby (JANALUMVH L, kancynm 150 mr, 500
Mr).

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IHOBAHOTO 3BiTYy 3 6e3neku, BiANoBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuLii YKpaiHun 29 ciuna 2007
poky 3a Ne 73/13340 (y pefaxuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riiHO 3i CTpOKaMu, 3a3Ha4eHnMmn y
nepiogNYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He nionsizae

UA/14647/01/01

55.

YHAETAB

TabneTku, BKPUTI
060/10HKOt0 NO 10
TabneTtok y 6rictepi;
no 3 6nictepu B
nauuj

AT
"KUIBCbKW
%
BITAMIHHW
" 3ABOA"

YKpaiHa

AT "KMIBCBKUN
BITAMIHHN
3ABOA"

Ykpaina

MepepeecTpalist Ha HeOBMEXEHN TEPMIH.
OHoB/eHO iHhopMaLiio y po3ginax
"Oco6nmBoCTi 3acTocyBaHHA", "MO6IYHI
peakuii” iIHCTPYKUii AN MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby BifnoBiAHO
[0 OHOBJIEHOI iHGhopMaLiT LWo[0 6e3nekn
3aCTOCyBaHHSA fjl0Unx Ta AONOMIKHUX
PeYoBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO [0
Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEPAXEHOro HakasoM MiHictepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi locTuuii Ykpainm 29 ciuns 2007

6e3
peyenma

nionsieae

UA/4834/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamysa Howmep
n/n JNlikapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky HHS peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN y
nepiogNYHOCTI NOAaHHA perynspHUX 3BiTiB 3
6e3neku.
56. APUHA® TabneTku, BKpUTI Baiiep AI' | HimeuunHa nepBrHHa Ta HimeyunHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 3a He nionsizae UA/11479/01/01
060M10HKO0; MO 21 BTOPVHHA MepiognyHICTb NOAAHHS PerynsipHo peyenmom

Tabnetuyi y 6nictepi
3 KasieHJapHow
LKanow; no 1
6nictepy y
nanepoBomy
MiLLIEYKY B KQPTOHHIlA
QECI]

ynakoBka, [03Bin
Ha BUMYyCcK cepii:
Baiiep AT,
HimeuunHa;
BVMPOGHMLTBO
Hepo3gacoBaHo!
NpPOAYKLUIT:
Baiiep Baiimap
m6X i Ko. KT,
HimeuunHa

OHOB/IHOBAHOrO 3BiTY 3 6e3neku, BifNoOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3om MiHicTepcTea

OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuiil Ykpainum 29 ciunsa 2007
poky 3a Ne 73/13340 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHU 340P0B'A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3ri4HO 3i CTpOKamu, 3a3HaYeHnMmn y
nepiogNYHOCTI NOAAHHA PerysspHUX 3BiTiB 3
6e3neku.

FeHepanbHU AUpPEKTOP

AupekTopaty papMaLeBTUUHOIO 3a6e3neYeHHs

OnekcaHpp KOMAPIOA




AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

22.12.2020 Ne 2970

NMEPENIK

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

N1acTUKoBOMy
KOHTEliHepi B

(hiznKo-XiMiYHWIA));
CiHTOH XicnaHisi, C.

Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHst TEXHIYHOI NOMW/IKK, NOB’A3aHO 3

KapTOHHI KOpooLyi 1., Icnanis HEBIANOBIAHICTIO (Pi3HOUMTAHHS) B MEXax 04HOro
(BUpOGHMLTBO, OOKyMeHTa 3a po3gisiom «Onuc»: B cneuudikauii MeToais
nepBUHHE, BTOPUHHE KOHTPOJIH 3a NOKa3HUKOM «OMNUC» HEKOPEKTHO 3a3HavyeHo
nakyBaHHs, rpasitoBaHHs TabneTku; BiACYTHi (Di3NYHI XapakTepucTukn

KOHTPO/b SIKOCTI,
BUNYCK cepii)

onucy TabneTkn — LWMpUHA Ta AOBXMHA Ta HEKOPEKTHICTb
nepeknagy ymoB 36epiraHHs nikapcbKoro 3acooby.
3a3HayeHe BUNpaB/IEHHs Bignosigae matepianam
peecTpauiiHoro A0Cbe, AKi NpeAcTaBeHi B apXiBHUX
mMaTepianax peectpauiliHoro fJocbe. TEXHIUHY MOMUIIKY
BMMPaB/IEHO B iHCTPYKLi 419 MeANYHOro 3acTOCyBaHHSA
N3; 3anponoHoBaHo: Jlikapcbka chopma. TabneTkun, BKpUTI
NNiBKOBOK 060/10HKOI. OCHOBHI (Di3MKO-XiMiYHI
BNACTUBOCTI: TabneTku, BKpUTIi 06010HKOK ¢hiosieToBoro
KONbOpY, OBa/IbHOI hopMU, NPUBM3HOK AOBXMHOK 19
MM Ta LWMpKUHOK 11 MM 3 rpasitoBaHHAM «A7TN» 3 04HOro
60Ky Ta «500» 3 iHLWOoro 60Ky. YMoBU 36epiraHHs. Ans

Ne Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKO20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1. ABIPATEPOH | Tabnetku, BKpUTI TOB YkpaiHa KBiHTa - AHaniTika Yecbka BHECEHHS 3MiH 40 peecTpavliiiHMX MaTepiasliB: TeXHIYHA 3a peyenmom UA/18043/02/01
-BICTA nNiBKOBOIO "apmauesTu c.p.o., Yecbka Pecny6nika/ nomuska (3rifHo Hakasy MO3 Big 23.07.2015 Ne 460) -
o060n0Hkoto, No 500 YyHa KOMnaHis Pecny6nika Icnanis BUMpPaBIEHHS TEXHIYHUX MOMUOK, 3rigHo n.2.4. posainy VI
Mr, no 60 TabneTok y Bicta" (KOHTpONb AKOCTI Haka3ly MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakuii
naacTUKOBOMY (hiznKo-ximMiuHMIA)); Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) —
KOHTEliHepi B CiHToH Xicnanis, C. BrnpaBneHHs TeXHIYHOT NOMUIIKK, NOB'A3aHO 3
KapTOHHI Kopoo6Li N., IcnaHis HEBIAMNOBIAHICTIO (PI3HOUMTAHHSA) B MEXax 04HOT0
(BMPOGHMLTBO, [OKyMeHTa 3a po3gisiom «CynpoBigHi AOMILLKN»: B
nepBuUHHE, BTOPUHHE crneungikauii (Ha BUNyck) MeToAiB KOHTPOIO 3a
nakyBaHHS, MOKa3HUKOM «CynpoBifHi JOMILLKM» HEKOPEKTHO
KOHTPO/b SKOCTI, 3a3HaYeHo KpUTepii NPUAHATHOCTI ANS CYMU [LOMILLIOK.
BUNYyCK cepii) 3as3HayeHe BMMNpaB/IeHHS BiAMNOBiaE MaTepianam
peecTpaviiiHoro A0ChbE, AKi NpeAcTaBeHi B apxiBHUX
mMarepianax peecTpauiiiHoro 4ockbe
2. ABIPATEPOH | TabneTku, BKpUTI TOB YkpaiHa KBiHTa - AHaniTika Yecbka BHECEHHS 3MiH [0 pPeECTpaLiiHNX MaTepiasiiB: TEXHIYHA 3a peyernmom UA/18043/02/01
-BICTA NNiBKOBOIO "apmauesTu c.p.o., Yecbka Pecny6nika/ nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
060/10HKO10, N0 500 YyHa KOMMaHis Pecny6nika IcnaHis BUNPAB/IEHHS TEXHIYHWUX NOMWAOK, 3rigHo N.2.4. po3ainy VI
Mr, o 60 TabneTok y Bicta" (KOHTPO/Ib SIKOCTI Haka3y MO3 Ykpainu Big, 26.08.2005p. Ne 426 (y pepakui
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no 10 tTabneTtok y
6nictepi; no 1
6nicTepy B KapTOHHiIl
KopooLi

nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii LLoao
3a3HavYeHHs OAMHMLb BUMIPIOBaAHHSA Y cnuctemi Sl.
BHeceHHs 3MiH fo po3giny «MapkyBaHHsA» MKA N13:
3anponoHosaHo: Mapkuposka. CooTBETCTBYET
YTBEPXAEHHOMY TEKCTY MapKMpPOBKW. BBeAeHHS 3MiH

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NiKapCbKOro 3acoby He BUMaraeTbCs CrneLia/lbHUX yMOB
36epiraHHs. 36epirati y HeJOCTYNHOMY ANs AiTel MicLj.
TexHi4yHy NOMUIKY BUNPAB/IEHO B TEKCTI MapKyBaHHS
BTOPUHHOT yNakoBku y p. "3. Mepenik 4OMOMKHUX
peyoBuH", "4. Jlikapcbka hopma Ta KiflbKiCTb OAWHULL B
ynakosui", "9. Ymosu 36epiraHHs", "14. Kateropis
Bignycky", "17. [Hwe", y TeKCTi MapKyBaHHS NepBUHHOI
ynakoBku "2. KinbkicTb Aito4oi peyoBrHU" 3a3HadeHe
BMNPAaB/IEHHS BigNoBigae maTepiasiaMm peecTpauiinHoro
[0Cbe
3. A3BALUTUAN | niodinisat ans TOB Ykpaiva HaHr KyaHr TaiiBaHb BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TeXHIYHa 3a peyenmom UA/18117/01/01
H-BICTA PO34nNHYy A5 iH'EKUIA "®bapmavesTu dapmacstoTikan Ko., nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
no 100 mr; 1 do1akoH 3 YyHa KOMMaHis nra. BUNPABIEHHS TEXHIYHWUX NOMW/IOK, 3rigHo N.2.4. po3ainy VI
niocpinizatom y Bicta" Haka3y MO3 Ykpainu Big, 26.08.2005p. Ne 426 (y pepakui
KapTOHHI KOpooLyi Hakaszy MO3 Ykpainu Big 23.07.2015 p Ne 460) —
BunpaBneHHss TEXHIYHOI NOMW/IKK, NOB’A3aHO 3
HEBIANOBIAHICTIO (Pi3HOUMTAHHS) B MEXax 04HOro
AokymeHTa (y cneuudikalii Ta MeTogax KoHTponio (B
NPUroTyBaHHi CTaHAAPTHOrO PO34KHY) 3a NOKA3HUKOM
«3aINLLKOBI Ki/IbKOCTi OpraHiyHMX pO3UMHHUKIB» Ta
BMMPaBAEHHAM NOMUIIKW HA TUTYbHIl CTOPIHLi MeToZiB
KOHTPOSIO (3a3Ha4YeHo cuiy Aii Ha 1akoH, OCKINbKY
nikapcbkuii 3acib npeacTassisie Nikapcbky opmy -
niocpinizaT ANs iH'exuin). 3asHaveHe BUNPaB/IeHHS
BiANOBiAae maTepianam peecTpauiiHoro focke, SKi
npefcTaB/eHi B apXiBHUX MaTepiasiax peecTpavyiiiHoro
[0Cbe
4, A3UNKNAP TabneTku, BKpUTI AHaHTa Benuka ®namiHro IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/1983/01/01
250 NAiBKOBOO Megikeap T4, BpuTtaHis PapmacbloTukanc - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnagy
060/10HKOH, M0 250 Mr nra. (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
no 10 TabneTok y nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaL,ii Woao
6nicTepi; no 1 3a3HavyeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl.
61icTepy B KapTOHHIl BHeceHHs 3MiH J0 po3giny «MapkyBaHHs» MKA N13:
Kopoo6Li 3anponoHoBaHo: Mapkuposka. CooTBeTCTBYeT
YTBEPXAEHHOMY TEKCTY MapKUpOBKW. BBeaeHHs 3MiH
npoTArom 3-x MicsiUiB Nicns 3aTBEPAKEHHS
5. A3VKNAP TabneTku, BKpUTI AHaHTa Benvka ®namiHro IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/1984/01/01
500 NAiBKOBOO Megikeap /T4, BpuTtaHis PapmacbioTukanc - 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsagy
060/10HKOI0, N0 500 Mr nrp. (iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS yNaKkoBKM




38

060n0HkKot0, Mo 10
mr/12,5 wr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI/ KopoobLi

Joliuneng MmeX

Manufacturing Deutschland GmbH, Germany
BiANOBIAA/IbHOrO 3a TECTYBaHHS Ta BUMYCK Aito4oi
peyoBUHM KBIHANPWAY rigpoxnopuay; 3miHu | Tuny -
[OMNoOBHEHHA creymdikauii AP| ksiHanpwny rigpoxnopuay
HOBMM MOKa3HUKOM SIKOCTi, & Came BU3HAYEHHS JOMILLKU
1,3 dicyclohexylurea (DCHU), o siBNsie CO60t0 peareHT,
AKUIA KOHTPOSIOETLCA NULLe BUPOBHKKOM Rolabo
Outsourcing S.L.; 3MiHuW | TMny - 4ONOBHEHHS crieumdikaw,i
A®| kBiHANPWAYy rigpoxnopuay noKasHNKoMm «Bmict
nanagito» 3 BHYTPILLUHIM METOAOM BUNPOGYBaHHA Ta
KpUTEpIiaMy NPUIAHATHOCTI He Ginblue 20 ppm, SKWii
KOHTPOJ/HETLCA NnLLe BUpo6HMKOM Rolabo Outsourcing
S.L; 3miHm | TUNY - gonoBHeHHA cneuudikavii API
KBiHANpwsy rigpoxnopuay nokasHUKOM SIKOCTi «CropigHeHi
Cnosykm» nokasHukom lhydroxybenzotriazole (HBT) sikuii

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NPOTAroM 3-X MicsLiB NiCNsA 3aTBEPAYKEHHS
6. A3NMEL® NopoLUOK ANs MNAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/7234/03/01
opanbHoi cycneHsii no | "KuiBmeanpen "Kuismegnpenapar” - 3MiHM 3 AKoCTi. MeauyHi NpucTpoi. 3miHa NpUCTpoiB A1s
200 mr/5 mn 1 dpnakoH apar" BVMIpIOBaHHS 1031 ab0 BBELEHHS NiKapCbKoro 3acoby
3 nopoLukom (1200 mr (nopaBaHHsA abo 3aMiHa NPUCTPOLD, SKNIA He €
asuTpomiumHy) ans 30 HeBi'€EMHOI0 YaCTUHO NEePBUHHOI YNakoBku) - MpuCTpild,
MJ1 OpasIbHOI CycneHsii AKM Mae CE-mapKyBaHHS -
pasom 3 BHECEeHHS 3MiH o p. 3.2.P.7. Cuctema
KanibpyBasibHUM KOHTeliHep/3akynoptoBasibHWIA 3acib, a came 3amiHa
LUMPMLIOM Ta MipHOI0 LUMPWL-MINeTKV A03Y04OT 6 M1 Ha LWNpUL-NineTKy A03yo4y
NIOXEYKOI B nauuj 5 M. AK HAcNigoK BHECEHHS 3MiH J0
CnevuudpikaLii/MmeToAiB KOHTPO/O SAKOCTI AN WNpUL-
nineTky 3a n. «30BHiLUHIA BUrNSa4», N. «OCHOBHI PO3Mipn».
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS
7. A3SNMEL® NopoLUOK NS MNAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/7234/03/02
opasibHOT cycneHsii, "Kuismegnpen "Kuismegnpenapar” - 3MiHM 3 AKoCTi. MeAnyHi NpucTpoi. 3miHa NpUCTpoiB AN1s
100 mr/5 mn 1 conakoH apart" BMMIpPIOBaHHS 4,031 ab60 BBEAEHHSI JTiKapCbKOro 3acoby
3 nopoLukom (400 mr (nofaBaHHs abo 3amiHa NPUCTPOIO, KU He €
asuTpoMmiLmHy) ana 20 HEBIA'EMHOI YaCTUHOI NEePBMHHOT yNakoBkK) - MpuUcTpiid,
MJ1 CyCneHsii y sknii mae CE-MapKyBaHHS -
dhnakoHi; no 1 BHECeHHS 3MiH o p. 3.2.P.7. Cuctema
th1akoHy pasom 3 KOHTelHep/3aKynopoBasibHWiA 3aci6, a came 3amiHa
KanibpoBOYHUM LUMPUL-MINEeTKV A03Y040T 6 M Ha LWNpUL-NineTKy A03yo4y
LUNPULOM i MipHOHO 5 M. K HacnigoK BHECEHHSA 3MiH [0
NIOXEYKOo B nauLli CreuudpikaLjii/MmeTofiB KOHTPO/O AKOCTI AN WNPUL-
nineTkn 3a N. «30BHILWHI/ BUrAA», N. «OCHOBHI pO3Mipu».
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPAKEHHSA
8. AKKY31A® TabneTku, BKpUTI NPANIEP CLUA, Mdpaiizep HimeuunmHa | BHECeHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | TNy | 3a peyenmom UA/3031/01/01
10 nNiBKOBOIO IHK. MeHtohekyypuHr - BBe[leHHA a/ibTepHaT1BHOro BUpo6HUKa Pfizer
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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
peecmpayitiHo2o
nocsioYeHHs

no3HayeHo y cneuudikadii sk PD 019679 (HBT), wo
ABNSiE COOO0I0 peareHT, Ta KOHTPOMIOETHLCSA nLLe
BMpo6HMKOM Rolabo Outsourcing S.L; 3miHu | Tvny -
[IOMOBHEHHS NMOKa3HMKa «3a/INLLKOBI PO3UMHHUKN» Y
crneundikavii A®I kBiHanpuny rigpoxnopuay BU3Ha4YeHHs
rentady Ans Bupo6Huka Rolabo Outsourcing S.L; 3MiHu |
TUNY - [ONOBHEHHS MOKa3HMKa «3a/TMLIKOBI PO3UNHHUKN» Y
crneundikavii A®I kBiHanpuny rigpoxnopuay BU3Ha4YeHHs
eTaHony ons BupobHmka Rolabo Outsourcing S.L; 3MiHm |
YNy - NpuBeAeHHs cneundikauii A®| keiHanpuy
rigpoxnopuay y BifnoBigHiCTb A0 MoHorpadii EP Quinapril
hydrochloride; 3miHu Il TUNY - BBEAEHHA a/lbTEPHATUBHOMO
BMpo6HuKa A®| kBiHanpuny rigpoxniopug, Rolabo
Outsourcing S.L., Spain, BignosiganbHoro 3a
BVMPOGHMLTBO, TECTyBaHHA Ta BUNyck A®| 3 HagaHHAM
MacTtep-caiina Ha A®| (AP of ASMF EDMF-AP-106/0608
Am. 1118)

AKKY3NA®

20

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 20
mr/12,5 wmr; no 10
Tabnetok y 6nictepi;
no 3 6nictepu B
KapTOHHI/ KopoobLi

NMOAN3EP
IHK.

CLWA

Mdpaiizep
MeHtohekyypuHr
[Loiunena rmexX

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- BBeleHHs1 a/lbTepHaTUBHOIO BUPO6HUKa Pfizer
Manufacturing Deutschland GmbH, Germany
BiANOBIAA/IbHOrO 3a TECTYBaHHA Ta BUMYCK Aito4oi
peyoBUHM KBIHANPWAY Tigpoxaopuay; 3miHu | Tuny -
[ONOBHEHHS MOKa3HMKa «3a/INLLIKOBI PO3UNHHUKN Y
cneuudikalii APl ksiHanpuny rigpoxiopuay BU3Ha4YeHHS
rentaHy Ans Bupo6Huka Rolabo Outsourcing S.L; 3miHu |
TUMY - AOMNOBHEHHS NMOKa3HUKA «3a/TMLLKOBI PO3UNHHUKW» Y
cneuudikalii APl ksiHanpuny rigpoxiopuay BU3Ha4YeHHS
eTaHony Ansa BupobHuka Rolabo Outsourcing S.L; 3miHu |
TUMy - ONOBHEHHS cneumdikayii A®I ksiHanpuiy
rigpoxnopuay nokasHUKoM SIKocTi «CrnopigHEeHi Cnonykm»
nokasHukom lhydroxybenzotriazole (HBT) sikuiA no3HaveHo
y cneuudpikauii sk PD 019679 (HBT), wo saBnse coboto
peareHT, Ta KOHTPOOETLCSA /iLe BUPO6GHUKom Rolabo
Outsourcing S.L; 3MiHK | TUNY - 4ONOBHEHHSA cneumdikawi
A®| kBiHanpuny rigpoxnopuay HoBUM NOKa3HUKOM SIKOCTI,
a came BU3HaueHHs gomiwkn 1,3 dicyclohexylurea
(DCHU), o sBnsie co60k0 peareHT, sKMiA KOHTPO/TIOETLCSA
nuwe BnpobHmMKoM Rolabo Outsourcing S.L; 3miHun | Tuny -
[0MNoBHEeHH: cneuymdikayii AP| ksiHanpwny rigpoxiopuay
NOKa3HWKOM «BMICT nasiagito» 3 BHYTPILLHIM METO40M
BMNPOGYBaHHS Ta KpUTEPIAMU NPUAHSATHOCTI He GinbLue 20
ppPmM, SKUiA KOHTPOIOETLCA MLLE BUPOGHMKOM Rolabo
Outsourcing S.L; 3MiHuK | TUNY - NnpuBegeHHs crneungikaw,i
A®I| kBiHaNpwAy rigpoxnopuay y BiANOBIAHICTb A0
MoHorpadii EP Quinapril hydrochloride; 3miHu Il Tuny -
BBE/IeHHS1 a/lbTepHaTVBHOIO BUPOGHMKa AD| kBiHanpuy
rigpoxnopug, Rolabo Outsourcing S.L., Spain,

3a peyernmom

UA/3031/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BifjNOBIAa/IbHOTO 3a BUPOBHMLITBO, TECTYBaHHSA Ta BUMYCK
A®I 3 HagaHHAM MacTep-haiina Ha A®I (AP of ASMF
EDMF-AP-106/0608 Am. 1118)
10. ANEPAE3 cupon, 0,5 mr/mn, no My6niyHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/14492/01/01
50 mn Ta no 100 mn y akuioHepHe akuioHepHe - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
thnakoHi; no 1 TOBapuCTBO TOBapUCTBO (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNakoBKuW
donakoHy pasom 3 "HaykoBo- "HaykoBo- nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,ii Woao
[03yBasIbHUM BUPOGHNUNIA BUPOGHNYUIA LIEHTP 3a3HayYeHHs OAVHMLL BUMIPIOBAHHSA Y cucTemi Sl.
NPUCTPOEM B NauLj; No LeHTp "BopLuariscbkuii BHeceHHs 3MiH 1o po3giny “MapkyBaHHs” MKA N3;
100 mn y 6aHui; no 1 "BopLuariscbk XiMiKO- 3anpornoHoBaHo: MapkyBaHHs. BignosigHo no
6aHLi pa3om 3 WiA Ximiko- hapmaueBTUYHNIA 3aTBEpPAKEHOro TEKCTY MapKyBaHHS. TepMiH BBEAEHHS
[03yBa/IbHUM thapmaveBTUy 3aBog" 3MiH NpOTArom 6 MicsALiB NiCNSA 3aTBEPAKEHHS
NPUCTPOEM B nauL, HWi1 3aBoa”
11. ANMPOCTAH | KoHUeHTparT A/1A TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3MiHu |1 3a peyernmom UA/6956/01/01
® pO34nHy Ans iHdys3il, ABeHTiC Pecny6nika TUNY - 3MiHWU 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6.
0,1 mr/0,2 mn1; Nel10 YkpaiHa" KOHTpPO/Ib FOTOBOIO /liKapCbKOro 3acoby. 3MiHa
(5%2): no 0,2 mn B napameTpiB cneyudikauii Ta/abo AoNyCcTUMUX MEX
amnyni, no 5 amnyn y roToBOro NikapcbKoro 3acoby (3miHa 3HaxoA4MTbCA no3a
6nicTepi; no 2 3aTBEPKEHVMM JOMYCTUMUMK MeXamu cnevmdikawin) -
6nictepy B KOPOOLI| 36i/IbLIEHHSA A0NYCTUMUX MEX 4151 AOMILLKM A NPpK BUMYCKY
i3 «<NMT 0.4 %» no «<NMT 1.5 %» BignoBsigHo o BuMor
NnoTo4HOI MoHorpadii EP
12. AMAPUN® Tabnetku no 4 mr; Ne TOB "CaHodi- Ykpaina CAHO®I C.I.A. ITanis BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasiB: TEXHIYHA 3a peyenmom UA/7389/01/03
30 (15x2): no 15 ABeHTiC nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
Tabnetok y 6nictepi; YkpaiHa" BUMpPaB/IEHO TEXHIYHY NOMUIIKY Y TEKCTI MapKyBaHHS
no 2 6nictepu B BTOPUHHOI ynakosku J13; SAMPOINMOHOBAHO: 11.
KapTOHHilA KOpo6Li HAMMEHYBAHHS | MICLIEBHAXOIPKEHHSA
BUPOBHWKA TA/ABO 3AABHVKA BrpobHuk: CAHO®I
C.N.A. C.C. 17 KM 22 - 67019 CKOMMITO (AKBIJA),
ITanis 3aasHuK: TOB «CaHochi-ABeHTiC YkpaiHa», YkpaiHa
3a3HauyeHe BUNpaB/IEHHA BigNoBigae maTepianam
peecTpaLiiHoro Aocbe
13. AMAPUN® Tabnetkn no 3 mr Ne TOB "CaHodi- YkpaiHa CAHO®I C.INM.A. ITanis BHECEHHS 3MiH [0 PEeECTpaLiiHNX MaTepiasiiB: TEXHIYHA 3a peyernmom UA/7389/01/02
30 (15x2): no 15 ABeHTIC nomwuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
Tabnetok y 6nictepi; YkpaiHa" BMNPaB/IEHO TEXHIYHY NOMUIKY Y TEKCTi MapKyBaHHSs
no 2 6nictepu B BTOPMHHOT ynakosku J13; SANPOIMOHOBAHO: 11.
KapTOHHI Kopoo6Li HANMEHYBAHHS | MICLIE3HAXODKEHHS
BUPOBHWKA TA/ABO 3AABHWKA BupobHnk: CAHO®I
C.M.A. C.C. 17 KM 22 - 67019 CKOMMITO (AKBINA),
ITanis 3aaBHuk: TOB «CaHodi-ABeHTIiC YkpaiHa», YkpaiHa
3a3HayeHe BUMNpaB/IeHHA BiANOBILAE apXiBHUM
mMaTepiasiam peecTpawiiHoro gocke
14. AMBIT® PO34YUH A1 iH'EKLLN, AT "dapmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/18024/01/01

30 mr/mn, no 1 mn B

- 3MiHM Woa0 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
amnyni, no 10 amnyn y (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKU
6nictepi, no 1 nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
6nicTepy y nauyui; no 1 3a3HavYeHHs OAMHMLb BUMIPIOBaHHA Y cnuctemi Sl.
M B amnysii, no 5 BHeceHHs 3MiH [0 po3ainy «MapkyBaHHsA» MKSA /13:
amnyn y 6nictepi, no 2 3atBepmkeHo: MAPKYBAHHSA Po3gin BigcyTHil
6nictepn y nauuj 3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. BBefjeHHA 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepAKEHHs
15. AMBPOKCO/ | Tabnetkn no 30 Mr no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/5703/01/01
-AAPHULUA 10 TabneTok y "apmauesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
KOHTYPHili YapyHKOBIi YHa thipma chipma "JapHuus” (iHWi 3miHW) - 3amMiHa po3giny “IpadiyHe ohopMIEHHS" Ha
ynakosLij; no 2 "fapHuus” “MapkyBaHHs" B MKA J13; 3anponoHosaHo: MAPKYBAHHA
KOHTYPHi YapyHKOBI BignosigHo [0 3aTBEPAXEHOr0 TEKCTY MapKyBaHHS.
yNakoBKM y nauli OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHhopMaL,ii WoAo 3a3HaYeHHs
OAMHWLb BUMIPIOBAHHSA Y cucTemi Sl. TepmiH BBeAEeHHSA
3MiH - NPOTArom 6 MicsLIB NicNs 3aTBEPKEHHS
16. AMIAK PO34urH Ans TOB "OKnN Ykpaina TOB "OKnM YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx matepianiB: 3miHu | Tuny | 6e3 peyenma UA/3179/01/01
30BHILLIHBOIO "apmauesTu "papmMaueBTUYHa - 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
3actocyBaHHa 10% no | 4Ha drabpuka” habpuka" (IHLWi 3MiHKW) - BHECEHHSA 3MiH 0 po3giny “MapkysaHHs"
40 mn a6o no 100 mn MK$ 13”; 3anponoHoBaHO: MapkyBaHHS. 3rigHo
y hnakoHax 3aTBEPAKEHOTO TEKCTY MapKyBaHHA OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKM MIKAPCbKOro 3acoby 3 BHECEHHAM
iHhopmauii WoA0 3a3HaYEHHST OAUHMLL BUMIPIOBAHHSA Y
cuctemi Sl. BBefieHHA 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPAKEHHSA
17. AMI3OH® TabneTku, BKpUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/6493/01/01
060/10HKO10, M0 0,25 T; - 3MiHUM 3 AKOCTi. [OTOBWIA Nlikapcbkuii 3aci6. 3MiHK y
no 10 a6o 20 BMPOOGHULTBI. 3MiHa po3Mmipy cepii (BkIOYarumn gianasoH
Tabnetok y 6nictepi; pO3mipy cepii) roTOBOro NikapcbKoro 3acoby (36i/bLIeHHS
no 1 6nictepy B naudi 00 10 pasiB NOPIiBHAHO i3 3aTBEPIKEHUM PO3MIPOM) -
3 KQpTOHY BBEJEHHS 4,04ATKOBOro po3mipy cepii roToBOro
nikapcbKoro 3acoby; 3anponoHoBaHo: 206,71 kr (666,806
Tunc. Tabn.); 413,42 kr (1333,612 Tuc. Tabn.)
18. AHANbIIH- PO3YNH A5 iH'EKLINA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/3222/02/02
AAPHUUSA 500 mr/mn, no 2 Mn B "®dapmaveBTu "®apmaneBTUYHa - 3MiHM WoAo 6e3nekun/edheKTMBHOCTI Ta chapmakoHarnsgy
amnyni; no 5 amnyn y YHa thipma chipma "JapHuus” (iHWi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS"
KOHTYPHIli YapyHKOBIi "fapHnus” MK$A N3; 3anponoHosaHo: MAPKYBAHHSA BignosigHo Ao
ynakoBLi; no 2 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
KOHTYpPHi YapyHKOBI MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
ynakoBKu y navui iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTAroM 6 MicALUiB
nicnsa 3aTBepiKeHHs
19. AHANbIIH- Tabnetkn no 500 mr MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/3222/01/01
AAPHULUA no 10 TabneTok y "apmauesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy
KOHTYPHili YapyHKOBIi YHa hipma ipma "JapHuus" (iHWi 3MiHM) - BHECEHHS 3MiH 0 po3ainy “MapkyBaHHsS"”
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ynakosui; no 1 "OapHuug” MK$ N3; 3anponoHoBaHo: MAPKYBAHHSA BignoBigHo o
KOHTYPHI1 YapyHKOBIlA 3aTBEPKEHOrO TEKCTY MapKyBaHHS. 3MiHN BHECEHI B
ynakoBLji B naui; no TEeKCT MapKyBaHHS1 YNakoBKM JlikapCbKOro 3acoby Lioao
10 TabneTok y 3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTeMmi Sl.
KOHTYPHUX BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
YapyHKOBMX 3aTBEPLKEHHS
ynakoBkax
20. ANINAK Tabnetku AT "T'piHoekc” Narsis AT "I'piHgekc" Natsis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/4346/01/01
FPIHAEKC cybniHreasibHi no 10 - 3MiHUM Woao 6e3nekn/ethekTMBHOCTI Ta dhapmakoHarnsaay.
mr Ne 25 (25x1), Ne 50 BBegeHHS ab0o 3MiHM [0 y3arasibHeHVX JaHWX Npo
(25x2) y bnictepax cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
[aHux nNpo cuctemy dhapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3asiBHUKA [/151 34iICHEHHA hapMakoHarnsgy B YKpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
mMacTep-caiina cuctemu hapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3as1BHMKA,
Bi4NoBiAaIbHOI 32 hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: MapTuHuyk Oner
BonogvmmnpoBuy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6¥ YyNOBHOBaXKEHOI 0CO6M 3asiBHUKA, BiANOBIAAILHOT 38
hapmakoHarnsag B Ykpaini
21. APANET TabneTku, BKPUTI AngoreH IMKo | Jliokcemby leHechapm CA peuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13659/01/01
NAiBKOBOO C.ap.n pr - 3MiHM WoAo 6e3nekun/eheKkTUBHOCTI Ta thapmakoHarnagy
060/10HKOHO, M0 2,5 Mr, (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
no 10 Tabnetok y nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii LWoao
6nicTepi; no 3 3a3HavyeHHs OAVHMLb BUMIpIOBaHHSA Y cuctemi Sl. TepmiH
6nictepn y nauui 3 BBE/EHHS 3MiH MPOTArOM 6 MicALiB NicNs 3aTBEPAKEHHS
KapTOHyY
22. APFETT AYO | kancynu 3 [enbta LBeliuapi [JpareHodapm HimeuumHa/ | BHECeHHsi 3MiH O peecTpaLiiiHix maTepianis: 3MiHu | Tuny | 3a peyenmom UA/12811/01/01
MoaudhikoBaHUM Megiken A Anotekep Miown IpnaHgjs - 3MiHM LWoA0 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy.
BUBINIbHEHHSAM TBEPAj [MpomoyLuH3 'M6X, HimeyunHa BHeceHHs abo 3miHa(M) [0 30008B'A3aHb Ta YMOB BuAadi
no 75 wmr, no 10 Al (nepBuHHe Ta peecTpauiiiHoro nNocBigYeHHs1, BkAoYatoum MNnax

Kancyn y 6nictepi; no
1, a6o no 2, abo no 3
6nicTepy y KapTOHHIl
Kopobui

BTOPWHHE
nakyBaHHs); CBic
Kanc rméx ,
Himeyunna
(nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUMYCK
cepii); Temmnep
IpnaHgia Nimites,
IpnaHgjs
(BMPOGHULTBO

ynpas/liHHA pu3nkami (iHLWi 3MiHW) - HaJaHO OHOB/IEHWIA
MYP Bepcis 3.0 y 38’A3Ky 3 OHOB/IEHHAM iH(popMaLii woao
PYTUHHMX 3aXO0AiB 3 MiHiMi3av,ii pu3nKiB. 3MiHN BHECEHI A0
yacTvH V «3axoam 3 MiHimizauji pusmkis», VI «Peslome
nnaHy ynpasniHHA pusukamu», VIl (ogatok 2). HaaaHwii
MYP MIiCTUTb PVU3MK NPOMNOPLIiFHI 3ax0oam 3 MiHiMi3auil
pV3VKiB Ta 34iiCHEHHS chapmakoHarnsgy




43

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Hepo3dacoBaHoi
NpoAayKLii, KOHTPO/Ib
AKOCTI)
23. APTETT Kancynm [enbta LLiseiiuapi [OpareHochapm HimeuunHa/ | BHeceHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3mMiHu | Tuny | 3a peyernmom UA/13123/01/01
PANIA KMLLKOBOPO3YMHHI Megiken A AnoTtekep Mown Ipnangis - 3MiHUM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsay.
TBepai no 75 mr; no 10 [MpomoyLuH3 v6X, HimeuunHa BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB BuAadi
Kancyn y 6nictepi; no Al (nepBuHHe Ta peecTpauiiHoro NocBig4eHHs, BkIvaum MNnax
1 a6o no 2, a6o no 3, BTOPVIHHE ynpas/iHHA pu3nkami (iHLWi 3MiHW) - HaJaHO OHOB/EHWIA
abo no 5 6nictepis y nakyBaHHs); Csicc MYP Bepcis 2.0 y 38’A3Ky 3 OHOBIEHHAM iHhopMalLlii LLoA0
KapTOHHIA Kopoo6Li Kanc rm6X, PYTUHHUX 3aX0f4iB 3 MiHiMi3auil pu3ukiB. 3MiHW BHECeHi [0
HimeyunHa YacTuH V «3axoau 3 MiHimizauii pusukis», VI «Pesiome
(nepBuHHe Ta naaHy ynpas/iHHA pusnkamm», VIl (aogatok 2). HagaHwnii
BTOPVHHE MYP MICTUTb pU3MK NPONOPLMHI 3axo4n 3 MiHiMi3awi
nakyBaHHs1, BUMYCK pU3KKiB Ta 34iiCHEHHsT hapmakoHarnagy
cepii); Temmnep
Ipnangis Mivites,
Ipnangis
(BPOGHMLTBO
Hepo3dhacoBaHol
NpoAYyKLii, KOHTPO/Ib
AKOCTI)
24, APTITEK pO34uH ANs iHgysil, 8 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/16986/01/01
mr/mn no 250 mny "GapmaueBTun "PapmaueBTuyHa - 3MiHM Wopao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
donakoHi; no 1 YHa thipma cipma "fapHuus” (iHWi 3MiHW- OHOB/IEHHS TEKCTY MapKyBaHHS1 YNakoBKM
donakoHy B nauuj "OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaL,ii LWwoao
3a3HavyeHHs OAVHMLb BUMIPIOBAHHSA Y cuctemi Sl.
BBegeHHs1 3MiH MPOTAroM 6-x MicsLiB NicNs 3aTBEPAKEHHS
25. APOKCUKAM | Tabnetkn no 7,5 wmr; Aypob6iHA0 IHais Aypob6iHgo dapma IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/11516/01/01
no 10 TabneTok y Papma JITa Nimiten tOHIT 1 - 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsagy
6nictepi; no 1 (IHWI 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHs ynakosu /13
6nicTepy y KapTOHHii BignoBigHO 0 BUMOr Hakaszy MO3 Ykpainu Big 23.07.2015
nauuj p. Ne 460 3 BHeCeHHAM iHchopmaLlii WoA0 3a3HaYeHHs
O4VHWLb BUMIpOBaHHA Y cuctemi Sl. BHeceHHs 3miH [0
po3ainy “MapkyBaHHs” MKA J13: 3anpornoHoBaHo:
MAPKYBAHHSA 3rifgHo 3aTBEpA)KEHOrO TEKCTY
MapKyBaHHsl. BBeeHHs 3MiH NpOTAroM 6-x micAuis nicns
3aTBEPAKEHHS
26. APOKCUKAM | Tabnetkm no 15 mr; no Aypo6iHao IHAiA Aypob6iHgo ®apma IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/11516/01/02
10 TabneTok y dapma NlTg Nimiten HOHIT 1 - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta hapmakoHarnsgy

6nictepi; no 1
6nicTepy y KapTOHHIl
naui

(iHLWi 3MiHM) - OHOBJ/IEHHA TEKCTY MapKyBaHHS ynakosu /13
BiANOBIAHO A0 BMMOr Hakasy MO3 Ykpainu Big 23.07.2015
p. Ne 460 3 BHECEHHAM iH(hopMaLlii WoA0 3a3HaYeHHs
OOMHULB BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs 3MiH 40
po3giny “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHS 3rigHoO 3aTBEpA)KEHOro TEKCTY
MapKyBaHHs. BBejeHHS 3MiH MPOTAroM 6-x MicsuiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS
27. APTULLOKA pO34uH opasibHUiA, 100 | ToBapucTBO 3 Ykpaina ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/0140/02/01
EKCTPAKT- mr/mn, no 100 mny obmexeHoro 0bMexeHot - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
340POB'A chnakoHi 3i ckia abo BignoBiganbHi Bi4nNoBIAaNbLHICTIO (iHWi 3MiHM) - OHOB/IEHHSA BXE 3aTBEP)KEHOIO TEKCTY
donakoHi CTIO "®apmaueBTnyHa MapKyBaHHS BHECEHHS 3MiH A0 po3ainy “MapkyBaHH:A"
nonimepHomy; no 1 "®bapmavesTu KomnaHis "3gopos'a” MK$A N3: 3anponoHoBaHo: MAPKYBAHHSA BignosigHo Ao
chnakoHy 3 f03younmM YHa KoMMaHis 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
NPUCTPOEM Y KOPOOBLL "3popos'a” MapKyBaHHS YNakoBKY JliKapCbKOro 3acoby 3 BHECEHHSIM
3 KapTOHY iHchopmav,ii LWoAO 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. BBefeHHA 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
28. APTULLOKA PO34MH opasibHuiA, 100 | ToBapucTBO 3 Ykpaina ToBapucTBO 3 YKpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3miHu | Tuny - UA/14795/01/01
EKCTPAKT- mr/mn in bulk: no 10 n 06MexeHo 06MeXeHoH - 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta hapmakoHarnsagy
340POB'A ab6o no 50 Ny 6o4kax BiANOBiAA/bHI BiANOBIAA/ILHICTIO (IHLLI 3MiHK) - OHOBNEHHSA BXe 3aTBEPKEHOIO TEKCTY
cTHo "hapMaueBTUYHA MapKyBaHHs g5 ynakosku in bulk: no 10 1 a6o no 50 ny
"®apmaueBTn KoMnaHis "3gopos'a” 604kax (BHECEHHSI MO3HAYEeHb OfMHUL BUMIPIOBaHHS, 3
YyHa KOMMaHis BUKOPUCTAHHAM JliTep NaTUHCLKOTro andhasity, ToLo);
"3popos'sa" BHECEeHHS 3MiH 40 po3ainy “MapkyBaHHa” MKA 13:
3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBepKeHoro Tekcty MmapkysaHHs. MAPKYBAHHA
oo npoaykuii in bulk TekcT mapkyBaHHA 40AAETLCS.
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro
3ac06y 3 BHECEHHAM iHhopMmau,ii LWoA0 3a3HaYeHHs
OAMHWLB BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPPKEHHS
29. ACKOPBIHO PO34UH A1 iH'EKLN, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/2991/01/01
BA 50 mr/mn, no 2 mn B "apmauesTu "papmMaueBTNYHa - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
KNCNOTA- amnyni; no 5 amnyn'y YyHa hipma ipma "dapHuus" (iHLLi 3MiHW) - OHOBMIEHHA TEKCTY MapKyBaHHS yNakoBKW
AAPHNUA KOHTYPHIli YapyHKOBIi "AapHnus" nikapcbKoro 3acoby 3 BHECEHHAM iHchopMaL,i Wwoao
ynakoBLi; no 2 3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
KOHTYPHI YapyHKOBI BHeceHHs 3MmiH 1o po3giny “MapkyBaHHs” MKA N3;
yMakoBKM y navui 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHS. TepMiH BBEAEHHS
3MiH NpOTArom 6 MicsLiB NiCNsA 3aTBEPKEHHS
30. ACKO®PEH- Tabnetkn, no 6 abo no MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/7528/01/01
OAPHULSA 10 TabneTok y "apmavuesTu "papMaueBTUYHA - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
KOHTYPHIli YapyHKOBIi YyHa hipma ipma "AapHuus" (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW
ynakosui; no 1 "AapHnus"” niKapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Wwoao

KOHTYPHili YapyHKOBIi
ynakoBLi y nayi; no 6
abo no 10 TabneTok y
KOHTYPHUX
YapyHKOBUX
ynakoBKax

3a3HAYEHHS OAMHUL BUMIpIOBaHHS y cucTeMi Sl. 3amiHa
po3giny “I'padpiuHe 0hoOpMIEHHS YNakoBKu™ Ha

“MapkyBaHHs" B MKA /13; 3anponoHoBaHo: MAPKYBAHHA

BignosigHo [0 3aTBEPMAXXEHOrO TEKCTY MapKyBaHHS.
TepmiH BBEAEHHSA 3MiH MPOTAroM 6 MicAuiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS
31. ACTATOP 10 | Tabnetku, no 10 wmr, TOPPEHT IHAi TOPPEHT IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/14663/01/01
no 10 TabneTok y PAPMACBIOT PAPMACBIOTIKAN - 3MiHM LWOAO0 6e3nekun/edpeKTBHOCTI Ta hapmakoHarnsgy.
6nicTepi, no 3 IKANC NTL, CNnTh BBefeHHs1 abo 3MiHU [0 y3arasibHeHWX AaHNX Npo
6nicTepy y KapTOHHIl cuctemy thapmakoHarnagy (BBeLeHHS y3araibHeHNX
ynakoBLii AaHux npo cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHVIKa AN 34iicHeHHs hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKIHOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
MacTep-haiina cuctemu hapmakoHarnsgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigaibHOI 3a
thapmakoHarnag,.
MponoHoBaHa pepakuis: Dr. Vikas Jain. 3MiHa KOHTaKTHOT
0Cco6¥ YNOBHOBaXKEHOI 0CO6M 3asiBHMKA, BiANOBIAALHOT 38
thapmakoHarnag B Ykpaini. NponoHosaHa pegakuis: Xirap
YKacBaHTCiHX YXXagexa. 3MiHa KOHTaKTHUX AaHuX
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigaibHOI 3a
hapmakoHarnag. 3MiHa KOHTaKTHUX AaHVX KOHTaKTHOI
0co6u ynoBHOBaXKeHOT 0c06M 3aABHUKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi
32. ACTATOP 10 | Tabnetku, no 10 wr, TOPPEHT IHgis TOPPEHT IHgis BHECEHHS 3MiH 0 peecTpaviiHux martepianis: 3miHn | Tuny | 3a peyenmom UA/14663/01/01
no 10 TabneTok y PAPMACBIOT PAPMACBIOTIKAN - 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
6nicTepi, no 3 IKANIC NTA ChnTAa (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKu
61icTepy y KapTOHHiN NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii oo
ynakoBLi 3a3HayeHHs OAVHMLB BAMIPIOBAHHA Y cucTemi Sl.
BHeceHHs 3MiH fo po3giny MKA: MAPKYBAHHA
MponoHoBaHa pegakuis MAPKYBAHHA. 3rigHo
3aTBEPPKEHOrO TEKCTY MapKyBaHHS. BBegeHHs 3MiH
NpoTAroM 3-x MicsLiB NicNsA 3aTBEPAYKEHHS
33. AYPOMOAOK | TabneTku, BKpUTI Aypo6iHao IHAjs Aypo6iHgo ®apma IHAjs BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHW | Tuny | 3a peyernmom UA/13403/01/01
C nNiBKOBOIO dapma /114 - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo

060/10HKO0, M0 100
mr, no 10 Tabnetok y
6nictepi; no 1
6nicTepy B KApTOHHiIl
Kopobui

Nta. KOHIT VI, Bnok
D

afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
BVPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IOUAOUM AiNbHULI BUMYycKy cepii abo micue
NPOBefEHHS KOHTPOSIO AKOCTI. (fiANbHICTb, 3a AKYy
BiANOBIAAE BMPOGHMK/IMNOPTEp, BKIOYA0UM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta afpecun MicLs NPOBaKeHHS
LisiNIbHOCTI BUPO6HMKA, 6€3 3MiHU Micus BUpOGHMUTBA.
3MiHM BHECEHI B iHCTPYKLiI0 471 MEANYHOrO 3aCTOCYBaHHS
N3y p. "BupobHUK", "MicLe3HaxoMKeHHs1 BUPOGHMKa Ta
oro agpeca Micusi NpoBafKeHHs AisNbHOCTI" 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
peecmpayitiHo2o
nocsioYeHHs

BiAMOBIAHUMM 3MiHAMW B TEKCTI MapKyBaHHS yNaKkoBOK
(BBefeHHs 3MiH NpoTAroM 6-x Micsilis nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK Wo8o

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -

OHOB/EHHA TEKCTY MapKyBaHHS YNakoBKW NiKkapCbKoro

3ac06y 3 BHECEHHAM iHhopMmaL,ii WoA0 3a3HaYeHHs
04VHVLb BUMIPIOBaHHS Y cuctemMi S| BHeceHHs 3miH Ao
po3giny “MapkyBaHHs" MKA /13. 3aTBEepaXeHo:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXAEHHLIM
obpasuom. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS. BBegeHHs 3MiH
NPOTAroM 6-X MicsLiB NicNsA 3aTBEPAKEHHS

34.

AYPOMO/OK
c

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, M0 200
mr, no 10 Tabnetok y
6nictepi; no 1
61icTepy B KapTOHHIl
KopoobLi

Aypo6iHao
Papma /114,

IHAjs

Aypo6iHgo ®apma
Nta. KOHIT VI, Bnok
D

IHAis

BHECEHHS 3MiH 40 peecTpaLliiiHMX MaTepiasiB: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLA NPOBaMKEHHS AiS/IbHOCTI
BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAOUM AiNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAae BUPOGHMK/iMNopTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta afpecun MicLs NPOBaKEHHS
AiSNTbHOCTI BUPO6HUMKa, 6€3 3MiHM MicLsa BUPOGHMLTBA.
3MiHV BHECeHi B iHCTPYKLi0 4151 MeANYHOro 3acToCyBaHHS
N3y p. "BMpo6HUK", "MicLe3HaxoMKeHHS BUPOOHUKaA Ta
oro agpeca Micusa NpoBafKeHHs Ais/IbHOCTI" 3
BiNOBIAHMMMN 3MiHAMMW B TEKCTI MapKyBaHHA yNakoBOK
(BBefeHHs 3MiH NpoTArom 6-x Micsiis nicns
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW JliKapCbKOro
3ac06y 3 BHECEHHAM iHhopMmaL,ii WoAo 3a3HaYeHHs
OOMHULb BUMIPIOBaHHA Yy cucTeMi S| BHeceHHA 3MiH 40
po3giny “MapkyBaHHs" MKA /13. 3aTBEpaXeHo:
MAPKVPOBKA B cooTBeTCTBUM C YTBEPXAEHHLIM
obpasuom. 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. BBefieHHs1 3MiH
NpoTAroM 6-X MicsLiB NicNs 3aTBEPAKEHHS

3a peyernmom

UA/13403/01/02

35.

BANb3AMIY
HUIN
NIHIMEHT
(3A
BULLHEBCbK
M)

nNiHiMeHT N0 251y
Ty6ax; no 40 r y Ty6i;
no 1 1y6i B navyi

TOB "AKnM
"dapmavesTu
YyHa thabpmka"

YkpaiHa

TOB "OKnN
"papmMaLeBTUYHa
thabpuka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnagy
(iHWi 3MiHW) - BHECEHHS 3MiH A0 po34iny “MapKyBaHHS"
MK$ N13”: 3anponoHoBaHo: MapkyBaHHS. 3rifHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHs OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM
iHhopmaLii o0 3a3HAYEHHSI OOUHULE BUMIPIOBAHHSA Y
cuctemi Sl. BBefieHHs1 3MiH NpoTAroM 6-T1 MicALIB nicns
3aTBepKEHHS

6e3 peyenma

UA/7709/01/01

36.

BAPO/ 10

Kancynm,
KMLLKOBOPO3YMHHI N0

Mera
NaiidycaiteHcis

ABcTpanis

IHBeHTIa Xenckea
Nt

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHu | Tuny
- AAMiHICTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo

3a peyenmom

UA/4467/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
10 wmr, no 10 kancyny (ABcTpanis) aapecy MicLs NPOBaXEHHS Ais/IbHOCTI
cTpuni, no 3 cTpunu B nri N1 BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
KapTOHHI ynakoBsLi, BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
no 14 kancyn y ctpuni, NPOBeLEHHS KOHTPOJIO SKOCTI. (ZiANbHICTb, 3a SKy
no 1 ctpuny B BiANOBIAAa€e BUPOGHYMK/IMNOPTEpP, BKOUAOUM BUMYCK Cepid)
KapTOHHI/ ynakosL,i - 3MiHa Ha3BW Ta agpecu BMpobHuka M13, 6e3 3MiHn Micua
BMPOGHMLTBA. TakoX 3MiHU BHECEHI B iHCTPYKLil0 Ans
MeAMYHOro 3acTocyBaHHs /13 y p. "BMPOGHUK" 3
BIANOBIAHUMW 3MiHAMW B TEKCTI MapKyBaHHS YNakoBOK
(BBegeHHs 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS); 3MiHM | TNy - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHu) -
BHECEHHS 3MiH [0 po3ainy «MapkyBaHHs» MKA N13:
3arBepmkeHo: p. «<MapkupoBka». Mpunaraetcs
3anponoHoBaHo: p. «MapKyBaHHs». 3rigHO
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cucTemi S| (BBegeHHs 3MiH MpPOTAroM 6 MicAuiB nicns
3aTBEPKEHHS)
37. BAPO/ 20 Kancynm, Mera ABcTpanis IHBeHTIa Xenckea IHgis BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasiB: 3MiHn | Tuny | 3a peyenmom UA/4467/01/02
KMLLKOBOPO34YUHHI N0 NaiidpcaiteHcis nrp, - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
20 wr, no 10 kancyny (AscTpanis) agpecu Micusi NPoOBaMKEHHS AiSSIbHOCTI
cTpuni, no 3 cTpunu B nri N7 BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
KapTOHHIA ynakoBsL,, BK/IHOYAOUM AiNbHULI BUMYCKy cepii abo micue
no 14 kancyn y ctpwni, NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKy
no 1 crpuny B BiANoBiAae BMPOGHMK/IMNOPTEp, BKIOYaOUM BUMYCK Cepiid)
KapTOHHIA ynakoBL,i - 3MiHa Ha3BW Ta agpecyu BMpo6Huka /13, 6e3 3MiHu MicLs
BMPOOHULTBA. 3MiHV BHECEHI B iIHCTPYKLiO ANS MEAUYHOIO
3actocyBaHHs /13 y p. "BMpo6HUK" 3 BignoBigHNMMN
3MiHaMKn B TEKCTi MapKyBaHHS ynakoBOK. BBefeHHs 3MiH
NPOTAroMm 6-TW MICALIB NiCAA 3aTBEPMAKEHHS; 3MiHM | TUNy -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - BHECEHHS 3MiH [0 po3ainy «MapKyBaHH:A»
MKS#A N13: 3arBeppxeHo: p. «<MapkupoBskax». MNMpunaraerca
3anponoHoBaHo: p. «MapKyBaHHs». 3rigHO
3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoAO 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl (BBegeHHs 3MiH NpoTAroM 6 micAuis nicas
3aTBEPKEHHS)
38. BENOAEPM Kpem gns Benyno, nikun Xopsaris Benyno, nikn Ta Xopsaris BHECEHHS 3MiH 40 peecTpayiiHux matepianis: 3miHn | Tuny 3a peyenma UA/9695/01/01
30BHILLIHBOIO Ta KocMeTuKa, KOCMeTuKa, A.4. - 3MiHK Woa0 6e3nekn/ed)ekTMBHOCTI Ta
3actocysaHHsA 0,05 % a.o. hapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHeHUX

nol5ra6o30ry
Ty6i; no 1 Ty6i B
KapTOHHilA KOpO6L

[JaHnx npo cuctemy apmakoHarnsagy (BBefeHHs
y3araslbHeHUX AaHnx Npo cucTemMy hapMakoHarnsay,
3MiHa YNOBHOBaXEHOT 0co6u, BiANOBiAaIbLHOI 3a
3fiiCHEHHS1 dpapMaKoHarns4y; KOHTaKTHOI 0cobu 3
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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
peecmpayitiHo2o
nocsioYeHHs

3acoby

thapmakoHarnagy 3asBHUKa A5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA Bif,
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
thapmakoHarnagy (BK/louatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifa/IbHOT 3a
3pificHeHHs hapmakoHarnsay B Ykpaidi. [irova pegakuis:
lwyk Hatanka MetpiBHa. MNponoHoBaHa pefakuis:
BonowwHa AHacTtacist AHaToniiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6y YNOBHOBaXEHOI 0CcobUM 3asBHUKA,
BIANOBIAA/IbHOT 32 34iICHEHHA (hapmakoHarnsay B
YKpaiHi.

39.

BE/NNOAEPM

Masb [/151 30BHILLIHBLOTO
3acTtocyBaHHs, 0,05
%; no15ra6o30ry
Ty6i; no 1 Ty6i B
KapTOHHI/ KopoobLi

Benyno, niku
Ta KocMeTuKa,
a.8.

Xopsaris

Benyno, nikn Ta
KocmeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHX AaHuX Npo
cuctemy dhapmakoHarnsagy (BBefieHHs y3arasibHeHux
AaHux npo cuctemy chapmakoHarnsgy, 3amiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0ocobu 3 chapmakoHarnagy
3asBHVIKa AN 34iicCHeHHs hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IHOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
MacTep-haiina cuctemu hapmakoHarnsgy) - 3mMiHa
KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0CO6U 3asIBHYIKA,
BIAMNOBIAA/IbHOT 32 34iICHEHHS hapmakoHarisay B
YkpaiHi. lponoHoBaHa pefakuis: BonowwvHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobun
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
3[iicCHEHHSs1 papMakoHarnsay B YkpaiHi

3a peyenmom

UA/9695/02/01

UA/9695/03/01

40.

BENOAEPM

cnpeii 0,05 % no 20
M1 a6o 50 mny
dhnakoHi; no 1
(h/1aKOHY B KapTOHHiiA
nauui

Benyno, nikun
Ta KOCMeTuKa,
A.A.

XopBaris

Benyno, niku Ta
KocmeTuka, 4.4.

Xopsaris

BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | Tuny
- 3MiHK Woa0 6e3nekn/eddeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHa abo 3miHM [0 y3araslbHEHNX
JaHux npo cuctemy apmakoHarnsagy (ssefeHHs
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnagy,
3MiHa YNOBHOBaXEHOI 0co6Wu, BiAMNOBIAa/IbHOI 3a
3AiliCHeHHs hapMakoHarnsy; KOHTaKTHOT ocoou 3
hapmakoHarnsgy 3asiBHuUKa 4ns 34iiCHEeHHS
thapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOBaXeHOI 0cobu, BiANOBIfa/IbHOT 3a 34iCHEHHS
hapMakoHarnsay (Bkroyakoum KOHTaKTHI AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy) - 3MmiHa KOHTakTHOT ocobu
YNOBHOB&XXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
3pificHeHHs chapmakoHarnsgy B YkpaiHi. [Jiroya pegakuis:
lwyk Hatanka MeTpisHa. MNponoHoBaHa pefakuis:
BonowwvHa AHactacist AHaToniiBHa. 3MiHa KOHTaKTHUX

3a 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 3filicHEHHS (hapmakoHarnsay B
YKpaiHi.
41. BEH3WNBEH | masb, 250 mr/r; no 30 r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/4488/01/01
30AT- y Ty6i; no 1 Ty6i B "bapmavueBTu "papmMaueBTUYHA - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
AAPHULA nauuj YyHa hipma ipma "AapHuus" - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHa” MKA N13.
"OapHnug” 3aTtBepmkeHo: MAPKNPOBKA TekcT MapkupoBku
yNaKkoBKN NeKapCTBEHHOr0 CPeACcTBa, KOTOpbIi
cogepxmTcsa B MeTofax KOHTPOns KayecTBa
NeKkapcTBEHHOTo cpefcTBa. 3anponoHOBaHO:
MAPKYBAHHA BignoBigHO [0 3aTBEPA)KEHOIO TEKCTY
MapKyBaHHS1.
OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NikapCbKoro
3acoby 3 BHECEHHSIM iHdhopMaLil LLoA0 3a3HAYEHHS
OAMHULb BUMIpIOBaHHSA Y cuctemi Sl. TepmiH BBeEHHS
3MiH - NPOTArom 6 MicAUiB NicNsA 3aTBEPAKEHHS.
42, BEPNIMNPUN® | Tabnetkn no 5 mr; no BEP/IH-XEMI HimeyuunH Brpo6HMuTBO "in HimeuunHa BHECEHHS 3MiH [J0 peecTpaLiliHix maTepianiB: yTOUHEHHA | 3a peyenmom UA/7553/01/03
5 10 TabneTok B Al a bulk", nakyBaHHs, peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne
6nicTepi; no 3 KOHTPO/b Ta BUMYCK 2854 Big 10.12.2020 B npoueci BHECEHHS 3MiH (3MiHM |
6nicTepn y KapTOHHIl cepiii: MeHapiHi-PoH MRy - 3MiHK LWoao 6e3nekn/edeKkTnBHOCTI Ta
Kopobu,i XengeH M'vbX, hapmakoHarnagy (iHwi 3MiHn) - 3MiHM BHECeHi A0
HimeuuunHa; IHCTPYKLUIT 4519 MeMYHOro 3aCTOCYBaHHS /iKapCbKOro
Brpo6HMUTBO "in 3acoby y po3ainu "®apmakonoriyHi BnactmsocTi” (LLo0A0
bulk" Ta kKOHTpO/Ib 6e3nekn), "Ocob/IMBOCTI 3acTocyBaHHs", "Cnocio
cepiii: BEPJIIH- 3acTocyBaHHA Ta o03n" (pefarysaHHs), "Oitn"
XEMI AT, (yTouHeHHs), "MobiuHi peakwyii" BigNoBigHO 4O OHOBNEHOI
HimeuumnHa; iHhopmawii 3 6e3neku Aitoyoi pevoBUHW. BBeAEHHS 3MiH
MakyBaHHS, NPOTArom 6-X MicALiB Nicna 3aTBepKeHHs). Pefakuis B
KOHTPO/b Ta BUMYCK Hakasi: UA/7553/01/01. 3anponoHoBaHa pepakLiis:
cepiit: BEPIH- UA/7553/01/03.
XEMI AT,
HimeyumnHa
43. BICOCTA/L TabneTku, BKpUTI CTALA HimeuunH Bunyck cepii: HimeuunHa/ | BHeceHHs 3MiH [0 peecTpauiliHnx Matepianis: 3miHu | Tuny | 3a peyernmom UA/3987/01/01
nNiBKOBOIO ApuHaiimiTTen a CTALA B’eTHam - 3MiHM Woao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
060/10HKOI0, N0 5 Mr; b Al ApuHaiimittens AT, (iHLWi 3MiHK) - OHOBNIEHHSA TEKCTY MapKyBaHHS YNakoBKK
10 TabneTok y HimeuuunHa; nikapcbKoro 3acoby 3 BHECEHHAM iHhopMaL,i Woao
6nicTepi; no 3 abo 6 Bupo6bHuuTBO 3a3HavyeHHs O4VMHULLL BUMIpIOBaHHSA Y cuctemi Sl
6nicTepiB Y KAPTOHHIl Hepo3dacoBaHOro BHECEHHS 3MiH 0 po3ainy “MapkysaHHsA" MKA N13:
kopob6ui; no 10 NPOAYKTY, NepBUHHE 3arBepaKeHo: Po3din «MapkyBaHHA». [logaeTbes.
Tabnetok y 6nictepi B Ta BTOPUHHE 3anponoHoBaHo: Po3ain «MapkyBaHHs». 3rifHO
a/IlOMiHIEBOMY calLeTi; nakyBaHHs, 3aTBEPKEHOT0 TEKCTY MapKyBaHHs. BBefieHHs 3MiH
no 3 abo 6 6nictepiB y KOHTPO/Ib Cepili: NPOTAroM 6-TU MiCALIB MiCN1A 3aTBEPMAKEHHS
KapTOHHilA KOopoo6Li CTE/NTA®APM
DK.B. KO, NT4. —
mapPo3ain 1,
B'eTHam
44, BICOCTA/L TabneTkun, BKpUTI CTAOA HimeuunH Bunyck cepii: HimeuunHa/ | BHeceHHs 3MiH [0 peecTpauiliHnx matepianis: 3miHu | Tuny | 3a peyernmom UA/3987/01/02
NNiBKOBOIO ApuHaiimitTen a CTAOA B’eTHam - 3MiHM Woa0 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisay
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
o60n0oHkoto, no 10 wr; b Al ApuHaiimitTTens Arl, (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKU
10 TabneTok y HimeuuunHa; nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
6nicTepi; no 3 abo 6 Brpo6HMUTBO 3a3Ha4YeHHs OAMHVLb BUMIPIOBaHHS Y cuctemi Sl
6nicTepiB y KApTOHHIl Hepo3dacoBaHoro BHECEHHS 3MiH 0 po3ainy “MapkyBaHHsA" MKA N13:
Kopo6ui; no 10 NpoAyKTy, NepsuHHe 3aTBepmkeHo: Po3ain «MapkyBaHHs». [logaetbes.
Tabnetok y 6nictepi B Ta BTOPUHHE 3anponoHoBaHo: Po3gin «MapkyBaHHS». 3rifHO
a/IlOMIHIEBOMY CalleTi; nakyBaHHS, 3aTBEPPKEHOrO TEKCTY MapKyBaHHA. BBefeHHs 3MiH
no 3 abo 6 6nictepis y KOHTPO/Ib cepili: NPOTAroM 6-TW MiCALIB NicNa 3aTBEPIKEHHS
KapTOHHI KopoobLi CTENNTA®APM
IK.B. KO., NTA. -
nmapPo3ain 1,
B'eTHam
45, BNOripP-3 pO34uH opasbHuiA, 0,5 Benyno, niku Xopsaris Benyno, nikn Ta Xopsarisi/ BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/15359/02/01
mr/mn no 60 mn abo Ta KocMeTuKa, KocMeTwuka, A.4., Ipeuis - 3MiHUM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsay.
120 mn y chnakoHi; no a.4. Xopsartis BBefeHHs ab0 3MiHn [0 y3arasibHeHWX AaHuX npo
1 chnakoHy pa3om 3 (BignoBiganbHwWii 3a cuctemy thapmakoHarnagy (BBefeHHS y3arasibHeHNxX
MipHOIO NTOXeYKoto (Ha BTOPWHHE [aHux npo cuctemy dhapmakoHarnsgy, 3miHa
2,5 mn abo 5 mn) B nakyBaHHs, BUMYCK YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KapTOHHI navwi cepii); PAMAP hapmakoHarnsgy; KOHTakTHoOT ocobu 3 chapmakoHarnagy
A.B.E. , pevis 3asiBHUKA A5 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
(BMPOGHWK roToBOrO AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
nikapcbKoro 3acooby, BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
nepBrHHE, BTOPUHHE (BK/KOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
nakyBaHHs) MacTep-haiina cuctemu hapmakoHarisagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3as1BHMKA,
BiANOBiAANbHOI 3a 3ilicHEHHS (hapmakoHarnsgy B
YkpaiHi. MponoHoBaHa pefakuis: BonowwnHa AHacTacis
AHaToniiBHa. 3MiHa KOHTAKTHUX AaHNX KOHTAKTHOI 0Co6u
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, Bi4NoBigaibHOI 3a
3fificHeHHs hapmakoHarnsgy B YkpaiHi
46. BNoripP-3 Tabnetku, Wo Benyno, niku Xopsaris Benyno, nikn Ta Xopsarisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/15359/01/01
amcnepryoTsca B Ta KOCMeTuka, KocmeTuka, A.4,., Ipeuis - 3MiHVM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
POTOBIA NOPOXHWHI, NO o.4. Xopsarisi (BTOpUHHE BBepgeHHs1 ab0o 3MiHM [0 y3arasibHeHVX JaHuX Npo

5 mr no 10 TabneTok y
6nictepi; no 1 a6o no
3 6nictepn y
KapTOHHI navi

nakyBaHHsl,
BiNOBIgaNbHWIA 3a
BMNYCK cepii);
[xenecapm CA,
Ipeuis (BUPOGHUK
roToBOro
nikapcbkoro 3acoby,
nepBuHHE
nakyBaHHs1)

cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
[JaHnx npo cuctemy dapmakoHarnsagy, smiHa
YMOBHOB&XEHOT 0CO6MU, BiANOBIfaIbHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobum 3 hapmakoHarnagy
3as1BHUKA AN1A 34iiCHEHHNA thapMakoHarnsay B YkpaiHi,
SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
mMacTep-haiina cuctemm hapmakoHarisgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0CO6M 3as1BHMKA,
BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay B
YkpaiHi. lNponoHoBaHa pefakuisi: BonowvHa AHacTacis
AHartoniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6u
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BiANoBigabHOI 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3[iicCHEHHS1 papMakoHarnsay B YkpaiHi
47. BO3EHTAH TabneTtkn, BKPUTI AnBoreH INKo | Jliokcemby Bignosigae 3a Kinp/ BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/16744/01/02
ANBOIEH NNiBKOBOIO C.ap.n pr BUNYCK cepil: KaHaga - 3MiHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
060n0HKot0, No 125 dapmacaiiHc (iHWi 3MiHW) - OHOBNIEHHS TEKCTY MapKyBaHHS yNakoBKN
Mr, no 14 TabneTok y IHTepHeLueHn NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
6nicTtepi, no 1, 4 abo 8 Nimitea, Kinp; 3a3HayeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl. TepmiH
6nicTepiB y KAPTOHHIl BMPOGHMLTBO "in BBEEHHS 3MiH - NPOTAroM 6 MiCALiB MiCNs 3aTBEPIKEHHS
nauui bulk", TecTyBaHHs:
[eHBioH
KopnopeiiweHc,
KaHapaa; nepBuHHe
Ta BTOPUHHE
nakyBaHHSA: bennsuk
MexkemxiHr IHK. O/A
Bennsuk MekemxiHr
ConwowuHc, KaHaga;
TECTyBaHHS:
dapmacaiHc IHk.,
KaHaga
48. BO3EHTAH TabneTkn, BKPUTI AnBoreH INKo | fliokcemby Bignosigae 3a Kinp/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/16744/01/01
ANBOIEH NNiBKOBOIO C.ap.n pr BUMYCK cepil: KaHapga - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta hapMakoHarisay
060/10HKO, NO 62,5 dapmacaiiHc (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKW
Mr, no 14 TabneTok y IHTepHeLueHn NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
6nictepi, no 1, 4 abo 8 Nimiteq, Kinp; 3a3HayYeHHs OAVHULb BUMIpIOBaHHS y cuctemi Sl. TepmiH
6nicTepiB y KApTOHHIl BMPOGHMLTBO "in BBEJEHHS 3MiH - NPOTAroM 6 MiCALIB MicNs 3aTBEPIKEHHS
nauuj bulk", TecTyBaHHs:
[eHBioH
KopnopeiiweHc,
Kanaga; nepsuHHe
Ta BTOPVHHE
nakyBaHHs: Bennsuk
MekemxiHr IHK. O/A
Benneuk MekegkiHr
ContoLwmHe, KaHaga;
TeCTyBaHHS:
dapmacaiHc IHk.,
KaHaga
49. BOPHA Ma3b5%mno25ry TOB YKpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/8718/01/01
MA3b 5% Ty6ax; no 25 r y 1y6i; "TepHochapm"

no 1 Ty6i B nauui 3
KapToHy

- 3miHn Wwoao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy
(iHWi 3miHW) - 3aMiHa po3giny «IpadiyHe ohopMIeHHsA
ynakoBKM» Ha po3gin «MapkysaHHs» y MKA N3:
3arBepmkeHo: Po3gin «FPA®IYHE O®OPMJ/IEHHA
YMAKOBKW» logaeTtbes.
3anponoHoBaHo: Po3gin «MAPKYBAHHSA» BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NiKkapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaL,ii LWoAo 3a3HaYeHHs
OAMHMLb BUMIpIOBaHHS Y cuctemi Sl. BBegeHHs 3MiH
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NpoTSArom 6-Tv MicsLiB Nic/s 3aTBepAKEHHS!
50. BOPHOI pO34uH Ans TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/8460/01/01
KNCNOTU 30BHILUHLOTO "TepHochapm" - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
PO34NH 3aCTOCYyBaHHA, (iHWi 3miHW) - 3aMiHa po3giny «IpadiyHe ohopMIeHHA
CMUPTOBUIA | cnnpToBwii 2% no 10 yNakoBKU» Ha po34in «MapkyBaHHa» y MKA N3:
2% My chnakoHax; no 20 3anponoHoBaHo: Po3gin «MAPKYBAHHSA» BignosigHo Ao
My donakoHax- 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
KpanenbHuusAx; no 10 MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
My chnakoHi; no 1 iHchopmav,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y
donakoHy B nauuj 3 cuctemi Sl. BBefeHHA 3MiH NPOTArom 6-Tv MicALiB nicns
KapToHy; no 20 MmNy 3aTBepAXeHHSA
chakoHi-kpanenbHuL,;
no 1 cpnakoHy-
KpanesibHULi B nayui 3
KapToHy
51. BOPOMEHTO | ma3b no 25 ry 1y6i TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tny | 6e3 peyenma UA/8619/01/01
n a/ItOMiHiEBIl; no 1 Ty6i "TepHochapm" - 3MiHM WoAao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
B Nauuji 3 KApTOHY; No (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
25 ry Ty6ax nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLi LLoao
aOMIHIEBUX 3a3HavyeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl.
BBegeHHS 3MiH NpOTSArom 6-Tu MicALiB nicas
3aTBEPAKEHHS
52. BOTOKC® NOPOLUOK AN PO3UYUHY AnnepraH Ipnangis AnnepraH Ipnangis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/16656/01/01
KOMMNJIEKC ONs iH'ekuin no 100 dapmacbioTika dapmacbloTikan3 - 3MiHU 3 SKOCTi. 3MiHM [0 peecTpauiliHoro NocBiAYeHHs
BOTYNIHIYH oauHULb-Annepran; 1 n3 IpnaHgis IpnaHgis BHACNILOK IHWWX perynaTopHux npouenyp. NMM®»/BA3®
oro h/1aKOH 3 NOPOLLUKOM B (mMacTep-thaiin Ha nnasmy/3aranbHuii thaiin Ha BaKUHHWIA
TOKCUHY KapTOHHI/ KopoobLi aHTureH). Bklo4eHHs HOBOro, OHOBJ/IEHOTO 260 3MIHEHOTO
TANY A (BIj, MacTep-chaiina Ha nnasmy y peecTpadiiiHe foCbe Ha
CLOSTRIDIU nikapcbkwii 3aci6 (npoueaypa 2-ro etany ansa NMvV®)
M (BK/THOYEHHS OHOB/IEHOT0/3MIHEHOTO MacTep-chaiina Ha
BOTULINUM) nnasmy, KO 3MiHW He BN/IMBaKOTb Ha BacTUBOCTI

roToBOro NikapcbKoro 3acoby) - OHOB/IEHHS MacTep -
ainny nnasmu (PMF Plasma Master File), 3aTBepmxeHo:
Plasma Master File Certificate Ne EMEA
/H/PMF/000001/04/AU/019/G,Big, Bupo6Huka CSL Behring
GmbH; 14 rpyaHsa 2017 3anponoHoBaHo: Plasma Master
Certificate Ne EMEA /H/PMF/000001/04/AU/020/G, Bia
BUpo6HMKa CSL Behring GmbH; 26 ntotoro 2019; 3MiHu |
TMny - 3MiHM 3 AKOCTI. 3MiHN 0 peecTpaviiiHOro
NOCBIAYEHHS BHACNIAOK iHLIMX PeryifaTopHUX npoueayp.
NMM®/BA3® (MacTtep-thaiin Ha nnasmy/3aranbHuii hainn
Ha BaKUMHHWIA aHTUreH). BkitoyeHHs HOBOro, OHOB/IEHOTO
abo 3miHeHoro macTep-thaiiia Ha nnasmy y peecTtpadiiHe
[0Cbe Ha nikapcbkuid 3acié (npoueaypa 2-ro etany Ans
MM®) (BK/IHOYEHHST OHOB/IEHOT0/3MIHEHOTO MacTep-chaina
Ha nnasmy, SKLWO 3MiHW1 He BMVBAlOTb Ha BNACTUBOCTI
roTOBOrO MikapcbKoro 3acoby) - OHOBIEHHS MacTep-
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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

peecmpayitiHo2o

nocsBi0O4YeHHs

thaiina Ha niasmy y 3B'A3Ky 3 NOAAHHSAM LLOPIYHOro
OHOBJIEHHS, 3aTBepaKeHo: Plasma Master File Certificate
Ne EMEA /H/PMF/000002/04/11/027/G, Instituto Grifols S.A.
26 kBiTHA 2018 3anponoHoBaHo: Plasma Master File
Certificate Ne EMEA /H/PMF/000002/04/11/028/G, Big,
BMpO6HMKa Instituto Grifols S.A. 31 ciuHg 2019

53.

BOTOKC®
KOMIMJIEKC
BOTYNIHIYH
oro
TOKCUHY
TNy A (BI4
CLOSTRIDIU
M
BOTULINUM)

MOPOLLOK A4/151 PO3UUHY
Ans iH'ekuii no 200
oanHULbL-Anneprax; 1
dh/1akoH 3 NOPOLLKOM B
KapTOHHIA KopooLi

AnnepraH
dapmacbioTika
n3 Ipnangisa

IpnaHgis

AnnepraH
dapmacbloTikan3
IpnaHgjs

IpnaHgis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHK 3 SIKOCTi. 3MiHM [0 peecTpauiliHoro NocBiAYeHHs
BHACMIAOK iHLINX perynsTopHux npoueayp. NMM®/BA3®

(MacTep-chaiin Ha nnasmy/3aranbHuin oaiin Ha BakUMHHUIA

aHTWreH). BkYeHHss HOBOTO, OHOB/IEHOTO 260 3MiHEHOTO

MacTep-chaiina Ha nnasmy y peectpauiiiHe fOCbe Ha
nikapcbkuii 3aci6 (npoueaypa 2-ro etany ans NMMo)
(BK/THOYEHHS OHOB/IEHOr0/3MIHEHOTO MacTep-chaiina Ha
nnasmy, SKLLO 3MiHW He BN/IMBaKOTh Ha BNACTUBOCTI
roTOBOrO JlikapcbKoro 3acoby) - OHOBEHHSA MacTep -
paiiny nnasmu (PMF Plasma Master File), 3aTBepaxeHo:
Plasma Master File Certificate Ne EMEA

/H/PMF/000001/04/AU/019/G,Bia Bpo6Hrka CSL Behring
GmbH; 14 rpyaHsa 2017 3anponoHoBaHo: Plasma Master
Certificate Noe EMEA /H/PMF/000001/04/AU/020/G, Big,

BMpo6HMKa CSL Behring GmbH; 26 ntotoro 2019; 3MiHu |
TMNYy - 3MiHM 3 AIKOCTi. 3MiHWN 0 peecTpaviiiHoro
nocBiAYEHHS BHACNIAOK IHLLNX PEryAaTOpHMX npoueayp.
NMV®/BA3® (MacTep-thaiin Ha nnasmy/3aranbHuii haiin

Ha BaKLUWHHWIA aHTUreH). BkitoyeHHs HOBOro, OHOB/IEHOTO

abo 3miHeHoro macTep-haiina Ha nnasmy y peectpadiiHe
[0CbE Ha nikapcbKuii 3aci6 (npoueaypa 2-ro etany ans

MM®) (BK/HOYEHHSA OHOB/IEHOr0/3MIHEHOTO MacTep-thaiina
Ha nasMy, SKLO 3MiHW He BN/IMBAaOTb Ha BNacTUBOCTI

roTOBOrO Jlikapcbkoro 3acoby) - OHOBMIEHHSA MacTep-
chaiina Ha nnasmy y 3B'A3Ky 3 NOAAHHSAM LLOPIYHOrO

OHOBJIEHHS, 3aTBepAkeHo: Plasma Master File Certificate

Ne EMEA /H/PMF/000002/04/11/027/G, Instituto Grifols S.A.

26 kBiTHA 2018 3anponoHoBaHo: Plasma Master File
Certificate Noe EMEA /H/PMF/000002/04/11/028/G, Big,
BMpo6HMKa Instituto Grifols S.A. 31 ciyHsa 2019

3a peyernmom

UA/16656/01/02

54.

BPU30TOH®

Kpanni o4Hi no 5 mny
donakoHi, no 1
donakoHy B nauuj

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TEXHIYHA
nomusika (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) -
TeXHiYHY MOMW/IKY BUNPAaB/IEHO B TEKCTI MapKyBaHHS Ha
BTOPUHHI ynakoBLi /13, a came: 6yno npoay6s160BaHO Ha
1 Ta 2 cTopiHkax n "7.IHLWI OCOBNBI
3ACTEPEXEHHSA". 3a3HayeHe BUNpaB/ieHHA Bignosigae
MarepiasiaM peecTpaLiiHoro 1ocke

3a peyenmom

UA/17723/01/01

55.

BYCTPUKC™
KOMBIHOBA
HA
BAKUMHA

CycneHsis ons iH'ekuii
0,5 mn/posy, no 1 fosi
y nonepesHsL0

HarnoBHEHOMY LUNpUL;

nakcoCmiTKn
SH EkcnopT
Nimviten

Benuka
BpuTaHis

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpavyjiiiHiX maTtepianis: 3miHu | Tuny
- 3MiHM 3 AKocTi. A®Il. BUpo6HMLTBO. 3MiHM BUNPOGYBaHb
abo gonycTummnx Mex y npoueci BupobHuutea A®l, wwo
BCTaHOB/EHI Y cneundlikauisx (iHLwi 3MiHK) - 3amiHa

3a peyernmom

UA/14955/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ana no 1 nonepegHLO 3aTBEPKEHOT METOAMKM, LLIO BUKOPUCTOBYETLCA ANA
NMPO®INTIAKT HarnoBHEHOMY LUNPULY BM3HAUYEHHSI BMICTY aHTUreHy, aHTUreHHOI akKTUBHOCTI Ta
NKN Yy KOMMNAEKTi 3 ABOMA iaeHTndpikayii Filamentous haemagluttinin (FHA) metogom
DVNOTEPII, ronkamv B ELISA, Ha iHWY MeToAVKy, BK/OUaoU/ BNPOBaKEHHS
NMPABLA, nnacTMKoBoOMy MeToAy 064YMCNEHHS YOTUPbOXMapaMeTPUYHOI KPUBOI,
KALUMHOKY KOHTelHepi; no 1 3MiHM y PO3BEAEHHI aHTUTIN, AO4aBaHHI eTany
(AUENKONAP | KoHTelHepy y 6710KyBaHHSA Ta iHLIMX TEXHIYHMX MoaudikaLiil y npoueci
HWUA KapTOHHIA KOpooLi BUPOGHMLTBA; 3MiHU | TUNY - 3MiHK 3 KoCTi. API.
KOMMOHEHT KoHTponb A®L. 3miHa y meTogax BunpobyBaHHsA APl abo
) BUXiAHOr0 Marepiany/npomMbKHOro NPOAyKTy/peareHTy, Lo
(AocorPBOB BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI (iHLWi
AHA, 3l 3MiHM Y MeToAax BUNPOoOyBaHHSA (BK/OUYAOUM 3aMiHy abo
3MEHLUEHU [0MnoBHEHHS) A®| abo BMXiZHOro/NpPOMKHOrO NMPOAYKTY) -
M BMICTOM BMPOBaKEHHS HOBOro eTaloHHoro ctaHgapty (batch
AHTUrEHIB) SWNO590A06) ans HOBOI NpoLeaypy BUNPOOyBaHHS
aHTureHy Filamentous haemagluttinin (FHA) metogom
ELISA; 3minm Il Tuny - 3miHn 3 akocTi. APl KoHTponb AdI.
3miHa y meTogax BunpobysaHHs APl abo BuxigHoro
mMarepiany/npoMiXXHOrO NPoAyKTy/peareHTy, Lo
BVKOPUCTOBYETLCA Y NpoLeci BUPO6bHMLTBA AD| (CyTTEBA
3MiHa y 6ionoriyHoMy/iMyHOOrYHOMY/IMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogj, y KoMy
BMKOPUCTOBYETLCA BionoriyHnii peareHT Ans 6ionoriyHoro
A®I, abo oro 3amiHa) - 3aMiHa 3aTBEPKEHOT METOAVIKM,
L0 BUKOPUCTOBYETLCA L1 BUSHAYEHHSI BMICTY aHTUrEHy,
aHTUIeHHOI aKTUBHOCTI Ta ifeHTudikauil Filamentous
haemagluttinin (FHA) metogom ELISA, Ha iHLWY MeToAuKy,
BK/TIOHAI0UN BMPOBAKEHHSI METOAY 06UNCIEHHS
4OTUPbOXNapaMeTPUYHOI KPMBOI, 3MiHW Y PO3BELEHHI
aHTUTIN, AofaBaHHi eTany 6/10KyBaHHS Ta iHLUMX TEXHIYHUX
Moamdikauii
56. BYCTPUKC™ | cycneH3isa gns iH'ekyiin | FnakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15071/01/01
nonio no 1 gosi (0,5 A Ekcnopt BpuTtaHis Bionogxikans C.A. - 3MiHM 3 aKocTi. A®Il. Bupo6HMLTBO. 3MiHM BUNPO6yBaHb
KOMBIHOBA Mn/po3y), no 1 posiy Nimitep abo gonycTummnx Mex y npoueci BupobHuutea Adl, wo
HA nonepegHsL0 BCTaHOB/EHI Y cneuudikauisx (iHLWi 3MiHK) - 3amiHa
BAKUUHA HaNoOBHEHOMY LLUNPUL; 3aTBepXeHol MeTOAMKY, L0 BUKOPUCTOBYETLCA O/1A
Aana no 1 nonepegHL0 BM3HAUYEHHS BMICTY aHTUreHy, aHTUIeHHOI akTUBHOCTI Ta
MPO®INAKT HanoBHEHOMY LUNpULY ineHTudikauii Filamentous haemagluttinin (FHA) metogom
KN y KOMNJeKTi 3 ABOMa ELISA, Ha iHWY MeToAVKY, BK/IOYaOUM BNPOBAKEHHS
OVNOTEPII, ronkamv B MeTOoAy 064NCIEHHS YOTMPbOXNapaMeTPUYHOT KPUBOI,
NMPABLSA, naacTUKOBOMY 3MiHW y PO3BEAEHHI aHTUTIN, AofAaBaHHI eTany
KALUMHOKY KOHTelHepi; no 1 6/10KyBaHHS Ta IHLWMX TEXHIYHUX MOAMdpikauiin y npoueci
(AUENONAP | KoHTeliHepy y BMPOGHULITBA. 3MiHW | TUMY - 3MiHW 3 AKOCTi. ADI.
HWA KapTOHHIA KopooLi KoHTponb A®L. 3miHa y meTogax BunpobysaHHA APl abo
KOMMOHEHT BMXiAHOrO Marepiany/npombkKHOro NPOAYKTy/peareHTy, Lo
)TA BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6GHMLTBA ADI (iHLUi
noniomieni 3MiHM Y MeToAax BUNpobyBaHHA (BK/IHOYatoun 3amiHy abo
TY [0noBHeHHs) A®| abo BMXiAHOro/NPOMIKHOFO NMPOAYKTY) -
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
(IHAKTUBOB BMPOBaKeHHS HOBOTO eTa/IOHHOT0 cTaHaapTy (batch
AHA) SWNO0590A06) ans HOBOI npoueaypy BUNPOGYBaHHSA
(AocorPBOB aHTureHy Filamentous haemagluttinin (FHA) metogom
AHA, 3I ELISA. 3MiHn Il Tuny - 3miHn 3 akocTi. A®l. KoHTponb ADL.
SMEHLUEHN 3MiHa y MeTofax BunNpobysaHHa APl abo BUXigHOro
M BMICTOM marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
AHTUrEHIB) BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLUTBa AD| (CyTTEBA
3MiHa y 6ion10riYHOMy/iMyHONOTYHOMY/IMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTofj, y sKoMy
BMKOPUCTOBYETbLCA BionoriyHnii peareHT Ans 6ionoriyHoro
A®I, abo oro 3amiHa) - 3amiHa 3aTBEPAKEHOT METOANKM,
LLIO BUKOPUCTOBYETLCH A1 BUSHAYEHHS BMICTY aHTUreHy,
aHTUreHHOT aKTUBHOCTI Ta igeHTudikauii Filamentous
haemagluttinin (FHA) meTogom ELISA, Ha iHLY METOAUKY,
BK/IO4AI0UM BNPOBAMKEHHS METOAY 0O6UNCIEHHS
4YOTMPbOXNapaMeTPUYHOT KPMBOT, 3MiHW Y PO3BEAEHHI
aHTUTIN, foAaBaHHi eTany 610KyBaHHS Ta iHWWX TEXHIYHMX
MoaMdikaLin.
57. BA3ENIH Mas3b A1 30BHiLLUHbOTO TOB "OKn Ykpaina TOB "OKM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/5363/01/01
MEAVYHUI 3acToCyBaHHS, No 25 "apmaveBTu "papmMaueBTUYHA - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
y Ty6i; no 1 Ty6i y yHa habpuka" habpuka" (IHLWIi 3MiHW) - BHECEHHS 3MiH 40 po3giny “MapkyBaHHs"
nauui MK$A N13”: 3anponoHoBaHo: MapkyBaHHS. 3rigHo
3aTBEPKEHOrO TEKCTY MapkyBaHHS. OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii WoA0 3a3HAYEHHS OAUHUL BUMIPIOBAHHSA Y
cuctemi Sl. BBefieHHA 3MiH NPOTArom 6-Tv MicsLiB nicns
3aTBEPLKEHHS
58. BA3OCTEHO | KoHueHTpaT ans AT «KeBenbT» EcToHiA AT «KeBenbT» EcToHin BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: TexHiuHy 3a peyernmom UA/14734/01/01
H NPUroTyBaHHA MOMUJIKY BUNPAB/IEHO B TEKCTi MapKyBaHHS Ha NePBUHHIl
PO34MHy aNns iHdysii ynakoBui J13. 3aTBepmkeHo: 6. IHLWE Kpanni o4Hi 2,5 mn
20 mkr/mn no 1 mn B NoroTn — HasBHW 3anponoHoBaHo: 6. IHLWE florotnn —
amnyni, no 5, 10 a6o HasiBHWI 3a3HayeHe BUNpaB/IeHHA BiAnNoBigae
20 amnys B KAPTOHHIM mMarepiasiaMm peecTpaLiiHoro AOChe.
ynakoBLi 3i
creuiasibHUM
TpMMayeM Ans amnyn
59. BAJICAPTAH | Tabnetku, BKpUTI CaHpo3 CnoseHisa Nek CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15619/01/01
CAHAO3® NAiBKOBOO PapmacbioTika PapmaLeBTUYHa ITanis/ - 3MiHY 3 akocTi. A®l. KoHTponb A®I. 3miHa y meTogax
KOMMO3WUTY | o6onoHkoto, no 160 n3 p.Aa. KOMMaHis 4.4, PymyHis BMNpo6yBaHHA A®| abo BUXigHOro MaTepiasy/npomikHOro
M Mmr/12,5 mr no 14 CnoBeHis (BunycK NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETHLCA Y NPOLLEC

TabneTtok y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHilA KOopoo6Li

cepiii, TecTyBaHHs);
HoapTic ®apma
C.n.A, ltania
(BpPO6HMLTBO "in
bulk", nakyBaHHs);
C. K. CaHpgos C.P.J1.,
PymyHis (Bunyck

BMPOGHMLUTBA AP (iHLWI 3MiHM Y MeToAax BUNPOBYyBaHHSA
(BkNtOUaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BVXiZAHOro/NPOMIXHOr0o NPOAYKTY) - AOAaBaHHSA

[100aTKOBOro METOAY TECTYBaHHSA. ANbTepHATUBHWI
meTog LC MS: "MeTog 2" 415t BU3HAYEHHST AOMILLIOK
BasicaptaHy NDMA T1a NDEA. XpomaTtorpachiuHa cuctema
Taka cama sk y "MeTogi 1", ofgHakoBi MmeToam, ane
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
cepii, TeCTyBaHHs) BMKOPWCTOBYIOTb pi3Hi MC 06nafgHaHHs Ta kanibpyBasibHi
KpWBI; 3MiHU | TUNy - 3MiHK 3 AKOCTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikauin Ta/abo gonycTummx
MeX, BU3HaueHux y crneuudikayisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHWIA NpOAYKT/peareHT, Lo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea AdI
(mopaBaHHA abo 3aMiHa (3a BUHSATKOM aKTUBHOI pEYOBVHN
6ionoriyHoro abo iMyHO0MYHOTO NOXOKEHHS)
napameTpa crneuudikauii 3 BignoBigHIM METOLOM
BUNPOOYBaHHA 3a pesynibTaTamu AochimkeHb 3 6e3neku
abo AKOCTI) - 3MiHa napameTpis cneyndikauii API.
[JlonasaHHsa HoBOro napameTtpa cnevudikauii 3
BiANOBIAHUM MeToA0M BMNpobyBaHb.JoaaHi Tectn ( GC
MS/MS* Ta LC MS/MS* MeTog, 1) Ta nimitu (BignosigHo A0
pekomeHgauii EMA) Ans reHOTOKCUYHWX AOMILLIOK
BancaptaHy NDMA, (N- Nitrosodimethylamine) Ta NDEA
(' N- Nitrosodiethylamine), N- Nitrosodimethylamine
(NDMA) Not more than 0.090 ppm, N- Nitrosodiethylamine
(NDEA) Not more than 0.022 ppm
60. BAJICAPTAH | Tabnetku, BKpUTI CaHpo3 CnoseHisa Nek CnoseHis/ BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15620/01/01
CAHAO3® NNiBKOBOO dapmacbioTika PapmaLeBTUYHA ITanis/ - AofaBaHHA [OAATKOBOrO METOAY TECTYBaHHS.
KOMMO3WUTY | o6onoHkoto, no 80 n3 a.o. KomnaHisa a.4., PymyHis AnbTepHaTuBHUiA MeTog LC MS: "MeTog 2" ans
M mr/12,5 mr no 14 CnoBeHis (BunycK BM3HAYeHHs Aomillok BancaptaHy NDMA Ta NDEA.
Tabnetok y 6nictepi; cepiii, TeCcTyBaHHs); XpomartorpadiuHa cuctema Taka cama sk y "Metogi 1",
no 1 a6o 2 6nictepu y HosaprTic ®apma 0/lHaKOBiI MeToau, asie BUKOPUCTOBYIOTb Pi3Hi MC
KapTOHHIA KopooLi C.n.A., Itanis o6nagHaHHA Ta KanibpyBasibHi KpUBI; 3MiHW | TUny -
(BMPO6GHMLTBO "in [0faBaHHA HOBOro napameTpa creumdikaui 3
bulk", nakyBaHHs); BiANOBIAHUM MeToA0M BMNpobyBaHb. [loaaHi Tectn ( GC
C.K. CaHgos C.P.N., MS/MS* Ta LC MS/MS* MeTog, 1) Ta nimitu (BignosigHo A0
PymyHis (Bunyck pekomeHgauii EMA) Ans reHOTOKCUYHWX AOMILLIOK
cepii, TeCTYBaHHS) BasicaptaHy NDMA (N- Nitrosodimethylamine) Ta NDEA
( N- Nitrosodiethylamine) N- Nitrosodimethylamine
(NDMA) Not more than 0.090 ppm N- Nitrosodiethylamine
(NDEA) Not more than 0.022 ppm.
61. BAJICAPTAH | Tabnetku, BKpUTI CaHpo3 CnoBeHisn Nek CnoseHis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15620/01/02
CAHAO3® NNiBKOBOIO dapmacbtoTika dapmaueBTUUYHA ITania/ - [OfAaBaHHA 004ATKOBOIo MeToy TeCTyBaHHS.
KOMMO3WUTY | o6onoHkoto, no 160 n3 a.o. KoMnaisa g.4., PymyHis AnbTepHaTuBHUIA MeToa LC MS: "MeTog 2" ans
M mr/25 mr; no 14 CnoBeHis (BUNycK

TabneTtok y 6nictepi;
no 1 a6o 2 6nictepu y
KapTOHHiA KOpO6L

cepiii, TeCcTyBaHHs);

HosaprTic ®apma
C.n.A., ITanis

(BUPOGHMLTBO "in
bulk", nakyBaHHs);

C.K. CaHgos C.P.J1.,,
PymyHis (Bunyck
cepii, TecTyBaHHs)

BM3Ha4YeHHA Aomilok sasnicaptaHy NDMA ta NDEA.
XpomaTtorpacpiuHa cuctema Taka cama sk y "Metogi 1",
0/lHaKoBi MeToau, asie BUKOPUCTOBYIOTb Pi3Hi MC
ob6nagHaHHA Ta KanibpysasibHi KpUBI; 3MiHK | TUMY -
[04aBaHHS HOBOro napameTpa cneumdikauii 3
BiANOBIAHMM MeToa0M BuNpobyBaHb. [loaaHi Tectn ( GC
MS/MS* Ta LC MS/MS* MeTog, 1) Ta nimitu (BignosigHo A0
pekomeHgauin EMA) 4515 reHOTOKCUYHUX SOMILLIOK
BasnicaptaHy NDMA (N- Nitrosodimethylamine) Ta NDEA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
( N- Nitrosodiethylamine) N- Nitrosodimethylamine
(NDMA) Not more than 0.090 ppm N- Nitrosodiethylamine
(NDEA) Not more than 0.022 ppm.
62. BANbTPEKC TabneTku, BKpUTI nakcoCmitKn Benvka "nakco Bennkom IcnaHis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/7835/01/01
™ 060/10HKO10, M0 500 Mr siH EkcnopT BpuTaHis C.A., IcnaHis Monbwa - BHECEHHS 3MiH 0 Ha3BW Ta agpecy BUpobHuka Adl
no 10 TabneTtok y Nimiteq (BUPOGHYWK oNs BanauukioBipy Divis Laboratories Ltd, IHAis, 6€3 3MiHK
6nicTepi; no 1 nepByHHOIO Ta MicLsl BUPO6HUMLITBA: 3anponoHoBaHo: Divi's Laboratories
6nicTepy B KapTOHHiIl BTOPVHHOIO Limited Unit-1, Lingojigudem Village Choutuppal Mandal
Kopobui; no 6 nakyBaHHs, Yadadri Bhuvanagiri District Telangana — 508 252 India
Tabnetok y 6nictepi; KOHTPO/IIO Ta Divi's Laboratories Ltd Unit-2, Chippada Village,
no 7 6nictepis y BUMYCKY Cepiil); Annavaram Post Bheemunipatnam Mandal
KapTOHHI Kopo6L; no "nakco Bennkom Visakhapatnam District Andhra Pradesh — 531 163 India;
14 TabneTok y C.A., IcnaHis 3MiHM | TUNy - BBeAeHHA BUpobHuka Divi's Laboratories
6nictepi; no 3 (BUPOGHWK Ltd, Unit-1ak Bupo6HMKa BuxigHoro matepiany N-
6nicTepy B KAPTOHHIi Hepo3dacoBaHoro (6eH3unnokcnkap6oHin)-nBaHiny ans supobHuutea Adl, o
Kopoo6Li NPOAYKTY); HaIeXMTb [0 TiEl X BUPOBHMYOT rpynu NignpuemcTs i3
nakcoCmiTKnsiiH 3a3HavyeHHsIM NMOBHOr0 nepeniky BUPOOHWKIB BUXIOHNX
dPapmacboTukan3 matepianis B po3gini 3.2.S.2.1.
C.A., Monbwa
(BUPOGHVK oNs
MepBMHHOIO Ta
BTOPWHHOTO
nakyBaHHsl,
KOHTPO/IIO Ta
BUMYCKY cepil)
63. BEH/TAKCOP | Tabnetku no 37,5 mr AT "T'piHgekc" NatBis AT "T'piHgekc" NaTtBis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/4406/01/01
® no 10 TabneTtok y - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
6nictepi, no 3 BBegeHHs abo 3MiHM A0 y3arasibHeHX AaHUX Npo
6nicTepu B nayi 3 cuctemy dhapmakoHarnsagy (BBefieHHs y3arasibHeHux
KapTOHY JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/LHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnagy
3as1BHMKA A1 34iACHEHHS hapMakoHarisgy B YKpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOi ocobw,
BiNOBigaNbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
(BK/KOUAOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
MacTep-haiina cuctemu hapmakoHarnsgy) - 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3asBHMKA,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepfakuis: MapTuHuyk Oner
Bonoammuposumy. 3MiHa KOHTakTHUX AaHWUX KOHTaKTHOI
0C06M YNOBHOBaXKEHOI 0CO6M 3asiBHMKA, BiAMNOBIAA/IbHOT 3a
thapmakoHarnag B YkpaiHi
64. BEH/TAKCOP | Ta6netku no 75 mr no AT "T'piHgekc” NatBis AT "I'piHgekc" NatBis BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/4406/01/02
® 10 TabneTok y

6nictepi, no 3

- 3MiHM LWoA0 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy.
BBefieHHs1 260 3MiHM 10 y3araslbHEHWX faHWX NPo
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepy B navui 3 cuctemy dpapmakoHarnsagy (BBeAeHHs y3arasibHeHuX
KapToHy [JaHux nNpo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi ocobu 3 hapmakoHarnsagy
3asiBHUKA A5 34iACHEHHA hapMakoHarnsgy B YKpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA dhapmakoHarnsagy
(BK/IKOYAKOYM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
mMacTep-aiina cuctemu hapmakoHarnagy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CObM 3asBHMKaA,
BiANoBiAabHOT 3a hapmMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: MaptuHuyk Oner
Bonoavmmnposuy. 3mMiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0Cco6¥ YNOBHOBaXKEHOI 0CO6Y 3asiBHUKA, BIANOBIAA/IbHOT 38
hapmakoHarnsag, B Ykpaini
65. BEPAMNAMINI- | TabneTku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/3582/01/01
OAPHULSA NNiBKOBOIO "bapmaveBTu "papmMaueBTUYHA - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
06010HKOt0, Mo 80 wmr, YyHa hipma ipma "AapHuus" (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNaKkoBKW
no 10 TabneTok y "fapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i Woao
KOHTYPHIli YapyHKOBIi 3a3HaYeHHs OAMHNLb BUMIpIOBaHHSA Y cucTemi Sl.
ynakoBLi; no 5 BHeceHHs 3MiH 40 po3ainy “MapkyBaHHa” MKA N3;
KOHTYPHUX 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
YapyHKOBUX YNaKkoBOK 3aTBEPKEHOr0 TEKCTY MapkyBaHHS. TepMiH BBELEHHS
y nauui 3MiH NpOTArom 6 MicsLiB NiCNSA 3aTBEPAKEHHS
66. BIBAVPA TabneTku xyBasibHi No Benyno, niku Xopsaris Benyno, nikn Ta Xopsarisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15370/01/01
50 m; no 1 a6o 4 Ta KocMeTuKa, KocMmeTuKa, A.4., Ipevis - 3MiHY LWoA0 6e3nekun/edeKTBHOCTI Ta hapmakoHarnagy.
Tabnetkn y 6nictepi; o.4. Xopsarisi (BTOpUHHE BBepgeHHs ab0 3MiHM [0 y3arasibHeHVX JaHWX Npo
no 1 6nictepy y nakyBaHHsl, cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
KapTOHHIA navui BiNOBIgaNbHWIA 3a [JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
BMNYCK cepii); YMOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a 34iiCHEHHS
[xenecapm CA, hapmakoHarnsgy; KOHTakTHoOT ocobu 3 chapmakoHarnsgy
Ipeuis 3asBHUKaA 419 34ilicCHeHHs hapmakoHarnagy B YkpaiHi,
(BUPOGHMLTBO SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
roToBOro BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
nikapcbKoro 3acooby, (BKNHOYAKOUN KOHTaKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
nepBuHHE mMacTep-aina cuctemn hapmakoHarisgy) - 3miHa
nakyBaHHs, KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3as1BHMKA,
KOHTPO/Ib SIKOCTI) BiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay B
YkpaiHi. NponoHoBaHa pegakuisi: BonowwvHa AHactacis
AHartoniiBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0co6u
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, Bi4NoBigabHOI 3a
3[iiCHEHHS1 (papMakoHarnsay B YkpaiHi
67. BIBAVPA TabneTku XxyBasibHi No Benyno, niku Xopsaris Benyno, niku Ta Xopsarisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15370/01/02
100 vr; no 1 a6o 4 Ta KOCMeTuKa, KOoCcMeTuKa, A.4., pevis - 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta ddapmakoHarnagy.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetkn y 6nictepi; a.a. XopBartisi (BTOPUHHE BBefeHHs ab0 3MiHM 40 y3arasibHeHVX AaHNX Npo
no 1 6nictepy y nakyBaHHsl, cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHux
KapTOHHIW nauui BiANOBiAa/IbHWIA 32 AaHux npo cuctemy thapmakoHarnsgy, 3miHa
BUMYCK cepii); YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
[xeHecapm CA, hapMakoHarnaay; KOHTakTHoOI ocobu 3 chapmakoHarnagy
Ipeuis 3asBHVIKa AN 34iiCHEHHS hapmakoHarnsgy B Ykpaii,
(BMpPOGHMLTBO SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
roToBOro BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
nikapcbKoro 3acooby, (BKIHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
nepBUHHE MacTep-caiina cuctemu hapmakoHarnsgy) - 3mMiHa
nakyBaHHs, KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0CO6M 3as1BHYIKA,
KOHTPO/Ib SIKOCTI) BIANOBIAA/IbHOI 3a 34iiCHeHHA thapmakoHarnagy B
YkpaiHi. MponoHoBaHa pefakuis: BonowwnHa AHacTacis
AHaToniiBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobun
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
3pificHeHHs hapmakoHarnsay B YkpaiHi
68. BIMINAT® TabneTtkn, BKPUTI KOCBE dapma Benbris BUPOBHMK Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/10825/01/01
NNiBKOBOIO C.A. Hepo3dacoBaHOl HimeuunHa - BUly4YeHHs 3 MaTepianiB peecTpaviiHoro gockbe
060/10HKOH0, M0 50 Mr, npoaykuii Ta anbTepHaTUBHOT BUPOOHMNYOT AiNbHWL, BigNoBiganbHOT 3a
no 14 tTabneTtok y KOHTPO/b SAKOCTI: KOHTPO/b SKOCTI Ajto4oi pevyoBuHN — ABapa LLIeHHOH
6nicTepi; no 1 a6o 4 HOCB dapma C.A., dapmacbioTvkan Cepsices Jlimites, IpnaHgis (Avara
6nicTepy B KAPTOHHIi Benbrisi; BUPO6HUK Shannon Pharmaceutical Services Limited, Ireland), o He
Kopobui Hepo3dhacoBaHOl NoB’A3aHO 3 6yAb-AKMMU KPUTUYHUMU HeLoNiKamMu LWoao
npoaykuii Ta BMPOGHMLTBA. 3aABHUK NiATBEPAXYE, Wwo UCB Pharma
KOHTPO/b AKOCTI: SA, Braine-1'Alleud, Benbris 3amwaeTben
Eiicika 3apPEECTPOBAHON AiIbHULIEID, HA SAKI BUKOHYOTHCS Ti X
dPapmacboTukans3 hyHKLUT, WO | Ha AiNbHWL, SKY NPOMOHYETLCA BUMYYUTN
m6X, HimewunHa,;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs: Eficika
PapmMacboTVKan3
m6X, HimeuyunHa
BMPOGHUK
BiANoBiganbHUIA 3a
BUMYCK cepii Ta
KOHTPO/b SKOCTI:
Elicika
dapmacboTVKan3
'm6X, HimeyunHa
69. BIMMNAT® TabneTkn, BKPUTI HOCBb ®apma Benbris BUPOBHMK Benbrisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/10825/01/02
NNiBKOBOIO C.A. Hepo3dacoBaHoi HimeuunHa - BUWyYeHHs 3 MaTepianiB peecTpawiiHoro gocbe
060n0Hkoto, No 100 npoaykuii Ta anbTepHaTUBHOT BUPOOHMNYOT AiNbHWL, BigNoBigabHOT 3a

Mr, no 14 TabneTok y
6nictepi; no 1 a6o 4
6nicTepy B KApTOHHii
KopoobUi

KOHTPO/Ib SAKOCTI:
HOCB ®apma C.A.,
Benbrisi; BUPO6HUK

Hepo3sdhacoBaHol

KOHTPONb AKOCTI Ajtoyoi pevoBnHN — Asapa LLIeHHOH
dapmacbioTukan Cepgices flimiTes, IpnaHgia (Avara
Shannon Pharmaceutical Services Limited, Ireland), o He
noB’si3aH0 3 6YAb-AKUMU KPUTUHHUMWU HefoNikamu LLoAo
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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
peecmpayitiHo2o
nocsioYeHHs

npoaykuii Ta
KOHTPO/b SKOCTI:
Evicika
dapmMacboTVKan3
M6X, HimeuuunHa;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs: Elicika
PapmacboTVKan3
'm6X, Himeuunna
BUPOBHUK
BiANOBIgaIbHUI 3a
BUMYCK cepil Ta
KOHTPO/b SIKOCTI:
Eicika
dapmMacboTVKan3
'M6X, HimeuynHa

BMPOGHMLTBA. 3aABHUK NiaTBEpAXYE, Wwo UCB Pharma
SA, Braine-1'Alleud, Benbria 3annwaeTbcs
3apeECTPOBaHO0 AiNbHULLEHD, HA SKI BUKOHYOTLCS Ti X
dhyHKLUi, WO | Ha AiNbHWL, SKY NPOMOHYETLCSA BUTYYUTN

70.

BIMMNAT®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO0, M0 150 Mr
no 14 TabneTtok y
6nicTepi; no 1 a6o 4
6nicTepy B KAPTOHHIi
Kopobui

HOCB dapma
C.A.

Benbris

BMPOGHUK
Hepo3dhacoBaHol
npoaykuii Ta
KOHTPO/b AKOCTI:
HOCB dapma C.A.,
Benbrisi; BUPOGHMK
Hepo3dacoBaHol
npoaykuii Ta
KOHTPO/1b AKOCTI:
Eicika
dapmMacboTVKan3
M6X, HimeuuunHa;
nepBrHHe Ta
BTOPUHHE
nakyBaHHs: Elicika
PapmacboTVKan3
v6X, HimeuunHa
BUPOBHMK
BiANOBIgaIbHNI 3a
BUNYCK cepii Ta
KOHTPO/b AKOCTI:
Eicika
dapmMacboTVKan3
'm6X, HimeuynHa

Benbrisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- BWIyYeHHS 3 MaTepiasliB peecTpavjiiiHoro ocbe
anbTepHaTMBHOI BUPOOGHMYOI AiNbHWLI, BIANOBIAAILHOT 38
KOHTPO/Ib SIKOCTi Aito4oi peyoBuHn — ABapa LLeHHoH
dPapmacbioTukan Cepsices flimiTes, IpnaHaia (Avara
Shannon Pharmaceutical Services Limited, Ireland), Lo He
MoB’'A3aHO 3 BYAb-AKUMU KPUTUYHUMW HeZOoNIKamu LLoA0
BMPOGHMLTBA. 3aABHUK NiaTBEpAXYE, Wwo UCB Pharma
SA, Braine-1'Alleud, Benbria 3amwaeTbes
3apEeECTPOBAHO0 AiNIbHULLEID, HA SKI BUKOHYIOTLCS Ti X
dOYHKLT, WO i Ha AiIbHULI, AKY NPOMOHYETLCA BUNYYUTH

3a peyernmom

UA/10825/01/03

71.

BIMMAT®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 200 Mr
no 14 TabneTtok y
6nicTepi; no 1 a6o 4
6nicTepy B KAPTOHHIiA
Kopobui

HOCBb dapma
C.A.

Benbris

BMPOBHMK
Hepo3chacoBaHol
npoaykuii Ta
KOHTPO/1b SIKOCTI:
HOCB ®apma C.A.,
Benbrisi; BUPOOHUK
Hepo3dacoBaHoi

Benbrisi/
HimeuunHa

BHECEHHS 3MiH 40 peecTpayiiHux matepianis: 3miHn | Tuny
- BWIyY€eHHS 3 MaTepiasliB peecTpavjiiiHoro ocbe
a/lbTepHaTUBHOT BUPOOHMYOT AiNbHWUL, BiANOoBifaIbHOT 3a
KOHTPO/Tb SIKOCTI Aito40i peyoBnHM — ABapa LLleHHOH
dapmacbioTukan Cepsices flimiTes, IpnaHgis (Avara
Shannon Pharmaceutical Services Limited, Ireland), Lo He
NOB’A3aHO 3 6Y/ib-AKUMUN KPUTUYHUMW HefoNiKaMu LLIoAo

3a peyenmom

UA/10825/01/04
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
npoaykuii Ta BMPOGHMLTBA. 3aABHUK NiaTBEpAXYE, Wwo UCB Pharma
KOHTPO/b SAKOCTI: SA, Braine-1'Alleud, Benbria 3annwaeTbcs
Evicika 3apeecTPOBaHOI0 AiIbHULIE0, Ha K BUKOHYOTbCS Ti X
dapmacbloTVKan3 dhyHKLUi, WO | Ha AiNbHWL, SKY NPOMOHYETLCSA BUTYYUTN
M6X, HimeuuunHa;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs: Elicika
PapmacboTVKan3
'm6X, Himeuunna
BUPOBHUK
BiANOBIgaIbHUI 3a
BUMYCK cepil Ta
KOHTPO/b SIKOCTI:
Eicika
dapmMacboTVKan3
'M6X, HimeuynHa
72. BIHMNOLETN KOHUEeHTpaT Ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/2576/01/01
H-AAPHULA pO34uHy A5 iHdy3il, "apmauesTu "papmMaueBTUYHa - 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHK y
5 mr/mn, no 2 mn B YHa thipma hipma "JapHuus” BMPOGHULITBI. 3MiHW Y NpoLeci BUpo6HMLTBA FOTOBOro
amnyni; no 5 amnyn B "fapHuus” nikapcbKoro 3acoby, BKNOUaUy NPOMKHUIA MPOAYKT, WO

KOHTYPHIli YapyHKOBIi
ynakosLi; no 2
KOHTYPHI YapyHKOBI
ynakoBKM B naudi; no 2
M B amnyni; no 10
amnys B KOHTYPHil
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHil
YapyHKOBIli ynakoBLji B
nauui

3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapPCbKOro
3aco6y (iHLWi 3MiHK) - BHECEHHS 3MiH o po3sginy 3.2.P.3.3
Onuc BUPOGHNYOro NpoLecy Ta KOHTPO/IO npoLecy, a
came Ha Onepauii 4.3. «YNnaKkoBka KOHTYPHUX YapyHKOBUX
YyNakoBOK B Nayky, MapKyBaHHs1» AOMNOBHEHO KOHTPOJIEM
AKOCTI HaHeCeHHs 2D-koay Ta HasBHICTIO KOHTPO/IHO
BiIKPUTTA Nayku. BHECEHHA HE3HAYHUX 3MiH Ta
peAakuifiH1X NpaBoK [0 CXeMMW Ta ONUCY TEXHOOTNYHOro
npouecy. Ak HacnigoK, BHECEHHS 3MiH Ao p. 3.2.P.3.4.
KOHTpO/b KpUTUYHWIA CTagiii Ta NPOMIKHOI NPOAYKLUT.
BuknageHHa p.3.2.P.3.3. 1a 3.2.P.3.4. ykpaiHCbKO MOBOH
Ta npuBegeHHs Ao CTD dopmarty.; 3miHu | Tuny - 3miHu 3
AKOCTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa po3mipy cepii (Bk/ItOYaoun gianasoH po3mipy cepii)
rOTOBOrO /iKapCbKOro 3acoby (iHLLi 3MiHM)- BHECEHHS 3MiH
no posginy 3.2.P.3.2. «Cknag Ha cepilo», a came
[0MOBHEHO iH(hopMaLieto LWoA0 po3mipycepii B TUcavax
amny/, a TakoX po3Ain BUKNaLeHo YKpaiHCbKO MOBOKO Ta
npueegeHHA ao CTD dopmarty. 3aTBepaXeHo:
TeopeTnyHa KiflbKiCTb Ha cepito - 250 n1; 500 n; 750 n
3anponoHoBaHo: TeopeTunyHa KinbKicTb Ha cepito - 250 1
(125 Tuc. amn.); 500 n (250 T1c. amn.); 750 n (375 TUC.
amn.); 3iHu | Tiny - 3MiHW 3 AKOCTi. FTOTOBWUIA NiKapCbKMiA
3aci6. Cuctema KoHTeliHep/3akynoptoBasibHWi 3aci6 (iHLWi
3MiHW) - BHECEHHS 3MiH 0 MaTepianiB peecTpauiiHoro
[ocke ([0 p. «YNakoBKax»), a came fofaBaHHs
a/lbTEpPHATMBHOIO BTOPUHHOIO NakKyBaHHS (ETUKETKM
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPOIO BIAKPUTTA Naukmn) A0 3aTBEPMKEHOr0
BTOPWHHOTO MakyBaHHSA
73. BO/MIOBEH pO3unH Ns iHQysild; PpeseHiyc HimeuunH ®peseHiyc Kabi HimeuunHa | BHECeHHS 3MiH [0 peecTpauliiiHux maTepianis: 3mMiHu | Tuny | 3a peyenmom UA/4407/01/01
no 500 mny Kabi a [Loiunang MrmeX - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
nosieTuIeHoBMX [Loiunang (iHWi 3miHW) - BHeceHHA 3MiH 40 po3ainy “MapkyBaHHA" B
thnakoHax; no 250 mn rM6X 3aTtBepmxeHnx MKA N13. 3atsepmxeHo: MAPKYBAHHSA.
B MiLKy Freeflex® 3 MapkyBaHHS1 NEPBUHHOT YNAaKoBKU. ... MapKyBaHHS
nsoma noptamu; no 1 BTOPVHHOI YNakoBKu.... 3anponoHosaHo: MAPKYBAHHSA.
a6o no 30 miwkiB y 3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHS
KOpOOGLIi 3 KAPTOHY TEKCTy MapKyBaHHSA yNnakoBKM1 MiKapCbKoro 3acoby 3
BHECEHHSAM iH(hopMaLLT LLLOA0 3a3HAYEHHS OANHNLb
BMMiptOBaHHSA Y cuctemi Sl
74. FALOBICT pO34UH A8 iH'eKUii, 1 Baiiep Al HimeyunH Baiiep Al HimeuumHa | BHeCeHHs 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/6664/01/01
1,0 MMOb/MA; N0 5 Mn a - OHOBJ/IEHHSA cneundikauii 13, a came BHECEHO onuc
ab6o no 7,5 mn, abo no LOMyCTUMMUX MeX Ta nocuniaHb Ha ctatTi EP, chapmakonei
10 MmNy cknstHomy USP, AnoHcbkoi chapmakonei; pefiakuiiiHi npaBkn4; 3miHu |
LINpuL, BKNageHoMmy y TUNY - BUAAIEHHA TecTy "Baxki meTann" 3i cneumdikadyii
npo3opy NaacTuKosy Ha BUNYCK, Ha TEPMIH NPMAATHOCTI y 3B A3KYy 3 BUMOramu
KOPOOKY, 3aKpuUTy ICH Q3D; 3miHu | Tvny - pefakuiiiHi npaBku Ao
nanepom; no 5 3aTBEpAKEHOI cnevmdikadil 3rifHO 3 opuriHasIbHO
LUNPWLIB Y KAPTOHHIA crneungikalieto BupobHuka - p. "TepTs KOB3aHHS i
kopob6Li; no 5 mn abo cTaTuCTMYHE TepTa" AN NNacTUKOBUX LUMPULIB, Lo 6yna
no 7,5 mn, aéo no 10 AonyleHa npu OHoBAEHHI cneundikadii y 2017 poui
MJTY N1aCTUKOBOMY (peecTpauii NN1acTMKOBKX LUMPULLIB)
LUMPWL, BKNaJeHoMY Y
npo30opy NaacTUKoBy
KOpOOKy, 3aKpuTy
nonieTuneHom; no 5
LUMPWLIB Y KAPTOHHIi
Kopobui; no 7,5 mn
abono 15 mny
CKNAAHOMY (h1aKoHi; No
1 chnakoHy y
KAPTOHHIi KOpoOLyi
75. FANA3O/IH® | renb HazanbHMii 0,05 BapLuaBcbkuii Monbla MepaHa ®apma Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/0401/01/01
%, no 10 r y chnakoHi 3 | chapmavueBTny AKLioHepHe - 3MiHKM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. KoHTposb
HacocoM-£103aTopoM; HWiA 3aBOf, ToBapucTBo roToBOro fikapcbkoro 3acoby. 3mMiHa napameTpiB
no 1 chnakoHy B naui Monbgpa AT cneumdikaLin Ta/abo AoNyCTUMUX MEX FOTOBOIO
KapTOHHIi niKapcbKoro 3acoby (iHLi 3MiHK) - 3MiHa YacToTn
napametpa «MikpobionoriyHa umctota» B cneuudikauii
nikapcbKoro 3acoby: 3 «KoxHa cepis» Ha «[ocnigpKeHHs
NPOBOAATLCA A5 MIKPOBGIOMOMNYHOT YNCTOTUN 4718 KOXHOT
[ecaToi cepil, He MeHLUe oAHiel cepii Ha pik. BBeAeHHs
3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPAKEHHS
76. FANA3O/IH® | renb HazanbHuiA 0,1 BapLuaBcbkuii Monbwa MepaHa ®apma Monbwa BHECEHHS 3MiH IO peecTpaLjiiiHux maTepianis: 3mMiHn | Tuny | 6e3 peyenma UA/0401/01/02
%, no 10 r y conakoHi 3 | hapmareBTuy AKUioHepHe - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
HacocoM-/03aTopoM; HWi 38804 ToBapuncTBO roTOBOrO JliKapCbkoro 3acoby. 3miHa napameTpis
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 1 dpnakoHy B nayui Monbcha AT cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
KapTOHHIlA nikapcbkoro 3acoby (iHWi 3mMiHW) - 3MiHa YacToTn
napameTpa «MikpobionoriyHa uncToTa» B cneuudikauii
nikapcbKoro 3acoby: 3 «KoxHa cepis» Ha «/ocnigpKeHHs
NpoBOAATLCA 415 MIKPOBIONOriYHOT YNCTOTU AN151 KOXKHOT
[JecAToi cepii, He MeHLUe ofHiel cepii Ha pik. BBegeHHA
3MiH NPOTAroM 6-TW MiCALB Nicns 3aTBepAKEHHS
77. FEKCACIPE cnpeii OpoOMYKO3HWIA, Nab6opatopii dpaHuis Nab6opaTopii dpaHuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tny | 6e3 peyenma UA/6180/01/01
" 750 mMr/30rno 30ry Bywapa Bywapa Pekopgarti - 3MiHUM WoA0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy.
aepo30/1bHOMY Pekoppaari BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHuX Npo
donakoHi; no 1 cuctemy thapmakoHarnagy (BBeLeHHS y3araibHeHNX
th/1aKOHY B KapTOHHii [JaHnx npo cuctemy dpapmakoHarnsgy, smiHa
Kopoo6Li YNOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHVIKa AN 34iicHeHHs hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKIHOYAKOYUMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnsgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigaibHOI 3a
hapmakoHarnag,
MponoHoBaHa pepakuis: Paola Pirovano. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOT 0CO6U, BiANOBIAaIbHOT
3a thapmakoHarnsg,.
3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy
78. FMAPOKCUKA | kancynu no 500 wmr, no MicTpan AHrNIsA [Lesa XongiHr A.LL. TypeuumHa BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasliB: TEXHIYHA 3a peyenmom UA/18217/01/01
PBAMIA- 10 kancyn y 6nictepi, Kenitan nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
BICTA no 10 6nictepis y MeHeXMeHT BUMPaB/IEHHSA TEXHIYHOI MOMWU/IKW, MOB’A3aHO 3
KapTOHHI KOpooLyi Nimiteq HEBIANOBIAHICTIO (Pi3HOUMTAHHS) B MEXax 04HOro
[oKyMeHTa (Y cneumdikayii Ta MeTogax KOHTPOSI0
(3a3HayeHHs Ha3Bu YO getektopa 3 hOTOAI0AHO
maTtpuueto npu igetudiikauii A®I metogom BEPX) 3a
NMokasHUKOM «laeHTudpikalis». 3asHadeHe BUNpPaB/IeHHs
BiANOBiAae maTepianam peecTpauiiiHoro focke, siki
npeAcTaB/ieHi B apxiBHUX MaTepiasiax peecTpauiiniHoro
[0CbE
79. FNAYTAH Kpanni oyHi, 0,04 AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 10 peecTpavLiiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/14725/01/01
mr/Mn no 2,5 mny - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
donakoHi, no 1 (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
h1akoHy y nauui nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB 3 gatn
3aTBEPLKEHHSA
80. FNOKO30- MOPOLLIOK 4030BaHNM, AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH A0 peecTpaviiiHux maTepiasis: 3miHW | Tuny | 6e3 peyenma UA/0758/01/01
TONEPAHTH 75 r/nakeT; no 75,75 r - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
WA TECT NMOPOLLKY B NAKETi; N0 afpecy MicLs NPOBaKEHHS Ais/IbHOCTI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1 nakeTy B mauui BVPOGHMKa/imMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAae BUPOGHWK/IMNOpTep, BKIOYAoUM BUMYCK Cepild)
- 3MiHa HaliMeHyBaHHs Ta afgpecy BUPOGHMKa, 6e3 3MiHN
Micus BUpO6HMLTBA (BBEAEHHS 3MiH NPOTATOM 6-TK
MiCALIB MicNA 3aTBEPKEHHS); 3MiHU | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu 3asaBHUKa (BNacHUKa peectpauiiHoro
NocBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta aJpecy 3asBHUKa
(BNnacHvkKa peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TURy -
3MiHM Wwopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy
(iHWi 3MiHW) - BHeceHHs 3MiH [0 po3ainy «MapKyBaHHs»
MKSA 13 3aTBeppxeHo: Po3ain BiaCyTHIiA.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKeHOro
TEKCTY MapKyBaHHs. BBefileHHsA 3MiH NpoTArom 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS
81. FO3EPENIH iMmnnaHTart no 3,6 mr AngoreH IMKo | /liokcemby AMB 'm6X , HimeuunmHa | BHeCeHHs 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/15570/01/01
ANBOTEH no 1 imnnaHTary y C.ap.n pr HimeyunHa - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
Lnpuuy-annikaropi (BMPO6GHMLTBO "in (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNaKkoBKW
(wnpuu-annikatop bulk", nepBrHHe Ta nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i LWoao
CKnafaeTbes 3 BTOPWHHE 3a3HayYeHHs1 OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl. TepMmiH
noniMepHoro Kopmnycy nakyBaHHs, BBE/EHHS 3MiH MPOTAroM 6 MIiCALIB NiCNA 3aTBEPAXEHHS
3 Tpumadem ans KOHTPO/b Cepil,
iMnnaHTary, rosiku Ta Bignosigae 3a
nopLiHs); no 1 BMMYCK cepii); BB®
LINPULY B NakeTuKy; CrepinizeiiluHcep.i3
no 1 abo 3 nakeTukn y 'M6X, HimeuyunHa
KapTOHHIM nayu,i (cTepunizauis,
MikpobiosnoriuHe
TEeCTyBaHHs);
€BpodpiHC
Bio®apma MNpogaxT
TecTiHr MioHxeH
'mM6X, HimeuyunHa
(mikpobionoriyHe
TEeCTyBaHHs);
CuHepaxi Xeanc
Annepcxay3eH
v6X, HimeuunHa
(cTepunizauis)
82. FO3EPENIH imnnaHTar no 10,8 mr AngoreH IMKo | Jliokcemby AMB 'mM6X , HimeuumHa | BHeCeHHs 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/15570/01/02
ANBOTEH no 1 imnnaHTtarty y C.ap.n pr HimeuyunHa - 3MiHM WoAo 6e3nekun/eheKkTUBHOCTI Ta thapmakoHarnagy

Lwnpuuy-annikaropi
(wnpuu-annikatop
cKNnagaeTbea 3
noniMepHOro Kopmycy

(BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE
nakyBaHHs,

(iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii LWoao
3a3HaYeHHs OAUHULL BUMIPOBaHHA Y cucTemi Sl. TepmiH
BBE/EHHS 3MiH MPOTArOM 6 MicALUIB NicN1s 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3 Tpumavem ans KOHTpOsb cepii,
iMnnaHTary, rosiku Ta Bignosigae 3a
nopLHsA); no 1 BUNYCK cepii); BB
LINpULY B NaKeTuKy; CrepiniseiiluHcep.i3
no 1 abo 3 nakeTukn y 'M6X, HimeyunHa
KapTOHHIM nayu,i (cTepunizauis,
MikpobiosnoriyHe
TeCTyBaHHs);
€BpodpiHC
Bio®apma MpoaaxTt
TecTiHr MioHxeH
'm6X, HimeuunHa
(mikpobionoriuHe
TEeCTyBaHHs);
CuHepaxi Xeanc
Annepcxay3eH
'M6X, HimeuunHa
(cTepunizauis)
83. FPAHOUUT® | niodpinizat ans TOB "CaHodi- Ykpaina FaynT ®apma PpaHuis/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/5627/01/01
34 PO34MHY AN5 iH'eKUili ABeHTiC NispoH, ®paHuis AnoHis - 3MiHM Y MeTOoAax BUNPOOYBaHHA 3a NOKa3HNKOM
no 33,6 mnH MO (263 Ykpaina" (BPOGHMLTBO «AKTMBHICTb pnl- KC®» (MeTogom bioananisy GNFS-60)
MKr); Ne 5: o 5 PO3YMHHYKA, 0151 TOTOBOrO NPOAYKTY, a came Buy4YeHHs tritium method,
chnakoHiB 3i ckna TMna nepBuHHE HasiBHWI anbTepHaTVBHUI METOZ, 3a [OMNOMOroH
| ¢ niocpinizatom, nakyBaHHs, 6apsHuKa alamarBlueTM. He3HauHi pegakTopchbki npasku.
YKYNopeHnx npobkamu KOHTPO/b SIKOCTI); Po3gin 3.2.A.1: — JoAaHHS 30HU KOHTPOJIKO AKOCTI AN
ryMOBUMM CaHocpi BiHTpon BMNpPO6YBaHHA BOAM ANs iH'EKUi Ha 3aBogji Ykiva. Hoa
6yTVIOBUMM Ta IHgacTpia, ®paHuis 30Ha KOHTPO/IK0 SIKOCTI po3TaiwloBaHa B kopnyci W40,
06XaTnx koBnavykamu (BTOpPUHHE Kopnyc W40 sugineHo B nnaHi 3asogy Ukima, a no
IOMIHIEB/MY B nakyBaHHs, po3ainy AO4alTbCA ONUC, @ TakoX naaH nosepxy Oyaissi.
KommnnekTi 3 5 KOHTPO/b AKOCTi Ta — [lofaHHs 30HM AN NpoBefeHHs BUNPOGyBaHb KOHTPOSIO
amnynamu no 1 mn 3i BUNYCK Cepiii skocTi (kimHaTta 5010) B siKoCTi nabopatopii KOHTPOs0
cknaTtuny | 3 niodpinizaty Ta SAKOCTi B kopnyci 55. Po3gin 3.2.S.7.3: oHOB/eHi AaHi npo
PO34MHHMKOM (BOgA pO3uMHHMKA); LWyrai CTabinbHICTb 3a 48 MicAuiB Wwoao cepiit JIC 3a Homepamu
Ans iH'ekuiii) B Papma CD3DC 1a CD3DE; oHOBNeHHs po3ainy 3.2.P.8.1 pestome
KapTOHHIA KopooLi MaHyekTypuHr Ko. LOAO CTabiNIbHOCTI Ta BUCHOBKW; 3MiHW | TUMY - BUNYYEHHS
Nta, AnoHis MeTo/ BUNpobyBaHHA B MPOLEeCi BUPOGHMLTBA fito4oi
(BMPO6HNLTBO PEYOBUHM NIEHOTPACTMM, @ caMe «MeToZ, TPUTIEBOT MITKM
niocpinizaty, (tritium method)» ana gocnigpxysaHoro napameTpa
nepBuHHe «AKTUBHICTb pnl-KC®» (6ioaHanis GNFS-60), HasiBHa
nakyBaHHs, anbTepHaTUBHa Npoueaypa BUNPodyBaHHSA «MeTof,
KOHTPO/b AKOCTI) 6apBHvka alamarBlueTM)»
84. rPYAHI pignHa no 25 mny TOB Ykpaina TOB "TepHodhapm" YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx matepianiB: 3miHu | Tuny | 6e3 peyenma UA/0625/01/01
KPANI BIA, dhnakoHax "TepHochapm” - 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
KALU/THO (iHLWi 3MiHW) - BHECEHHSA 3MiH [0 po3finy «MapKyBaHHS»

MK4A N13: 3anponoHoBaHo: MAPKYBAHHSA. BignosigHo go
3aTBEPAKEHOIO TEKCTY MapKyBaHHS. OHOB/IEHHS! TEKCTY
MapKyBaHHS YMakoBKM iKAPCbKOro 3ac06y 3 BHECEHHSIM
iHhopmauii o040 3a3HAYEHHS1 OANHWLL BYMIPIOBAHHSA 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
cuctemi Sl. BBefieHHS1 3MiH NPOTAroM 6-T1 MicALUIB micns
3aTBEPAKEHHS
85. AANALVH L} kancynu no 300 mr; no Mdpaizep IHK. CLWA dapesa Ambyas PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3mMiHu | Tuny | 3a peyenmom UA/1903/02/02

8 kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

- 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOTo
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIlt
thapmakonei) - OHOBMEeHUIA cepTudikar Bif yxe
3aTBEPKEHOro BUPOGHUKA - NOAaHHA OHOB/IEHOTO
cepTudikaTa BigNoBigHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2013-190-Rev 00 gns ajto4oi pe4yoBuHn
Clindamycin hydrochloride Big, Bxe 3aTBepaXeHoro
BMpo6HUKa Zhejiang Hisoar Chuannan Pharmaceutical
Co., Ltd. (agpeca micus NpoBagKeHHs AiSNbHOCTI),
Zhejiang Hisoar Pharmaceutical Co., Ltd.(BnacHuk CEP)
3MiHK | TUNy - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTi EBponeiichkii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTta BignNoBigHOCTI €Bponenchkin hapmakonei:
onsa A®l; ans BuxigHoro martepiany/peareHTy/nPoMiKHOIo
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[0NOMIXHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBMEHUIA cepTudikar Big
yXe 3aTBePXEHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTtucbikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
RO-CEP 2013-190-Rev 05 (3atBepgxeHo: RO-CEP 2013-
190-Rev 04) ans gitoyoi pevosuHu Clindamycin
hydrochloride Big, BXxe 3aTBepaXeHOro BUpobHuKa
Zhejiang Hisoar Chuannan Pharmaceutical Co., Ltd., sk
Hacnigok 3miHW y cneumdikauii Ha A®| — npuBeeHHs
iHchopmawii y BignosigHICTb A0 BUMOr MoHorpadii EP.
3MiHW | TUNYy - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudpikaTa BifnoBigHOCTI ab0 BUMTYYEHHS
cepTudcpikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
ans A®l; onsa BuxigHoro martepiany/peareHTy/npomikKHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI; Ans
[LOMOMDKHOT peyoBMHM (cepTudikaT BiANOBIAHOCTI
€sponelicbkin dhapmakoner) - OHoBMeHUIA cepTudikar Big,
yXe 3aTBepKEeHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTtudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei No
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
R1-CEP 2000-210-Rev 06 (3aTBepmxeHo: R1-CEP 2000-
210-Rev 05) ans pitovoi pevosrHu Clindamycin
hydrochloride Big, Bxe 3aTBepaXeHOro BUpobHuKa
Chongging Carelife Pharmaceutical Co. Ltd., sik Hacnigok
3MiHM Yy cneumdpikauii Ta metTogax KoHTposno Ad|
86. AANALVH L} Kancynu no 150 mr, no Mdpaizep IHK. CLWA dapesa Ambyas PpaHuis BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/1903/02/01

8 kancyn y 6nictepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

- 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/I E-cepTudikar
BiANOBIgHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikata BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONECHKIl
thapmakonei) - OHOBMeHWIA cepTudikar Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTudikaTa BiANoBigHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2013-190-Rev 00 gns gjtouoi pe4yoBuHn
Clindamycin hydrochloride Big, Bxe 3aTBepmXeHoro
BMpo6HUKa Zhejiang Hisoar Chuannan Pharmaceutical
Co., Ltd. (agpeca micus NpoBagKeHHs AiSNbHOCTI),
Zhejiang Hisoar Pharmaceutical Co., Ltd.(BnacHuk CEP)
3MiHK | TUNy - 3MiHK 3 AKoCTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHOCTi EBponeiichkii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTta BignNoBigHOCTI €Bponenchkin hapmakonei:
ansa A®l; ona BuxigHoro marepiasy/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiin dhapmakonei) - OHOBMEHUIA cepTudikar Big,
yXe 3aTBepXEHOro BUPOGHMKA - NOAaHHS OHOB/IEHOTO
cepTtucpikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
RO-CEP 2013-190-Rev 05 (3atBepgxeHo: RO-CEP 2013-
190-Rev 04) ans gitoyoi pevosuHu Clindamycin
hydrochloride Big, BXxe 3aTBepaXeHOro BUpobHuKa
Zhejiang Hisoar Chuannan Pharmaceutical Co., Ltd., sk
Hacnigok 3miHW y cneumdikauii Ha A®| — npuBeeHHs
iHchopmawii y BignosigHiCTb A0 BUMOr MoHorpadii EP.
3MiHK | TUNYy - 3MiHK 3 AKoCTi. CepTudikar
BignosigHocTi/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHs HOBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudcpikaTa BiANoOBIAHOCTI EBponeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI; aAns
[ONOMDKHOT peqoBurHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin dpapmakonei) - OHoBeHUI cepTudiikar Big
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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

peecmpayitiHo2o

nocsBi0O4YeHHs

yXe 3aTBepKeHOro BUPO6GHUKA - NOAaHHS OHOB/IEHOTO
ceptudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2000-210-Rev 06 (3atBepgxeHo: R1-CEP 2000-
210-Rev 05) ans gitoyoi pevosnHu Clindamycin
hydrochloride Big, Bxe 3aTBEpAXEHOr0 BUPOOHUKA
Chongging Carelife Pharmaceutical Co. Ltd., six Hacnigok
3MiHM Yy cneymdpikauii Ta meTogax KoHTposo Ad|

87.

AE3AMIHOO
KCUTOUWH

Tabnetkn no 50 MO
no 10 TabneTok y
6nicTepi; no 1
6nicTepy y KapTOHHii
nauuj

AT "T'piHgekc”

Narsis

AT "T'piHgekc"

Nartsis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHVM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHX AaHuX Npo
cuctemy dhapmakoHarnsagy (BBefieHHs y3arasibHeHux
AaHux npo cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnagy
3asBHVIKa AN 34iicHeHHs hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BKIHOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnsgy) - 3mMiHa
KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0CO6U 3asIBHYIKA,
BiANOBIAabHOI 3a hapmakoHarnifg B YkpaiHi.
MponoHoBaHa pegakuis: MaptuHuyk Oner
Bonogmmuposumy. 3MiHa KOHTaKTHUX faHUX KOHTaKTHOI
0Cco6U yNnoBHOBaXKEHOT 0CO6M 3aABHUKA, BiAMNOBIAA/IbHOI 3a
hapmakoHarnsag B YkpaiHi

3a peyenmom

UA/3728/01/01

88.

AE3O®EMO
HO® 75

TabneTkun, BKPUTI
N1iBKOBOK 060/I0HKOO
no 0,075 wr, no 1 a6o
no 3, abo no 6
6nicTepis no 28
TabneToK y KapTOHHIl
KopooLi

Mi6e Mv6X
ApuHaiimitten
b

HimeyunH
a

Mi6e Mv6X
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny
- 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta hapMakoHarisay
(iHWi 3MiHW) - 3MiHW BHECeHi [0 iIHCTPYKUIi A8 MegUYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby y po3ginm
"®apmakonoriyHi BractusocTi (Lo[o 6esnekn),
"Moka3saHHA" (pegaryBaHHs), "MpoTunokasaHHA",
"B3aemogis 3 iHWMMKU NiKapcbKMKU 3acobamu Ta iHLWi BUan
B3aemMogiit", "OcobMBOCTI 3acToCyBaHHS", "3acTOCyBaHHS
y nepio BariTHOCTi abo rogyBaHHs rpyaar”, "MobivHi
peakuii" BiAnoBigHO A0 OHOBEHOI iHthopMaLi 3 6e3neku
Lito40i pevyoBuHY (BBEAEHHST 3MiH MPOTArOM 6-Tu MicsLiB
nicns 3aTBepkeHHs); 3MiHW | Tuny - 3MiHK Woao
6e3nekn/ethekTUBHOCTI Ta thapmakoHarnsagy. 3miHa y
KOPOTKI XapaKTeprCTULLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAN4HOro 3aCTOCyBaHHS
Ha nigcTaBi perynsipHoO OHOB/IOBAHOIO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo gocnigpkeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B nicnsipeecTpauiiHvii
nepiog, abo Ak pesynbTaT OLiHKM 3BITY 3 AOC/IKEHD,
npoBeAeHNX BigNOBIAHO A0 M/aHy NeaiatpudHnx
pocnipkeHb (PIP) (3MiHY Y3roXeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHW BHECEHI [0 IHCTPYKLT
AN MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby y

3a peyenmom

UA/16503/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
po3ainu "®apmakosoriyHi BNacTuBOCTI", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaa” Wwoano
3aCTOCyBaHHA y Nepiog BariTHOCTi abo rogyBaHHS rpyaar0
BiANOBIAHO [0 OHOBEHOT iHGhOpMaLii 3 6e3neku Aitoyol
peyoBuHM (BBELEHHA 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBEPKEHHS)
89. OEKCA®PI Kpansi O4Hi, po3yvH, 1 Na6opatyap PpaHuis EkcensisioH PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/17337/01/01
mr/mn no 0,4 mn B Tea - BHECEHHS 3MiH A0 po3ainy 3.2.P.3. MNpovec BupobHULTBa
04HOL030BOMY NiKapcbKoro 3acoby, 3o0kpema: 3MiHa MakCUMasTbHOTo Yacy
KOHTeliHepi; no 5 YTPUMaHHS BUXiHOTO CTEPUIBHOTO PO3UMHY JTiKapCbKOro
0HOLL030BUX 3aco0by (3 noyaTky 36epiraHHs A0 3aKiH4eHHS HanOBHEHHS)
KOHTeliHepiB 35 pi6 (120 roanH) o 152 rogumH; 3miHu | TUNY - BHECEHHS
3'elHaHNX MiX CO60t0 3MiH Ha CTagjii HaNoOBHEHHS OAHOPA30BUX KOHTEHEPIB,
y CTpiuKy y calle; no 4 30KpeMa: YTOYHEHHS YacTOTU BUNPOOYBaHHS LLOL0 MacK
abo 6 cawwe (Ne20 abo HarnoBHEHHS KOHTENHepIB Ta Ki/IbKOCTi KOHTelHepiB AN
Ne30) y kapTOHHii LocnimKeHHs. 3anponoHoBaHo: Macy HanoBHEHHS
KOpOoO6Li nepeBipsTb KOXHY roAuHY BNPOAOBX NepLunx 4 roguH
HaNOBHEHHS i HaAani KOXHI 2 roAvHN Ha 25 0fHOA,030BUX
KOHTeliHepax
90. AOEKCAOP KOHLeHTpaT ans OpioH ®iHnsaHaia | OpioH KoprnopeiiiH, PiHNAHAIA BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/11627/01/01
PO34MHy Ans iHdysil KopnopeiwH OpioH ®apwma, - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
100 mkr/mn no 2 mn B 3aBog B Typky, (iHWi 3MiHW) - BHECEHHS 3MiH A0 po3giny MK4A:
amnyni; no 5 aéo 25 PiHNAHAIA MAPK/POBKA lMponoHoBaHa pegakuis: Po3ain
amnyn y KapTOHHil (BMpOGHWK, Lo «MAPKYBAHHS» 3rigHo 3aTBEPAKEHOrO TEKCTY
kopob6Lii; no 4 mn abo 3Ai/iCHIOE KOHTPO/Tb MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHSA ynakoBKu
no 10 mn y donakoHi; AKOCTi Ta BTOPUHHE NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
no 4 chiakoHn y nakyBaHHs); OpioH 3a3HaYeHHs O4MHMLb BUMIPIOBaHHS y cuctemi S|
KapTOHHilA KopooLi KopnopeiiH,
PiHNAHAIA
(BMpPOGHWK, Lo
3[jicHI0E
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/1b SIKOCTI,
BUNYCK cepiit)
91. AENLTANIUW | nopoLiok TOB YKpaiHa TOB "®3" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/11125/01/01
H niocpinizoBaHuin ans "NenbTapaH- BIO®APMA" - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
NPUroTyBaHHSA YkpaiHa" (iHWi 3MiHM) - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHS”
Kpanesib Ha3aslbHUX MK$A N3: 3anponoHosaHo: MAPKYBAHHA. BignosigHo
no 0,0003r, 5 amnyn [03aTBepKeHOro TeKCTY MapKyBaHHSA. OHOB/IEHHS TEKCTY
abo hnakoHiB y MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
6nicTepi, no 1 abo 2 iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
6nictepn y nayui cuctemi Sl. BBefieHHS1 3MiH NPOTAroM 6-T1 MicAUIB Micns
3aTBEPAKEHHS
92. AEHIFMA® TabneTkun, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHgis/ BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianis: 3MiHu | Tuny | 3a peyenmom UA/13254/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
060/10HKOI0, N0 5 Mr, XENTXKEP MNBT NTA, IHgjs; YkpaiHa - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta thapmakoHarnsgy
no 14 tabneTtok y NBT NTA TOB "KYCYM (iHWi 3MiHW) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS"
6nicTepi; no 1 PAPM", YkpaiHa MK$A N3: 3anponoHosaHo: MAPKYBAHHSA BignosigHo o
6nicTepy B KapTOHHIl (anbTepHaTUBHUI 3aTBEPIXEHOr0 TEKCTY MapKyBaHHSA. MapKyBaHHs AN
ynakosLi; no 14 BUPOGHMK, L0 ynakoBku in bulk fogaeTbca. OHOBNEHHS TEKCTY
Tabnetok y 6nictepi; 3[iACHIOE BTOPUHHE MapKyBaHHS yMakoBKM IKAPCbKOro 3acoby 3 BHECEHHAM
no 1 6nictepy B nakyBaHHs, iHcbopmaw,ii LWoAo 3a3HaYEHHS OAUHULb BUMIPIOBAHHS Y
KapTOHHIA ynakoBLi; KOHTPO/b AKOCTI Ta cucTtemi Sl. BBefieHHS 3MiH NPOTArom 6-Tu MicaLiB nicns
no 10 KapTOHHNX BWMYCK Cepi) 3aTBepKeHHA
YMaKoBOK Y KapPTOHHIl
Kopobui
93. AEHIFMA® TabneTku, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHAis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/13254/01/02
060n0HkKot0, no 10 wmr, XENTXKEP MBT NTA, IHAais; YkpaiHa - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy
no 14 tabneTtok y NBT NTA TOB "KYCYM (iHWi 3MiHK) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHS”
6nicTepi; no 1 PAPM", YkpaiHa MK$A N3: 3anponoHosaHo: MAPKYBAHHSA BignosigHo Ao
6nicTepy B KapTOHHii (anbTepHaTUBHUI 3aTBEPKEHOr0 TEKCTY MapkyBaHHS. MapKyBaHHsA 415
ynakosui; no 14 BUPOGHMK, LLO ynakoBku in bulk fogaeTbca. OHOBNEHHSA TEKCTY
Tabnetok y 6nictepi; 3[jACHIOE BTOPUHHE MapKyBaHHS yNakoBKM iKapCbKOro 3acoby 3 BHECEHHAM
no 1 6nictepy B nakyBaHHs, iHhopmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBaHHSA Y
KapTOHHI ynakoBLi; KOHTPOb AKOCTI Ta cucTtemi Sl. BBefeHHS 3MiH NPOTArom 6-Tv MicsLiB nicns
no 10 KapTOHHWUX BWMYCK Cepi) 3aTBepKeHHSA
YNaKoBOK Y KapTOHHIl
Kopobui
94. AEHIFMA® TabneTkn, BKPUTI KYCYM IHgis KYCYM XENTXKEP IHgis BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3miHn | Tuny - UA/15791/01/01
060/10HKOI0, N0 5 Mr in XENTXKEP NBT NTA4 - 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta hapmakoHarnsagy
bulk Ne 14x200: no 14 NBT NTA (IHLWi 3MiHW) - BHECEHHSA 3MiH 0 po3giny “MapkysaHHs"
TabneTtok y 6nictepi; MKSA N3: 3anponoHoBaHo: MAPKYBAHHSA BignosigHo ao
no 200 6nicTepiB y 3aTBEPXEHOro TEKCTY MapKyBaHHA. MapKyBaHHA ons
KapTOHHIA KopooLi ynakoBku in bulk fogaeTbca. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
iHhopmaLii o0 3a3HAYEHHSI OOMHULL BUMIPIOBaHHSA Y
cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicALIB nicns
3aTBepKEHHS
95. OEHIFMA® TabneTku, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHais BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3miHu | TUny - UA/15791/01/02
060/10HKOI0, N0 10 Mr XENTXKEP NBT NTA - 3MiHM WoAo 6e3nekun/eheKkTUBHOCTI Ta thapmakoHarnsagy
in bulk Ne 14x200: no MBT NTA, (iHWWIi 3MiHW) - BHECEHHS 3MiH 40 po3giny “MapkyBaHHS"
14 TabneTok y MKSA N3: 3anponoHoBaHo: MAPKYBAHHSA BignosigHo ao
6nicTepi; no 200 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. MapKyBaHHsA AN
6nicTepiB y KAPTOHHIl ynakoBku in bulk gogaeTbc. OHOBNEHHS TEKCTY
KOpoo6Li MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. BBeieHHS1 3MiH NPOTAroM 6-T1 MicAUIB Micns
3aTBEPAKEHHS
96. MKAKABI Tabnetkun no 20 mr; no HosaprTic LLiseiuapi Brpo6HMLTBO, LLisefuapis BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/13456/01/03
14 TabneTok y dapma Al A KOHTPO/Ib AKOCTI, - 3MiHM WoAo 6e3nekun/edheKTMBHOCTI Ta chapmakoHarnsgy

6nictepi; no 4

NnepBUHHE Ta

- BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6nictepn y kopobui i3 BTOPUHHE 3aTBeppkeHo: MpadhiuHe 0hOpMIEHHS YNakoBKu
KapTOHY NakyBaslbHOrO nakyBaHHs1, BUNYCK 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPIAXXEHOr0
cepii: TEKCTY MapKyBaHHA
HoBapTic ®apma OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro
LLTeliH AT, 3aco6y 3 BHECEHHSIM iHdhopMaLil LoA0 3a3HAYEHHS
LLseiuapis OAMHNLb BUMIpOBaHHSA y cuctemi Sl. BBefeHHs 3MiH
KoHTposb skocTi 3a NpoTArom 6-Tu MiCALIB MiCNA 3aTBEPMKEHHS.
BUHSATKOM
BM3HAYEHHS
Mikpo6ionoriyHol
4ynCToTY:
dapmaHanituka CA,
LLiBeliyapis
97. MKAKABI Tabnetkn no 5 mr; no Hosapric LLiseiiuapi Bupo6HMLTBO, LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13456/01/01
14 TabneTok y Papma Al ] KOHTPO/b SIKOCTI, - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
6nicTepi; no 4 nepBrHHE Ta (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3Ainy “MapkyBaHHS”
6nictepu y Kopobui i3 BTOPVIHHE MKSA N13":3aTBepaxeHo: 'padiuHe ohopMAEeHHS ynakoBKu
KapTOHY NaKyBaslbHOro nakyBaHHs, BUNYyCK 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEpKEHOro
cepii: TEKCTY MapKyBaHHA
HosaprTic ®apma 3arBepaxeHo: MapkyBaHHSA. [loaaeTbes
LLTeiH AT, OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
LLBeiuapis 3ac00y 3 BHECEHHAM iHhopMaL,ii LLoA0 3a3HaYEeHHS
KoHTposb AKocTi 3a OVHULb BUMIPIOBaHHS y cuctemi Sl.
BUHATKOM BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
BU3HAYEHHS 3aTBEPMKEHHS.
MiKkpOGionoriyHol
4yncToTY:
PapmaHanituka CA,
Lseiiuapis
98. MKAKABI Tabnetku no 15 mr, no HoBapTic LLIBeliyapi Bupo6HMLTBO, LLIBeliyapis BHECEHHS 3MiH 0 peecTpavliiHux martepianis: 3miHu | Tuny | 3a peyenmom UA/13456/01/02
14 TabneTok y dapma Al A KOHTPO/1b SIKOCTI, - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
6nicTepi; no 4 nepBuHHe Ta - BHECEHHSA 3MiH A0 po3giny “MapkysaHHA" MKA /13"
6nictepu y Kopobui i3 BTOPVIHHE 3arBepmkeHo: MpadgiyHe 0hOPM/IEHHS yNaKoBKM
KapTOHY nakyBaslbHOrO nakyBaHHs1, BUNYCK 3anponoHoBaHo: MapKyBaHHS. 3rigHO 3aTBEPAXEHOro
cepii: TEKCTY MapKyBaHHA
HosapTic ®apma OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
LLTelH AT, 3ac00y 3 BHECEHHSM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
LBeliuapis OAMHULb BUMIpOBaHHA Y cuctemi Sl. BBefieHHs 3MiH
KOHTpO/b SIKOCTi 3a NPOTArom 6-Ty MiCAILiB MiCNsi 3aTBEPAXKEHHS.
BUHATKOM
BU3HAYEHHS
MiKpOGioorivyHol
4yncToTY:
PapmaHanituka CA,
LLIBeliyapis
99. OMMETUHAE | nopoliok (cy6cTaHuis) AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHu | Tuny - UA/13518/01/01
HY MANNIEAT y 6aHKax - AAMiIHICTpPaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo

noslieTuneHoBmx abo y

agpecy 3asiBHMKa (BNacHUKa peecTpauiiHoro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MiLLKax NoABiIAHNX NocBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta afpecy 3asBHUKa
nosieTuNeHoBux ans (BNacHvKa peecTpauiiHoro NocBigYeHHs); 3MiHu | TUNYy -
BMPOGHMLITBA AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
HeCcTepWIbHUX afpecy Micus NpoBaXeHHS Ais/IbHOCTi BUPOGHMKa
nikapcbknx oopm (BKNKOUAlOUM, 3a HeOH6XiAHOCTI, MicLe NPOBeAeHHS
KOHTPO/IO SIKOCTi), @60 BiiacHMKa macTtep-chaiina Ha Ad,
abo noctavyasibHuka A®l/BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCbE, a60 BUPOOHMKA HOBOT AONOMDKHOT
PEUYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - 3MiHA
HalilMeHyBaHHs Ta afpecun BUpo6HUKa cybeTaHLii, 6e3
3MiHV MiCLit BUPOOHULITBA; 3MiHW | TUMy - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I (iHWi 3MiHK) - BHECEHHS 3MiH A0
Cneuumdpikauii Ta MeToAiB KOHTPOJIO 3@ NOKA3HUKOM
«MikpobionoriuyHa ynctota», a came 404ATKOBO A0
nocunaHHsA Ha EP* gogaHo nocunaHHs Ha AdY* (* - gitove
BUAaHHs). MeToAnka Ta HOPMyBaHHS 3a/IMLLEHO 6e3 3MiH.
BunyyaeTbcsi NOBHWIN BUKNa NPOBEAEHHS METOAMNKM
100. | AIABITEK N4, | po3uuH ans TOB "lOpis- Ykpaina TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/11876/01/03
4,25% nepuToHeabHOro dapm” - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
aianisy no 2000 mn (iHwWi 3miHW) - 3amiHa po3giny «IpadiyHe ochopmneHHs
a6o no 2500 mny ynakoBKu» Ha po34in «MapkyBaHHa» y MKA N13:
KOHTeliHepi 3anponoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBepAXEHOro
nonimepHomy TEKCTY MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopMmalii
00 3a3HAYEHHS OAUHULL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
101. | AIA30/IH® Tabnetkn no 0,1 r, no AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny | 6e3 peyenma UA/0270/01/01

10 TabneTok y
6nicTepi; no 1 abo 2
6nicTepn y nayui

- AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNacHWka peecTpauiinHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asaBHUKa
(BnacHvKa peecTpauiiHoro noceig4yeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPMKEHHS; 3MiHW | TUNy -
AQMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPOBaKEHHS 4isiSTbHOCTI
BMPOOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acooy,
BK/IKOYA0UM AiNbHULI BUMYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIH SKOCTI. (AiSANbHICTb, 3a AKy
BiANOBIAae BUPOGHMK/iIMNopTep, BKIOUaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHS Ta agpecyn BUPOOHUKa, 6e3 3MiHN
MicLst BUPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB Micns 3aTBEPKEHHS); 3MiHM | TUny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 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
peecmpayitiHo2o
nocsioYeHHs

BHeceHHs 3MiH [0 po3giny «MapkyBaHHsA» MKA /13
3aTtBepmxeHo: MAPKYBAHHA Bignosigae HagaHomy
TEKCTY MapKyBaHHs ynakoBkW npenapary.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKeHOro
TEKCTy MapKyBaHHs. BBefileHHsi 3MiH NpoTArom 6-u
MicsLiB NicNsA 3aTBEPAKEHHS

102.

[IA3OMNIH®

Tabnetku no 0,05 r, no
10 TabneTok y
6nictepi; no 1 a6o 2
6nictepn y nauui

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asaBHUKa
(BnacHuka peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoOBaMKEHHS AiSiSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYaAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBigae BMPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6HMKa, 6e3 3MiHn
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MicnsA 3aTBePKEHHS); 3MiHU | TUny - 3MiHK Woa0
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH 40 po3ainy «MapkyBaHHs» MKA N13
3aTtBepaxeHo: MAPKYBAHHA Bignosigae HagaHomy
TEKCTY MapKyBaHHs ynakoBKu npenapary.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHoro
TEeKCTy MapKyBaHHs. BBefeHHsi 3MiH NpoTArom 6-tu
MicsLIB NicNsa 3aTBEPKEHHS

6e3 peyenma

UA/0270/01/02

103.

BIA30NIH®

npaxe no 0,05, no
10 gpaxe y 6nictepax;
no 10 gpaxe y
6nictepi; no 2
6nictepn y nauuj 3
KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3miHu | Tuny
- AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNacHWka peecTpawiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta aApecu 3asaBHUKA
(BnacHvKa peecTpauiiHoro noceig4yeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPKEHHS; 3MiHW | TUNy -
AQMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoOBaKEHHS 4isiSTbHOCTI
BMPOOGHWKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IIOYA0UM AiNbHULI BUMYCKY cepii abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (AiSANbHICTb, 3a AKy
BiANOBIAae BUPOGHYMK/iIMNopTep, BKIOUaUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHS Ta afpecu BUPOOHUKa, 6e3 3MiHN
MicLst BUPOGHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
MicsILiB MicNs 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsagy (iHLwi 3mMiHu) -
BHeceHHs 3MiH 40 po3ainy «MapkyBaHHs» MKHA 13
3areepoxeHo: MAPKYBAHHSA Bignosigae HagaHoMy
TEKCTY MapKyBaHHS yrnakoBKW npenapary.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHoro

6e3 peyenma

UA/0270/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TEKCTY MapKyBaHHs (BBefeHHS 3MiH NpoTArom 6-tm
MicALB Nic/a 3aTBepAXEHHS)
104. | AIA30NIH® Apaxe no 0,1 r, no 10 AT "dapmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHux maTepianis: 3miHW | Tuny | 6e3 peyenma UA/0270/02/02
Apaxe y 6nictepax; no - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
10 ppaxe y 6nictepi; afpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
no 2 6nictepun y nauui nocBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta afpecy 3asBHUKa
3 KapTOHY (BnacHvka peecTpaduiiHoro nocBig4yeHHs1) BBegeHHs 3MiH
NPOTAroMm 6-TW MICALIB NiCNA 3aTBEPMAKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaKEHHS Aisi/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/KOYAOUM AiNbHULI BUNYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHA Ta agpecu BUpoGHMKa, 6e3 3MiHN
MicLs BUpO6HULITBA (BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsILiB NicNs 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK WOoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHK) -
BHeceHHs 3MiH [0 po3ainy «MapkyBaHHA» MKA /13
3arBepoxeHo: MAPKYBAHHSA Bignosigae HagaHoMy
TEKCTY MapKyBaHHs ynakoBkW npenapary.
3anponoHosaHo: MAPKYBAHHSA 3rigHo 3aTBEpaXeHoro
TEKCTY MapKyBaHHs (BBeAeHHS 3MiH NpOTSAromM 6-tu
MicsILiB Nicns 3aTBEPAKEHHS)
105. | AIA30/IH- Tabnetku no 100 wmr, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3mMiHu | Tny | 6e3 peyenma UA/0278/01/01
AAPHULUA no 10 TabneTok y "dapmavesTu "papmMaLeBTNYHa - 3MiHM WoAo 6e3nekun/eheKkTBHOCTI Ta thapmakoHarnsagy
KOHTYPHIli YapyHKOBIl YHa thipma cipma "fapHuus” (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
ynakosLi; no 1 "OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii LWoao
KOHTYPHIll YapyHKOBIlA 3a3HavyeHHs OAVHMLb BUMIpIOBaHHSA Y cuctemi Sl. TepmiH
yNakoBLji B nauLi BBE/EHHS 3MiH MPOTAroM 6 MicALiB NicNs 3aTBEPAKEHHS
106. | AIANIPNA® TabneTku no 2 mr; no AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHW | Tuny | 3a peyenmom UA/16360/01/01

10 Tabnetok y
6nictepi, no 3 abo 6
6nictepiB y nauui

- AAMIHICTPaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asiBHVIKa (B/lacHMKa peecTpaviiiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHYBaHHS Ta afpecu 3asaBHUKa
(BNacHvKa peecTpauiiHoro nocBigYyeHHs1) BBeAeHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiC/IA 3aTBEPAKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afipecy MicLA NPOBaKEHHS Aif/IbHOCTI
BVPOGHMKa/imMopTepa roToBoro /ikapcbKoro 3acoby,
BK/IOUAOUM AiNbHULI BUMYyCKy cepii abo micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
BiANOBIAAE BNUPOGHMK/IMNOPTEpP, BK/IOYA0UM BUMYCK Cepild)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpoGHMKa, 6e3 3MiHK
Micus BUPO6HULTBA (BBEAEHHS 3MiH NPOTATOM 6-TK
MiCALIB MiC/1A 3aTBEPKEHHS); 3MiHU | TUny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH 10 po3giny «MapkyBaHHs» MKA /13
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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
peecmpayitiHo2o
nocsioYeHHs

3arBepmkeHo: MAPKYBAHHSA BignoBigae
3aTBEPIKEHOMY TEKCTY MapKyBaHHS, L0 AOAA€ETLCS.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHOro
TEKCTy MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yrnakoBKU NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmali
LLIOAO 3a3Ha4YeHHs OAVHWL BUMIPIOBaHHS Y cucTemi Sl.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS

107.

AIANIPNA®

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

AT "dapmak”

Ykpaina

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHMx MaTepiasis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHMKa (BNacHWKa peecTpawiiiHoro
NocBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta afpecy 3asBHUKa
(BnacHvka peecTpaduiiHoro nocBig4yeHHs1) BBegeHHs 3MiH
NPOTArom 6-TW MICALIB NiCAA 3aTBEPMAKEHHS; 3MiHM | TUNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micus NpoBaKEHHS Ais/IbHOCTI
BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/KOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpoBeeHHSA KOHTPOJIHO AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAAa€e BUPOGHYMK/iIMNOpTep, BKIOYaOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHA Ta agpecu BUpoGHMKa, 6e3 3MiHN
MicLs BUpO6HUMLITBA (BBEAEHHS 3MiH NPOTArOM 6-Tu
MicsILiB NicNs 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHK) -
BHeceHHs 3MiH [0 po3ainy «MapkyBaHHsA» MKA /13
3atBepmxkeHo: MAPKYBAHHA Bignosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHS, L0 AO4A€ETLCS.
3anponoHosaHo: MAPKYBAHHSA 3rigHo 3aTBEpaXeHoro
TEKCTY MapKyBaHHsi. OHOB/MIEHHS TEKCTY MapKyBaHHS
yNakoBKM NikapCbKoro 3acoby 3 BHECEHHAM iHchopmaii
LLOA0 3a3HAaYEHHS OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS

3a peyenmom

UA/16360/01/02

108.

DIANIPUA®

TabneTku no 4 mr; no
10 TabneTok y
6nictepi, no 3 abo 6
6nicTepiB y navui

AT "dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny
- AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asiBHMKaA (BNacHUKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asaBHUKa
(BNacHvKa peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NPOTArom 6-TM MICALIB NiC/1A 3aTBEPMAKEHHS; 3MiHM | Tvny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy MicLA NPOBaKEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapCcbkoro 3acoby,
BK/IOUAOUM AiNbHULI BUMYyCKy cepii abo micue
NPOBefEHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a Ky
BignoBigae BMPOGHMK/iIMNOpTEp, BKOUYAKOUM BUNYCK CEPiit)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6HMKa, 6e3 3MiHK
Micus BUPO6HULTBA (BBEAEHHSA 3MiH NPOTATOM 6-TK
MiCsILiB MicNsi 3aTBEPAYKEHHS); 3MiHM | TNy - 3MiHK WoA0

3a peyenmom

UA/16360/01/03




76

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH 40 po3ainy «MapkyBaHHS» MKA 13
3arBepmkeHo: MAPKYBAHHSA Bignosigae
3aTBEPMKEHOMY TEKCTY MapKyBaHHS, L0 [OAA€ETbCA.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHoro
TEKCTY MapKyBaHHs. OHOB/IEHHSA TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopmaii
00 3a3HaYeHHS OAUHULL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
109. | AI®EHAA TabneTkn, BKPUTI AnBoreH INKo | fliokcemby NOBHUIA LMK IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13227/01/01
NNiBKOBOIO C.ap.n pr BMPOGHMLTBA: - 3MiHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
o6onoHkoto, 3 mMr/0,02 Na6opaTtopioc JleoH (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS ynakoBKN
Mr; o 28 TabneTok y dapma C.A, IcnaHisi; NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
6nicTepi (24 TabneTtkn anbTepHaTUBHWIA 3a3HayeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl. TepmiH
poxeBoro Ta 4 BUPOBHUK, KNI BBEEHHS 3MiH - NPOTAroM 6 MiCALiB MiCNs 3aTBEPIKEHHS
Tabnetku nnaue6o Bignosigae 3a
6inoro konbopy); no 1 BTOPVIHHE
6nicTepy y nauui 3 nakyBaHHs:
KapToHY MAHAHTIAN
IHTEIPA, C.1.Y.,
Icnanis;
AnbTepHaTUBHUIA
BMPOBHUK, SKWIA
Bignosigae 3a
BTOPWHHE
nakysaHHsa: ATAIC
PAPMA, C.11.,
Icnanis
110. | AONErIT® Tabnetkn no 250 wr, 3AT YropwmHa 3AT YropmHa BHECEHHS 3MiH 40 pPeeCTpaLiiHnX MaTepiasiiB: TeXHIYHA 3a peyenmom UA/9455/01/01
no 50 TabneTok y dapmaueBTny dapmaLeBTUYHUI nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
thnakoHi, no 1 HWiA 3aBOf, 3asog ErIC BUMNpPaB/IEHO TEXHIYHY NOMUIIKY Y [1OAATKOBOMY TEKCTI
oNakoHy B KAPTOHHIl ErC MapKyBaHHS1 yNakoBKM JliKapCbKOro 3acofy:
Kopoo6Li 3anponoHoBaHO: BTOPVHHA ynakoBka
11.HAMMEHYBAHHS | MICLIE3HAXOIDKEHHA
BVIPOBHUKA TA/ABO 3AABHUKA Bupo6Huk: 3AT
dapmaveBTUYHUIA 3aBog EMNC 9900, M. KepmeHa, By/.
Martsw kipaii, 65, YropLiyHa nepBuHHa ynakoska 5.
HAAMEHYBAHHS BUPOBHWKA |, 3A HEOBXIAHOCTI —
3AABHVKA 3AT dapmaneBTuuHnii 3aBog ElNC,
YropLumHa
3asHayeHe BMMNpaB/IeHHS BiAMOBiaE MaTepianam
peecTpaLiiHoro Aocbe
111. | AOPAMIH- KOHLeHTpaT Ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/2996/01/02
AAPHNUA pO34nHy A5 iHdys3il, "dapmaueBTu "®dapmaneBTuyHa - 3MiHKM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. KoHTposb
40 mr/mn; no 5 mn B YHa hipma chipma "OapHuus” roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
amnyni; no 5 amnyny "NapHuus" cneumdikaLin Ta/abo AoNyCTUMUX MEX FOTOBOrO

KOHTYPHIli YapyHKOBIl

NiKapCbKOoro 3acoby (3BY)KEHHSI AOMYCTUMUX MEX) -
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ynakoBLi; no 2 BHeCeHHS 3MiH fo Creumdikayii/MeToaiB BUNpoGyBaHHS
KOHTYPHI YapyHKOBI 015 Hepo3dhacoBaHOT NPOAYKLT Ta rOTOBOro NiKapcbkoro
yNakoBKM B nauui 3aco0by, 30Kpema: 3BY)XEHHS JOMYCTUMNX MEX 3a
nokKasHUKoM "BakTepiasibHi eHAO0TOKCUMHN". BHECEHHS
He3HauYHMX pefakLiiH1x NpaBokK BigNoBiAHO BUMOT Y.
MponoHoBaHa pegakuisa MeHwe 66,6 MO/Mn; cynyTHs
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y meTogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpAKEHMX MeTofax BUNPOOyBaHHS)
112. | AODAMIH- KOHUeHTpaT ans MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/2996/01/01
AAPHULA pO3unHy Ans iHdysil, "®bapmavesTu "papmMaueBTUYHa - 3MiHKM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
5 mr/mn; no 5 mn B YHa hipma chipma "OapHuus” roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
amnyni; no 5 amnyny "NapHuus" cneumdikaLin Ta/abo AONyCTUMUX MEX FOTOBOrO
KOHTYPHIli YapyHKOBIi1 NiKapCbKoro 3acoby (3BYyEHHS JOMYCTUMUX MEeX) -
ynakosLi; no 2 BHECEHHS 3MiH fo Cneumdikalii/MeToaiB BUNpobyBaHHS
KOHTYPHI YapyHKOBI 0151 Hepo3dhacoBaHO! NPOAYKLT Ta FOTOBOro NiKapcbkoro
yNakoBKM B navi 3aco0by, 30Kpema: 3BY)XEHHS JOMYCTUMNX MEX 3a
NoKa3HNKOM “BakTepiasibHi eHAO0TOKCUHW". BHECEHHSA
He3HauYHMX pefakuiiHnx NpaBokK BignNoBiaHO BUMOr DY .
MponoHoBaHa pegakuis MeHwe 8,3 MO/ms; cynyTHS
3MiHa - 3MiHM 3 AKOCTi. [0TOBWIA NiKapcbKuii 3acio.
KOHTpO/b roTOBOrO likapcbKoro 3acoby. 3miHa y meTtogax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby (He3HauHa
3MiHa Y 3aTBEpKEeHUX MeTogax BUNpobyBaHHs)
113. | AOLETAKCE | KoHuUeHTpar ans Akkoppg, Benuka AKKoppg, Xenckea Benuka BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHW | TUNY | 3a peyenmom UA/17408/01/01
N AKKOPL, PO34MHy N8 iHysild, Xenckea BpwuTaHis NimiTeq, Benuka BpuTaHisa/ - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
20 mr/mn no 1 mn (20 Nimitepn BputaHis (Bunyck YropwmHa/ (iHWi 3MiHM) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
Mr) a6o 4 mn (80 mr) cepil; BTOPUHHE IHais/ NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
a6o 8 ms1 (160 mr) y nakyBaHHs); Monbwa/ 3a3HaYeHHs O4MHMLb BUMIPIOBaHHS Y cuctemi Sl.
BeccniHr XaHrepi ManbTa BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» MKA N13:

thnakoHax, no 1
(h/1aKOHY B KapTOHHiiA
nauui

KdpT., YropuuHa
(KOHTPO/Ib SIKOCTI
cepii); IHTac
dapmachbloTikanc
Nimites, IHAiA
(BUpO6HMLTBO,
KOHTPO/b AKOCTI,
nepBuHHE Ta
BTOPUHHE
naxkyBaHHs);
CvHonTus
IHpacTpian Cn.3
0.0., MonbLa
(BTOpUHHE
nakyBaHHs);

3anponoHosaHo: MAPKYBAHHA BignosigHo fo
3aTBEPPKEHOrO TEKCTY MapKyBaHHA. BBefeHHs 3MiH
NPOTAroM 6-TW MiCALB NicNA 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
dapmagokc
Xenckea /IT4,,
ManbTa (KOHTpOsib
SIKOCTi cepii)
114. | EBKANINTA HacToiika no 25 mny TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/0626/01/01
HACTOWKA donakoHax- "TepHochbapm” - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
KpanesnbHUusx; no 25 (iHWi 3miHW) - goAaBaHHsA po3ainy «MapkyBaHH:A» y MKA
MY hnakoHi- n3:
KpanesibHuuj; no 1 3anponoHoBaHo: Po3gin «MAPKYBAHHSA» BignosigHo fo
chnakoHy-kpanenbHuL 3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
y nauuli 3 kKapToHy MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoAO 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. BBefeHHA 3MiH NPOTArom 6-Tv MicALiB nicns
3aTBEPAKEHHS
115. | ESONPAM TabneTkn, BKPUTI TOB "TeBa Ykpaina AkTasic 1T, ManbTta/ BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHn | Tuny | 3a peyenmom UA/7029/01/02
NNiBKOBOIO YkpaiHa" MarnbTa; Bonrapis - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTI/I E-cepTudikat
060/10HKOt0, N0 10 Mmr; BankaHtapwva- BiNOBIAHOCTI €Bponelickkili hapmakonei/MoHorpadii.
no 10 TabneTtok y OynHuus AT, MopaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
6nicTepi; no 3 Bonrapis BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikarta BignoBigHOCTI
6nicTepy B nayui €Bponeiicbkiii hapmakonei: ana A®l; ana BuxigHoro
KapTOHHIN MaTepiany/peareHTy/MpoMiKHOro NPOAYKTY, WO
BMKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; ANs AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKili
thapmakonei) - HoBuin cepTudikart Bif BXe 3aTBEPAKEHOr0
BMPOGHMKa - NnoAaHHsA Hoeoro CepTtudikaty RO-CEP 2016-
306-Rev 00 ans APl Ecuutanonpam Bif Bxe
3aTBEpAKeHoro BupobHnka HETERO LABS LIMITED,
INDIA
116. | E3OMNPAM TabneTkn, BKPUTI TOB "TeBa YKpaiHa AkTasic NTA, ManbTa/ BHECEHHS 3MiH [10 peecTpavjiiiHix maTepianis: 3amiHu | Tuny | 3a peyenmom UA/7029/01/04
NiBKOBOO YkpaiHa" ManbTa; Bonrapis - 3MiHKM 3 AkocTi. CepTudikart BignosigHocTi/IE-cepTudikar
060/10HKO10, M0 20 Mr; BankaHdapma- BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
no 10 TabneTok y OynHunus AT, MopaHHA HoBOro abo OHOBIEHOTO cepTudikaTa
6nictepi; no 3 Bonrapis BiANOBIAHOCTI @60 BUNyYEHHS cepTudikara BifgnoBigHOCTI
6nictepy B nauuj €Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
KapTOHHiiA marepiany/peareHTy/npomMiKHOro NPoAYyKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKilt
chapmakonei) - HoBuii cepTudikaT Bif BXe 3aTBepaKeHOro
BMPOGHMKa - nogaHHsA Hoeoro CepTtudikaty RO-CEP 2016-
306-Rev 00 ana A®l Ecuutanonpam Bif Bxe
3aTBEpAXeHOro Bupo6Hnka HETERO LABS LIMITED,
INDIA
117. | EKBEMECTA TabneTkn, BKPUTI Akkopg, Benuka BMPOBHULITBO IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHW | Tuny | 3a peyenmom UA/15435/01/01
AH AKKOP/, NAiBKOBOO Xenckea Jlta BpuTtaHis roToBOro Benuka - 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHM y
25 060/10HKOI0, N0 25 Mr; nikapcbKoro 3acooby, BputaHis/ BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOThCA
Ne 15: no 15 TabneTok nepBuHHA, BTOPUHHA YropwmHa/ BUMYCKY cepii Ta KOHTPOJIKO SAKOCTI FOTOBOrO NiKapCbKoro
y 6nicTepi; no 1 ynakoBKa, KOHTPO/1b Yexisa/ 3acoby (3amiHa abo AofasaHHA AifbHUL, Ha AKii
6/1icTepy B KQpPTOHHiIl SIKOCTI cepil: IcnaHis 3[iiCHIETHLCS KOHTPO/Ib/BUNPOGYBaHHS cepii)- goAaBaHHs
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
kopo6ui; Ne 30: no 15 IHTac LOiNbHWL 3 KOHTPOJTIO SIKOCTI Cepii roTOBOrO JlikapcbKoro
Tabnetok y 6nictepi; dapmacboTukenc 3acoby - IABOPATOPI ®YHAACIO JAY, IcnaHisi.; 3MiHn |
no 2 6nictepu B Nimitea, IHais; MRy - 3MiHM 3 AKOCTI. OTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
KapTOHHI kopo6u; Ne BTOPUHHE BMPO6HMUTBI. 3amiHa abo BBeAEeHHS [0AaTKOBOI AiNbHNL
90: no 15 tabneTok y nakyBaHHS: BMPOGHMLTBA 4151 YACTUHM abo BCbOro BUPOGHUYOro

6nictepi; no 6
6nicTepiB B KAPTOHHIA
Kopo6ui; Ne 100: no 10
TabneTtok y 6nictepi;
no 10 6nicTepis B
KapTOHHIA KOopooLi

AKKopp, Xenckea
NimiTen, Benvka
BpuTaHis;
BiANOBIgaIbHNI 3a
BMNYCK Cepil:
Akkopg, Xenckea
Nimiten, Benuka
BpuTatis;
KOHTPO/b SKOCTI:
NABOPATORPI
SYHOACIO JIAY,
Icnanis;
BTOPWHHE
nakyBaHHS:
AKKOP[-tOKEW
NIMITEA, Benvika
BpuTatis;
KOHTPO/b SKOCTI:
ACTPOH PECbOPY
NIMITEL, Benuka
BpuTaHis;
KOHTPO/b AKOCTI:
BeccniHr XaHrepi
KdpT., YropwuHa;
KOHTPO/b AKOCTI:
TOB AJIC Yecbka
Pecnyb6nika, Yexis;
KOHTPO/b AKOCTI:
ANC
NABOPATOPIC
(FOKEW) NIMITEA,
Benuka BpuTaHis

npoLiecy roToBOro NiKapCbKoro 3acoby (ainbHnusA ans
BTOPVHHOIO NakKyBaHHS) - 3aMiHa AibHNLSA BTOPUHHOTO
nakyBaHHS rOTOBOrO /likapCbKOro 3acoby 3 AKKOPA,
Xenckea flivitea, byaisnsa C, Xoymding, 6i3Hec-napk,
Xoymaping Poyg, Xasepxinn, CB9 8QP, Benvika Bputanis
Ha Akkopf Xenckea fimiten, Epxding AseHto, Hbtokacn-
AnoH-TaviH, NE3 3 NB, Benvka BputaHisi; 3miHu | Tuny -
3MiHM 3 sKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOBOHULTBI. 3amiHa abo BBeieHHS L0A4ATKOBOI AiNbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
npoLiecy roToBOro /ikapCcbKoro 3acoby (aibHNUA ans
BTOPVHHOTO NakKyBaHHS) - BBEAEHHS A0AATKOBOT AinbHULL
BTOPUHHOIO NakyBaHHS rOTOBOrO NiKapCbKOro 3acoby -
AKKOP[-FOKE NIMITE/, Benuka BpuTanis.; 3miHn | Tuny
- 3MiHK 3 IKOCTi. FOTOBUIA NiKapCbKuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHa iIMNopTepa/3MiHu, L0 CTOCYHOTLCA
BUWMYCKY Cepii Ta KOHTPOJII0 SIKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKii
3[iCHIOETLCA KOHTPO/Ib/BUNPOBYBaHHSA cepii) - foAaBaHHA
LOiNbHWLI 3 KOHTPOJTIO SIKOCTI Cepii roTOBOro JlikapcbKoro
3acoby - ACTPOH PECbOPUY NIMITEL, Benvka
BputaHis; 3miHu | Tuny - 3miHu 3 akocTi. FoToBWi
nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
ab0 fofaBaHHS AiNbHULI, Ha SIKI 34iACHIOETLCS
KOHTPO/b/BUNPOBYBaHHSA cepil) - AofaBaHHA AiNbHULL 3
KOHTPO/O SIKOCTi Cepii rOTOBOro NikapcbKoro 3acooy -
BeccniHr XaHrepi KdT., YropwmHa; 3miHu | Tuny - 3miHu 3
AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI.
3miHa imnopTepa/3miHK, Lo CTOCYHOTLCA BUMYCKY cepii Ta
KOHTPO/I0 AIKOCTi FOTOBOrO fliKapCbKOro 3acoby (3amiHa
ab0 gofaBaHHA OiNbHUL, Ha AKill 34iACHIOETLCS
KOHTPONb/BMNPOGYBaHHA cepii) - AoAaBaHHSA AinbHUL 3
KOHTPOJI0 SIKOCTi cepii roToBOro nikapcbkoro 3acoby - TOB
AJIC Yecbka Pecny6nika, Yexisi.; 3miHu | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA NikapCbKWi 3aci6. 3MiHN Y BUPOOHULITBI.
3MmiHa iMnopTepa/3miHu, Lo CTOCYHTLCA BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
abo gogasaHHA AiNbHUL, Ha AKil 34iACHIOETLCA
KOHTPO/b/BMNPOGYBaHHSA cepii) - AoAaBaHHA AinbHULI 3
KOHTPOJIO SIKOCTi Cepil roTOBOro Jlikapcbkoro 3acoby - AJIC
JIABOPATOPIC(IOKEW) NIMITES, Benuka BputaHis.;
3MiHK | TMNy - 3MiHK 3 sikocTi. CepTudcpikart
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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
peecmpayitiHo2o
nocsioYeHHs

BignosigHocTi/l E-cepTudikar BignoBigHOCTI EBpoNeiiChkii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOGHULTBI ADI; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBuii cepTudikat Bif Bxe
3aTBEPAKEHOro BUPOGHYMKa - nogaHHsA HoBoro CEP (NeRO-
CEP 2017-056-Rev 00) ans A®| eksemecTaHy Bif BXe
3aTBepXeHoro Bupo6Hvka Sterling S.p.A., ITanis, i3
BBEJEHHSAM BMPOOHUKIB NPOMDKHOrO MPOAYKTY Y
BignosigHocTi o CEP; 3MiHM | TUny - AgMiHiCTpaTuBHI
3MiHW. BunyyeHHs BUpOGHUYOT AiNbHULL (BKIOYAOUN
AinbHuui Ana A®Il, npoMixHoOro npoAykTy abo rotoBoro
NiKapCbKOro 3acoby, AiNbHUL AN NPOBEAEHHS
nakyBaHHs, BUpO6HYKa, Bi4NOBifAaNbHOro 3a BUMYCK Cepil,
MiCLie NpPOBeAEHHS KOHTPO/IO cepil) abo nocTayvasibHuKa
BMXiHOTO Marepiany, peareHTty abo AONOMiXHOT
PEUOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BUNYHEHHS
BMPOGHMKa Ajtoyoi pevoBuHK - Cadila Healthcare Limited,
IHAis; 3MiHW | TMNy - 3MiHKW 3 AkocTi. CepTudikart
BignosigHocTI/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI APl Ans
[0NOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€Bponevicbkiin thapmakonei) - Hosuii ceptudikar Big,
HOBOroO BMPO6HMKa (3amMiHa abo JONOBHEHHS) - MOAAHHS
HoBoro CEP (RO-CEP 2016-072-Rev 01) gna Ad®l
eK3emecTaHy Bif, HOBOro BUpo6HuKa (gonoBHeHHs) CIPLA
LIMITED, India; 3miHun | Tuny - 3miHun 3 skocTi. AdI.
KoHTponb A®L. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOrO Marepiany/npombKHOro NPOAYKTy/peareHTy, Lo
BMKOPWCTOBYETbLCA Y NPOLIeCi BUPO6HMLTBA AD| (HE3HAYHI
3MiHU y 3aTBEPAXKEHNX METOAAX BUNPOOYBaHHS) -
He3HayHa 3MiHa y MeToAax KOHTPO/IO AiHU0i peYOBUHN
"3a/mLLKOBa KiNbKICTb OpraHiYHNX pO34MHHKKIB", "BMicT
6eH3ony"

118.

EK3OAEPUN

®

kpem 1 % no 15 r a6o
30 ry Ty6i; no 1 Ty6i B
KapTOHHIA KopooLi

CaHpo3
PapmacbioTika
n3 a.g.

CnoBeHisa

BMPO6HMK in bulk,
nepBuHHE i
BTOPUHHE
nakyBaHHs,
KOHTpONb: Mepk
KraA & Ko Bepk
LniTTasib, ABCTPIs;

AscTpisi/
HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- BHECEHHS 3MiH A0 p. 3.2.S.4 KOHTPO/Ib Ait0H0i peHOBUHM,
a came: BUyYeHHs1 MeToy NOTEHLOMETPUYHOro
TUTPYBaHHS A5 BUSHAYEHHS KifIbKICHOrO BMICTY
(3anuwwmBcsa metoa BEPX). BHeceHHs pefaKuiiiHuX 3MiH
nop.3.2. S.4.11a3.2. S.4.5, a came: o TecTy
ineHTudikauii HadTndpiHy rigpoxnopuay IR absorption

6e3 peyenma

UA/3960/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BMNYCK Cepil: spectroscopy; 3MiHU | TUMY - BHECEHHS 3MiH [0 MaTepiasis
CaHpo3 M'm6X - peecTpaLiiHoro 0Cbe, a came: BUyYEeHHS TECTY Ha BadKKi
TexOnc, ABCTpis; MeTanm
BMPOGHMK in bulk,
nepBuHHE i
BTOPUHHE
nakyBaHHS,
KOHTPO/b, BAMYCK
cepii: Cantotac
dapma 'vbX,
HimeyunHa
119. | EK3O-TI®IH kpem, 10 mr/r, in bulk: ToBapucTso 3 Ykpaina TosapucTBo 3 Ykpaina BHECEHHS 3MiH 40 peecTpaLiinHmx maTepiasis: 3MiHu |1 - UA/18287/03/01
no 10 kry 6ouui 06MexeHo 06MexeHo MRy - 3MiHK 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa
BiANOBiAabHI BiANOBIAANILHICTIO BMPOGHMKa BUXIAHOTO/NPOMIXKHOrO NpoayKTy/peareHTy, LWo
CTI0 "papmMaueBTUYHa BVIKOPVCTOBYIOTbCS Y BUPO6HMUYOMY npoteci Adl, abo
"apmauesTu KomMnaHis “3gopos'a” 3MiHa BMPO6HUKa (BK/TKOYatoun, e HeobxigHo, micue
YyHa KOMMaHis npoBeAeHHsA KOHTPO/o AkocTi) APl (3a BigCyTHOCTI
"3p0pos'a” cepTudpikaTa BignNoBiAHOCTI EBponeiickkilt hapmakonei y
3aTBEPAKEHOMY [0CHE)(BBEAEHHS HOBOTO BUPOGHMKa ADI
3 HafaHHAM MacTep-chaiina Ha A®l) - BBeAEHHS
AopatkoBoro BupobHuka ana A®l Hadbtudiny rigpoxnog,
Chongging Huapont Shengchem Pharmaceutical Co., Ltd.,
China 3 HagaHHsiM DMF Ha A®l, 06ymoBneHO
BVMPOGHNYOI0 HEOOXIAHICTIO. AK HACNIAOK NPUBEAEHHS
cneuudikauii Ta MeToais BunpobysaHHa A®I 3a
nokasHukamm "Onuc", "3anunLLKOBI KibKOCTi OpraHiyHnx
pO3unHHYKKIB", "CynpoBigHi 4OMILLK1" A0 BUMOT BUPOOHMKIB
cy6cTaHuil
120. | EK30O-TI®IH Kpem, 10 mr/rno15ry | ToBapucTsO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |1 6e3 peyenma UA/18288/03/01
Ty6i, no 1 Ty6i y 06MEXEHO 06MEXEHO MRy - 3MiHK 3 SKOCTi. A®I. BUpo6GHMLTBO. 3MiHa
KopooLi BiANoBiAa/bHI BiANOBIAA/IbHICTIO BMPOGHMKA BUXiAHOrO/NPOMIXKHOTO NPOAYKTYy/peareHTy, Lo
CTIO "papmMaLeBTUYHa BVKOPUCTOBYIOTLCA Y BUPOGHMYOMY npoLieci AdDl, abo
"®bapmaueBTu KoMnaHis "3gopos'a” 3MiHa BUPOGHWMKa (BKtOUakuM, ge HeobxigHo, micue
YyHa KOMMaHis npoBeAeHHA KOHTPOSo AKkocTi) APl (3a BigCyTHOCTI
"3p0pos'a” cepTudpikaTa BignoBigHoOCTi EBponeiickkivi hapmakonei y
3aTBepKEHOMY [JOCbE)(BBEAEHHA HOBOTO BUPOGHUKa API
3 HaAaHHAM MacTep-chaiina Ha Adl) - BBeAEHHSA
AopatkoBoro BupobHuka ana A®I Hadtudiny rigpoxnog,
Chongging Huapont Shengchem Pharmaceutical Co., Ltd.,
China 3 HagaHHssM DMF Ha A®I, 06ymoBneHo
BVMPOGHNYOI0 HEOOXIAHICTIO. AK HACNIfOK NPUBEAEHHS
crneundikauii Ta meTogiB BUNpo6yBaHHs AdI 3a
nokasHukamm "Onuc"”, "3asLLKOBI KiNbKOCTi OpraHiyHnx
PO34nHHKKIB", "CynpoBigHi [OMILLK1" A0 BUMOT BUPOOHUKIB
cybcTaHuii
121. | EKCPOPX H | Tabnetku, BKpUTI Hosapric LLIseiiuapi KoHadpapma Al , Lseiiuapis/ | BHECEHHsI 3MiH 40 peeCTpaLiiiHUX MaTepiasiB: 3MiHM | Tuny | 3a peyenmom UA/12679/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NiBKOBOK 060/I0HKOO dapma Al A LLBeiuapis Icnanis - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta thapmakoHarnsgy
no 5 mr/160 mr/25 mr (nakyBaHHs); (iHWi 3MiHK) - 3aMiHa rpadivyHOro ohopMNAEHHS NEPBUHHOT
no 14 tabnetok y HosapTic ®apma Ta BTOPUHHOT YNaKOBOK Ha TEKCT MapKyBaHHA ynakoBOK 3
6nicTepi; no 1 abo 2 LWTeiH Al , BiANOBigHMMY 3MiHamu o po3ginis MKA 13 (po3gain
6nicTepy B KAPTOHHii LLseiiuapis «["pachnyeckoe ochopmneHne ynakoBku»(CooTBeTCTBYET
Kopobui (BMPOGHMLTBO, npegocTaBfieHHOMY rpadIyeckomMy U306PaKEHNIO
KOHTPO/Ib AKOCTI, yNakoBKM) 3aMiHEHO po3ainomM «MapkyBaHHs»( 3rigHo
nakyBaHHs1, BUNYCK 3aTBEPKEHOr0 TEKCTY MapkKyBaHHS)). OHOB/IEHHS TEKCTY
cepii); HoeaprTic MapKyBaHHS1 YNakoBKYM JliKapCbKOro 3acoby 3 BHECEHHSIM
dapmacbloTuka iHcbopmaw,ii LWoAo 3a3HAaYEHHS OAUHULb BUMIPIOBAHHS Y
C.A., IcnaHis cucTtemi Sl. BBefieHHA 3MiH NpOTArom 6 Micsuis nicns
(BUpOGHMLTBO, 3aTBepKeHHA
KOHTPO/b IKOCTI,
nakyBaHHs1, BUNYCK
cepii); Onnak Mpyn
Ar, LLiseliuapis
(nakyBaHHs);
dapmaHanituka CA ,
LLBeiuapis
(KOHTPO/Ib SIKOCTI)

122. | EKC®POPX H | Ttabnetku, BKpUTi HosaprTic LLiseiiuapi Konachapma Al , LliBeiuapis/ | BHeCEeHHs 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHW | Tuny | 3a peyenmom UA/12679/01/02
NNiBKOBOIO dapmva Al A LLBeiuapis IcnaHis - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
060/10HKO10, Mo 10 (nakyBaHHS); (iHWi 3MiHK) - 3aMiHa rpadivyHOro 0hopMNEHHS NEPBUHHOT
Mr/160 mr/25 mr no 14 HosapTic ®apma Ta BTOPUHHOT YNaKOBOK Ha TEKCT MapKyBaHHA ynakoBOK 3
Tabnetok y 6nictepi; LWTeliH Al , BiANoBiAHMMU 3MiHamMu A0 po3ginis MKA /13 (po3gain
no 1 a6o 2 6nictepu B Lseiiuapis «[I"pachnueckoe ochopmneHne ynakoBku»(CooTBeTCTBYET
KapTOHHI KOpooLyi (BMPOGHMLTBO, npegocTaBfieHHOMY rpaddyecKkoMy U306PaKEHNIO

KOHTPO/1b SKOCTI, ynakoBKM) 3aMiHEHO po34inom «MapkyBaHH:A»( 3rigHo
nakyBaHHs1, BUMYCK 3aTBEPKEHOr0 TEKCTY MapkKyBaHHS)). OHOB/IEHHS TEKCTY
cepii); HoeaprTic MapKyBaHHS1 YNakoBKYM J1iKapCbKOro 3acoby 3 BHECEHHSIM
PapmacbloTuka iHhopmaLii WoA0 3a3HAYEHHS OAUHULB BUMIPIOBaHHSA Y
C.A., IcnaHis cucTtemi Sl. BBefieHHA 3MiH NpOTSArom 6 Micsilis nicns
(BUpOGHMLTBO, 3aTBepKeHHsA
KOHTPO/b SIKOCTI,
nakyBaHHs1, BUMYCK
cepii); Onnak Mpyn
Ar, LLBeliuapis
(nakyBaHHs);
dapmaHanituka CA ,
LLBeiuapis
(KOHTPO/Ib SIKOCTI)

123. | EKCPOPX H | Tabnetkn, BKpUTI HoBapTic LLIBeliyapi KoHadpapma Al , LLIBeliyapisi/ | BHECEHHs 3MiH 4O peecTpauiiiHix MaTepianis: 3MiHu | Tuny | 3a peyernmom UA/12679/01/03
NNiBKOBOIO dapmva Al A LBeiiuapis IcnaHis - 3MiHM Woao 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
060/10HKOO, M0 5 (nakyBaHHs); (iHLWi 3MiHKW) - 3aMiHa rpaciyHOro OPOPMIEHHS NEPBUHHOT
mr/160 mr/12,5 mr no HoBapTic ®apma Ta BTOPVHHOI YNaKoBOK Ha TEKCT MapKyBaHHA yrnakoBOK 3
14 TabneTok y LTelin Al , BigNoBigHMMM 3MiHamMu A0 po3ginis MKA /13 (po3gain
6nicTepi; no 1 abo 2 LBeliuapis «[padhmyeckoe ochopmieHre ynakoskm»(CooTseTcTByeT
6/1icTepy B KApTOHHIl (BMPOGHMLTBO, npegocTaBfieHHOMY rpaddyeckomMy U306PaKEHNIO
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Kopobui KOHTPO/Ib AKOCTI, yNakoBKM) 3aMiHEHO po3ainomM «MapkyBaHHs»( 3rigHo
nakyBaHHs1, BUNYCK 3aTBEPKEHOr0 TEKCTY MapkKyBaHHS)). OHOB/IEHHS TEKCTY
cepii); HoeaprTic MapKyBaHHS1 YNakoBKYM JTiKapCbKOro 3acoby 3 BHECEHHSIM
dapmacbloTuka iHcbopmaw,ii LWoAo 3a3HAaYEHHS OAUHULb BUMIPIOBAHHS y
C.A., IcnaHis cuctemi Sl. BBefieHHA 3MiH NpOTArom 6 Micsiwis nicns
(BUpOGHMLTBO, 3aTBepyKeHHsA
KOHTPO/b SIKOCTI,
nakyBaHHs1, BUNYCK
cepii); Onnak Mpyn
Ar, LLiseliuapis
(nakyBaHHs);
dapmaHanituka CA ,
LLBeiuapis
(KOHTPO/Ib SIKOCTI)
124. | EKCPOPX H | Tabnetku, BKpUTi HosaprTic LLiseiiuapi Konachapma Al , LliBeiuapis/ | BHeCEeHHs 3MiH 40 peecTpaLiiHux MaTepianis: 3MiHW | Tuny | 3a peyenmom UA/12679/01/04
NNiBKOBOIO dapma Al A LLBeiuapis IcnaHis - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
060/10HKO10, Mo 10 (nakyBaHHs); (iHWi 3MiHK) - 3aMiHa rpacdivyHOro 0hopMAEHHS NEPBUHHOT
Mr/160 mr/12,5 mr no HosapTic ®apma Ta BTOPWHHOT YNaKOBOK Ha TEKCT MapKyBaHHA ynakoBOK 3
14 TabneTok y LWTeiH Al , BiANoBiAHMMU 3MiHamMu A0 po3ginis MKA /13 (po3gain
6nictepi; no 1 a6o 2 Lseiiuapis «["pachnyeckoe ochopmneHne ynakoBku»(CooTBeTCTBYET
611icTepy B KApTOHHIl (BMPOGHMLTBO, npegocTaBfieHHOMY rpaddyeckomMy U306PaKEHNIO
KopoobLi KOHTPO/1b SKOCTI, ynakoBKM) 3aMiHEHO po34inom «MapkyBaHH:A»( 3rigHo
nakyBaHHs1, BUMYCK 3aTBEPKEHOr0 TEKCTY MapkKyBaHHS)). OHOB/IEHHS TEKCTY
cepii); HoeaprTic MapKyBaHHS1 YNakoBKYM JTiKapCbKOro 3acoby 3 BHECEHHSIM
PapmacbloTuka iHhopmaLii WoA0 3a3HAYEHHS OAUHUL BUMIPIOBAHHSA Y
C.A., IcnaHis cuctemi Sl. BBefieHHA 3MiH NpOTSArom 6 Micsiis nicns
(BUpOGHMLTBO, 3aTBepKeHHsA
KOHTPO/b SIKOCTI,
nakyBaHHs1, BUMYCK
cepii); Onnak Mpyn
Ar, LLBeliuapis
(nakyBaHHS);
dapmaHanituka CA ,
LLBeiuapis
(KOHTPO/Ib SIKOCTI)
125. | ENAMPASA KOHUEHTpaT ans Lanep Ipnangis Bi4NoBiAa/IbHWIA 32 Ipnangis BHECEHHS 3MiH [0 pPEeECTpaLiiHNX MaTepiasiB: 3MiHM | Tuny | 3a peyenmom UA/13360/01/01
pO34uHy A5 iHdy3il, dapmacbioTika BUNYCK cepil: - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
2 mr/mn, no 3mny n3 lpnaHgis Laliep afpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
donakoHi, no 1 Nimiteq dapmacboTukans NOCBI4YEHHST) - 3MiHa HaliMeHyBaHHS Ta apecu 3asiBHMKa
h/1aKOHY B KapTOHHIi Alineng N1a
KopoobUi
126. | ENIKBIC TabneTku, BKpUTI Mdpaiizep IHk. CLWA Brpo6HMLTBO, CLia/ BHECEHHS 3MiH O peecTpavjiiiHux maTtepianis: 3miHu | Tny | 3a peyenmom UA/13699/01/01
nNiBKOBOIO KOHTPO/b AKOCTI Ta ITania/ - 3MiHM Woa0 6e3nekn/ed)ekTMBHOCTI Ta
060/10HKO0, NO 2,5 Mr; KOHTPONb AKOCTi npu | HimeyunHa/ dhapmakoHarnsgy. 3miHa y KOpoTKili xapakTepuctui
no 10 Tabnetok y BUWMYCKY Cepii: IpnaHgjs NiKapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
6nictepi; no 2 BpicTton-Maiiepc MeAMYHOro 3acTocyBaHHA Ha nigcTasi perynsipHo
6nicTepu y nauuj 3 CkBi66 OHOB/IIOBAHOrO 3BITY 3 6e3nekn nikapcbkoro 3acoby, abo
KapToHy; no 10 MeHodeK4ypuHT JocnimkeHb 3 6e3nekn 3acToCyBaHHs 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; KomnaHi, CLUA; B nicnspeecTpauiiiHnii nepiog, abo sk pe3ysibTaT OLiHKM
no 2 6nictepu y navu,i MakyBaHHS, 3BITY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
3 KapTOHY KOHTPO/b AKOCTi Ta negiatpuynunx gocnigkenb (PIP) (iHLWi 3MiHKW) - 3MiHK
BMNYCK Cepil: BHECEHO Y po3ain "Mo6iyHi peakuii” iHCTpyKLii gns
Bpicton Maviepc MEJMYHOr0 3aCTOCYBaHHS 3riHO 3 peKoMeHgaLisiMm
Ckgi66 C.p.n., PRAC. BeefeHHs 3MiH NpoTarom 3-x Micauis nicns
ITania; nakysaHHS, 3aTBEPMKEHHS; 3MiHW | TUNy - 3MiHK LWoAo
KOHTPO/b SKOCTI npu 6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHWi 3miHum) -
BMNYyCKy cepii Ta 3MiHM BHeceHo y po3ain "OcobmMBOCTi 3acTocyBaHHSA"
BMNYCK Cepil: IHCTPYKLii 415 MeAUYHOro 3acTOCyBaHHS 3rigHo 3
Mdpaiizep pekomeHpauismm PRAC. BBefieHHs 3MiH NpPOTArom 3-X
MeHtodhekuypuHr MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM Il Tuny - 3MiHW Woao
[Honuneng MvoéX, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
HimeuuunHa; KOPOTKIil XapakTepuCTuLi NikapCcbKoro 3acoby, TEKCTi
BVMPOGHMLTBO, MapKyBaHHS Ta IHCTPYKUIT 418 MEANYHOTO 3aCTOCYBaHHA Y
KOHTPO/b SKOCTi Mpy 3B'AA3KY i3 HOBVMU JaHUMW 3 SKOCTI, JOK/MIHIYHIMMU,
BUNYCKY cepii: KNIHIYHUMY faHMK Ta faHuMK 3 ddapMakoHarnsagy - 3miHu
Mdpainzep Ipnangis BHECEHO Y po3ainu "MpoTunokasaHHs", "Cnocié
dapmacbloTikans, 3acTocyBaHHs Ta fo3n", "OcobnmnBOCTi 3aCTOCyBaHHSA",
IpnaHgis "B3aemogis 3 iHWMMU NikapCbKMMK 3acob6amu Ta iHLWi Buan
B3aEMOSIN" IHCTPYKLiT 4719 MEeAMYHOr0 3aCTOCYBaHHS, a
TakoX KopuryBaHHsi po3gainis "B3aemogis 3 iHLWMMuy
nikapcbkMKM 3acobamu Ta iHLWi BUuan B3aemogii” (ans
[03yBaHHA 2.5 Mr Ta 5 mr) Ta "®apmakonoriyHi
BNacTMBOCTI. " (815 fO3yBaHHA 5 Mr).
BBefeHHA 3MiH NpoTarom 3-x micsAuis nicns
3aTBEPMKEHHS; 3MiHM || Tuny - 3MiHM Wwoao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepuCTuLi NiKapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT 418 MEANYHOrO 3aCTOCYBaHHA Y
3B'AA3KY i3 HOBVMU JaHVUMW 3 SKOCTI, JOK/MIHIYHIMMU,
KNIHIYHUMY flaHMK Ta faHuMK 3 ddapMakoHarnsagy - 3miHu
BHECEHO Y po3ginn "dapmakosioriyri BNacTmBocCTi ",
"Cnoci6 3acTocyBaHHS Ta go3un", "OcobamBocTi
3acTocyBaHHA", "B3aemopis 3 iHWMMU NiKapCbKumu
3acobamu Ta iHWi BUuAmn B3aemogiii" Ta "MNMepenosyBaHHs"
IHCTPYKLUT A9 MeANYHOro 3acTocyBaHHsA. BeefeHHsA 3MiH
npoTAarom 3-x MicsiliB Nicns 3aTBepKEeHHS
127. | ENIKBIC TabneTkn, BKPUTI Mdpaiizep IHK. CLA Bupo6HMLTBO, CuwA/ BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/13699/01/01
NNiBKOBOIO KOHTPO/b AKOCTI Ta ITania/ - 3MiHKM Woao0 6e3nekn/ed)ekTMBHOCTI Ta
060/10HKOI0, M0 5 Mr; KOHTpONb AKOCTi npu | HimeuunHa/ thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
no 10 TabneTok y BWMYCKy Cepii: IpnaHgjs NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
6nicTepi; no 6 BpicTton-Maiiepc MeAMYHOro 3acTocyBaHHA Ha MigcTasi perynspHo
6nicTepiB y nauui 3 CkBi66 OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
KapToHy; rno 10 MeHtodhekuypuHr AocnimpKeHb 3 6e3Mnekn 3acTocyBaHHS NiKapCbKoro 3acoby
Tabnetok y 6nictepi; KomnaHi, CLUA; B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKM
no 3 abo no 6, abo no MakyBaHHS, 3BITY 3 AOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy

10 6nicTepiB y nayui 3

KOHTPO/b SKOCTi Ta

negiatpnyHux gocnimkenb (PIP) (iHwi 3MiHKW) - 3MiHK
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KapToHy; ro 14 BMNYCK Cepil: BHECEHO Y po3ain "MNo6iyHi peakuii” iHCTpyKLUii gns
Tabnetok y 6nictepi; Bpicton Maiiepc Me[UYHOro 3aCToCyBaHHS 3riHO 3 pekoMeHaauissMu
no 2 6nictepum y nauui Ckgi66 C.p.n., PRAC. BeefeHHs 3MiH NpoTAarom 3-x Micauis nicns
3 KapPTOHY ITania; nakysaHHS, 3aTBEPMAKEHHS; 3MiHW | TUNy - 3MiHK LWoAo
KOHTPO/b SKOCTI npu 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHWi 3miHum) -
BMNYyCKy cepii Ta 3MiHV BHeceHo y po3ain "OcobMBOCTi 3acTocyBaHHSA"
BMNYCK Cepil: IHCTPYKLii 415 MeAUYHOro 3acToCyBaHHS 3rigHo 3
Mdpaiizep pekomeHpauismm PRAC. BBefieHHs 3MiH NPOTArom 3-X
MeHtodhekuypuHr MiCALIB MiCNA 3aTBEPLXKEHHS; 3MiHM Il Tuny - 3MiHW Woao
[Honuneng MvoéX, 6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
HimeuuunHa; KOPOTKIil XapakTepuCTuLi NiKapCcbKoro 3acoby, TEKCTi
BVMPOGHMLTBO, MapKyBaHHS Ta IHCTPYKUIT 418 MEANYHOrO 3aCTOCYBaHHA Y
KOHTPO/b SKOCTi Mpy 3B'AA3KY i3 HOBVMU JaHVUMW 3 SKOCTI, JOK/MIHIYHIMMU,
BUNYCKY cepii: KNIHIYHUMY faHMK Ta faHuMK 3 ddapMakoHarnsagy - 3miHu
Mdpainzep Ipnangis BHECEHO Y po3ainu "MpoTunokasaHHs", "Cnocié
dapmacbloTikans, 3acTocyBaHHs Ta fo3n", "OcobnmnBOCTi 3aCTOCyBaHHSA",
IpnaHgis "B3aemogis 3 iHWMMU NikapCbKMMK 3acob6amu Ta iHWi Buan
B3aEMOSIN" IHCTPYKLiT 4719 MEeANYHOr0 3aCTOCYBaHHS, a
TakoX KopuryBaHHsi po3gainis "B3aemogis 3 iHLWMMuy
nikapcbkMKM 3acobamu Ta iHLWi B1uAan B3aemogii" (ans
[03yBaHHA 2.5 Mr Ta 5 mr) Ta "®apmakonoriyHi
BNacTMBOCTI. " (815 fO3yBaHHA 5 Mr).
BBefeHHA 3MiH NpoTarom 3-x micsauis nicns
3aTBEPMKEHHS; 3MiHM || Tuny - 3MiHM Wwoao
6e3nekn/ecdheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
KOPOTKIil XapakTepuCTuLi NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUiT 418 MEANYHOrO 3aCTOCYBaHHA Y
3B'AA3KY i3 HOBVMU JaHVUMW 3 SKOCTI, JOK/MIHIYHIMMU,
KNIHIYHUMY flaHMK Ta faHuMK 3 ddapMakoHarnsagy - 3miHu
BHECEHO Y po3ginn "dapmakosoriyri BNacTmBocCTi ",
"Cnoci6 3acTocyBaHHs Ta go3un", "OcobamBocTi
3acTocyBaHHs", "B3aemopis 3 iHWMMU NiKapCbKumu
3acobamu Ta iHWi BUAmM B3aemogiii" Ta "MNMepenosyBaHHs"
IHCTPYKLUT A8 MeANYHOro 3acTocyBaHHsA. BeefeHHs 3miH
npoTAaroM 3-x MicsiliB nicns 3aTBepKEeHHS
128. | ENbAENPUN | Ttabnetku no 5 mr, no OpioH ®iHnaHgia | OpioH KopnopeliLwH, PiHNAHAIA BHECEHHS 3MiH 40 peecTpavliinHMx maTepiasis: TeXHIYHA 3a peyenmom UA/5566/01/01
100 TabneTok y KopnopeWLuH ®iHnAHAiA; OpioH nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -

donakoHi; no 1
bNakoHy B KAPTOHHIl
KopoobLi

KopnopeiiH,
PiHNAHAIA
(anbTepHaTUMBHUI
BUPOGHMK, LLO
3[iICHIOE NEPBUHHE
Ta BTOPVHHE
nakyBaHHs1, BUMYCK
cepii)

BUMPAaB/IEHO TEXHIYHY NOMUSIKY Y TEKCTI MapKyBaHHs

yMakoBKM NikapcbKoro 3acoby: BunpaBneHo TeXHIYHY

NOMWJIKY Y TEKCTI MapKyBaHHsA ynakoBKW NikapCbKoro
3aco6y: 3anpornoHoBaHo:

MepeuHHa ynakoska 5. HAMMEHYBAHHSA BUPOBHUKA |,
3A HEOBXIAHOCTI - 3BAABHVKA OpioH KopnopeiiwH,
PiHNAHAIA
BTopuHHa ynakoska 11. HAVIMEHYBAHHS |
MICLE3HAXOAXXEHHA BUPOBHUKA TA/ABO
3AABHWKA Bupo6Huku: OpioH KopnopelilwH, ®iHnaHais
OpioHiHTie 1, 02200 Ecnoo, ®iHnaHais OpioH KopnopeWwH
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
[bxoeHcyyHkaTy 7, 24100 Cano, ®iHnaHAISA
Mpoussogutenu: OpuoH KopnopeliilH OpnoHnHTUE 1,
02200 3cnoo, PuHNsHAMA OproH KoprnopeiiLwH
[bxoeHcyyHkaty 7, 24100 Cano, PuHNAHAmMA. 3a3HaveHe
BUMNpaB/IEHHS BigNOBifae MaTepiasiam peecTpaviiiHoro
[0Cbe
129. | EMOKCUNIH PO34MH A9 iH ek TOB Ykpaina MpAT "Nlekxim- YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/15047/01/01
® 1% no 1 mn B amnyni; "30PABO" Xapkis" - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
no 10 amnyn y nauui 3 (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNaKkoBKW
KapToHy; no 1 mn B nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i Woao
amnyni; no 5 amnyn B 3a3HaYeHHs O4MHULL BUMIpOBaHHSA y cuctemi Sl
6nictepi; no 2
6nicTepn y nauui 3
KapToHy; no 1 mn B
amnyni; no 100 amnyn
y nauuii 3 kKapTOHY
130. | EHANAMNPWUN | Tta6netku no 10 mr, no MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/9020/01/01
-AAPHULA 10 TabneTok y "®bapmaueBTu "hapMaueBTUYHA - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
KOHTYPHili YapyHKOBIi YHa hipma chipma "JapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
ynakosLi; no 2 "NapHuus" NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
KOHTYPHI YapyHKOBI 3a3HavyeHHs OAVHULL BUMIpIOBaHHSA y cucTemi Sl. 3amiHa
ynakoBKW y naywi po3giny “I'pacpiuHe odpopmneHHs” Ha “MapKyBaHHA" B
MK$A N3; 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH - MPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSA
131. | EHANO3UA® | Tabnetku no 5 mr, no AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHW | Tuny | 3a peyernmom UA/15415/01/01
MOHO 10 TabneTok y - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo

6nictepi; no 2 a6o 3
6nictepn y nauui

afpecy 3asiBHMKa (BlacHMKa peecTpaviiHoro
NoCBiAYEHHS) - 3MiHA HaliMEHYBaHHS Ta aJpecy 3asBHUKa
(BnacHvkKa peecTpauiiHoro nocBig4yeHHs1) BBegeHHS 3MiH
NPOTAroM 6-T1 MICALIB MiCNA 3aTBEPKEHHS; 3MiHM | TURY -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiNOBigAa€ BUPOGHMK/iIMMOPTEP, BKIOYAKUN BUMYCK Cepild)
- 3MiHa Ha3BM Ta agpecy BUpobHuka 13, 6e3 3MiH micus
BUPOGHMLTBA (BBEAEHHA 3MiH NPOTAroM 6-x micsauis nicns
3aTBEPKEHHS); 3MiHK | TUNy - 3MiHK Wo8o
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW NiKkapCbKoro
3ac06y 3 BHECEHHAM iHhopMmaL,ii LWoA0 3a3HaYeHHS
OAVHULb BMMIpIOBaHHSA y cuctemi Sl. 3mikn o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS YNakoBKy
3arBepakeHo: MAPKYBAHHSA. Bignosigae HagaHomy
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TEKCTY MapKyBaHHs. 3anponoHoBaHo: MAPKYBAHHA.

3rigHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHS BBeAeHHS 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
3MiHu 3 sKocTi. A®Il. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHa APl abo BUXigHOro martepiany/npoMikKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM y MeToAax BUNPoOyBaHHSA
(BKTrOYatoumn 3amiHy abo fonoBHeHHS) APl abo
BUWXi4HOr0/MPOMIXHOro NPOAYKTY) - 3MiHU [0 METOAUK
BMNpo6yBaHHA A®I| eHananpuny maneary 3a
nokasHukamu: «CynpoBifHi OMILLKM» 3MiHV B
npo6oniAroToBLi PO34KHIB NOPIBHAHHSA (a) Ta (C), 3MIHEHO
nporpamy rpagieHTy, A04AaTKOro BBeAEHO iAeHTUdikauito
nomiwok A, C, H; Buny4yeHo igeHTudikauito gomiwikm G
(BM3HaAYEHHS NPOBOAATL 38 OKPEMOK METOAMKOH);
3MiHEHO HOPMYBaHHS! BMICTY [JOMILLOK B CybCcTaHLii;
«KifibKicHe BU3HaYEHHSs» - 3MiHM B NPO6OMiAroToBL
BMNPOGYBaNIbHOTO PO3UNHY «3a/NLLIKOBI Ki/TbKOCTI
OpraHiYHNX PO3UNHHVIKIB» - METOANKY BU3HAYEHHS 3MiIHEHO
Ha yHichikoBaHy MmeToauky AT «dapmak»; 3MiHu | Tuny -
3MiHn 3 aKocTi. A®l. KonTponb A®I (iHLWi 3MiHW) - 3MiHW A0
cneuudikauii A®| eHananpuny maneaty: - BUTy4eHO
po3ainiB «PO34MHHICTb» Ta «Baxki MeTanu» - 3MiHu A0
MEeTOAMKN BUNPOOYBaHHS 3@ MOKA3HNKOM
«MikpobionoriyHa YnctoTa», a came BUyYEHO ONUC
NpoBefeHHA MeTOAMKU, OCKIIbK MeTOAVKa KOHTPOSIIO 3a
[aHUM NOKa3HUKOM MPOBOAMUTHLCSA Bi4NOBIAHO [0 BUMOT
EP/A®Y, kpuTepii NpUAHATHOCTI CTaHAAPTM30BaHi 3rigHO
BuMor EP; 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHA roTOBOTO /1iKapCbKOro
3acoby (419 npuBeAeHHs Y BIANOBIAHICTL 3 APY abo
€BponencbKo thapmakoneeo Ta BUNYYEHHS MOCUNaHHS
Ha 3acTapinuii BHyTPILLHI/i MeTo BUNpo6yBaHHS i oro
HOMep) - 3MiHa y meToamui BunpobysaHHA ans M3 3a
nokasHnkom «Mikpo6ionoriyHa YicToTa», a came
BUJ/TyYEHO OMUC NPOBEAEHHS METOAMKM, OCKI/IbKN
MeTOAMKa KOHTPOJI0 3a JaHNM MOKa3HNKOM NPOBOAUTLCS
BiANOBIAHO A0 BUMOr EP, fONOBHEHO NOCUIAHHAM Ha
LOoY* (*- piloue BUgaHHS); Kputepii NPUAHATHOCTI
3anuLleHi 6e3 3MiH; 3MiHK | Tuny - 3MiHKU 3 AKOCTi. ADL.
KoHTponb A®I. 3miHa y napameTpax cneumdikadiin Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cneuudikayisx Ha Adl,
a60 BUXigHWUA/NPOMIKXHWIA NpoAYyKT/pearexT, LWo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea AP (iHwi
3MiHW) - 3anMpoBaKeHHS NepioAnYHICTb KoHTposo A®l 3a
nokasHNKom «Mikpo6ionoriyHa YCToTa», a came: nepLly
(nepLly nocTaBKy MOTOYHOTO POKY) Ta KOXHY AecATYy
HaCTYNHi cepii, afie He piglwe o04HOro pasy Ha pik; 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

peecmpayitiHo2o

nocsBi0O4YeHHs

Tuny - 3MiHu 3 akocTi. A®I. KoHTponb A®L. 3miHa y
MeTofax BunpobysaHHa APl abo BuxigHoro
marepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BK/1HOYatoun 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMIKHOrO NMPOAYKTY) -
BBE/IeHHS1 MeTOAMKM BU3HAYeHHs Aomiwku G 3a in-house
METO/AMKOI 3 HOPMYBaHHSIM «He 6inbLie 0,2 %» ans
KOHTPO0 sKOCTi APl eHananpwiy Maneaty

132.

EHANO3NI®
MOHO

Tabnetku no 10 mr, no
10 TabneTok y
6nictepi; no 2 abo 3
6nictepn y nauui

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHMX MaTepiasiB: 3MiHu | Tuny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHyBaHHS Ta afpecu 3asaBHUKa
(BNnacHvKa peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoOBaMKEHHS AiSiSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYaAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoOBiAae BMPOGHMK/IMNOPTEp, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa Ha3BW Ta agpecy BUpobHuka 13, 6e3 3MiH Micus
BUPOGHMLTBA (BBEAEHHSA 3MiH NPOTAroM 6-X MicsAuiB nicas
3aTBEPMKEHHS); 3MiHM | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKW JliKapCbKOro
3ac06y 3 BHECEHHAM iHhopMmaL,ii LWoAo 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y cuctemi Sl. 3MiHn ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHs ynaKkoBKu
3arBepmkeHo: MAPKYBAHHSA. Bignosigae HagaHoMy
TEeKCTY MapkKyBaHHs. 3anponoHoBaHo: MAPKYBAHHA.
3rigHo 3aTBEPAKEHOr0 TEKCTY MapKyBaHHA BBefeHHsA 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHa APl abo BuxigHoOro martepiany/npoMikKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y MPOLeCi
BMpOGHMLTBA ADI (iHLWI 3MiHM y MeToAax BUNPoOyBaHHSA
(BKtoYatoumn 3amiHy abo fonosHeHHS) APl abo
BUWXi4HOrO/MPOMIXHOro NPOAYKTY) - 3MiHU [0 METOAUK
BMNpo6yBaHHA A®I| eHananpuny maneary 3a
nokasHunkamu: «CynpoBifHi OMILLKM» 3MiHV B
npo6oniAroToBLi PO34KHIB NOPIBHAHHSA () Ta (C), 3MiHEHO
nporpamy rpagieHty, 4o4aTKoro BBeAeHo iaeHTudikauito
nomiwok A, C, H; Buny4yeHo igeHTudikauito gomiwikm G
(BM3HaAYEHHS MPOBOAATHL 38 OKPEMOK METOAMKOH));
3MiHEHO HOPMYBaHHS! BMICTY [JOMILLOK B CybCcTaHLii;
«KifnbKicHe BU3HaYeHHs» - 3MiHW B NPO6OMiAroTOBL

BMNPO6YBaNIbHOTO PO3UNHY «3a/INLLIKOBI Ki/IbKOCTI

3a peyernmom

UA/15415/01/02
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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
peecmpayitiHo2o
nocsioYeHHs

OpraHiYHNX PO3UNHHVIKIB» - METOANKY BU3HAYEHHS 3MiIHEHO
Ha yHichikoBaHy MmeToauky AT «dapmak»; 3MiHu | Tuny -
3MiHn 3 aKocTi. A®l. KonTponb A®I (iHLWi 3MiHW) - 3MiHW A0
cneuudikauii A®| eHananpuny maneaty: - BUTy4eHO
po3ainiB «PO34MHHICTb» Ta «Baxki MeTanu» - 3MiHu A0
MeTOAVKM BUNPOGYBAHHS 3a MOKa3HUKOM
«MikpobionoriyHa ynctota», a came BUyYEHO ONUC
NpoBefeHHA MeTOAMKU, OCKIIbK MeTOAVKa KOHTPOSIIO 3a
[aHUM NOKa3HUKOM MPOBOAMUTHLCSA Bi4NOBIAHO [0 BUMOT
EP/A®Y, kpuTepii NpUAHATHOCTI CTaHAAPTM30BaHi 3rigHO
BuMor EP; 3MiHu | Tuny - 3MiHK 3 sikocTi. FoToBwMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHA roTOBOTrO /1iKapCbKOro
3acoby (419 npuBeAeHHs Y BIAMNOBIAHICTL 3 APY a6o
€BponencbKo thapmakoneeo Ta BUNYYEHHS MOCUNaHHS
Ha 3acTapinuii BHyTPILLHI/i MeTo BUNpo6yBaHHS i oro
HOMep) - 3MiHa y meToamui BunpobysaHHsA ans M3 3a
nokasHnkom «Mikpo6iofnoriyHa YncToTa», a came
BUJ/TyYEHO OMUC NPOBEAEHHS METOANKM, OCKI/IbKN
MeTOAMKa KOHTPOJI0 3a JaHNM MOKa3HNKOM NPOBOAUTLCS
BiANOBIAHO A0 BUMOr EP, fONOBHEHO NOCUIAHHAM Ha
LOoY* (*- piloue BUgaHHS); Kputepii NPUAHATHOCTI
3anuLleHi 6e3 3MiH; 3MiHK | Tuny - 3MiHKU 3 AKOCTi. ADL.
KoHTponb A®L. 3miHa y napameTpax cneumdikauiin Ta/abo
[ONyCTUMMX MEX, BU3HaueHux y cneuudikayisx Ha Adl,
ab0 BMXigHWUA/NPOMIKXHWIA NpoAYyKT/pearexT, LWo
BMKOPVCTOBYIOTbCA Y npoueci BupobHuutea AP (iHwi
3MiHW) - 3anMpoBaKeHHS NepioAnYHICTb KOHTposo APl 3a
nokasHNKom «Mikpo6ionoriyHa YACToTa», a came: nepLly
(nepLly nocTaBKy MOTOYHOTO POKY) Ta KOXHY AecATYy
HacTyMHi cepii, afie He pigLle ogHOro pasy Ha pik; 3MiHu |
My - 3MiHK 3 AkocTi. A®I. KoHTponb APL. 3miHa y
mMeTodax BunpobysaHHs A®l abo BUxigHOro
mMarepiany/npoMiXKHOrO NPoAyKTy/peareHTy, Lo
BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa ADI (iHLWi
3MiHM y MeTogax BUNpobyBaHHA (BK/IOYaoun 3amiHy abo
[0MnoBHEHHS) A®| abo BMXiZHOro/NPOMIKHOrO NMPOAYKTY) -
BBE/IeHHSI MeTOAMKM BU3HAYeHHs Aomiwku G 3a in-house
METOAMKOH 3 HOPMYBaHHSIM «He 6GinbLue 0,2 %» ans
KOHTPO/0 siKOCTi APl eHananpuiy Maneary

133.

EH3UCTAN N

TabneTtkn, BKPUTI
060/10HKOIO,
KMLUKOBOPO34UHHI, N0
10 TabneTok y
6nictepi, no 2
6nicTepy B KAPTOHHIi
ynakoBLii

ToppeHT
dapmacbioTika
nc ntpg,

IHais

ToppeHT
dapmacbioTikasnc
nrg

IHais

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH [0 po3ainy
MKA: TPA®IYHE 30BPAXXEHHA YMNAKOBKU [fitoua
pepakuis: TPAPIYHE 30BPAXXEHHA YNAKOBKWN
[opaeTtbes. Homep cepii Ta gata 3akiH4eHHs TepMiHy
NpUAATHOCTI HAHOCMTBLCA LITAMMOM @60 TUCHEHHSAM.
[MponoHoBaHa pegakuis: MAPKYBAHHA 3rigHo

3a peyenmom

UA/13355/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. BBeieHHS1 3MiH NPOTAroM 6-T1 MicALUIB micns
3aTBEPKEHHS.
134. | ENIMAT TabneTkun, BKpUTI ToppeHT IHAis ToppeHT IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/14138/01/01
NNiBKOBOIO PapmacbioTika dapmacbioTikasc - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
060/10HKO10, M0 50 Mmr, nc nta. nra. (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 10 TabneTtok y NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
6nicTepi, no 10 3a3HavyeHHsa OAVHULb BUMIPIOBaHHSA y cuctemi Sl.
6nicTepiB y KAPTOHHiIl BHeceHHs 3MiH fo po3ainy MKA: MAPKYBAHHA
Kopobui 3aTtBeppxeHa pegakuis: MAPKYBAHHA. TekcT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN [04aTKOBO
nopaetbcs. Homep cepil, Aata BUPO6HMLTBA Ta faTa
3aKiHY4EHHS TepMiHy NPUAATHOCTI HAHOCUTBLCA Ha 6nicTep
LUTamnomM abo TUCHEHHSAM.
Hosa pepakuis: MAPKYBAHHA. 3rigHo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPAKEHHS
135. | ENIMAT TabneTkn, BKPUTI ToppeHT IHgis ToppeHT IHgis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHn | Tuny | 3a peyenmom UA/14138/01/02
NNiBKOBOIO dapmacbioTika dapmacbioTikasnc - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
060/10HKOt0, N0 100 nc rg. nra. (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNnakoBKW
mr, no 10 TabneTok y NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii oo
6nicTepi, no 10 3a3HavyeHHs OMHULb BUMIPIOBaHHSA y cuctemi Sl.
6nicTepiB Y KAPTOHHIl BHeceHHs 3MiH fo po3giny MKA: MAPKYBAHHA
Kopobui 3arBeppxeHa pepakuis: MAPKYBAHHA. TekcT
MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN 404aTKOBO
nofaetbcs. Homep cepil, Aata BUPO6HMLTBA Ta faTa
3aKiHYEHHs1 TepMiHY NPUAATHOCTI HAHOCUTLCS Ha GnicTep
LUTamnomM abo TUCHEHHSAM.
Hosa pegakuis: MAPKYBAHHSA. 3rigHo 3aTBepxeHoro
TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPAKEHHSA
136. | ENIPYBIUVH PO34uH AN8 iH'eKLin, 2 Megak HimeuunH | Mepak lesenbwadT | HimeuunHa/ | BHECEHHSI 3MiH 40 peecTpauiiiHux MaTepiasis: 3MiHW | Tuny | 3a peyernmom UA/10941/01/01
MEOAK mr/mn, no 5 mn, 10 mn, lesenbwadt a chrop KAiHiwe Yecbka - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
25 mn, 50 mn, 100 mn chrop KniHiwe LLneujansnpenapat Pecny6nika (iHLWi 3MiHW) - OHOBNIEHHA TEKCTY MapKyBaHHS yNakoBKW
y donakoHi; no 1 Lneujanbnpe e M6X, HimeuunHa nNikapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Woao
dhnakoHy B KOPO6L napare M6X (BTOpPUHHE 3a3HayvYeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
nakyBaHHs, BHeceHHs 3MiH A0 po3giny «MapkyBaHHs» B MKA N3:
MapKyBaHHS, 3anpornoHoBaHo: Mapkuposka B cooTBeTCTBIM C
KOHTPO/b Ta BUMYCK YTBEPXAEHHBIM TEKCTOM MapKUpoBKY. BBeAeHHSA 3MiH
cepii); Meg-IKC- NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS
Mpecc Mv6X,
HimeyunHa

(MapkyBaHHs Ta
BTOPWHHE
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs);
OHKome[,
MeHbloheKYepiHT
a.c., Yecbka
Pecny6nika
(BMpO6HMLTBO "in
bulk", nakyBaHHs,
MapKyBaHHSA Ta
KOHTpOb cepii);
OHkoTek ®apma
MpopakwH MbX,
HimeuunHa
(BMpOGHMLTBO "in
bulk", nakyBaHHs,
MapKyBaHHs Ta
KOHTPO/Ib cepii)
137. | ETAM3W/IAT- | po3uuH Ans iH'eKuil, MpAT Ykpaiva MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/5717/01/01
AAPHULA 125 mr/mn; no 2 mn B "®bapmavesTu "papmMaueBTUYHa - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
amnyni; no 5 amnyn y YHa hipma chipma "OapHuus” (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKN
KOHTYPHIli YapyHKOBIi "NapHuus" NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
ynakosLij; no 2 3a3HavYeHHs OAMHMLb BUMIpIOBaHHS y cucTeMi Sl. 3amiHa
KOHTYPHI YapyHKOBI po3giny “I'paciyHe 0hOPM/IEHHS YNaKoBKK” Ha
ynakoBKu B naui “MapkyBaHHA" B MKA J13. 3atBepaxeHo: TIPAGNYECKOE
OPOPMNEHNE YNAKOBKW CornacHo
npegocTaBeHHbIM rpanyecknM N306padKEHNAM.
3anponoHosaHo: MAPKYBAHHA
BignoBigHO A0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHA TepMiH
BBEEHHA 3MiH - NPOTAroM 6 MicsuiB Nicns 3aTBepPAKEHHS
138. | ETPY3UN TabneTkun, BKPUTI 3AT YropLmHa BiNOBIgaNbHWIA 3a YropumHa/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TEXHIYHA 3a peyenmom UA/11346/01/01
NNiBKOBOIO dapmaueBTNY Bunyck cepii: 3AT Icnanis nomusika (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460)
060/10HKOI0, M0 2,5 Mr HWiA 3aBOf, dapmMaLeBTUHHUIA BunpaBneHo TexHi4Hy NOMUIIKY Yy 4OAATKOBOMY TEKCTi
no 10 TabneTok y ErC 3aBop ElIC, MapKyBaHHS BTOPVHHOI YNaKoBKW /TiKapcbKoro 3acoby:
6nictepi, no 3 abo 9 YropLymHa; 3arsepmkeHo: 2. KIIbKICTb AIK0YOT PEYOBUHN 1
6nicTepiB y KApTOHHIl BiANOBIgabHUIA 3a Tabnetka MicTuTb 2,5 Mr NeTpo3ony; 3anponoHoBaHo: 2.
KopooLi MOBHWIA LMK KINBKICTb AIF0YOT PEHOBUHW 1 Tabnetka, BkpUTa
BUPOGHMLTBA, NNiBKOBOIO 060/1I0HKO0, MICTUTb JIETPO30/1y 2,5 Mr;
BK/THOHAI0UM BUNYCK 3asHaueHe BMMpaB/IeHHs Bi4NOBIAAE MaTepianam
cepii: CiHTOH peecTpaLiiHoro Aockbe
Xicnanisi, C.J1.,
IcnaHis
139. | EY®IIH-H PO34MH ANA H'EKL 2 AT "®apmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny | 3a peyenmom UA/0629/01/01

200

% no 5 mn a6o no 10

M/1 B amnyni; no 5 abo
no 10 amnyn y navui 3
KapToHy; no 5 mn abo

no 10 mn B amnyni; no
5 amnyn y 6nictepi; no
1 abo no 2 6nictepu B

- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
NOCBIAYEHHS) - 3MiHA HaliMEHYBaHHS Ta afpecu 3asaBHUKA
(BnacHvka peecTpauiiHoro nocBig4yeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiCNA 3aTBEPMKEHHS; 3MiHW | TUNy -
AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPOBaMKEHHS AisiSIbHOCTI
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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

peecmpayitiHo2o

nocsBi0O4YeHHs

nauuj 3 KapToHy

BVPOGHMKa/imMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAae BUPOGHWK/IMNOpTep, BKIOYAoUM BUMYCK Cepild)
- 3MiHa HaliMeHyBaHHs Ta afgpecy BUPOGHMKa, 6e3 3MiHN
MicL BUPO6HMLITBA. 3MiHM BHECEHI Y po3ainv "BUpobHumK"
Ta "Micue3HaxomkeHHs BUpo6HYKa Ta ioro agpeca micus
NPOBaPKEHHS AIS/IbHOCTI" B IHCTPYKLi0 4151 MEAUYHOIO
3aCTOCYBaHHA Ta K HAC/MigOK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBK/ Nikapcbkoro 3acoby (BeegeHHs
3MiH NPOTArOM 6-TW MICALIB NIiC/1A 3aTBEPAKEHHS); 3MiHN |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHeceHHs 3MiH fo po3giny
«MapkyBaHHs» MKA N13 3atBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKeHOro
TEKCTY MapKyBaHHs. OHOBNIEHHS TEKCTY MapKyBaHHS
YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmaii
LLOA0 3a3HaYeHHS OAMHMLL BUMIPIOBaHHA Y cucTemi Sl
(BBeAEHHS 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS)

140.

3EPLM

TabneTkn
racTpopesncTeHTHI No
20 mr; no 7 TabneTok
y 6nicTepi; no 4
6nicTepy y KapTOHHIl
Kopobui

Mera
NaiidpcaiteHcis
(ABcTpanis)
nri Nt

ABcTpanis

leTepo /1a63
Nimiten

IHAis

BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny
- AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicL NPOBaKEHHS AiS/IbHOCTI
BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUY [iNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAa€e BMPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepild)
- 3MiHa agpecun BMpo6Huka Metepo J1a63 Nimites, IHAis,
6e3 3MiHN MicLA BUPOGHMLTBA. 3MiHW BHECEHI B
IHCTPYKLi0 ANA MeAUYHOro 3acTtocyBaHHsa /13y p.
"MicLe3Haxo4KeHHs1 BUPOGHMKa Ta i oro agpeca micus
NpoBaKEHHS AiS/IbHOCTI" 3 BigNOBIAHUMM 3MiHAMKN B
TEKCTi MapKyBaHHs ynakoBOK

3a peyernmom

UA/14835/01/01

141.

3EPLIUM

Tabnetku
racTpope3nCcTeHTHI No
40 mr; no 7 TabneTok
y 6nicTepi; no 4
61icTepy y KapTOHHiN
KopooLi

Mera
NaiidpcaiieHcis
(AscTpanis)
nri N

AscTpanis

leTepo N1a63
NimiTen

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny
- AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro MikapcbKoro 3acooby,
BK/IIOYAKOUM AiIbHULi BUMYCKY cepii abo Micue
NpoBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSNbHICTb, 3a AKY
BiiNOBiga€e BUPOGHMK/iMIOPTEP, BKIOYAKOUN BUMYCK Cepild)
- 3MiHa agpecun BMpo6HuKa Metepo J1a63 flimiteg, IHAais,
6e3 3MiHN MicLA BUPOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLil0 ANA MeauyHOoro 3actocysaHHs /13y p.
"Micue3HaxomkeHHs BUPOOHMKa Ta ioro agpeca micus
NpoBapPKeHHS AiS/IbHOCTI" 3 BIANOBIAHWMM 3MiHaMK B
TEKCTi MapKyBaHHs1 yNnakoBOK

3a peyenmom

UA/14835/01/02

142.

3UTPOKC

TabneTkn, BKpUTI

Makneosc

IHais

Makneogac

IHgis

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianiB: 3miHu | Tuny

3a peyenmom

UA/3160/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
o060n0Hkoto, no 250 dapmacboThK dapmacbloTrKac - 3MiHM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. KoHTposb
Mr, o 6 TabneTok y anc Nimiteq NimiTen roToBOro Nikapcbkoro 3acoby. 3miHa y MeTogax
cTpuni, no 1 ctpuny y BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby (iHLWi 3MiHW Y
KapTOHHI ynakoBsL,i MeToAax BUNpoO6yBaHb (BK/IHOHatoumn 3amiHy abo
[OMNOBHEHHS)) - 3MiHU METOAWKM 38 NOKA3HUKOM
«3a/IMLLKOBI KifIbKOCTi OPraHiyHnX PO3UYNHHUKIB»
(npoboniarotoBka 6€3 3MiHM KIHLEBOI KOHLEHTpAaLil, yMOBU
XpomaTorpadyBaHHs (pefakLiliiHi npasky napameTpiB
TepMocTary), YMOBU NpMAATHOCTI XpomaTorpacdpiyHoi
cucTemu (gofaHi Kputepii), po3paxyHKoBi chopmyin)
143. | SUTPOKC TabneTkun, BKPUTI Maxkneopc IHAi Makneogc IHAjs BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/3160/01/02
0600HkKot0, No 500 PapmacboTUK PapmacboTukanc - 3MiHKM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
Mr, no 3 TabneTkn y anc JNimiteq Nimiten roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
cTpuni, no 1 ctpuny y BMNPOGYBaHHS rOTOBOO MiKapCbKoro 3acoby (iHLWi 3MiHN y
KapTOHHIN ynakosLi MeTo4ax BMNpobyBaHb (BK/IOUaKUM 3aMiHy abo
[OMOBHEHHSA)) - 3MiHW METOAMNKMN 38 NOKA3HUKOM
«3a/IMLLKOBI KiTbKOCTi OpraHiYHUX PO3YNHHUKIB
(npoboniagrotoska 6e3 3MiHV KIHLEBOI KOHLEeHTpaLlii, yMOBK
XpomaTorpadyBaHHs (pefakLiliiHi npaBky napameTpiB
TepmocTaTty), yMOBM NpuAATHOCTI XpomatorpadivHol
cucTemu (AoaaHi KpuTepii), po3paxyHKosi oopmynn)
144. | 30BIPAKC Kpem no 2 r Kkpemy y nakcoCmitKn Benuka nakco OnepewHc Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepianis: 3miHM | Tuny | 6e3 peyenma UA/14784/01/01
ayo Ty6i; no 1 Ty6i y AH BpuTtaHis HOK NimiTen BpuTtaHis - AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHS Ta/abo
KapTOHHI KOpooLyi KoHcblomep agpecu Micusi NPoOBaKEHHS 4isiSTbHOCTI
Xenckep (KOK) BMPOGHMKa/imnopTepa roToBoro fikapcbKoro 3acoby,
Tpenginr BK/IKOYA0UM AiNbHULI BUMYCKY cepii abo micue
Nimiteq NPOBeAEHHS KOHTPOJIH SKOCTI. (AiSANbHICTb, 3a AKy
BiANOBIAae BUPOGHMK/iMNopTep, BKIOYaUM BUMYCK Cepiid)
- 3MiHa agpecy BUpobHuka N3 Makco OnepeiwHe FOK
Nimiten, Benvika bpuTaHisi, 6€3 3MiH1 MicUsi BUpOGHULTBA.
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCYBaHHA LWOA0 MiCLle3HaX0MKEeHHS BUPOBHYKa 3
BiAMOBIAHVMMN 3MiHAMW Y TEKCTI MapKyBaHHS YNaKOBKM
nikapcbkoro 3acoby (BBefeHHS 3MiH NpoTArom 6-Tu
MicsILiB Nicns 3aTBEPAYKEHHS)
145. | 3O/IEHAPOB | koHUeHTparT ans Mictpan AHrnis CiHTOH BB, HigepnaHgy | BHeCeHHs 3MiH [0 peecTpauiiiHux maTepianis: 3mMiHu | Tuny | 3a peyenmom UA/16475/01/01
ICTA pO34UHy ONs iHgy3il, Kenitan HigepnaHaun / IcnaHis - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
4 mr/5 M, no5mny MeHeXMeHT (BignoBiganbHuii 3a (iHLWi 3MiHW) - OHOBNIEHHA TEKCTY MapKyBaHHS yNakoBKW
chnakoHi; no 1 Nimiten BUMYCK cepii); nNikapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Woao
h/1aKOHY B KapTOHHiii CiHTOH XicnaHis, 3a3HayvYeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
Kopoobui C.N1., IcnaHis BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
(BignoBiganbHWii 3a 3aTBEePKEHHS
BMNyCK cepil);
Cotema, Mapokko
(BUpOGHMLTBO,
nakyBaHHs)
146. | IBYMPO®EH- | Ttabnetkn no 200 wr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/2350/01/01
AAPHUUSA no 10 TabneTtok y "dapmaueBTu "papMaueBTUYHA - 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta papmakoHarnsay
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTYPHIli YapyHKOBIi YyHa hipma ipma "JapHnus” (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS yNaKkoBKM
ynakosLi; no 1, no 2 "OapHuus” nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
ab60 no 5 KOHTYPHUX 3a3HavYeHHs OAMHMLb BUMIPIOBaHHA Y cnuctemi Sl.
YapyHKOBUX YNakoBOK BHeceHHS 3MiH f0 po3ainy “MapkyBaHHSA" MKA /13:
y nauuj 3anponoHoBaHo: MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHSA
3MiH - MPOTAroM 6 MicAUiB Nicns 3aTBEpPAKEHHS
147. | IBY®EH® CyCneHsisi opasibHa 3 $apmaueBTNY Monbwa MepaHa ®apma Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHMXx MaTepiasniB: TEXHIYHA 6e3 peyenma UA/14437/01/01
DPOPTE Ma/IMHOBUM HWi1 3aBOf, AKLioOHepHe nomwuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
apomarom, rno 200 "MONb®APM ToBapucTBO TEXHi4YHY NOMU/KY BUMPAaBNEHO B TEKCTI MapKyBaHHsA
Mmr/5 M, no 40 mn a6o A" C.A. YyNakoBOK, & camMe: BHECEHHS He3a3HaueHO! KifIbKOCTi
no 100 mn y donakoHi; [03yBaHHA Woao cuctemu oguumui Sly p. "5 CNoOCIb TA
no 1 cpnakoHy 3i LWNAX BBEAEHHA" ans 060x f03yBaHb; 3anponoHOBaHO:
LUNPULOM-403aTOPOM 5. CNOCIB TA WNAX BBEAEHHSA. Cnoci6 3acTtocyBaHHsA
Y KapTOHHIli kopoobLi Ta fosu. Nepeg 3acTocyBaHHAM 360BTaTU A0 OTPUMAHHS
ofHopigHoI cycneHrsii. Bik Maca Tina (kr) (kg) Jo3yBaHHs
YacToTa npuitomy Ha foby fAitn 6-12 micauis (8—10 kr
(kg)) 1,25 mn (ml) (50 mr (mg)) 3—4 pa3u [itn 1-3 pokis
(20-15 «r (kg)) 2,5 mn (ml) (100 mr (mg)) 3 pasu fitn 3—6
pokiB 15-20 kr (kg)) 3,75 mn (ml) (150 mr (mg)) 3 pa3u
[itn 6-9 pokis (20-30 «r (kg)) 5 mn (ml) (200 mr (mg)) 3
pasu Oitn 9-12 pokis (30—40 kr (kg)) 7,5 mn (ml) (300 mr
(mg)) 3 pa3u 3a3HauyeHe BMNpaB/EHHS BiANOBIAAE
MaTepiasiam peecTpawiiHoro ocke
148. | IBY®PEH® CyCrneHsisi opasibHa 3 $apmaueBTNY Monbwa MepaHa ®apma Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: TeXHIYHA 6e3 peyenma UA/12829/02/01
DOPTE NOSTYHUYHUM HWiA 3aBOf, AKLiOHepHe nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
apomartom, no 200 "MONIb®APM ToBapucTBO TEXHi4YHY NOMU/IKY BUMPAB/IEHO B TEKCTI MapKyBaHHs
mr/5 mn; no 40 abo no A" C.A. YyNaKkoBOK, a camMe: BHECEHHS He3a3Ha4YeHO| KifIbKOCTi
100 mn y chnakoHi; no [o3yBaHHa woao cuctemun Sly p. "5. CNOCIB TA WAAX
1 chnakoHy 3i BBELEHHA" ans 060x A03yBaHb.
LLUNPULOM-403aTOPOM 3anponoHosaHo: 5. CMOCIB TA WIAX BBEAEHHA
Y KapTOHHi Kopobuyj Cnoci6 3acTocyBaHHsA Ta [03u. MNepes 3aCTOCYBaHHAM
360BTaTK 40 OTPMMaHHA OAHOPIAHOT cycneHsii. Bik Maca
Tina (kr) (kg) Ao3yBaHHsi YacToTa npuiiomy Ha foby it
6-12 micauis (8-10 kr (kg)) 1,25 mn (ml) (50 mr (mg)) 3-4
pasu [itn 1-3 pokis (10-15 kr (kg)) 2,5 ma (ml) (100 mr
(mg)) 3 pasu fitn 3—6 pokis (15-20 kr (kg)) 3,75 mn (ml)
(150 mr (mg)) 3 pasu fitn 6-9 pokis (2030 kr (kg)) 5 mn
(ml) (200 mr (mg)) 3 pa3un Aitn 9-12 pokis (30—40 kr (kg))
7,5 mn (ml) (300 mr (mg)) 3 pasu. Yeprosi fo3u cnig,
npuiiMaT He paHille Hix yepes 6-8 roguH nicns
nonepeaHLOro npuiiomy. He nepesuLlyBat MakCumasibHy
[060By [03y. 3a3HaveHe BUNpaB/IeHHA BignoBigae
MarepiasiaM peecTpaLiiiHoro AockLe
149. | ISOPPA cnpeii HasasTbHUiA, Na6opaTtopii PpaHLin CodpapTekc ®paHLis BHECEHHS 3MiH O peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/2830/01/01
po34urH, 8000 MO/mn Bywapa - 3MiHM LWoAo 6e3nekn/edpeKTUBHOCTI Ta dapmakoHarnsgy.




95

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 15 mn y dpriakoHi 3 Pekopgari BBefeHHs ab0 3MiHM 40 y3arasibHeHVX AaHNX Npo
posnuntoBayem; no 1 cuctemy hapmakoHarnagy (BBeAeHHs y3araibHeHux
h/1aKOHY B KapTOHHIi [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
Kopobui YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHS hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
MacTep-caiina cuctemu hapmakoHarnsgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
hapmakoHarnsg.
MponoHoBaHa pegakuis: Paola Pirovano. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXXEHOT 0co6u, BiANOBiAaIbHOT
3a (hapmakoHarnsg,
3MiHa Micusa 34iliCHEeHHS1 OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnsgy
150. | IKEPBUNC® Kpansi O4Hi, emynbCeis, CaHTteH AT diHnAHgis EKcenbBixXeH, dpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/17100/01/01
1 mr/mn; Ne 30 (5x6): PpaHuis PiHNAHAIA - 3MiHM LWoAo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
no 0,3 Mn B THO6KK- (BMPOGHMLTBO, BBeneHHsA abo 3MiHM [0 y3arasibHeHUX AaHuX Npo
KpanenbHuui ans KOHTPO/b AKOCTI, cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
OfIHOKPAaTHOro nepBuHHe JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
3acTocyBaHHs; no 5 nakyBaHHS Ta YNOBHOBaXeHOI 0cobu, BiANOBIfa/IbHOT 3a 34iACHEHHS
THOOUK-KpanenbHULb y BTOPUHHE hapMakoHarnagy; KOHTakTHOI 0cobu 3 chapmakoHarnagy
namiHoBaHOMy nakyBaHHS1, BUNYCK 3aABHUKa 419 34iiCHeHHA hapmakoHarnagy B YkpaiHi,
/1IOMIHIEBOMY NakeTi; cepiid); CaHTeH AT, SKLLO BOHa BiAMIHHA Bif yNOBHOBaXKeHOI 0cobu,
no 6 nakeTiB y ®iHNAHgiA (BUNYCK BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
KapTOHHIA Kopoo6Li cepiii); Cepginak, (BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHiI
PpaHuisa (BTOpUHHE MacTep-chaiina cuctemu hapmakoHarnsgy) - amiHa
nakyBaHHs1) KOHTaKTHUX JaHuX yNoBHOBaXKeHOT 0cobu, BignosiganbHOT
3a (hapmakoHarnsg. 3MiHa KOHTaKTHOT ocobm
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BigNoBigaibHOI 3a
thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: CaByeHKo AMUTpo. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI
ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi. 3mMiHa MicLe3HaxomKeHHs MacTep-aiina
cucteMu hapmakoHarnsgy.
3MiHa MicuA 3AiICHEHHS OCHOBHOI AiSNIbHOCTI 3
chapmakoHarnsgy
151. | IMYHO-TOH® | cupon no 100 mny MNAT YkpaiHa MAT "Tanuudpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/2179/01/01
6aHui; no 1 6aHui y "Tannudpapm” - 3MiHM 3 IKoCTi. FOTOBWIN Nikapcbkuii 3acio. Cuctema

nauuj; no 100 mn a6o
200 mn y pnakoHi; no
1 chnakoHy y nauui

KOHTeliHep/3aKynopoBasibHWii 3aci6 (iHLWi 3MiHW) -
BBeaeHHs f0AATKOBOT KPULLIKM 3 KOHTPOMIEM NEPLLOro
BiakpuTTA 1.4d (B) 3i BCNiHEHOK NPOKIa4KoH0
BMPOGHMLTBA thipmy «DapMmalL». YkpaiHa nos’sizaHe 3
BMPOOGHNYO HEOOXILHICTIO Ta MOKpaLLEeHHSAM SKOCTi
nakyBaHHs. AKICHWIA Ta KiNIbKICHWIA cknag, Tvn, hopma 1a
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
PO3Mip KOMMNOHEHTIB YNakoBKM He 3MIHUNCh
152. | IMYHO-TOH® | cwupon in bulk: no 100 MNAT Ykpaina MAT "Tanuudapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny - UA/9511/01/01
My 6aHuj; no 48 "ranuucapm” - 3miHu 3 sKocCTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
6aHoK y kopobi KOHTeliHep/3akKyrnopoBaibHWii 3aci6 (iHLWi 3MiHW) -
KapToHHOMY; no 200 BBefeHHA [,04aTKOBOT KPULLIKM 3 KOHTPO1EM NepLUOoro
My chnakoHi; no 30 BiakpuTTA 1.4d (B) 3i BCNiHEHOK NPOKIa4K0H0
ch1aKkoHIB y Kopobi BMPOGHMLTBA thipmn «DapMmalL». YkpaiHa nos’s3aHe 3
KapTOHHOMY BMPOOHUYOI HEOBXIAHICTIO Ta NOKPALLEHHSIM AKOCTI
nakyBaHHS. FKICHWIA Ta KinbkKicHUIA cknag, Tvn, chopma Ta
PO3Mip KOMMOHEHTIB YNaKOBKW HE 3MiHWIUCH
153. | IHFAMICT PO34MH ANA iH'EKLN, TOB "tOpis- Ykpaina TOB "tOpisa-®apm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/14062/01/01
100 mr/mn no 3 mn B dapm” - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
amnyni 3 TeMHOro (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
cKna; no 5 amnyn B nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
KOHTYPHIli YapyHKOBIl 3a3HaYeHHs O4MHMLb BUMIPIOBaHHS Y cucTemi Sl.
ynakosLi; no 2 BHeceHHsA 3MiH 10 po3ainy “MapkyBaHHa” MKA N13:
KOHTYPHI YapyHKOBI 3anponoHoBaHo: MapKyBaHHs. 3rifHO 3aTBEPAYKEHOrO
YNaKkoBkM B nauLli TEKCTy MapKyBaHHA. BBefjleHHsA 3MiH NPOTAroM 6-Xx Micsuis
nicns 3aTBepKeHHs
154. | IHAAMNEH TabneTkun, BKPUTI dapmaneBTny MonbLa dapmMaLeBTUUHWIA MonbLa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |1 3a peyenmom UA/0877/01/01
060510HKO0, MO 2,5 Mr; HWi1 3aBOf, 3aBof, UMY - 3MiHW 3 AKocTi. A®I. (iHWi 3MiHW) - nogaHo
no 10 tTabneTtok y "MONb®APM "MOJIbGAPMA" OHOBJ/IeHNH ASMF Ha fitody peyoBuHy iHganamigy Bif
6nicTepi; no 2 abo 3 A" C.A. C.A. 3aTBepmxeHoro smpobHuka QUMICA SINTETICA S.A,,
abo 6 6nicTepiB y Icnanis; 3anponoHoBaHo: Applicant Part version AP-IP-
KapTOHHilA KopooLi QS1- ED.07-EP (September 2017); Restricted Part version
RP- IP-QS1- ED.03-EP (May 2017). BBefieHHs 3MiH
NpOTSArom 6-Tv MicsILiB Nic/s 3aTBepAKEHHS!
155. | IHAOKONNIP | kpanni o4Hi, 1 mr/mn, TOB «BAYLU Ykpaina Nab6opaTtopis PpaHuis/ BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHW | TunNy | 3a peyenmom UA/3260/01/01
® 0,1% no 5 mn y dhnakoHi- XEJIC» LLloBeH, ®paHuis; HimeuunHa - AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
KpanenbHuui; no 1 [Op. Fepxapg MaHH afpecy MicLs NPOBaXEHHS Ais/IbHOCTI
donakoHy-KpanenbHuLi XeM.-chapM. Pabpuk BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
Y KapTOHHIl Kopoobui 'mM6X, HimeyunHa BK/IIOYAKOUM AiIbHULi BUNYCKY cepii abo micue
NPOBeLEHHS KOHTPOJIIO SKOCTI. (ZiANbHICTb, 3a SKy
BiANOBIAa€e BUPOGHYMK/IMNOPTEp, BKIOUAOUM BUMYCK Cepiid)
- 3MiHa B HaliMeHyBaHHiI Ta agpeci BupobHuka M3
(BBegeHHsA 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEPKEHHS)
156. | IHPAHPUKC cycneHsis gns nakcoCmitKn Benuka nakcoCmiTKnsaiH Benbris BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/13939/01/01
™ InB iH'ekyiii; no 0,5 mny AiH Ekcnopt BputaHis Bionogxikans C.A. - 3MiHu 3 siKocTi. A®I. Bupo6HMLUTBO. 3MiHV BUNpPoGyBaHb
KOMBIHOBA nonepegHsL0 Nimiteq abo fonycTMMUX Mex y npoleci BUpobHuutea Adl, wo
HA 3arnoBHeHOMy BCTaHOB/EHI y crneumdikayisx (iHwi 3MiHM) - 3amiHa
BAKUVHA 0ofiHOpa3oBoOMy 3aTBEPKEHOT METOAMKM, LLIO BUKOPUCTOBYETLCA ANA
ansa LUNPWLi Y KOMNAEKTI 3 BM3HAUYEHHS BMICTY aHTUreHy, aHTUreHHOI akTMBHOCTI Ta
MPO®DINTAKT ronkoto; no 1 a6o 10 ineHTndikauii Filamentous haemagglutinin (FHA)
KN nonepegHL0 MeTogom ELISA, Ha iHLY MeToAuKy, BKIHOYaoun
ANDTEPII, 3anoBHEeHUX BMNPOBaXEHHA MeToAy 06UYNCNEHHSA
NPABLA, 0HOPAa30BMX LUMPUL,iB 4OTMPbOXNapaMeTPUYHOI KPMBOT, 3MiHW Yy PO3BEAEHHI
KALUJTHOKA Yy N1acTUKOBOMY aHTUTIN, AoAAaBaHHI eTany 6/10KyBaHHS Ta iHLLIMX TEXHIYHMX
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep

n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o

3acoby ynakoska) nocsi04YeHHs1
(AUENKONAP | KoHTeliHepi; o 1 Moaudikauiii y npoueci BUpO6HMLUTBA; 3MiHu Il Tuny -
HWA KOHTEliHepy B 3MiHuM 3 aKocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
KOMMOHEHT | KapTOHHIli kopobui BMNPOo6YyBaHHs APl abo BuXigHOro martepiany/npoMikKHOro
)TA NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y MPOLIECI
noniomieni BUpo6HMLUTBa ADI (CyTTEBA 3MiHA Y
TY 6ion10riYHOMY/iMyHOOrYHOMY/IMYHOXIMIYHOMY METOZj
BUMPOOYBaHHA abo MeTOoAi, Y SKOMY BUKOPUCTOBYETLCA
6ionoriyHnit peareHT ans GionoriuHoro A®l, abo iioro
3amMiHa) - 3amiHa 3aTBepAKEHOT METOAMKA, LLIO
BUKOPWUCTOBYETLCA /19 BUSHAYEHHS BMICTY aHTUTEHY,
aHTUIeHHOI aKTUBHOCTI Ta ifeHTudikauil Filamentous
haemagglutinin (FHA) meTtogom ELISA, Ha iHWY MeToAmMKY,
BK/TIOHAI0UN BMPOBAKEHHSI METOAY 06UNCIEHHS
4OTUPbOXNapaMeTPUYHOI KPMBOI, 3MiHW Y PO3BELEHHI
aHTUTIN, fofaBaHHi eTany 6/10KyBaHHS Ta iHLUMX TEXHIYHUX
Mogaudikaiii; 3miHu | Tuny - 3miHu 3 skocTi. AdI.
KoHTponb A®L. 3miHa y meTogax BunpobysaHHA APl abo
BMXiAHOr0 Marepiany/npombKHOro NPOAYKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLieci BUPO6HMLTBA ADI (iHLUi
3MiHM Y MeToAax BUNpobyBaHHA (BK/1HOYatoun 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMKHOrO NPOAYKTY) -
BripoBagXeHHS HOBOro eTasloHHoro ctaHgapty (batch
SWNO0590A06) Ans HOBOI npoueaypy BUNPOGYBaHHSA
aHTureHy Filamentous haemagglutinin (FHA) meTogom
ELISA. PegakuiiHi npasku Ao posginy 3.2.P.5.2.

157. | IHOAHPUKC cycneHnsis (DTPa-IPV) nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/15832/01/01
™ INB XIb / Ans iH'ekuin no 0,5 mn A Ekcnopt BpuTtaHis Bionogxikans C.A. - 3MiHu 3 saKocTi. A®Il. Bupo6HMUTBO. 3MiHV BUNPO6yBaHb
INFANRIX™ (1 po3a) Ta niodpinizar Nimitep abo gonycTummnx Mex y npoueci BupobHuutea Adl, wo
IPV HIB (Hib); cycneHsia BCTaHOB/EHI Y cneuudikauisax (iHLWi 3MiHK) - 3amiHa
KOMBIHOBA (DTPa-IPV) ans 3aTBEPXEHOT METOAMKM, LLIO BUKOPUCTOBYETLCA ANA
HA iH'ekyin no 0,5 mn (1 BM3HAUYEHHS BMICTY aHTUreHy, aHTUreHHOI akTUBHOCTI Ta
BAKUWHA [03a) y nonepeaHLo ineHTudikauii Filamentous haemagluttinin (FHA) metogom
Aana HanoBHeHOMY ELISA, Ha iHWY MeToAVKY, BK/IOYaOUM BNPOBAKEHHS
MPO®INAKT 0ofiHOpa3oBoOMYy MeToAy 064NCIEHHS YOTMPbOXNapaMeTPUYHOT KPUBOI,
NKN wnpumyi Nely 3MiHW Yy PO3BEAEHHI aHTUTIN, AofAaBaHHI eTany
ANDTEPI, KOMMNEKTi 3 ABOMaA 6/10KyBaHHS Ta IHLWMX TEXHIYHUX MOAMdpikauiin y npoueci
NPABLA, rofikamv Ta niodpinizar BMPOOHMLTBA; 3MiHK Il TURy - 3MiHK 3 AkocTi. ADI.
KALLUTHOKY (Hib) y donakoHi Nel, KoHTponb A®L. 3miHa y meTogax BunpobyBaHHA APl abo
(AUENONAP | o 3MiwyoTbes BMXiAHOrO Marepiany/npombkKHOro NPOAyKTy/peareHTy, Lo
HUA nepeg BVIKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLTBa AD| (CyTTEBA
KOMMOHEHT | BuKopucTaHHam: no 1 3MiHa y 6ion10riyHoMy/iMyHONOTYHOMY/IMYHOXIMIYHOMY
), nonepegHs0 MeTOoZi BUNnpobyBaHHS abo MeToSi, y SKoMy
noniomieni HanoBHEHOMY BMKOPUCTOBYETbLCA BionoriyHnii peareHT Ans 6ionoriyHoro
TYTA 04 HOPa30BOMY A®I, abo oro 3amiHa) - 3aMiHa 3aTBEPKEHOI METOAMKM,
3AXBOPIOB LUNPULY Y KOMMNEKTI 3 LLIO BUKOPUCTOBYETHCH A1 BUSHAYEHHS BMICTY aHTUreHy,
AHb, nBoma ronikamm 1a 1 aHTUIeHHOI aKTUBHOCTI Ta ifgeHTudikauii Filamentous
3BYAHMKOM | chnakoHoM 3 haemagluttinin (FHA) metogom ELISA, Ha iHLLY METOAUKY,
AKX € niogpinizatom (Hib) y BK/IO4al0UM BNPOBAMKEHHS METOAY 06UYNCIEHHS
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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

peecmpayitiHo2o

nocsBi0O4YeHHs

HAEMOPHIL
us
INFLUENZAE
TAMY B

BaKyyMHill CTepUSbHIl
ynakosLi; no 1
BaKyYMHiil CTEPUSbHIN
yMaKoBLi y KAPTOHHIi
Kopobui

4YOTMPbLOXNapaMeTPUYHOT KPMBOT, 3MiHW Y PO3BEAEHHI
aHTUTIN, foAaBaHHi eTany 610KyBaHHS Ta iHWWX TEXHIYHMX
mMogaudikauiii; 3miHu | Tuny - 3miHn 3 akocTi. AdI.
KoHTponb A®l. 3miHa y meTogax BunpobysaHHsa APl abo
BMXIZAHOrO MaTepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLUTBA AP (iHLUI
3MiHM Y MeTogax BUNpobyBaHHs (BK/IOYaouy 3amMiHy abo
[0NoBHEHHS) A®| abo BMXiAHOTO/MPOMIKHOrO NPOAYKTY) -
BnpoBagKeHHS HOBOTO €Ta/IOHHOTO cTaHaapTy (batch
SWNO0590A06) ans HOBOI NpoLeAypy BUNPobyBaHHS
aHTureHy Filamentous haemagluttinin (FHA) metogom
ELISA. Pepakuiini npasku fo posginy 3.2.P.5.2.

158.

NoaanNLEPU
H®

PO3YMH HaLKIipHWiA, 5
Mmr/r no 25 mny
donakoHi; nol
donakoHy y nauuj 3
KapToHy

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHMX MaTepiasiB: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
NOCBiAYEHHS)- 3MiHa HaliMeHyBaHHA Ta agpecy 3asaBHUKa
(BnacHvKa peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS AiSSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYaOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoOBigae BUPOGHMK/IMNOPTEp, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6HMKa, 6e3 3MiHn
MicLs BUPOBGHULTBA. 3MiHM BHECEHI Y po3ainv "BupobHuK"
Ta "Micue3HaxomKeHHs BUPOOHYVKa Ta oro agpeca micus
NPOBaPKEHHSA AiS/IbHOCTI" B IHCTPYKL,i0 4151 MeANYHOIO
3aCTOCYBaHHSA Ta K Hac/MifoK - BiAMNOBIAHI 3MiHWN Y TEKCTi
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TM MICALB NiC/1A 3aTBEPIKEHHS; 3MiHM |
My - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHeceHHs 3MiH fo po3giny
«MapkyBaHHA» MKA /13 3atBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY MapKyBaHHS.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. OHOB/NIEHHS TEKCTY MapKyBaHHS
yrNakoBKW NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmali
LLIOAO 3a3Ha4YeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHS

6e3 peyenma

UA/7890/01/01

159.

KAPAOIOMAIH
n

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, MO 75 MT;
no 30 a6o no 100
TabneTok y h/1akoHi;
no 1 donakony y
KapPTOHHI KOpooLyi

AciHo ®apma
Al

LLIBeliyapi
o

BMPOOHMUTBO 3a
MOBHWM LMK/IOM:
Takepa M'm6X, micue
BMPOGHMLTBA
OpaHieHbypr,
HimeuuunHa;
BMPOGHULITBO

HimeuunHa/
[JaHis

BHECEHHS 3MiH [0 peecTpauiiHux maTtepiasis: 3mMiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Bif 23.07.2015 Ne 460)BeefieHHs 3MiH
NPOTArom 6-TM MICALIB NiC/1A 3aTBEPMAKEHHS; 3MiHM | Tvny -
3MiHu Woao 6e3nekn/edpekTUBHOCTI Ta hapMakoHarnsay.
BBegeHHs ab0 3MiHM A0 y3arasibHeHWX AaHuX Npo
cuctemy dpapmakoHarnifgy (BBeAeHHs y3araibHeHUx

Ne 30 - 6e3
peyenma, Ne
100 - 3a
peyernmom

UA/10141/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Hepo3sdacoBaHoi JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
npoayKuii: YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
Takega ®apma A/C, hapMakoHarnaay; KOHTakTHoOI 0cobu 3 chapmakoHarnagy
[Janis 3asBHUKa A5 34iiCHEHHSA hapMakoHarnsgy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dapmakoHarnsagy
(BK/IHOYAKOYM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnsgy) - amMiHa
YNOBHOB&XXEHOI 0CO6U 3asBHMKA, BifgNoBigasibHOI 3a
hapmakoHarnag,. Aitoua pegakuis: Johan Hellmer MD,
PHD. MNponoHoBaHa pepfakuis: Dr. med. Dieter Wetzel
(Physician), MBA. 3MiHa KOHTaKTHWUX AaHWX
yMOBHOBaXeHOT 0cobu, BignoBigansHoOT 3a
hapmakoHarnsag. 3mMiHa KOHTakTHOI 0CO6U YNOBHOBaXEHOT
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi. [fitova pegakuis: CamoHeHko MapuHa
BonogumupiBHa. MponoHoBaHa pefakLiis: CopokoneToBa
Anna BopuciBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6u yNnoBHOBaXKEHOT 0C06M 3aABHUKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa Micus 3iiCHEHHS
OCHOBHOI Aii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
MicL,e3HaxX0[KEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy
160. | KAPAIOMAIH | Ttabnetku, BKpuTi AciHo dapma LLiseiiuapi BMPOGHMLTBO 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpavjiiiHuX maTepianis: 3MiHa Ne 30 — 6e3 UA/10141/01/02
11 ®OPTE NNiBKOBOIO Al A NMOBHWUM LK/IOM: [JaHis 3a8BHMKa (BNacHVKa peecTpauiiHoro noceigyveHHs) (3rigHo | peyenma; Ne
060/10HKO10, Mo 150 Takega M'm6X, micue Haka3y MO3 Big 23.07.2015 Ne 460). BBegeHHsS1 3MiH 100 - 3a
mr; no 30 a6o 100 BMPOGHULITBA NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny - peyenmom
TabneTok y hr1akoHi; OpaHieHbypr, 3MiHu Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay.
no 1 donakoHy y HimeyuumnHa; BBegeHHs ab0 3MiHM A0 y3arasibHeHX AaHuX Npo
KapTOHHI/ KopoobLi BMPOGHMLITBO cuctemy dpapmakoHarnsgy (BBefeHHs y3arasibHeHuX
Hepo3dacoBaHoi JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
npoayKuii: YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
Takega ®apma A/C, hapMakoHarniaay; KOHTakTHOI 0cobu 3 chapmakoHarnagy
JIECTE]

3asBHUKa 15 34iiCHEHHSA hapMakoHarnsgy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif yNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHiI
MacTep-chaiina cuctemu hapmakoHarnsgy) - amiHa
YNOBHOB&XEHOI 0CO6U 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag. ditova pegakuisf: Johan Hellmer MD,
PHD. MNponoHoBaHa pegaxuis: Dr. med. Dieter Wetzel
(Physician), MBA. 3MiHa KOHTaKTHWUX AaHWX
yMOBHOBaXeHOT 0cobu, BignoBigansHoOI 3a
thapmakoHarnsg. 3mMiHa KOHTakTHOI 0CO6U YNOBHOBaXEHOT
ocobu 3asBHMKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YkpaiHi. [itoya pefakuis: CaMoHeHko MapuHa
BonognmupisHa. MponoHoBaHa pefakuis: CopokoneTosa

Anna bopuciBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
0Cco6u yNnoBHOBaXKEHOT 0C06M 3aiBHUKA, BiAMOBIAA/IbHOI 3a
thapmakoHarnag B YkpaiHi. 3MiHa Micus 3iiCHEHHS
OCHOBHOI Aii/IbHOCTI 3 (hapmakoHarnsgy. 3miHa
MicL,e3HaxX0[KEHHS MacTep-chaiina cuctemm
chapmakoHarnsgy
161. | KAPHIBIT® PO3YNH A5 iH'EKLIN, TOB "tOpis- Ykpaina TOB "tOpis-®apm"” Ykpaina BHECEHHS 3MiH 40 peecTpaLliinHmx maTepiasis: 3MiHu |1 3a peyenmom UA/14174/01/01
200 mr/mn; no 5 mny Papm” MRy - 3MiHK 3 sKocTi. A®l. Bupo6HMLTBO. 3MiHa
donakoHi; no 5 BMPOGHMKa BUXIAHOTO/NPOMIXKHOIrO NpoAyKTy/peareHTy, LWo
h/1aKOHIB Y KOHTYpHIl BVKOPVCTOBYIOTbCS Y BUPO6HMUYOMY npotieci Adl, abo
YapyHKOBIli ynakoBLyj; 3MiHa BUPO6HUKa (BK/TKoYatouu, e HeobXxigHo, micue
no 1 KOHTYpHil npoBeAeHHs KOHTPosto AkocTi) APl (3a BigCyTHOCTI
YapyHKOBIli ynakoBLji B cepTudpikaTa BignoBiAHOCTI EBponeiickkilt hapmakonei y
nauui 3aTBEpPMKEHOMY A0ChE)(iHLWi 3MiHK) - 3aMiHa BUPOBHNYOT
OinbHUU APl neBokapHITUMHY; 3anponoHoBaHo: Northeast
Pharmaceutical Group Company, Limited, No. 29
Shenxiliu Dong Road, Economic Technology Development
District, Shenyang, Liaoning Province, 110869, China)
162. | KETOHAN® renb 2,5%; no50ry CaHpos3 CnoBeHis Nek CnoBeHis BHECEHHS 3MiH 40 peecTpauiiHux maTepiasliB: YTOUHEHHs | 3a peyenmom UA/8325/05/01
Ty6i; no 1 Ty6i B dapmacbioTika $PapmaLeBTUYHA peecTpauiiiHoro Homepa B Haka3si MO3 YkpaiHu Ne
KapTOHHiA KOpO6L n3 a.a. KOMnaHis 4.4, 2854 Bif 10.12.2020 B npoueci BHECEHHSA 3MiH (3MiHK |
TMny - 3MiHKM Woao0 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
MapKyBaHHS YNakoBKM MIKAPCbKOro 3acoby 3 BHECEHHAM
iHhopmauii WoA0 3a3HaYEHHST OAUHMLL BUMIPIOBAHHSA Y
cuctemi Sl. BHeCeHHs 3MiH [0 po3ainy “MapkyBaHHs” MKA
N3. 3areepmpxeHo: MAPKNPOBKA (npunaraetcs).
3anponoHoBaHo: MAPKYBAHHA. 3rigHo i3 3aTBepAXeHNM
TEKCTOM MapKyBaHHS. TepMiH BBEAEHHS 3MiH - NPOTAromM 6
MicALiB MicnA 3aTBepKeHHs). Pefakuis B Hakasi:
UA/8325/01/01. 3anponoHoOBaHa peaakuis:
UA/8325/05/01.
163. | Knoaid TabneTkn, BKPUTI AnBoreH INKo | fliokcemby BUPOBHMLTBO, Ipeuis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13673/01/01
NiBKOBOO C.ap.n. pr nepBuHHE Ta - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
060/10HKOI0, M0 75 Mr; BTOPVHHE (iHWi 3MiHW) - OHOBNIEHHS TEKCTY MapKyBaHHS yNakoBKN
no 10 TabneTok y nakyBaHHs: nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
6nicTepi; no 3 abo 9, ®APMATEH C.A,, 3a3HavYeHHs oAVHMLb BUMIpOBaHHS Y cuctemi Sl. TepmiH
ab6o 10 6nicTepiB y Ipeuis; BBEEHHS 3MiH - NPOTAroM 6 MiCALiB Micns 3aTBEPIKEHHS
nauuj 3 KapToHy BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: PAPMATEH
IHTEPHELLUHA CA,
peuis
164. | KOMBIFAH® Kpanni o4Hi, no 5 mny AnnepraH IpnaHgis AnnepraH IpnaHgjs BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasiB: 3MiHW | Tuny | 3a peyernmom UA/11289/01/01
donakoHi-kpanensHuui; | ®apmacbloTika dapmacbloTikan3 - AgMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
no 1 a6o 3 drnakoHn- n3 Ipnangisa IpnaHgis afpecy MicLA NPOBaKEHHS AiS/IbHOCTI

KpanesibHuLj B

BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHIA ynakoBL,i BK/IOYAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeEeHHS KOHTPOJIHO AKOCTI. (LiSNbHICTL, 3a AKY
BiANoBigae BMPOGHMK/IMNOPTEp, BKIOYA0UM BUMYCK CEpiid)
- 3MiHa agpecy BUpo6Huka AnnepraH dapmacbioTikans
IpnaHgis, lpnaHais, 6e3 3amiHu Micus BUpoOHULTBA. 3MiHU
BHECEHO B IHCTPYKLiIO A/19 MEAMYHOrO 3aCTOCYBaHHS
LLI0A0 MiCLe3HaxX0MKEHHSI BUPOOHMKA 3 BiANOBIAHUMY
3MiHaMW Y TeKCTi MapKyBaHHS YNakoBKW NiKapcbKoro
3acoby
165. | KOPBANOI/- Kpansi opasibHi, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | ®sakoH no 25 UA/14817/01/01
OAPHULA® po34uH; no 25 mn abo "bapmavueBTu "papmMaueBTUYHA - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarisgy M1 — 6e3
no 40 mn 'y dakoHi; YyHa hipma dhipma "AapHuus”, (iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS yNakoBKU peyenma.
no 1 cpakoHy B navi "fapHuus” YkpaiHa nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i Woao ®nakoH o 40
(nakyBaHHs i3 in bulk 3a3HaYeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl. M1 — 3a
pipMn-BMPOBHUKA BHeceHHs 3MiH fo po3giny “MapkyBaHHa" MKA N3. peyernmom
TOB "®apmxim”, 3aTtBepmkeHo: MAPKNPOBKA TekcT MapkupoBku
YkpaiHa) yNakoBKN 1eKapCTBEHHOr0 CPeACTBa, KOTOpbIi
cogepxmTcs B MeTofax KOHTPOs KayecTBa
NlekapCTBEHHOTO cpefcTBa. 3anponoHOBaHo:
MAPKYBAHH$A BianoBigHO [0 3aTBEPA)KEHOIO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicns 3aTBepKeHHs
166. | KCUWJIOMETA | nopotuok (cy6cTaHLis) AT "®apmak” Ykpaina YxaHb Y50 KuTaii BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - UA/15039/01/01
30/1IHY y NOABIAHNX dapmac'totukan Ko., - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
FIAPOXTOPU | nonieTnneHoBux nrg afpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
a naketax gns NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asaBHUKa
hapMaLeBTUYHOIO (BNnacHMKa peecTpauiitHoro noceig4YeHHs)
3acTocyBaHHsA
167. | NAMIKOH® Kpem 1 %, no 15ry AT "®dapmak" YKpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3mMiHM | TUNy | 6e3 peyenma UA/2714/02/01

Ty6i; Mo 1 Ty6i y navui

- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHMKa (BnacHWka peecTpauiiHoro
NocBiAYEHHS) - 3MiHA Ha3BW Ta afpecu 3asBHUKA
(BBefeHHs 3MiH MPOTAroM 6-Tv MicsALiB nicns
3aTBEePMKEHHS); 3MiHW | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo afpecy MicLsi NPOBAKEHHS
AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBOro JlikapCbkoro
3acoby, Bk/IoYaoun AinbHUL BUMYCKy cepil abo Micue
NPOBefEeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
BiANOBIAAE BMPOGHMK/IMNOPTEp, BKIOYA0UM BUMYCK Cepiid)
- 3MiHa Ha3BuW Ta agpecu BUpobHUKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHW BHECEHI Y po3ainu "BupobHuk" Ta
"Micue3HaxomkeHHs BUPOGHWKa Ta 1ioro agpeca micus
NPoBaPKEHHSA AIS/IbHOCTI" B IHCTPYKLi0 411 MEAVYHOIO
3aCTOCYBaHHA Ta K HACMigOK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. (BeeaeHHs
3MiH NPOTArom 6-Tu MiCALIB MiCNs 3aTBEPIKEHHS); 3MiHN |
TMny - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6.
KOHTpo/1b TOTOBOrO /liKapCbKoro 3acoby. 3miHa y metogax
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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
peecmpayitiHo2o
nocsioYeHHs

BMMNpPo6YyBaHHA roTOBOr0 NikapcbKoro 3acoby (ans
npuBefeHHs y BiANoBiaHICTL 3 A4dY abo EBponeiicbkoto
hapmakoneeto Ta BUy4YEeHHS MOCUIaHHS Ha 3acTapisivi

BHYTPILLHI MeToA BUNPObyBaHHS i loro Homep) -

BHeceHHs 3MiH fo Cneumdikayii/MeToaiB KOHTPOO
SKOCTi NiKapCbKOro 3acoby 3a NOKa3HMKOM

«MikpobionoriyHa Ynctota», a came JOMNOBHEHHS

nocunaHHAM Ha ®Y Ta BUYyYEHHS MOBHOIO BUKNagy

NpoBefEeHHSA METOAVKM; 3MiHW | TURY - 3MiHN LWOA0

6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHeceHHs 3MiH [0 po3giny “MapkysaHHa” MKA N13™:
3arBepmkeHo: MapkyBaHHs. Bignosigae HagaHoMy TekcTy

MapkKyBaHHS 3anponoHoBaHo: MapkyBaHHS. 3rigHO
3aTBEPAKEHOTO TEKCTY MapKyBaHHA OHOB/IEHHSA TEKCTY

MapKyBaHHS1 yNakoBKW /liKapCbKOro 3acoby i3 3a3HavyeHHsAM
MDKHaPOAHUX NO3HAYeHb OAUHULb BUMiPIOBaHHS
(BBeAEHHs 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS)

168.

NAHOTAH®

Kpansi oyHi, 0,05
Mmr/mn, no 2,5 Mmny
donakoHi 3
KpanenbHuueto, no 1
donakoHy B nauuj

AT "dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny
- AgMiHiCTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHYBaHHS Ta afpecu 3asaBHUKa
(BNnacHvKa peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NPOTArom 6-T1 MICALIB MiCNSA 3aTBEPKEHHS; 3MiHM | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoOBaMKEHHS AiSSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYaAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoOBiAae BUPOGHMK/IMNOPTEp, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6HMKa, 6e3 3MiHn
MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB MiCNsA 3aTBePKEHHS); 3MiHU | TUny - 3MiHK Woa0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - BHeceHHs
3MiH 40 po3ainy «MapkyBaHHa» MKHA /13 3aTBepaxeHo:
MAPKYBAHHSA Bignosigae HagaHoMy TEKCTY MapKyBaHHS
ynakoBku npenapary. 3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEep)KEHOr0 TEKCTY MapKyBaHHs. BBefeHHS
3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEPMAKEHHS; 3MiHU |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO likapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS TOTOBOrO JliKapCbKOro 3acoby (a1
npuBeaeHHs y BiANOBIAHICTL 3 dY abo EBponelicbkoto
thapMakoneeto Ta BUIyHYeHHs MOCUIaHHA Ha 3acTapinuii
BHYTPILLHI MeToA BUNPObyBaHHS i Horo Homep) -
BHECEHHS 3MiH 0 MeTozjiB BUNpobyBaHHsA /13 3a
NoKasHMKOM «CTepubHICTb», 30KpEMa METO/, aHanisy
BK/IIOYEHO o0 AdY Ta €Bponelicbkoi hapmakonei,

3a peyernmom

UA/11416/01/01
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n/n

JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo2o

169.

NEBOMEKO/N

BUJTy4Ya€ETLCA NOBHWIA BUKNAA NPOBEAEHHS METOANKN Ta
[ONOBHIOETLCA BiAMNOBIAHMM NOCUIAHHAM Ha fjto4y
pegakuito 4dY Ta €, 3anuwaeTbca BignosigHe
NOCWNAHHSA Ha 3arasibHy CTaTTio

nocsBi0O4YeHHs

170.

b

NEBO®JIOKC

Masb 1o 40 ry Ty6i; no
1 Ty6i B nauui

AT "®dapmak"

YkpaiHa

AT "dapmak”

Ykpaina

BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasis: 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
NOCBIAYEHHS) - 3MiHA HaliMEHYBaHHS Ta apecu 3as8BHUKA;
3MiHM | TNy - AAMIHICTPaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecyn MicuA NPoBaMKeHHS
LisiNIbHOCTI BUpO6BHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BK/IUaoun AiNnbHULI BUNYCKY cepil abo Micue
NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (LiSNbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/iIMNopTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa Ha3Bw | agpecy BupobHuka N3 (BBegeHHA 3MiH
NPOTAroM 6-Tv MiCALIB MiCNA 3aTBEPKEHHS); 3MiHK | TNy
- 3MiHM Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarisgy
(iHwi 3miHK) - 3amiHa po3giny "MapkyBaHHs. Bignosigae
HalaHOMy TEeKCTY MapKyBaHHS" Ha po3ain «MapkyBaHHS.
3rigHO 3aTBEpKEHOr0 TEKCTY MapKyBaHHA» B
3aTBepakeHnx MKA 13 3MiHM BHECEHI B TEKCT
MapKyBaHHS YNakoBK/ NikapcbKoro 3acoby LoAo
3a3HayYeHHs MDKHapOAHMX NO3HAaYeHb OAVHWLb
BMMiptoBaHHS (BBeAEHHSA 3MiH MPOTAroM 6-TW MicsLiB
nicns 3aTBepakeHHs); 3MiHu | Tuny - 3MiHU 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepii (BkHOUYatoum gianasoH po3mipy cepii)
roTOBOrO Jlikapcbkoro 3acoby (36inblieHHs Ao 10 pasis
NOPIBHSAHO i3 3aTBEPIKEHUM PO3MIPOM) - BBEAEHHS
[,04aTKOBOro po3Mipy cepii roTOBOrO JliKapCbKOro 3acofy.
3arBepmkeHo: 260 kr (6500 Ty6 no 40 r); 390 kr (9750 Ty6
no 40 r) 3anponoHoBaHo: 260 kr (6500 Ty6 no 40 r); 390 kr
(9750 1y6 Mo 40 r); 620 kr (15500 Ty6 no 40 r); 3MiHu |
TUny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3MiHK Yy
BMPOOGHULTBI. 3MiHW Y NpoLeci BUpo6HULTBA FOTOBOro

NiKapcbKoro 3acoby, BK/OUAUM NPOMKHUIA NPOAYKT, L0
3aCTOCOBYETLCH NPV BUPOGHULITBI FOTOBOTO NiKapPCbKOro
3acoby (He3HayHa 3miHa y npoueci BUpo6bHMLUTBA) -
BHECEHHS 3MiH 0 po3ainy 3.2.P.3. Mpovuec B1upobHuLTBa
nikapcbkoro 3acoby, 3okpema: Ha CTagii NpuroTyBaHHA
Masi 3MiHeHO NOPALOK A0AABaHHSA JOMNOMDKHUX PEYOBWH
nonietnnexrnikonto 400 Ta nonieTuneHrnikonto 1500.
(3aBaHTaXXYOTb O4HOYACHO nonieTunieHrikonto 400 Ta
nonietTunexrnikonto 1500 3 noganslumMm HarpiBaHHAM Ta
nepeMillyBaHHsM 3a 3ajaHumy napameTpamu)

6e3 peyenma

UA/1197/01/01

ALVIH 250

TabneTku, BKPUTI
NiBKOBOO

Makneopc
PapmacbloTUK

060/10HKOH, M0 250

aunc Jlimiteq

IHais

Makneogc
PapmMacboTUKaC
NimiTeq

IHais

BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny
- AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo

3a peyenmom

agpecy Micusi NPoOBaMKEHHS AisiSIbHOCTI

UA/15003/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr; no 20 TabneTok y BVPOGHMKa/imMnopTepa roToBoro /ikapcbKoro 3acoby,
6nictepi; no 5 BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
6nicTepiB y KAPTOHHIN NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
ynakosLi; no 10 BiANOBIAae BUPOGHWK/IMNOpTep, BKIOYAoUM BUMYCK Cepild)
Tabnetok y 6nictepi; - 3MiHa agpecu Bupo6Huka 13 Makneoac
no 9 a6o 10 6nictepis dapmacbloTukanc flimites, IHaia, 6e3 3miHn micus
Y KapPTOHHII yrnakoBLi BMPOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepPKEHHS)
171. | NEBO®JIOKC | Tabnetku, BKpUTI Makneopc IHgis Makneogc IHgis BHECEHHS 3MiH 40 PEeECTpaLiiHnX MaTepiasiB: 3MiHn | Tuny | 3a peyenmom UA/15003/01/02
AUWH 500 NNiBKOBOIO dapmacboTuK dapmacbloTukanc - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
060/10HKO10, N0 500 anc Nimiteq Nimiten agpecu Micusi NPoOBaMKEHHS AiSSIbHOCTI
Mmr; no 20 TabneTok y BMPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
6nicTepi; no 5 BK/IOYaAOUM AiNbHULI BUMYCKy cepii abo micue
6nicTepiB y KAPTOHHiIl NPOBeAEHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
ynakosLi; no 10 BiANoBigae BMPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepiid)
Tabnetok y 6nictepi; - 3MiHa agpecu BupobHuka 13 Makneogc
no 9 abo 10 6nictepis dapmacbroTukanc fMimites, IHAIA, 6€3 3MiHK Micus
Y KapPTOHHII ynakoBLi BMPOGHMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TW MicsLiB
nicns 3aTBepaKeHHs)
172. | NEBO®DJIOKC | Tabnetku, BKpUTI Makneopc IHais Makneogac IHais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepianis: 3MiHW | TUnNy | 3a peyenmom UA/15003/01/03
AUWH 750 NNiBKOBOIO dapmacboTuK dapmacbloTukanc - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
060n0HKot0, No 750 anc Nimiteq Nimiten agpecu Micusi NPoBaMKEHHS AiSIbHOCTI
Mmr; no 10 TabneTok y BUPOGHMKa/iMnopTepa roToBOoro Jlikapcbkoro 3acoby,
6nictepi; no 10 BK/IIOYAKOUM AifIbHULi BUMYCKY cepii abo Micue
6nicTepiB y KApTOHHIl NpoBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSNbHICTb, 3a AKY
ynakosLi BiiNOBigAa€ BUPOGHMK/iMIOPTEp, BKIOYAKOUN BUMYCK Cepild)
- 3MiHa agpecu Bupo6HuKa 13 Makneoac
dapmacbtoTukanc flimitea, IHAis, 6e3 3mMiHn Micus
BMPOGHMLTBA (BBEAEHHSA 3MiH NPOTArOM 6-TW MicsLiB
nicnsl 3aTBEPAKEHHS)
173. | NIPA® PO34UH OIS iH'EKLLNA, AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHW | Tuny | 3a peyenmom UA/13370/01/01

500 mr/4 mn; no 4 mn
B amnyni; no 5 a6o 10
amnyn y navui 3
KapToHy; no 4 Mmn B
amnyni; no 5 amnyny
6nicTepi; no 1 abo no
2 6nicTepu B navui 3
KapTOHY

- 3miHu Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
(iHwWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKU
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii Woao
3a3HavYeHHs OAMHMLb BUMIPIOBaAHHSA Y cnuctemi Sl.
BHeceHHs 3MmiH [0 po3giny «MapkyBaHHA» MKA /13
3arBepoxeHo: MAPKYBAHHSA Bignosigae HagaHoMy
TEKCTY MapkyBaHHsA. 3anponoHosaHo: MAPKYBAHHA
3riAHO 3aTBEPAKEHOro TEKCTY MapKyBaHHS; 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
NoCBiAYEHHS) - 3MiHa HaliMEHYBaHHS Ta aJpecy 3asBHUKa
(BnacHvkKa peecTpauiiHoro nocBig4yeHHs1) BBegeHHS 3MiH
NPOTAroM 6-T1 MIiCALIB MiCNA 3aTBEPKEHHS; 3MiHM | TURy -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
agpecu Micusi NPoBaMKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acooby,
BK/KOYAKUM AiNbHMLI BUMYCKY cepii abo Micue
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NpPOBeLEHHS KOHTPOJIIO SKOCTI. (ZiANbHICTb, 3a SKy
BiANOBIAAa€e BUPOGHYMK/IMNOPTEp, BK/IOUAOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHA Ta agpecu BUpOGHWKa, 6e3 3MiHN
Micus BUpO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TK
MicALB Nic/a 3aTBePAXEHHS)
174. | NIPA® PO3YNH A5 iH'EKLIN, AT "®apmak” Ykpaina AT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3MiHW | Tuny | 3a peyenmom UA/13370/01/02
1000 mr/4 mn; no 4 mn - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
B amnyni; no 5 a6o 10 (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKN
amnyn y navuj 3 NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
KapTOHy; Mo 4 MmN B 3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
amnyni; no 5 amnyn y BHeceHHs 3MiH 40 po3ainy «MapkyBaHHS» MKA 13
6nicTepi; no 1 abo no 3aTtBeppxeHo: MAPKYBAHHA Bignosigae HagaHomy
2 6nicTepu B nayui 3 TeKCTy MapkKyBaHHs. 3anponoHoBaHo: MAPKYBAHHA
KapToHy 3riAHO 3aTBEpA)KEHOro TEKCTY MapKyBaHHS; 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asBHUKa
(BnacHvKa peecTpauiiHoro noceigvyeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPMKEHHS; 3MiHW | TUNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecy MicL NPOBaKEHHS AiS/IbHOCTI
BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAae BUPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepild)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUPOGHMKa, 6e3 3MiHN
Micus BUpO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TK
MicsLIB Nicns 3aTBepAKEHHS)
175. | NO3AN® 100 | TabneTku, BKPUTI TOB "CaHodi- YKpaiHa CaHocpi-ABeHTic Cn. MonbLwa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepianis: 3MiHW | TUnNy | 3a peyenmom UA/15308/01/01
nnc NNiBKOBOIO ABEHTIC 30.0. - 3MiHM 3 IKoCTi. FOTOBWIT Nikapcbkuii 3acio. Cuctema
060n0Hkoto, no 100 YkpaiHa" KOHTeliHep/3aKynoptoBasibHWii 3aci6. 3MiHa po3mipy
Mr/25 mr; Ne 30 yMNaKkoBKM FOTOBOrO NiKapcbKoro 3acoby (BUyYeHHS
(10x3), Ne 90 (10x9), yMaKoBKM MEBHOr0 PO3Mipy) - BUSTYUEHHST pO3Mipy
no 10 TabneTok y ynakoBKM nikapcbkoro 3aco6y Ne 10 (10x1) 3 BHECEHHAM
6nicTepi; no 3 abo 9 BiANOBIAHUX 3MiH [0 pO3Ainy «YnakoBka» (BBefeHHs 3MiH
61icTepiB y KAPTOHHIN NpOTSArom 6 MicsILiB Micsi 3aTBEPAKEHHS)
Kopo6ui; Ne 15 (15x1),
Ne 30 (15x2), Ne 90
(15x6): no 15
Tabnetok y 6nictepi;
no 1, 2 a6o 6
61icTepiB y KAPTOHHIN
Kopo6ui
176. | NOPATAAWNH | Ta6netku no 10 mr; no AT "Ctoma" Ykpaina AT "Ctoma" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/8394/01/01
-CTOMA 10 TabneTok y - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy

6nictepi, no 1
6nicTtepy y nauui; no
20 TabneTok y 6aHui

(iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKN
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
3a3HayYeHHs OAMHMLB BUMIPOBAHHA 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nonimepHiii, no 1 BHeceHHs 3MiH fo po3giny «MapkyBaHHsA» MKA N13.
6aHLi y navui 3arBepmkeHo: Po3ain MAPKYBAHHSA BigcyTHiIl.
3anponoHosaHo: Po3ain MAPKYBAHHSA. BignosigHo fo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTArom 6 MicsLIB NicNs 3aTBEPKEHHS
177. | MEQUXPOHA | rpaHynu, nakeT Ne 1 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/6504/01/01
ne- Ta naket Ne 2 y nauuj; "apmauesTu "papmMaueBTNUYHa - 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
OAPHULSA 7 nakeTiB Ne 1 Ta 7 YHa thipma hipma "JapHuus” (iHWi 3miHW) - 3amMiHa po3giny “IpadiyHe ohopMIeHHS" Ha
nakeTiB Ne 2 y nauui; "fapHuus” “MapkyBaHHs" B MKA /13. 3atBepmkeHo: TPAPNYECKOE
21 nakeT Ne 1 ta 21 O®OPMNEHNE
nakeT Ne 2 y nayuj CornacHo npefocTaB/ieHHbIM rpaduyecknm
n306paxeHnsaM. 3anponoHOBaHO:
MAPKYBAHHA BignoBigHO [0 3aTBEPA)KEHOIO TEKCTY
MapKyBaHHSI.
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
3ac00y 3 BHECEHHAM iHhopMaL,ii LLoA0 3a3HaYEeHHS
OAMHWLb BUMIpIOBaHHSA Y cucteMi Sl. TepmiH BBeAEHHS
3MiH - NPOTAroM 6 MicALIB NiC/1A 3aTBEPKEHHS.
178. | MEOOKNAB NopoLUOK NS Mepokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/18207/01/01
opasibHOT cycneHsii, nTa (3asopg B) - 3MiHM LWoA0 6e3nekun/edeKTBHOCTI Ta hapmakoHarnagy.
400 mr/57 mrB 5 mn; 1 BBepgeHHs ab0o 3MiHM [0 y3ara/ibHeHMX JaHWX Npo
ch/1akoH 3 NOPOLLKOM cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
ANA npuroTysaHHs 70 JaHnx npo cuctemy dapmakoHarnsagy, smiHa
MJ1 cycneHsii abo 1 YMOBHOB&XEHOT 0CO6MU, BiANOBIfaIbHOI 3a 34iiCHEHHS
ch/1akoH 3 NOPOLLKOM chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
ANA NPUroTyBaHHsA 3asBHUKA 419 34ilicCHeHHs hapmakoHarnagy B YkpaiHi,
140 mn cycneHsii 'y SIKLL0 BOHA BigMIHHA Bif YNOBHOBaXKEHOI 0cobu,
KOMMNEKTI 3 403YHUUM BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
LUMPULLEM Y KapTOHHIiA (BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
Kopobui MacTep-aiina cuctemm hapmakoHarisgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BiANoBifaIbHOT 3a
3ailicHeHHs hapMakoHarnsgy: MponoHoBaHa pejakLis -
Marina Couva. 3mMiHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
ocobu, BiANOBIAa/IbHOI 3a 34iiCHEHHS hbapMmakoHarnsagy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6U 3asBHYIKA,
BIANOBIAA/IbHOI 32 34iICHEHHSA hapmakoHarisay B
YkpaiHi. 3MiHa Micus 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs1 MacTep-
dharina
179. | MENOKC Tabnetku no 15 mr; no Mepokemi Kinp Megokemi T4 Kinp BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/7284/01/02
10 TabneTok y nTa (LleHTpanbHwuii - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsagy
6nictepi; no 1 3ason) (iHWi 3miHK) - 3aMiHa po3giny «IpadiyHe 306paXKeHHs

6nicTepy B KapTOHHiIl
Kopoobui

ynakoBKu» Ha po3ain «MapkyBaHHa» y MKA N13:

3anponoHosaHo: TEKCT MAPKYBAHHSA. 3rigHo
3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cucTemi Sl. BBefieHHs 3MiH NpoTsArom 3-X MicsALiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS
180. | MEHOBA3WH | po3uuH ans TOB Ykpaina BMPOGHMLTBO 3a YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/8480/01/01
30BHILLUHBLOTO "TepHochbapm” NOBHUM LUK/IOM - 3MiHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
3aCTOCYyBaHHA, (BKNHOYAOUM (iHWi 3miHW) - 3aMiHa po3giny «IpadiyHe ohopMIeHHA
cnupToBMiA, No 40 Mn nepBuHHe Ta yNakoBKM» Ha po34in « MapkyBaHHa» y MKA 13
y donakoHax abo y BTOPUHHE (BupobHuk TOB "TepHodhapM") BHeceHHs 3MiH A0 po3giny
dhnakoHax 3 nakyBaHHs); «MapkyBaHHs» MKA N3 (BupobHuk TOB "Mikpodapm”)
MeXaHiYHUMK BiANoBiganbHUIA 3a 3aTtBepmxeHo: Po3ain «FPA®IYHE OPOPM/TIEHHA
posnuatoBavamu; no KOHTPO/b Ta BUMYCK YMAKOBKW (BUPOBHNK TOB «TEPHO®DAPM>»)»
40 mn y chnakoHi abo cepii: JopaeTbea. Po3gin «MAPKYBAHHSA (BUPOBHUK TOB
y thnakoHi 3 TOB "TepHodhapm", «MIKPO®APM»)» [lofaeTbcs. 3anponoHoBaHo: Po3gin
MeXaHiYHUM Ykpaina «MAPKYBAHHS» BignosigHo A0 3aTBEPAYKEHOro TEKCTY
posnuntoBayem; no 1 BUPOBHNLITBO 3a MapKyBaHHSA. 3MiHN BHECEHI B TEKCT MapKyBaHHS yMakoBK/
chnakoHy B naui NOBHUM LK/TIOM NiKapcbKoro 3acoby L4010 3a3HaYeHHs OAUHNLb
[CLGILEETETY BMMIiplOBaHHA Y cuctemi Sl. BBeeHHs 3MiH MpoTsarom 6-Tu
nepBrHHE Ta MiCAILiB MicNs 3aTBEPKEHHS.
BTOPWHHE
nakyBaHHs);
BigNoBiAabHWiA 3a
KOHTPO/b Ta BUMYCK
cepii:
TOB "Mikpocpapm®,
YkpaiHa
181. | MEPOBAK NOpPOLUOK ANs Mictpan AHrNIsA ALC LOB®AP ITanis BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepiasliB: TEXHIYHA 3a peyenmom UA/18216/01/02
NPUroTyBaHHSA Kenitan C.N.A., Itanisa nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
PO34MHY ANS iH'eKUili MeHeXMeHT (BPOGHNLTBO BUMNpPaB/IEHO TEXHIYHY MOMUIIKY, & came rpaMaTuyHi
no 500 mry Nimiten roToBOro MOMWJIKW, B TEKCTI MapKyBaHHS YNakoBKW NiKapCbKOro
dhnakoHax, no 1 a6o nikapcbKoro 3acoby 3acoby. 3a3HaueHe BUNpaB/eEHHS BiANOBigae maTepianam
10 dpnakoHis y Ta BuUnyck cepii); peecTpaLiiHoro Aockbe
KapTOHHI KOpooLyi ALIC LOB®AP
C.MN.A., ITanisa
(BMpOGHMLTBO Ta
KOHTPO/Ib SIKOCTI
CTEPU/ILHOI CyMiLLi)
182. | MEPOBAK NopoLUOK AN Mictpan AHrNIA ALC JOB®AP ITanis BHECEHHS 3MiH 40 peECTpaLiiiHMXx MaTepiasiB: TEXHIYHA 3a peyenmom UA/18216/01/01
NPUroTyBaHHs Kenitan C.N.A., ITanisa nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
PO34MHY AN5 iH'eKLil MeHemKMeHT (BMPO6GHNLTBO BUMPaB/IEHO TEXHIYHY MOMUIIKY, & came rpamaTuyHi
no 1000 mry Nimiteq roToBOro NOMWJIKW, B TEKCTI MapKyBaHHS YNakoBKM JliKapCbKOro
chnakoHax, no 1 abo nikapcbKoro 3acoby 3acoby. 3a3HayeHe BUMNpaB/IEHHS BigNoBigae maTepianam
10 donakoHiB y Ta BUNyck cepii); peecTpaLiiHoro Aockbe
KapTOHHIA KopooLi ALC JOB®AP
C.N.A,, Itanisa
(BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
CTEepPW/IbHOI CyMiLLi)
183. | METOTPEKC | tabnetku no 2,5 wr, EBEBE ABCTpis BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/0513/01/01
AT "EBEBE" no 50 TabneTok y Papma EBEBE ®apma HimeuunHa - 3MiHM WoAo 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy




108

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTeliHepi; no 1 lec.m.6.X. lec.m.6.X. Haor. KT, (iHWi 3MiHW) - 3MiHM BHECEHi [0 iHCTPYKUIiT 4719 MeANYHOro
KOHTEliHepy y Hdpr. KI ABCTpISi; BUNYCK 3aCTOCYyBaHHS NikapCcbKoro 3acoby y posainu
KapTOHHI KOpooLi cepii: Cantotac "MpoTnnokasaHHs", "B3aeMogisa 3 iHIMMMW NiKapCbKUMun
dapma 'vbX, 3acob6amu Ta iHWi B1uAM B3aemogii”, "OcobmBocCTi
HimeuuunHa; 3acTocyBaHHSA", "3acTocyBaHHs y nepiog BariTHocTi abo
BVMPOGHMLTBO in roflyBaHHs rpyaar”, "34atHicTb BNMBATU Ha LUBUAKICTb
bulk, ynakoBka, peakuii Mpy KepyBaHHi aBTOTPaHCNOPTOM ab0 iHLWMMY
TecTyBaHHs: Maynt MexaHizmamu”, "Cnoci6 3actocyBaHHsa Ta 403u" (LLoao
Papma Amaper 6e3nekn), "Mepepo3sysaHHA", "Mo6iuHI peakuii” BignoBigHO
'vm6X, HimeuurHa [10 OHOB/EHOT iHdhopMaLii 3 6e3nekun Ailo4oT PeHOBUHN.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHN | TUMY - AAMIHICTPATUBHI 3MiHW.
3miHa kogy ATX - 3MiHN BHECEHO [0 IHCTPYKLIi ANs
MeAMYHOro 3acTOCYBaHHSA MikapCbKoro 3acoby 40 po3giny
"®apmakoTepaneBTuyHa rpyna” BignosigHo Ao
MiXHapoAHoro knacudgikatopa BOO3
(http://www.whocc.no/atc_ddd_index/): 3anponoHoBaHo:
IMyHOCcynpecaHTw, iHWi imyHocynpecaHTu. Kog ATX LO4A
X03. AHTVHeoNnacTNYHi 3aco6u. AHTUMETaboNITK.
CTpyKTYypHi aHanoru gponiesoi knucnotu. Kog ATX LO1B
AO01. BBefieHHs 3MiH NpOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
184. | METOTPEKC | tabnetkv no 5 mr, no EBEBE ABCTpist BUNYCK cepil: ABcTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/0513/01/02
AT "EBEBE" 50 TabneTok y Papma EBEBE ®apma HimeuunHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
KOHTeliHepi; no 1 lec.m.6.X. lec.m.6.X. Hoor. KT, (iHWi 3MiHW) - 3MiHW BHECeHi [0 iIHCTPYKLii AN1A MegU4HOoro
KOHTEliHepy y Hdpr. KI ABCTpISi; BUNYCK 3aCTOCYyBaHHSA NikapCcbKoro 3acoby y posainu

KapTOHHI/ KopoobLi

cepii: Cantotac
dapma 'vbX,
HimeuuunHa;
BVMPOGHMLTBO in
bulk, ynakoBka,
TecTyBaHHs: MaynT
Papma Amaper
v6X, HimeuunHa

"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK flikapCbKUMu
3acob6amu Ta iHWi Buau B3aemogii”, "OcobmBocCTi
3acTocyBaHHSA", "3acTocyBaHHs y nepiog BariTHoCTi abo
roflyBaHHs rpyaar”, "34atHicTb BN/MBATK Ha LUBUAKICTb
peakuii Npn kepyBaHHi aBTOTPaHCMOPTOM abo iHLWNMK
MexaHismamun”, "Cnoci6 3acTtocyBaHHsa Ta f03n" (LWoao
6e3nekn), "Mepepo3sysaHHA", "Mo6iuHI peakuii” BignosigHO
[10 OHOB/EHOT iHdhopMaLlii 3 6e3nekun Ailo4oT PeHOBUHN.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPMKEHHS; 3MiHU | TUMY - AAMIHICTPATUBHI 3MiHW.
3miHa kogy ATX - 3MiHM BHECEHO [0 IHCTPYKLUIT An1A
MeAMYHOro 3acTOCYBaHHS MikapCcbKoro 3acoby 40 po3giny
"apmakoTepaneBT1yHa rpyna” BifgnoBigHo A0
MiXXHapogHoro knacudikaropa BOO3
(http://www.whocc.no/atc_ddd_index/): 3anponoHoBaHo:
IMyHOCynpecaHTH, iHWi imyHocynpecaHTu. Kog ATX LO4A
X03. AHTVHeoNacTNYHi 3ac06u. AHTUMETaboNITK.
CTpyKTypHi aHanoru dponiesoi kncnotu. Kog ATX LO1B
AO01. BBefieHHs1 3MiH NpoTArom 6-T1 MicALiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
185. | METOTPEKC | Ta6bnetku no 10 wmr, no EBEBE ABcTpis BMNYCK Cepil: AscTpisi/ BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/0513/01/03
AT "EBEBE" 50 TabneTtok y dapmva EBEBE ®apma HimeuunHa - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
KOHTelHepi; no 1 Fec.m.6.X. lec.m.6.X. Hdpr. KT, (iHWi 3MiHW) - 3MiHW BHECEHI A0 IHCTPYKUii AN18 MeguyHoro
KOHTEliHepy y Hdpr. KI ABCTpIsi; BUMYCK 3acToCyBaHHS NikapcbKoro 3acoby y po3aim
KapTOHHIA KOpooLi cepii: CantoTtac "MpoTrnokasaHHs", "B3aeMogis 3 iHWMMKN NiKapCbKUMu
dapma M'vbX, 3acobamu Ta iHWi BUAW B3aemogiin”, "OcobnmsocTi
HimeuuunHa; 3acTocyBaHHs", "3acTocyBaHHSA y nepiog, BaritTHocTi abo
BUPOBHMLTBO in rofyBaHHs rpyaat”, "34atHiCTb BNAMBATU Ha LWBUMAKICTb
bulk, ynakoska, peakuii Npu KepyBaHHi aBTOTPaHCNOPTOM abo0 iHLIMMKY
TecTyBaHHs: [aynT MexaHismamu', "Cnocib 3actocyBaHHA Ta fo3un" (Lwogo
dapma Amaper 6e3nekn), "MepenosysaHHs", "MobivHI peakuii” BigNoBigHO
vm6X, HimeuunHa [10 OHOB/EHOT iHdhopMmaLii 3 6e3nekn Aito4oTl PpeYOBUHN.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MmiHa kogy ATX - 3MiHM BHECEHO A0 IHCTPYKLUIi A1s
MeAMYHOro 3acTOCyBaHHSA MikapCbKoro 3acoby 40 po3giny
"GapmMakoTepaneBTMyHa rpyna” BignosigHO [0
MiKHapoAHoro knacudgikaropa BOO3
(http://www.whocc.no/atc_ddd_index/): 3anponoHoBaHo:
IMyHOcynpecaHTH, iHWi imyHocynpecaHTu. Kog ATX LO4A
X03. AHTMHeoNIacTUYHI 3aco6U. AHTUMETaboniTH.
CTpyKTYypHi aHanoru donieBoi kucnotu. Kog ATX LO1B
AO1. BBefieHHs 3MiH NpoTAromM 6-tu micAuiB nicns
3aTBEPLKEHHS
186. | METOTPEKC KOHUeHTpaT ans EBEBE ABCTpiIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/1209/02/01
AT "EBEBE" PO34UHY A5 iHGy3il, dapma lec.m.6.X. Hdpr. KT, HimeuunHa - aAAMiHICTpaTVBHI 3MiHW. BUyyeHHs1 BUPOOHWYOT AiNbHULL
100 mr/mn no 5 mn fec.m.6.X. ABCTpist (NOBHUIA (Bktovaroum ginbHULi gns A®l, NpoMiXKHOTO NPOAYKTY abo
(500 wr), abo no 10 Hdor.KI LMK BUPOGHNLTBA); rOTOBOrO JliKkapCbKoro 3acoby, AiNbHULI 415 NPOBEeAEHHS
M (1000 mr), abo no Na6op N+C AT, nakyBaHHs, BUPOGHYKa, Bi4NOBiAaNbHOro 3a BUNYCK Cepild,
50 mn (5000 mr) y HimeuunHa MicLie NpoBeAEHHA KOHTPOJIO cepil) abo nocTtavyasibHUKa
donakoHi; no 1 (TecTyBaHHs); MM/ BMXiHOTO Marepiany, peareHTy abo AONOMiXHOT
(h/1aKOHY B KapTOHHiii Mikpo6ionoriwec PEYOBUHM (AKLLO 3a3HAYEHO Y JOCLE) - BUSTYYEHHSI OAQHOMO
Kopobui Mptochnabop M6X, i3 3aTBEpMKEHNX BUPOOHUKIB AD| MeToTpekcaTy;
ABCTpif 3anponoHosBaHo: FERMION OY, Finland
(TecTyBaHHs)
187. | MET®OPMIH TabneTkn, BKPUTI CaHpo3 CnoBeHisn Nek C.A., NonbLya Monblwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/9477/01/01
CAHAO03® NNiBKOBOIO dapmacbtoTika (BMPOGHMLTBO 3a - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/IE-cepTudiikat
060n0Hkoto, no 500 n3 a.a. NMOBHUM LMK/IOM; BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.

Mmr; no 10 TabneTok y
6nicTepi; no 3 abo 12
6nicTepiB y KApTOHHIl
KopooLi

nakyBaHHs, BUMYCK
cepii)

MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
Bi4MOBIAHOCTI ab60 BUTYyYEHHS cepTudiikaTa BignoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ans BuxigHoro
marepiany/peareHTy/npomMiKHOro NPoAyKTy, Lo
BVMKOPUCTOBYHOTLCS Y BUPOOHMUTBI ADI; 4151 [OMOMIDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKIlt
thapmakonei) - OHOB/IEHUIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA -
noAaHHA OHOBJ/IEHOTO cepTudlikaTty BiANOBIAHOCTI




110

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo2o
nocsioYeHHs

€poneiicbkili hapmakonei Ne R1-CEP 2000-059-Rev 10
ans pitovoi pevosmHn Metformin Hydrochloride Big Bxe
3aTBepaxeHoro BupobHnka HARMAN FINOCHEM
LIMITED; 3miHu | TUny - 3miHu 3 skocTi. CepTudikar
BignosigHocTI/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHs HOBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI APl Ans
[ONOMDKHOT peqyoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkin dhapmakonei) - OHoBMeHUI cepTudikar Big,
yXe 3aTBepKeHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
cepTudpikaTy BiANoBigHOCTI €Bponeiickkili hapmakonei Ne
R1-CEP 1999-030-Rev 08 (3aTBepmkeHo: R1-CEP 1999-
030-Rev 07) gns gitoyoi pevoBuHu Metformin
Hydrochloride Big Bxe 3aTBepxeHoro BupobHuka VISTIN
PHARMA AS, sik Hacnigok 3miHa agpecu BnacHuka CEP
(3anponoHoBaHo: Fabrikk Fikkjebakke Stuttlidalen 4
Norway-3766 Sannidal)

188.

MET®OPMIH
CAHJ03®

TabneTkn, BKPUTI
N/1iBKOBOIO
060/10HKOt0, N0 850
mr; no 10 TabneTok y
6nicTepi; no 3 abo 12
6nicTepiB y KAPTOHHiIl
Kopo6ui; no 12
Tabnetok y 6nictepi;
no 10 6nicTepiB y
KapTOHHI/ KopoobLi

CaHpo3
PapmacbioTika

n3 a.a.

CnoBeHisa

Nek C.A., Monbwa
(BUpOGHMLTBO 3a
NOBHUM LVIK/TOM;

nakyBaHHs1, BUMYCK

cepii)

Monbwa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- 3MiHK 3 AKocTi. CepTudikaT BignosigHocTi/IE-cepTudikaT
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ans BUXigHOTo
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONECHKIlt
thapmakonei) - OHOBMEeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA -
noJaHHs OHOB/IEHOro cepTuddikaty BignoBigHOCTI
€sponeiickkin dhapmakonei Ne R1-CEP 2000-059-Rev 10
ans pitovoi pevosrHn Metformin Hydrochloride Big Bxe
3aTBepxeHoro Bupo6Hka HARMAN FINOCHEM
LIMITED; 3miHu | TUny - 3miHn 3 akocTi. CepTudikar
BignosigHocTi/lE-cepTudikat BignoBigHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
ansa A®l; ana BuxigHoro matepiany/peareHTy/npoMixXHOro
NpoAyKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOGHULTBI ADI; Ans
[ONOMDKHOT pevyoBMHK (cepTudpikar BifnoBigHOCTI
€Bponelicbkiin hapmakoner) - OHOBMEHUIA cepTudikar Big
yXe 3aTBepAKeHOro BUPO6HMKa - MoAaHHsA OHOB/IEHOTO
cepTudikaty BiAnoBigHOCTI €Bponeiickkili hapmakonei Ne
R1-CEP 1999-030-Rev 08 (3atBepmpxeHo: R1-CEP 1999-

3a peyenmom

UA/9477/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
030-Rev 07) gns gitoyoi pevoBuHn Metformin
Hydrochloride Big Bxe 3aTBepxeHoro Bupo6Huka VISTIN
PHARMA AS, sik Hacnigok 3miHa agpecu BnacHuka CEP
(3anponoHoBaHo: Fabrikk Fikkjebakke Stuttlidalen 4
Norway-3766 Sannidal)
189. | MET®OPMIH- | TabneTtkn, BKpUTI TOB "CaHodi- YkpaiHa C.C. «3eHTiBa PymyHis/ BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/15295/01/01

CAHO®I NNiBKOBOIO ABeHTIC C.A.», PymyHia IHais - AgMiHICTpaTUBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL
060/10HKO10, M0 500 Mr YkpaiHa" (KOHTPO/b Ta BUMNYCK (Bkntovatoum ginbHuULi ons A®l, NpoOMiXKHOrO NPoAyKTY abo

Ne30 (15x2), Ne120
(15x8): no 15
Tabnetok y 6nictepi,
no 2 abo no 8
6nicTepiB y KAPTOHHIl
Kopobui

cepii); CaHodi IHAis
Nimiteq, IHAis
(BUPOGHULTBO
TabneTok, NnepBrMHHE
Ta BTOPVHHE
nakyBaHHs)

rOTOBOrO /iKapCbkoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs1, BUPOOGHWKa, BifNOBIAA/IbHOMO 3a BUMYCK Cepil,
MicLie NpoBefleHHA KOHTPOI0 cepil) abo nocTtavyanbHUKa
BMXifHOro mMartepiany, peareHTty abo A0NOMiKXHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y [JOCLE) - BUTyYEHHS
BMPOGHMKa Aito40i pevoBrHKU Auro Laboratories Ltd; 3miHu
| Tuny - AOMiHICTpaTMBHI 3MiHW. BunyyeHHs BUPOGHMYOT
OinbHUU] (BKIKOYaouM AinbHUL Ana APl NpoMibKHOTo
NPOAYKTY abo roTOBOro NiKapcbKoro 3acoby, AinbHUL ANs
npoBefeHHs NakyBaHHS, BUPOGHYKa, BifNoBiAaIbHOMO 3a
BWMYCK Cepiid, MicLle NPOBEAEHHS KOHTPO/IHO cepii) abo
noctavasibHMKa BUXigHOro martepiasny, peareHty abo
L0MOMIDKHOT PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BU/TyYEHHS BUPOOHWMKA Ajto4oi pevyoBuHM Harman
Finochem Ltd; 3miHun | Tuny - 3miHn 3 skocTi. CepTudpikat
BignosigHocTi/l E-cepTudikar BignosigHOCTi EBponeiichkii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTta BignNoBigHOCTI €Bponechkin hapmakonei:
ansa A®l; ona BuxigHoro marepiasy/peareHTy/npoMixXHOro
NPOAYKTY, LLIO BUKOPUCTOBYIOTLCA Y BUPOBHULTBI ADI; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkiii hapmakonei) - HoBuii cepTudikar Big,
HOBOrO BMPOOHUKA (3aMiHa ab0 [ONOBHEHHS) - NOAAHHS
HOBOro cepTudikaTa BifgnoBiAHOCTI EBPONECHKIi
hapmakonei Ne RO-CEP 2009-233-Rev 02 ans gitouoi
peyoBuHn Metformin Hydrochloride Big HoBOro Bupo6bHuka
SOHAN HEALTHCARE PVT. LTD; 3minu | Tvny - 3miHn 3
AKocTi. CepTudikar BignosigHocTi/lE-cepTudiikat
BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
MopaHHA HOBOrO abo OHOB/IEHOTO cepTudlikaTa
BiANOBIAHOCTI @60 BUNYyYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkili hapmakonei: ans A®l; ons BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYyKTY, Lo
BMKOPWCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONECHKIlt
thapmakonei) - OHOBMEeHUIA cepTudikar Bif yxe
3aTBEPKEHOro BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTtudpikaTa BigNoBigHOCTI EBponeiickkili hapmakonei No
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

R1-CEP 2009-233-Rev 00 a1 Ajto4oi pe4yoBuHN
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
Bnpo6Huka SOHAN HEALTHCARE PVT. LTD; 3miHu |
Tuny - 3MiHn 3 akocTi. CepTudikaT BignosigHocTI/lE-
cepTudikaT BignoBigHOCTI EBponeiickkiii
hapmakonei/moHorpadii. NMogaHHs HOBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI APl Ans
[ONOMDKHOT peqyoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkin dhapmakonei) - OHoBMeHUI cepTudikar Big,
yXe 3aTBepKeHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
ceptudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1998-079-Rev 08 ans ajtouoi pe4yoBuHn
Metformin Hydrochloride Big, BXe 3aTBEpAXeHOro
BMpo6HUKa Wanbury Limited, IHAjsa; 3MiHK | TUNy - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANoOBiAHOCTI EBponeiickbkil hapmakonei/MoHorpaii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, WO
BMKOPVCTOBYHOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOBNeHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1998-079-Rev 07 ans gjto4oi pe4yoBuHA
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
BMpo6HMKa Wanbury Limited, IHgis; 3miHy | Tuny - 3miHu 3
saKocTi. CepTudpikat signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponeiickbkin thapmakonei/moHorpadii.
MoaaHHA HoBOro abo OHOBNEHOrO cepTudiikata
Bi4NOBIAHOCTI a60 BUYYeHHS cepTudikaTa BifnoBigHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuUHM (cepTudikaT BiANOBIAHOCTI €BPONENChKIi
chapmakonei) - OHOB/IEHUIA cepTudikar Bif yxe
3aTBEPXEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
ceptucbikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2011-328-Rev 01 gns Ajto4oi pe4oBuHN
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
BUpo6HMKa EXEMED PHARMACEUTICALS;
3MiHu | Tuny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocCTI/IE-cepTudikat BignoBiaHOCTI EBpoNeiichkii
papmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOB/IEHOTO cepTudlikaTa BignoBigHOCTi a60 BUTYYEHHS
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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
peecmpayitiHo2o
nocsioYeHHs

cepTudpikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAYKTY, L0 BUKOPUCTOBYHOTLCSA Y BUPOGHULTBI ADI; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEHUIA cepTudikar Bif,
yXe 3aTBEpAXEHOro BUPOOHUKA -
noAaHHs OHOBJIEHOTO cepTudikata BifnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2011-328-Rev 00
ans pitovoi pevosmHn Metformin Hydrochloride Big Bxe
3aTBepAXeHoro BupobHnka EXEMED
PHARMACEUTICALS; 3MiHu | TUny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikar BiAnoBigHOCTI
€Bponeiicbkili hapmakonei/moHorpadii. MogaHHA HOBOro
ab0 OHOBJ/IEHOrO cepTudikaTa BiAnNoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBponeNichKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 1997-049-Rev 07 ans gjto4oi pe4yoBuHA
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
BMpobHuka USV PRIVATE LIMITED

190.

MET®OPMIH-
CAHO®I

TabneTtkn, BKPUTI
NNiBKOBOO
060/10HKO0, N0 850 mr
Ne30 (15x2): no 15
TabneTtok y 6nictepi,
no 2 6nictepu y
KapTOHHI Kopo6Lyj;
Ne120 (20x6): no 20
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI/ KopoobLi

TOB "CaHodi-
ABeHTIiC
YkpaiHa"

YkpaiHa

C.C. «3eHTiBa
C.A.», PymyHis

(KOHTpOsb Ta BUMYyCK

cepii); CaHodoi IHAisA
Nimitea, HAia
(BMpPOGHMLTBO

TabneTok, nepBuHHE

Ta BTOPUHHE
nakyBaHHs)

PymyHis/
IHgis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- AgMIHICTpaTVBHI 3MiHW. BunyyeHHs BUPOOHNYOT AiNbHUL
(Brtovaroun ginbHuui Ans A®l, npoMixHOro NpoAykTy abo
roTOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs, BUpO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
MicLie MPOBEAEHHSA KOHTPOIO cepii) abo noctadanbHUKa
BUXiAHOrO MaTepiany, peareHTy abo AONOMIKHOI
PEYOBUHM (SIKLLLO 3a3HAYEHO Y AOCHE) - BUTYYEHHS
BMPOGHMKa Aito4oi pevoBrHM Auro Laboratories Ltd; 3miHu
| TMny - AAMIHICTpaTVBHI 3MiHW. BunyyeHHss BUpOGHMYOT
AiNbHULI (BKAOYatoum AinbHuLi ans A®l, npomikHoro
npoaykTy abo roToBOro fikapcbKoro 3acoby, AiNbHUL Ans
NpoBefeHHA nakyBaHHs, BUPOOHUKA, BiANOBiAaIbHOTO 3a
BWMYCK Cepiii, MicLle NpoBeAEHHS KOHTPO/IIO cepii) abo
noctavasibH1Ka BUXifHOTO MaTepiasny, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y AOCLE) -
BWyYEHHS BUPOOHWMKA Ajtoyoi peyoBuHn Harman
Finochem Ltd; 3miHu | Tuny - 3miHn 3 AkocTi. CepTudpikat
BignosigHocTi/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
hapmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI abo BUMYYEHHS
cepTtudpikaTa BiANOBIAHOCTI EBponeiichkili hapmakonei:

3a peyenmom

UA/15295/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMNOBIAHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikaT Big,
HOBOro BMPOGHUKA (3aMiHa ab0 [ONOBHEHHS) - NOAAHHS
HOBOrO cepTudikaTa BignoBiAHOCTI EBPONENCHKIi
chapmakonei Ne RO-CEP 2009-233-Rev 02 ans gitovoi
peyoBuHn Metformin Hydrochloride Big HoBOro Bupo6bHuka
SOHAN HEALTHCARE PVT. LTD; 3minu | Tvny - 3miHn 3
akocTi. CepTtudpikat BignosigHocTi/l E-cepTudpikar
BiANOBIAHOCTI EBponeiickbkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI @60 BUMYyYEHHS cepTudikarta BifgnoBigHOCTI
€Bponeiicbkii hapmakonei: ans A®l; ans BUXigHOro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BMKOPVCTOBYHOTbCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudhikaT BiANOBIAHOCTI EBPONEChKIlt
hapmakonei) - OHOBAEHUIA cepTUAIKaT Bif yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
ceptudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2009-233-Rev 00 gns Ajto4oi pe4yoBuHn
Metformin Hydrochloride Big, BXe 3aTBEpAXeEHOro
BMpo6Huka SOHAN HEALTHCARE PVT. LTD; 3MiHu |
Tmny - 3MiHn 3 akocTi. CepTudikaT BignosigHoCTI/IE-
cepTudikaT BignoBigHOCTI EBponeiichKii
hapmakonei/MmoHorpadii. NMogaHHsa HoBoro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei:
ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMiXXHOro
NpoAYKTY, LLIO BUKOPUCTOBYHOTLCSA Y BUPOGHULTBI ADI; Ans
[OMNOMDKHOI peyoBuHM (cepTudikaTt BiAMOBIAHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEHUIA cepTudikar Bif,
yXe 3aTBepKeHOro BUPO6HMKA - NOAaHHSA OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1998-079-Rev 08 ans gjto4oi pe4yoBuHM
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
BMpo6HMKa Wanbury Limited, IHgis; 3miHy | Tuny - 3miHu 3
saKocTi. CepTudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponelickbkin thapmakonei/MoHorpaii.
MoaaHHA HoBOro abo OHOBNEHOrO cepTudiikata
Bi4NOBIAHOCTI a60 BUYYEeHHS cepTudikaTa BifnoBigHOCTI
€poneiicbkinn thapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuUHM (cepTudikaT BiANOBIAHOCTI €BPONENChKI
thapmakonei) - oHOBNeHWIA cepTuddikar Big, yxe
3aTBEPXEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTtucbikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 1998-079-Rev 07 ans Ajto4oi pevyoBrHU
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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
peecmpayitiHo2o
nocsioYeHHs

Metformin Hydrochloride Big, BXxe 3aTBepAXeHoro
BMpo6HUKa Wanbury Limited, [HAjsa; 3MiHK | TUNy - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikara BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOB/IEHWIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 2011-328-Rev 01 ans gjto4oi pe4yoBuHA
Metformin Hydrochloride Big Bxe 3aTBepapKeHoro
BMpo6HMka EXEMED PHARMACEUTICALS;
3MiHu | TUnNy - 3MiHK 3 AkocTi. CepTudpikat
BignosigHocTi/lE-cepTudikar BignosigHOCTi EBpONeEChKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTa BignNoBigHOCTI EBpoNenchkin hapmakonei:
ons A®l; onsa BuxigHoro martepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; aAns
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkiin dhapmakonei) - OHOBIEHUIA cepTudikar Big,
yXXe 3aTBeppKeHOro B1UpobHuKa -
noAaHHA OHOB/IEHOTO cepTudikara BifgnoBigHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2011-328-Rev 00
ans pitovoi pevosmHn Metformin Hydrochloride Big Bxe
3aTBEpAKEHOro BMpo6Hka EXEMED
PHARMACEUTICALS; 3miHu | Tvny - 3MiHW 3 AKOCTI.
CepTtucpikat BignosigHocTi/lE-cepTucpikat BignosigHocTi
€Bponeiicbkin thapmakonei/moHorpadii. MogaHHA HOBOro
abo oHOB/EHOrO cepTudikaTa BiANoBigHOCTI abo
BU/TyYEHHS cepTudpikaTa BignoBigHOCTI EBponeiichkii
thapmakonei: ana A®l; gns suxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuUHM (cepTudikaT BiANOBIAHOCTI €BPONENChKIi
chapmakonei) - OHOB/IEHUIA cepTudikar Bif yxe
3aTBEPXEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
ceptucbikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 1997-049-Rev 07 ons Ajto4oi pe4oBuHN
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
BUpo6HMKa USV PRIVATE LIMITED

191.

MET®OPMIH-
CAHO®I

TabneTku, BKpUTI
nNiBKOBOIO

TOB "CaHodi-
ABEHTIC

YKpaiHa

C.C. «3eHTiBa
C.A.», PymyHis

PymyHis/

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- AIMIHICTpaTMBHI 3MiHW. BunyyYeHHs BUPOBHUYOI AiNbHULL

3a peyernmom

UA/15295/01/03
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
o60s10HKot0, No 1000 YkpaiHa" (KOHTpO/b Ta BMMNYCK (Brtovaroum ginbHuui Ans A®l, npoMixxHOro NpoaykTy abo

mr Ne30 (15x2): no 15
TabneTtok y 6nictepi,
no 2 6nictepu y
KapTOHHI Kopo6Lyj;
Ne120 (20x6): no 20
Tabnetok y 6nictepi,
no 6 6nictepis y
KapTOHHI KopoobLi

cepii); CaHodpi IHAisA
Nimiten, IHaia
(BMpPOGHMLTBO
TabneToK, NepBNHHE
Ta BTOPVHHE
nakyBaHHs1)

roTOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
MicLie NpoBeAEeHHS KOHTPOJIO cepii) abo nocTayvasibHMKa
BUXIAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEYOBMHM (SIKLLO 3a3HAYEHO Y [OCHE) - BUTyYEHHS
BMPOGHMKa Aito4oi peyoBrHK Auro Laboratories Ltd; 3miHu
| TUny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHss BUpOGHMYOT
AiNbHULI (BKNOYatoum AinbHuLi ana A®l, npomikHoro
npoaykTy abo roToBOro ikapcbKoro 3aco6y, AiNbHuULI Ans
NpoBefeHHsA nakyBaHHs, BUPOOHMKA, BiANOBIAaIbHOIO 3a
BWMYCK CEPiiA, MiCcLie NPOBELEHHS KOHTPO/IIO cepii) abo
nocTavasibH1Ka BUXIAHOro MaTepiasny, peareHTy abo
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y OCLE) -
BWyYEHHS BUPOOHWMKA Ajto4oi peyosBuHn Harman
Finochem Ltd; 3miHu | Trny - 3miHu 3 AkocTi. CepTudikar
BignosigHocTI/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
papmakonei/moHorpadii. NMogaHHs HoBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudpikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Yy BUPOOHNLTBI ADI; Ans
[0ONOMDKHOT peqoBurHK (cepTudpikat BignoBigHOCTI
€Bponelicbkin thapmakonei) - Hosuii ceptudikar Big,
HOBOrO BMPO6HUKa (3amMiHa abo JONOBHEHHS) - MOAAHHS
HOBOrO cepTudikaTa BifgnoBiAHOCTI EBpONECHKii
chapmakxonei Ne RO-CEP 2009-233-Rev 02 gns gitouoi
peyoBuHn Metformin Hydrochloride Big HoBOro BUpo6Huka
SOHAN HEALTHCARE PVT. LTD; 3MiHu | TUny - 3MiHu 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYYEHHS cepTudikara BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2009-233-Rev 00 ans gjto4oi pe4yoBuHn
Metformin Hydrochloride Big Bxe 3aTBepmpKeHoro
Bupo6Huka SOHAN HEALTHCARE PVT. LTD; 3miHu |
TMny - 3MiHK 3 AKkocTi. CepTudikaTt BignosigHocTi/IE-
cepTudikaT BignoBigHOCTI EBpoNeNchKii
thapmakonei/moHorpadii. NogaHHs HoBOro abo
OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
cepTugikaTta BignNoBigHOCTI EBpoNenchkin hapmakonei:
ans A®l; ansa BuxigHoro matepiany/peareHTy/npoMixxHoro
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Ne

Hassa

®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHNLTBI APl Ans
[0NOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkin dhapmakonei) - OHOBMeHUI cepTudikar Big
yXe 3aTBepKeHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
ceptudikaTa BiANoOBIiAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1998-079-Rev 08 ans Ajtouoi peyoBuHn
Metformin Hydrochloride Big, BXe 3aTBEpAXeHOro
BMpo6HUKa Wanbury Limited, [HAisa; 3MiHK | TUNy - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANoBiAHOCTI EBponeiickbki hapmakonei/MoHorpaii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikara BignoBigHOCTI
€Bponeiicbkiit hapmakonei: ansa A®l; ons BuXigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 SONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - oHOBNeHWIA cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1998-079-Rev 07 ans gjto4oi pe4yoBuHA
Metformin Hydrochloride Big Bxe 3aTBepmpKeHoro
BMpo6HMKa Wanbury Limited, IHgis; 3miHy | Tuny - 3miHu 3
saKocTi. CepTudpikat signosigHocTi/lE-cepTudikat
BiANOBIAHOCTI E€Bponeiickbkin thapmakonei/moHorpadii.
MoaaHHA HoBOro abo OHOBNEHOrO cepTudiikata
Bi4NOBIAHOCTI ab60 BUYYEHHS cepTudikaTa BifnoBigHOCTI
€poneiicbkin thapmakonei: ans A®l; ons BuxigHoro
marepiany/peareHTy/npomMiKHOro NPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHULUTBI API; ANs [ONOMDKHOT
peyoBuUHM (cepTudikaT BiANOBIAHOCTI €BPONENChKIi
chapmakonei) - OHOB/IEHUIA cepTudikar Bif yxe
3aTBEPXEHOr0 BUPOGHUKA - NOAaHHA OHOBIEHOTO
cepTtucbikaTa BiANOBIAHOCTI EBponeiickbkili hapmakonei Ne
R1-CEP 2011-328-Rev 01 gns Ajto4oi pe4oBuHN
Metformin Hydrochloride Big Bxe 3aTBepaKeHoro
BUpo6HMKa EXEMED PHARMACEUTICALS;
3MiHu | Tuny - 3MiHn 3 skocTi. CepTuddikat
BignosigHocTI/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
papmakonei/moHorpadii. NMogaHHs HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTLCA Yy BUPOOHNLTBI ADI; Ans
[ONOMDKHOT peqoBuHK (cepTudpikat BignoBigHOCTI
€sponelicbkin dhapmakonei) - OHoBeHUI cepTudikar Big
yXe 3aTBeppKeHOro B1pobHuKa -
nofaHHs OHOBJ/IEHOrO cepTudiikaTa BiANOoBILHOCTI
€poneiicbkili hapmakonei Ne R1-CEP 2011-328-Rev 00
Ans gitoyoi pevosmHn Metformin Hydrochloride Big 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBepAXeHoro BupobHnka EXEMED
PHARMACEUTICALS; 3MiHu | TUny - 3MiHW 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikar BiANoBIigHOCTI
€Bponeiicbkili hapmakonei/MmoHorpadii. MogaHHA HOBOro
ab0 OHOBJ/IEHOrO cepTudikaTa BiAnNoBigHOCTI abo
BW/TyYEHHS cepTudikaTa BignoBiAHOCTI EBponelichKii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
hapmakonei) - OHOB/IEHWIA cepTudikaT Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
cepTtudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei Ne
R1-CEP 1997-049-Rev 07 ans gjto4oi pe4yoBuHN
Metformin Hydrochloride Big Bxe 3aTBepapKeHoro
BMpobHuka USV PRIVATE LIMITED
192. | ME®EHAMIH | Tabnetku, BKpUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/14487/01/01
KA® 060/10HKO0, M0 500 Mr | "dapmauesBtn "®apmaueBTnyHa - 3MiHM WoA0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
no 10 TabneTok y YHa hipma chipma "AapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
KOHTYPHIli YapyHKOBIi "NapHuus" NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
ynakoBLi; no 1 a6o no 3a3HaYeHHs O4MHNLb BUMIpIOBaHHSA Y cucTemi Sl.
2 KOHTYpPHI YapyHKOBI BHeceHHsA 3MiH 40 po3ainy “MapkyBaHHA” MKA N3;
yNaKkoBKW y naywi 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHS
3MiH NPOTArom 6 MicALiB MicNs 3aTBePIKEHHS
193. | ME®EHAMIH | Ta6netku no 500 wr, MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/7015/01/01
OBA no 10 TabneTtok y "®bapmaueBTu "hapMaueBTUYHA - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
KNCNOTA- KOHTYPHili YapyHKOBIi YHa hipma chipma "OapHuus” (iHLWi 3MiHM)- OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKu
AAPHUUA ynakosLi; no 2 "AapHuus" nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
KOHTYPHI YapyHKOBI 3a3HaYeHHs O4MHMLb BUMIPIOBaHHS Y cuctemi Sl.
ynakoBKu B naui BHeceHHs 3MiH fo po3giny “ MAPKYBAHHA” B MKA N3;
3anponoHoBaHo: BianosigHo [0 3aTBEPAKEHOTO TEKCTY
MapKyBaHHs. TepMiH BBeAEHHS 3MiH NpOTSArom 6 Micsiuis
nicnsa 3aTBepKeHHs
194. | MIKCTAPA®3 | cycneHsisa ans A/T HoBo [JaHis A/T Hoso Hopgick, [Oanisa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/12612/01/01
0 HM iH'ekuiin, 100 MO/Mn Hopgick [aHis (BUpOGHMK ®paHuia/ - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
MNEHDIN® no 3 MmNy KapTpuaxi; 011 MapKyBaHHSA Ta Bpasunis (iHWi 3MiHW) - BHECEHHS 3MiH A0 po3ziny MK4A:

no 5 kapTpuaxis B
KapTOHHI/ KopoobLi

ynakoBku MeHpin®,
BTOPUHHOTO
nakyBaHHs); A/IT
Hoso Hopgaick,
[aHis (BUpOGHMK
Hepo3acoBaHoro
NPOAYKTY,

MapkyBaHHs
MponoHoBaHa pegakuis. 3rifHo 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS1. OHOB/IEHHS TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
3a3HayYeHHs OAVHMLB BAMIPIOBAHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
HanoBHEHHS B 3aTBEPAKEHHS
MeHin®, nepBuHHa
ynakoBKa, KOHTPO/1b
AKOCTI Ta
BiANOBigabHUIA 3a
BWMNYCK cepil
KiHLLEeBOro
npoaykty); Hoso
Hopgaick Mpoaykao
dapmaceyTika o
Bpasinb /1Taa.,
Bpasunis (BUpo6GHMK
Hepo3dacoBaHoi
NPOAYKLUii, NepBUHHA
Ta BTOPUHHA
ynakoBka); Hoso
Hopgaick
MpogatokcboH CAC,
®paHLis (BUPOOHUK
npoAyKLUii 3a MOBHUM
LIMK/I0M)
195. | MINICTAH CycCrneHsis opanbHa, Mini Xenckepe Benvka pakype IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/1454/01/01
MYNbTUCUM | no 100 mn y dpiakoHi, Nimiteq BpuTaHis dapmacbioTikanc - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKW NikapCbKoro
NTOMHWUIA no 1 donakoHy pasom 3 nTa 3ac06y 3 BHECEHHAM iHhopMmaL,ii WoAo 3a3HaYeHHs
MiPHOI NTOXEYKOI Y OAMHWLb BUMIPIOBAHHSA Y cucTemi Sl. BBeieHHA 3MiH
KapTOHHIA ynakosL,i NPOTAroM 6-TW MiCALIB NicNa 3aTBepPAKEHHS
196. | MINT Kpansi HasasibHi no 10 AT "dapmak" Ykpaina AT "dapmak” YKpaina BHECEHHS 3MiH 40 peecTpauiiHnX MaTepiasnis: 3MiHn | Tuny | 6e3 peyenma UA/14055/01/01
HA3ANbHI MYy ¢pnakoHi; no 1 - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
KPANNI® donakoHy y nauui afpecy 3asiBHYKa (BlacHMKa peecTpaviliHoro

NOCBI4YEHHST) - 3MiHa HaliMeHyBaHHS Ta apecu 3asiBHMKa
(BnacHvka peecTpaduiiHoro nocBig4yeHHs1) BBeeHHS 3MiH
NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPLYKEHHS; 3MiHU | TUny -
AZMIHICTpaTVBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro ikapcbKoro 3acooby,
BK/IIOYAKOUM AiIbHULi BUMYCKY cepii abo Micue
NpoBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSNbHICTb, 3a AKY
BiiNOBiga€e BUPOGHMK/iMIOPTEP, BKIOYAKOUN BUMYCK Cepild)
- 3MiHa HalilMeHyBaHHS Ta agpecy BUPOOHMKa, 6e3 3MiHK
MicLit BUPOGHUMLITBA. 3MiHM BHECEHI Y po3ainv "BUpo6HumK"
Ta "Micue3HaxopkeHHs1 BUPOGHMKa Ta iioro agpeca micus
NPOBaYKEHHS AIS/TbHOCTI" B IHCTPYKL,iH0 4151 MEANYHOTO
3aCTOCYBaHHSA Ta K Hac/ifoK - BiANOBIAHI 3MiHWN Y TEKCTi
MapKyBaHHS YNakoBKU NikapcbKoro 3acoby. BeeeHHs
3MiH NPOTArom 6-TW MICALIB MiC/1A 3aTBEPAKEHHS; 3MiHM |
TMny - 3MiHK LWoao 6e3nekn/edheKTNBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHu) - BHeceHHs1 3MiH 10 po3giny
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
«MapkyBaHHA» MKA 13 3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TEKCTY MapKyBaHHS yNakoBKu
npenapary. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHS1 3MiH NPOTAroM 6-T1 MicALUIB micns
3aTBEPAKEHHS
197. | MIPAMICTUH | po3uuH ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/1804/02/01
® 30BHILLIHBLOIO "apmauesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
3acTocyBaHHs, 0,1 YHa thipma chipma "JapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
mr/mn no 50 mny "NapHuus” NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
donakoHi, no 1 3a3HayvyeHHs O4MHMLb BUMIpIOBaHHSA Y cucTemi Sl.
donakoHy 3 BHeceHHsA 3MiH 40 po3ainy “MapkysaHHa” MKA N3;
YPEeTpaUibHO 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
Hacafikoto B nauui 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEL,EHHS
3MiH NPOTArom 6 MicALiB NicNs 3aTBEPIKEHHS
198. | MOOAUTEH PO34MH ONs iH'EKLIN, KPKA, a.4., CnoBeHis KPKA, a.4., HoBo CnoBeHis BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiB: 3MiHu || 3a peyenmom UA/0893/01/01
AENO 25 mr/mnno 1 mn B HoBo mecTo MecTo TUNY - 3MiHW 3 SKOCTi. [OTOBWIA NikapcbKuii 3acio.
amnyni; no 5 amnyny KOHTpPO/Ib rOTOBOrO /liKapCbKoro 3acoby. 3MiHa
6nictepi; mo 1 napameTpiB cneundikayii Ta/abo JoNyCTUMUX MEX
6nicTepy B KapTOHHiIl roTOBOrO JlikapcbKoro 3acoby (3MiHa 3HaxoA4uTbCA no3a
KopooLi 3aTBEPMKEHVMI AONYCTUMUMU MeXamu cneuudikaviin) -
PO3LUMPEHHS KPUTEPIIB MPUAHATHOCTI y cneundikayii 13
Ha BUMYCK 3a NOKa3HWMKOM «BigHOCHA LLiSTbHICTb» 3
ypaxyBaHHsAM OTpUMaHUX AaHux aHanisy MN3;
3anponoHoBaHo: 0,911 — 0,929. BBefeHHA 3MiH NPOTSArom
6-Tn MicAUiB NicnsA 3aTBEPKEHHSA
199. | MoAnin 10 TabneTkun, BKPUTI ToppeHT IHAi ToppeHT IHAjs BHECEHHS 3MiH 10 peecTpavLiiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/17077/01/01
NiBKOBOO dapmacbioTika dapmacbloTikanc - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
060/10HKO10, M0 10 Mmr, nc ntg nrp, (iHWi 3MiHW) - OHOBNIEHHS TEKCTY MapKyBaHHS yNakoBKN
no 10 TabneTok y nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
6nictepi, no 3 3a3HavYeHHs OAVHMLb BUMIPIOBaHHSA Y cuctemi Sl.
6nicTepn y KapTOHHIl BHeceHHs 3MiH [0 po3giny MKA: MAPKYBAHHSA fijtoua
ynakoBLi pepakuis: MAPKYBAHHSA TekcT mapkyBaHHSA NepBUHHOT
Ta BTOPVMHHOT yNakoBKN AOAA€ETbCS.
MponoHoBaHa pepakuis: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHSA
3MiH NPOTAroM 6 MicsALiB Nic/s 3aTBePAKEHHSI
200. | moAasin 20 TabneTtkn, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/17077/01/02
NNiBKOBOIO dapmacbtoTika dapmacbroTikanc - 3MiHK Wwoao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
060510HKot0, No 20 mr, nc nTg nTg (iHWi 3MiHK) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKU

no 10 TabneTtok y
6nictepi, no 3
6nicTepy y KapTOHHIl
ynakoBLii

nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
3a3HavYeHHs OAMHMLb BUMIPIOBaHHA Y cnuctemi Sl.
BHeceHHs 3MmiH go po3giny MKA: MAPKYBAHHSA fitoua
pegakuisi: MAPKYBAHHHA TekcT MapKyBaHHS NEPBUHHOI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta BTOPVHHOT yNakoBKW A0AA€ETLCS.
MponoHoBaHa pepakuis: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHSA
3MiH NPOTSArom 6 MicsiLiB Micnsi 3aTBepPAKEHHS!
201. | MmoAsin 40 TabneTtkn, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/17077/01/03
NNiBKOBOIO dapmacbtoTika dapmacbroTikanc - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
060/10HKo0, No 40 Mr, nc nirg nrp, (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNnakoBKN
no 10 TabneTtok y NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
6nicTepi, no 3 3a3HavyeHHs 0AVHMLb BUMIPIOBaHHS Y cnuctemi Sl.
6nicTepy y KapTOHHI BHeceHHs 3MiH fo po3giny MKA: MAPKYBAHHSA fjtoua
ynakoBLii pepakuis: MAPKYBAHHSA TekcT mapkyBaHHSA NEPBUHHOI
Ta BTOPUHHOI YNakoBKN AOAAETHCA.
MponoHoBaHa pepakuis: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHS. TepMiH BBELEHHS
3MiH NpoTArom 6 MicsLiB NicNsA 3aTBEPKEHHS
202. | MmoAanin 8o TabneTku, BKpUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/17077/01/04
NAiBKOBOO PapmacbioTika dapmachbloTikanc - 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
060/10HKOH0, M0 80 Mr, nc ntg NTp, (iHWi 3MiHW) - OHOBNEHHSI TEKCTY MapKyBaHHS yNakoBKN
no 10 Tabnetok y nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLi LLoao
6nicTepi, no 3 3a3HavyeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl.
61icTepy y KapTOHHiN BHeceHHs 3MiH g0 po3giny MKA: MAPKYBAHHSA fitoua
ynakoBLiji pegakuis: MAPKYBAHHA TekcT MapkyBaHHSA NEPBUHHOT
Ta BTOPVHHOI YNakoBKV A00a€ETLCS.
MponoHoBaHa pegakuis: MAPKYBAHHA 3rigHo
3aTBEPIKEHOr0 TEKCTY MapkKyBaHHS. TepMiH BBELEHHS
3MiH NPOTAroM 6 MicALIB Micsa 3aTBEPAKEHHS
203. | MOKCUMAK PO34uH N8 iHQy3il, [JouipHe YkpaiHa [JouipHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a peyenmom UA/17327/01/01
400 mr/250 mn no 250 nigNpPUEMCTBO nignpPUeEMCTBO TMny - 3MiHK 3 AkocTi. CepTudikaT BignosigHocTi/IE-
M/ Y KOHTEliHepi 3 "®apmartpeiig” "®apmartpeiig” cepTudikaT BignoBigHOCTI €Bponelickkilt
noninponineHy; no 1 thapmakonei/moHorpadii. NogaHHs HoBOro abo
KOHTEliHepy B OHOB/EHOTO cepTudikaTa BignoBigHOCTI a60 BUTYYEHHS
KapTOHHIiA ynakoBL,i cepTudikaTa BignoBigHOCTI E€Bponeiickbkiii hapmakoner:
ans A®l; ons BuxigHoro martepiany/peareHTy/npomMikHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y BUPOOGHULTBI ADI; aAns
[0NOMDKHOT peyoBrHY (cepTudikaT BignoBigHOCTI
€Bponelicbkii hapmakonei) - HoBuii cepTudikar Big,
HOBOro BMPOGHMKa (3aMiHa abo AOMNOBHEHHS) - HagaHHsA
cepTudikaTy BiAnoBigHOCTI €Bponeiickkili hapmakonei Big
HOBOro BMPO6HMKa AD| MOKCUTIOKCALWHY TiApOXIopuay
GVK BIOSCIENCES PRIVATE LIMITED, India RO-CEP
2014-101-Rev 02. 3miHa BHOCMTbCSA 3a4/15 3a6e3neyeHHs
6e3nepebiitHoro nocradaHHs Adl.
204. | MOKCU®DOK | po3uvH Ans iHdysii, MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB: 3MiHW | Tuny | 3a peyenmom UA/16553/01/01
C-IHPY3IA® 400 mr/250 mn; no 250 akKuioHepHe akujioHepHe - AgMiIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby
MA Y naswi, no 1 TOBapuCTBO TOBapWCTBO - 3MiHa Ha3BW NikapCbKoro 3acoby 3arBepAKeHo:
NAAWL B naywyi; no "IHdy3ia" "IHdpy3ia” MOKCWU®/TOKC-IH®Y3IA Moxiflox-Infuzia

250 mn y nakeri
nosiMepHomy, no 1

3anponoHoBaHo: MOKCU®/IOKC-IHOY3IA® Moxiflox-
Infuzia® (BBeAeHHs1 3MiH NPOTAroM 6-TK MicsAUiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nakeTy noniMmepHomy B 3aTBEPKEHHS)
npo3opomy
n1acTMKOBOMY NakeTi
Ta nayui
205. | MONECKIH® Masb o 15 ry Ty6i, no AT "dapmak” Ykpaina AT «Dapmak» YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13153/01/01
C 1 Ty6i y nayui 3 - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
KapToHy (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
3a3HavyeHHs 0AVHMLb BUMIPIOBaHHS Y cnuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nic/s
3aTBEPAKEHHS
206. | MOMEOEPM Masb, 1 Mr/r; no 151y TOB "bayw Ykpaina dapmsaBog Enbda Monbwa BHECEHHS 3MiH 40 pPeeCTpaLiiHnX MaTepiasiiB: TeXHIYHA 3a peyenmom UA/10968/01/01
® Ty6i; no 1 Ty6i B Xenc" AT. nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
KapTOHHilA KOpO6L TEeXHIYHY NOMW/IKY BUNPAaB/IEHO B TEKCTI MapkyBaHHs Ha
NepBVHHIN ynakosLi J13; 3anponoHoBaHo: 6. IHLE
36epiratu npu Temnepatypi He BuLe 25 °C. He
3aMOopoXyBaTu. 3a3HayeHe BUNpas/IeHHN Bignosigae
MaTepiasiam peecTpawiiHoro ocke
207. | MYKANITAH Tabnetku no 0,05 r, no TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/0344/01/01
30 TabneTtok y "TepHochapm” - 3MiHM WoAao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
KOHTeliHepax (iHLWi 3MiHW) - 3MiHM BHECEHI B TEKCT MapKyBaHHS! yNakoBKU
noniMepHUX NiKapCbKoro 3acoby LLoA0 3a3HaYeHHs OAUHNLb
BUMIiptOBaHHA Y cuctemi Sl. BBejeHHA 3MiH NpoTsarom 6-Tu
MiCALIB MiCNSA 3aTBEPAKEHHS
208. | MYTA®/IOP CyCneHsis opasibHa, Appaeiichapm HimeyunH Apgaeiichapm Mv6X HimeuumHa | BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/10280/02/01
nolmny M6X a - 3MiHM WoAo 6e3nekun/ethekTMBHOCTI Ta thapmakoHarnsagy
nonieTuIeHoBI (iHLWi 3MiHW) - 3MiHM BHECEHI B TEKCT MapKyBaHHS yNakoBKU
amnyni, no 5 amnyny NikapcbKoro 3acoby LLoA0 3a3HaYeHHsI MDKHapOAHMX
calue; no 1 cawe B no3HayYeHb OAMHWLb BUMIPIOBaHHSA. BBefeHHs 3MiH
ynakoBui; no 1 mny NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS
nonieTUeHoBIM
amnyni; no 25 amnyn B
YNaKoBLii
209. | M'ATU HacToiika no 25 mny TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/8483/01/01
NEPLEBOI hnakoHi (cknssHomy "TepHochapm" - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsgy
HACTOWKA abo nonimepHomy) (iHWi 3miHW) - 3aMiHa po3giny «IpadiyHe ohopMIeHHA

ab60 y hnakoHi-
KpanenbHuui; no 1
donakoHy (CkNsHOMY
a60 nonimepHomy)
a60 1 hnakoHy-
KpanesibHULi B nayui 3
KapToHy; Nno 25 Mny
chnakoHax (CKIsiHUX
abo nonimepHux) abo
y thnakoHax-
KpanenbHULAX

yNakoBKM» Ha po3ain « MapkyBaHHa» y MKA N3:
3anponoHoBaHo: Po3gin «MAPKYBAHHSA» BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHsA. 3MiHU BHECEHI B
TEKCT MapKyBaHHS yNakoBKW NikapcbKoro 3acoby won0
3a3HayeHHs 0AVHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBePAKEHHSA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
210. | HA30 Kpanni HasanbHi, ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/15808/01/01
KPANI po34uH, 0,1 mr/mn, no 06MEeXEHO 06MeXeHo - 3MiHM Wwoao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnisgy
MAJHOK 8 MmNy dhnakoHi, BiANOBIAA/bHI BiANOBIAA/ILHICTIO (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW
YKyrnopeHomy CTIO "®apmaneBTUYHa niKapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Wwoao
KpWLLKOIO- "®apmaueBTun KoMnaHis "3gopos'a” 3a3HaYeHHs OMHNLb BUMIpIOBaHHSA Y cucTemi Sl.
KpanesnbHULUeto 3i YyHa KoMnaHis BHeceHHsA 3MiH fo po3giny “MapkysaHHsA" MKA /13:
CK/ISIHOIO NINEeTKOHo; No "3p0pos'a” 3aTtBeppxeHo: MAPKYBAHHSA BignosigHo fo
1 dhnakoHy y kopobu 3 3aTBEPXEHOr0 TEKCTY MapKyBaHHS, L0 AOAAETLCS.
KapToHy 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPPKEHOrO TEKCTY MapKyBaHHA. BBefeHHs 3MiH
NPOTArom 6-Tv MicAILiB NicNs 3aTBEPAXKEHHS.
211. | HA3BO®EPOH | cnpeii Ha3asbHuin 100 AT "dapmak" Ykpaina AT "dapmak” Ykpaina BHECEHHS 3MiH 40 peecTpaviiHnX MaTepianis: 3MiHn | Tuny | 6e3 peyenma UA/15653/01/01
® 000 MO/mn, no 5 mny - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
donakoHi 3 6pyHaTHOro afpecy 3asiBHVKa (BlacHMKa peecTpaviliHoro
ckna abo y dnakoHi nocBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta agpecy 3asBHUKa
CKNSAHOMY (BnacHvka peecTpauiiHoro nocBig4yeHHs1) BBegeHHs 3MiH
CBIT/103aXUCHOMY, NPOTArom 6-TW MICALIB NiCNAA 3aTBEPMAKEHHS; 3MiHM | TUny -
3aKpUTOMY HacCOCOM- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
[,03aTOpoOM 3 agpecu Micus NpoBaKEHHS Aisi/IbHOCTI
posnunoBayem; no 1 BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
chnakoHy B navi 3 BK/IKOYAOUM AiNbHULI BUMYCKy cepii abo micue
KapToHy NpoBeeHHSA KOHTPOJIHO AKOCTI. (4iSANbHICTb, 3a AKY
BiANOBIAA€e BUPOGHYMK/IMNOpTEp, BKIOYaOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHA Ta agpecu BUpoGHWKa, 6e3 3MiHN
MicLit BUPOGHMLTBA. 3MiHM BHECEHI Y po3ainv "BUpobHumK"
Ta "Micue3HaxopkeHHs1 BUPOGHMKa Ta ioro agpeca Mmicus
NPOBa)KEHHSA AiS/IbHOCTI" B IHCTPYKLtO AN MEAUYHOrO
3aCTOCyBaHHSA Ta K Hac/ifoK - BiANOBIAHI 3MiHWN Y TeKCTi
MapKyBaHHS yNakoBK/ Nikapcbkoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEPMAKEHHS; 3MiHU |
TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - OHOB/IEHHA TEKCTY
MapKyBaHHS yMakoBKM iKapCbKOro 3acoby Ta sik Hacnifok
He3HauHi pefakuiiiHi npaBky y po3aini "YMoBu 36epiraHHs"
B iIHCTPYKL,ii AN MeAMYHOro 3acTOoCyBaHHA NikapCbKoro
3aco6y. BHeceHHs 3MiH 4o po3ainy «MapkyBaHHA» MKA
N3 3areeppxeHo: MAPKYBAHHSA Bignosigae HagaHoMy
TEKCTY MapKyBaHHs. 3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEpPAXEHOr0 TEKCTY MapKyBaHHS. BBeAeHHS
3MiH MPOTAroM 6-Tv MicALiB NiC/A 3aTBEPAKEHHS
212. | HA3BO®EPOH | kpanni Ha3asbHi 100 AT "dapmak" YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3mMiHW | TUNy | 6e3 peyenma UA/15653/02/01
® 000 MO/Mnmo 5 mny - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo

chnakoHi 3 6pyHaTHOro
ckna abo y dhnakoHi
CK/IAHOMY
CBITN103aX1CHOMY,
3aKyrnopeHomy
KpanesibHuLUelo; no 1

afipecy 3asBHMKa (BNacHWka peecTpawiiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asaBHUKa
(BnacHvKa peecTpauiiHoro noceig4yeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPMKEHHS; 3MiHW | TUNy -
AQMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecy Micusi NPoOBaMKEHHS AisiSIbHOCTI




124

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo2o
nocsioYeHHs

chnakoHy B navi 3
KapTOHY

BVPOGHMKa/imMnopTepa roToBoro /ikapcbKoro 3acoby,
BK/IIOYAOUM [iNbHULi BUNYCKY cepii abo micue
NPOBEAEHHS KOHTPOJIO AKOCTI. (fiANIbHICTb, 3a Ky
BiANOBIAae BUPOGHWK/IMNOpTep, BKIOYAoUM BUMYCK Cepild)
- 3MiHa HaliMeHyBaHHs Ta afgpecy BUPOGHMKa, 6e3 3MiHN
Micus BUpO6HMLTBA (BBEAEHHS 3MiH NPOTATOM 6-TK
MiCALIB MicNA 3aTBEPKEHHS); 3MiHU | TUny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy (iHWi 3miHum) -
BHeceHHsA 3MiH [0 po3giny «MapkyBaHHA» MKA /13
3aTtBeppxeHo: MAPKYBAHHSA BignoBigae HagaHomy
TEKCTY MapKyBaHHs. 3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEPAKEHOIO TEKCTY MapKyBaHHS. OHOB/IEHHS
TEKCTYy MapKyBaHHS yNakoBKM /liKapCbKoro 3acoby Ta sk
Hac/ioK He3HauHI pefakuiliiHi npaBkK y po3aini "YMosu
36epiraHHa" B IHCTPYKLi 415 MEANYHOTO 3acTOCyBaHHSA
nikapcbkoro 3acoby. BBeeHHs 3MiH NPOTAroM 6-T1
MicALiB Nicnsa 3aTBepAKEHHS

213.

HAKOM®

Tabnetku, 250 mr/25
mr; no 10 TabneTok y
6nictepi; no 10
6nicTepiB y KAPTOHHIN
KopoobLi

CaHpo3
PapmacbioTika
n3 a.g.

CnoBeHisa

Nex
dapmaueBTUYHa
KOMnaHis 4.4.

CnoBeHis

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay
(iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNakoBKN
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
3a3HayvyeHHs O4MHMLb BUMIpIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH f0 po3giny “MapkyBaHHA” MKA 3.
3arBepaxeHo: MAPKYBAHHSA Hassa po3sginy
“MAPKYBAHHSA" BiaCYyTHA. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo 3 3aTBEPKEHUM TEKCTOM
MapKyBaHHs. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 micauis
nicns 3arsepapkeHHs

3a peyernmom

UA/9134/01/01

214,

HANBYK

PO34MH ANA H'EKLN,
10 mr/mn no 1 mn abo
2 mn B amnyni; no 5
amnyn y nadyj; no 1
M1 abo 2 M B amny/ii;
no 5 amnyn y 6nictepi;
no 1 6nictepy B naui;
no 1 mn y wnpuui; no
1 wnpuuy 3 ronkot y
6nictepi; no 1 a6o 2
6nictepn y nauui; no 1
MY Wwnpuyi; no 1
LUMPULY B OfHOMY
6nictepi Ta no 1 ronuy,i
B iHLLIOMY 6nicTepi y
KomnnekTi; no 1 a6o
no 2 KOMNEKTN Y
nadui; no 1 mny
LnpuLi; no 1 wnpuuy
3 rOJIKOK Yy Ty6YycCi; No

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3miHu |1
My - 3MiHK 3 AKOCTI. FOTOBWMIA NlikapCbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynopoBa/ibHWiA 3aci6. 3MiHa Y NepBUHHIl
ynakoBL{i FOTOBOrO /1ikapCbKOro 3acoby (AKicHWiA Ta
KinbKicHWIA cknag) - CTepwbHi Nlikapcbki 3acobu Ta
nikapcbki 3aco6u 6ionoriYHoro/iMyHo10r4YHOro
NOXOKEHHA — BBELEHHSA a/IbTEPHATUBHUX aMMysl CKASHUX
06’emoM 1 mA Ta 2 MA1 4OAATKOBOro BMpo6bHuka Cangzhou
Four Stars Class Co. Ltd, KuTali (3aTBEpaKeHi amnynm
CKNsHi 06’emoM 1 M Ta 2 Mn BUpo6HULTBa MAT
MonTaBCbkMii 3aB0J, MeANYHOTO CKa)

3a peyenmom

UA/14321/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
1 a6o 10 TybyciB y
naui
215. | HANBY®IH PO3YNH A5 iH'EKLIN, TOB "tOpis- Ykpaina TOB "tOpis-®apm” Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | 3a peyenmom UA/14429/01/01
10 mr/mn; no 1 mn abo Papm” TMny - 3MiHK Woao 6e3nekn/edpeKTNBHOCTI Ta
no 2 mn B amnyni; no 5 hapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH 10 po3ainy
ammnys B KOHTYPHii “MapkyBaHHsA" MKA J13: 3aTBepakeHo: MapKknpoBska.
YapyHKOBIli ynakoBLyj; Mpunaraetcsa. 3anponoHoBaHo: MapKyBaHHSA. 3rigHo
no 1 abo 2 KOHTYpHiI 3aTBEPKEHOrO TEKCTY MapKyBaHHS.
YapyHKOBI YNakoBKW B 3MiHV BHECEHI B TEKCT MapKyBaHHs YNakoBK/ NiKapCbKOro
nauui; no 1 mn abo no 3ac00y W00 3a3HaYeHHA MiXXHAPOLHMX NO3HAaYeHb
2 Mn y nonepeaHLo OVHULb BUMIPIOBaHHS. BBEIEHHA 3MiH NPOTAroM 6-Tu
HanoBHeHOMY MiCALIB MIiCNSA 3aTBEPLKEHHS.
wnpuuy; no 1 abo 5
LUMPULIB 3 rofikamu y
KOHTYPHIli YapyHKOBIi1
ynakosui; no 1
KOHTYPHili YapyHKOBIi
yNakoBLji y nayui.
216. | HATPIIO pO34UH A5 iH'eKLNA, 9 MNAT Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/4131/01/01
xnoeung mr/mn, no 5 mn aéo 10 "ranuucapm” - BUTyYeHHs BUpo6HuKa AdP| Hatpito xnopug CG
M/ B amnyni, no 10 Chemikalien GmbH & Co0.KG, HimeuuunHa.
amnyn B kopobui; no 5 3anponoHoBaHo: Salinen Ausrtia AG, ABCTpIsi; 3MiHu |
mn a6o 10 mn B TUMY - BBEA,EHHS HOBOrO BUPOOHMKa Ans APl Hatpito
amnyni, no 5 amnyn y xnopug K+S Minerals and Agriculture GmbH, HimeuunHa 3
6nicTepi, no 2 HagaHHAM CepTtudikata R1-CEP 2007-367-Rev 02
6nicTepy y nayui
217. | HAWWATUPH Kpanni opasibHi, TOB Ykpaina TOB "TepHodhapm" Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/8828/01/01
O-AHICOBI pO34uH, Mo 25 mny "TepHochapm" - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy
KPANMI hnakoHax abo y (iHLWi 3MiHW) - BHECEHHS 3MiH [0 po34iny «MapKyBaHHS»
chnakoHax- MKSA N3: 3ateepmxeHo: Po3gin «MAPKYBAHHSA»
KpanesbHuusX; no 25 [JopaeTbea. 3anponoHoBaHo: Po3ain «MAPKYBAHHSA»
M1y ¢pnakoHi; no 1 BignosigHo [0 3aTBEpAXEHOr0 TEKCTY MapKyBaHHSA. 3MiHU
chnakoHy B navi 3 BHECEHI B TEKCT MapKyBaHHs YNakoBKY/ iKapCbKoro 3acoby
KapToHy; Mo 25 mny LLOA0 3a3HaYeHHS OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
donakoHi-KpanenbHUL; BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas
no 1 donakoHy- 3aTBEPKEHHS.
KpanesnbHULi B nayi 3
KapTOHyY
218. | HEBIBAN Tabnetkn no 5 mr no AT YkpaiHa AT "KMIBCbKIM YkpaiHa BHECEHHS 3MiH 40 pPeecTpaLiiHnNX MaTepianis: 3MiHu I 3a peyernmom UA/4979/01/01
10 TabneTok y "KNIBCbKWI BITAMIHHWIA TUMY - BBEAEHHS A0AATKOBOrO (aNlbTEpPHATUBHOrO)
6nicTepi; no 2,3a608 | BITAMIHHWN 3ABOA" BUpo6HMKa APl HebiBonony rigpoxnopuay, Shaghai
6nicTepiB y nauui 3ABO" Shyndec Pharmaceutical (Haimen) Co., Ltd., Kutaii, 3
HagaHHAM macTep-gaiiny (Version No 1.0 Date:
September 30, 2016) [0 BXe 3aTBEPIKEHOr0 BUPOOHUKA
Hangzhou Zhongmei Huadong Pharmeceutical Co., Ltd.
Kutaii
219. | HEO-AHIH® | nboasiHukm no 12 [nsachapma HimeyunH BUNYCK cepil: HimeyunHa BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepianis: 3miHM | TUNy | 6e3 peyenma UA/7674/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
NbOASAHUKIB Y 6nicTepi, M6X a [Oveacapma Mv6X, - 3MiHM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y
no 2 aéo no 4 HimeuuunHa; BMPOBOHULTBI. 3amiHa abo BBeieHHS 104ATKOBOI AiNbHULL
6nicTepy y KapTOHHI BMPOGHMLITBO BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
Kopobui Hepo3dacoBaHoi npoLiecy rotToBOro Nikapcbkoro 3acoby (iHLUi 3MiHK) -
NPOAYKLiT, NnepBUHHE 3a3HayeHHs BUPOOHUUMX (DYHKLA 419 BXXe 3aTBEPLKEHNX
Ta BTOPUHHE BMPOGHMKIB
nakyBaHHS,
KOHTPO/b SKOCTI:
Knoctepdpay
BepniH T'vM6X,
HimeyunHa
220. | HEO-AHINH® | nboAasHuKM o 8 [nBachapma HimeyunH BUNYCK cepil: HimeuunHa BHECEHHS 3MiH 40 peecTpaviiHnX MaTepianis: 3MiHn | Tuny | 6e3 peyenma UA/7673/01/01
BE3 LUYKPY NbOASAHUKIB Y BnicTepi, rM6X a [Oveacapma Mv6X, - 3MiHK 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHK y
no 2 6nictepu B HimeuuunHa; BMPOBOHULTBI. 3amiHa abo BBeeHHS 10A4ATKOBOI AiNbHUL
KapTOHHI Kopo6L; no BMPOGHMLITBO BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOGHNYOTO
12 nboAsHUKIB Y Hepo3dacoBaHol npoLecy roToBOro Nikapcbkoro 3acoby (iHLUi 3MiHK) -
6nictepi, no 2 abo no NPoAYyKLii, NepBUHHE 3a3HaYeHHs1 BUPOGHMUMX (OYHKL 15 BXE 3aTBEPLKEHNX
4 6nictepu B Ta BTOPUHHE BMPOGHMKIB
KapTOHHIA KopoobLi nakyBaHHs,
KOHTPO/b SIKOCTI:
Knoctepdpay
BepniH MM6X,
HimeyunHa
221. | HEO-AHIH® | nbopsHuKKM; no 12 [nBachapma HimeyunH [neadapma M'vbX, HimeuunHa BHECEHHS 3MiH 40 peecTpauiiHux maTepiasiiB: yTOUHEHHS 6e3 peyenma UA/10972/01/01
LABNIA NbOASAHUKIB Y BnicTepi; rM6X a HimeyunHa peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
no 2 6nictepu B (Bignosifae 3a 2854 Bia 10.12.2020 - BunpasieHo TEXHIYHY NOMUIIKY B
KapTOHHI KOpooLyi BMNYCK cepii); IHCTPYKLUiT A/19 Me4MYHOr0 3aCTOCYBaHHS JiKapCbKoro
Knoctepdpay 3acoby, a came [04aHO NOMWUIKOBO NPOMyLLEHNii po3ain
Bepnin 'm6X , "[lata ocTaHHbLOro nepernsagy”
HimeyunHa
(BMpPOGHMLTBO
Hepo3dacoBaHol
npoAyKuii)
222. | HEOTOH NOPOLLOK A/19 PO3UYNHY Anbpacirma ITanis ATb®ACITMA ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/9671/01/01
ans iHgysinno1r; 1 C.n.A. C.N.A. - 3MiHa po3mipy cepii (Bkntovaroun gianasoH) AdI

abo 4 chnakoHu 3
MOPOLUKOM Y
KapTOHHilA KOpo6L

dhocdhokpeaTnHy Hatpito 3 10 kr fo Big 11 go 46 kr
(TeopeTuyHWiA fiana3oH cepii) 3 METOH MiABULLEHHS
mMacwtabis BUpoOHULTBA; 3MiHM | TUNy - AoAaBaHHA A0
cneumdikauii A®I dhocdokpeaTHy HaTpito NoKasHUKa
«3aINLLKOBI Ki/IbKOCTi OpraHiyHMX PO3UYMHHUKIB - ALLETOH
Ta MeTaHon». 3MiHa NPOBOANTLCA 3 METOIO NPUBEAEHHS
cneuudikayii A®l y BignosigHicTb Ao cneuudikawii
BUPOGHMKA, a TakoX A1 GinbLL OPCTKOTO KOHTPOSIO
akocTi A®I nig yac BXiAHOro KOHTposo. MNponoHoBaHa
pepakuis MokasHuk Crneumdikayis MeTos KOHTPOs0
3a/IMLLKOBI KiNIbKOCTi OpraHiyHnX po3vynmHHUKIB MeTaHon <
3000ppm AueTtoH < 5000ppm X ; 3miHK | Tuny -
[0NOBHEHHS A0 cneundikauii AP| chocdokpeatnHy
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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
peecmpayitiHo2o
nocsioYeHHs

HaTpito 3a NOKa3HWKOM «[JOMILLKM», LOA0 BMICTY OKPEMUX
HeBIAOMMX AOMILLOK Ta CyMU AOMILIOK. OfHOYacHO
NPONOHYETHLCA 3MiHA Ha3BW NokasHUka Ha «CnopigHeHi
peyoBMHM». 3MiHa NPOBOANTLCA 3 METO NPUBELEHHS
cneundikanii A®I y BignosigHicTb A0 cneundikauii
BMPOGHMKA, & TakoX A1 GiNbLL XXOPCTKOro KOHTPO/IH0
akocTi A®I nig yac BXigHOro KOHTposto; NponoHoBaHa
pepakuis MokasHuk Cnevumdikayis MeTos KOHTPO0
CnopigHeHi pevoBrHN -kpeaTuH < 0,3% -KpeaTuHiH < 0,3%
-kpeaTuHiH chocdpat < 1,5% -okpemi HeBifOMi AOMILLKM <
0,1% -cyma gomilok < 3,0% BEPX , BHYTpILLHSA
MoHorpadisi; 3MiHu | TUny - 3amiHa hepMmeHTaTMBHOIO
MeToay, KU BUKOPUCTOBYETLCA ANS igeHTudbikauil Ta
KinibKicHOro Bu3Ha4veHHs Ad| pocdokpeaTnHy HaTpito
meTogom BEPX. 3miHa npoBoAUTLCS 3 METOO
BNPOBaKEHHS GibLU Cy4aCHOro, TOYHOro Ta
TexHonoriyHoro Metoy BEPX. MNponoHoBaHa pefakuis
MokasHuk Creumdikayii MeTog koHTponto |aeHTudikauis
a)metos BEPX BignoBigHicTb yaciB yTpumyBaHHS MikiB
dochokpeaTuHy BEPX KinbkicHe Bu3HayeHHs1, BEPX He
MeHLue 97% BEPX; 3minu Il Tvny - 3amiHa ginbHuui, aka
NPOBOANTbL CTEPUI3aL,ito aKkTUBHOT PEYOBUHY Y
BiANOBIAHOCTI 40 BUMOr €Bp. ®apwm., a came 3amiHy
komnarii High Tech Pharm Co., Ltd., Pecny6nika Kopes,
komnaHieto F.1.S. Fabbrica Italiana Sintetici S.p.A., ITanis,
fIka BXe 3apeecTpoBaHa sk BiinoBigasibHa 3a NpoBeAeHHs
XiMi4HOro cnHTe3y A®I dhocchokpeaTuHy Hatpito. Lis
3aMiHa Npu3BOAMTbL [0 BBEAEHHA AOAATKOBMX eTanis
OYULLEHHS Ta CTepUi3yoYol pinbTpauii Ha BUPOOHULITBI
F.1.S. Fabbrica Italiana Sintetici S.p.A., ITanis. 3miHa
0b6ymoB/ieHa rocnogapyo-KoMepLiiHAMU MipKyBaHHAMM.
MponoHoBaHa pepfakuia BupobHuk(n) AP Ta BUpOGHNYI
AinbHuui: XiMiyHNiA cuHTe3, cTepunisytoya dinbTpawis
F.I.S. Fabbrica Italiana Sintetici S.p.A. Viale Milano 26,
36075 Montecchio Maggiore (Vicenza), Italy

223.

HIMOTON®

pO3unH Ns iHQysil,
10 mr/50 mn; no 50 mn
PO34KMHY Y hakoHi; no
1 cbnakoHy pasom 3
nonieTMIeHoBo
CMOoJy4YHOO TPYOKOLO
Ans iHdysomaTta y
KapTOHHI Kopobuj; no
5 KOpo6OK B ynakoBLi
3 nonieTuneHy

Baiiep AT

HimeyunH
a

BECb LMK
BMPOGHMLTBA:
(BUPOGHMLTBO in-
bulk, nepeuHHe
nakyBaHHs,
BTOPWHHE
nakyBaHHsl,
KOHTPO/b SIKOCTI,
BUNYyCK cepii):
Baiiep AT,
HimeyunHa
aNlbTepHaTUBHWIA
BUPOGHWK (BTOPUHHE

HimeuunHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKi 3aci6. 3MiHa napaMeTpis
cneundikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI
yNakoBKM rOTOBOrO /1iKapCbKOro 3acoby ([4ONOBHEHHS
cneundikaLii HOBUM NOKA3HMKOM 3 BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - AOAABaHHA HOBOro napameTpa «ApceH»
3 BiNOBIAHMM METOLOM BUMPOOYBaHHA /19 YNaKoBKW
«CknsHa nnswka 0317» ana Himoguniny 10 mr / 50 mn
Po3uuH gns iHdysili. MNpoueaypa BunpobysaHb
NPOBOAMUTLCS BiANOBIAHO A0 YMHHOI €BPONEChKOT
thapmakonei (Ph. Eur. 3.2.1).

3a peyenmom

UA/3871/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHs):
KBI ®apma +
BeTtepuHap
MpopykTe MM6X,
HimeuyunHa
MpoxeHcgopdep
Ltpacce 324 24106
Kinb, HimeyunHa
albTePHATUBHWI
BMPOGHUK
(BUPOGHMLTBO in-
bulk, nepeuHHe
nakyBaHHS,
KOHTPO/b SIKOCTI):
Contothapm
dapmauoiiTiwe
Epuolirdicce MM6X,
HimeyunHa
224. | HICTATUH MOPOLLIOK (Cy6CTaHLis) CeHTpieHT HigepnaH Kanya biocepsices ITanis BHECEHHS 3MiH 10 peecTpaviliHix MmaTepianiB: yTOUHEHHA - UA/8399/01/01
y NOABIAHNX dapmacbioTika on C.n.A. npu3HavYeHHA cy6cTaHuii B Hakasi MO3 YkpaiHu Ne
nonieTnIeHoBMX n3 2669 Bif 18.11.2020 B npoLieci BHECEHHSA 3MiH (3MiHW I
naketax gns HesepnaHac TUMY - OHOB/IEHHA MacTep-dhaiiny (ASMF) Ha gitouy
hapMaLeBTUYHOIO B.B. pPeYoBUHY HicTaTWH (3anponoHoBaHo: ASMF Bepcis 002
3aCcTOCyBaHHA 2020 poky)). Pepakuis B Hakasi: Ans BUpobHuLTBa
HecTepw/ibHUX NiKapCbKkMxX hopm. 3anponoHoBaHa
peakuis: ana ¢papmaleBTUHHOIO 3aCTOCYBaHHA.
225. | HOBOKAIH PO34MH NS iH EKL, TOB "tOpisi- Ykpaina TOB "HOpia-®apm” YKpaina BHECEHHS 3MiH 0 peecTpaviiHnx maTtepianis: 3miHn | Tuny | 3a peyenmom UA/6394/01/01
2,5 mr/mn, no 200 mn Papm” - 3MiHM Woao 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy
ab6o no 400 mn y (iHwWi 3miHK) - 3amiHa po3giny «IpacdiyHe ochopmneHHs
nasWwKax YyNakoBKM» Ha po34in «MapkyBaHHs» y MKA N13:
3anponoHoBaHo: MapkyBaHHS. 3rifiHO 3aTBepAXEHOro
TEKCTY MapKyBaHHS.
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKW NiKapCbKOro
3aco0y W00 3a3Ha4YeHHA OAVIHWLb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHs1 3MiH NpoTAroM 6-T1 MicALIB nicns
3aTBEpKEHHSA
226. | HOBOKAIH pO34UH ANs iH'eKLiin, 5 TOB "lOpis- Ykpaina TOB "tOpia-®apm” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/6394/01/02
mr/mn no 200 mn abo Papm” - 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsagy
no 400 My naswKax (iHwWi 3miHW) - 3amiHa po3giny «[padiyHe ochopMneHHs
ynakoBKu» Ha po3ain «MapkyBaHHa» y MKA N13:
3anponoHoBaHo: MapKyBaHHSs. 3rifHO 3aTBEPAKEHOIO
TEKCTY MapKyBaHHS.
3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKW NiKapcbKoro
3ac06y WoA0 3a3HaYeHHS OAVHULb BUMIPOBAHHS Y
cuctemi Sl. BBefieHHS1 3MiH NPOTAroM 6-T1 MicAUIB Micns
3aTBEPAKEHHS
227. | HOCOMIH®N cnpeli HazanbHWUIA No AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/8171/01/01
nocC 30 ry 6anoHi; no 1 - 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta papmakoHarnsay
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
6asioHy y nauui 3 (iHWWIi 3MiHK) - OHOBMEHHS BXe 3aTBEPKEHOIO TEKCTY
KapToHy MapKyBaHHS; Mo 240 6a0HIB 3 3aXMCHUMM KOBNaykamm Ta
po3nuaoBavyaMmn B ALLMKY (BHECEHHS MO3HAYEHb OAUHULIb
BMMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCbKOTo
angasiTy, TOLLO); BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MK /13: 3anponoHoBaHo: Po3gin
MAPKYBAHHS BignoBiaHO [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS YMakoBK/
nikapcbKoro 3acoby Lo40 3a3HavyeHHs O4MHNLb
BMMIipIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH MpoTsAroMm 6-Tu
MicALIB Nicna 3aTBepKEHHS
228. | HOCOMIH®N cnpeli HazanbHUIA No AT "Ctoma" YkpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3miHu | Tuny - UA/16548/01/01
noc 30 r y 6anoHi in bulk: - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy
no 240 6asoHiB 3 (iHLWi 3MiHM) - OHOBJ/IEHHS BXE 3aTBEPKEHOIO TEKCTY
3aX1CHUMKN MapkyBaHHs 1o 30 ry 6anoHi; no 240 6anoHis 3
KoBMaykamu Ta 3aXMCHUMW KOBNaYkaMun Ta posnuioBadamu B SLLMKY
posnunoBaYamu B (BHECEHHSA NO3HAYeHb OAMHULL BUMIPOBaHHS, 3
ALLNKY BUKOPUCTAHHSIM JliTep NaTUHCLKOTO andhasiTy, TOL0);
BHECEHHSA 3MiH [0 po3ainy “MapkysBaHHA" MKA 13:
3anponoHoBaHo: Po3ain MAPKYBAHHA. BignosigHo go
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 A0AAETLCSA. 3MiHN
BHECEHi B TEKCT MapKyBaHHS yNakoBKW ikapCbKOro 3acoby
00 3a3HaYEHHS OAUHULL BUMIPOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
229. | HYKNEO niogpinizat gna Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH 10 peecTpaviiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/3396/02/01
U.M.®P. PO34MHY NS iH'EKUIN; IHTepHacioHan IHTepHacioHasb, - 3MiHK WoA0 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisay
POPTE 3 amnynu 3 b, C.A. C.A. (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
nioghinizatom 1a 3 MK$A N3: 3atBepmxeHo: Po3gin «MapkyBaHHSA.» TekcT
amnysm 3 2 mn MapKyBaHHS 40AaeTbCs. 3anponoHoBaHo: Po3gin
PO34MHHMKa (HaTpilo «MapkyBaHHS.» 3rigHO 3aTBEPAKEHOr0 TEKCTY
xnopwvg, soga ans MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
iH'EKLLI) Y KOHTYpHIl NiKapcbKoro 3acoby LWoA0 3a3HaYEeHHST MiXKHApPOAHMX
YapyHKOBIli ynakoBLji B no3Ha4yeHb OAVHWLbL BUMIPOBaHHA. BBeAEHHS 3MiH
KopoobUi NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPKEHHS
230. | HYTPU®DNEK | emynbcis ans iHdysin; B. BpayH HimeuunH Brpo6HMLTBO, HimeuunmHa | BHECeHHS 3MiH [0 peecTpauliiiHux maTepianis: 3MiHu | TNy | 3a peyenmom UA/13247/01/01
C ninig nepPl | no 1250 mn a6o no Menb3yHreH a nepBrHHa Ta - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposib
1875 mn y milkax Al BTOPVHHA yNakoBkKa, roToBOro MikapcbKoro 3acoby. 3miHa y MeTogax

NAacTUKOBUX
TprKamepHux; no 1
MiLLIKy NJacTUKOBOMY
TprKamMepHomy y
3aXMCHOMY MiLLKY; N0
5 3aXMCHUX MILLKIB B
KapTOHHI/ KopoobLi

BMMycK cepii: b.
BpayH Mefib3yHreH
AT, HimeuunHa;
KoHTponb cepii: B.
BpayH Mefib3yHreH
Al', HimeuyunHa

BMNPOGYBaHHSA roTOBOrO /IiKapCbKOro 3acoby (iHLi 3MiHW Y
MeTofax BUNpobyBaHb (Bk/IoYaroumn 3amiHy abo
[OMNOBHEHHS)) - 3aMiHHa NnokasHuka «luporeHsl TecT Ha
OTCyCTBME NMMPOreHOB cornacHo EP» ansa kamepu cymilwi
PO3UMHIB i3 TPbOX KamMep Ha MokasHuK «bakTepianbHi
€HJO0TOKCUHM» MeToA A. (BBefieHHs 3MiH NpoTArom 3-x
MiCSLLIB MiCNSA 3aTBEPAXKEHHS); 3MiHN | TURY - 3MiHN 3
sKocTi. FOoTOBWIA Nikapcbkuii 3aci6. KOHTpob roToBOro
nikapcbKoro 3acoby. 3MiHa y meToax BUNPO6yBaHHS
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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
peecmpayitiHo2o
nocsioYeHHs

rOTOBOrO JlikapCcbKoro 3acoby (iHLWi 3MiHW y MeTogax
BMNPO6YBaHb (BK/IOYaOUM 3aMiHy ab0 [JONOBHEHHS)) -
[ofaBaHHA [0AAaTKOBOro MeTo4y BU3HAUYEHHS ANS
nokasHuka «bakTepiasibHi eHLO0TOKCUHW», a came meTog [.
(BBefeHHs 3MiH NpoTAromM 3-x Micsilis nicns
3aTBEPAKEHHS); 3MiHM | TUNY - 3MiHK 3 SKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpOob roTOBOrO NiKapCbKoro 3acoby.
3miHa napameTpiB cneuudikadin Ta/abo fonycTumMmnx Mex
rOTOBOrO /1iKaPCbKOro 3aco0y (3BY)XXEHHS fONYCTUMMX
MeX) - 3BY)KEHHS mapamMeTpiB JONyCTUMUX MEX ANS
nokasHvka «bakTepiasibHi eHA0TOKCUHW B CyMiLLi PO3YMHIB
i3 TPbOX Kamep» 4715 rOTOBOro MPOAYKTY, a came:
3BY)EHHS KpUTepiiB NpuiiHaTHoOcTI 3 2,5 MO/mn go 2,0
MO/mn y BiANoBigHICTb [0 €Bponeiicbkoi hapmakonei ans
napeHTepasibHMX Nikapcbkunx 3acobis (BeegeHHs 3MiH
npoTArom 3-x MicALUIB MiC/A 3aTBEPAXEHHS); 3MiHK || TURY
- 3MiHM 3 AKOCTi. FOTOBMIA NniKkapcbkuii 3aci6. KoHTposb
roTOBOrO JliKkapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3MiHa 3HaxoAMTbCA No3a
3aTBEPMHKEHUMY JONYCTUMUMU MexXamu creuudikadii) -
36inbLUEHHS NiMITy A5 cneundikauii, po3aini 3.3.4
«OCMONAMBHICTb» ANA BUMNYCKa, Y Kamepi CyMiLli i3 TPbOX
pO34MHiB (BBEAEHHS 3MiH NpOTArom 3-x micsAuiB nics
3aTBEPKEHHS)

231.

OKCO/nHoB
A MA3b

masb, 2,5 mr/r, no 10 r
y Ty6i; no 1 Ty6i B
nadui 3 KapToHy

TOB
"TepHochbapm”

YkpaiHa

TOB "TepHodapm"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsgy
(iHWi 3miHW) - 3aMiHa po3giny «IpadiyHe ohopMIeHHA
yNakoBKM» Ha po3ain « MapkyBaHHa» y MKA N3:
3arBepmkeHo: Po3gin «FPA®IYHE OPOPM/IEHHA
YMNAKOBKW» logaetbcs. 3anponoHoBaHo: Po3gin
«MAPKYBAHHSA» BignosigHo [0 3aTBEPAXEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKu
NiKapCbKoro 3acoby LLoA0 3a3HaYeHHS OAUHNLb
BMMIpIOBaHHA y cuctemi Sl.

BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEpPKEHHS.

6e3 peyenma

UA/14265/01/01

232.

OKTAMNAC
nr

pO34nH ANa iHdysild,
45-70 mr/mn no 200
M1y KOHTeliHepi; no 1
KOHTeliHepy B NakeTi;
no 1 nakety B
KapTOHHilA Kopoo6Li

OkTachapma
dapmaueBTrK
a
MpopaykTioHcre
c M.6.X.

AscTpis

BUPOGHMUK,
Bi4NOBiAa/IbHWIA 32
BMPOGHULITBO 3a
NOBHUM LIK/TOM:
OkTachapma Ab

Lseuis

BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHW | TUny
- 3MiHW 3 AKOCTI. F0TOBUIA Nikapcbkunii 3aci6. KOHTpob
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NiKapCbKoro 3acoby (3BY)XEHHS1 AOMYCTUMUX MEX) -
3BY)KEHHSI MeX BCTAHOB/IEHOTO 3HAYEHHS NOKa3HMKa
AKOCTi «DibpMHOreH» npu BUNPO6YBaHHI rOTOBOr0
nikapcbkoro 3acoby. 3arsepgxeHo: 1,5 — 4,0 mr/mn.
3anponoHoBaHo: 2,4 — 3,6 Mr/mMN. TepMiH BBEEHHS 3MiH:
npoTArom 6 micsuiB nicns 3aTBeppKeHHs.
3MiHK | TUNy - 3MiHK 3 AKOCTI. F0TOBWIA JTiKAPCLKMiA 3aci6.

3a peyenmom

UA/15584/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y metogax
BMNPOBGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpMKEHNX MeTofax BUNPOOYBaHHS) - 3MiHW Y
MeToAuLj BUNPOGYyBaHHS roTOBOrO JlikapcbKoro 3acoby 3a
nokasHukom «Lutpar» metogom BEPX, a came:
BMNPOBaMKEHHS 3-X TOUKOBOTO KanibpyBaHHA 3aMicTb 1-
TOYKOBOTO Ta BAOCKOHa/IEHHS MeToAy MifroTOBKN 3paskis 3
BMKOpPUCTaHHAM npucTpoto Amicon® 4 mn 30 K NMWL.
TepmiH BBEAEHHS 3MiH: MPOTAroM 6 MicAuiB micns
3aTBEPKEHHS.
3MiHM | TNy - 3MiHK 3 AKoCTi. FOTOBWMIA NikapcbkuMii 3aci6.
KOHTPO/1b FOTOBOIO NiKapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (He3HauHa
3MiHa y 3aTBepMKEHNX MeToAax BUNPOOYBaHHS) - 3MiHa
TeCcT-cUCTeEMMN y METOANLi BUNPOBYBaHHSA roTOBOro
NiKapCcbKOro 3acoby 3a NOKasHWKOM «KasbLii».
3arBepmkeHo: TecT-cuctema Calcium Testkit, BUPOGHMK
ROCHE / HITACHI. 3anponoHoBaHO: TecT-cuctema
Calcium AS FS Testkit, Bupo6Huk DiaSys. TepmiH
BBEJEHHS 3MiH: MPOTAroM 6 MicALIB NiCNA 3aTBEPKEHHS.
3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCcbknin 3aci6.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y metogax
BMNPOBGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpPKEHMX METOaX BUNPOOYBaHHS) - 3MiHa
TecT-cucTemu y MeToauLi BUNpobyBaHHA rOTOBOTO
NiKapcbkoro 3acoby 3a NokasHUKoM «Protein C».
3arBepmkeHo: Habip Coamatic Protein C (BMPOGHWMK
Chromoenix). 3anponoHoBaHo: Habip STAChrom Protein
C (BMpo6HUK Stago Diagnostica). TepMiH BBEAEHHS 3MiH:
npoTArom 6 micsuiB nicns 3aTBeppKeHHS.
3MiHN | TURY - 3MiHW 3 SAKOCTi. [OTOBWIA NiKapCbkuii 3aci6.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y metogax
BMNPOGYBaHHS rOTOBOTO J1iKapCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpIKEHMX METOax BUMPOOYBaHHS) - 3MiHa
TecT-cucTemMu y MeToauLi BUNpobyBaHHA roTOBOrO
NiKapcbKoro 3acoby 3a NOKasHUKOM «DiGpUHOreH».
3aTBeppkeHo: Habip STA Fibrinogen (BUpo6HWMK
Diagnostica STAGO). 3anponoHoBaHo: Habip STA liquid
Fib (Bupo6Huk Diagnostica STAGO). TepMiH BBeAEHHS
3MiH: NPOTArom 6 MiICALIB NiCNSA 3aTBEPKEHHS.
3MiHU | TUNY - 3MiHW 3 SAKOCTi. FOTOBWIA NikapCbKMii 3aci6.
KOHTPO/1b FOTOBOIO NiKapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHSA roTOBOrO JIiKapCbKOro 3acoby (iHLi 3MiHW y
MeTofax BUNpobyBaHb (BK/IoYaoumn 3amiHy abo
[OMNOBHEHHS)) - 3aMiHa METOAVKM BUNPOBYBaHHSA roTOBOro
nikapcbKoro 3acoby 3a nokasHukom "aPTT (4acTkoBuii
TPOM6ONNACTMHOBMIA Yac)", L0 BUKOPUCTOBYETHLCS Ha
ainbHuui Oktachapma, LUBewis, Ha MeToauky, Lo
BMKOPUCTOBYETLCA Ha AinibHuui Octapharma, ABCTpisi.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TepMmiH BBEAEHHS 3MiH: MPOTAroM 6 MicALiB micns
3aTBEPMKEHHS.
3MiHM Il TMny - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y metogax
BUNPOGYBaHHSA rOTOBOrO J1ikapCcbKoro 3acoby (cyTTeBa
3MiHa y 6ionoriyHoMy/iMyHOOrYHOMY/IMYHOXIMIYHOMY
MeToZi BUNpobyBaHHA abo MeTogj, y KoMy
BVKOPWCTOBYETbLCS 6iONI0riYHUIA peareHT, abo ix 3amiHa,
abo 6ionoriyHOro Npenapary NopiBHAHHSA (CTaHAAPTHOrO
npenapary), WO He 3a3HaYeHunin y 3aTBepakeHoMy
npoTokoni) - 3MiHa MmeToAy Microparticle Enzyme Immuno
Assay Ha meTog Chemiluminescent Immunoassay ans
BMNPO6YBaHHSA roTOBOrO /iKapCbKOro 3acoby 3a
nokasHnkom «HAV-Ab» (aHTuTiNa go Bipycy renatuty A).
TepmiH BBEAEHHS 3MiH: MPOTAroM 6 MicAuiB micns
3aTBEPAKEHHS.
233. | ONIONATAAWN | kpanni O4Hi, po3ymH 1 ToBapucTso 3 Ykpaiva ToBapucTso 3 BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/17141/01/01
H mr/Mano 5 mny obmexeHoro 0bMexeHor - 3MiHM 3 AKOCTi. MeauyHi NpucTpoi. 3miHa NpUCTpoiB AN1s
donakoHi, no 1 BignoBiganbHi Bi4nNoBIAaNbLHICTIO BVIMIpIOBaHHS 1031 ab0 BBELEHHS NiKapCbKoro 3acoby
donakoHy pasom 3 cTHO "®APMEKC Irpyn-, (nopaBaHHsA abo 3aMiHa NPUCTPOLD, AKUIA He €
KPULLIKOIO- "flocnigHwin Ykpaina HeBi'€EMHOI0 YaCTUHO NEePBUHHOI YNakoBku) - MpuCTpil,
KpanenbHULE y 3aBOf, Aknii mae CE-mapkyBaHHS - BBejeHHs1 J0AATKOBOrO
Kopo6Li 3 KapTOHY "rHUnNC" NPUCTPOIO 4151 BUMIPIOBAHHSA 03K, @ CaMe KPULLIKK-
KpanenbHuui KKB-3-12,5 supo6HuuTea TOB
«®apmMaueBTnyHa ipma «BepTeke», Ykpaina
(3aTBEpMKEHI KpULLIKa-KpanenbHMLA BUpo6HULTBa HBD
«Peachapm» TOB Ta kpuLuka-kpanenbHuus KKB-1-12,5
BMpobHuLTBa TOB «®apmaleBTnyYHa dhipma «BepTekc»,
YkpaiHa).
234. | OMENPA30/ | kancynu no 20 mr, no Bigkpute Pecny6nika Bigkpute Pecny6nika | BHECEHHSI 3MiH 40 peeCcTpaliiHNX MaTepiasiiB: 3miHW | TNy | 3a peyenmom UA/6928/01/01
10 kancyny akuioHepHe Binopycb akuioHepHe Binopycb - 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
6nictepax; no 3 TOBapuCTBO TOBapUCTBO (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNnakoBKW
6nictepn y nauuj 3 "BOPUCOBCHKM «BOpPUCOBCHLKMIA NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii oo
KapTOHy 1 3aBOA, 3aBOf, MEANYHUX 3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
MeaNYHUX npenaparis», Lex Ne BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
npenaparis” 4 3aTBepaXeHHs
235. | OMENPA30/ | kancynu TeBa 13painb Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15152/01/02
-TEBA racTpope3nNCTEHTHI dapmaueBTika - 3MiHK 3 AkocTi. CepTudikat signosigHocTi/IE-cepTudikar
TBepai no 20 mr; no 10 n lHgacTpi3 BiANOBIAHOCTI EBponeiickbki hapmakonei/MmoHorpadii.
Kancyn y 6nictepi; no nra. MopaHHA HoBOro abo OHOB/IEHOTO cepTuUdiikaTa

3 6nicTepu B kOpobLi

BIANOBIAHOCTI @60 BUNYyYeHHS cepTudikara BifgnoBigHOCTI
€Bponeiicbkin hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/MpoMbKHOro NPOAYKTY, WO
BMKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; 415 LONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikaT Bif yxe
3aTBEPKEHOr0 BUPOGHYMKA -
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
OHoBreHHS cepTudikaTy BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 1998-145-Rev 09 ans A®l
Owmenpason Big BXe 3aTBepAXeHoro Bupo6Huka Union
Quimico Farmaceutica, S.A. (Spain)
236. | OMENPA3O0/1 | kancynu TeBa 13painb Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/15152/01/01
-TEBA racTpope3nNCTEHTHI dapmaueBTika - 3MiHK 3 AkocTi. CepTudikart BignosigHocTiI/IE-cepTudikar
TBepAi no 40 wmr; no 10 n IHpacTpi3 BiANOBIAHOCTI EBponeiickbkilt hapmakonei/MoHorpadii.
Kancyn y 6nictepi; no nra. MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
3 6nicTepu B kOpobLi BiANOBIAHOCTI @60 BUNyYeHHs cepTudikara BignoBigHOCTI
€Bponeiicbkiii hapmakonei: ans A®l; ons BuxigHoOro
mMaTtepiany/peareHTy/NpoMbKHOro NPOAYKTY, WO
BMKOPVCTOBYHOTbCH Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudpikaT BiANOBIAHOCTI EBPONEiChKili
thapmakonei) - OHOB/IEHWIA cepTudikaT Bif yxe
3aTBEPAKEHOro BUPOGHYMKA -
OHoB/eHHS cepTudikaTy BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 1998-145-Rev 09 ans A®l
Owmenpason Big, BXe 3aTBepAXeHOoro BMpo6Huka Union
Quimico Farmaceutica, S.A. (Spain)
237. | OMENPA30/ | kancynu no 20 mr; no MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/6542/01/01
-A0APHUMUA 10 kancyn y KOHTYpHil "®apmaueBTun "®apmaueBTnyHa - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKM /likapCbKOro
YapyHKOBIli ynakoBLyj; YHa hipma chipma "AapHuus” 3ac00y 3 BHECEHHSIM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
no 1 abo 3 KOHTYpHi "fapHuus” OAVHWLb BUMIPIOBaHHSA Y cucTeMi Sl. 3amiHa po3ainy
YapyHKOBI YNaKoBKMN y “I'pachiuHe ohopM/IEHHS yNakoBKM” Ha “MapKyBaHHS" B
nauui MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo no
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHSA
3MiH - NPOTArom 6 MicsiLiB MicNs 3aTBEPAYKEHHS
238. | OHIXENN nak ons Hirtie Benyno, niku Xopsaris BMPOBHULTBO IpnaHgis/ BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | Tny | 6e3 peyenma UA/17914/01/01
nikyBasibHWi1, 50 Ta KOCMeTuka, roToBOro Xopsaris - 3MiHK Wwoao 6e3nekn/edPeKTUBHOCTI Ta
mr/mn, no 2,5 mn a6o a.a. nikapcbKoro 3acooby, hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX

no 5 mn y chnakoHi
pa3om 3 CnMpTOBMMM
cepseTKamu,
nuaoykaMun ans
OUNLLEHHA Ta
annikaropamun gns
HaHeCeHHs naky B
KapTOHHIA navui

KOHTPO/b SKOCTI:
LLlaHenb Megikan,
IpnaHgis; KOHTPOsb

AKOCTi Ta BUMYyCK
cepii: Benyno, niku
Ta KoCcMeTuka, 4.4.,

Xopsaris

[JaHux Npo cucTemy chapmakoHarnsay (BBefeHHs
y3arasibHeHUX AaHunx Npo cuctemy hapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3[iiCHEHHS1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
hapmakoHarnsigy 3asiBHUKa 415 34iCHEHHS
thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA Big,
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnagy (BKovatoum KOHTaKTHi AaHi) Ta/abo
3MiHM y pO3MiLLEeHHI MacTep-chaiina cuctemn
hapmakoHarnsagy) - 3MiHa KOHTakTHOT 0cobu
YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BignoBigasibHOI 3a
3pjificHeHHs chapmakoHarnsgy B YkpaiHi. [Jiroya pegakuis:
lwyk Hatasnika MeTpisHa. MponoHoBaHa pefakuis:
BonowwnHa AHacTtacis AHaToniiBHa. 3MiHa KOHTaKTHUX
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
[aHVX KOHTaKTHOI 0CO6M YNOBHOBaXEHOT 0COOM 3asiBHUKA,
BiANOBIAANLHOI 3a 3filicHEHHS (hapmakoHarnsay B
YKpaiHi.
239. | OPHIOA30/- | po3uvH Ans iHdysiid, 5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/17007/01/01
OAPHULSA mr/mn; no 100 mny "bapmavueBTu "papmMaueBTUYHA - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisgy
thnakoHi, no 1 YyHa hipma ipma "AapHuus" (iHLWi 3MiHW) - OHOBNEHHSA TEKCTY MapKyBaHHS yNakoBKU
donakoHy B nauuj "fapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,ii Woao
3a3HauYeHHs1 OAUHNLL BUMIpIOBaHHSA Y cucTemi Sl. TepMmiH
BBE/IEHHS 3MiH MPOTAroM 6 MicALIB Nicia 3aTBEPAXKEHHS
240. | OCMONAND pO34uH ANa iHdy3il TOB Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: TeXHIYHA 3a peyernmom UA/18256/01/01
no 200 ms, 400 mn y "APTEPIYM nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
nnasiwkax (paakoHax) nTaor TEXHIYHY NOMMWJ/IKY BUMPaB/IEHO B IHCTPYKLT A/1s
MeJn4Horo 3actocyBaHHs 13 y p. "YmoBu 36epiraHHs";
3anponoHoBaHo: 36epiraTv B OpuriHasIbHiiA ynakoBLi npu
Temnepartypi He Buwe 25 °C. 36epiratn y HegoCTyNnHOMY
Ans giteid micyi. He 3amopoxyBaTtu. TexXHiYHY NOMUSIKY
BMMPAaB/IEHO B TEKCTi MapKyBaHHS Ha NEPBUHHIN ynakoBLi
13 (200 mn, 400 mn) 9. YMOBW 3BEPIFAHHSA 36epiratn
npu Temnepartypi He BuLle 25 °C. He 3amopoxyBsaTtu.
3anponoHoBaHo: 9. YMOBW 36EPITAHHA 36epiratu B
OopuriHaNbHil ynakoBLi npu Temnepatypi He Buwe 25 °C.
He 3amopoxyBaTn.
3a3HayeHe BUMNpaB/ieHHA BifNoBigae MaTepiaiam
pPeECTpaL,iiHOro A0CbE
241. | O®EB® Kancysm m siki no 100 BepiHrep HimeyunH MepBUHHE HimeuunHa BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasliB: TEXHIYHA 3a peyenmom UA/16115/01/01
mr, no 10 kancyny IHrenbxaim a (6nictepn) Ta nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
6nicTepi, no 6 IHTEepHeLWHN BTOPUHHE BMNPaBIEHHSA TEXHIYHUX NOMUIIOK, 3rigHO nn.4 n.2.4.
6nicTepiB y KAPTOHHIl v6X nakyBaHHs, po3ainy VI Hakazy MO3 YkpaiHu Big 26.08.2005p. Ne 426
ynakoBLi MapKyBaHHs, (y pepakuii Hakasy MO3 Ykpainu Big 23.07.2015 p Ne 460)

KOHTPO/b SIKOCTI,
KOHTPO/Tb AKOCTi 3a
NOKa3HUKOM
MikpobiosoriyHa
yucToTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxaim ®apma
'm6X i Ko.KT,
HimeyunHa;
Brpo6HMLUTBO,
ynakoBka Ta
KOHTPO/b SKOCTI (3a
BUK/OYEHHAM
Mikpob6ionoriyHol
YMCTOTH) Kancyn
bulk (He
po3dacoBaHoi
npoaykuii):

— MOMUJIKV MOB'A3aHi 3 Nepeknagom abo nepeHeceHHAM
iHbopmawii, siki 6yn gonyLleHi nig yac NpoBefeHHs
npoueaypu peectpauii nikapcbkoro 3acoby (Hakas Ne760
Big 04.07.2017p.). Y Cneumdikanii MeTogiB KOHTPOO
AKOCTI AN nokasHuka «MikpobionoriyHa umctota» 6yno
[ONyLLEeHO NOMW/IKY NPU 3a3HaYeHHI OAVHULL BUMIPY.
MomukoBo 6yN0 3a3HAYEHO OAMHUL BUMIPY YKPATHCHKOO
MoBot «KYO/r», a mae 6yTu pociiicbkoto «KOE/r»
OCKi/TIbKW1, METOAMN KOHTPOJI0 0CPOPMIIEH] POCICHKO
MOBOI0. 3a3HaueHe BUMpPaB/IEHHS BiMNOBIAaE MaTepianiam
peecTpaLiiHoro Aocbe
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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
peecmpayitiHo2o
nocsioYeHHs

KataneHt
HimeuunHa E6epbax
'm6X, HimeyunHa;
AnbTepHaTuBHI
OinbHULI oNns
BTOPWHHOTO
nakyBaHHSA Ta
MapKyBaHHS:
LLiteremaHH
JNboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyunHa;
®apm/lor dapma
NopyxicTik TM6X,
HimeyunHa;
AnbTepHaTUBHI
nab6opartopii ans
npoBefeHHs
KOHTPO/IO SIKOCTI (3a
BUK/IOYEHHAM
Mikpob6ionoriuHoi
unctoTn): A eHg Em
LWra6bTect Mm6X,
HimeuyumHa HysicaH
M6X, HimeuuunHa;
AnbTepHaTUBHa
naboparopia aAns
npoBefeHHs
KOHTPOSIO SIKOCTI
Mikpob6ionoriuHoi
yuctotu: Crc
IHCTUTYT DpeseHiyc
M6X, Himeuunna
Na6op N+C AT,
HimeyunHa

242.

ODEB®

Kancysm m siki no 150
mr, no 10 kancyn y
6nictepi, no 6
6nicTepiB y KApTOHHIl
ynakoBLii

BepiHrep
IHrenbxanm
IHTepHeLHN

rM6X

HimeyunH
a

MepBuHHE
(6bnictepn) Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHs,
KOHTPO/b SIKOCTI,
KOHTPO/b AKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
yncToTa Ta BUMYCK
cepiii nikapcbkoro
3acoby: bepiHrep

HimeuuunHa;

BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasiB: TeXHIYHA
nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
BMNpaBAEHHSA TEXHIYHUX NOMUOK, 3rigHO nn.4 n.2.4.
po3giny VI Hakazy MO3 YkpaiHu Big, 26.08.2005p. Ne 426
(y pepakuii Hakazy MO3 Ykpainu Big 23.07.2015 p Ne 460)
— NOMWJIKV NOB'A3aHI 3 Nepeknagom abo nepeHeceHHsAM
iHchopmawii, ki 6y gonyLleHi nig yac NpoBeAeHHs
npoueaypv peectpadii nikapcbkoro 3acoby (Haka3 Ne760
Big 04.07.2017p.). Y Cneumdikanii MeTogiB KOHTPOIO
AKOCTI AN nokasHuka «MikpobionoriyHa umctota» 6yno
[JOnyLLeHO NOMW/IKY NPU 3a3HaYeHHI OAVHULL BUMIPY.
MoMWNKOBO GY/10 3a3Ha4YEHO OAUHMLI BUMIPY YKPAIHCHKOK

3a peyernmom

UA/16115/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

IHrenbxanm ®apma
v6X i Ko.KT,
HimeuuunHa;
Brpo6HMLUTBO,
ynakoBka Ta
KOHTPO/Ib SKOCTi (3a
BUK/IOYEHHAM
Mikpo6ionoriyHol
4YNCTOTW) Kancyn
bulk (e
po3dacoBaHoi
npoaykuii):
KataneHt
HimeuunHa E6epbax
'm6X, HimeyunHa;
AnbTepHaTuBHI
OinbHULI oNns
BTOPWHHOTO
nakyBaHHSA Ta
MapKyBaHHS:
LLiteremaHH
JNboHdepnakyHreH
yHA NoricTiwep
Cepsic e. K.,
HimeyunHa;
®apm/lor dapma
NopyxicTik TM6X,
HimeyunHa;
AnbTepHaTUBHI
nab6opartopii ans
npoBefeHHs
KOHTPO/IO SIKOCTI (3a
BUK/IOYEHHAM
Mikpob6ionoriuHoi
unctoTn): A eHg Em
LWra6bTect Mm6X,
HimeyunHa HysicaH
M6X, HimeuuunHa;
AnbTepHaTUBHa
naboparopia Ans
npoBefeHHs
KOHTPOIO SIKOCTI
Mikpob6ionoriuHoi
yuctotu: Crc
IHCTUTYT DpeseHiyc
'M6X, Himeuunna
Na6op N+C AT,
HimeuyunHa

MoBoto «KYO/r», a mae 6yTu pociiicbkolo «KOE/r»
OCKi/JIbKW, METOAM KOHTPO/I0 0DOPMJIEH] POCIICHKO
MOBOI0. 3a3HayeHe BUNpaB/IEHHS BignoBigae maTepiasiam
peecTpauiiHoro Jocke
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
243. | ODJIOKCAUN | Tabnetkmn no 200 wr, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/1805/01/01
H-AAPHULA no 10 TabneTtok y "apmavuesTu "papMaueBTUYHA - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
KOHTYPHIli YapyHKOBIi1 YyHa hipma ipma "AapHuus" (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW
ynakosui; no 1 "AapHnus"” niKapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Wwoao
KOHTYPHIli YapyHKOBIi 3a3HaYeHHs OMHNLb BUMIpIOBaHHSA Y cucTemi Sl.
ynakoBLji B nauLi BHeceHHs 3MiH 40 po3ainy “MapkyBaHHa” MKA N3;
3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHS. TepMiH BBEAEHHS
3MiH: NpoTArom 6 micsLiB 3 AaTV 3aTBEPAKEHHS
244. | ODJIOKCUH® | TabneTku, BKpUTI TOB "CaHodi- Ykpaina TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/8147/02/01
200 060/10HKO10, M0 200 Mr ABeHTIC Pecny6nika | - BuAaneHHs nokasHvka Baxki MeTanu 3i cneundikavii ons
Ne 10 (10x1): no 10 Ykpaina" Aito40T peyoBrHN odhiokcaLuHy, BignoBiAHO [0 OHOBEHOT
Tabnetok y 6nictepi; MoHorpadii 9.0 EBponelicbkiii hapmakonei; 3miHu | Tuny -
no 1 6nictepy y BUAAIEHHS @aHaNITUYHOT METOAVKM LLOAO BU3HAYEHHS
KapTOHHI KOpooLyi BaXKMX MeTasiB 415 AONOMiXKHOI peyoBMHN FiNPOMesnosu,
BiAMNOBIAHO 40 OHOBNEHOI MOHOrpadii 9.0 EBponeiichkii
chapmakonei; 3MiHW | Tuny - foAaBaHHsA afbTePHATUBHOIO
MeToAy aHaniTMYHOro BUNPO60BYBAHHSA A0 YXe iCHY40ro
MeToZay, SKuii onMcaHo y MoHorpadii €EBponeincbkol
hapmMakonei LWAsaxXom ra3oBoi xpomarorpadii 3a
METOAMKOI BUPOBHVKA 4151 BUSHAYEHHS TinpoMenosu
245. | O®TAKBIKC Kpanni o4Hi, 5 mr/mn CaHTeH AT PiHnaHais Brpo6HMK PiHNAHAIA BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/11401/01/01
® no 0,3 mn y TIo6uK- BiANoOBigabHUIA 3a - 3MiHUM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
KpanesibHuuj, no 10 BMPOBHMLTBO in BBepgeHHs ab0o 3MiHM [0 y3arasibHeHVX JaHuX Npo
TIOOUK-KpanenbHuLpb y bulk, nepevHHe Ta cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
naketi 3 ponbru; no 1 BTOPUHHE [JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
nakeTy B KAPTOHHIl nakyBaHHs, YMOBHOB&XEHOT 0CO6MU, BiANOBIfaIbHOI 3a 34iiCHEHHS
KOpo6Li KOHTPO/Tb AKOCTI: chapmakoHarnsay; KOHTaKTHoi 0cobum 3 hapmakoHarnagy
Hekctdapma AT, 3as1BHUKA AN1A 34iiCHEHHNA thapMakoHarnsay B YkpaiHi,
DiHnAHgisA SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
Brpo6HuK, BiANOBIAa/IbHOI 3a 34iicCHEHH:A hapmakoHarnsgy
BiNOBIgaNbHWIA 3a (BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
BMNYCK Cepil: MacTep-aiina cuctemn papmakoHarisgy) - 3miHa
CaHTeH AT, KOHTaKTHUX JaHuX YNOBHOBaXeHOI 0cobu, BignosigansHol
PiHNAHAIA 3a (hapmakoHarnag. 3MiHa KOHTakTHOT ocobm
YNOBHOB&XXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
hapMakoHarnsag B YkpaiHi.
[itoya pepakuis: CuHiok TeTsaHa. [MponoHoBaHa pegakLis:
CaBueHKo AMMTPO. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI
0co6u ynoBHOBaXKeHOT 0c06M 3asiBHUKA, BiAMNOBIAa/IbHOI 3a
thapmakoHarnsg B YkpaiHi. 3miHa MicLLe3Hax04KeHHS
MacTep-thaiina cuctemm hapmakoHarnsgy. 3mMiHa micus
3/iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsay.
246. | OPTAKNIH Kpansi O4Hi, pO34nH, MpAT YKpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/16352/01/01
0,1 mr/mn, no 5mny "dapmaueBTu "®dapmaneBTuyHa - 3MiHM WoAo 6e3nekun/edhekTMBHOCTI Ta thapmakoHarnsagy
donakoHi 3 YHa hipma chipma "OapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
KpanesibHUUer Ta "NapHuus” NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao

KPULLKOK 3 KOHTPO/1EM

3a3HauYeHHs1 OAMHNLb 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
po3KpUTTS; no 1 BHeceHHs 3MmiH fo po3giny “MapkyBaHHS” MKA N3;
donakoHy B nauuj 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. TepMiH BBEAEHHSA
3MiH: NPOTArom 6 micsLiB 3 AaTV 3aTBEPLKEHHS
247. | OOTUMON® Kpanni ouHi, 2,5 mr/mn; AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/4314/01/01
no 5 mn a6o no 10 mn - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
y thnakoHi; no 1 (iHWi 3MiHW) - BHECEHHS 3MiH [0 po3ainy «MapKyBaHH:A»
donakoHy y naui i3 MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA 3rigHo
KapToHy 3aTBEPIKEHOr0 TEKCTY MapkyBaHHSA. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
iHhopmaLii o0 3a3HAYEHHSI OOUHULL BUMIPIOBaHHSA Y
cuctemi Sl. BBefieHHs1 3MiH NpoTArom 6-T1 MicAUIB micns
3aTBEPAKEHHS
248. | MAKNITAKCE | koHuUeHTpart ans EBEBE AscTpis EBEBE ®apma AscTpist/ BHECEHHS 3MiH 10 peecTpavliiiHnux maTepianis: 3miHW | TNy | 3a peyenmom UA/0714/01/01
N "EBEBE" PO34MHy N8 iHdysild, dapma lec.m.6.X. Hdpr. KT, HimeuunHa - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
6 mr/mn; no 5 mn (30 lec.m.6.X. ABCTpist (MOBHWIA (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
mr), a6o 16,7 mn (100 Hdpr Kl LKA BUPOBHULTBA); nikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
mr), abo 25 mn (150 3eiibepcnopd 3a3HaYeHHs O4MHMLb BUMIPIOBaHHS Y cucTemi Sl.
mr), a6o 35 mn (210 Na6op Mv6X, BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» MKA N13;
mr), a6o 50 mn (300 AscTpist 3anponoHoBaHo: MapkysaHHs. BignosigHo fo
Mr) y do/1akoHi, no 1 (TecTyBaHHs); 3aTBEPKEHOrO TEKCTY MapKyBaHHs. TepMiH BBEAEHHS
h/1aKOHY B KapTOHHIi Na6op NNC CE & Ko. 3MiH NPOTArom 6 MicALiB Micns 3aTBEPIKEHHS
KopooLi K, HimewunHa
(TecTyBaHHs); MMM/
Mikpobionoriwec
Mptochnabop M6X,
ABCTpist
(TectyBaHHs)
249. | NAMI®OC KOHLeHTparT ans Mepak HimeuunH IAT Bionorika MM6X, HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/3341/01/01
pO34nHy A5 iHdys3il, lesenbwadT a HimeuyunHa - BHECEHHSA 3MiH A0 po3ainy «MapkyBaHHa» B MKA /13:
3 mr/mn, no 5 mn, abo dotop KNiHiwe (BUPOBHMLTBO "in 3anponoHoBaHo: MapkyBaHHs 3rilHO 3aTBEpPAXEHOro
10 mn, a6o 20 mn, abo | LWneuiansnpe bulk", nepsuHHe TEKCTY MapKyBaHHs. OHOBIEHHA TEKCTY MapKyBaHHS
30 mn y donakoHi; no 1 napate M6X naKkyBaHHs Ta yNakoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM iHchopmaii
dhnakoHy B KOPO6L KOHTPOb cepiit); L0A0 3a3HAaYEHHSI OAMHULL BUMIPIOBaHHSA Yy cuctemi Sl.
Mepak esenbwadt BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
dhrop KiiHiWwe 3aTBEePKEHHS
Lnevujanbnpenapat
e M6X, HimeuunHa
(BTOPUHHE
nakyBaHHsl,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)
250. | NAHKPEATU TabneTkn, BKPUTI TOB YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaviiHnx matepianis: 3miHu | Tuny | 65e3 peyenma UA/7539/01/01
H 8000 060/10HKOI0, "TepHochapm" - 3MiHM WoAo 6e3nekun/edheKTMBHOCTI Ta chapmakoHarnsgy

KI/ILLIKOBOpO3‘-II/IHHi no

(iHLUI 3MiHW) - BHECEHHS 3MiH A0 po3iny «MapKyBaHH:»
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
0,24 1, no 10 TabneTok MKS$ N13: 3anponoHoBaHo: Po3gin «MAPKYBAHHSA»
y 6nictepi; no 1 abo BignosigHoO [0 3aTBEpAKEHOr0 TEKCTY MapKyBaHHS. 3MiHU
no 5 6nictepis B nayu,i BHECEHI B TEKCT MapKyBaHHS YNakoOBKW MikapCbKOro 3acoby
3 KapPTOHY LLOA0 3a3HaYEeHHS OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS
251. | MAHOUWA 40 | TabneTku, BKpUTI AHaHTa Benvka ®namiHro HAjA BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/2628/01/01
060/10HKOH0, Megikeap /114. BpuTaHis dapmacboTukanc - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
KMLLKOBOPO34VMHHI, N0 nrg. (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNaKkoBKW
40 wr; no 10 TabneTok nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i Woao
y 6nicTepi; no 1 abo 3 3a3HaYeHHs OAMHNMLb BUMIpIOBaHHSA Y cucTemi Sl.
6nictepy B nayui BHeceHHs 3MiH 80 po3giny «MapkyBaHHs» MKA N13:
3anpornoHoBaHo: MapkyBaHHs. Bianosigae
3aTBEPAKEHOMY TEKCTY MapKyBaHHs. BBeeHHs 3MiH
npoTsArom 3-x MicsLiB Nicns 3aTBEPAKEHHS
252. | MAHTEHON niHa HawkipHa, 4,63 TOB "bayw Ykpaina [Op. F'epxapg MaHH, HimeuumHa | BHeECeHHs 3MiH [0 peecTpaLiiiHux maTepianis: 3MiHu | TNy | 6e3 peyenma UA/4438/01/01
CMPEN r/200r; no 130 ry Xenc" XeM.-chapM. Pabpuk - 3MiHM WoAao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
KOHTeliHepi nig, m6X (iHWi 3MiHW) - BHECEHHS 3MiH A0 po3giny MK4A:
TUCKOM; no 1 MapkyBaHHsA
KOHTelHepy B MponoHoBaHa pepakLis. MapkyBaHHs. 3rifHo
KapTOHHI KOpo6Li 3aTBEPKEHOIO TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro 3acoby 3 BHECEHHAM
iHchbopmav,ii LLoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHS Y
cuctemi Sl. BBegeHHs 3MiH NpoTArom 6-Tv MicsiLiB nicns
3aTBEPAKEHHS
253. | MAHTOMNPA3 | Tabnetku TOB "TeBa YkpaiHa Tesa ®apma C.J1.Y. Icnanis BHECEHHS 3MiH 40 peecTpauiiiHux MaTepianis: 3MiHW | TUNy | 3a peyenmom UA/16874/01/01
ON-TEBA racTpope3nCTEeHTHI No YkpaiHa" - 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
40 wmr, no 7 TabneTok KOHTeliHep/3aKyrnopoBasibHWii 3aci6. 3MiHa po3mipy
y 6nicTepi; no 2 a6o 4 yNakoBKU rOTOBOrO NiKapCbKOro 3acoby (3MiHa KiflbKoCTi
6nicTepy B KOpPOOGL; oavHMUpb (Hanpukias TabneTok, ammys TOLL0) B YNakoBL,i:)
no 10 tTabneTtok y - 3MiHa y diana3oHi 3aTBepAKeHNX po3MipiB YNakoBKN -
6nicTepi; no 3 [ofaBaHHA HOBOro BUAY KOHAirypauii nepBuHHOT
6nicTepy B KOpPOOGL; yMakoBKuM Ans fo3yBaHHsA 40 mr; no 14 TabneTtok y
no 14 tabneTtok y 6nicTepi; no 1 abo 2 6nictepu B kopobui Ta no 15
6nictepi; no 1 a6o 2 TabneTtok y 6nictepi; no 2 6nictepu B kOpoo6Lj, 3
6nicTepy B KOpPOO6L; BiANOBIAHMMY 3MiHaMK 40 po34iny “YnakoBka’, 6e3 3MiHu
no 15 TabneTtok y NepBUHHOTO NakyBaslbHOrO Matepiasty. 3MiHM BHECEHO B
6nicTepi; no 2 IHCTPYKLtO 4719 MEeANYHOro 3acTOCYyBaHHA y p. "Ynakoska"
6nicTepy B KOpPOOL 3 BiANOBIAHUMYM 3MiHAMW Y TEKCTi MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby (TepmiH BBeLeHHS 3MiH: NPOTAroM 6
MicsLiB 3 AATV 3aTBEPKEHHS)
254. | MAHTOP 20 TabneTku, BKpUTI ToppeHT IHAjis ToppeHT IHAjs BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3miHu | Tny | 3a peyenmom UA/13540/01/01
060/10HKOI0, dapmacbioTika dapmachbioTikanc - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
KWLLKOBOPO3UMHHI N0 nc ity nrp, (iHLWi 3MiHW) - BHECEHHSA 3MiH 0 po3ainy MKA: TPAGIYHE

20 mr no 10 TabneTok
y 6nictepi, no 1 abo
no 3 6nictepu B

30BPAXXEHHSA YTNAKOBKW MNponoHoBaHa pefakuis:
MAPKYBAHHSA 3rigHo 3aTBEpAXEHOr0 TEKCTY
MapKyBaHHA OHOB/IEHHS TEKCTY MapKyBaHHS yNakoBKW
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHIA ynakoBL,i nikapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,ii Wwoao
3a3HayeHHs OAVHMLL BUMIPIOBAHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
255. | MAHTOP 40 TabneTtkn, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13540/01/02
060/10HKOI0, dapmacbioTika dapmachbloTikanc - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
KMLLKOBOPO34YMHHI N0 nc nirg nrp, (iHWi 3MiHW) - BHECEHHS 3MiH A0 po3ainy MKA: TPA®IYHE
40 mr no 10 TabneTok 30BPAXXEHHSA YIMAKOBKW lMponoHoBaHa pepaku,is:
y 6nicTepi, no 1 abo MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOro TEKCTY
no 3 6nictepu B MapkyBaHHA OHOBJ/IEHHS TEKCTY MapKyBaHHS yNakoBK/
KapTOHHIA ynakoBL,i NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
3a3HayeHHs 0AVHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nic/s
3aTBEPAKEHHS
256. | MANA30/- Tabnetku no 10 MpAT Ykpaina MpAT YKpaina BHECEHHS 3MiH 40 peecTpauiiHnx matepianiB: 3miHu | Tuny | 6e3 peyenma UA/6207/01/01
OAPHULUA TabneToK y KOHTYpHii "apmauesTu "papmMaueBTUYHa - 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
YapyHKOoBIli ynakosLj; YHa hipma ipma "dapHuua" (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKu
no 1 KOHTYpHIi "NapHuus” NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii oo
YapyHKOBIli ynakoBLji B 3a3HavyeHHs oVHULb BUMIpIOBaHHA y cucTemi Sl. 3amiHa
nauuj po3sginy “I'padivyHe othopMIEHHS YNakoBKu” Ha
“MapkyBaHHa" B MKA J13; 3anponoHoBaHo: MAPKYBAHHA
BignosigHo [0 3aTBEPMAXXEHOr0 TEKCTY MapkKyBaHHS.
TepMmiH BBEAEHHSA 3MiH: NPOTAroM 6 MicALUiB 3 gaTu
3aTBEpKEHHSA
257. | NAPALIH PO34UH ANs iHQY3il, €Bpo Benvka Ec.Ci. IHchomep PymyHis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiB: 3MiHW | Tuny | 3a peyenmom UA/15371/01/01
10 mr/mn, no 50 mn Nalicpkep 14 BpuTtaHis ®nyigc C.PJ. - AgMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro 3acoby
abo 100 mny - 3MiHV BHECeHi o0 Ha3Bu J13. 3aTBepaXeHO:
KOHTeliHepax; no 1 MAPALETAMOJT €BPO (PARACETAMOL EURO)
abo 12 KoHTelHepiB y 3anponoHosaHo: MAPALIH (PARADYN) BeefeHHsA 3MiH
KapPTOHHI KOpooLyi npoTsrom 3-x MicsiliB nicnsl 3aTBEPAKEHHS
258. | NMAPALETAM | cupon, 120 mr/5 mn no My6niuHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | TNy | 6e3 peyenma UA/2514/01/01
on ana 50 mn y donakoHi akKuioHepHe akujioHepHe - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
DITEN CKIiHOMY ab0 TOBapUCTBO TOBapuCTBO (iHWWIi 3MiHW) - BHECEHHS 3MiH 40 po3giny “MapkyBaHHS"
nosnimepHomy, no 1 "HaykoBo- "HaykoBo- MKSA N13; 3anponoHoBaHo: MapkyBaHHs. BignosigHo no
chakoHy pasom 3 BMPOGHNUNI BMPOGHWYNIA LEHTP 3aTBEpP)KEHOro TeKCTY MapKyBaHHS ynakoBku. OHOBNEHHSA
[103YBaJIbHOIO /TOXKKOIO LEeHTp "BopLyariBCbKmii TEKCTYy MapKyBaHHSA yNnakoBKM MiKapCbKoro 3acoby 3
B nauuj; no 100 mny "BopLuariscbk XiMiKo- BHECEHHSM iH(hopMaLT LLOA0 3a3HAYEHHS OANHULb
h1aKoHi CKNsTHOMY WA XiMiko- hapmaueBTUYHWMi BMMIiptOBaHHA Y cuctemi Sl. BBegeHHs 3MiH npoTsirom 6-Tu
abo y 6aHui thapmaveBTUy 3aBog" MiCALIB MiCNSA 3aTBEPAKEHHS
nonimepHiii, no 1 HWi1 3aBoa"
donakoHy abo GaHLi
pa3om 3 [03yBasIbHO
JIOXKOI0 B nauLlj
259. | MAPALETAM | Ta6netku no 500 wr, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/4369/01/03
on- no 10 TabneTok y "apmauesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta chapmakoHarnsgy
OAPHULSA KOHTYPHili YapyHKOBIi YHa hipma ipma "JapHuus" (iHWi 3MiHM) - BHECEHHS 3MiH 0 po3ainy “MapkyBaHHsS"”
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ynakosui, no 1 "OapHuug” MK$ N3; 3anponoHoBaHo: MAPKYBAHHSA BignoBigHo o
KOHTYPHI1 YapyHKOBIlA 3aTBEPKEHOrO TEKCTY MapkyBaHHS. OHOBMEHHS TEKCTY
ynakoBLji y nayui; no MapKyBaHHS yMakoBKM IKAPCbKOro 3acoby 3 BHECEHHAM
10 TabneTok y iHcbopmaw,ii LWoAo 3a3HAaYEHHS OAUHULb BUMIPIOBAHHS y
KOHTYPHUX cucTtemi Sl. BBefieHHs 3MiH NPOTArom 6-Tv MicsLiB nicns
YapyHKOBMX 3aTBEPLKEHHS
ynakoBkax
260. | MEKTONBAH | kancynu no 52,5 wmr, AT "dapmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3miHW | Tuny | 6e3 peyenma UA/15403/01/01
® NNoL no 10 kancyny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
6nictepi; no 3 agpecu 3asBHUKa (BNacHUKa peectpauiiHoro
6nictepy B navui NOCBiJYEHHS) -3MiHa HaliMeHyBaHHS Ta afpecy 3asBHUKa
(BnacHuka peecTpauiiHoro nocBig4yeHHs1) BBeAeHHS 3MiH
NpoTArom 6-T1 MiCALIB Nicna 3aTBepmXeHHs; 33MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
agpecu Micusi NPoOBaMKEHHS AiSiSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro ikapcbKoro 3acoby,
BK/IOYaAOUM AiNbHULI BUMYCKy cepii abo micue
NPOBeAEHHS KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANoBigae BMPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6HMKa, 6e3 3MiHn
MicLs BUPOBGHULTBA. 3MiHM BHECEHI Y po3ainy "BupobHuK"
Ta "Micue3HaxomKeHHs BUPOOHYVKa Ta oro agpeca micus
NPOBaPKEHHSA AiS/IbHOCTI" B IHCTPYKL,i0 4151 MeANYHOIO
3aCTOCYBaHHSA Ta K Hac/MifoK - BiANOBIAHI 3MiHWN Y TEKCTi
MapKyBaHHS! yNakoBKU NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 6-TM MiCALB NicNA 3aTBePKEHHS; « 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn)- BHeCeHHs 3MiH Jo po3giny
«MapkyBaHHA» MKA /13 3aTtBepaxeHo: MAPKYBAHHA
BifnoBigHo [0 3aTBEPLXEHOr0 TEKCTY MapKyBaHHS, Lo
AofaeTbes. 3anponoHoBaHo: MAPKYBAHHA 3rigHo
3aTBEPKEHOr0 TEKCTY MapkKyBaHHS. OHOBMEHHS TEKCTY
MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHS OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPLKEHHS
261. | MEMETPEKC NopoLUOK AN Akkopg, Benuka Akkoppg, Xenckea Benuka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/17400/01/03
Ef, AKKOP/[, KOHLEeHTpaTy ans Xenckea BpuTtaHis Nimitea, Benuka BputaHis/ - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnagy
PO34MHy aNns iHdysii Nimiteq BpuTaHis IHgis/ (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
no 1000 wmr, no 1 (BignoBifansHwWii 3a ManbTa nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaL,ii Woao

oNakoHy 3 MOPOLLKOM
B nauui

BUMNYCK cepil );
AKkopZ Xesnckea
NimiTen, Benvka

BpuTtaHis (BTopuHHe
nakyBaHHs); IHTac
dapmachbioTikasnc

Nimiteq, Haia

3a3HavyeHHs OAMHMLb BUMIPIOBaHHA Y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny «MapkyBaHHs» MKA N13:
3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHs. BBefieHHs 3MiH
NPOTSArom 6-Tv MiCAILiB NiCNA 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
(BUpOGHMLTBO,
KOHTPO/b SKOCTI,
nepBrHHE Ta
BTOPWHHE
nakyBaHHs);
dapmagokc
Xenckea Jita,.,
MasibTa (KOHTpOoNb
AKOCTI cepii)
262. | MEHTACA Tabnetku PeppiHr LLiseiiuapi ®eppiHr FTM6X, HimeuunHa/ | BHeceHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3mMiHu | Tuny | 3a peyernmom UA/4990/02/01
NPONOHIOBaHOI Aji No IHTEepHeLHN A HimeyunHa LLiBeiiuapis | - 3MiHK WOA0 6e3nekn/echekTUBHOCTI Ta hapMakoHarnsay.
500 wmr; no 10 CeHtep CA (BignoBiganbHwii 3a BBefeHHs ab0 3MiHn [0 y3arasibHeHWX AaHuX npo
Tabnetok y 6nictepi; BUNYCK cepii); cuctemy thapmakoHarnagy (BBefeHHS y3arasibHeHNxX
no 5 abo 10 6nictepis deppiHr AaHunx npo cuctemy hapmakoHarnsgy, 3amiHa
Y KapTOHHIli kopoobLi IHTepHewHn CeHTep YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 38 34iiCHEHHS
CA, Weeiiyapis hapmakoHarnsgy; KOHTakTHoOT ocobu 3 chapmakoHarnagy
(BUPOBHMLTBO) 3asiBHUKA [/151 34iICHEHHA hapMakoHarnsgy B YKpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsgy
(BK/IKOUAIOYUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
mMacTep-caiina cuctemu hapmakoHarnagy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3as1BHMKA,
BiANOBiAANbHOI 3a 3ilicHeHHS (hapmakoHarnsgy B
YkpaiHi. [jitoua pegakuis: 3aiuyk CsiTnaHa
MwukonaiBHa.llponoHoBaHa pefakuis: Kyuma Bonogumup
OnekcaHApoBMY. 3MiHA KOHTAKTHUX AAaHWUX KOHTaKTHOT
0co6u yNnoBHOBaXKEHOT 0CO6M 3aABHUKA, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay B Ykpaii
263. | MEPCEH® Kancynu Teepai, 200 AnsoreH ManbTta Nek CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/10415/01/01
KAPAIO Mr/160 mr no 8 kancyn ManbTa dapmaneBTUYHA - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
y 6nicTepi; no 2 OnepeiileHc KOMnaHis 4.4. (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
6nicTepn y KapTOHHIl (POY) N1a nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
Kopobu,i 3a3HaYeHHs OAVHULb BUMIpIOBaHHS y cuctemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTAroM 6 MiCALIB MicNs 3aTBEPIKEHHS
264. | MEPCEH® Kancynu Teepai; no 10 AnBoreH ManbTta Nek CnoBeHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/14451/01/01
HAAT Kancyn y 6nictepi; no ManbTa dapmaneBTUYHA - 3miHn Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
2 abo no 4 6nictepu B OnepeiileHc KoMnaHis 4.4. (iHWi 3MiHW) - OHOBNIEHHS TEKCTY MapKyBaHHS yNakoBKN
KapTOHHI KopooLi (POY) N1a NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao

3a3HayYeHHs1 OAUHNLE BUMIPIOBaHHA Y cuctemi Sl. Tepmin
BBEJEHHS 3MiH - NPOTArom 6 MicauiB Nicns 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
265. | MEPCEH® kancynv TBepgi, no 10 AnBoreH ManbTa Nek CnoBeHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/2838/02/01
DOPTE Kancyn y 6nictepi; no ManbTa dapmaLeBTUYHA - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
2 6nictepn y OnepeiileHc KOMMaHis 4.4. (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS YNakoBKW
KapTOHHI Kopoo6Li (POY) N1a, niKapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Wwoao
3a3HayYeHHs OAUHNLL BUMIPIOBaHHA Y cucTemi Sl. TepmiH
BBEJEHHS 3MiH - NPOTArom 6 micsLiB nicns 3aTBepaKeHHS
266. | NIHAN TabneTku, BKpUTI "KcaHTic Kinp AN CeipT ManbTa/ BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/18124/01/01
nNiBKOBOIO dapma Cepsice3 (ManbTa) | peuis/ IHAis | - 3MiHK Woa0 6e3nekn/eddeKTUBHOCTI Ta hapmakoHarnsagy
060/10HKO0, N0 2,5 Mr, Nimiten" Nta, MansTa (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNaKkoBKW
14 TabneTok y (mikpobionoriyHwui nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i LWoao
6nictepi, no 1 a6o no KOHTPONb); 3a3HaYeHHs OAMHNLb BUMIpIOBaHHSA Y cucTemi Sl.
2 6nicTepu B KAPTOHHY OKEHE®APM CA, BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
navky Ipeuis (NepBuHHA 3aTBEPAKEHHS
ynakoBKa, BTOPYHHA
ynakoBKa, KOHTPO/1b
Ta Bunyck cepii); PA
KEM ®APMA
NIMITEL, IHgjs
(BMpPOGHMLTBO
roTOBOI NiKapCbKoi
dopmu, nepBrHHA
Ta BTOPMHHA
ynakoBKa)
267. | NIHAN TabneTkn, BKpUTI "KcaHTic Kinp AN CeigpT ManbTta/ BHECEHHS 3MiH 0 peecTpaviiHnx matepianis: 3miHn | Tuny | 3a peyenmom UA/18124/01/02
NNiBKOBOIO Papma Cepgice3 (ManbTa) | peuis/ IHAis | - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy
060/10HKOI0, N0 5 Mr, Nimiten" Nta, MansTa (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW
no 14 TabneTtok y (mikpobiosioriyHmi NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii oo
6nicTepi no 1 a6o no 2 KOHTPO/b); 3a3HavYeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
6nictepy B KAPTOHHY IKEHE®APM CA, BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
navky Ipeuis (nepBuHHa 3aTBepKEHHS
ynakoBKa, BTOPYHHA
yrnakoBka, KOHTPO/1b
Ta BMnNyck cepii); PA
KEM ®APMA
NIMITEA, IHgis
(BUPOGHMLTBO
roTOBOT NiKapCbKoi
dopmu, neperHHA
Ta BTOPUHHA
ynakoBKa)
268. | MIHAN TabneTkn, BKPUTI "KcaHTic Kinp AN CeipT ManbTa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/18124/01/03
NiBKOBOO dapma Cepsice3 (ManbTa) | peuis/ IHAia | - 3MiHM Woao 6e3nekn/edpeKTBHOCTI Ta hapmakoHarnsgy
060/10HKO10, M0 10 Mmr, Nimiten" Nta, ManbTta (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu

no 4 Tabnetkn y
6nicTepi, no 1 abo no
2 6nicTepu B KAPTOHHY
nayky

(mikpo6ionoriyHnii
KOHTPO/b);
MKEHE®APM CA,
peujis (nepsrHHA

NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
3a3HayYeHHs OAVHMLB BAMIPIOBAHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ynaKkoBKa, BTOPYHHA 3aTBEPAKEHHS
ynakoBka, KOHTPO/b
Ta Bunyck cepii); PA
KEM ®APMA
NIMITEA, IHgjs
(BPOGHMLTBO
rOTOBOI NiKApPCbKOI
¢opmMu, NepBUHHA
Ta BTOPUHHA
ynakKoBKa)
269. | NIHAN TabneTkn, BKPUTI "KcaHTic Kinp ANNN CsicT ManbTa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/18124/01/04
NNiBKOBOO Papma Cepsice3 (ManbTa) | peuis/ IHAis | - 3MiHM WoAo 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy
060n0HkKot0, No 20 mr, Nimiten" Nta, Manbta (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 1 rabnetuiy (mikpoGionoriyHmit NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
6nicTepi, no 1 KOHTPO/b); 3a3HayeHHs OAMHMLb BUMIPIOBaHHA Y cnuctemi Sl.
6nicTepy B KApTOHHY IODKEHE®APM CA, BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
nauky; abo no 2 peuis (nepBMHHA 3aTBEePAKEHHSA
Tabnetkn y 6nictepi, ynakoBKa, BTOPUHHA
no 1, a6o 2, a6o no 4 ynakoBKa, KOHTPO/1b
6nictepy B KAPTOHHY Ta Bunyck cepii); PA
nauky; abo no 4 KEM ®APMA
Tabnetku y 6nictepi, NIMITEAL, IHgis
no 1 a6o no 2 (BUPOGHULTBO
6nicTepy B KAPTOHHY rOTOBOI NiKapCbKOI
navky chopmu, NepBUHHA
Ta BTOPMHHA
yrnakoBka)
270. | MIHOBIT® Kpanni HazasibHi no 10 AT "dapmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3miHW | Tuny | 6e3 peyenma UA/6606/02/01

My chnakoHi; no 1
donakoHy B mauui 3
KapToHy

- 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3miHW) - BHECeHHs 3MiH 40 po34iny «MapKyBaHHS»
MKSA N3 3arsepmxeHo: MAPKYBAHHSA Bignosigae
HaflaHOMy TEKCTY MapKyBaHHs. 3anponoHOBaHoO:
MAPKYBAHH$A 3rigHo 3aTBEpAKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHSA ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
3a3HayYeHHs OAVHMLL BUMIPIOBaHHA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPMHKEHHS; 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecu 3asBHUKA (BaCHUKa
peecTpaLiiHOro NOCBiAYEHHS) - 3MiHa HaliMeHyBaHHS Ta
afpecy 3asiBHYKa (BlacHMKa peecTpaviiHoro
nocBigyeHHs1) BBeAeHHs 3MiH NPOTArom 6-Tv MicsLiB micas
3aTBEPKEHHS; 3MiHW | TUNY - AAMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHA Ta/abo agpecy MicLs NPOBaKEHHS
LisiNIbHOCTI BUpOOHMKa/iMnopTepa roToBOrO JliKapCbKoro
3aco0y, BKIOYAKUM AiNbHNL BUNYCKY cepii abo MicLe
NPOBeeHHS KOHTPOIO AKOCTI. (fiANbHICTb, 3a Ky
BignoBigae BMPOGHMK/iMNopTep, BKIOYAKUM BUNYCK Cepiit)
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
- 3MiHa HaliMeHyBaHHs Ta agpecy BUpoGHMKa, 6e3 3MiHn
MicLs BUPOGHULTBA (BBEAEHHS 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS)
271. | NIPAHTEN - CycCrneHsis opanbHa, TOB "OKn Ykpaina TOB "OKnM YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/10686/01/01
BILL®A 250 mr/5 mn no 15 mn "®GapmaueBTun "®apmaueBTnyHa - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKW NikapCbKoro
y donakoHi, no 1 yHa habpumka" habpuka" 3ac06y 3 BHECEHHAM iHhopMaL,ii WoAo 3a3HaYeHHs
dhnakoHy 3 403YHU0L0 OOMHWLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs 3MiH 40
CKNSIHOYKOK B NauLyi po3ainy “MapkyBaHHs” MKA 13": 3anponoHOBaHoO:
MapkyBaHHS. 3rigHO 3aTBEPXEHOr0 TEKCTY MapKyBaHHS.
TepMiH BBEEHHSA 3MiH NPOTAromM 6 micsAuiB nicns
3aTBEPAKEHHS
272. | NIPUAOKCA NMOPOLLOK TOB "TK Ykpaina My6niyHe YKpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3miHu | Tuny - UA/16450/01/01
N-5-®OCPAT | KpucTaniyHuii "ABpopa" akuioHepHe - BWIyYEHHS 3 MaTepiasiiB peecTpauiiiHoro gocbe Ha Ad|
(cybeTaHuis) B TOBapUCTBO Nipnaokcan-5-dhocaT, NOPOLLIOK KpUCTasTivHNiA
NoABINHMX "Ximthapm3asog (cybcTaHuisn) 3atBepmakeHoi ginbHuui (Ne 2 uexy Ne 1)
noslieTUIEeHoBMX "YepBoHa 3ipka” BMPOGHMLTBA. BunyyeHHs He 06yMOBEHO
naketax gns Henepegb6ayeHMn o6cTaBMHamy y BUPOGHMYOMY NPOLIECI.
hapMaLeBTUYHOTO 3anmwaeTbes BUpPo6bHUYa ainbHuus (Ne 5 uex Ne 2), sika
3aCTOCYyBaHHA BVKOHYE Ti X cami (pyHKLiT, L0 /A BUNyYeHa AibHALSA
273. | NIPNAOKCH PO34MH ANA H'EKLN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpavLiiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/5420/01/01
H-AAPHULSA 50 mr/Mnno 1 mn B "®apmaueBTu "®apmaneBTuyHa - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta thapmakoHarnsagy
(BITAMIH B6- | amnyni, no 5 amnyny YHa hipma chipma "OapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
AAPHNUSA) KOHTYPHIll YapyHKOBIlA "AapHuus" nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
ynakosLi; no 2 3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
KOHTYPHI YapyHKOBI BHeceHHsA 3MiH 40 po3ainy “MapkysaHHa” MKA N3;
yNakoBKM B navi 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH - NPOTArom 6 MicsALIB NicNsA 3aTBEPAKEHHS
274. | NNA3BMOBEH | po3uvH ans iHdysii MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/17779/01/01
® no 500 My donakoHi "®apmauesTn "PapmaueBTnyHa - OHOBJIEHHSI TEKCTY MapKyBaHHS YNakoBKW J1iKapCbKoro
YHa thipma chipma "JapHuus” 3acoby 3 BHECEHHSIM iHdhopMaLil LLoA0 3a3HAYEHHS
"fapHnus” OAMHULb BUMIpIOBAHHSA Y cuctemi Sl. TepmiH BBEAEHHSA
3MiH - MPOTAroM 6 MicAUiB Nicns 3aTBEpPAKEHHS
275. | NONDKMHAK | emynbcia BariHasibHa, NabopaTopis dpaHuis IHHOTepa LLys3i dpaHuis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a peyenmom UA/7254/01/01
C BIPTO y Kancynax, no 3 IHHOTEK TMny - 3MiHKM Woao0 6e3nekn/edeKTUBHOCTI Ta
Kancynu B 6nictepi, no | IHTepHacbiioH thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
2 6nictepu B anb NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT AN

KapTOHHI/ KopoobLi

Me[MYHOro 3aCTOCYBaHHS Y 3B'AA3KY i3 HOBUMU JaHUMU 3
AKOCTI, AOKNIHIMHUMWN, KNIHIYHUMKU JaHUMW Ta aHUMK 3
hapmakoHarnagy - 3MmiH1 BHECEHO [0 iHCTPYKLIT ANns
MeJMNYHOro 3aCTOCYBaHHA NMiKapCbKoro 3acoby 0 po3ainis
"MokaszaHHs" (yTOUHeHHs iHdhopmadii), "Cnoci6
3acTocyBaHHsA Ta Ao3un”, Mob6iyHi peakuii” BigNOBIgHO A0
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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
peecmpayitiHo2o
nocsioYeHHs

marepianiB peecTpauiiHoro gocke. BBeieHHs 3MiH
NPOTAroM 6-TW MICALB NiCNA 3aTBePMKEHHS; 3MiHM Il TUnNy
- 3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTumLi
niKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLIT ANs
MeAMYHOro 3aCTOCYBaHHA Yy 3B'sA3Ky i3 HOBUMU AaHUMK 3
SIKOCTi, AOKTIHIYHMMM, KiHIYHUMU AaHUMK Ta AaHUMK 3
hapmMakoHarnagy - 3MmiH1 BHECEHO [0 iHCTPYKUIT ANns
MeZMNYHOro 3aCTOCYBaHHA NiKapCbKOro 3acoby A0 po3Ainis
"®apmakonoriyHi BactusocTi", "Oco6nmnBocTi
3acTocyBaHHSA", 3aCTOCyBaHHS y nepiof, BariTHOCTi ab6o
rogysaHHs rpyaar”, "Oitn" (yTouHeHHs iHdbopmadii)
BiANOBIAHO A0 MaTepiasiB peecTpauiiHoro ocke
(BBeAEHHs 3MiH NPOTAroM 6-Tu MicsLiB nicns
3aTBEPKEHHS)

276.

nonNIPITON -
1

HacToiika gns
nepopasibHOro
3acTocyBaHHs no 100
MmNy 6aHui; no 1
6aHLui B naywi

TOB "OKnM
"®apmaueBTun
yHa habpuka"

YKpaiHa

TOB "OKnN
"®apmaueBTnyHa
thabpuka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNaKoBKW /TiKapCbKOro
3ac06y 3 BHECEHHAM iHhopMmaL,ii WoA0 3a3HaYeHHs
OOMHWLB BUMIPIOBaHHSA Y cucTeMi Sl. BHeceHHs 3MiH 10
po3ziny “MapkyBaHHs" MKA J13: 3anponoHoBaHo:
MapkyBaHHS. 3rigHO 3aTBEPXEHOr0 TEKCTY MapKyBaHHS.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPAKEHHSA

6e3 peyenma

UA/8925/01/01

2717.

NONbKOPTO
NOH TC

aepo3o0/b 415
3acTocyBaHHA Ha
LUKIpY, CycneHsis
(23,12 mr + 0,58 wmr)/r
no 17,3 r cycnexsii B
aepo30/IbHOMY
6as1oHi; no 1 6asoHy y
KapTOHHIA Kopoo6Li

TapXOMiHCbKM
n
thapmaveBTuy
HWIA 3aBOf,
"Monbgpa" AT

MonbLia

TapXxOMiHCbKNIA
hapmaueBTUYHNI
3aBof "Monbga" AT

MonbLa

BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3miHn | Tuny
- 3MiHM LWoAo 6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy.
BeefieHHs1 ab0 3MiHK [0 y3arasibHeHNX AaHuX Npo
cuctemy hapmakoHarnagy (BBefeHHs y3arasibHeHux
[JaHux nNpo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXeHOI 0cobu, BiANOBIfa/IbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTaKTHoOi ocobum 3 hapmakoHarnagy
3asBHUKa 4151 34iiCHEHHSA hapMakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobu,
Bi4NOBiAa/IbHOI 32 3[jICHEHHST hapmakoHarnsay
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
macTep-chaiina cuctemmn chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOI 0COOU 3asBHMKA, BifnoBigasibHOI 3a
thapmakoHarnag,.

MponoHoBaHa pepakuin: Edyta Samela. 3MiHa KOHTaKTHUX
[aHnX YyNoBHOBaXXEHOT 0co6M, BiANOBigaIbHOI 3a
thapmakoHarnag,.
3MiHa KOHTaKTHOT 0CO6U YNOBHOBAXKEHOT OCOOU 3asIBHUKA,
Bi4NOBiAa/IbHOI 32 hapMakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuisi: YpeTiin Cepriii IBaHOBUY. 3MiHa
KOHTaKTHUX faHNX KOHTaKTHOI 0CO6Y YNOBHOBAXEHOT
0Cco6u 3asiBHMKa, BIAMOBIAA/IbHOT 32 hapmakoHarnsg, B
YkpaiHi

3a peyenmom

UA/4559/01/01

278.

NOPTANAK

cupon, 667 mr/mi; no

Benyno, nikun

Xopsaris

Benyno, nikn Ta

XopBaris

BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHM | Tuny

6e3 peyenma

UA/14086/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
250 mn Ta 500 Mny Ta KOCMeTuKa, KocmeTuka, 4.4. - 3MiHM LWoA0 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy.
donakoHi, no 1 o.a. BBefeHHsA abo 3MiHM [0 y3arasibHeHUX AaHuX npo
h1aKoHy i MipHUM cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
CTakaH4MKOM B JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
KapTOHHII navui YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnsgy
3asBHUKa 15 34iiCHEHH:A hapmakoHarnsgy B YkpaiHi,
SAKLLO BOHa BiAMIHHA Bif YyNOBHOBaXKeHOI ocobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHiI
MacTep-haiina cuctemu hapmakoHarnisgy) - amMiHa
KOHTaKTHOT 0CO6U YNOBHOBAXXEHOT 0COOU 3asIBHYMKA,
BiANOBIAANLHOI 3a 34ilicHeHHS hapmakoHarnagy B
YkpaiHi. NponoHoBaHa pefakuis: BonowuvHa AHacTacis
AHatoniiBHa. 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu
YMOBHOBaXEHOT 0C06Y 3a8BHWKA, BiANOBifaIbHOT 3a
3pificHeEHHs hapMakoHarnsay B Ykpaii
279. | NPEAHI3ON PO34NH A5 iH'EKLIN, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/2587/01/01
OH- 30 mr/mn, no 1 mn B "apmauesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy
OAPHULSA amnyni; no 3 aéo no 5 YHa thipma hipma "JapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
amnyn y KOHTYpPHIi "NapHuus" nikapcbKoro 3acoby 3 BHECEHHAM iHchopMmal,ii woao
YapyHKOBIli ynakoBLyj; 3a3HayvyeHHs O4MHMLb BUMIpIOBaHHSA Y cucTemi Sl.
no 1 KOHTYpHil BHeceHHs 3MiH 40 po3ainy “MapkysaHHa” MKA N3;
YapyHKOBI yNakoBL,i y 3anponoHoBaHo: MAPKYBAHHSA BignosigHo fo
nauui 3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBEL,EHHS
3MiH NPOTArom 6 MicALiB NicNs 3aTBEPIKEHHS
280. | NPEAHI3ON Tabnetkn no 5 mr, no MpAT Ykpaina MpAT YKpaina BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/2587/02/01
OH- 10 TabneTok y "®apmaueBTn "®apmaueBTnyHa - 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta hapmakoHarnsgy
AAPHULUA KOHTYPHIll YapyHKOBIlA YHa hipma ipma "dapHuua" (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKu
ynakoBLi, no 4 "NapHuus” NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii oo
KOHTYPHI YapyHKOBI 3a3HavyeHHs OVHULb BUMIpIOBaHHA y cucTemi Sl. 3amiHa
yNakoBKW B MauLli po3giny “I'paciuHe odhopmneHHA" Ha “MapkyBaHHA" B
MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo ao
3aTBEPAKEHOrO TEKCTY MapKyBaHHS
TepMmiH BBEAEHHSA 3MiH NPOTAroM 6 MicAuis nicns
3aTBepKEHHS
281. | NMPEOHIKAPB | ma3b no 15 ry Ty6ax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/6024/01/01
-AAPHNLA Ne 1 "®apmaueBTun "PapmaueBTnyHa - 3MiHM WoAo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
YyHa hipma ipma "AapHuus" (iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS yNaKkoBKM
"OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii LLoao

3a3HayYeHHs OAVHMLb BUMIpOBaHHA Y cuctemi Sl. 3amiHa
po3giny “I'padiuHe odhopmaeHHsA" Ha “MapkyBaHHS" B
MKSA N3; 3anponoHoBaHo: MAPKYBAHHSA BignosigHo no
3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
TepmiH BBeAEHHS 3MiH: NPOTAroM 6 MicsALiB 3 AaTu
3aTBEPAKEHHS
282. | MPUCMACOI/ | po3unH ans [am6po LLIBeuis BIE®PE MEAITAN ITanis BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasis: 3miHn | 3a peyernmom UA/13428/01/02
4 remodinbTpauii Ta NyHpia Ab C.N.A. TUMY-3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta
remogianisy, no 5000 hapmakoHarnagy (iHwi 3MiHK) - BHECEHHS 3MiH 10 po3ainy
Mny «MapKyBaHHA»:
[1BOKOMMOHEHTHOMY 3anpornoHoBaHo: MapkyBaHHs. BignosigHo fo
MiLLKY 3 3aTBEPKEHOrO TEKCTY MapkyBaHHS. OHOBNEHHS TEKCTY
nonisiHinxnopuay MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM
(mane BigaineHHs 250 iHhopmaLii WoA0 3a3HAYEHHS OAUHULL BUMIPIOBAHHSA Y
M/ | BenmKe cuctemi Sl. BBefeHHS 3MiH NPpOTArom 6-Tv MicALiB nicns
BigaineHHs 4750 mn), 3aTBEPAKEHHS; 3MiHM | TURY - 3MiHM LWOA0
AKI PO3AiNSAE KPUXKUIA 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
Hinesnb i B 3MiHM BHECEHO B TEKCT MapKyBaHHS YNakoBKu (4oAaBaHHs
NOEPIBCHKOMY iHchopmawii y p. 7. IHLWi 0COBNMBI 3aCTEPEXEHHS).
3’ejHyBadi MPUCYTHIl BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
KnanaH abo KpuxKuii 3aTBEPLKEHHS: 3MiHM | TUNY: 3MiHM 3 AKOCTi. [0TOBWIA
Hinesb; No 2 Miwka y nikapcbkuii 3acib. CTabinbHICTb. 3MiHa y TepMiHax
KapTOHHI Kopobuj; no npugaTHocTi abo ymoBax 36epiraHHsi rOTOBOrO JlikapCbKOro
5000 mny 3acoby (3miHa B ymMOBax 36epiraHHs rOTOBOrO JliKapCbKOro
[ BOKOMIMOHEHTHOMY 3ac06y abo nicnst PO3YNHEHHNA/BILHOBMEHHS) - BHECEHHSA
MiLKy 3 nonionediHy 3MiH J0 ymMOoB 36epiraHHs /13 Ha migcTasi pesynbTartis
(mane BigaineHHs 250 LOCNIMKEHHS CTabiNbHOCTI, NPOBEAEHNX Y peasibHOMY
M | BEnnke yaci: 3anponoHoBaHo: 36epiraTv y HefOCTyNMHOMY ANs
BiggineHHsa 4750 mn), AiTei micyi, npn Temnepartypi Big 4 °C go 30 °C. 3MiHn
AKi po3ginsie BHECEHO B iHCTPYKLIit0 415 MEAUYHOIO 3aCTOCYBaHHS Y p.
i3onsuiliHa nevatka i B "YMOBWU 36epiraHHA" 3 BiAMOBIAHAMUN 3MiHAMW Y TEKCTI
NIOEPIBCbKOMY MapKyBaHHS YNakoBKV NikapCbKoro 3acoby.
3'ejHyBaui NPUCYTHIl BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
KnanaH; no 2 miwka y 3aTBEPLKEHHS
KapTOHHIA KopooLi
283. | MPO3EPUH- PO34UH A5 iH'EKLLNA, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/6208/01/01
AAPHULUA 0,5 mr/mMnno 1 mn B "dapmavesTu "papmMaLeBTUYHa - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsagy
amnyni; no 5 amnyn y YHa thipma chipma "fapHuus” (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
KOHTYPHili YapyHKOBIi "OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaL,ii LWoao
ynakosLi; no 2 3a3HayYeHHs OAVHULb BUMIpOBaHHA Y cuctemi Sl. 3amiHa
KOHTYPHI YapyHKOBI po3giny “I'paciyHe 0hoOpMIEHHST yNakoBKK” Ha
ynakoBKu B naui “MapkyBaHHa” B MKA J13. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo A0 3aTBEPAKEHOI0 TEKCTY
MapKyBaHHs. TepMiH BBeAEHHS 3MiH NPOTSArom 6 Micsiuis
nicnsa 3aTBepKeHHs
284. | nrPonocon aepo3osb no 50 ry AT "Ctoma" YKpaiHa AT "Ctoma" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/1261/02/01

6as10Hi aepo30/bHOMY
atoMiHieBomMy, no 1
6aoHy 3

- 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy
(iHLWi 3MiHW) - OHOB/IEHHSA BXE 3aTBEPKEHOIO TEKCTY
MapKyBaHHS; BHECEHHA 3MiH A0 po3ainy “MapkyBaHHs"
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
posnusoBavem B MK$ N3: 3anponoHoBaHo: Po3ain MAPKYBAHHA
nautii 3 KapToHy BiZJNOBIAHO A0 3aTBEP)KEHOr0 TEKCTY MapKyBaHHA. 3MiHN
BHECEHI B TEKCT MapKyBaHHS YNakoOBKW MikapCbKOro 3acoby
LLOA0 3a3HaYEeHHS OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nics
3aTBEPLKEHHS
285. | NMPonocon aepo3o/b in bulk: no AT "Ctoma" Ykpaina AT "Ctoma” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny - UA/16496/01/01
50 r y 6anoHi; no 120 - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
6asIoHIB 3 3aXMCHUMU (IHLWIi 3MiHK) - OHOBNEHHSA BXe 3aTBEPKEHOr0 TEKCTY
KoBMaykamm Ta MapKyBaHHs: aepo3o/1b no 50 ry 6anoHi; no 120 6anoHis 3
posnunoBayamu B 3aXMCHUMU KOBNaYkaMu Ta posnuoBadyamu B SLLMKY
ALMKY (BHECEHHS MO3HaYeHb OAUHULIb BUMIPIOBAHHS, 3
BUKOPUCTAHHSAM J1iTep NaTUHCLKOTo andasity, ToLo);
BHECEeHHS 3MiH 0 po3ainy “MapkyBaHHa” MKA N13:
3anponoHoBaHo: Po3gin MAPKYBAHHA. BignosigHo ao
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO AOAAETLCA. 3MiHN
BHECEHi B TEKCT MapKyBaHHS yNakoBKW MiKkapCbKoro 3acoby
LLIOAO 3a3Ha4YeHHs OAVHWLb BUMIPIOBaHHS Y cuctemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPAKEHHS
286. | MPOCTAS3AH- | kancynu 3 MicTpan AHrNIsA PotteHpgop ®apma | HimeyunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHux matepiani: 3mMiHu | Tuny | 3a peyenmom UA/17058/01/01
BICTA MoAndikoBaHUM Kenitan 'vm6X, HimeuunHa IcnaHis/ - 3MiHM Woao 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsgy
BVBI/TbHEHHAM, TBEpSi MeHeXMeHT (B1pOGHULTBO, Ipevis (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNnakoBKW
no 0,4 mr no 10 Nimiteq nepBrHHE, BTOPVHHE NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii oo
kancyn y 6nictepi no 3 nakyBaHHsl, 3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
6nicTepn y KapTOHHIl KOHTPO/b AKOCTI); BHeceHHA 3MiH fo po3giny “MapkysaHHs” MKA N13":
Kopobui CiHTOH XicnaHis, 3anponoHoBaHO: MapKyBaHHS. 3rigHO 3aTBEPAKEHOIO
C.J1., IcnaHis TEKCTY MapKyBaHHs. BBef,eHHSA 3MiH NPOTAroM 6-Tu
(B1pOGHULTBO, MicALIB NiCNsA 3aTBEPAKEHHS
nepBUHHE, BTOPUHHE
nakyBaHHsl,
KOHTPO/b AKOCTI,
BMNYCK cepii);
damap A.B.E.
AHTy3a lNnaHT,
Ipeuis
(BUpO6HMLTBO,
nepByHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI)
287. | MPOCTA3AH- | Tabnetku Mictpan AHrNIA Ixi | Bonrapis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/17365/01/01
BICTA MPOJIOHroBaHoI Aji No Kenitan dapmacbloTikasic, HimeuunHa/ | - 3miHu wopo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
0,4 mr no 10 TabneTtok MeHeKMeHT N, Bonrapis Higepnanaun (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
y 6nicTepi; no 3 Nimviten (nepBuHHe, / lcnaHis nNikapcbKoro 3acoby 3 BHECEHHAM iHhopmal,i Woao
6nicTepy y KapTOHHI BTOPUHHE 3a3HavYeHHs 0AVHMLb BUMIPIOBaHHSA Y cuctemi Sl.
KopooLi nakyBaHHs); BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicas

PotteHgop ®apma
'm6X, HimeuunHa

3aTBEPKEHHS
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Ne

Hassa

3asBHUK

®opma surnycky Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
(BUpOGHMLTBO,
nepBUHHE, BTOPUHHE
nakyBaHHs,
KOHTPO/b SKOCTI);
CiHTOH BB,
HigepnaHgm
(KOHTpOSIb SIKOCTI,
BMNyCK cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(BMPOGHMLTBO,
nepByHHE, BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI,
BWMNYCK Cepii)
288. | PABE/IOK niodpinizat ana KALINA IHAjsA Kagina IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny - UA/11959/01/01
PO34UHY O151 iH'EKLLIA PAPMACBIOT dapmacbloTukans - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
no 20 wr in bulk: 50 NKAN3 Nimiteq (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNaKkoBKW
donakoHiB 3 NIMITEL, nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,ii Woao
niocpinizatom y 3a3HavYeHHs OAVHULLL BUMIptOBaHHSA y cuctemi Sl. TepmiH
KapTOHHI/ KopoobLi BBEJEHHS 3MiH - NPOTArom 6 micsiB nicns 3aTBepAKeHHS
289. | PAMIMII Tabnetku, Wo TOB "TeBa Ykpaina AxTasic /1T[, ManbTa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/8651/01/01
aucnepryoTbcs B YkpaiHa" - 3MiHa apecu BnacHvka mactep-ghaiiny Mylan

POTOBIA NOPOXHWHI, NO
2,5 mr; no 2 abo 6
Tabnetok y 6nictepi;
no 1 6nictepy B
KapTOHHilA KopooLi

Laboratories Limited Ha gitouy pe4yoBuHy 30AMITPUNTaH 3
«R&D Center, Plot No.34-A, ANRICH Industrial Estate,
Bollaram, Jinnaram Mandal, Medak District-502325,
Andhra Pradesh, India» Ha «Plot No.564/A/22, Road No.
92, Jubilee Hills, Hyderabad - 500096, Telangana, India».
dakTnyHe MicLe po3TallyBaHHSA He 3MIHWIOCL; 3MiHN |
MMy - 3MiHa agpecun BUPOGHNYOI AinbHuLi Mylan
Laboratories Limited (Unit-7) gns aito4oi peyoBrHu
3onmitpunTaH 3 "Plot No. 14, 99 & 100, IDA,
Pashamylaram Phase-Il, Patancheru, Medak District-
502307, Andhra Pradesh, India" Ha "Plot No. 14, 99 & 100,
IDA, Pashamylaram Phase-Il, Patancheru, Sangareddy
District-502307, Telangana, India". ®akTuyHe micue
po3TallyBaHHs He 3MiHUIock. PefakuiliHi 3MiHn fo
MeTopiB KOHTPOO AKOCTI J13: - NPONOHYETLCA Y3roguTn
Ha3By BMpobHuka A®I 3a3HaveHoro B MetoAax KOHTPOsIo
AIKOCTi 3 HA3BOM, LLI0 3a3HaYeHa B peecTpaLiiiHoOMy 4OCbE
BMPOGHMKa i 3MiHUTK 3 Mylan Laboratories Limited Ha
Mylan Laboratories Limited (Unit-7). HasBa BMpoGHMNYOI
OiNbHWL B peecTpauiiHoMy [OCbE HE 3MiHIOBaNacs; 3MiHN
| TNy - OHOBNEHHA MacTep-haiiny Ha Ailouy peyoBuHy
3omiTpunTaH 3 Bepcii MLL/ZTP/AP/002/02/MARCH.2012
Ha Bepcito MLL/ZTP/AP/002/04/0CT.2019; 3miHu | Tuny -
He3HauHi 3MiHU B 3aKpuTili YacTuHi MacTep-chaiini ons
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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
peecmpayitiHo2o

Ail0Y0T peyoBUHN 30MNITPUNTAH; 3MiHW | TUMY - BUTYYEHHS
NoKasHUKa «3a/IMLLKOBI PO3UMHHUKN: N-TeKcaH» i3
cneumdikauii A®I 3onmiTpunTaH; 3MiHW | TURy - 3mMiHn B
cneuudikauito A®I 30MITpUNTaH 415 MPUBEAEHHS Y
BIANOBIAHICTb A0 MOHOrpadii EP: - |aeHTudikauisa 3a
[ornomoroto BunpobysaHHsA BEPX BunyyaeTbes i3
cneuudikauiin Ta npoueaypy BUNpodyBaHb; - CynpoBigHi
[OOMILLKKM 3a fonomororo metoay YEPX, kinbkicHe
BM3HAYeHHA 3a gonomoroto YEPX Ta eHaHTiomepHa
uynctoTa Metogam BEPX BkntoueHi BignosigHo go EP
MOHoOrpadii 3amicTb BHYTPILLHIX METOAMK Ta cneuudikauiii;
- BmicT Hikento 3a fonomoroto Tecty AAS BUKIOHAETHCS i3
cneumdikauiin Ta npoleaypy BUNPoOyBaHb. IHLi
pefakuiiiHi 3mMiHW: napameTp Baxki MeTanu 6yB
BUyYeHUiA 3 cneuudikavii Ha OCHOBI OLHKN PU3KKiB
CTOCOBHO €/1eMEHTHUX AOMILLIOK

nocsBi0O4YeHHs

290.

PANIMII

TabneTtku, Wo
AVCnepryloTbes B
POTOBI NOPOXHWHI, NO
5 wmr; no 2 abo 6
TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIA KopooLi

TOB "TeBa
Ykpaina"

YkpaiHa

AxTasic /1T[,

ManbTa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHa agpecu BnacHuka mactep-caiiny Mylan
Laboratories Limited Ha fito4y peqyoBuHy 30AMITpUNTaH 3
«R&D Center, Plot No.34-A, ANRICH Industrial Estate,
Bollaram, Jinnaram Mandal, Medak District-502325,
Andhra Pradesh, India» Ha «Plot No.564/A/22, Road No.
92, Jubilee Hills, Hyderabad - 500096, Telangana, India».
dakTnyHe MicLe po3TallyBaHHS He 3MIHW/IOCL; 3MiHN |
TUMy - 3MiHa agpecy BUPOBHMYOT AinbHuui Mylan
Laboratories Limited (Unit-7) gns Aito4oi peyoBrHu
3onmiTpunTaH 3 "Plot No. 14, 99 & 100, IDA,
Pashamylaram Phase-Il, Patancheru, Medak District-
502307, Andhra Pradesh, India" Ha "Plot No. 14, 99 & 100,
IDA, Pashamylaram Phase-Il, Patancheru, Sangareddy
District-502307, Telangana, India". ®akTuyHe micue
po3TallyBaHHsi He 3MiHUNoCk. PefakuiliHi 3MiHn fo
MeTopiB KOHTPO0 AKOCTI J13: - NPONOHYETLCA Yy3roguTn
Ha3By BMpobHUka A®I 3a3HaveHoro B MetoAax KOHTPOsIo
AKOCTI 3 HA3BOIO, LLIO 3a3HaYeHa B peecTpaLiiHoOMy AOCbE
BMPOGHMKa i 3MiHUTK 3 Mylan Laboratories Limited Ha
Mylan Laboratories Limited (Unit-7). Hazsa Bupo6Hu14oi
OiNbHUL B peecTpauiiHoMy fOCbe He 3MiHIOBaacs; 3MiHW
| TUNY - OHOBNEHHA MacTep-ghaiisly Ha fjiloyy peyoBUHY
3omiTpunTaH 3 Bepcii MLL/ZTP/AP/002/02/MARCH.2012
Ha Bepcito MLL/ZTP/AP/002/04/0OCT.2019; 3MiHu | Tuny -
He3HauHi 3MiHM B 3aKpuTili yacTuHi Mactep-caiini gns
Liro4oi pevyoBUHY 30MNITPUNTaH; 3MiHU | TUMY - BUNYYeHHSA
NoKasHUKa «3a/IMLLKOBI PO3UMHHUKN: N-TeKcaH» i3
cneumdikauii A®| 3onMiTpUnTaH; 3MiHW | TURY - 3MiHW B
crneundikauito A®I 3onmiTpUNTaH 4N NPUBELEHHSA Y
BiANOBIAHICTL A0 MOHOrpadii EP: - |aeHTudikauisa 3a
[onomoroto BunpobysaHHs BEPX BuayYaeThes i3

3a peyenmom

UA/8651/01/02
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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
peecmpayitiHo2o
nocsioYeHHs

291.

PAMIPA® 600

cneuudikauiin Ta npoueaypy BUNpodyBaHb; - CynpoBigHi
[OOMILLKM 3a fonomorolo metoay YEPX, kinbkicHe
BM3HAYeHHA 3a gonomoroto YEPX Ta eHaHTiomepHa
uynctoTa Metogam BEPX BkntoueHi BignosigHo go EP
MOHoOrpadii 3amicTb BHYTPILLHIX METOAMK Ta cneuudikauiii;
- BmicT Hikento 3a fonomoroto Tecty AAS BUKHOHAETHCS i3
cneumdikauiin Ta npoueaypy BUNPoOyBaHb. IHLi
pefakuiiiHi 3mMiHW: napameTp Baxki MeTanu 6yB
BUyYeHUIA 3 cneuudikavii Ha OCHOBI OLiHKN PU3KKiB
CTOCOBHO €/1eMEHTHUX AOMILLIOK

292.

NMOPOLLIOK A1s1
OPa/IbHOIO PO34MHY MO
600 Mr,no 3,0ry
cawle; no 6 abo 10
calle y nauui 3
KapToHy

AT "®dapmak”

YkpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHMx MmaTepiasis: 3MiHu | Tuny
- AgMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afipecu 3asBHMKa (BNacHWka peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asaBHUKa
(BnacHvKa peecTpaLiiHoro noceigyeHHs1) TepmiH
BBEEHHS 3MiH MPOTAroM 6 MicALIB NiCNA 3aTBEPAXKEHHS;
3MiHu | TUny - AAMIHICTpaTUBHI 3MiHU. 3MiHa
HalilmeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro JlikapCbKoro
3acoby, BK/IoYaoun AinbHuL BUNycKy cepii abo micue
NPOBeAEHHS KOHTPOJIO AKOCTI. (ZiANbHICTb, 3a Ky
BiANOBIAae BUPOGHMK/IMNopTep, BKIOYaoUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUPOGHMKa, 6e3 3MiHN
Micus BUpo6HuuTBa (TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicAILiB MicNs 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHN WoA0
6e3nekn/edekTBHOCTI Ta thapmakoHarnagy (iHWi 3miHm) -
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /likapCbKOro
3ac00y 3 BHECEHHAM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
OOMHWLB BUMIPIOBaHHSA y cuctemi Sl. BHeceHHs 3MiH 40
po3giny «MapkyBaHHA» MKA 13 3aTBEpAXeHO:
MAPKYBAHHA BignoBigHO [0 3aTBEPA)KEHOIO TEKCTY
MapKyBaHHS, L0 A0AAETLCA. 3anponoHOBaHoO:
MAPKYBAHHSA 3rigHo 3aTBEpA)KEHOro TEKCTY
MapKyBaHHs. TepMiH BBeAeHHSA 3MiH NPOTArom 6 MicsiLiB
nicns saTBepipkeHHs

6e3 peyenma

UA/16428/01/03

PEBIT

apaxe, no 80 a6o no
100 gpaxe y
KOHTeliHepi; no 80 a6o
no 100 gpaxe y
KOHTeliHepi; no 1
KOHTelHepy B naui 3
KapToHY

AT
"BITAMIHA"

YkpaiHa

AT "BITAMIHA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpayiiHux matepianis: 3miHu | Tuny
- 3MiHUM 3 AKoCTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneumdikauiii Ta/abo fONYCTUMUX MEX, BUSHAUEHUX Y
crneungikauisx Ha A®Il, abo BUXIZHWIA/MPOMIDKHWI
npoAayKT/peareHT, WO BUKOPUCTOBYIOTLCS Y Npoueci
BUPOGHULTBA AP (iHLLI 3MiHK): CYNYTHS 3MiHa - 3MiHW 3
AKOCTi. A®I. KoHTposib A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXigHOro MaTepiany/npomikKHoro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUpo6HMLTBa ADI (iHWi 3MiHM Y MeTO4ax BUNPOOYBaHHS
(BkNKOUAKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUWXifHOro/MPOMiXHOro NPOAYKTY) - BBEAEHHSA TecT
lgeHTudikauis (vetog b) Co-metog , EP.2.2.25 go Bxe

6e3 peyenma

UA/4068/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBepmxeHoro metogy TLUX,(EP. 2.2.27); nokasHuk
3a/IMLLIKOBA KifTbKICTb OpraHiyHNX PO34YUMHHUKIB (MeTaHo,
rentaH) (X, EP.2.2.28) ana npuBeAeHHs [0 BUMOT fito4oi
crneundikauii dpipmy Bupo6bHuka BASF SE, HimevyunHa
293. | PEBIT apacke, no 80 apaxe B AT Ykpaiva AT "KUIBCbKNW YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/4680/01/01
KOHTeliHepax "KNIBCbKWI BITAMIHHWIA - NoAiaHHs HOBOTO cepTudikaTa BignoBiAHOCTI
(6aHoukax); no 80 BITAMIHHAIA 3ABOA" €poneiicbkili hapmakonei Ne R1-CEP 2013-010-Rev 00
[Apaxe B KOHTeliHepi 3ABOA" Ans pitovoi pevosurHn Riboflavin Big Bxe 3aTBEpAXeHOro
(6aHouui); mo 1 Bnpo6Huka HUBEI GUANGJI PHARMACEUTICAL CO.,
KOHTeliHepy (6aHouLi) LTD., China. B pamkax 3asiBneHoi 3MiHuM Bigdynacb 3miHa
y nauui B p. «Cknag» MKA 3 B Ha3Bi BUpo6HUka Ad| —
npuBeLeHo Yy BignoBigHicTb o CEP (3anponoHoBaHo:
Hubei Guangji Pharmaceutical Co., Ltd., China)
294. | PENI®® MPO | cynosuTopil Baiiep LBeliuapi IcTiTyTO Aie AHxeni ITanisa BHECEHHS 3MiH [J0 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny | 6e3 peyenma UA/10318/02/01
pPeKTasIbHI; No 5 KoHcblomep A C.p.n. - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHN Y
Cyno3uUTopIiB y CTpUNi; Kep Al BMPOGHMLTBI. 3MiHa iMNnopTepa/3MiHu, L0 CTOCYHThLCA
no 2 CTpMnK B nNauLl BUMNYCKY Cepil Ta KOHTPOSIKO SAKOCTi FOTOBOTO NiKapCbKoro
3acoby (3amiHa abo gofaBaHHsi BUPOOHUKaA, L0
BiANOBIAgAa€e 3a BBE3€HHS Ta/abo Bunyck cepii) - He
BK/T1HOYAKOUN KOHTPO/L/BUNPOBYBaHHSA cepil - 3amiHa
BMPOBHMYOT AiNbHUL, BiANOBIZaIbHOI 32 BUMYCK CEpiid.
3MiHV BHECEHO B IHCTPYKLiIO AN MeAUYHOro
3aCTOCYBaHHS LLLOAO HaliMeHyBaHHA Ta
MiCLe3HaxX04KEHHSI BUPOOHMKA 3 BiAMOBIZHUMW 3MiHAMK Y
TEKCTi MapKyBaHHS yMakoBKW NikapCbKoro 3acoby
295. | PENII®® MPO | KpeM pekTasibHWiA; No Baiiep LiBeiiuapi NIEO dapma ITanis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/10318/01/01
15rabono30ry KoHcblomep A MaHydhakTypiHr - nofgaHHs oHoBneHoro CepTudikaTy BignoBigHOCTI
Ty6i, no 1 Ty6i 3 Kep Al ITani C.P.J1. €Bponeiicbkilt hapmakonei R1-CEP 1996-020-Rev 07
annikaTopom y (nonepepgHs Bepcia R1-CEP 1996-020-Rev 06) Big, BXxe
KapTOHHIM navw,i 3aTBepmkeHoro BupobHuka MOEHS Catalana S.L. gns
A®I nigokainy rigpoxnopuay
296. | PENI®® MPO | Kpem pekTasibHUiA; No Baiiep LLiBeliyapi JIEO ®apma ITanis BHECEHHS 3MiH 4,0 peecTpaLiiHnx matepianis: 3miHu | Tuny | 6e3 peyenma UA/10318/01/01
15rabono30ry KoHcblomep A MaHydhakTypiHr - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
Ty6i, no 1 Ty6i 3 Kep Al ITani C.P.J1. KOHTelHep/3aKkynoptoBa/ibHUiA 3aci6. 3MiHa y MeToAax

annikatopom y
KapTOHHIM navw,i

BUNPO6YBaHHA NEPBMHHOI YNaKOBKM rOTOBOTO NiKapCcbKoro
3aco6y (He3HauHi 3MiHM Y 3aTBEpAKEHMX MeTofax
BMNPO6YBaHb) - OHOBMEHHS po3ainy 3.2.P.7.
PEeECTpaLIHOro AOCbE: HE3HAYHA 3MiHa B METOZj KOHTPOK
akocTi FT-IR-abcop6builiHa cnekTpochoToMeTpis (cam
MeTOZ, 3a/MLLIAETLCA HE3MIHHUM); OHOB/IEHHS NOCWUIaHb
Ha KepiBHI NPUHLMMK, LLIO CTOCYIOTLCA BiAMNOBIAHOCTI
matepianis (PernameHt €C 2011/10/€C; OnpekTmBa
Kowmicii 94/62/€C); BUnNy4yeHHs YaCTUHWN «BU3HaYeHHs»,
L0 MICTWTb 3arasibHWin CTaHAAPTHUIA nabopaTopHuii onuc
anaparty Ta peareHTiB/po3uuHiB. Mpuknagm IY-cnekTpis
6yayTb NepeHeceHi y BHYTPILLHIO foKyMeHTaLilo GMP;
Onuc pekTasibHOro ansikaropy 6yno BUAAIEHO 3 p.
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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

peecmpayitiHo2o

nocsBi0O4YeHHs

3.2.P.7 Ta 3.2.P.2.4 i nepeHeceHo ao p.3.2.R. PepakuiiHi
3MiHn a0 p.3.2.P.2.4, a came rapmoHisauisi iHdopmavii
LLIOAO asIlOMIHIEBOT Ty6U Ta KpULLEYKH, L0 HArBUHYYETLCS
i3 p. 3.2.P.7. 3miHV BHeCeHO A0 IHCTPyKUii AnS Mean4Horo
3acTocyBaHHSA NikapcbKoro 3acoby fo po3ainy "Cnocié
3acToCyBaHHSA Ta Ao3un" (4o4aHo pekomeHaauil Wwoa0
KOPVCTYBaHHS anikatopom).

297.

PEMMAKC-
KB

TabneTku XyBasibHi 3
M'ATHUM CMakom; no 6
Tabnetok y 6nictepi;
no 3 6nictepu y nayu,i

AT

"KUIBCbKWN

BITAMIHHWA
3ABOA"

YkpaiHa

AT "KUIBCbKUI

BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOO MiKapCbKOro 3acoby (iHLWi 3MiHN Y
MeTofax BUNpobyBaHb (Bk/IroUYatoumn 3amiHy abo
[LOMNOBHEHHS)); CYNyTHA 3MiHa -
3MiHM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPObyBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y crneuudikauisx, nig vyac BUpobHMLTBa
roTOBOrO NikapCbKOro 3acoby (iHLi 3MiHW); CynyTHA 3MiHa -
3MiHW 3 AKOCTi. FOTOBWIA NikapCbkuii 3aci6. KoHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneumdikauin Ta/abo [ONYyCTUMUX MEX FOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHSA 3MiH 40
MeTogis BunpobysaHHsA/Cneuudikavii 13 Ta
crneundikavii 4na npoMkHOT Npoaykuii (maca gns
TabneTyBaHHs) 3a NokasHukamun "OAHOPIAHICTb A030BaHNX
oavHNLb.MarHito kap6oHat" Ta "KinbkicHe BU3HaYeHHs",
30KpeMa: A0AaHo anbTepHaTUBHWIA METOZ, BUNPOGYBaHHSA
3a J0NOMOrOK0 KOMMIEKCOMETPUYHOTO TUTPYBaHHSA

6e3 peyenma

UA/11362/01/01

298.

PEMMAKC-
KB

TabNeTKN XyBasibHi 3
Ma/IMHOBUM CMaKoM;
no 6 TabneTok y
6nicTepi; no 3
6nicTepn y nayui

AT

"KMIBCbKWN

BITAMIHHAIA
3ABO["

YkpaiHa

AT "KUIBCbKUI

BITAMIHHWA
3ABOA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTponb
roToOBOro fikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHSA roTOBOrO JiKapcbKoro 3acoby (iHLi 3MiHu y
MeTofax BUNpobyBaHb (BkoYatoumn 3amiHy abo
[IOMOBHEHHS)); CYMyTHA 3MiHa -
3MiHN 3 SIKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHUX Y cneyudikauisx, nig yac BMpobHULTBA
rOTOBOrO JlikapCbKOro 3acoby (iHLWi 3MiHK); CynyTHS 3MiHa -
3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Nikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo [ONYCTUMKX MEX FOTOBOrO
niKkapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHSA 3MiH 10
MeTogis BunpobysaHHsi/Crneundikauii M3 Ta
crneundikavii 4na NPoMkHOT Npoaykuii (maca gns
TabneTyBaHHA) 3a NokasHnkamu "OAHOPIAHICTb A030BaHNX
OANHMLb.MarHito kapboHat" Ta "KinbKicHe BU3Ha4YeHHS",
30KpeMa: A0AaHo anlbTepPHATMBHWIA MeTO/ BUNPO6YBaHHS

6e3 peyenma

UA/12126/01/01
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3a A0MNOMOrord KOMN1EKCOMETPUYHOIO TUTPYyBaHHA

299,

PEMMAKC-
KB

TabneTku XyBasibHi 3
aneflbCHOBUM
CMakom; no 6
TabneTtok y 6nictepi;
no 3 6nictepu y navu,i

AT

"KUIBCbKWN

BITAMIHHW
3ABOA"

YkpaiHa

AT "KUTBCbKUIA
BITAMIHHUIA
3ABOA"

Ykpaina

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOGYBaHHS rOTOBOO MiKapCbKoro 3acoby (iHLWi 3MiHN Y
MeTofdax BUNpobyBaHb (BkIroUYatoumn 3amiHy abo
[LOMNOBHEHHS)); CYNyTHA 3MiHa -
3MiHN 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3MiHN BUNPobyBaHb abo AONYCTUMUX MEX,
BCTaHOBJIEHVX Y crneuudikauisx, nig vyac BUpo6bHMLTBA
roTOBOrO NikapCbKOro 3acoby (iHLUi 3MiHW); CynyTHA 3MiHa -
3MiHW 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KoHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneumdikaLin Ta/abo AONyCTUMUX MEX FOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHSA 3MiH 40
MeTogis BunpobyBaHHsA/Cneuudikauii 13 Ta
crneundikavii 4na npoMkHOT Npoaykuii (Maca gns
TabneTyBaHHs) 3a NokasHukamun "OAHOPIAHICTb A030BaHNX
oavHNLb.MarHito kap6oHat" Ta "KinbkicHe BU3HaYeHHs",
30KpeMa: A0AaHo anbTepHaTUBHWIA METOZ, BUNPOGYBaHHSA
3a [J0NOMOrOK0 KOMMIEKCOMETPUYHOIO TUTPYBaHHSA

6e3 peyenma

UA/12125/01/01

300.

PEHA/TTAH®

Tabnetku, no 10
TabneTtok y 6nictepi,
no 1 a6o 2 6nictepn y
naJui 3 KapToHy

MpuBartHe
aKujioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MNpvBaTHe
akujioHepHe
TOBapuUCTBO "J1EeKXiM
- Xapki"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaL,ii LWwoao
3a3HavyeHHs OAVHMLb BUMIPIOBAHHSA Y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPKEHOI0 TEKCTY MapKyBaHHS A/1s
ynakoBku in bulk: no 2500 TabneTok y KOHTelHepi 3
KOHTPO/IEM NEPLLOro Po3KpUTTS (BHECEHHS NO3HaYeHb
OfIMHULIb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
NaTUHCBLKOro asiddasiTy) Ta BHECEHHSA 3MiH [0 po3ainy
MKSA ans rotoBoro nikapcbkoro 3acoby Ta 'y copmi in bulk:
MponoHoBaHa pegakuis: MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. [l nikapcbkoro
3acoby y chopmi in bulk: BignosigHo Ao 3aTBEpAKEHOro
TEKCTY MapKyBaHHS, WO AOAAETLCA. TePMIH BBEEHHS
3MiH - NPOTArom 3 MicsALIB NicNsA 3aTBEPKEHHS

6e3 peyenma

UA/1530/01/01

301.

PEHA/ITAH®

Tabnetku in bulk: no
2500 TabneTok y
KOHTEliHepi 3
KOHTPONEM MepLUOro
pO3KpUTTA

MpusatHe
akuioHepHe
TOBapuCTBO

"Nlekxim-
Xapkis"

Ykpaina

MpuBaTHe
akKujioHepHe
TOBapuCTBO "J1eKXiM
- Xapkis"

Ykpaina

BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUny
- 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
3a3HayYeHHs OAVHMLB BAMIPIOBAHHA Y cucTemi Sl.
OHOB/IEHHS BXe 3aTBEPKEHOrO TEKCTY MapkyBaHHS A1
ynakoBku in bulk: no 2500 TabNeToK Yy KOHTEWHepI 3

UA/1531/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/IEM MEPLLOro PO3KPUTTSA (BHECEHHS MO3HAaYeHb
OVHULIb BUMIPIOBaHHS, 3 BUKOPUCTAHHSAM NiTep
NaTUHCBLKOro andaBiTy) Ta BHECEHHS 3MiH 40 pPo34iny
MKS$ gnsi roToBOro nikapcbkoro 3aco6y Tta 'y doopmi in bulk:
MponoHoBaHa pefakuis: MAPKYBAHHSA. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. [lna nikapcbKoro
3acoby y dopwi in bulk: BignoigHo 4o 3aTBEpAXEHOrO
TEKCTY MapKyBaHHS, L0 AOAAETLCA. TEPMIH BBEAEHHSA
3MiH - NPOTArom 3 MICALIB MiCNSA 3aTBEPKEHHS
302. | PUMAHTAOWN | Tabnetku no 50 Mr no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/7736/01/01
H-AAPHULSA 10 TabneTok y "bapmavueBTu "papmMaueBTUYHA - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
KOHTYPHIli YapyHKOBIi YyHa hipma ipma "AapHuus" (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNakoBKW
ynakosLi; no 2 "fapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i Woao
KOHTYPHI YapyHKOBI 3a3HavYeHHs OAMHULLL BUMIptOBaHHSA y cuctemi Sl. TepmiH
YMakoBKM B mayLli BBE/EHHS 3MiH: MPOTAroM 6 MicsuiB 3 AaTW 3aTBEPAKEHHS
303. | PUHOMICTU Kpanni Ha3asibHi, KHBMIM Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3miHM | Tuny | 6e3 peyenma UA/14094/01/01
H® po3unH, 0,05 %/0,01 "ICHA" - 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy
%; no 10 mny (iHWi 3MiHW) - BHECeHHs 3MiH 40 po34iny «MapKyBaHHs»
donakoHi 3 MKA N13 3aTBepaKeHo: TeKCT MapKyBaHHA BTOPUHHOI
KpanesnbHULe; no ynakoBku TeKCT MapKyBaHHS NepPBUHHOI yNakoBKu
0fHOMY hnlakoHy B 3anponoHoBaHo: MAPKYBAHHA BignosigHo o
KapTOHHI navui 3aTBEPPKEHOrO TEKCTY MapKyBaHHS. BBegeHHs 3MiH
NPOTArom 6-T1 MIiCALLIB MiCNA 3aTBEPLYKEHHS; 3MiHU | TUny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3Bu APl abo [OMOMIKHOT
peyoBUHM - 3MiHa Ha3Bu AP| 3aTBepkeHo: MipaMiCTuH
3anponoHoBaHo: beHanngnmeTnn [3—
(mipicToinamiHO)MpOoNi/IJamMOoHil0 X/1I0pyg MOHOTigpaT
(BBefEeHHs 3MiH NpPOTAromM 6-Tn MicsLiB nicns
3aTBEPKEHHS)
304. | PUHOMICTU Kpanni HasasbHi, KHBMIM YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasis: 3miHW | Tuny | 6e3 peyenma UA/14095/01/01
H® po3uuH, 0,1 %/0,01 % "ICHA" - 3MiHM Woao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
no 10 mn y dpiakoHi 3 (iHLWi 3MiHW) - BHECEHHA 3MiH A0 po3ainy «MapKyBaHH:»
KpanensHuueto, no 1 MKSA 113 3areBepa)xeHo: TEKCT MapKyBaHHA BTOPUHHOT
dh1akoHy B KapTOHHIiA ynakoBkn TeKCT MapKyBaHHA NePBUHHOI yNakoBKM
nauuj 3anponoHosaHo: MAPKYBAHHSA BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHA yNakoBKMW /likapCbKoro 3acoby oo
3a3Ha4YeHHs MXXHapOAHUX MO3HAYEeHb OAUHULIb
BMMiptoBaHHS (BBeAEHHS 3MiH MPOTArOoM 6-TW MicsL,iB
nicnsa 3aTBepXeHHs); 3MiHW | Tuny - AgMiHiCTpaTUBHi
3MiHW. 3MiHa Ha3Bu A®| abo AONOMDKHOT peYOBMHY - 3MiHa
Ha3Bu A®I| 3aTBepmxeHo: MipamicTyH 3anponoHOBaHO:
BeHanngumeTnn [3—(MipicToinamiHo) nponis] amoHito
xnopwvg moHorigpat (BBefeHHs 3MiH NpoTsArom 6-tv
MicALB Nic/1a 3aTBepAKEHHS)
305. | PUCNONENT | Tabnetku, BKpUTI TOB Ykpaina Axccen-Cinar C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/0692/01/02
® 060/10HKOI0, N0 2 Mr; "[DKOHCOH i - 3MiHM LWoAo 6e3nekn/epeKTMBHOCTI Ta ddapmakoHarnsgy.
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 10 TabneTtok B JDKOHCOH BBegeHHs abo 3MiHM A0 y3arasibHeHNX AaHuX Npo
6nictepi; no 2 a6o no YkpaiHa" cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
6 6nicTepiB y [JaHnx npo cuctemy dhapmakoHarnsgy, smiHa
KapTOHHIi navw,i YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHS hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsgy
(BKIHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
MacTep-caiina cuctemu hapmakoHarnsgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
hapmakoHarnsag:
MponoHoBaHa pepakuis - ApHayTtoBa tOnis JleoHigiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOT 0cobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsag. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa HOMepy Ta MiCLLe3HaXOMKEHHSI MacTep-haiina
306. | PUTMOHOPM | Tabnetku, BKpUTI ABGOTT HimeuunH AG66BI [oliunaHg, HimeuunHa/ | BHeceHHs 3MiH A0 peecTpauiliHnx matepianis: 3miHu | Tuny | 3a peyernmom UA/8928/01/01
® NNiBKOBOIO JNabopaTopis a v6X i Ko. KT, PpaHuin - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta chapmakoHarnsgy
060/10HKO10, M0 150 Mr 6X HimeyunHa; ®amap (iHWi 3MiHW) - 3MiHM 4,0 TEKCTY MapKyBaHHS YNakoBKu
10 TabneTok y JlioH, ®paHuis NiKapcbKoro 3acoby, BK/OYauM 3MiHU 4O po3giny
6nicTepi; no 5 “MapkyBaHHS" MK J13: 3anponoHoBaHo: MapkupoBKa
6nicTepiB y KAPTOHHiIl CornacHo yTBepXAeHHOMY TeKCTY MapKUpPOBKU.
Kopobui OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
3ac00y 3 BHECEHHAM iHhopMaL,ii LLoA0 3a3HaYEeHHS
OOMHULL BUMIPIOBaHHA y cucteMi Sl. BBeeHHS 3MiH
npoTarom 6 micsLiB nicns 3aTBepAKEHHS
307. | PIHFTEPA pO34uH ANs iHQY3il, MpuBatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasis: 3MiHu |1 3a peyernmom UA/1152/01/01
NAKTAT no 200 mn a6o 250 mn aKuioHepHe akujioHepHe TUNY - BBELEHHS HOBOT NASLLKM CKIAHOI HOMIH&UTbHOIO
PO34YNH a60 400 mn a6o 500 TOBapnCTBO TOBapuCTBO MiTKicTio 250 cm3 Big HOBOro BUpo6Hmka TOB
MY NASLWKax "IHdy3ia" "IHdy3ia” «MasnurHiBCbKMiA CKNo3aBoa», YKpaiHa, sika Mae He3HauHi
3MiHM SIKICHOTO Ta KiflbKiCHOro cknagy ckna Bif,
3aTBEPMKEHNX NMSALWOK CKASAHMUX BUPObHMKIB MPAT «bBio
mMef cknox», YkpaiHa Ta MpAT «KocToninbCcbkuii 3aBog,
CKNOBUPOGIB», YKpaiHa. AK HacNifoK BHECEHHS
BIAMOBIAHMX 3MiH Y crieundikaL,ito Ha CKASHI NASLLIKA
(monoBHEHHS iHhopMaLii W00 HOBOro BUPOGHNKA,
NO3HAYEHHS M/ISWOK Ta MasIoHKa NJISILLKKM)
308. | PO3ANIH Kpani O4Hi, PO34nH, AT "Agawvep, Monbwa BMPOGHMLTBO 3a Ipeuis/ BHECEHHS 3MiH IO peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/14388/01/01
20 mr/mn, no 5 mny dapma" NOBHWUM LK/IOM: Monbwa - NO4AaHHS HOBOTO cepTudikaTa BignoBigHOCTI

donakoHi 3
KpanenbHuLeto; no 1
h/1aKOHY Y KapTOHHilA
Kopoobui

Padrapm AT, peuis

BMPOGHUK

BiANOBIgaIbHUIA 32
BWMNYCK Cepil, He

BK/IOHA0UMN
KOHTPO/Ib:
AT «Agamefn

€Bponeiicbkiii hapmakonei Ne RO-CEP 2017-089-Rev 00
Aans gitoyoi peyoBmHy Dorzolamide hydrochloride Big
3aTBepaxeHoro Bupo6Huka Neuland Laboratories Limited;
3MiHM | TUNY - NOAA@HHA OHOBMEHOTO cepTudikara
BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2011-015-Rev 00 ansa pgitoyoi pevoBuHu Dorzolamide
hydrochloride Big BXe 3aTBepKeHOro BUpoBHMKa
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
dapmar, MonbLlia INDOCO REMEDIES LIMITED
309. | POMALLKN KBiTku no 30 r abo no MpAT Ykpaiva MpAT "NikTpasn” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux MaTepianis: 3miHW | TUNy | 6e3 peyenma UA/6027/01/01
KBITKUA 40T, a6o no 50 r, abo "NikTpasn" - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbkuii 3aci6. CTabiNbHICTb.
no 75 r y naykax 3 3miHa y TepMiHax npuaaTHoOCTi abo ymoBax 36epiraHHs
BHYTPILLHIM NakeTom; rOTOBOIO JIiKAPCbKOro 3acoby (36i1bLUEHHS TEePMiHY
no 1,5 ry cinbtp- NpWAATHOCTI FOTOBOIO J1iKAPCLKOro 3acoby) - 415 Toproeoi
naketi, no 20 dinbTp- ynakoBKku (NigTBEPAXYETLCA AaHVMMN peasibHOro vacy) -
nakeTiB y nayui abo y 36i/1bLUEHHSI TEPMiIHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
nauui 3 BHYTPILLHIM 3ac06y Ha OCHOBI NO3UTUBHWX pe3ynbTaTiB
nakeTom [OBrOCTPOKOBMX AOCNIAKEHb CTabiNbHOCTI Y peaslbHOMY
yaci: 3aTBepmxkeHo: TepmiH npugartHocTi 1,5 poku
3anponoHoBaHo: TepMiH NPMAATHOCTI 2 POKM 3MiHK
BHeceHi B po3Ain "TepMiH NpuaaTHOCTI" B IHCTPYKLitO 4N
MeAMYHOro 3acTOCYBaHHA NikapCbKoro 3acoby Ta sk
HacnifokK -BiANOBIAHI 3MiHW Y TEKCTi MapKyBaHHS YNakoBKu
nikapcbkoro 3acoby. BBegeHHs 3MiH NPOTAroM 6-T1
MicALiB nicnsa 3aTBepAKEHHs
310. | POHOUUT PO34MH ONs iH'EKLIN, YOPAA TypeuunH | dapmaBixH CaH. Be TypeuumHa BHECEHHS 3MiH 40 peecTpauiiHux maTepiasliB: YTOUHEHHs | 3a peyenmom UA/18484/01/02
1000 mr/4 mn; no 4 mn MEAOVUWH a Tigpx. A.LL. peecTpauiiiHoro Homepa B Haka3si MO3 YkpaiHu Ne
B amnyni; no 5 amnyn ITAY CAH. BE 2854 Bia 10.12.2020 B npoueci peecTpadii. Pefakuis B
B KOHTYPHilA TIOK. A.LL. Hakasi: UA/18483/01/01. 3anponoHOBaHa peaakuis:
YapyHKOBIli ynakosL; UA/18484/01/02.
no 1 KOHTYPHIiA
YapyHKOBI yMakoBL,i y
KAPTOHHIi KOpoOLyi
311. | POCYMAK Tabnetku, BKpUTI AJIKANOIO AL | Pecny6nik ANKANOIQ AL Pecny6/ika | BHeCeHHs 3MiH [0 peecTpaLjiiHix MaTepianis: 3mMiHu | Tuny | 3a peyenmom UA/17672/01/04
N1iBKOBOK 060/I0HKOO Ckon'e a NiBHiYHa Ckon'e MiBHiuHa - 3MiHVM 3 AKOCTi. [0TOBWIA Nikapcbkuii 3aci6. 3miHN y
no 40 mr no 10 MakefioHist MakefioHist BMPOBHULTBI. 3MiHM Y NpoLeci BUPOGHULITBA FOTOBOMO
Tabnetok y 6nictepi, NiKapcbKOoro 3acoby, BK/IKHAKUM NPOMiIXKHWIA NPOAYKT, L0
no 3 6nictepu y 3aCTOCOBYETLCS MNPV BUPOOHULITBI FOTOBOrO NiKAPCbKOro
KapTOHHI Kopo6Li. 3acoby (He3Ha4yHa 3MmiHa y npoueci BUpobHUUTBA) - ANA
onTumisauii npouecy BupobHuuTea /13, 3anponoHoBaHO
3MEHLLEHHS Yacy Ta LUBMAKOCTI NepeMillyBaHHs CyMiLlli
Ons TabneTyBaHHs, 3 BUMKHYTUM noApibHoBaveM. s
[o3yBaHHa 40 mr po3mipom cepii 60,3 kr (200000
Tabnetok)
312. | CAringa Tabnetkn no 1 mr no Mepokemi Kinp Lenopbic Kinp/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/18155/01/01
10 TabneTok y nTa dapmacbroTikanc MopTtyranis - 3MiHM WoA0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy.
6nicTepi, no 3 a6o 10 nTA, Kinp BBefeHHs ab0 3MiHM 40 y3arasibHeHVX AaHNX Npo
6nicTepiB y KAPTOHHiIl (BUPOBHULTBO cuctemy thapmakoHarnagy (BBefeHHs y3arasibHeHNxX
Kopoobui roTOBOrO [JaHnx npo cuctemy dhapmakoHarnsagy, smiHa

nikapcbKoro 3acooby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI);
Ip6edpap - IHgacTpia

YMOBHOB&XEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHVIKa AN 34iiCHEHHS hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMmakoHarnsay
(BKIHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
dapmacbloTika, MacTep-caiina cuctemu hapmakoHarnsgy) - 3mMiHa
C.A., Moptyranis YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
(BPOGHMLTBO hapmakoHarnsg,.
roToBOro MponoHoBaHa pegakuis: Marina Couva. 3MiHa KOHTaKTHUX
niKapcbKoro 3acooby, [aHuX yrnoBHOBaXeHOT 0cobu, BiANOBiAabHOI 3a
nepBrHHE Ta hapmakoHarnsg,.
BTOPWHHE 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT 0cobu
nakyBaHHs, YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BigNoBigabHOI 3a
KOHTPO/b AKOCTI); thapmakoHarnag B Ykpaii.
Megokemi T4 3miHa MicLe3HaxomkeHHs MacTep-aiina cucremm
(3aBog AZ), Kinp thapmakoHarnsgy. 3miHa Micus 34ilACHEHHSI OCHOBHOT
(nepBuHHe Ta AiSNbHOCTI 3 chapmakoHarnsgy
BTOPWHHE
nakyBaHHs1, BUNYCK
cepii); Cochapimekc -
IHpacTpia Kimika e
PapmacbloTika,
C.A., MopTtyranis
(nepBuHHE Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SKOCTi)
313. | CANigunnoB PO34MH HaLUKipHWiA AT "®apmak” Ykpaiva AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux MaTepianis: 3miHW | TUNy | 6e3 peyenma UA/7041/01/01
A KNCNOTA cnupToBuii, 20 mr/mn, - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo

no 25 mMn 'y donakoHi;
no 1 chnakoHy B nauui
3 KapTOHY

afipecy 3asBHMKa (BNacHWka peecTpauiiHoro
NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS Ta afpecu 3asBHUKa
(BnacHvKa peecTpauiiHoro noceigvyeHHs1) BBegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiC/A 3aTBEPMKEHHS; 3MiHW | TUNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecy MicL NPOBaMKEHHS AiS/IbHOCTI
BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAae BUPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepild)
- 3MiHa HaliMeHyBaHHs Ta agpecy BUPOGHMKa, 6e3 3MiHN
MicL BUPO6HMLITBA. 3MiHM BHECEHI Y po3ainv "BUpobHuK"
Ta "Micue3HaxofpkeHHs1 BUPOGHMKa Ta 1ioro agpeca micus
NPOBaPKEHHSA AIS/ILHOCTI" B IHCTPYKLi0 4151 MEAVYHOTO
3aCTOCyBaHHA Ta K HACMigOK - BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS YNakoBKv Nikapcbkoro 3acoby. BeegeHHs
3MiH NPOTArom 6-TM MICALIB NiCNA 3aTBEPAKEHHS; 3MiHM |
TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) - BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHs» MKA N13 3atBepaxeHo: MAPKYBAHHA
BignoBigae HagaHOMy TEKCTy MapKyBaHHS ynakoBK/
npenapary. 3anponoHosaHo: MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. OHOBJ/IEHHSA TEKCTY
MapKyBaHHS yNakoBKM iKapCbKOro 3aco6by 3 BHECEHHAM
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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
peecmpayitiHo2o
nocsioYeHHs

iHcbopmaw,ii LWoAo 3a3HaYEHHS OAUHULb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHs 3MiH NpOTArom 6-Tu MicaLiB nicns
3aTBEPKEHHS

314.

CAHAIMYH

KOHLieHTparT Ans
PO34UHY A5 iHGy3il,
50 mr/mn, no 1 mn B
amnyni; no 10 amnyn B
KapTOHHIA KopooLi

Hosapric
Papma Al

LLiseiiuapi
A

HoeaprTic ®apma
LWteiin AT

LLiBefiuapis

BHECEHHS 3MiH [0 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- BUANEHHS BUPOBGHNYOT AiNAHKM 415 nocTavabHyKa
BUXiAHOr0 marepiany (HeOUMLLIEHWIA LIMKNOCNOPHH):
Hangzhou Zhongmei Huadong Pharmaceutical Co., Ltd;
3MiHW | TUMY - BHECEHHSA HE3HAYHUX 3MIH [0
BMNPOGYBaHHSA NPOMKHOrO MPOAYKTY LIMK/IOCTOPUHY.
3arasibHWi WX CUHTE3Y 3aNLIAETLCA HE3MIHHUM; 3MiHU
| TMny - 3mMiHa agpecy AiNSAHKN NPOBEAEHHS KOHTPOLO
SIKOCTi FOTOBOro fikapcbkoro 3acoby Pharmanalytica SA:
3anponoHoBaHo: Via Balestra 6600 Locarno Switzerlan;
3MiHM | TUNY - HEe3HAYHI pefakLiliHi 3MiHKM Yy MeTofax
BMNpobyBaHHA rOTOBOTO MikapCbkoro 3acoby, a came:
3MiHa MeTogy «MgeHTudmkauyms asota n onpegenexve
KMcnopofa» Ha OHOB/IEHWIA, 3MiHa Ha3BK TecTy «O6bEM
COZEPXKMMOr0 KOHTelHepa» Ha «/13BekaeMblii 06beM», a
TakKoX BHECEHHA pefakuiiHuX NpaBokK A0 po3Ainy
«peHTndmkaums, KonMyecTBEHHOe onpeaeneHne
coAepXaHvsa LMKI1ocnopuHa 1 onpegenexHne npoaykros
pasnoxeHus» (MyHKT «Jpyrie» nepeiimeHoBaHoO Ha
«Hecneumndinyeckne NPoayKTbl Pa3NoKeHNsI»)

3a peyernmom

UA/3165/02/01

315.

CAHJOCTAT
VH® NAP

NOPOLLIOK A/1A
cycneHsii ans iH'ekuii
no 20 mr; 1 donakoH 3
MOPOLLKOM Y BUMNAAI
Mikpocahep y
KOMMEKTi 3
PO3YMHHMKOM (HaTpito
Kapmenosy/Harpito
KapboKCUMeTUILENtonN
03y, MaHiT (E 421),
BOAY ANS iH'EKUIN,
nonokcamep 188) no 2
M1y nonepeaHLo
3arnoBHEHOMY LUMPWL,
Ta OAHOI0 rO/IKOK0 Ta
OfIH/M afanTepom B
KapTOHHIA Kopoo6Li

HoBapTic
dapma Al

LLIBeliyapi
o

BTopuHHe
nakyBaHHs1, BUMYyCK
cepii rotToBoro
NpoAyKTY:
HosaprTic ®apma
LLTeliH AT,
LLIBeliyapis
Brpo6HMLUTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
PO3UMHHMKA Ta
albTepHATUBHWN
BMPOGHWK ANs
BTOPUHHOTO
nakyBaHHs FOTOBOTO
NpPOAYKTY:
ABGOTT
Bionogxukanc b6.B.,
HigepnaHaun
Brpo6HMUTBO
Hepo3dacoBaHoro
NPOAYKTY, KOHTPO/b
AKOCTi, NepPBUHHE
nakyBaHHS MOPOLUKY:

Lseliyapis/
Higepnavaun
/ ABcTpis

BHECEHHS 3MiH 0 peecTpayiiHux martepianis: 3miHn | Tuny
- 3MiHM Woao 6e3nekn/edheKTBHOCTI Ta hapmakoHarnsagy
(IHLWi 3MiHW) - BHECEHHSA 3MiH 0 po3giny “MapkysaHHs"
MK#A N3": 3aTtBepmxeHo: MapkyBaHHSA. JoOaeTbCs;
3anponoHoBaHo: MapkyBaHHS. 3riiHO 3aTBEpPXEHOr0
TEKCTY MapKyBaHHS.
3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKy/ /iKapCbKOro
3aco6y W00 3a3HaYEHHS MXKHAPOAHNX NO3HAYEHb
OAMHULb BUMIpIOBaHHSA. BBEAEHHSA 3MiH NPOTAroM 6-Tu
MiCSILiB MicNsi 3aTBEPAKEHHS.

3a peyenmom

UA/1537/02/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
CaHpo3 'm6X,
ABCTpis
KOHTPO/b AKOCTI
NOPOLLIKY 3a BCiMa
napameTpamu 3a
BUK/TIOYEHHAM
MOJEKYIAPHOI Macu
nonimepy:
CaHpo3 'mbX,
ABCTpist
316. | CAHOOCTAT | nopoLuok ans HosaprTic Lseliuapi BropuHHe LBeliuapis/ | BHeCEHHS 3MiH [0 peecTpaliiiHnx maTepianis: 3miHW | TUNY | 3a peyenmom UA/1537/02/03
NH® NAP cycneHsii ans iH'ekuiin dapma Al A nakyBaHHs, BUMYCK HigepnaHgn | - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy
no 30 mr; 1 donakoH 3 cepii rotoBoro / ABCTpis (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
NOPOLLKOM Y BUINSAI NpoAyKTy: MK#A N13": 3atBepaxeHo: MapkyBaHHA. JoaaeTbes.
Mmikpocdoep y HosapTic ®apma 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPXEHOro
KOMNEKTi 3 LLTeliH AT, TEKCTY MapKyBaHHS.
PO3YMHHMKOM (HaTpito Lseiiuapis 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKW NMikapCbKoro
Kapmenosy/HaTpito Brpo6HMLUTBO, 3ac06y W00 3a3HAaYEHHSA MiXXHapPOAHMX NO3HAaYeHb
Kap6oKCMMeTNALEeNton KOHTPO/b SIKOCTI, OVHULIb BUMIPIOBAHHS. BBEEHHA 3MiH NPOTAroM 6-Tn
03y, MaHiT (E 421), nepBuHHe MiCAILiB MicNs 3aTBEPAKEHHS.
BOAY A5 iH'EKLiNA, nakyBaHHs
nosokcamep 188) no 2 PO3UMHHMKA Ta
My nonepeaHLo anbTepHaTUBHUIA
3aMoBHEHOMY LUNPWL, BMPOBHUK Ans
Ta OZHOIO TOMKOK Ta BTOPWHHOTO
OfH/M afanTepom B nakyBaHHS! rOTOBOrO
KapTOHHI/ KopoobLi NPOAYKTY:
ABGOTT
Bionogxukanc b.B.,
HigepnaHgm
Brpo6HMUTBO
Hepo3dacoBaHoro
NpPOAYKTY, KOHTPO/b
AKOCTi, NepBUHHE
nakyBaHHS NOPOLLIKY:
CaHpos 'mbX,
ABCTpif
KOHTPONb SIKOCTI
NOpOLLIKY 3a BCiMa
napameTpamu 3a
BUK/IOYEHHAM
MOJIEKYIAPHOT Macun
nosnimepy:
CaHpo3 'm6X,
ABcTpist
317. | CAHOOCTAT | nopowlok ons Hosapric LLiseiiuapi BTopuHHe LBeiiuapisa/ | BHECEHHSI 3MiH 40 peecTpauiiiHux MaTepianis: 3MiHW | Tuny | 3a peyenmom UA/1537/02/01
NH® NAP cycnensii ans iH'ekuiii Papma Al A nakyBaHHs, BUMYCK HigepnaHgn | - 3MiHM Woao 6e3nekn/ehekTMBHOCTI Ta thapmakoHarnagy
no 10 wr; 1 donakoH 3 cepii rotoBoro / ABCTpis (iHWi 3MiHW) - BHECEHHS 3MiH 10 po3Ainy “MapKyBaHHS"
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MOPOLLKOM Y BUFNSAA) NPoOAYKTY: MKSA N13": 3atBepaxeHo: MapkyBaHHSA. [JoAaeTbCs;
Mikpocahep y HosaprTic ®apma 3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPIKEHOr0
KOMMEKTi 3 LLTeiH AT, TEKCTY MapKyBaHHS.
PO34YMHHMKOM (HaTpito LLBeiuapis 3MiHN BHECEHI B TEKCT MapKyBaHHS YNakoBKY /iKapCbKOro
Kapmenosy/Hatpito Bupo6HMLTBO, 3aco0y Loa0 3a3HaYeHHS MbKHapOAHUX NO3Ha4YeHb
Kapb6oKCUMeTUILENoN KOHTPO/b AKOCTI, OAMHULb BUMIPIOBAHHS. BBEAEHHSA 3MiH NPOTArom 6-Tu
03y, MaHiT (E 421), nepBUHHE MiCALIB MIiCNSA 3aTBEPLKEHHS.
BOAY ANS iH'EKUIN, nakyBaHHs
nonokcamep 188) no 2 PO34YnHHKKA Ta
My nonepeaHbo a/lbTepHaTUBHUI
3arnoBHEHOMY LUNPUL, BUPOBHUK Ans
Ta OZIHOO TO/IKOK Ta BTOPWHHOTO
OfH/M aganTepom B nakyBaHHS roTOBOrO
KapTOHHIlA KOpooLi NPOAYKTY:
AGGOTT
Bionogxukanc b6.B.,
HigepnaHnaun
Brpo6HMUTBO
Hepo3acosBaHoro
NPOAYKTY, KOHTPO/b
AKOCTI, NEpPBUHHE
nakyBaHHS NOPOLLKY:
CaHpo3 'm6X,
AscTpis
KOHTPO/b SIKOCTI
MOpPOLLKY 3a BCiMa
napameTtpamu 3a
BUK/IOYEHHAM
MOJIEKY/IAPHOI Macu
nonimepy:
CaHpo3 'm6X,
ABCTpist
318. | CAPIrH pO3unH Ns iHQysil, AT "®apmak” Ykpaina AT "®dapmak”, Ykpaina BHECEHHS 3MiH 40 peecTpaviiiHux MaTepianis: 3MiHW | Tuny | 3a peyenmom UA/16480/01/01
42 mr/mn, no 100 mny YkpaiHa,; - AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
donakoHi; no 1 MpAT "lHdpy3ia”, afpecy 3asiBHVKa (BlacHMKa peecTpaviiHoro
chnakoHy B navi 3 Ykpaina nocBiAYEHHS) - 3MiHa HaliMEHyBaHHS Ta aJpecy 3asBHUKa

KapToHy

(BnacHvka peecTpauiiHoro noceig4yeHHs) TepMiH
BBEJEHHS 3MiH - MPOTArOM 6 MICALIB NiC/A 3aTBEPAKEHHS;
3MiHM | TNy - AAMIHICTPaTUBHI 3MiHX. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu MicLa NPOBamKEHHS
LisiNIbHOCTI BUpO6HMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BK/IUaoun AiNnbHULI BUNYCKY cepil abo Micue
NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANOBIAa€e BUPOGHYMK/IMNOpTep, BKIOYaOUM BUMYCK Cepiid)
- 3MiHa HaliMeHyBaHHA Ta agpecu BUpoGHMKa, 6e3 3MiHN
Micusl BUpo6HuUTBa (TepMiH BBeAEHHS 3MiH - MPOTAroM 6
MicsILiB NicNs 3aTBEPKEHHS); 3MiHM | TUNy - 3MiHK WOoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BHeceHHs 3MiH fo po3giny «MapkyBaHHs» MKA 13
3arBepmpxeHo: MAPKYBAHHSA BignosigHo go
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, WO A0AAETbCS.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAKeHOro
TEKCTY MapKyBaHHs. OHOBNIEHHS TEKCTY MapKyBaHHS
YyNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmaii
LLOA0 3a3HaYeHHS OAVHMLB BUMIPIOBaHHA Y cucTemi Sl
(TepMiH BBEAEHHS 3MiH - NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS)
319. | CENTAHECT po34uH aNns iH'ekuii no | CENTOAOHT PpaHuis CENTOLAOHT PpaHuin BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/10380/01/01
3 1,0 Mn y KapTpuaxi; - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
AAPEHANIH no 10 kapTpuaxis y (iHLWi 3MiHW) - OHOBMIEHHSA TEKCTY MapKyBaHHS yNakoBKW
OM 1/100 000 | GnicTepi; no 5 nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,i Woao
6nicTepiB y KAPTOHHiIl 3a3HaYeHHs OAMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
Kopobui; no 1,7 mny BHeceHHs 3MiH fo po3giny «MapkyBaHHa» MKA N13;
KapTpuaxi no 10 3anpornoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBepaxeHoro
KapTpuaxis y énictepi; TEKCTY MapKyBaHHs. BBeeHHS 3MiH NPOTArom 6-1u
no 1 a6o 5 6nictepis y MicALiB NicNsA 3aTBEPAKEHHS
KapTOHHIA KopoobLi
320. | CENTAHECT po34uH ANs iH'ekuii no | CENTOAOHT PpaHuis CENTOAOHT ®paHuin BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/10381/01/01
3 1,0 MmNy KapTpuaxXi; - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnagy
AAPEHANIH no 10 kapTpuaxie y (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
OM 1/200 000 | 6nicTepi; no 5 nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaL,ii Woao
6nicTepiB Y KAPTOHHIl 3a3HavyeHHs OAVHMLb BUMIPIOBaHHA Y cuctemi Sl.
Kopobui; no 1,7 mny BHeceHHs 3MiH J0 po3giny «MapkyBaHHs» MKA N13;
KapTpuaxi; no 10 3anpornoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBepaxeHoro
KapTpuaxis y 6nictepi; TEeKCTy MapKyBaHHs. BBefjieHHsi 3MiH NpoTArom 6-Tu
no 1 a6o 5 6nictepiB y MiCSILiB Micns 3aTBepAKEHHSsI
KapTOHHilA KopooLi
321. | CMHEKOL Kpanni opasbHi ons CK LLiseiiuapi BUPOGHMLTBO 3a LiBeiiuapisa/ | BHECEHHSI 3MiH A0 peecTpaLiiiHux MaTepiasis: 3miHW | TunNy | 6e3 peyenma UA/5260/02/01
aiteid, 5 mr/mn; no 20 KoHcblomep A NMOBHUM LK/IOM: ITanisa - 3miHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy
My chakoHi 3 Xenckep C.A. "CK KoHcblomep (iHwWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yMakoBKU
KpanuibHULEH i Xenckep C.A., nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii LLoao
KpULLIKOIO; Mo 1 Lseliuapis; 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
h1aKoHy Y KapTOHHIl BMPOGHMLTBO 3a BBefeHHs 3MiH NpoTArom 6-T1 MicAuiB nicns
KOpoo6Li NOBHUM LIK/TOM: 3aTBEPMKEHHS; 3MiHVM || TUNY - 3MiHM Woa0
AOOMNMeb 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsagy. 3miHm y
SAPMALIEYTILI KOPOTKIill XapakTepucTuLi NikapCbKoro 3acoby, TeKCTi
C.P.N., Itanis MapKyBaHHS Ta IHCTPYKLiT 4519 MeAWYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBVMU JaHUMW 3 SKOCTI, JOKNIHIYHUMMU,
KNIHIYHUMW AaHVMKU Ta JaHUMK 3 ddapMakoHarnsgy - 3MiHu
BHeECEeHO A0 IHCTPyKLU|ii ANA MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis "Cknag” (yrouHeHa
iHcbopmau,is), "®apmakoTepaneBTuyHa rpyna”
(peparoBaHo 6e3 hakTUUYHOT 3MiHY Kogy ATX),
"®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHs",
"Oco611BOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHa rpyaa”, "34aTHicTb BNAMBATU




164

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Ha LWIBMAKICTb peakuii Nnpu kepyBaHHSA aBTOTPaHCMOPTOM
a60 iHWKMK MexaHisamamu”, "Cnocib 3acTocyBaHHS Ta
nosun", "MepenosyBaHHA", "YMoBY 36epiraHHsA"
(peparoBaHo TekcT). BBeieHHSI 3MiH NpoTArom 6-Tn
MicALiB Nicna 3aTBepAKEHHs
322. | CIMYNEKT® niogpinizat gns HosaprTic LLiseiiuapi ArEC I'pas IME/A, AscTpisi/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/17146/01/01
pO34MHy oNns dapmva Al A ABCTpIfl (KOHTPOSIb LLiBefiuapis - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy
iH'ekujii/iHdy3ili, no 20 AKOCTi PO3UNHHUKAY); (iHWi 3MiHW) - BHECEHHS 3MiH A0 po3ainy “MapkyBaHHS”
Mry donakoHax Nel B HosaprTic ®apma Al MK$A N3: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
KOMMNIEeKTi 3 Lseliuapis 3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOBMEHHS TEKCTY
pO34MHHMKOM (BOAA (KOHTpPO/b AKOCTI MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
Ans iH'ekuiii) no 5 mn B nikapcbKoro iHchopmav,ii LWoAO 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y
amnynax Nel 3acoby); Hoeaprtic cuctemi Sl. BBefeHHA 3MiH NPOTArom 6-Tv MicALiB nicns
dapma LLTeliH AT, 3aTBepPAXEHHSA
LLBeiuapis
(BpPOGHMLTBO
nikapcbKoro 3acoby
3a NOBHUM LMK/IOM
Ta BTOPVHHE
nakyBaHHs1, BUMYCK
cepii po34MHHUKA);
Takefa ABCTpis
'M6X, ABCTpist
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHs
PO34YMHHUKA)
323. | CKAHOOHEC | po3uuH Ans iH'ekuiii CENTOOOHT PpaHLin CENTOAOHT PpaHLis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/10382/01/01
T 3% 3% nol8wmny - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
nPOCTUN KapTpuaxi, no 10 (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
KapTpuaxis y énictepi, NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii Lwoao
no 1 a6o 5 6nictepiB y 3a3HaYeHHs O4MHMLb BUMIPIOBaHHS Y cucTemi Sl.
KapTOHHilA Kopoo6Li BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» MKA 13;
3anponoHoBaHo: MAPKYBAHHSA 3rigHo 3aTBEpAXEeHOro
TEKCTY MapKyBaHHs. BBefleHHA 3MiH NpoTArom 6-Tu
MicsLIB MicNsa 3aTBEPAKEHHS
324. | CKIHOPEH® renb 15 %, no 5 r a6o NIEO dapma [JaHis JIEO ®apma ITanis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepianis: 3mMiHM | TUNy | 6e3 peyenma UA/1074/01/01
no 30 ry Ty6i; no 1 AIC MaHyhakTypiHr - 3MiHM LWoA0 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy.
Ty6i B KapTOHHIiA navLi ITani CPN BBefeHHst ab0 3MiHU [0 y3araslbHEHWX AaHKX NPo

cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHnX
JaHunx npo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnagy
3aABHVKa AN 34iiCHEHHS hapmakoHarnsgy B Ykpaii,
SAKLLO BOHa BigMIHHA Bif YyNOBHOBaXKeHOI ocobu,
BiNOBIgabHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IOYAKOUM KOHTaKTHI AaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
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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
peecmpayitiHo2o
nocsioYeHHs

MacTep-caiina cuctemu hapmakoHarnsgy) - 3mMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BignoBigabHOI 3a
hapmakoHarnsg.

MponoHoBaHa pepakuis: Berit Nautrup Andersen. 3miHa
KOHTaKTHUX JaHWNX YNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg PekomeHa0BaHo [0
3aTBEPMKEHHS; 3MiHV | TUNY - 3MiHW WOJ0
6e3nekn/edpekTUBHOCTI Ta thapMakoHarnagy. BeegeHHs
ab60 3MiHN [0 y3arasibHEHNX AaHWX Npo cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXkeHoi ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHSA hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnAgy 3asBHuKa gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi, KO0 BoHa
BiAMiHHa BiJ YNOBHOBaXeHOi 0CO6MU, BiAMNOBIAA/IbHOI 3a
3[4iiCHeHHs chapmakoHarnagy (BK/Iovatoum KOHTaKTHi AaHi)
Ta/abo 3MiHW y po3MilLLleHHI MacTep-daiina cucremm
thapmakoHarnsgy) - 3MiHa KOHTakTHOT 0cobu
YMOBHOB&XEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
thapmakoHarnag B YkpaiHi. MponoHoBaHa pefakuis:
BeHrep Jllogmuna AHaToniiBHa. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CObM 3asBHMKA,
BiANOBIA&/ILHOT 3a hapmakoHarnsag, B YkpaiHi

325.

cKonpPun
ANroCe

Tabnetkn no 20
mr/12,5 wr, no 10
Tabnetok y 6nictepi,
no 3 6nictepu B
Kopoobui

ANKANOIL AL
Ckon'e

Pecny6nik
a lMiBHiYHa
MakefoHist

ANKANOIQ AL
Ckon'e

Pecny6nika
MiBHiYHA
Makefi0Hist

BHECEHHS 3MiH 40 peecTpaLliiiHux MaTepiasnis: 3MiHu | Tuny
- AgMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
afipecy 3asBHMKa (BNacHWKa peecTpawiiHoro
NOCBIAYEHHS) - 3MiHa aApecu 3asiBHMKA Ta YTOUYHEHHS
Ha3Bu 3asBHuKa 13 B MKA /13; 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecy MicL NPOBaMKEHHS AiS/IbHOCTI
BMPOOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IIOYAKOUM [iNbHULi BUNYCKY cepii abo micue
NPOBeAEHHS KOHTPO/IO AKOCTI. (AiANbHICTb, 3a Ky
BiANOBIAae BUPOGHMK/IMNOpTep, BKIOYaoUM BUMYCK Cepild)
- 3MiHa agpecy BUPOOHMKA Ta YTOUHEHHS Ha3BU
BUpo6HMKa 13 B MKA 13, 6€3 3MiHW Micusi BUPOOHULITBA;
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKill xapakTepucTuui
NikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCYBaHHA Ha NiACTasi perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3nekn 3acToCyBaHHS MikapCbKOro 3acoby
B nicnspeecTpauiiHnii nepiog, abo sk pe3ysibTaT OLiHKM
3BITY 3 AOCNIfKEHb, NPOBEAEHNX BiANOBIAHO A0 NAaHy
negiatpnyHux gocnimkeHs (PIP) (3MiHy y3rokeHo 3
KOMNETEHTHUM YNOBHOBEXKEHVIM OPraHoM) - 3MiHW BHECEHI

3a peyenmom

UA/10253/01/01
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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
peecmpayitiHo2o
nocsioYeHHs

[0 IHCTPYKLiT 41159 MEeANYHOro 3aCTOCYBaHHS /iKapCbKoro
3acoby y posginu: "OcobnmBocTi 3acTocyBaHHS", “MobiuHi
peakuii” BignoBigHO 40 OHOB/EHOT iHchopmaLii 3 6e3neku
Ail040T PEYOBWHM TigpOXI0poTiasna.; 3MiHu | Tuny - 3miHn
oo 6esnekun/edpekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHW) - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKy
niKapcbKoro 3acoby 3 BHECEHHSM iHchopMaL,i Wwoao
3a3HayYeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BHeceHHsA 3MiH [0 po3giny «MapkyBaHHA» MKA /13
3arBepaKeHo: MapKyBaHHA ynakoBku. HagaeTbes.
3anponoHoBaHo: MapKyBaHHS ynakoBku. 3rifiHO
3aTBEPKEHOr0 TEKCTY MapKyBaHHS

326.

cKonpPun
nnroce

Tabnetku no 20
mr/12,5 mr; no 10
TabneTtok y 6nictepi;
no 3 6nictepu B
Kopobui

ANTKANOIO AL
Ckon'e

Pecny6nik
a MiBHiYHa
MakefoHis

AJTKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH [0 peecTpavjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHUM Woao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsay.
BBefeHHs ab0 3MiHn [0 y3arasibHeHWX AaHuX npo
cuctemy hapmakoHarnsagy (BBefeHHs y3arasibHeHux
[JaHnx nNpo cuctemy dapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobum 3 hapmakoHarnagy
3asiBHUKA A5 34iICHEHHA hapMmakoHarnsgy B YkpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobwm,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/KOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
mMacTep-caiina cuctemu hapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0C06Y 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsag,.

MponoHoBaHa pepakuis: Aue KyamaHoBcki. 3miHa
KOHTaKTHUX JaHNX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
BiANOBIA&/IbHOI 32 hapmakoHarnsag,

3a peyernmom

UA/10253/01/01

327.

COJIEKC®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOI0, N0 400 Mr
no 10 TabneTtok y
6nicTepi; no 3
6nicTepy y KapTOHHIl
Kopobui

Pisochapm CA

LLIBeliyapi
o

PiBocdhapm CA

LLIBeliyapis

BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3miHu | Tuny
- 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
(iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNnakoBKW
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii oo
3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BHeceHHs 3MiH [0 po3ainy «MapkyBaHHs» MKA N13:
3arBeppkeHo: MapKyBaHHs
Y BiANOBIAHOCTI 3 NPONO3ULIAMY LLOAO BUKNALEHHSA TEKCTY
MapKyBaHHS YNakoBKU L0 AOA€ETLCS.
3anponoHoBaHo: MapKyBaHHs
3rigHO 3aTBEP)KEHOTO TEKCTY MapKyBaHHS.

3a peyenmom

UA/14312/01/01

328.

COMA3NHA®

PO3YMH ANA H'EKLN,
1000 mr/4 mn; no 5
amnyn y KOHTYpHii
YapyHKoBIli ynakosLj;
no 1 a6o no 2
KOHTYPHili YapyHKOBIi
ynakoBLii y kopobui 3
KapTOHY

deppep
IHTepHacioHan
b, C.A.

IcnaHis

deppep
IHTepHacioHanb,
C.A.

IcnaHis

BHECEHHS 3MiH 10 peecTpaljiiiHux maTtepianis: 3MiHW | TUny
- 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsagy
(iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
MKSA N13: 3anponoHoBaHo: 3rigHO 3aTBEPIKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHSA TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLii Woao
3a3HavyeHHs OAVHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
BBegeHHs 3MiH NpoTSArom 6-Tu MicALiB nicas

3a peyenmom

UA/3198/01/02
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS
329. | COMA3VNHA® | po34nH Ans iH'eKLil, Peppep Icnanis Peppep Icnanis BHECEHHS 3MiH [10 peecTpavjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/3198/01/01
500 mr/4 mn; no 5 IHTepHacioHan IHTepHacioHasb, - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
ammnyn y KOHTYpHIiA b, C.A. C.A. (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
YapyHKOBIli ynakoBLyj; MKSA N13: 3anponoHoBaHo: 3rigHO 3aTBEPIKEHOr0 TEKCTY
no 1 KOHTYpHIl MapKyBaHHs1. OHOB/IEHHSI TEKCTY MapKyBaHHS YNakoBKU
YapyHKOBIli ynakoBLj y nikapcbKoro 3acoby 3 BHECEHHSIM iHhopMaL,ii Woao
Kopo6Li 3 KapTOHY 3a3HaYeHHs OAMHNMLb BUMIpIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS
330. | COHHAT® TabneTkun, BKPUTI MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/4339/01/01
NNiBKOBOIO "Knismepgnpen "KviBmegnpenapar” - BBeZeHHA A04aTKOBOro po3mipy cepii M3 - 227,26 kr (1
060/10HKo0, No 7,5 Mr, apat" 317 365 Tabnetok) (Big 206,6 kr a6o 1 197 604 TabneTok
no 10 TabneTtok y 00 247,92 kr abo 1 437 125 Tab1eTokK); 3anponoHOBaHoO:
6nictepi, no 1 a6o 3 89,7 kr (520 000 TabneTok) (Big MiHiManbHoro 80,74 kr
6nicTepy B navui 3 abo 468 023 Tabnetok fo 98,67 kr abo 571 976
KapToHY Tabnetok); 227,26 kr (1 317 365 Tabnetok) (Big 206,6 Kr
abo 1 197 604 TabneTok go 247,92 kr abo 1 437 125
Tabnetok)
331. | CNNPT po3yurH 96 % [epxasHe Ykpaina [epxaBHe Ykpaina BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | TUny - UA/10669/01/01
ETUNOBWIA (cybeTaHuis) B nignpMeMCTBO niaNpPMEMCTBO - BHECEHHSA 3MiH A0 Cneuwndpikauii n. «JleTki 4oMiLKn», a
96% cneuiasbHO "XXutomupcbek "YKutommpcbkmii came J0MOBHEHO A0MYyCTUMI MeXu napameTpom «llnowa
obnagHaHnx i nikepo- nikepo-ropinyaHuii niky MeTaHo/y He Mae NepesuLLYBaTV NOOBUHN NOLL
uncTepHax gns ropinyaHuia 3aBog" BIANOBIAHOrO Mika Ha XpoMaTtorpamMi po34nHy NOPIBHAHHSA
hapMaLeBTUYHOIO 3aBog" (a) — 0,02 % (200 ppm) 06/06», KNI ByB 3a3HaYEHUI Y
3acTOoCyBaHHA MeTofax KOHTPOO AKOCTI, 3rigHO MoHorpadii 4dY
ETaHon (96%) «JleTki Aomilukm N»
332. | CNIONTO® PO34UH A1 iHraNsawjii BepiHrep HimeyunH BUPOGHMLTBO, HimeuumHa/ | BHeCEHHs 3MiH [0 peecTpauiliHnx MaTepianis: 3miHu | Tuny | 3a peyernmom UA/15523/01/01
PECMIMAT® no 2,5 mMkr/2,5 mkr; no IHrenbxanm a nakyBaHHs, CnonyyeHe - 3miHK 3 sKoCTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
4 mn 'y kapTpuaxi (60 IHTEepHeLHN MapKyBaHHs, KoponiscTeo KOHTeliHep/3aKynoptoBanbHuii 3aci6. 3MiHa napameTpiB
iHransuji); no 1 6X KOHTPO/b AKOCTI Ta Benukoi cneuudgikauii Ta/abo AONYCTUMMX MEX NEPBUHHOI
KapTpuaxy B BVNYCK Cepiit Bputanii Ta yMakoBKM FOTOBOrO NiKapCbKOro 3acoby (BUyYEHHS
KommekTi 3 1 nikapcbKoro 3acoby: MiBHIYHOT He3HayYyHOro nokasHuka (Hanpuknag 3actapifioro
iHranaTopom BepiHrep Ipnangii NnoKasHuKa)) - BHeCEHHs 3MiH fo p. 3.2.P.7. Cuctema
Pecnivat® y IHrenbxanm ®apma KOHTeliHep/ 3aKyrnopoBasibHWiA 3acCi6, y 3B'A3KY i3
KapTOHHI Kopoo6Li v6X i Ko. KT, OHOBJ/IEHHSIM KOHQDIrypaL,ii MpOKO/II0Y0ro efleMeHTy Ta
HimeyunHa 3MIHOK HWXKHbLOT YacTUHU Kopnycy iHransTopa Pecnimat
KOHTPO/b AKOCTi 3a NPOMOHYIOTLCA HE3HAYHI 3MiHM B cneuudikaiio
BUK/IOYEHHAM BUNPOOYBaHHSA iHranaTopa, a came BUAANEHNI HOMep
nokasHuka KOMMOHEHTa MPOKOJ/IIOYOro e/IeMeHTY Tak Sk HeMae
"Mikpob6ionoriyHa Hapasi OKpeMOoro KOMMOHeHTY IHranaTopa Pecnimata y
yucroTa'™ 3B'AI3KY i3 iMNJIeMeHTaLiel0 iIHTErpOBaHOro NPOKOJTHOHYOro
KoBeHc e/IeMeHTY B HWXKHI YacCTuWHI iHranaTopa; BuganeHa
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Na6opatopic N14,., npuMiTka no npoueaypi BunpobysaHHs «KinbkicTb
CnonyyeHe HaTMCKaHb» 00 3BaXyBaHHS iHranAaTopa, 3asHavyeHa
KoponiscTBo npuMiTKa NepeHeceHa Ao BiANOBiI4HOIO METOAY
Benwukoi BputaHii Ta BMMNpoGyBaHHA. BBeAEHHS 3MiH NpOTArom 6-Tn MicAuiB
MiBHiuHOI IpnaHaii nicnsi 3aTBepAKeHHs. 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii
KOHTPO/b SIKOCTi 3a 3aci6. Cuctema KoHTeliHep/3akynoploBasibHUIA 3aci6.
NOKa3HUKOM 3MiHa Byab-AKOT YaCTUHW MaTepiasty NePBUHHOI YNakoBKY,
"Mikpob6ionoriyHa LLIO HE KOHTAKTY€E 3 FOTOBUM J1iKapCbKMM 3aCO60M
yucrora'™: (Hanpuknag Konip KPULLIEYOK 3 KOHTPOIEM NEPLLOro
CIC IHcTuTyT BIAKPWTTSA, KONIp KOZOBUX KineLp Ha amnynax, KoHTeliHepa
dpeseHiyc MvbX, 4Nns ronok (pisHi Buau nnactMmacu) (3MiHa, sika He Br/iMBae
HimeyunHa Ha KOpPOTKY XapakTepucTuKy nikapcbkoro 3acoby) -
Na6op /IC CE & BHECEHHS 3MiH fo p. 3.2.P.7. Cuctema
Ko.KI', HimeuunHa KOHTeliHep/3akKynopoBaibHWiA 3acib, a came 3aMiHa
KOHTPO/b AKOCTi 3a MeTas1IeBOro NMPOKO/IIOKYOr0 e/IEMEHTY, L0 3HaXoAUTbCS B
BVIK/TIOYEHHSAM HWDXHI YacTuHi kopnycy IHransaTopa Pecnimat®, Ha HOBY
nokasHuka HVDKHIO YaCTVHY Kopnycy i3 BOYA0BaHUM NNacTUKOBUM
"Mikpob6ionoriyHa NPOKO/HOIUNM e/leMeHTOM. MNPOKOIKYNIA efleMeHT
yacrorta™ iHransTopa Pecnimat® He 3HaxoAuTbCS B
Kyacaap 'mb6X, 6e3nocepeHbLOMY KOHTaKTI 3 NikapCbKnM 3aC060M, BiH
HimeuunHa NPU3HaYeHWn A9 NPOKOIOBAHHSA 3arnyLUKM NOBITPSHOT
KaMepu B HWXHI YacTuHi kapTpuaxa Pecnimat®, konu
KapTpUIK BCTABNAETLCS NEPLUNA pa3 B iHranaTop.
OCKiflbkM 06'€EM PO3UMHY ANS IHransALii 3MEHLLYETLCS Nig,
4yac BUKOPUCTaHHS Naui€eHTOM, TO NPOKO/OBaHHSA
3arnyLuK1 NoBITPAHOI kamepu 3abe3nedye npasubHe
BPIBHOBaXKEHHS TUCKY MiXX HABKO/IULLIHIM CEPESOBULLEM i
N1acTMKOBUM KOHTelHepoM. [jtounii meTaneBuii
NPOKO/IIOYNIA E1EMEHT — Lie OKpeMa fieTalb, aka
NPUEAHYETLCA A0 HWKXHBOI YacTUHM Kopnycy. Hoswia
MPOKOSIIOI0YNIA €/TEMEHT € IHTErPOBAHOK KOHCTPYKTVIBHOO
0COG/MUBICTIO HVXKHIlA YaCTUHI KOpnycy iHransaTopa
Pecnimat® Ta BUrOTOB/IEHWIA i3 TOTO X NNAaCTUKOBOIO
marepiany, L0 i HMKHSA YacTuHa kopnycy. Lia 3amiHa
[03BONNTb BMKNIOUMTM eTan 36ipku, a TakoX Moxe
[0NOMOITY B AOCATHEHHI €KOHOMIT BUTPAT i 3HWKEHHS
CKNaAHOCTI NaHLloXKa NOCTaBOK. Y 3B’A3KY i3 OHOB/IEHHAM
KOHcpirypauii 6ynv BHeceHi He3HauHi 3MiH1 [0
cneuudikaLii BUNpobysaHHs iHransaTopa. Kpim Toro, 6ynu
BHECeHi A0f4aTKOBi HE3HAYHi 3MiHV A0 BiANOBIAHNX
MEeTOAIB aHani3y rapMoHi3aLii JOKYMEHTIB M0 BCbOMY
CBiTy. BBE€HHS 3MiH NpoTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
333. | CMIPUBA®PE | po3uviH Ans iHransuii, Bepixrep HimeuunH BepiHrep HimeuunHa | BHECeHHS 3MiH [0 peecTpaliiiHux maTtepianis: 3mMiHu | Tuny | 3a peyenmom UA/6495/02/01
CNIMAT® 2,5 mkr/iHransuito no 4 IHrenbxanm a IHrenbxaim ®apma - BHECEHHSA 3MiH go p. 3.2.P.7. Cuctema
MY KapTpuoxi (60 IHTEepHeLHN m6X i Ko. KI KOHTeliHep/3akKyrnopoBasibHWiA 3acib, a came 3aMiHa
iHranauiin); no 1 eX MeTa1eBOro NPOKO/IOKYOro e/IeMeHTY, Lo 3HaXoAMTbCA B
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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
peecmpayitiHo2o
nocsioYeHHs

KapTpuaKy B
KomnaekTi 3 1
iHranaTopom
Pecnivat® y
KapTOHHIA KOpooLi

HWDXHI YacTuHi kopnycy IHransTopa Pecnimat®, Ha HOBY
HWDKHIO YaCTVHY Kopnycy i3 BOYA0BaHUM NNacTUKOBUM
MPOKO/IIOYMM e/leMEHTOM. [poKo/IoYMil eneMeHT
iHranatopa Pecnimat® He 3HaxoAWTbLCA B
6e3nocepeHbLOMY KOHTaKTI 3 NikapCbknM 3aC060M, BiH
NPU3HaYeHNn A9 NPOKOIOBAHHSA 3arnyLUKM NOBITPAHOT
KaMepu B HWXHI YacTuHi kapTpuaxa PecnimaTt®, konu
KapTpUIK BCTABNAETLCS NEPLUNA pa3 B iHranaTop.
OCKiflbk1 06'€EM PO3UMHY ANS IHransALii 3MEHLLYETLCS Nig,
4yac BUKOPUCTaHHS Naui€eHTOM, TO NPOKO/IOBaHHSA
3arnyLuK1 NoBITPAHOI kamepu 3abe3nedye npasubHe
BPIBHOBaXKEHHS TUCKY MiXX HABKO/IULLIHIM CEPEfOBULLEM i
N1acTMKOBUM KOHTelHepoM. [itounii meTaneBuii
NPOKO/IIOYNIA ENEMEHT — Lie OKpeMa feTaslb, aka
NPUEAHYETLCA A0 HWKXHBOI YacTUHM Kopnycy. Hosuia
MPOKOSIIOI0YNIA €/TEMEHT € IHTErPOBAHOI KOHCTPYKTVIBHOO
0COG/MBICTIO HWXKHIlA YaCTUHI KOpnycy iHransaTopa
Pecnimat® Ta BUrOTOB/IEHWIA i3 TOTO X NNACTUKOBOIO
marepiany, L0 i HMKHSA YacTuHa Kopnycy. Lia 3amiHa
[03BONNTb BMKNIOUMTIM eTan 36ipku, a TakoX Moxe
[0NOMOITY B AOCATHEHHI €KOHOMIT BUTPAT i 3HWKEHHS
CKNaAHOCTI NaHLoXKa NOCTaBOK. Y 3B’A3KY i3 OHOB/IEHHAM
KOHcpirypauii 6ynv BHeceHi He3HauHi 3MiH1 [0
cneundikauii Ta MeTogiB BUNpobyBaHHSA iHransTopa. Kpim
TOro, 6ynn BHeCeHi A0AATKOBI HE3HAYHI 3MiHU [0
Bi4NOBIAHMX METOZIB aHani3y rapMoHi3auii JOKYMEeHTIB No
BCbOMY CBITy. BBEAEHHS 3MiH NPOTArom 6-Tn MicAuiB nicns
3aTBEPAKEHHS; 3MiHW | TUMNY - BHECEHHS 3MiH 40 p.
3.2.P.7. Cuctema KoHTeliHep/3akynopoBasibHUiA 3aci6, a
came [0MOBHEHHs cneuudikaLii HOBUMM NOKasHMKamu 3
BiANOBIAHUMY MeToZamy BUNPOBYBaHHSA 4718 rapMoHi3awii
TecToBUX cnewudikauiin Ans iHranaTopa A1 BCiX KpaiH: n.
«Bnokyrounii mexaHiam (60 BUNpUCKyBaHHb)»; M.
«OAHOPIgHICTb 06’EMY, L0 BMBIBHAETLCA» N. «YucToTa:
BepxHsi yacTuHa kopnycy n. «4ucToTa: ynaoTHEHHSI
MOHO6/10Ky /O-Kinbue 4x1/0O-kinbue 1.4x1.1» n. «YucTtoTta
MOHO6/10Ky» M. «HucToTa: Tprmay fO0UNCHOTO
inbTpa/ueHTpanbHa Tpybka» n. «YucrtoTa: kopnyc
KnanaHa» n. «4ucroTa KaninspHa Tpybka». BBefeHHs 3MiH
NPOTAroM 6-TU MiCALIB MiC/1A 3aTBEPMAKEHHS

334.

CTUMYNOTO

H®

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 100
Mr, o 14 TabneTok y
6nicTepi; no 1 abo 2
6nicTepy y KapTOHHIl
Kopobui

3AT
dapmaueBTny
HWi1 3aBOf,
EFIC

YropmHa

3AT
dapmavleBTUYHNI
3aBof ElC

YropmHa

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
- BHECEHHS 3MiH A0 p. MapkyBaHHA MKA N13:
3anpornoHoBaHo: Mapkuposka. B cooTBeTCTBUM C
YTBEPXEHHbIM TEKCTOM MapKMpoBKM BBefeHHs
[l0[,aTKOBOr0O TEKCTY MapKyBaHHS YNakoBKW NiKapCbKoro
3ac006y i3 3a3Ha4YEeHHSM MDKHAPOAHUX NO3HAYeHb OAMHULb

3a peyenmom

UA/3195/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BMMIpIOBaHHS. BBeeHHS 3MiH NpoTArom 6-Tn MicauiB
nicnsa 3aTBepKeHHs
335. | CYAOKPEM Kpem ans TOB "TeBa Ykpaina Tocapa ®apma IpnaHgis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/4451/01/01
30BHILLIHLOIO YkpaiHa" Nimiten - NOfAHHSA OHOBEHOTO cepTudikaTa BifgnoBigHOCTI
3acTocyBaHHsA, no 10 r €poneiicbkili hapmakonei Ne RO-CEP 2012-347-Rev 02
abo 15ry 0N [jo40T pevyoBrHK Zinc oxide Bif, BXe 3aTBepKeHoro
noninponiseHoBi BMPOGHUKA, SIKUIA 3MiIHMB Ha3BY: 3anpONOHOBAHO:
6aHouui; no 1 EVERZINC NEDERLAND B.V. BBefeHHS 3MiH NPOTArom
noninponineHoBi 6-Tn MicAUiB Nicnsa 3aTBEPKEHHSA
6aHouui y 6nicTep-
Kapgi; no 60 r a6o 125
r,abo 250ry
noninponiseHoBii
6aHouLi 3 KOHTPONIEM
nepLLoro BigKpUTTA
336. | CynbniPnA - | tTabnetkn no 200 mr TOB Ykpaina BCi cTagil YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny | 3a peyenmom UA/11476/01/01
3H no 10 TabneTtok y "XapkiBcbke BMPOGHMLTBA, - AOMiHICTpaTVBHI 3MiHK. 3MiHa HaliMeHyBaHHA Ta/abo
6nicTepi; no 1 abo 2 hapmaueBTny KOHTPO/b SIKOCTI, agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
6nictepu y Kopobui He BUNYCK cepil: BUPOGHMKa/iMnopTepa roToBOoro Jlikapcbkoro 3acoby,
nignpMeEMCTBO ToBapucTBo 3 BK/IIOYAKOUM AifIbHULi BUMYCKY cepii abo Micue
"3p0poB's 06MEeXeHoH NpoBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSNbHICTb, 3a AKY
Hapogay" BiAANOBIAA/LHICTIO" BiiNOBigAa€ BUPOGHMK/iMIOPTEp, BKIOYAKOUN BUMYCK Cepild)
XapkiBcbke - 3MiHa HalilMeHyBaHHS Ta agpecy BUpobHuka N3, 6e3
thapmaueBTuyHe 3MiHW MicLl BAPOGHMLTBA. 3MiHM BHECEHI Y po3ainu
nigNPUEMCTBO "BMpo6HMK" Ta "MicLe3HaxomKeHHs BUPOBOHWMKa Ta 1ioro
"340poB'st Hapoay", agpeca Micusi NPOBaZKEHHS AiSSTIbHOCTI" B iIHCTPYKL,i0 AN1s
YkpaiHa,; Me[UYHOro 3acToCyBaHHA Ta Sk HacNifokK - BiANOBIAHI
BCi cTagii 3MiHW Y TEKCTi MapKyBaHHS yNakoBKW NiKapCbKoro 3acoby.
BMPOGHMLTBA, BBegeHHS 3MiH NpOTSArom 6-Tu MicALiB nicas
KOHTPO/b SKOCTI: 3aTBEPAKEHHS
ToBapucTeo 3
06MeXeHoI0
BiANOBIAA/IbHICTIO
"papmMaLeBTNYHa
KOMnaHis
"3popos'a”,
YKpaiHa
337. | CcynbniPUA - | Tabnetkn no 50 Mr no TOB YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHuX MaTepiasiB: 3MiHV | Tuny | 3a peyernmom UA/11476/01/02
3H 10 TabneTok y "XapkiBcbke 06MeXeHo - AgMiHiCTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
6nicTepi; no 2 abo 3 thapmaveBTUy BiANOBIAAbHICTIO" afipecy MicL NPoBaKEHHS Aif/IbHOCTI
6nictepn y kopobui He XapkiBcbke BVPOGHMKa/imnopTepa roToBoro /ikapcbKoro 3acoby,
nigNpPUEMCTBO hapmaueBThyHe BK/IOUAOUM AiNbHULI BUMYyCKy cepii abo micue
"3p0poB'a nigNpPUEMCTBO NPOBefeHHS KOHTPOJIO AKOCTI. (fiANbHICTb, 3a AKYy
Hapoay" "3p0poB's Hapoay" BiAMNOBIAAE BNMPOGHWK/IMNOPTEpP, BK/OYA0UM BUMYCK Cepiid)

- 3MiHa HaliMeHyBaHHs Ta agpecy BUpo6Huka M3, 6e3
3MiHM Micus BUPOGHULITBA. 3MIHU BHECEHI Y pO3£in
"BupobHuKK" Ta "Micue3HaxoMKeHHs BUPOOHUKA Ta ioro
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ajpeca MicLs NpoBaKeHHS AisIbHOCTI" B iIHCTPYKLi0 An1A
Me[UYHOro 3aCToCyBaHHA Ta Sk HacNiAoK - BIANOBIAHI
3MiHM Yy TEKCTi MapKyBaHHs YNakoBKY /iKapCbKOro 3acoby.
BBefeHHs 3MiH NpoTArom 6-Tu MicAuiB nicns
3aTBEPAKEHHS
338. | CYMAMITPE TabneTku, BKpUTI $apmaueBTNy Monbwa dapmavleBTUYHNI Monbwa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/1475/01/01
H 060/10HKO0 10 50 Mr HWi1 3aBOf, 3aB0[, - 3MiHUM Woao 6e3nekn/ethekTMBHOCTI Ta dhapmakoHarnsaay.
no 2 a6o no 6 "MONb®APM "MOJIbGAPMA" 3MiHa y KOpPOTKili XapakTepucTuLi NikapCbKoro 3acooy,
Tabnetok y 6nictepi, A" C.A. C.A. TEKCTi MapKyBaHHS Ta iHCTPYKLiT 415 MegnyHoro
no 1 6nictepy B 3acToCyBaHHA Ha MiAcTaBi perynsipHO OHOB/IOBAHOIO 3BIiTY
KapTOHHI KOpooLyi 3 6e3nekn NikapcbKoro 3acoby, abo AOCNiAKeHb 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby B nicnsipeecTpauiiHvii
nepiog, abo Ak pe3ynbTaTt OLiHKM 3BITY 3 AOC/IAXKEHb,
npoBefeHNX BiAMNOBIAHO A0 NAaHy negiaTpuyHnX
pocnigpkeHb (PIP) (3MiHY Y3rofXeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHWM OpraHoM) - 3MiHW BHECEHI [0 iHCTPYKL,i
0151 MeANYHOro 3acTOCyBaHHSA NiKapCbKoro 3acoby y
po3gain "Mo6iyHi peakuyii” BigNoBigHO 4O OHOBMEHOI
iHcbopMmawii 3 6e3nekun Aityoi pevoBUHN.
339. | CYMAMITPE TabneTku, BKPUTI $apmaueBTNy Monbwa dapmaLeBTUYHUI Monbwa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/1475/01/02
H 060/10HKOI0 N0 100 mr HWi1 3aBOf, 3aBoj, - 3MiHUM Woao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay.
no 2 abo no 6 "MONb®APM "MOJIbGAPMA" 3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooy,
Tabnetok y 6nictepi, A" C.A. C.A. TeKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MegnyHoro
no 1 6nictepy B 3acToCyBaHHS Ha MiAcTaBi perynspHO OHOB/IOBAHOMO 3BITY
KapTOHHI KOpooLyi 3 6e3nekn nikapcbKoro 3acoby, abo AoCiAKeHb 3 6e3nekn
3acToCyBaHHS Nikapcbkoro 3acoby B nicnsipeecTpauiiHvii
nepiog, abo Ak pesynbTaT OLiHKV 3BITY 3 AOC/IKEHD,
npoBeAeHNX BigNOBIAHO A0 M/aHy NeaiatpudHnx
pocnigpkeHb (PIP) (3MiHY Y3rofXeHo 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHW BHECEHI [0 IHCTPYKLT
AN MeAnYHOro 3acTocyBaHHsA NikapCbKoro 3acoby y
po3gain "Mo6iyHi peakwyii” BigNoBigHO 4O OHOBMEHOI
iHcbopMmawii 3 6e3nekun Aityoi pevoBUHN.
340. | TAMICTON® cynosuTopii no 0,015 KHBMIM Ykpaina MpAT "“Jlekxim - YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tny | 6e3 peyenma UA/13948/01/01
r, no 5 cynosutopiis y "ICHA" Xapkis" - 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsagy
6nicTepi, no 1 abo 2 (iHLWi 3MiHW) - BHECEHHSA 3MiH J0 po3giny MKA: Tekct
6nictepy B naui MapKyBaHHS BTOPUHHOT yNakoBKWN TeKCT MapKyBaHHS
nepBUHHOT ynakoBkn MNponoHoBaHa peAakuis:
MAPKYBAHHSA BignosigHo A0 3aTBEpAKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B TEKCT MapKyBaHHS ynakoBK/
nikapcbKoro 3acoby LoA0 3a3HavYeHHs OAMHULb
BMMIipIOBaHHSA y cuctemi Sl. BBegeHHs 3MiH MpoTsirom 6-Tu
MicALiB nicna 3aTBepIKeHHs
341. | TACUTHA Kancynu TBepgi no HoBapric LLIBeliuapi HoBaprTic ®apma LLIBeliyapis BHECEHHS 3MiH 40 peecTpauiiHux maTepiasiiB: YTOUHEHHs | 3a peyenmom UA/8979/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
200 mr no 4 kancynu y dapma Al A LTeiH Al peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
6nictepi; no 7 2854 Big 10.12.2020 B npoueci BHECEHHA 3MiH - 3MiHK |
6nicTepis y kopobui 3 TMny - 3MiHK WoAo 6e3nekn/edpeKkTNBHOCTI Ta
KapToHy, Mo 14 kancyn thapmakoHarnagy (iHwi 3MiHN) - 3aTBEpAYKEHHS TEKCTY
y 6nicTepi; no 2 MapKyBaHHS YNakoBKW J1ikapCbKoro 3acoby Ao
6nictepn y kopobui 3 PeecTtpauiiHoro nocsigueHHss Ne UA/8979/01/02,
KapToHy UA/8979/01/01, 3atBepmxeHoro Hakazom MO3 YkpaiHu
Bifg, 26.04.2019 Ne992. 3amiHa rpadiyHoro ohopmIeHHs
NepBUHHOT Ta BTOPUHHOI YNAaKOBOK Ha TEKCT MapKyBaHHsA
yMakoBOK 3 BiANOBIAHUMM 3MiHaMu A0 po3ainis MKA /13
(po3gin «Ipadmnueckoe odopM/IeHe YNakoBKM»
(CooTBeTCcTBYET NPeAoCTaBNEHHOMY rpadmyeckomy
N306pakeHNI0 YNakoBKN) 3aMiHEHO PO3Zi/IoM
«MapkyBaHHS» (3rifHO 3aTBEPAKEHOIO TEKCTY
MapKyBaHHs1))
342. | TACUTHA Kancynu Teepgi no HosaprTic Lseliuapi HosaprTic ®apma Lseliuapis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianiB: yTOUHEHHA | 3a peyenmom UA/8979/01/02
150 mr no 4 kancysm y dapma Al A LTeinH Al peecTpauiiiHoi npoueaypu B Hakasi MO3 YkpaiHu Ne
6nicTepi; no 7 2854 Bia 10.12.2020 B npoueci BHECEHHS 3MiH - 3MiHK |
6nictepiB y Kopobui 3 TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
KapToHy thapmakoHarnagy (iHwi 3MiHn) - 3aTBEpAYKEHHS TEKCTY
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby A0
PeecTpauiiiHoro nocsigueHHst No UA/8979/01/02,
UA/8979/01/01, 3aTBepgxeHoro Hakazom MO3 YkpaiHu
Bif, 26.04.2019 Ne992. 3amiHa rpadivyHoro ohopmsIeHHs
NepBUHHOI Ta BTOPUHHOI YNaKOBOK Ha TEKCT MapKyBaHHA
ynakoBOK 3 BifNoBiAHUMM 3MiHaMu A0 po3ainis MKA /13
(po3gin «padmnyeckoe odopM/IeHe YNakoBKM»
(CooTBeTCTBYET NpefocTaBieHHOMY rpaduyeckomy
N306pakeHNI0 YNakoBKN) 3aMiHEHO PO3[i/IoM
«MapkyBaHHS» (3rigHO 3aTBEPA)KEHOrO TEKCTY
MapKyBaHHs))
343. | TEMOAAN® Kancynu no 20 mr, rno LWepiHr-Mnay LLiseiiuapi OpioH dapma, PiHnaHais/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/4893/01/02
1 kancyni y cawwe; no 5 CeHTtpan Ict A PiHNAHAIA Benebris - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
a6o no 20 cawe y Al (AnbTepHaTVBHWI hapmakoHarnsigy. BunyueHnHs (cvuna gii) - BUny4eHHs
KapTOHHilA KopooLi KOHTPO/b SIKOCTI); [03yBaHHA 140 mr, 180 mr ta 250 mr ans J13 Temogan® 3
OpioH ®apma, maTepianiB peecTpauiiiHoro focbe. A TakoX 3MiHU
diHNAHAIA BHECEHO [0 IHCTPYKUIi 418 MEeAUYHOrO 3aCTOCYBaHHS
(BMpPOGHMLTBO nikapcbKoro 3acoby Ao poszainis "Cknag”, "/likapcbka
Hepo3acosaHol hopma" (BUNyyYeHHs fo3ysaHb 140 mr, 180 wmr, 250 Mry
NPOAYKLUii, NepBUHHA 3B'AA3KY I3 piLIeHHAM KOMMaHii npunuHnTK gito PN ans ynx
yrnakoBka Ta [03yBaHb). BBeieHHA 3MiH NpoTArom 6 Micsuis nicns

KOHTPO/b AKOCTI);
LUepiHr-Mnay /1a6o
H.B., benebris
(NnepBuHHa Ta
BTOPWHHA YNaKoBKa,

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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
[03BiN Ha BUMYCK
cepii)
344. | TEMOAAN® kancynu no 100 mr, no LepinHr-Mnay LLIBeliyapi OpioH ®apma, DiHnaHgia/ BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 3miHu | Tuny | 3a peyenmom UA/4893/01/03
1 kancyni y cawe; no 5 CeHTtpan Ict A PiHNAHAIA Benbris - 3MiHKM Woao0 6e3nekn/ed)ekTMBHOCTI Ta
ab6o no 20 cawey Al (AnbTepHaTUBHUIA thapmakoHarnsgy. BunyueHnus (cvuna gii) - BUnyyeHHs
KapTOHHI/ KopoobLi KOHTPO/b AKOCTI); nosysaHHs 140 mr, 180 mr Ta 250 mr gns 13 Temogan® 3
OpioH ®apma, matepianiB peecTpauiiiHoro Aocbe. A TakoX 3MiHU
DiHNAHAIA BHECEHO [0 [HCTPYKUii 4N MeguyHOro 3acTocyBaHHs
(BUPOGHMLTBO nikapcbKkoro 3acoby go posginis "Cknag”, “/likapcbka
Hepo3dhacoBaHol hopma” (BUNyYeHHa gosysaHb 140 mr, 180 wmr, 250 Mry
NpoAYyKLii, NepBUHHA 3B'A3KY I3 piLLeHHAM KOMNaHil npunuHUTK gito PN ans ynx
yrnakoBka Ta [03yBaHb). BBeeHHS 3MiH NpoTArom 6 micAuis nicns
KOHTPO/b SIKOCTI); 3aTBEPAKEHHS
LepiHr-Mnay /1a6o
H.B., Benbris
(nepBuHHa Ta
BTOPMHHA YNakKoBKa,
[03BiNT Ha BUMYCK
cepii)
345. | TETYPAM Tabnetkun no 150 wmr, My6niyHe Ykpaina My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/6325/01/01
no 10 TabneTtok y akuioHepHe akuioHepHe - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
6nicTepi; no 1 abo no TOBapuCTBO TOBapuCTBO (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
5 6nicTepis y nayui 3 "HaykoBo- "HaykoBo- MKS$A N13; 3anponoHosaHo: MapkysaHHs. BignosigHo o
KapTOHy BUPOGHNUNIA BUPOBHNUNI LIEHTP 3aTBEPAKEHOro TeKCTy MapKyBaHHsA. BunyyeHHs
LeHTp "BopLyariBcbkuii iHchopmauii wopao ynakosky in bulk 3 maTtepianis
"Bopuuariscbk XimiKo- peecTpauiiHoro A0Cbe (3 TUTYNbHOI CTOPIHKK, PO3Ainy
W1 XimiKo- hapMaLeBTUYHWIA «YnakoBka» Ta «MapkyBaHHs1» MKSA J13) y 3B's13Ky 3 TUM,
hapmaueBTny 3aBog" Lo Aito peecTpauiiiHoro noceigyeHHs Ha 13 TeTypam,
HWiA 3aBog" Tabnetkun no 150 mr, in bulk: no 1 kr y naketax
nonietuneHoBmx (PN Ne UA/10055/01/01 Big, 19.05.2017)
NPUNUHEHO 3rigHo Hakasy MO3 Ykpainu 13.11.2020 Ne
2617. OHOB/IEHHSA TEKCTY MapKyBaHHA YynaKoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii oo
3a3HayeHHs OAVHMLB BUMIPIOBAHHA Y cucTemi Sl.
BBefieHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBepKEHHS
346. | TUPOrEH® NopoLUoK ANs [bxeH3aim HigepnaH [xeH3aim lpnang IpnaHgis/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu |1 3a peyenmom UA/9743/01/01
0,9 MI' NPUroTyBaHHA tOpon B.B. an Niviten, Ipnaxgisa CLUA/ TMNY - AOAABAHHSA aNlbTePHATUBHOT AiNbHULI [)KeH3aim
po3unHy (0,9 mr/mn) (BMPOGHMLTBO Benwuka IpnaHg, NimiTeq BigNoBiganbHOT 3a BUNPOOYBaHHSA SKOCTI
Ans iH ekuin no 1,1 wr; KiHLLeBOro NPOAYKTY BpuTaHis (Quality control testing). IxeH3aiim IpnaHg SlimiTes, Bxe

2 chnakoHu 3
MOPOLUKOM Y
KapTOHHilA KOopoo6Li

(fill/finish), koHTpONB
cepii, NnepBrHHa Ta
BTOPWHHA YNakKoBKa,
03BN Ha BUMYCK
cepii); IxeH3anm
KopnopeiiwH, CLUA
(BPOGHMLTBO

3apeecTpoBaHa K AifIbHULUA 415 BUPOOHMLTBA KiHLEBOro
npoaykty(fill/finish), TecTyBaHHSI CTEPUILHOCTI, KOHTPO/b
cepii, BUNYyCK cepii, NepB1HHE Ta BTOPUHHE NakyBaHHS.
BHeceHHs pegakuiiiHi npasku go posginy 3.2.P.3.1
Brpo6Huk(n); 3.2.P.P.5.2 AHanitnyHa meToauka; 3miHu |l
TMNY - BUNyYeHHS napameTpy crneumdikawii roToBoro
nikapcbkoro 3acoby "OKUCHEHHSA" Npy BUNYCKY, Ta AK
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Hepo3dacoBaHoi PYTUHHWIA TECT Ha CTaBINBHICTb (A4il040T pevyoBUHU Ta
npoaykui); roTOBOrO NPOAYKTY) HA OCHOBI ICTOPUYHMX AaHUX.
[bxensaiim Jliviten, BunpobysaHHsa Ha OKMCNeHHs byae NPOBOANTUCS TiNlbKK
Benuka BpuTaHis Npy 3HAYHKX 3MiHaX Y BUPOBGHMLTBI, SiKi NOTEHLHO
(BTOpPUHHA MOXYTb BM/IMHYTU HA OKACNEHHSI TUPOTPOMiHY anbda
ynakoBka, [03BiN Ha
BUMYCK cepii);
Xocnipa IHk., CLUA
(nepsuHHa
ynakKoBKa)
347. | TIAPA AYO TabneTkun, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a peyenmom UA/16280/01/01
NNiBKOBOO "®bapmavesTu "papmMaueBTUYHa MRy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbknii 3aci6. 3MiHK Yy
060n0HKot0, No 160 YHa hipma chipma "OapHuus” BMPOBHULTBI. 3MiHM Y Npoueci BUPOOHULITBA FOTOBOMO
Mmr/25 mr; no 14 "NapHuus" NiKapcbKoro 3aco6y, BKIOUaKUY NPOMKHUIA MPOAYKT, WO
TabneToK y KOHTYpHii 3aCTOCOBYETLCS MNPV BUPOOHMULITBI FOTOBOrO NiKapCbKOro
YapyHKOBIli ynakoBLyj; 3aco06y (iHWi 3MiHK) - 3MiHM y BUpOGHMYOMY npoueci (Ha 2
no 1 a6o no 2 cTajji BHECEHO 40AAaTKOBY OnepaLiito): 3aTBepaXeHo:
KOHTYPHI YapyHKOBI cTafis 2: 3MillyBaHHS, 3MillyBaHHSA Ta OnyAploBaHHS;
yNakoBKM B nauLli 3anponoHOBaHO: CTafia 2: 3MillyBaHHS, OMyApIOBaHHS,
KOMNaKTyBaHHS i cyxa rpaHynsiLis, onyapoBaHHs
rpaHynaTy.
348. | TIAPA AYO TabneTkun, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a peyenmom UA/16280/01/02
NNiBKOBOIO "bapmaueBTu "hapMaueBTUYHA MRy - 3MiHK 3 AKOCTi. FOTOBWMIA NiKapCbKuii 3aci6. 3MiHN y
060n0HKot0, No 160 YHa hipma chipma "AapHuus” BMPOBHULTBI. 3MiHM Y NpoLeci BUPOOHULITBA FOTOBOrO
mr/12,5 wr, no 14 "fapHuus” NiKapCbKoro 3acoby, BK/IKHAKUM NPOMiIXHWIA NPOAYKT, L0
TabNeToK y KOHTYPHIl 3aCTOCOBYETLCA MPU BUPOGHULTBI FOTOBOIO NiKapCbKoro
YapyHKOBIli ynakoBLyj; 3aco06y (iHWi 3MiHK) - 3MiHM y BUpOGHMYOMY npoueci (Ha 2
no 1 a6o no 2 cTafii BHECEHO A0faTKOBY OnepalLiiio): 3aTBepKEHO:
KOHTYPHI YapyHKOBI cTagia 2: 3amilyBaHHS, 3MillyBaHHS Ta ONyAplOBaHHS;
yNnakoBKM B nauLli 3anponoHOBaHO: CTaAia 2: 3MillyBaHHS, OMyApIOBaHHS,
KOMMaKTyBaHHA i cyxa rpaHynsLis, onyapioBaHHsA
rpaHynary.
349. | TIAPA AyO TabneTkun, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHnx maTtepianis: 3MiHu | 3a peyenmom UA/16280/01/03
NiBKOBOO "dapmaueBTu "®dapmaneBTuyHa MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
060/10HKO10, M0 80 YHa thipma chipma "OapHuus” BMPOBHULTBI. 3MiHM Y NpoLeci BUPOGHULITBA FOTOBOMO
mr/12,5 wr, no 14 "fapHuus” NiKapcbKOoro 3acoby, BK/IKOHAKUM NPOMiIXKHWIA NPOAYKT, L0
TabneToK y KOHTYpHii 3aCTOCOBYETLCS MNPV BUPOOHULITBI FOTOBOrO NiKAPCbKOro
YapyHKOBIli ynakoBLyj; 3aco0y (iHLWWi 3MiHK) - 3MiHK Y BUPOBHUYOMY npoLeci (Ha 2
no 1 a6o no 2 cTafii BHECEHO A0faTKOBY OnepalLiiio): 3aTBepKEHO:
KOHTYPHI YapyHKOBI cTafisi 2: 3MillyBaHHS, 3MillyBaHHS Ta OMyAploBaHHS;
ynakoBKM B nauLli 3anponoHOBaHO: CTaAia 2: 3MillyBaHHS, OMyApIOBaHHS,
KOMMaKTyBaHHS i cyxa rpaHynsuis, onyapioBaHHA
rpanynaTy.
350. | TIBOMAKC® pO3unH opasibHuiA, 200 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHn | Tuny | 6e3 peyenma UA/16994/01/01
A mr/mn no 100 mn abo "dapmaueBTu "papMaueBTUYHA - 3MiHM 3 KOCTIi. [0TOBMIA NNikapcbkuii 3aci6. Cuctema
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 200 mn y donakoHi; YyHa dhipma ipma "JapHnus” KOHTeliHep/3aKkynoptoBasnbHuii 3aci6. 3miHa chopmm abo
no 1 cpnakony 3 WIET TR R PO3Mipy KOHTelHepa 4u 3aKynopoBasIbHOro 3acoby
MipHOIO NTOXKOI a60 (NepBMHHOI ynakoBKu) (HECTEPUbHI Mikapcbki 3acobm) -
MipPHVM CTakaH4Y1MKoM y BBEJEHHA [A0AAaTKOBUX KPULLIOK C KOHTPO/IEM NEepLLOro
nauui BigkputTa TMNY KB-3 Ta Tuny 1.44 (B) 02 3 npoknaakoto 3i
CNiHEeHOro nosieTuneHa 4o paHilw 3aTBepAKEHNX KPULLOK C
KOHTpO/IeM nepLuoro BiakpuTTa Tuny K®2 ta Kb-2. Po3mip
NPONOHOBAHMX KPULLIOK BiAPI3HAETLCA Bif 3aTBEPIKEHMX,
6€3 3MiHW AKICHOrOo Ta KifIbKiCHOro cknagy nakyBasbHOro
MaTepiany
351. | TIKOBAK CyCneHsia Ans iH'ekuin MOANIEP CLWA Bakctep Al', ABCTpist AscTpisi/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/16694/01/01
BAKUWHA no 1,2 mkr/0,25 mn (1 EWY.CLMI. (BPOGHMLTBO Benebris - 3MiHVM 3 AKOCTi. [OTOBMIA NiKapcbkunii 3aci6. 3miHW y
ana [03a gns gitei), no KOPMOPEWLU NpPoAYKTY Y dhopMi in BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
MPO®INAKT 0,25 mn cycneHsii y H bulk; HanoBHeHHs BUMYCKy Ccepii Ta KOHTPOJIKO SAKOCTi FOTOBOrO NiKapCbKoro
KN nonepeaHbL0 wnpuuis); Bakctep 3acoby (3amiHa abo AofaBaHHA AifbHUL, Ha Kl
KMILWOBOIO | 3anoBHeHOMY Al, ABCTpis 3[iICHI0ETLCS KOHTPO/L/BUNPOGYBaHHS cepil) -
EHLUE®ANITY | oaHOpasoBoMy (KOHTPO/b IKOCTI); nepeHeceHHs (PYHKLii KOHTPONIO AKOCTi 3a NOKA3HUKOM
KYNbTYPAN wnpuui; no 1 wnpuuy Bakctep Al', ABcTpist Protein Content Test Ha eTani Plain Pool 3 ginbHuui Baxter
bHA BKNafeHoMy y (KOHTPO/Ib SIKOCTI); AG, Vienna, Austria Ha BUpo6Hu4y ainbHuto Pfizer
IHAKTUBOBA | 6nicTtep; no 1 Mdpaiizep Manufacturing Belgium NB, Rijksweg 12, Puurs, 2870,
HA 6nicTepy Ta OKpeEMOIO MeHtodhekuypuHr Belgium; 3MmiHu | TUny - 3MiHK 3 AKoCTi. FOTOBWMIA
OYULLEHA rO/IKOK Y KapTOHHIi ABcTpis TmM6X, nikapcbkuii 3aci6. 3MiHM Y BUPOGHULTBI. 3MiHW Y NpoLeci
COPBOBAHA | Kopobui ABCTpIfl (KOHTPO/Ib BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby, BKIoUaum
TIKOBAK akocTi); Mdpaiizep MPOMiXHWIA MPOAYKT, WO 3aCTOCOBYETLCSA NPU BUPOOHULITBI
MKYHIOP MeHtohekyypuHr roTOBOrO JlikapCbKOro 3acoby (He3HavHa 3MmiHa y npoueci
BAKUWHA Benbrist HB, Benbris BUPOOHMLTBA) - BUAa/IEHHSA BUKOPUCTaHHA Human Serum
Aana (nakyBaHHs, Albumin (HSA Pathway I1) y BUpo6HWLTBI rOTOBOrO
MPO®INAKT MapKyBaHHS, BUNYCK NpoayKTy
NKN cepii)
KnNiwoBoOro
EHLE®ANITY
KYNbTYPAN
bHA
IHAKTUBOBA
HA
OYULLEHA
COPBOBAHA
352. | TIKOBAK CyCneHsia Ans iH'ekuii MOANIEP CLWA Bakctep Al', ABcTpist AscTpist/ BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/16695/01/01
BAKUWHA no 2,4 mkr/0,5 mn (1 EMY.CLIML. (BUPOGHMLTBO Benbris - 3MiHM 3 AKOCTI. [0TOBUIA NikapCbkuii 3aci6. 3MiHW y
ana [03a ANns fopocnux), KOPMOPENLU NpoAyKTY y dhopMi in BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHK, L0 CTOCYHTLCA
NMPO®INTAKT no 0,5 mn cycneHsii y H bulk; HanoBHeHHs BUMYCKy cepii Ta KOHTPOJIKO SAKOCTI FOTOBOrO NiKapcbKoro
KN nonepegHsL0 wnpwuyis); bakctep 3aco6by (3amiHa abo foAaBaHHS AifbHUL, Ha AKiA
KMILWOBOIO | 3anoBHeHOMY Al, ABcTpis 3[iICHI0ETLCS KOHTPO/L/BUNPOGYBaHHS cepil) -
EHUE®ANITY | oaHopa3oBoMy (KOHTpOSb AKOCTI); nepeHeceHHst PYHKLT KOHTPOSIIO AKOCTi 38 NMOKa3HUKOM
KYNbTYPAN wnpwvyi; no 1 wnpuuy BakcTtep All, ABCTpis Protein Content Test Ha eTani Plain Pool 3 ginbHuui Baxter
bHA BKNafeHoMy y (KOHTPO/Ib SIKOCTI); AG, Vienna, Austria Ha BUpOGHUYY ginbHuUto Pfizer
IHAKTUBOBA | 6nicTtep; no 1 Mdpaiizep Manufacturing Belgium NB, Rijksweg 12, Puurs, 2870,
HA 6/1icTepy Ta OKpeEMOK MeHEKYYPUHT Belgium; 3miHu | TMNy - 3MiHK 3 AKOCTI. FOTOBUIA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
OYULLEHA TO/IKOI Y KapTOHHIi ABcTpis T'mM6X, nikapcbknii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHK Y npoLeci
COPBOBAHA | kopobui ABCTpIfl (KOHTPO/Ib BMPOBHULTBA FOTOBOrO NiKapCbKoro 3acoby, BKIoUaum
TIKOBAK akocTi); Mdpaiizep MPOMiXHWI MPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHULITBI
MKYHIOP MeHtodekuypyHr roTOBOrO JlikapCbKoro 3acoby (He3HauHa 3miHa y npoueci
BAKUVHA Benbris HB, benbris BUPOGHMLTBA) - BUAa/IEHHSA BUKOPUCTaHHA Human Serum
Aana (nakyBaHHs, Albumin (HSA Pathway |) y BUpo6HWLTBI rOTOBOrO
MPO®DINTAKT MapKyBaHHSA, BUNYCK NpoayKTy
KN cepii)
KNiwoBoOro
EHLE®ANITY
KYNbTYPAN
bHA
IHAKTUBOBA
HA
OUMLLEEHA
COPBOBAHA
353. | TOHOPMA® TabneTkun, BKPUTI MpAT Ykpaiva MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny | 3a peyenmom UA/0516/01/01
o060n0Hkoto0, No 10 "®bapmavesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekn/ehekTMBHOCTI Ta thapmakoHarnsgy
TabneToK y KOHTYpHii YHa hipma chipma "OapHuus” (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBK/
YapyHKOBIli ynakoBLyj; "NapHuus" NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmalii oo
no 1 a6o no 3 3a3HavYeHHs OAMHMLb BUMIpIOBaHHS y cucTeMi Sl. 3amiHa
KOHTYPHI YapyHKOBI po3giny “I'paciyHe 0hOPM/IEHHS YNaKoBKK” Ha
yNaKkoBKW y naywi “MapkyBaHHa” B MKA J13; 3anponoHoBaHo: MAPKYBAHHA
BignoBigHO A0 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
TepMiH BBEAEHHSA 3MiH - MPOTAroM 6 MicALiB nicns
3aTBEPAKEHHS
354. | TOPACEMIA- | po3uvH ANs iH eKuii, MpAT Ykpaina MpAT YKpaina BHECEHHS 3MiH 0 peecTpauiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/16245/01/01
AAPHULA 20 mr/4 mn no 4 mn B "®apmaueBTn "®apmaueBTnyHa - OHOBJ/IEHHS TEKCTY MapKyBaHHS YNakoBKW ikapCbKoro
amnyni; no 5 amnyny YHa thipma ipma "JapHuus” 3acoby 3 BHECEHHSIM iHdhopMaLil LLoA0 3a3HAYEHHS
KOHTYPHIli YapyHKOBIl "NapHuus” OAVHWLB BUMIPIOBaHHS y cuctemi Sl. BHeceHHs 3MiH 4o
ynakosui, no 1 po3giny “MapkyBaHHsA" MKA J13; 3anponoHoBaHo:
KOHTYPHIll YapyHKOBIlA MAPKYBAHHSA BignosigHo [0 3aTBEPAKEHOI0 TEKCTY
ynakoBLi B nauLi MapKyBaHHs. TepMiH BBeAEHHS 3MiH NpOTSArom 6 Micsiuis
nicns 3aTBepkKeHHs
355. | TOP3AKC® TabNeTKu, BKPUTI ANKANOIQ AL | Pecny6nik ANIKANOIQ AL Pecny6/ika | BHECEHHs 3MiH [0 peecTpauiliHux MaTepiais: 3miHn | Tuny | 3a peyenmom UA/12770/01/01
NNiBKOBOIO Ckon'e a MiBHiYHa Ckon'e MiBHiYHa - BHECEHO [0 IHCTPYKLU|i A1 MEAMYHOrO 3aCTOCYBaHHS
060/10HKO10, M0 10 Mmr, MakefioHist nikapcbKoro 3acoby y po3ginu: "Baaemogis 3 iHWmnMmu
no 10 TabneTok B nikapcbkMK 3aco6ami Ta iHLi BUAW B3aemogiii",
6nictepi; no 3 "Oco6nmBOCTI 3acTocyBaHHS", "Cnoci6 3acTocyBaHHS Ta
6nicTepy B KAPTOHHIi no3un" (iHchopmauis 3 6e3neku) BignoBigHO 40 OHOB/IEHOT
Kopoobui iHchopmawii 3 6e3nekn Ajtoyoi pevyoBUHK; 3MiHK | TUny -
BHECEHO [0 IHCTPYKLiT A1 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3gin “MNobivHi peakuii” BignosigHo
0,0 OHOB/EHOI iHGhopMaLii 3 6e3neKn Ailo4oi pevyoBMHN
356. | TOP3AKC® TabneTku, BKpUTI ANIKANOIL AL | Pecny6nik ANKANOIL AL Pecny6nika | BHeCeHHs 3MiH [0 peecTpaliiiHiX maTepianis: 3miHu | TNy | 3a peyenmom UA/12770/01/02
nNiBKOBOIO Ckon'e a MiBHiYHa Ckon'e MiBHiYHA - BHECEHO [0 iHCTPYKUii AN MeAUYHOro 3aCToCyBaHHsA
060/10HKOI0, N0 20 Mr, MakefoHis MakenoHis nNikapcbKoro 3acoby y po3ginu: "Baaemogis 3 iHWnmu
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no 10 TabneTtok B nikapcbkMKn 3acobamu Ta iHLWi BUuau B3aemogiii",
6nictepi; no 3 "Oco6mBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
6nicTepy B KAPTOHHIi [o3n" (iHdhopmauis 3 6e3nekun) BigNoBIAHO [0 OHOBIEHOT
Kopobui iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHK; 3MiHK | TUnYy -
BHECEHO A0 iHCTPYKLiT AN MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobiuHi peaxuii” BignosigHoO
0,0 OHOB/EHOI iHGhopMaLlii 3 6e3nekun Ailo4oi peyoBrHU
357. | TOP3AKC® TabneTkun, BKPUTI ANKANOIL AL | Pecny6nik ANIKANOIQ AL Pecnybnika | BHeCeHHs 3MiH 40 peecTpauiliHux MaTtepianis: 3miHu | Tuny | 3a peyenmom UA/12770/01/03
NNiBKOBOO Ckon'e a NisHiyHa Ckon'e MiBHiuHa - BHECEHO [0 IHCTPYKLU|i AN MEAMYHOr0 3aCTOCYBaHHS
060/10HKOI0, No 40 Mr MakefioHis MakefoHis nikapcbKoro 3acoby y po3ginu: “B3aemogist 3 iHWmmu
no 15 tabnetok y nikapcbkMKM 3acobamm Ta iHLWi BUAW B3aeMogiid",
6nictepi; no 2 "Oco6amBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
6nicTepy y KapTOHHI no3n" (iHhopmauis 3 6e3neku) BiANOBIAHO [0 OHOBIEHOT
Kopobui iHbopMmawii 3 6e3neku Aityoi pevyoBuHY; 3MiHK | TNy -
BHECEHO A0 IHCTPYKUIT 4715 MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3gin "MobiyHi peaxuii” BignosigHoO
0,0 OHOBJIEHOI iHGhopMaLii 3 6e3nekn Ailo4oi pevyoBMHN
358. | TOP3AKC® TabneTkn, BKPUTI AJNTKANOIO AL | Pecny6nik AJTKANOIA AL Pecny6nika | BHECEHHSI 3MiH 40 pPEECTpaLiiHNX MaTepiasiiB: 3miHW | TNy | 3a peyenmom UA/12770/01/04
NNiBKOBOIO Ckon'e a MiBHiYHa Ckon'e MiBHiYHA - BHECEHO [0 iHCTPYKLii AN MeAUYHOro 3acToCyBaHHsA
060/10HKOI0, N0 80 Mr MakeoHis MakefoHis nikapcbKoro 3acoby y po3ginu: "B3aemogis 3 iHWmMmu
no 10 TabneTtok B niKkapcbknMy 3acobamu Ta iHLWi BUAM B3aEMOSIRn",
6nicTepi; no 3 "Ocob6nmBOCTI 3acTocyBaHHS", "Cnocib 3acTocyBaHHS Ta
6nicTepy B KAPTOHHIiA [o3n" (iHchopmauis 3 6e3nekun) BignoBiAHO [0 OHOBEHOT
Kopobui iHchopMmawii 3 6e3neku Ajkyoi pevyoBMHY; 3MiHK | TRy -
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ain "MobivHi peaxuii” BignosigHO
0,0 OHOB/EHOI iHGhopMaLii 3 6e3MneKn Aitlo4oi pevyoBrHU
359. | TOPUAWUM 10 | TabneTku, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/13609/01/01
NAiBKOBOO PapmacbioTika dapmachbloTikanc - 3MiHM WoAo 6e3nekn/ehekTBHOCTI Ta thapmakoHarnsagy
060510HKO0, No 10 mr; nc nTg nTg (iHLWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS yNaKkoBKM
no 10 tTabneTtok y nikapcbKoro 3aco6y 3 BHECEHHSIM iHchopMaLii LWoao
6nicTepi, no 3 3a3HavyeHHs OAMHMLb BUMIPIOBaHHSA Y cnuctemi Sl.
6nicTepn y KapTOHHI BHeceHHs 3MiH fo po3giny MKA: TPADIYHE
ynakoBLiji 30BPAXXEHHSA YIMAKOBKW 3atBepaxeHa pefakuis
PA®IYHE 30BPAXXEHHA YNAKOBKW. foaaTkoBo
[oJa€eTbCA.
Hosa pegaxuis MAPKYBAHHSA 3rigHo 3aTBepaKeHoro
TEeKCTy MapKyBaHHs. BBefjleHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNSA 3aTBEPAKEHHS
360. | TOPUAWUM 20 | Tabnetku, BKPUTI ToppeHT IHais ToppeHT IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/13609/01/02
NAiBKOBOO dapmacbioTika dapmacbloTikanc - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsgy
060510HKot0, No 20 mr; nc nTg nTg (iHLWi 3MiHW) - OHOB/IEHHSA TEKCTY MapKyBaHHS yNaKkoBKM

no 10 TabneTtok y
6nictepi, no 3
6nicTepy y KapTOHHIl
ynakoBLii

nNiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
3a3HavYeHHs OAMHMLb BUMIPIOBaHHA Y cnuctemi Sl.
BHeceHHs 3MiH fo po3giny MKA: TPADIUYHE
30BPAXXEHHSA YIMAKOBKW 3atBepixeHa pefakuis
TPA®IYHE 30BPAXXEHHA YNAKOBKW. flogaTkoBo
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
[oJaeTbes.
Hosa pegaxuis MAPKYBAHHSA 3rigHo 3aTBepKeHoro
TEeKCTy MapKyBaHHs. BBefeHHs 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPAKEHHS
361. | TPAMALON PO34MH ANA iH EKLINA, AT "Kanuekc" Nartsis BCi cTagil CnoBayynHa | BHECEHHS 3MiH [0 peecTpauiliHux MaTtepianis: 3MiHv | Tuny | 3a peyenmom UA/16468/01/01
KANUEKC 100 mr/2 mn; no 2 mn BMPOBHMYOTO / - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarisgy
B amnyni; no 5 amnyn npouecy, Kpim Natsis (iHWi 3MiHW) - OHOBNEHHS TEKCTY MapKyBaHHS yNnakoBKN

Y KOHTYpHIlA
YapyHKOBIli ynakoBLj
(nipaoHi); no 2 abo no
20 KOHTYPHUX
YapyHKOBUX yMakoBOK
(nipooHiB) B nayi 3
KapToHy

BUNYCKY cepii:
XBM dapma c.p.o.,
CnoBayuunHa,;
Bignosigae 3a
KOHTpPO/b

cepii/BnnpobyBaHHs:

AT "TpiHaekc",
Narsis;
BUPOBHUK, KNI
Bignosigae 3a
BMNYCK Cepil:
AT "Kanuekc",
Nats.is

NiKapcbKoro 3acoby 3 BHECEHHAM iH(hopmaLii Lwoao
3a3HavyeHHs 0AVHMLb BUMIPIOBaHHS Y cnuctemi Sl.
BHeceHHs 3MiH [0 po3giny «MapkyBaHHs» 3aTBepKeHo:
3rifHO 3aTBEPLKEHOr0 TEKCTY MapKyBaHHS, Lo
HaJa€eTbCs. 3anponoHOBaHo: 3rigHO 3aTBEPAKEHOrO
TEeKCTY MapKyBaHHs. BBefileHHA 3MiH NPOTArom 6-x micsauis
nicnsa 3aTBEPAKEHHS; 3MiHW | TUNY - 3MiHK 3 AKOCTi. ADI.
KoHTponb A®l. 3miHa y napameTpax cneumdikauiin Ta/abo
LONyCTUMUX MeX, BU3HAYEHUX Y cneumdikauisax Ha Adl,
a60 BUXigHWUIA/NPOMIKXHWIA NpoAyKT/peareHT, LWo
BVKOPVCTOBYIOTbCSA Y npoueci BupobHuutea Ad|
(OonoBHeHHA cneuudikauii HOBUM NMOKa3HWKOM SIKOCTI Ta
Bi4MNOBIAHVM METOLOM BMNPOGYBaHHS) - AONOBHEHHS
cneumdikavii HOBUM NOKA3HMKOM SIKOCTI Ta BiAMOBIAHUM
MeTOA0M BUNPO6YBaHHSA, a came: MeXi Ha 2-x/1oprnponaH
BK/IOUEHWIA BignoBigHo go CEP, Mexi Ans aueToHy Ta
i3onponaHony BUKOYEH Yepes BUTyYeHHS BUPOGHYMKa
Arevipharma GmbH, HimeuyuuHa. MpuBegeHHs napameTpy
Ta MeToAy KOHTPOJIt0 NOKa3HUKIB laeHTudikauisa ta
KncnoTHicTb BiANoBiAHO A0 OHOB/EHOI MOHOTpadii; 3MiHM |
TMny - AAMIHICTPaTVBHI 3MiHW. BunyyeHHs BUpo6GHUYOT
OinbHULI (BKIOYaoUM AinbHUL Ans AP, NpomibKHOro
NPOAYKTY abo roTOBOro NiKapCbKoro 3acoby, AibHUL 415
NpoBefieHHA NakyBaHHs, BUPOOHWKa, BiANOBIAa/IbHOTO 3a
BWMYCK Cepiid, MicLLe NPOBELEHHSI KOHTPOSIHO cepii) abo
nocTavasnibHvKa BUXiAHOro maTepiasy, peareHTy abo
[0MOMDKHOT PEYOBUMHM (AIKLLO 3a3HAYEHO Y [O0CbE) -
BUYYEHHS BUpObHMKa APl Tpamagony rigpoxnopuay
Arevipharma GmbH, HimeuunHa. 3anmwmnnm
3aTBepmxeHoro BupobHuka GVK BIOSCIENCES
PRIVATE LIMITED, IHgis, Wo BMKOHYE Ti cami pyHKLiT, Lo
i BUNyYeHuUid; 3miHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu MicLa NPOBamKEHHS
LisiNIbHOCTI BUpO6OHMKa/iMnopTepa roToBOro JlikapCbKoro
3aco6y, BK/IUaoun AiNnbHULI BUNYCKY cepil abo Micue
NpoBeAEeHHSA KOHTPOJIHO AKOCTI. (4iSNbHICTb, 3a AKY
BiANOBIAa€e BUPOGHMK/iIMNOpTep, BKIOYaOUM BUMYCK Cepiid)
- 3MiHa agpecu BupobHuka AT "Kanuekc", Nlatsis
(BUPOGHYK, SIKMIA BiANOBIAAE 3a BUMYCK cepil), 63 3MiHK
Micusi BUpOBHULTBA. 3MiHWM BHECEHI TB IHCTPYKLiIO A/15
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

MeAMYHOro 3acTocyBaHHA J13 y p. "Ynakoska",
"MicL,e3HaxoKeHHs1 BUPOOHUKA Ta ioro agpeca Micus
NpoBaKEHHS AiS/IbHOCTI" 3 BigNOBIAHUMM 3MiHAMWN B
TEKCTi MapKyBaHHs1 ynakoBOK (BBefeHHs1 3MiH NpoTsArom 6-
X MicALIB NicNs 3aTBEPKEHHS); 3MiHM | TUnY - 3MiHK 3
akocTi. CepTtucpikat BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBponeiickbkil hapmakonei/MmoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
BIANOBIAHOCTI @60 BUNYyYEHHS cepTudikara BifgnoBigHOCTI
€Bponeiicbkiit hapmakonei: ans A®l; ons BuxigHoro
mMaTtepiany/peareHTy/NpoMbKHOIo NPOAYKTY, Lo
BMKOPWCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBPONEChKIl
thapmakonei) - OHOB/IEHWIA cepTudpikar Bif yxe
3aTBEPKEHOr0 BUPOOHMKA - NOJAHHS OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTI EBponeiickkili hapmakonei
R1-CEP 2007-129-Rev 03 (nonepeaHs Bepcisa R1-CEP
2007-129-Rev 02) Big, BXe 3aTBEPAKEHOTO BUPOGHMKA
Inogent Laboratories Private Limited, IHgia gna Adl
Tpamagzony rigpoxnopuay; 3MmiHu | Tuny - 3mMiHu1 3 AKOCTI.
Ceptudpikat BignosigHocTi/l E-cepTudikar BiANoBIigHOCTI
€Bponeiicbkiit hapmakonei/moHorpadii. 3mMiHW, NoB'A3aHi
3 HEOOXIZHICTIO NPUBEAEHHS Y BiANOBIAHICTb A0
MOHorpadii oY abo €Bponelicbkoi thapmakonei, abo
iHLIOT HauioHa/TbHOI dhapmakonel gepxasu EC (3MiHa y
crneundikaisx, nos'asaHa 3i 3miHamu B 1dY, abo
€Bponelicbkiin hapmakonei, abo iHLLIA HauioHaNbHIi
thapmakonei aepxasu €C) - BHECEHHS 3MiHW BHAC/iA0K
OHOBJIEHHS1 MOHOTrpadii €Bponelicbkoi hapmakonei ans
A®| Tpamagony rigpoxnopugy, BUIyYeHHs TecTy «Baxki
MeTann»; 3MiHW | Tuny - 3miHn 3 skocTi. CepTudiikat
BignosigHocTI/IE-cepTudikat BignoBiaHOCTI EBponeiichkii
papmakonei/moHorpadii. NMogaHHs HOBoOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUMYYEHHS
cepTudikaTa BiANOBIAHOCTI EBpoNeiickkili hapmakonei:
ana A®l; pns BuxigHoro matepiany/peareHTy/npoMixXHOro
NPOAYKTY, WO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI APl Ans
[0NOMDKHOT peqoBuHK (cepTudpikat BignosigHOCTI
€sponelicbkin dhapmakonei) - OHoBeHUI cepTudikar Big
yXe 3aTBepKeHOro BUPOGHUKA - NOAaHHS OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTI EBponeiickkili hapmakonei
R1-CEP 2007-129-Rev 04 (nonepeaHs sepcia R1-CEP
2007-129-Rev 03) Big, BXe 3aTBEPAKEHOTO BUPOGHMKA AN
A®| Tpamagony rigpoxnopuay BHaCNiA0K 3MiHU Ha3BK
BMPO6HMKA i3 Inogent Laboratories Private Limited, IHais
Ha GVK BIOSCIENCES PRIVATE LIMITED, IHgjs; 3MiHK |
Tuny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBasibHWIA 3aci6 (iHLWi 3MiHN) -
[ofaBaHHsA iHhopMalii Npo camok/etodi CTikepu 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPOJTI0 NEPLLOro BiAKPUTTA HA BTOPUHHY YNakoBKy 3
Bi4NOBIAHMMM 3MiHAMKN B po3Ain «YnakoBka» MKA /13
(BBegeHHs 3MiH MpPOTAroM 6-X micsis nicns
3aTBEPKEHHS)
362. | TPUBUMUNH® | TabneTkun, BKPUTI TOB HB® Ykpaiva TOB HB® YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/12303/02/01
060/10HKOI0, N0 250 Mr "MIKPOXIM" "Mikpoxim" - 3MiHK y cneumdpikanii APl y po3sgini MN3, y 38" 43Ky 3
no 40 TabneTtok y nprBeAeHHSAM METO/iB KOHTPO/TIO AKOCTI [il040T peYOBUHN
6aHLUi; no 1 6aHLi B 0o Bumor moHorpadii EP 9,0 3atBepmkeHo: metoa TLUX,
nauui 3 kKapToHy; no 10 % , He 6inbe 0,2; 3anponoHoOBaHo: |aeHTndikoBaHi
Tabnetok y 6nictepi; Oomilwku: Jomiwka A He Ginbwe 0,15%, Jowmilika B He
no 4 6nictepu B navui 6inbLue 0,15%, fowmiwka C He 6inblwe 0,15%, Jomilika
3 KapTOHY DHe 6inble 0,15%, Jomiwka E He 6inble 0,15%,
[Jowmiwka F He 6inbwe 0,15%, KoxHa HeigeHTudikoBaHa
Lomilika He 6inbLue 0,10% , Cyma AOMILOK - He BifbLue
0,3%; 3MiHM | TUMY - NpUBEAEHHSA METOZA BUNPOOYBaHHS y
BiA4NOBIAHICTb 40 BUMOr MoHorpadii EP 9.0 po3gin
"CynpoBigHi AOMILLKM", @ caMme BU3HAYEHHS BMICT AOMILLIOK
3 BUKOPUCTaHHAM MeToay piAvHHOT XxpomaTtorpadii 3 mac-
[LEeTeKTopoMm, skuii nepegodayeHo EP
363. | TPUCENTON | TabneTkn no 400 MpusatHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTtepianis: 3MiHW | TUny - UA/0356/01/01
mr/80 wmr, in bulk: no akuioHepHe akuioHepHe - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKW /likapCbKOro
2500 TabneTok y TOBapUCTBO TOBapuCTBO "J1eKXiM 3ac00y 3 BHECEHHSIM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
KOHTeliHepi "Nlekxim- - Xapkis" OAVHMLb BUMIptOBaHHA Y cucteMi Sl. OHOBMIEHHSA BXe
Xapkis" 3aTBEPAKEHOro TeKCTY MapKyBaHHs no 2500 TabnieTok y
KOHTelHepi (BHECEHHSI MO3HAaYeHb OAVHMLb BUMIPIOBAHHS,
3 BUKOPUCTaHHAM NiTEP NaTUHCBKOro andasity).
MponoHoBaHa pegakuis: MAPKYBAHHSA. BignosigHo go
3aTBEPPKEHOrO TEKCTY MapKyBaHHs. BignosigHo fo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 [OAAETHLCA.
TepMiH BBEAEHHS 3MiH - MPOTAroM 3 MicALiB nic/s
3aTBEPAKEHHS
364. | TPUCENTON | TabneTkn no 400 MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnux maTepianis: 3miHW | TNy | 3a peyenmom UA/5350/01/02
mr/80 mr, no 10 aKLjioHepHe aKLioHepHe - OHOBJIEHHS TEKCTY MapKyBaHHS yNakoBKN /iKapCbKOro
Tabnetok y 6nictepi; TOBapuCTBO TOBapuCTBO "J1eKXiM 3acoby 3 BHeCEHHSIM iHdhopMaLil LWoao0 3a3HavYeHHs
no 2 6nictepun y naui "Nlekxim- - Xapkis" OAVHMLb BUMIpOBaHHA Y cuctemi Sl. OHOBMIEHHSA BXe
3 KapPTOHY Xapkis" 3aTBEPAKEHOIO TEKCTY MapKyBaHHS Ta BHECEHHS 3MiH [0
po3ainy MKSA. MponoHoBaHa pepakuis: MAPKYBAHHSA.
BignoBigHO 40 3aTBEPAYKEHOTO TEKCTY MapKyBaHHS.
TepmiH BBEAEHHSA 3MiH - MPOTAroM 3 MicAuiB nicns
3aTBEPAKEHHS
365. | TPILE®-T3 NMOPOLLOK A/19 PO3UUHY AAP ®APMA O6'egHaHi 3eiicc IHAjs BHECEHHS 3MiH [J0 peecTpavljiiiHuX maTtepianis: 3MiHa 3a peyenmom UA/17525/01/01
Ans iH ekuin; 1 a6o 10 ®3-7171C Apabcbki dapmac’ioTikenc 3asBHUKa (BNacHMKa peecTpaLiiiHoro NocBig4YeHHs). 3MiHu
onakoHIB 3 Emipatu MeT. N14. BHECEHO B IHCTPYKLiIO A1 Me4UYHOro 3aCTOCYBaHHsA

NMOPOLLKOMY KapPTOHHIl

LLI0A0 HallMEHYBaHHS Ta MiCLe3HaXO[KEHHS 3asBHMKA 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
peecmpayitiHo2o
nocsioYeHHs

Kopobui

BiANOBIAHUMY 3MiHAMY Y TEKCTi MapKyBaHHS YNakoBKU
niKkapcbKoro 3acoby; 3miHu | Tuny - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHK) -
BHeceHHs 3MiH fo po3giny MKA: MapkyBaHHsa [itoua
pefakuis NponoHoBaHa pefakuis MapkyBaHHsA BignosigHo
[0 3aTBEPAKEHOIO TEKCTY MapKyBaHHS LLO JOLAETHLCS.
MapkyBaHHS BignosifAHO A0 3aTBEPAKEHOro TEKCTY
MapKyBaHHS1. OHOB/IEHHS TEKCTY MapKyBaHHSA yNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmal,ii oo
3a3HaYeHHs OMHULb BUMIpPOBaHHSA y cuctemi Sl

366.

TPOKCEPYT
WH-
JAPHULA

renb, 20 mr/r, no 30 r
a6o 50 ry Ty6i, no 1
Ty6i B nauuyj

MpAT
"®bapmavesTu
YHa hipma
"NapHuus"

YkpaiHa

MpAT
"papmMaueBTUYHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
- 3aMiHa po3gainy “I'padpivHe 0hopMNEHHS YNakoBKN” Ha
“MapkyBaHHa” B MKA J13; 3anponoHoBaHo: MAPKYBAHHA
BignoBigHO A0 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
OHOB/IEHHS TEKCTY MapKyBaHHS YNaKoBKW JliKapCbKOro
3acoby 3 BHECEHHSIM iHdhopMaLil LLoA0 3a3HAYEHHS
OAVHWLb BUMIpIOBaHHA Y cuctemi Sl.

BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHSA

6e3 peyenma

UA/4933/01/01

367.

TYBEPKY/IH
nng rT 23
Ssi

PO3YMH A8 iH'EKUIN 2
TO/0,1 mn; no 1,5 mn
po3uunHy (15 fo3) y
donakoHi; no 1 a6o 10
(h/1aKOHIB B KApTOHHiIl
Kopoo6Li

En Dxen
BakuuHec
Eli/Ec

[Oanis

En Oxei BakumHec
EWW/Ec

[Janis

BHECEHHS 3MiH 40 PEeeCTpaLiliHNX MaTepiasis: 3MiHu ||
TUMY - 3MiHW 3 SKOCTi. FOTOBWIA NiKapcbkuii 3aci6. 3MiHN y
BMPOOHULITBI. 3MiHW Y NpoLeci BUPOOHNLTBA FOTOBOMO
NiKapcbKoro 3acoby, BK/OHAUM NPOMIKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPY BUPOGHULITBI FOTOBOrO NiKApCbKOro
3acoby (Nikapcbkuii 3aci6 € nikapcbkMM 3ac060M
6i0/10r4YHOro/iMyHO/10TIYHOTO MOXOKEHHS Ta 3MiHA
B/Marae npoBefeHHs1 NOPIBHANbHUX SOCNIMKEHD) -
fofasaHHA foaaTkoBo 16% pifKoro KOHUEHTpary
Ty6epkyniHy PPD RT 23 npu Bupo6HuuTBi Tuberculin PPD
RT 23 SSI "in bulk" po3mipom cepii 150 Kr.
3anponoHoBaHo: 70 M. He3HauHi peaakuiiiHi npasku A0
posginis Mogynsa 3: 3.2.P.3.2, 3.2.P.5.4,3.2.P.8.1,
3.2.P.8.3.

3a peyenmom

UA/16739/01/01

368.

TYBEPKY/IH
nng RT 23
ssl

PO34MH ANA H'EKL 2
TO/0,1 mn; in bulk: no
1,5 mn y dhnakoHax
Ne1300-1400 B
NNacTVKOBOMY MilLIKy

Eln Opkeit
BakuunHec
EW/Ec

[JaHis

Eli [xeit BakuyHec
EW/Ec

[Janis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3miHu |1
TUMY - 3MiHW 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHN y
BMPOBHULTBI. 3MiHM Y NpoLeci BUPOGHULITBA FOTOBOMO
NiKapcbKoro 3acoby, BKAOYaKUM NPOMIKHUI NPOAYKT, WO
3aCTOCOBYETLCA NPV BUPOBGHULITBI FOTOBOTO NiKapPCbKOro
3acoby (nikapcbkuii 3acib € nikapcbkMM 3ac060M
6i010ri4YHOro/iMyHONOMNYHOTO NOXOKEHHS Ta 3MiHa
BUMAarae NpoBefeHHs NOPIBHANbHUX JOC/iMKEHD -
[ofaBaHHa foAaTkoBO 16% piakoro KOHUeHTpaTy
Ty6epkyniHy PPD RT 23 npu Bupo6HuuTBi Tuberculin PPD
RT 23 SSI "in bulk" po3mipom cepii 150 kr.
3anponoHoBaHo: 70 M. He3HauHi pefiakuiiiHi npaBku oo
posginis Moaynsa 3: 3.2.P.3.2, 3.2.P.5.4, 3.2.P.8.1,

UA/16761/01/01
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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
peecmpayitiHo2o

369.

TYBEPKYNIH

3.2.P.8.3.

nocsBi0O4YeHHs

370.

nna RT 23
Ssi

PO34UH AJ151 iH'EKLLNA 2
TO/0,1 mn; no 1,5 mn
po3uunHy (15 fo3) y
onakoHi; no 1 a6o 10
h/1aKOHIB B KAPTOHHIl
KopoobLi

Eii [xeit
BakunHec
Eli/Ec

[JaHis

Eii Oxein BakunHec
Eli/Ec

[JaHis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHu | Tuny - 3miHK

wofo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsagy.

BBefeHHs abo 3MiHn [0 y3arasibHeHVX AaHuX npo
cuctemy papmakoHarnsagy (BBefeHHs y3arasibHeHux
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YNOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobum 3 hapmakoHarnagy
3asiBHUKA [/151 34iICHEHHA hapMakoHarnsgy B YKpaiHi,
AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapMmakoHarnsagy
(BK/IKOUAIOUM KOHTaKTHI AaHi) Ta/abo 3MiHN Yy PO3MILLEHHI
mMacTep-ghaiina cuctemu hapmakoHarisgy). 3miHa

KOHTaKTHOI 0CO6U YNOBHOBaXXEHOT 0COOM 3as1BHMKA,

Bi4NoBiAaIbHOT 3a hapmakoHarnsg B YkpaiHi. fitova
pepakuis: 3onoTyxiHa IHHa JleoHigisHa. MponoHoBaHa
pepakuisi: HikiTueHkoBa /1t060B IBaHiBHa. 3MiHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0CO6Y YNOBHOBaXKEHOI
ocobu 3asBHKKa, BiANOBIAA/IbHOI 3a thapmakoHarnsg B
YKpaiHi.

3a peyenmom

UA/16739/01/01

371.

TYBEPKY/IH
nng RT 23
ssl

PO34MH ANA iH'EKLi 2
TO/0,1 mn; in bulk: no
1,5 mny donakoHax
Ne1300-1400 B
NAacTUKOBOMY MiLLIKy

Eln Opkeit
BakuunHec
EW/Ec

[Janis

Eli [xein BakuyHec
EW/Ec

[Janis

BHECEHHSA 3MiH 10 peecTpaLiiiHux maTepianis: 3miHa
3asBHMKa (B/1acHMKa peecTpauiiiHoro noceigvyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460). 3MiHu | Tuny - 3miHK

oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy.

BBefeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHuX Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
[JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOT 0CO6MU, BiANOBIfaNbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHUKaA 419 34ilicCHeHHs hapmakoHarnagy B YkpaiHi,
SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
MacTep-ghaiina cuctemu thapmakoHarisgy). 3mMiHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COOM 3as1BHMKA,
BiAANOBiAabLHOI 3a hapmakoHarnag B YkpaiHi. fitoua
pegakuisi: 3on0TyxiHa IHHa JleoHigiBHa. MNMponoHoBaHa
pepakuis:

HikiTyeHkoBa /110608 IBaHiBHA.3MiHa KOHTAKTHWUX AaHnX

KOHTaKTHOT 0CO6GU YNMOBHOBaXKEHOT 0COOW 3asIBHYMKA,

BifNoBiAaNbHOI 3a hapmakoHarnsa B YKpaiHi.

UA/16761/01/01

YNbKABIC®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO10, No 120 mr
no 14 tabneTtok y

6nicTepi; no 2 abo 6,

KPKA, a.4.,
HoBo mecTo

CnoBeHisa

KPKA, a.4., Hoso
mecTo, C/oBeHis
(BUPO6GHMLTBO "in
bulk", nepsrHHe Ta
BTOPVHHE

CnoBeHis

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TEXHIYHA

nomuska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460) -
3ATMPOIMNOHOBAHO: 6. IHLWE 3a3HayaloTbCs Takox

OAMHWLi BUMIpIOBaHHSA y cuctemi S| natnHuuero. 17. IHWE

3a3HaualoTbCs TAKOX OAMHUL BUMIpIOBaHHS y cucTemi Si

6e3 peyenma

UA/16078/01/01
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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
peecmpayitiHo2o
nocsioYeHHs

abo 8 6nicTepiB y
KapTOHHIA KOpooLi

nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepil; KOHTPO/b
cepii)

natnHuuero

372.

YNbTPEKC

Kancynu no 150 mr no
8 kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHIA KopooLi

Pisochapm CA

LLiseiiuapi
a

Pisochapm CA

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHu | Tuny
- 3MiHUM WoA0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHWX AaHUX Npo
cuctemy hapMakoHarnsay (BBeAeHHs y3araibHeHux
AaHux npo cuctemy chapmakoHarnsgy, 3amiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobm 3 hapmakoHarnagy
3asBHVIKa AN 34iicHeHHs hapmakoHarnsgy B Ykpaii,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOT ocobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy
(BK/IIOYAKOUMN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cuctemu hapmakoHarnsgy) - amMiHa
YNOBHOB&XXEHOT 0CO6U 3a8BHMKA, BifgnoBigaibHOI 3a
3[jiicHeHHs hapmakoHariaay: MponoHoBaHa pefakuis:
Rita Maria Puglisi. 3MiHa KOHTaKTHUX faHuX
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnsgy

3a peyenmom

UA/14647/01/01

373.

YNbTPEKC

kancynu no 300 mr no
8 Kancyn y 6nictepi;
no 2 6nictepu y
KapTOHHilA Kopoo6Li

Pisochapm CA

LLiseiiuapi
A

Pisodhapm CA

LLiBefiuapis

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHY LWoA0 6e3nekun/edeKTBHOCTI Ta hapmakoHarnagy.
BBefeHHs1 ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHUX
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOT 0CO6MU, BiANOBIfaIbHOI 3a 34iiCHEHHS
chapmakoHarnsay; KOHTaKTHoi 0cobum 3 hapmakoHarnagy
3asBHUKaA 419 34ilicCHeHHs hapmakoHarnagy B YkpaiHi,
SIKLL0 BOHA BigMiHHA Bif YNOBHOBaXKEHOI 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHH:A hapMmakoHarnsgy
(BKNHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiILLLEHHI
mMacTep-haiina cuctemm hapmakoHarisgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BiANoBifabHOT 3a
3pjlicHeHHs chapmakoHarnagy: NponoHoBaHa peaakLis:
Rita Maria Puglisi. 3mMiHa KOHTaKTHUX JaHWX
YNOBHOBaXEHOI 0C06W, BiANOBIAA/LHOI 3a 34iiCHEHHS
thapmakoHarnagy

3a peyenmom

UA/14647/01/02

374.

YPO®YPAIH

Tabnetku, no 50 wmr;
no 30 TabneTok y
6nictepi; no 1
6nicTepy B KapTOHHiIl
KopooLi

AT "Apavesn
®apma”

Monba

AT "Apaves
Papma”

Monba

BHECEHHS 3MiH 0 peecTpavljiiiHiX maTepianis: 3miHu | Tuny
- aAMiHICTpaTUBHI 3MiHWU. BUnyyeHHst BUPOGHMYOI AinbHUL
(Brtovaroun ginbHnui 4ns A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO JliKapCbkoro 3acoby, AiNbHWLI 415 NPOBEAEHHS
nakyBaHHs1, BUPOBGHWKa, Bi4NOBIAAIbHOMO 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IIO cepi) abo nocTadvasibHuKa
BMXifHOrO Martepiany, peareHTty abo A0NOMiXHOT
PEYOBYMHM (SKLLO 3a3HAYEHO Y OCLE) - BUNYHEHHS

6e3 peyenma

UA/15368/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Bmpo6Huka APl Minsheng Group Shaoxing
Pharmaceutical Co., Ltd, China, BignoBigHo [0 3MiH
3aTBEPMKEHNX B KpaiHi BUPOOHMKa/3asBHMKa.
MponoHoBaHa pepakuis: Menadiona, S.L., Spain
375. | YPCOXON® Kancynu no 250 mr no MpAT Ykpaiva MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/9018/01/01
10 Kancyn y KOHTYpHiii "®bapmavesTu "papmMaueBTUYHa - 3MiHM WoAo 6e3nekun/ehekTMBHOCTI Ta thapmakoHarnsgy
YapyHKOBIli ynakoBLyj, YHa hipma chipma "AapHuus” - 3aMmiHa po3giny “I'padpivHe odhopMNIEHHS YNakoBKN” Ha
no 5 a6o no 10 "NapHuus" “MapkyBaHHa” B MKA J13; 3anponoHoBaHo: MAPKYBAHHA
KOHTYPHUX BignoBigHO A0 3aTBEPAKEHOrO TEKCTY MapKyBaHHS.
YapyHKOBUX yNaKkoBOK OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
y nauui 3acoby 3 BHECEHHSIM iHdhopMaLil LLoA0 3a3HAYEHHS
OAMHULb BUMIpOBaHHSA y cuctemi Sl. BBefeHHs 3MiH
NPOTAroM 6-T1 MicsAUIB NicNsA 3aTBEPAKEHHS
376. | ®ASMTOAEKC | po3unH ANs iH'eKLild, AcTpa3eHeka Benuka Brpo6HMK HimeuumHa/ | BHeCeHHs 3MiH O peecTpaLiiiHix MaTepianis: 3mMiHu | Tuny | 3a peyenmom UA/5440/01/01
250 mr/5 mn; no 5 mn HOK NimiTepq, BpwuTaHis nikapcbKkoro 3acoby Benvka - AOMiHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
pO34MHy B "in bulk", nepBrHHa BpuTaHis agpecu Micusi NPoBaMKEHHS AiiSIbHOCTI
nonepegHsL0 ynakoBkKa, BUPOGHMKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
3anoBHEHOMY Bi3yasIbHWN BK/IIOYAKOUM AiIbHULi BUMYCKY cepii abo Micue
CK/IAHOMY LLINpWL, 3 KOHTPO/1b, KOHTPO/b NPOBELEHHS KOHTPOSIIO AKOCTI. (AIANBHICTb, 3a AKY
KOHTpONEM nepLuoro AKOCTI 3a BiiNOBiga€e BUPOGHMK/iMIOPTEP, BKIOYAKOUN BUMYCK Cepild)

BiAKPUTTS; No 2
nonepegHbL0
3anoBHEHI WNpULy B
KOHTYPHIli YapyHKOBIl
ynakoBLi 3 ABoMa
6e3neyHnMmn ronkamu
«BD SafetyGlide™»;
no 1 KOHTYpHil
YapyHKOBIli ynakoBLji B
KapTOHHI KOpooLyi

nokasHMKamm: onuc,
iaeHTuikauis,
KinbKicHe
BM3HAYEHHS
hynBecTpaHTy,
npoAyKTn
aerpagauii, 06°em
iH eKuii B
KOHTelHepax,
MeXaHiuHi
BK/IHOUEHHS
(HeBMAMMI YacTkm),
CTEepPW/IbHICTb,
€HZL0TOKCUHMU,
yHKLOHaNbHE
BMNPo6yBaHHs PFS,
BMICT eTaHony,
BMICT CnMpTy
6€eH3110BOro, BMIiCT
6eH3nnbeH3oara:
BetTep ®apma-
depTuryH NmoXx ta
Ko. KI, HimeuunHa;
Brpo6HuK,
Bi4NoBiAa/IbHWIA 32
BTOPUHHY YNaKOBKY,
KOHTPO/1b SIKOCTi,

- 3MiHa agpecu Micus NPoBaKEeHHS AisIbHOCTI
BMpo6HUuKa AcTpa3eHeka tOK JlimiTes, Benvika BputaHis
BifiNOBIAAbHOTO 33 BTOPMHHY YNaKOBKY, KOHTPO/b AKOCTI,
BMNYCK cepii, 6e3 3MiHN Micusi BUpoOHULTBa (BBEAEHHS
3MiH NPOTAroM 6 MiCALiB MiCNs 3aTBEPYKEHHS)
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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
peecmpayitiHo2o
nocsioYeHHs

BUMYCK Cepii:
AcTpa3eHeka FOK
Nimiten, Benuka
BputaHis;
BUpPO6HUK,
BiANOBIAaIbHNI 3a
Bi3yasibHUiA aHanis:
BetTep ®apma-
®epTuryH N'v6X Ta
Ko. KT, HimeyumnHa;
BUpPO6GHUK,
BiANOBIgaIbHUI 3a
TecTyBaHHSA
CTepW/IbHOCTI:
Bettep ®apma-
®epTuryH Nv6X Ta
Ko. KI, HimeuunHa;
BUpPOGHYK,
BiANoBiAa/IbHWIA 3a
KOHTPO/Ib AKOCTI (3a
nokasHuKamu
CTEPUSIBHICT,
MeXaHiuHi
BK/TOUYEHHS,
€HZO0TOKCUHMW):
BetTep ®apma-
®epTuryH N'v6X Ta
Ko. KT, HimeuunHa

377.

®JIEBABEH®
1000

Tabnetku, no 1000 wr;
no 10 TabneTok y
6nicTepi; no 3 abo 6
6nicTepiB y KAPTOHHiIl
Kopobui

KPKA, a.4.,
Hoso mecTo

CnoBeHisa

KPKA, a.4., Hoso
mecTo, C/10BeHis
(BMpOGHMLTBO "in
bulk", nepsrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOb cepii Ta
BUNycK cepii); KPKA,
A4.4a., Hoso mecTo,
CnoBeHis (KOHTPONb
cepii)

CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu |1
TUMY - 3MiHW BHECEHO [0 IHCTPYKUiT A48 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"®apmMakonoriyHi BNacTneocCTi”, a came BUAIEHHS AaHNX
3 JOK/IHIYHOT thapmakosiorii. BBeAeHHS 3MiH NpoTarom 6
MicALiB Nicna 3aTBepIKEHHs

6e3 peyenma

UA/16995/01/02

378.

®JIEBABEH®
500

TabneTku, BKpUTI
NAiBKOBOO
o060n10Hkoto, no 500
Mr; no 15 tabnetok y
6nictepi; no 2 a6o 4
61icTepy B KapTOHHIl
KopooLi

KPKA, a.4.,
HoBso mecTo

CnoBeHisa

KPKA, a.4., Hoso
MecTo, CrnoBeHis
(BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b cepii Ta
Bunyck cepii); KPKA,
A.4., Hoso mecTo,

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu |1
TUMY - 3MiHW BHECEHO [0 IHCTPYKUIT A48 MeANYHOro
3acTOCyBaHHS MikapCcbKoro 3acoby A0 po3ainy
"®apmMakonorivyHi BM1acTnBOCTI", a came BUAaIEHHS JAaHNX
3 [OKMiHIYHOI dhapmakosorii. BBegeHHA 3MiH NpoTAarom 6
MiCSILiB Micns 3aTBepPAKEHHSI

6e3 peyenma

UA/16995/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
CnoBeHis (KOHTpO/b
cepii)
379. | ®NIEKAIHIA, Tabnetkn no 100 mr CTALA HimeuunHa | Akkopg tOK flimiteq, | BenukobpuT | BHECEHHS 3MiH A0 peecTpauiiiHux matepianis: 3MiHu | Tuny | 3a peyernmom UA/16013/01/01
CTALA® no 10 TabneTok y ApuHarimitTen BenunkobpuTaHis aHisa/ - OHOBJ/IEHHA TEKCTY MapKyBaHHS YNakoBKW JikapCbKoro
6nictepi; no 5 b Al (BUPOGHULTBO HimeuunHa 3acoby 3 BHECEHHSIM iHdhopMaLil LLoA0 3a3HAYEHHS
6nicTepiB y KAPTOHHIN Hepo3dacoBaHoro OAVHWLb BUMIPIOBaHHSA Y cucteMi S| BHeceHHst 3miH Ao
KopoobLi NPoOAYKTY, NepBuHHe po3giny “MapkyBaHHA" MKA J13: 3anponoHoBaHo:
Ta BTOPVHHE MapkyBaHHs. 3riHO 3aTBep)KEHOr0 TEKCTY MapKyBaHHS.
nakyBaHHs, BBefeHHs 3MiH npoTarom 6-t1 MicAuiB nicns
KOHTPO/b cepiit); 3aTBEepPKEHHSA
Knoke ®epnakyHrc-
Cepsice 'mM6X,
HimeyunHa
(nepBuHHe Ta
BTOPUHHE
nakysaHHs ); CTALOA
ApuHalimitTens Arl,
HimeuunHa (Bunyck
cepiit)
380. | ®JIEMOKCUH | Tabnetku, o Actennac HigepnaH BCi cTagil HigepnaHay | BHECEHHs 3MiH A0 peecTpauiliHux MaTtepianis: 3MiHv | Tuny | 3a peyenmom UA/4379/01/01
CO/NMIOTAB® ancnepryoTbes no dapma HOpon on BMPOGHMLTBA, / - 3MiHK 3 AKOCTi. FOTOBWIA NiKapcbkuii 3aci6. KoHTponb
125 wr; no 5 Tabnetok B.B. nepBuHHE Ta ITanis roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
y 6nicTepi; no 4 BTOPVHHE cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
61icTepy y KapTOHHiN nakyBaHHs, nikapcbKoro 3acoby (BHeCeHHs 3MiH 4,0 A0CbE Micns
Kopoo6Li KOHTPO/Ib AKOCTi Ta OHOBJ/IEHHA 3araslbHOT CTaTTi Ha rOTOBY Nikapcbky hopmy y
BUNYCK cepil: L®Y/EBponeiickkiin hapmakonel) - 3miHa cneumdikaui
Actennac ®apma "3 3a NOKa3HNKOM «PO34YMHEHHS», L0 06yMOBEHO
tOpon B.B., npuBeAeHHAM Y BiANOBIAHICTb A0 BUMor EP 2.9.3
Higepnangy; 3atBepakeHo: Bei = 85 % 3anponoHosaHo: Q = 80 %
BCi cTagii yepes 30 xBunuH EP 2.9.3 (BBeAeHHs1 3MiH MPOTAroM 6-Tu
BMPOGHMLTBA, MiCALiB Nicna 3aTBepMKEHHS); 3MiHK | Tuny - 3MiHK 3
nepBuHHe Ta sIKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOro
BTOPVIHHE nikapcbKoro 3acoby. 3miHa y MeTogax BUnpo6yBaHHs
nakyBaHHsl, roToBOro Nikapcbkoro 3acoby (HesHauHa 3MmiHa y
KOHTPO/b AKOCTi Ta 3aTBEPMKEHNX MeToAaxX BUNPOOYBaHHS) - 3MiHW A0
BUMYCK cepil: MEeTOAiB BUNpobyBaHHA /13, a caMme BUKOPUCTaHHS HOBOI
Xaynt ®apma KOMTOHKN aNnsi metogy BEPX ans igeHTudpikauii, KinbkicHoro
Nativa C.P.1T, BM3HAYEHHA Ta BU3HAYEHHS CYMNPOBIAHWX AOMILLIOK; 3MiHM |
ITanis MRy - 3MiHK 3 AKOCTi. FOTOBWIA NliKAPCbKUIA 3aci6.

KOoHTposb roToBoro fikapcbkoro 3acoby. 3MiHa y meTofax
BMNPOGYBaHHSA rOTOBOrO J1iKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpAKEHNX METOAax BUNPOOYBaHHS) -
NOrofpKeHHs1 MeTOAUKN BUNpobyBaHHA /13 3a NOKa3HUKOM
«Po3unHeHHs» 3 Bumoramu EP 2.9.3.; 3MmiHK | Tuny - 3miHn
3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. KOHTpOib roTOBOrO
nikapcbkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo [OMYyCTVMUX MEX roTOBOro /iKapcbKoro 3acoby
(BWTyYEHHS1 He3HAYHOTO NokKasHuka (Hanpvknag
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

3aCTapifioro NokasHvka, Takoro sk 3anax Ta cMak, abo
iAeHTuiKaLisn 6apBHUKIB YN CMaKOBUX 406aBOK)) -
BUNy4YeHHs 3i cneuudikauii M3 nokasHuka «CepefHs
Maca, Ta 0gHopiAHICTb Macu» EP 2.9.5, ockinbkn B
cneuudikauii M3 HasBHWI TecT «OHOPIAHICTL
[,030BaHNX OA4THULE»2.9.40, nokasHuk «CepefHA maca»
KOHTPOMIOETHLCA Nifg, Yyac BUpo6bHMuTBa 13 (BBEAEHHS
3MiH NPOTArOM 6-TW MICALIB NIC/A 3aTBEPAKEHHS); 3MiHN |
UMy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbknin 3aci6.
KoHTposb rOTOBOro Nikapcbkoro 3acoby. 3MiHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX
roTOBOrO MiKapCbKOro 3acoby (BUyYeHHs1 HE3HAUYHOTO
nokasHuka (Hanpuknag 3actapisnioro nokasHuka, Takoro sk
3anax Ta cMak, abo igeHTudiKaLis 6apBHUKIB UM CMaKOBUX
[06aBoK)) - BunyyeHHs 3i cneumndikaii 113 po3mipis
Tabnetok. Po3mipn TabneTok KOHTPO/THTHCA
Bi4NOBiAHVMM NMyaHCOHaMU Ha eTani npecyBaHHs, 6inbLu
TOrO KOXHE [03yBaHHSA Ma€e BNacHuii igeHTudikalin 3Hak,
L0 € YacTuHo cneumndikadii N3 (BBeaeHHS 3MiH
NPOTArom 6-Tv MiCAILIB MiCNs 3aTBEPMKEHHS); 3MiHK | TUny
- 3MiHu 3 sKoCTi. FoTOBWMIA NiKapcbkuii 3aci6. Onuc Ta
cknag,. 3miHa y cknagi (4ONOMiKHUX peyoBMHaX) roToBOro
nNiKkapcbKoro 3acoby (iHLi 3MiHW) - MOrOKEHHS Onucy
cknagy y Mogyni 3.2 mix nigposginamu P1 Ta nigpo3sginom
P3.2 3 CMO practice Cknag onucaHuii y Mogyni 3.2
nigpo3ain P1 MiCTUTb NOMWAKY Y KifIbKOCTi AOMOMIKHOT
PEYOBUHM MIKPOKpUCTauivHOI Lientono3u. Kinekicte
MIKPOKPUCTai4YHOI Leso/103u BiAnoBigae akTeBHocTi Ad|
6113bk0o 85 %, LLLO B CBOIO Yepry 6y/10 NnepeHeceHo i3
3aBOACHKOT AOKYMeHTaL,i.

OpHak Kinbkictb A®| Bignosiaae 100 % akTMBHOCTI Ta
I'PYHTYETLCA Ha BMICTi Ha ynakosLi. LLLo6 Bunpasntu uto
NOMWJIKY, KiflbKiCTb MIKPOKPUCTaNi4yHOI Lentonosm
36inbLUeHo y hopmyni o6 Bignosigaty 100 % akTMBHOCTI
A®I. BignosigHi 3HaueHHs 6ynu nepernaHyTi y Mogyni 3.2
nigpo3ain P3.2., Ta NpM3BeNo A0 HE3HAYHMX 3MiH Ki/TbKOCTi
JOeAKNX [ONOMKHUX peyoBuH.[oAaTKOBO BHECEHI
pepakLiiHi npaBku; 3MiHW | TUNy - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS A0AATKOBOI AiNbHULI BUPOGHULTBA A5
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHWLA, Ha AKili NPOBOAATLCS OyAb-
AKi BUPOGHWYI cTagii, 32 BUHATKOM BUMYCKY Cepil,
KOHTPO/O SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS,
AN HecTepubHUX Nikapcbkunx 3acobiB) - BBegeHHA
HoBoOro BMpo6Huka 13, Xaynt ®apma flatiHa C.P.J1
Crtpaga Cratane 156 KM 47,600 ®P, Bopro CaH Miwene
NIT 04100 - NaTiHa, ITania (Haupt Pharma Latina S.R.L.
Borgo San Michele S.S. 156 KM. 47,600 - 04100 Latina
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
(LT), Italy), wo BignosigansHWi 3a BUpo6HMLTBO 13 3

TEpPMIHOM NPUAATHOCTI NiKapCbKoro 3acoby 3 poku, Ans
3aTBEPKEHOr0 BUPOOHMKA TEPMIH NPUAATHOCTI
3a/mMwaeTbesa 5 pokis. [JogaTkoBo B paMKax npoueaypu
YTOUYHEHO BUPOBHUYI (OYHKLT 3aTBEpPKEHOrO BUPOOHMKa
Actennac ®apma tOpon B.B., Higepnangu
3aTBepmkeHo: Bei cTagii BUpo6bHMLTBA, NakKyBaHHS,
KOHTPONIO cepii. 3anponoHoBaHo: Bei cTajii BUpobHULTBa,
nepByHHE Ta BTOPUHHE NakyBaHHSA, KOHTPO/Ib AKOCTi Ta
BUMYCK cepil; 3MiHKM | Tuny - 3MiHW 3 AKOCTi. F0TOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS 40AAaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 NePBUHHOIO
nakyBaHHs) - BBe[leHHs HOBOro BUpo6Huka 13, Xaynt
®apwma faTtiHa C.P.J1 Ctpaga Cratane 156 KM 47,600 ®P,
Bopro CaH Miwene NT 04100 - NaTiHa, ITania (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), ltaly), wo BignosiganbHuii 3a
nepBuHHe nNakyBaHHA 13; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa
ab0o BBeLleHHS 40AATKOBOI AiNbHULI BUPOGHMLTBA 415
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHWUUA 415 BTOPUHHOTO
nakyBaHHs) - BBe[leHHS1 HOBOro BUpo6bHuka /13, Xaynt
$apma MatiHa C.P.J1 Ctpaga Cratasie 156 KM 47,600 ®P,
Bopro CaH Miwene NT 04100 - NaTiHa, ITanis (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), Italy), wo BignosiganbHuii 3a
BTOPVHHE nakyBaHHs [/13; 3MiHn | TRy - 3MiHM 3 SIKOCTI.
["oTOBWMIA Nikapcbkuii 3aci6. 3mMiHWM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo gojaBaHHA BUPOOHUKA, LLIO BiAMnoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bknoyaroum
KOHTPONb/BMNPOGYBaHHSA cepii - BBeAeHHSA HOBOro
BMpobHuka N3, Xaynt ®apma JlatiHa C.P.J1 CTpaga
Cratasne 156 KM 47,600 ®P, bopro CaH Miwene NT
04100 - NarTiHa, Itania (Haupt Pharma Latina S.R.L. Borgo
San Michele S.S. 156 KM. 47,600 - 04100 Latina (LT),
Italy), L0 BignoBigaNbHWIA KOHTPO/L Ta BUNYCK cepii M13;
BBEEHHS A0AAKOBOrO BYPOGHMKA i3 3aTBEPIKEHHAM
cknagy, TepMiHy npugartHocTi /13 (3 pokum) Ta Sk Hacnigok
nosiBa f0aTKOBOro NakyBaHHA AJ151 iHLLOTO BUPOBHMKA;
3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbknin 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOrO
niKapcbKoro 3acoby (He3HayHa 3MiHa y npoueci
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

BMPOGHMLITBA) - 3 BBEAEHHS HOBOro BUpOGHYMKa 13,
Xaynt ®apma MatiHa C.P.J1, ITanisa 3a NOBHUM LMK/IOM
BMPOOHULITBA MPOMNOHYTHCHA 3MiHW 40 BUPOOHNYOrO
npotecy, a came BBeAeHO npsiMe npecyBaHHsA ans bulk
blend go 3aTBepAxeHOro BOIOroro rpaHynoBaHHA. aHa
3MiHa cTocyeTbes nuwe npurotysaHHA bulk blend. Cknag
Ta creumndikalis He 3MIHIOETbCS. IHWI cTagii y npoueci
BMPOOHULITBA 3a/IMLIAETLCA HE3MIHHUMK. O6uaBa
npouecu BUpobHMUTBa 6y AyTb YaCTMHOK AOCLE; 3MiHN |
UMy - 3MiHM 3 AKOCTi. [OTOBWIA NMikapcbkuWii 3aci6. 3miHN Yy
BUPOGHMUTBI. 3MiHM BUNPoOyBaHb abo AOMYCTUMUX MEX,
BCTAHOB/IEHVX Y cneuudikauisx, nig vyac BMpobHMLTBa
roTOBOrO JlikapcbKoro 3acoby (4OMOBHEHHS abo 3aMiHa
BMNPoOYyBaHHA B NpoLeci BUPO6HMLTBA 3a pe3ynibTaTamu
AocCnigpKeHb 3 6e3nekn abo AKOCTi) - Y 3B’A3Ky 3
norofpkeHHsM onucy cknagy y Mopgyni 3.2 nigposgin P1,
npu3Besio A0 BigNOBIAHMX YTOUHEHDb Y nigpo3aini 3.2.P.3.4
(KOHTPONI0 KPUTUYHKX CTaAiin Ta NPOMDKHOT NpoAyKLiT);
3MiHM | TUny - AOMiHICTpaTMBHI 3MiHW. 3MiHa Ha3Bu AdI
a60 [0NOMDKHOT pevyoBMHN - 3MiHa Ha3BM 4OMNOMDKHOI
peyoBUHM 3rigHO MoHorpadii EP 3aTBepmxeHo: Lentonosa
AvcnepcHa 3anponoHOBaHO: Lie/to103a MiKpoKpUcTastiyHa
Ta HaTpito kapMmenosa. 3MiHU BHECEHI B IHCTPYKLiO A/1A
MeAMYHOro 3actocyBaHHsA 13 y p. "Cknag” (4oNoMiHI
peyoBuHM). BBEeAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHST; 3MiHM | TUNY - 3MiHK 3 AIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo fonycTummnx Mex
roTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH [0 [OCbE
nicns OHOBMEHHSA 3arasibHOI CTATTi HA rOTOBY NiKapPCbKy
dopmy y AdY/EBponeiickkili hapmakonei) - 3MiHa
cneuudikauii M13 3a NokasHUKOM «IMCNepCHICTb»
3arBepaxeHo: 99 % < 710 mkm EP 3anponoHoBaHo:
Bignosigae Bignosigae 98 % < 710 Mkm
EP (BBeneHHs1 3MiH NpoTAroM 6-tu micsauis nicns
3aTBEPIKEHHS); 3MiHM | TUNY - 3MiHK 3 SKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roTOBOro NikapcbKoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOTrO /iKapCbKoro
3aco6y (iHWi 3MiHM Y MeTofgax BUnpobysaHb (BKkIH0Haoun
3aMiHy abo JOMNOBHEHHS)) - 3MiHV 40 METOANKM
BUNPO6YBaHHA /13 3a NOKa3HWKOM «ucnepcHiCTb» 3rifHO
EP wopo TemnepaTypu Boan 415 pO3YMHEHHS TabneTok 3
20 °C Ha 25 °C = 0,5 °C 1a TemnepaTypu BoAu AN
npoMmuBaHHA eMHoCTI - 3 20 °C Ha 25 °C + 0,5 °C,
[04AaTKOBO 3MiHEHO TEKCT METOAMKM; 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHW. BUyyeHHs BUPO6HUYOI AiNbHUL
(Bktovatoum ginbHULi ons APl NpoMiXKHOro NPOAYKTY abo
roTOBOrO /iKapCbkoro 3acoby, AiNbHUL 415 NPOBEAEHHS
nakyBaHHs1, BAPOOHMKaA, BifgnoBigasbHOro 3a BUNyCK cepii,
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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
peecmpayitiHo2o
nocsioYeHHs

MicLie NpoBeAEeHHS KOHTPOJIO cepii) abo nocTayvasibHMKa
BUXIAHOrO MaTepiany, peareHTy abo AONOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - BunyyeHHs
BMpOGHUKIB A®| Abu-Zaabal El-Kaliobia, Egypt TaThe
United Laboratories (Inner Mongolia) Co., Ltd., China;
3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBMIA NikapCcbknin 3aci6.
KOHTPO/b AONOMIKHMX peqoBUH. 3MiHa y MeTofax
BMNPOGYBaHHSA AOMOMIDKHOI PEYOBUHMW (HE3HAYHI 3MiHU Y
3aTBEPMKEHUX MEeTOoAax BUNPoOyBaHb) - 3MiHW y MeToaML
Ans ineHTudikalii apomatnsaTopis MaHAApPMHOBOTO Ta
NIMMOHHOro MeTofoM IX; 3MiHu | TUny - 3MiHW 3 AKOCTI.
oTOBUIA NikapCbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBanbHuii 3aci6. 3MiHa napameTpiB
cneuudgikauii Ta/abo AONYCTUMMX MEX NEPBUHHOI
yMaKoBKM FOTOBOrO NiKapCbKoro 3acoby (BUyYeHHS
He3HaYyHOro NokasHuka (Hanpviknag 3actapisnoro
nokasHvka)) - 3 Mogynto 3.2 posgin P7 Bunyyaetbcs
HeakTyasibHa iHthopmauis: 3i cneuudikadlii antoMiHieBoT
hoIbrN BUYYEHO NOKa3HWK LWMpWHA; 3MiHW | TUnYy - 3MiHK
3 KoCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKkynoptoBasibHWi 3aci6. 3miHa y meTodax
BUMNPOOYBaHHA NEPBUHHOI YNakoBK/ rOTOBOIO NiKapCbKOro
3acoby (iHWi 3MiHN Y MeToAax BUNPo6yBaHb (BKIOUaoUm
3amiHy abo gogasaHHs)) - B Mogynb 3.2 posgin P7
BHOCMTbCS iH(hopMaLis Wwoao nocunaHHa Ha EP ans
ineHTugikauii MBX Ta antomiHieBoi honbru; 3MiHu | Tuny -
3MiHuM 3 siKOCTi. [O0TOBMIA nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMMNEKTYOUMX (SKLO 3a3HAYEHO B AOCLE) (BUTyYEHHS
noctavasibHuka) - 3 moaysnto 3 posgin P7 BunyyeHa
iHhopmaLis Woao nocTavasibHUKIB NaKkyBaslbHOrO
mMarepiany

381.

®/IEMOKCUH
CO/NIIOTAB®

TabneTtku, Wo
[AMCnepryoTbes Mo
250 wr; no 5 TabneTok
y 6nicTepi; no 4
6nicTepy y KapTOHHIl
Kopobui

AcTtennac
®apma HKOpon
B.B.

HigepnaH
an

BCi cTagii
BUPOGHMLTBA,
nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTi Ta
BUNYCK cepil:
AcTtennac ®apma
Opon B.B.,
Higepnangu;
BCi cTagii
BMPOGHMLTBA,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,

Higepnanaun
/

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: 3MiHu | Tuny
- 3MiHM 3 AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. KoHTposib
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpisB
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (BHeCeHHs 3MiH 4,0 A0CbE nicns
OHOBJIEHHS 3ara/ibHOI CTaTTi Ha FOTOBY NiKapcbKy hopmy y
[dY/EBponelicbkiin dhapmakonei) - 3miHa cneumdikaw,ii
N3 3a NoKa3HMKOM «PO34nHEHHS», WO 06yMOBNEHO
npyBEeLEHHAM Y BignoBigHICTb Ao Bumor EP 2.9.3
3arBepaxeHo: Bei = 85 % 3anponoHosaHo: Q = 80 %
yepes 30 xBunuH EP 2.9.3 (BBeAeHHs 3MiH NpoTAroM 6-tu
MicSLB MiCNSA 3aTBEPAYKEHHS); 3MiHW | TURY - 3MiHN 3
AKocTi. [oToBWIA Nikapcbkuii 3aci6. KOHTponb roToBOro
nikapcbKoro 3acoby. 3miHa y MeToax BUnpo6yBaHHs
roTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y

3a peyernmom

UA/4379/01/02
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KOHTPO/Ib AKOCTi Ta
BUNYCK cepil:
Xaynt ®apma

NatiHa C.P.N,
ITanisa

3aTBEPMAKEHNX MeTogax BUNpobyBaHHs) - 3MiHW A0
MeTOoAiB BUNpobyBaHHA /13, a caMe BUKOPUCTaHHA HOBOI
KONOHKM Ana metogy BEPX ans igeHTudikauii, KinbkicHoro
BU3HAYEHHA Ta BU3HAYEHHS CYMPOBIAHUX JOMILLIOK; 3MiHW |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTPO/1b FOTOBOIO NiKapcbKoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHSA roTOBOrO JliKapcbKoro 3acoby (He3HauHa
3MiHa y 3aTBEpAKEHNX MeToAax BUNPOBYBaHHS) -
NOrof)KeHHs MeTOANKN BUNpobyBaHHA /13 3a NOKa3HUKOM
«Po3unHeHHs» 3 BUMoramu EP 2.9.3.; 3miHu | Trny - 3miHn
3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikaui
Ta/abo [OMYyCTVMUX MEX FOTOBOrO flikapCbKoro 3acoby
(BMyYeHHs HE3HAYHOrO NoKasHWKa (Hanpuknag
3aCcTapifioro NokasHvKa, Takoro sik 3anax Ta cMak, abo
iaeHTudikauis 6apBHKKIB YN CMaKoBUX A06ABOK)) -
BWYYeHHS 3i cneumdikayii MN13 nokasHuka «CepegHs
Maca, Ta 0gHOpIAHICTb Macu» EP 2.9.5, ockinbku B
cneuudikauii [N13 HasBHWIA TecT «OHOPIAHICTb
[,030BaHNX 04THULL»2.9.40, nokasHuK «CepegHsa maca»
KOHTPONIOETLCA Nig, yac BupobHuuTBa N3 (BBEeAeHHSA
3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHW |
TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
KOHTpPO/Ib rOTOBOrO /likapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo AONyCTUMUX MEX
roTOBOrO /liKapcbKoro 3acoby (BMyYeHHS HE3HAYHOro
nokasHuka (Hanpvknag, 3acTtapifioro nokasHuka, Takoro siK
3anax Ta cmak, abo igeHTndikauiss 6apBHMKIB Y CMaKoBUX
[06aB0K)) - BunyyeHHs 3i cneyudikadii /13 po3mipis
Tabnetok. Po3mipn TabneTok KOHTPO/HTHCA
BiAMOBIAHVMMM NyaHCOHaMU Ha eTani NpecyBaHHs, GinbLL
TOrO KOXHE [03yBaHHSA Ma€e BNnacHuii igeHTudikalili 3Hak,
LLIO € YacTuHo cneumndikauii N3 (BBeaeHHS 3MiH
NpoTArom 6-Tu MicALIB NiCNs 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHK 3 siKocCTi. FoTOBWMIA Nikapcbkuid 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4onomikHMX pevoBUHaX) roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - MOroAXXeHHS onucy
cknagy y Mogyni 3.2 mix nigposginamu P1 Ta nigpo3szainom
P3.2 3 CMO practice Cknag onucanuii y Mogyni 3.2
niapo3gin P1 MicTUTb MOMWAKY Y KiTbKOCTi AOMOMiXHOT
PEYOBUHM MIKPOKpUCTaNiYHOI Lientono3u. Kinbkicte
MIKpOKPUCTanNi4YHOI Leno103u Biagnosigae akTusHocTi Ad|
6113bko 85 %, Lo B CBOIO Yepry 6y/10 NnepeHeceHo i3
3aBOACbKOI JOKyMeHTaLi.

OpHak kinbkicTe A®I Bignosigae 100 % akTMBHOCTI Ta
I'PYHTYETbCA Ha BMICTi Ha ynakosui. LLLlo6 BunpasuTy Lo
NOMMUJIKY, Ki/IbKiCTb MIKDOKPUCTaNIYHOI LIe/1H0103u
36inbLleHo y chopmyni wo6 Bignosigaty 100 % akTMBHOCTI
A®|. BignosigHi 3HayeHHs1 6ynv nepernsHyTi y Mogyni 3.2
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nigpo3ain P3.2., Ta NpM3BeNo A0 HE3HAYHMX 3MiH KisTbKOCTI
[eAKNX A0NOMIKHUX peyoBuH.[0oAaTKOBO BHECEHI
pefakuiviHi npaBku; 3MiHK | TUnNy - 3MiHK 3 AKOCTI. FOTOBMIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMUTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiIbHUL BUPpOOHULTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLecy roToBoro
nikapcbKoro 3acoby (AiNbHWLSA, Ha AKili TPOBOAATLCS OyAb-
SIKi BUPOGHWYI cTagii, 332 BUHATKOM BUMYCKY Cepil,
KOHTPO/O SIKOCTi, NEPBNHHOTO Ta BTOPUHHOTO NakyBaHHS,
AN HecTepubHUX Nikapcbknx 3acobiB) - BBegeHHs
HOBOro BMpo6HuKa M3, Xaynt ®apma fatiHa C.P.J1
Crtpaga Cratane 156 KM 47,600 ®P, Bopro CaH Miwene
NIT 04100 - NaTiHa, ITania (Haupt Pharma Latina S.R.L.
Borgo San Michele S.S. 156 KM. 47,600 - 04100 Latina
(LT), Italy), wo BignosiganbHWin 3a BUpo6HULTBO 13 3
TEepMiHOM NpUAATHOCTI Jlikapcbkoro 3acoby 3 poku, Ans
3aTBEPKEHOro BUPOGHVKA TePMiH NpUAATHOCTI
3a/mwaeTbea 5 pokis. [logaTkoBO B paMKax npoueaypu
YTOYHEHO BUPO6GHUYI ChyHKLT 3aTBEPAXEHOTO BUPOOHUKA
Actennac ®apma tOpon B.B., HigepnaHau
3arBepmkeHo: Bei cTagii BUpo6bHMLTBA, NakKyBaHHS,
KOHTpO/to cepii. 3anponoHoBaHo: Bei cTagii BUpo6HMLTBa,
nepBUHHE Ta BTOPUHHE NaKyBaHHSA, KOHTPO/Ib AKOCTi Ta
BMNYCK Cepii; 3MiHM | TMNy - 3MiHK 3 AKOCTI. FOTOBMIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiIbHUL BUPpOOHMLTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NePBYHHOTO
nakyBaHHs) - BBeZJleHHS HOBOrO BUpo6HuKa N3, XaynT
dapma fMatiHa C.P.J1 Ctpaga Cratasie 156 KM 47,600 P,
Bopro Can Miwene /1T 04100 - NariHa, ITania (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), Italy), wo signosiganbHuii 3a
nepBuHHe nakyBaHHsA [/13; 3miHu | Trny - 3MiHK 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3aMiHa
ab0o BBefleHHS A0AaTKOBOI AifbHULI BUPOGHULTBA 415
4acTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (AinbHWLA N5t BTOPUHHOIO
nakyBaHHs) - BBe[leHHs HOBOro BUpo6Huka 13, Xaynt
®apwma faTtiHa C.P.J1 Ctpaga Cratane 156 KM 47,600 ®P,
Bopro CaH Miwene NT 04100 - NaTiHa, ITania (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), ltaly), wo BignosiganbHuii 3a
BTOPVHHE NakyBaHHsA [N13; 3MiHn | Tuny - 3MiHW 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3mMiHWM y BUPOOHNLTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYITHLCS BUMYCKY cepii Ta
KOHTPO/IH0 SIKOCTi rOTOBOrO NikapcbKoro 3acoby (3amiHa
abo gofgasBaHHA BUPOOHUKA, LLIO BiAMNoBigaE 3a BBE3EHHS
Ta/abo BMNycK cepii) - Bkawyaroum




193

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1

KOHTPO/b/BMNpOGYBaHHSA cepii - BBeAeHHS HOBOro
BMpo6HUka M3, XaynTt ®apma flatiHa C.P.J1 CTpaga
Cratane 156 KM 47,600 ®P, Bopro CaH Miwene NT

04100 - NarTiHa, Itania (Haupt Pharma Latina S.R.L. Borgo
San Michele S.S. 156 KM. 47,600 - 04100 Latina (LT),
Italy), Lo BignoBigaNbHWIA KOHTPOsb Ta BUMNYCK cepii M13;
BBEJIEHHA [0AaKOBOro BUPOGHUKA i3 3aTBEPAKEHHAM
cknagy, TepmiHy npugartHocTi 13 (3 poku) Ta sk Hacnifok
nosisa A,04aTKOBOro NakyBaHHS 4151 iHLIOTO BUPOOHUKA;
3MiHM | TRy - 3MiHK 3 AKoCTi. [OTOBWIA Nikapcbkuii 3aci6.
3MiHV Y BUPOOHMUTBI. 3MiHU Y npoLeci BUPO6HULTBA
roTOBOrO NiKapCbKOro 3acoby, BKAYAKYM MPOMDKHUN
MPOAYKT, L0 3aCTOCOBYETLCA NPU BUPOOHWULTBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULTBA) - 3 BBEAEHHSA HOBOro BUPOGHYMKa M3,
Xaynt ®apma flatiHa C.P.J1, ITanis 3a NOBHUM LMK/IOM
BUPOGHMLITBA NPOMOHYHOTLCS 3MiHW [0 BUPOOGHNYOTO
npouecy, a came BBeAeHO npsime npecyBaHHA ans bulk
blend fo 3aTBepAxeHOro BO/IOroro rpaHynioBaHHA. laHa
3MiHa cTocyeTbcs nwe npurotyBaHHs bulk blend. Cknag
Ta creumdikalis He 3MIHIOETbCS. IHWI cTagii y npoueci

BMPOOHULITBA 3a1MLIAETLCSA HE3MIHHMKU. O6uaBa

npouecy BUpo6HMLTBA ByAyTb YACTUHOK AOCLE; 3MiHM |
MRy - 3MiHM 3 AKOCTi. OTOBWIA Nikapcbknii 3aci6. 3MiHK Yy
BMPOGHMLTBI. 3MiHN BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cnewundikauisx, nig yac BMpobHULTBa
roTOBOrO MiKapCbKOro 3acoby (4OMOBHEHHS abo 3aMiHa
BMMNPOOYBaHHA B NpoLieci BUPO6HMLTBA 3a pe3ynibTaTtamu
nocnimkeHb 3 6e3nekun abo SKOCTI) - Y 3B'A3Ky 3
norofpykeHHAM onucy cknagy y Mogyni 3.2 nigpo3sgin P1,
npu3Besio A0 BiANOBiAHNX YTOUHEHDb Y nigpo3aini 3.2.P.3.4
(KOHTPOH0 KPUTUYHKX CTafiil Ta NPOMKHOT NpoayKLii);
3MiHW | TNy - AOMiHICTpaTMBHI 3MiHW. 3MiHa Ha3su AdI
ab0 4ONOMIXHOT PevOBMHU - 3MiHA Ha3BU JOMOMDKHOI
peyoBuHM 3rigHO MOHorpadii EP 3aTBepaxeHo: Lennosa
AvcnepcHa 3anponoHOBaHO: Lieso103a MiKpoKpucTaniyHa
Ta HaTpito kapmeno3a. 3MiHN BHECEHI B iHCTPYKLit0 ANs
MeAMYHOro 3actocyBaHHA /13 y p. "Cknag” (4onoMiKHI
peyoBuHM). BBeAEHHA 3MiH NPOTArom 6-Tu MicsiLiB nmicas
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOob rOTOBOrO NiKapCbKoro 3acoby.
3miHa napameTpis cneumdikawin Ta/abo fonycTMMmUX Mex
roTOBOrO JlikapCbKoro 3acoby (BHECEHHS 3MiH 0 AOCbE
MiCNs OHOB/MEHHSA 3arasibHOi CTaTTi HA rOTOBY NiKapCbKy
topmy y AdY/Esponeiicbkiii hapmakonei) - 3MiHa
cneundoikauii 113 3a NokasHNKOM «[MCNepCHICTb»
3arBepaxeHo: 99 % < 710 mkm EP 3anponoHoBaHo:
Bignosigae Bignosigae 98 % < 710 Mkm
EP (BBefgeHHs1 3MiH MpOTAroM 6-T1 micsauiB nicns
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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
peecmpayitiHo2o
nocsioYeHHs

3aTBEPMKEHHS); 3MiHM | TMny - 3MiHKM 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3miHa y MmeTogax BUNpoGyBaHHS rOTOBOTO J1iKapCbKOro
3aco6y (iHWi 3MiHM Yy MeToax BUNpobyBaHb (BK/IH0HaKuN
3aMiHy ab0 JOMOBHEHHS)) - 3MiHM 40 METOAMKM
BMNPOGYBaHHs /13 3a NOKa3HMKOM «[JUCNEePCHICTb» 3rigHO
EP wopo Temnepatypu BOAN AN PO3UYNHEHHS TabneTok 3
20 °C Ha 25 °C + 0,5 °C 1a Temnepatypu soan ans
npoMmBaHHA €MHOCTI - 3 20 °C Ha 25 °C £ 0,5 °C,
[08aTKOBO 3MIHEHO TEKCT METOAMKY; 3MiHW | Tuny -
AMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHWYOT AiNbHALLI
(Brrovaroun ginbHnui Ans A®l, npoMixXHOro NpoaykTy abo
rOTOBOrO JliKkapCbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
nakyBaHHs, BUpOGHYKa, Bi4NOBiAaNbHOro 3a BUMYCK Cepil,
MicLie NpoBeAEHHS KOHTPO/IO cepi) abo noctavasibHuKa
BMXiHOTO Marepiany, peareHTty abo AONOMiXHOT
PEeYOBMHM (SKLLO 3a3HAYEHO Y [OCLE) - BunyueHHs
BUpo6bHukiB A®I Abu-Zaabal El-Kaliobia, Egypt TaThe
United Laboratories (Inner Mongolia) Co., Ltd., China;
3MiHM | TNy - 3MiHK 3 AKoCTi. FOTOBMIA NikapcbkuWii 3aci6.
KOHTpOsb fOMOMKHUX peyoBuH. 3MiHa Yy MeTogax
BMNPOGYBaHHA JOMOMDKHOI PEUYOBUHMN (HE3HAYHI 3MiHN Y
3aTBEpPKEHMX MeTofax BUNPo6yBaHb) - 3MiHW Y MeToAuLi
Ans igeHTudikalii apomatnsaTopis MaHA4apYHOBOIO Ta
JIMMOHHOTO MeToZoM MX; 3MiHW | Tuny - 3MiHM 3 AKOCTI.
loToBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX NEPBUHHOI
yNakoBKM rOTOBOTO MlikapCbKOro 3acoby (BUMyYeHHs
HEe3HaYyHOro NokasHvka (Hanpuknag, 3actapinoro
nokasHuka)) - 3 Moayntio 3.2 po3gin P7 Bunyyaertbcs
HeakTyasibHa iHthopmaLis: 3i cneundikaLii antomiHieBoi
hObrv BUNYYEHO NOKA3HUK LIMPUHA; 3MiHK | TNy - 3MiHK
3 AKocTi. FoToBwMIA Nnikapcbknii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBa/ibHUiA 3aci6. 3MiHa y MeToAax
BUNPO6YBaHHA NEPBUHHOI YNaKOBKM rOTOBOTO NiKapCbKoro
3aco6y (iHWi 3MiHM Yy MeToax BUNpo6yBaHb (BK/IH0HAKUN
3amiHy abo gogasaHHs)) - B Moaynb 3.2 po3gin P7
BHOCMTbCS iH(hopMmaL,is Wwoao nocunandHa Ha EP ans
ineHTudikauii MBX Ta antomiHieBoi honbr; 3miHm | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHUIA 3acib. 3miHa
noctayasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNIEKTYIOUMX (SKLLO 3a3HAY€HO B [OCLE) (BUTYYEHHS
noctavanbHuka) - 3 mogynto 3 po3gin P7 BunyyeHa
iHcbopMmaL,is o0 NocTavasIbHIKIB NaKyBaslbHOTO
MaTepiany

382.

P/IEMOKCUH

TabneTku, Lo

AcTennac

HigepnaH

BCi cTagil

HigepnaHngm

BHECEHHS 3MiH 10 peecTpaLiiiHMX MaTepianiB: 3MiHu | Tuny

3a peyenmom

UA/4379/01/03
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CONMIOTAB® [AVcnepryoTbes no dapma tOpon an BMPOGHMLTBA, / - 3MiHK 3 AKOCTi. [0TOBMIA Nnikapcbkuii 3aci6. KoHTporsb
500 mr; no 5 TabneTok B.B. nepBuHHE Ta ITania roTOBOro Nikapcbkoro 3acoby. 3miHa napameTpis
y 6nicTepi; no 4 BTOPUHHE cneumdikauii Ta/abo 4ONYCTUMMX MEX FOTOBOro
6nicTepy y KapTOHHIl nakyBaHHs, nikapcbKoro 3acoby (BHECEHHS 3MiH A0 A0CbE Nicns
Kopobui KOHTPO/b AKOCTI Ta OHOBJIEHHS 3ara/lbHOI CTaTTi Ha rOTOBY NiKapcbky dhopmy y
BMNYCK Cepil: [dY/Esponelicbkiin hapmakonei) - 3miHa cneumdikawii
AcTtennac ®apma 'N3 3a Noka3HMKOM «PO34MHEHHS», W0 06YMOBEHO
Opon B.B., npuBeAeHHSAM Y BiANOBIAHICTb A0 BUMor EP 2.9.3
HigepnaHgu; 3arBepmkeHo: Bei = 85 % 3anponoHoBaHo: Q = 80 %
BCi cTagil yepes 30 xBuuH EP 2.9.3 (BBegeHHs 3MiH MpOTAromM 6-1u
BUPOGHMLTBA, MiCALiB Nicnsa 3aTBepAKeHHS); 3MiHK | Tuny - 3MiHK 3
nepBUHHE Ta SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KOHTPOsib rOTOBOrO
BTOPUHHE nikapcbKoro 3acoby. 3MiHa y MeToAax BUNPOOyBaHHS
nakyBaHHs, roTOBOrO JIiKapCbKOro 3acoby (He3HayHa 3MiHa y
KOHTPOb SKOCTi Ta 3aTBEPAKEHNX MeTodax BUNPOGYBaHHS) - 3MiHW 4,0
BMNYCK Cepil: MeToZiB BUNpo6yBaHHs /13, a came BUKOPUCTaHHS HOBOI
Xaynt ®apma KOMTOHKN N5t metogy BEPX ans igeHTudpikauii, KinbkicHoro
Nativa C.P.1T, BM3HAYEHHS Ta BU3HAYEHHS CYMNPOBIAHNX AOMILLIOK; 3MiHM |
ITanisa TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.

KOHTpO/b roTOBOrO MlikapcbKoro 3acoby. 3miHa y meTtogax
BMNPOGYBaHHS rOTOBOTO J1iKapCbKOro 3acoby (He3HauHa
3MiHa y 3aTBEpAKEHMX MeTofax BUNPobyBaHHS) -
NOrofXeHHs METOANKY BUNPOGYBaHHA /13 3a NokasHWKOM
«Po3unHeHHs» 3 Bumoramu EP 2.9.3.; 3miHW | Tuny - 3miHn
3 AKoCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPOb FOTOBOrO
nikapcbKkoro 3acoby. 3MiHa napameTpiB cneuudikauiii
Ta/abo fonyCTMMUX MEX rOTOBOrO NiKapCbKoro 3acoby
(BMNlyYEeHHS HE3HAYHOrO NokasHWka (Hanpuknag
3aCTapifioro nokasHvka, Takoro sk 3anax Ta cMak, abo
iaeHTudikauis 6apBHYKIB YM CMakoBUX J0O6ABOK)) -
BUy4YeHHs 3i cneuudikayii M13 nokasHuka «CepefHs
Maca, Ta OHOpIAHICTb Macu» EP 2.9.5, ockinbku B
cneundikauii M3 HasBHWIA TecT «OHOPIAHICTD
[,030BaHNX OATHULBE»2.9.40, nokasHuk «CepefHA maca»
KOHTPONOETLCA Nif, Yac BupobHuuTBa 13 (BBEeHHS
3MiH NPOTAroM 6-Tu MICALIB NiCNA 3aTBEPAXKEHHS); 3MiHW |
TUMy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6.
KOHTpPO/Ib rOTOBOrO /1iKapCbKOro 3acoby. 3MiHa
napameTpiB cneundikayii Ta/abo JoNyCTUMMX MEX
roTOBOIO /liKapCbKOro 3acoby (BMTyYEHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTapisioro NokasHuka, Takoro sk
3anax Ta cmak, abo igeHTudikauis 6apBHMKIB UM CMakoBUX
[06aBoK)) - BunyyeHHs 3i cneumndpikavii 113 po3mipis
Tabnetok. Po3Mipn TabneToK KOHTPO/IIOITLCA
BiANOBIAHMMM NyaHCOHaMW Ha eTani npecyBaHHs, GinbLu
TOrO KOXXHE [03yBaHHA Ma€e BNacHuii igeHTudikaliii 3Hak,
LLLO € YacTuHoo cneyudikauii MN13 (BBegeHHSA 3MiH
NpoOTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHM 3 sIKoCTi. [0TOBWMIA Nikapcbkuii 3aci6. Onuc Ta
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cknag,. 3miHa y cknagi (4ONOMiKHUX peyoBMHaX) roToBOro
nNiKkapcbKkoro 3acoby (iHLi 3MiHW) - MOrOKEHHS Onucy
cknagy y Mogyni 3.2 mix nigposginamu P1 Ta nigpo3sginom
P3.2 3 CMO practice Cknag onucaHuii y Mogyni 3.2
nigpo3ain P1 MiCTUTb NOMWAKY Y KifIbKOCTi AOMNOMIKHOT
PEYOBUHM MiKPOKpUCTaivHOI Lientno3u. Kinekicte
MIKPOKPUCTai4YHOI Leso/103u BiAnoBigae akTneHocTi Ad|
6113bk0o 85 %, LLLO B CBOKO Yepry 6y/10 NnepeHeceHo i3
3aBOACHKOT AOKYMeHTaL,i.

OpHak Kinbkictb A®| Bignosigae 100 % akTMBHOCTI Ta
I'PYHTYETLCA Ha BMICTi Ha ynakosLi. LLLo6 Bunpasntu uto
NOMWJIKY, KiflbKiCTb MIiKPOKPUCTanNi4YHOI Lienono3m
36inbLUeHo y hopmyni Wwo6 Bignosigaty 100 % akTUBHOCTI
A®I. BignosigHi 3HaueHHs 6ynu nepernaHyTi y Mogyni 3.2
nigpo3ain P3.2., Ta NpM3BeNo A0 HE3HAYHMX 3MiH Ki/TIbKOCTI
OesKNX JONOMDKHUX PevyoBWH.[l04aTKOBO BHECEHI
pepakLiiHi npaBku; 3MiHW | TUny - 3MiHK 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHN y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS A0AAaTKOBOI AiNbHULI BUPOGHULTBA A5
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (AiNbHWLA, Ha AKili NPOBOAATLCS OyAb-
AKi BUPOGHWYI cTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/O SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS,
AN HecTepubHUX Nikapcbknx 3acobiB) - BBegeHHA
HoBoOro BMpo6Huka 13, Xaynt ®apma flatiHa C.P.J1
Crtpaga Cratane 156 KM 47,600 ®P, Bopro CaH Miwene
NIT 04100 - NaTiHa, ITania (Haupt Pharma Latina S.R.L.
Borgo San Michele S.S. 156 KM. 47,600 - 04100 Latina
(LT), ltaly), wo BignosiganbHuii 3a BUpo6HULTBO /13 3
TEPMIHOM NPUAATHOCTI NiKapCbKOro 3acoby 3 poku, Ans
3aTBEPXEHOr0 BUPOOHUKA TEPMIH NPUAATHOCTI
3a/mwaeTbesa 5 pokie. [JoaaTkoBo B paMkax npoueaypu
YTOUHEHO BUPOOHUYI ChyHKLT 3aTBEPAXXEHOTO BUPOOHNKA
Actennac ®apma tOpon B.B., Higepnanau
3aTBepmkeHo: Bei cTagii BUpoOHULITBA, NaKyBaHHS,
KOHTpPOIO cepii. 3anponoHoBaHo: Bei cTagii BUpobHuuTBa,
nepBUHHE Ta BTOPUHHE NakyBaHHSA, KOHTPO/Ib AKOCTI Ta
BUMYCK cepil; 3MiHM | T1ny - 3MiHW 3 AKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
BBE/EHHS A0AATKOBOI AiNbHULI BUPOGHULTBA A5
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nNikapcbKoro 3acoby (AinbHWUA 415 NEPBUHHOTO
nakyBaHHs) - BBe[leHHs1 HOBOro BUpo6Huka 13, Xaynt
$apma MatiHa C.P.J1 Ctpaga Cratasie 156 KM 47,600 ®P,
Bopro CaH Miwene NT 04100 - NaTiHa, ITanis (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), Italy), wo BignosiganbHuii 3a
nepBuHHE NakyBaHHs 13; 3miHW | TMNy - 3MiHW 3 AKOCTI.
"0TOBWIA NiKAPCbKMiA 3aci6. 3MiHM Y BUPOBGHNLTBI. 3aMiHa
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ab0 BBeZleHHS 40AATKOBOI AiNbHULI BUPOGHMLTBA ANS
YacTVHM abo BCbOro BUPOGHNYOro NpoLecy rotToBoro
nikapcbKoro 3acoby (A4inbHWUA 415 BTOPUHHOTO
nakyBaHHs) - BBe[leHHs1 HOBOro BUpo6bHuka 13, Xaynt
$apma MatiHa C.P.J1 Ctpaga Cratasie 156 KM 47,600 ®P,
Bopro CaH Miwene NT 04100 - NaTiHa, ITanis (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), Italy), wo BignosiganbHuii 3a
BTOPVHHE nakyBaHHs [/13; 3MiHn | TRy - 3MiHM 3 SIKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3mMiHWM y BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, L0 CTOCYTLCS BUNYCKY cepii Ta
KOHTPO/IH0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa
abo gopaBaHHA BUPOOHUKA, LLIO BiAMnoBigae 3a BBE3EHHS
Ta/abo Bunyck cepii) - Bknoyaroum
KOHTPONb/BMNPOGYBaHHSA cepii - BBeAeHHA HOBOro
BMpobHuka N3, Xaynt ®apma JlatiHa C.P.J1 CTpaga
Cratasne 156 KM 47,600 ®P, bopro CaH Miwene NT
04100 - NarTiHa, Itania (Haupt Pharma Latina S.R.L. Borgo
San Michele S.S. 156 KM. 47,600 - 04100 Latina (LT),
Italy), L0 BignoBigaNbHWIA KOHTPO/L Ta BUNYCK cepii M13;
BBE/EHHS A0AAKOBOrO BUPOGHMKA i3 3aTBEPIKEHHAM
cknagy, TepMiHy npugartHocTi /13 (3 pokm) Ta Sk Hacnigok
nosiBa f0faTKOBOro NakyBaHHA AJ151 iHLLOTO BUPOBHWKA;
3MiHY | TUny - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbknin 3aci6.
3MiHU Yy BUPOGHMUTBI. 3MiHK Y NpoLeci BUPO6HMLTBA
roTOBOrO /iKapCbKoro 3acoby, BKIOYaUN NPOMKHUI
NPOAYKT, L0 3aCTOCOBYETLCS NPV BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BUPOOHMLTBA) - 3 BBEEHHSA HOBOro BUPO6HUKa /13,
Xaynt ®apma NatiHa C.P.J1, ITanis 3a NOBHUM LIMK/IOM
BUPOGHMLITBA NPOMOHYHOTLCA 3MiHW A0 BUPOOGHNYOTO
npouecy, a came BBeZeHO npsime npecysaHHsA ans bulk
blend fo 3aTBepaxeHOro BOMOroro rpaHytoBaHHs. [laHa
3MiHa cTocyeTbes nuwe npurotyBaHHsA bulk blend. Cknag
Ta cneumdikayis He 3MiHIOETLCA. IHLWI cTagii y npoueci
BMPOOHULITBA 3aMLIAETLCSA HE3MIHHUMKU. O6uaBa
npouecy BUpo6HMLTBA ByAyTb YACTUHOK AOCHE; 3MiHM |
TUNy - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHN BUNpObyBaHb abo AONYCTUMUX MEX,
BCTAHOBJIEHNX Y crneuudikauisx, nig vyac BUpo6bHMLTBa
roToBOro NikapcbKoro 3acoby (4OMNOBHEHHS abo 3aMiHa
BMNpoGYyBaHHA B NPOLIECi BUPOGHMLTBA 3a pe3ynbTaramu
OOCnigpKeHb 3 6e3nekn abo AKOCTi) - Y 3B’A3Ky 3
noroXeHHsaM onucy cknagy y Mogyni 3.2 nigpo3sgin P1,
npu3Besio 40 BigNOBiAHNX YTOUHEHDb Y nigpo3aini 3.2.P.3.4
(KOHTpO0 KPUTUYHKX CTaAiin Ta MPOMDKHOT NpoAyKL;ii);
3MiHK | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa Ha3Bu AdPI
a60 [0NOMIKHOT pevyoBMHN - 3MiHa Ha3BW AOMOMIKHOI
peyoBUHM 3riaHO MoHorpadii EP 3aTBepmkeHo: Lentio3a
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AvcnepcHa 3anponoHOBaHO: Lie/to103a MiKpoKpucTastiyHa
Ta HaTpito kapMmenosa. 3MiHU BHECEHI B IHCTPYKLiO A/1s
MeAMYHOro 3actocyBaHHA 13 y p. "Cknag” (4onoMiHI
peyoBuHM). BBEeAEHHS 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHST; 3MiHM | TUNY - 3MiHK 3 IKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOr0 NikapCbkoro 3acoby.
3miHa napameTpiB cneuudikauin Ta/abo fonycTummnx Mex
roTOBOrO NiKapCbKOro 3acoby (BHECEHHS 3MiH [0 [OCbE
nicns OHOBMEHHSA 3araslbHOI CTATTi HA rOTOBY NiKapPCbKy
dopmy y AdY/EBponeiickkili dhapmakonei) - 3MiHa
cneuudikauii M13 3a NokasHUKOM «IMCNepCHICTb»
3arBepaxeHo: 99 % < 710 mkm EP 3anponoHoBaHo:
Bignosigae Bignosigae 98 % < 710 Mkm
EP (BBeneHHs1 3MiH NpoTAroM 6-tu micsauis nicns
3aTBEPPKEHHS); 3MiHN | TUNY - 3MiHK 3 SKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KOHTpob roTOBOro NikKapCbKoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHsA roTOBOTrO /iKapCbKoro
3aco6y (iHWi 3MiHM Yy MeTogax BUnpobysaHb (BK/IH0Haoun
3aMiHy abo JOMNOBHEHHS)) - 3MiHW A0 METOANKM
BUNPO6YBaHHA /13 3a NOKa3HWKOM «UcnepcHiCTb» 3rifgHO
EP wopao TemnepaTypu Boan A4/15 pO3YMHEHHS TabneTok 3
20 °C Ha 25 °C = 0,5 °C 1a TemnepaTypu BOoAu 1A
npoMmuBaHHA eMHoCTI - 3 20 °C Ha 25 °C + 0,5 °C,
[04AaTKOBO 3MIHEHO TEKCT METOAMKM; 3MiHW | Tuny -
AAMIHICTpaTUBHI 3MiHWU. BUyyeHHsI BUPO6HUYOI AiNbHUL
(Bkntovatoum ginbHULi ons APl NpoMiXKHOro NPOAYKTY abo
roTOBOrO /iKapCbkoro 3acoby, AiNbHULI 415 NPOBEAEHHS
nakyBaHHs, BUpOGHYKa, BigNOBiAaNbHOro 3a BUMYCK Cepi,
MicLie NpoBefleHHA KOHTPOJI0 cepil) abo noctavyaibHUKa
BMXifHOro martepiany, peareHTty abo A0NOMiKHOT
PEeYOoBMHM (SKLLLO 3a3HAYEHO Y [OCLE) - BunyyeHHs
BUpo6HUKiB A®I Abu-Zaabal El-Kaliobia, Egypt TaThe
United Laboratories (Inner Mongolia) Co., Ltd., China;
3MiHM | TRy - 3MiHK 3 AKoCTi. [OTOBWMIA Nikapcbkuii 3aci6.
KOHTPONb AONOMIKHMX peqoBUH. 3MiHa y MeTofax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHMN (HE3HAYHI 3MiHW Y
3aTBEPAXEHUX MeToAax BUNPOoOyBaHb) - 3MiHW y MeToauL
ONs igeHTudikauii apomatm3aropis MaHAapnHOBOIO Ta
JIMMOHHOTO MeTofoM MX; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
[oToBMIA nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHKi 3aci6. 3MiHa napaMeTpis
cneundikauii Ta/abo AONYCTUMUX MEX NEPBUHHOI
yMakoBKM rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
He3Ha4yHOro NokasHuka (Hanpvknag 3acTapinoro
nokasHuka)) - 3 Mogynio 3.2 po3gin P7 Bunyyaertbcs
HeakTyasbHa iHthopMauis: 3i cneyudikauii antoMiHieBOT
oMb BUyYEHO NOKa3HWK LWMpKHA; 3MiHW | TUny - 3MiHK
3 AKocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa y MeTogax
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BUMNPOOYBaHHA NEPBUHHOI YNakoBK/ rOTOBOIO NiKapCbKOro
3aco0y (iHWi 3MiHN Y MeToAax BUNPo6yBaHb (BKIOYaoUm
3amiHy abo gogasaHHs)) - B Mogynb 3.2 posgin P7
BHOCMTbCS iH(hopMaLis Wwoao nocunaHHa Ha EP ans
ineHTugikauii MBX Ta antomiHieBoi honbru; 3MiHu | Tuny -
3MiHuM 3 SIKOCTi. [O0TOBMIA nikapcekuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWii 3aci6. 3MiHa
nocTavasibHVKa nakyBasibHUX MaTepianis abo
KOMMNEKTYOUMX (SKLWO 3a3HAYEHO B AOCLE) (BUTYYEHHS
noctadasibHuka) - 3 moaysnto 3 posgin P7 BunyyeHa
iHhopmaLis Woao nocTavasibHUKIB NaKkyBaslbHOrO
mMarepiany
383. | ®JIEMOKCUH | Tabnetku, Wo Actennac HigepnaH BCi cTagii HigepnaHau | BHeCeHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | Tuny | 3a peyenmom UA/4379/01/04
CO/NMIOTAB® aucnepryoTbes no $apma HOpon an BUPOGHMLTBA, / - 3MiHM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6. KoHTposib
1000 mr;no 5 b.B nepBrHHE Ta ITania roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
Tabnetok y 6nictepi; BTOPVHHE cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
no 4 6nictepu y nakyBaHHs, nikapcbKoro 3acoby (BHeCeHHs 3MiH 4,0 A0CbE nicns
KapTOHHI/ KopoobLi KOHTPO/b AKOCTi Ta OHOBJIEHHS 3arasibHOI CTaTTi Ha roTOBY Jlikapcbky hopmy y
BUNYCK cepil: AdY/EBponelicbkiin dhapmakonei) - 3miHa cneumdikaw,ii
AcTtennac ®apma N3 3a NoKa3HMKOM «PO34rHEHHS», WO 06yMOBNEHO
tOpon B.B., npyBEeLEHHAM Y BignoBigHICTb Ao Bumor EP 2.9.3
Higepnangu; 3arBepaxeHo: Bei = 85 % 3anponoHosaHo: Q = 80 %
BCi cTagii yepes 30 xBunuH EP 2.9.3 (BBeAeHHs 3MiH NpoTAromM 6-tu
BMPOGHMLTBA, MicSLB MiCNSA 3aTBEPAYKEHHS); 3MiHW | TURY - 3MiHN 3
nepBuHHe Ta AKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KOHTPoONb roToBOro
BTOPVIHHE nikapcbKoro 3acoby. 3miHa y MeTofax BUnpo6yBaHHs
nakyBaHHs, rOTOBOrO JIiKAPCbKOro 3acoby (He3HayHa 3miHa y
KOHTPO/Ib AKOCTi Ta 3aTBEPMKEHNX METOAaX BUNPOGYBaHHSA) - 3MiHU [0
BUNYCK cepil: MeTOAiB BUNpobyBaHHA /13, a caMe BUKOPUCTaHHSA HOBOI
Xaynt ®apma KONOHKM Ana metogy BEPX ans igeHTudikauii, KinbkicHoro
NaTtiHa C.P.N1, BU3HAYEHHS Ta BU3HAYEHHS CYNPOBIAHUX AOMILLOK; 3MiHK |
ITanis TUMy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6.

KOHTPO/1b FOTOBOIO NiKapcbKoro 3acoby. 3MiHa y meTogax
BUMNPOOYBaHHA rOTOBOrO MiKapCbKOro 3acoby (HesHayHa
3MiHa y 3aTBEpAXEHNX MeToAax BUNPOBYBaHHS) -
NOrofpkeHHs MeToAUKN BUNpobyBaHHA /13 3a NOKa3HUKOM
«Po34mHeHHs» 3 BUMoramu EP 2.9.3.; 3MiHu | Tuny - 3miHn
3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. KOHTPOIb FOTOBOrO
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuydikauii
Ta/abo [ONyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
(BMNyYeHHs HE3HAYHOrO NoKa3HWKa (Hanpuknag
3aCcTapifioro NokasHvKa, Takoro sk 3anax Ta cMak, abo
iAeHTudikauis 6apBHKKIB YN CMaKoOBUX A06ABOK)) -
BWYYeHHS 3i cneumdikayii MNN3 nokasHuka «CepegHs
Maca, Ta 04HOpIAHICTb Macn» EP 2.9.5, ockinbku B
cneuudikauii M3 HasBHWI TecT «OHOPIAHICTbL
[,030BaHNX 04THULL»2.9.40, nokasHuk «CepeaHsa maca»
KOHTPONIOETLCA Nig yac BUpobHuuTBa 13 (BBEAEHHSA
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3MiH NPOTArom 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHW |
TUMy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpPO/Ib FOTOBOrO /liKapcbKoro 3acoby. 3miHa
napameTpiB cneundikauii Ta/abo AONyCTUMUX MEX
roTOBOrO /liKapcbKoro 3acoby (BMy4YEeHHS HE3HAYHOro
nokasHuka (Hanpvknag, 3acTapifioro nokasHuka, Takoro sk
3anax Ta cmak, abo igeHTudikauiss 6apBHMKIB Y CMakoBUX
[06aB0K)) - BunydeHHs 3i cneyudpikadii /13 po3mipis
Tabnetok. Po3mipn TabneTok KOHTPO/HTHCA
BiAMNOBIAHVMMM NyaHCOHaMU Ha eTani MpecyBaHHs, GinbLL
TOrO KOXHE [03yBaHHS Ma€e BnacHuii igeHTudikalii 3Hak,
LLIO € YacTuHo cneumndikauii N3 (BeBeaeHHSA 3MiH
NpoTArom 6-Tu MicALB NicNs 3aTBEPMKEHHS); 3MiHM | Tuny
- 3MiHK 3 siKoCTi. FoTOBWMIA Nikapcbkuid 3aci6. Onuc Ta
cknag. 3miHa y cknagi (4onoMikHMX pevoBUHaX) roTOBOro
nikapcbKoro 3acoby (iHLWi 3MiHK) - MOroAXeHHS onucy
cknagy y Mogyni 3.2 mix nigposginamu P1 Ta nigpo3szainom
P3.2 3 CMO practice Cknag onucanuii y Mogyni 3.2
nigpo3gin P1 MicTUTb MOMWAKY Y KiTbKOCTi AOMOMiXHOT
PEYOBUHM MIKPOKpUCTaNIYHOI Lientono3un. Kinbkicte
MIKpOKpUCTani4yHOI Leno1o3u Bianosigae akTusHocTi Ad|
6113bko 85 %, Lo B CBOI Yepry 6y/10 nepeHeceHo i3
3aBOACbLKOI JOKyMeHTaLi.

OpHak kinbkicTe A®I Bignosigae 100 % akTMBHOCTI Ta
I'PYHTYETbCA Ha BMICTi Ha ynakosui. LLLlo6 BunpasuTy Lo
NOMMUJIKY, Ki/IbKiCTb MIKDOKPUCTaNIYHOI LIe/1t0103u
36inbLleHo y chopmyni wo6 Bignosigaty 100 % akTMBHOCTI
A®I. BignoBigHi 3Ha4eHHs 6ynn nepernsaHyTi y Mopgyni 3.2
nigpo3gin P3.2., Ta npu3Beno 40 He3HaYHUX 3MiH KiflbKOCTI
OesKnX OMOMDKHUX peyoBMH.[,0A4aTKOBO BHECEHI
peakuiiHi npaBku; 3MiHW | TUny - 3MiHK 3 AKocTi. [oToBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo
BBE/lEHHS 40AaTKOBOI AifIbHULI BUPOBGHULTBA 415
4acTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AiNbHWLS, Ha sKili npoBOASATLCSA OyAb-
AKi BUPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/O SKOCTi, NEPBMHHOTO Ta BTOPUHHOIO NakyBaHHS,
[ONsi HeCTepU/IbHUX NiKapCbKuX 3aco6iB) - BBeAeHHS
HOBOro BMpo6Huka M3, Xaynt ®apma fatiHa C.P.J
Ctpapa Crartane 156 KM 47,600 ®P, Bopro CaH Miwene
NT 04100 - NartiHa, ITania (Haupt Pharma Latina S.R.L.
Borgo San Michele S.S. 156 KM. 47,600 - 04100 Latina
(LT), Italy), wo BignosigansHWi 3a BUpo6HMULTBO 13 3
TEpPMIHOM NPUAATHOCTI NiKapCbKoro 3acoby 3 poku, Ans
3aTBEPKEHOr0 BUPOOHMKA TEPMIH NPUAATHOCTI
3a/mMwaeTbesa 5 pokis. [JogaTkoBo B paMKax npoueaypuv
YTOUYHEHO BUPOBHUYI (OYHKLT 3aTBEPIKEHOTO BUPOOHMKA
Actennac ®apma tOpon B.B., Higepnangu
3aTBepmkeHo: Bci cTagii BUpo6HULITBA, NaKyBaHHS,
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KOHTpO/to cepii. 3anponoHoBaHo: Bei cTagii BUpobHMLTBa,
nepBUHHE Ta BTOPUHHE NaKyBaHHSA, KOHTPO/Ib AKOCTi Ta
BMNYCK Cepii; 3MiHM | TMNy - 3MiHK 3 AKOCTI. FOTOBMIA
nikapcbknii 3aci6. 3MiHM y BUPO6HMUTBI. 3amiHa abo
BBEJEHHS 404AaTKOBOI AiIbHUL BUPpOOHULTBA ANs
4yacTuHM abo BCbOro BUPOBHNYOro npoLecy roToBoro
nikapcbKoro 3acoby (AinbHWUSA 415 NePBYHHOTO
nakyBaHHs) - BBEZJleHHS HOBOTO BUpo6HuKa 13, XaynT
dapma fMatiHa C.P.J1 Ctpaga Cratasie 156 KM 47,600 P,
Bopro Cax Miwene /1T 04100 - NariHa, ITania (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), Italy), wo signosiganbHuii 3a
nepBuHHe nakyBaHHsA [/13; 3miHu | Trny - 3MiHK 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPO6HULTBI. 3aMiHa
abo BBefleHHS A0AaTKOBOI AifbHULI BUPOGHMLTBA 415
4acTVHM abo BCbOro BUPOGHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (AinbHULA ANsi BTOPUHHOIO
nakyBaHHs) - BBe[leHHs HOBOro BUpo6Huka 13, Xaynt
®apwma faTtiHa C.P.J1 Ctpaga Cratane 156 KM 47,600 ®P,
Bopro CaH Miwene NT 04100 - NaTiHa, ITania (Haupt
Pharma Latina S.R.L. Borgo San Michele S.S. 156 KM.
47,600 - 04100 Latina (LT), ltaly), wo BignosiganbHuii 3a
BTOPVHHE NakyBaHHsA /13; 3MiHn | Tuny - 3MiHW 3 SKOCTI.
[oTOBMIA NiKapcbkunii 3aci6. 3mMiHWM y BUPOOHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYIThLCS BUMYCKY cepii Ta
KOHTPOJIH0 SIKOCTi rOTOBOrO NikKapcbKoro 3acoby (3amiHa
abo gofgasaHHA BUPOOHUKA, LLIO BiAMnoBigaE 3a BBE3EHHSA
Ta/abo Bunyck cepii) - Bknovaroun
KOHTPONb/BUNPOGYBaHHSA cepil - BBe4eHHSA HOBOrO
BMpOo6HUka M3, Xaynt ®apma flatiHa C.P.J1 CTpaga
Crarane 156 KM 47,600 ®P, bopro CaH Miwene NT
04100 - NartiHa, Itania (Haupt Pharma Latina S.R.L. Borgo
San Michele S.S. 156 KM. 47,600 - 04100 Latina (LT),
Italy), Lo BignoBiganbHWIA KOHTPOsL Ta BUMNYCK cepii M3;
BBEJEHHA [04aKOBOro BUPOGHUKA i3 3aTBEPMAKEHHAM
cknagy, TepMiny npugartHocTi /13 (3 pokun) Ta Sk Hacnigok
nosiBa [04aTKOBOro NakyBaHHA AJ151 iHLLOTrO BUPOGHMKA;
3MiHM | TNy - 3MiHK 3 AKoCTi. FOTOBMIA NikapcbkuWii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHN Y NpoLeci BUpo6HMLTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/IOYak4n NPOMIKHWIA
NPOAYKT, L0 3aCTOCOBYETHLCA NPU BUPOOHULTBI FOTOBOrO
niKkapcbKkoro 3acoby (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA) - 3 BBEAEHHS HOBOrO BUpOGHYMKa 13,
Xaynt ®apma MatiHa C.P.J1, ITanisa 3a NOBHUM LMK/IOM
BMPOOHULITBA MPOMOHYTHCHA 3MiHW 40 BUPOOHNYOrO
npotecy, a came BBeAeHO npsiMe npecyBaHHA ans bulk
blend fo 3aTBepAXeHOro BOIOroro rpaHynoBaHHA. aHa
3MiHa cTocyeTbes nuwe npurotysaHHA bulk blend. Cknag
Ta cneumdikauis He 3MiHIETbLCS. IHWI cTagii y npoueci
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BMPOOHULITBA 3a1MLIAETLCSA HE3MIHHMMKU. O6uaBa
npouecy BUpo6HMLTBA ByAyTb YACTUHOK AOCLE; 3MiHM |
MRy - 3MiHM 3 AKOCTI. OTOBWIA Nikapcbknii 3aci6. 3MiHN Yy
BMPOGHMLTBI. 3MiHU BUNpobyBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHUX Y cneuundikadisx, nig yac BMpobHULTBa
roTOBOro MiKapCbKOro 3acoby (4OMOBHEHHS abo 3aMiHa
BMNPOOYBaHHA B NpoLieci BUPO6HMLTBA 3a pe3yibTaTamu
nocnimkeHb 3 6e3nekun abo SKOCTI) - Y 3B'A3KY 3
norofpykeHHAM onucy cknagy y Mogyni 3.2 nigpo3sgin P1,
npu3Besio A0 BiANOoBiAHNX YTOUHEHDb Y nigpo3aini 3.2.P.3.4
(KOHTPOH0 KPUTUYHKX CTafiil Ta NPOMKHOT NpoayKLii);
3MiHW | TNy - AOMiHICTpaTMBHI 3MiHW. 3MiHa Ha3su Ad®I
ab0 4ONOMIXHOT PevOBMHU - 3MiHA Ha3BU JOMOMDKHOI
peyoBuHM 3rigHO MOHorpadii EP 3aTBepaxeHo: Lennosa
AvcnepcHa 3anponoHOBaHO: Lieso103a MiKpoKpucTaniyHa
Ta HaTpito kapmeno3a. 3MiHN BHECEHI B iIHCTPYKLil0 ANs
MeAMyHOro 3actocyBaHHA /13 y p. "Cknag” (4onoMiKHI
peyoBuHM). BBEAEHHA 3MiH NPOTArom 6-Tu MicsiLiB micas
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro 3acoby.
3miHa napameTpis cneumdikaLin Ta/abo fonycTMMmUX Mex
roTOBOrO JlikapCbKoro 3acoby (BHECEHHS 3MiH 0 AOCbE
MiCNs OHOB/MEHHSA 3arasibHOi CTaTTi HA FOTOBY NiKapCbKy
topmy y AdY/Esponeiicbkiii hapmakonei) - 3MiHa
cneundoikauii [113 3a NokasHNKOM «[IMCNepCHICTb»
3arBepaxeHo: 99 % < 710 mkm EP 3anponoHoBaHo:
Bignosigae Bignosigae 98 % < 710 Mkm
EP (BBegeHHs 3MiH NpOTAroM 6-Tu micsuiB nicns
3aTBEPMKEHHST); 3MiHM | TMNY - 3MiHK 3 AKOCTIi. FoTOBUIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NikapCbkoro 3acoby.
3MmiHa y MmeTogax BunpobyBaHHA roTOBOTO /1iKapCbKOro
3acoby (iHWi 3MiHN Y MeToAax BUNPo6yBaHb (BKIOUaoUm
3amiHy abo AONOBHEHHS)) - 3MiHW A0 METOANKMN
BUNpobyBaHHA 13 3a NOKa3HWKOM «JMCNepCHICTb» 3rigHO
EP wopo Temnepatypu BoAN AN PO3YNHEHHS TabneTok 3
20 °C Ha 25 °C % 0,5 °C 1a TemnepaTypu Boau AN
npomMmBaHHsA eMHOCTI - 3 20 °C Ha 25 °C £ 0,5 °C,
[100aTKOBO 3MIHEHO TEKCT METOAMKY; 3MiHW | Tuny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHss BUPO6HNYOI AinbHUL
(Brtovaroum ginbHuui ans A®l, npoMixxHOro NpoaykTy abo
roTOBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BignoBiAanbHOro 3a BUMYCK Cepild,
MicLie NpoBeAEeHHS KOHTPOJIO cepii) abo nocTavasibHMKa
BUXIAHOrO MaTepiany, peareHTy abo A0NOMIKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y A0CLE) - BunyyeHHs
BMpoGHUKIB A®| Abu-Zaabal El-Kaliobia, Egypt TaThe
United Laboratories (Inner Mongolia) Co., Ltd., China;
3MiHW | TURy - 3MiHK 3 AKOCTi. FOTOBMIA NikapCbknin 3aci6.
KOHTpO/Ib AONOMiXKHMX peqoBUH. 3MiHa y MeTofax
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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
peecmpayitiHo2o
nocsioYeHHs

BMNPOGYBaHHA JOMOMDKHOI PEYOBUHMN (HE3HAYHI 3MiHN Y
3aTBEpPKEHMX MeTofax BUNPo6yBaHb) - 3MiHW Y MeToAuL;j
Ans igeHTudikalii apomatnsaTopis MaHAapYHOBOIO Ta
JIMMOHHOTO MeToZoM MX; 3MiHM | Tuny - 3MiHK 3 AKOCTI.
lFoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3aci6. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX MEPBUHHOI
yNakoBKM rOTOBOTO MiKapCbKOro 3acoby (BUMyYeHHs
HEe3HaYHOro NokasHvka (Hanpuknag, 3actapinoro
nokasHuka)) - 3 Moaynio 3.2 po3gin P7 Bunyyaertbcs
HeakTyasibHa iHthopmaLis: 3i cneundikaLii antomiHieBoi
hONbrv BUMYYEHO NOKA3HUK LIMPUHA; 3MiHK | Tiny - 3MiHK
3 AKocTi. FoToBwMIA Nnikapcbknii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHUiA 3aci6. 3MiHa y MeToAax
BUNPO6YBaHHA NEPBUHHOI YNaKOBKM rOTOBOTO NiKapCbKoro
3aco6y (iHWi 3MiHM Yy MeToax BUNpo6yBaHb (BK/IH0HaKuN
3amiHy abo gogasaHHs)) - B Moaynb 3.2 posgin P7
BHOCMTbCS iH(hopmaL,is Wwoao nocunandHa Ha EP ans
ineHTudikauii MBX Ta antomiHieBoi honbr; 3miHm | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoptoBasibHWIA 3acib. 3miHa
noctayasibHvKa nakyBasjibHUX MaTepianis abo
KOMMNIEKTYIOUMX (SKLLO 3a3HAYEHO B [OCLE) (BUTYYEHHS
noctavasnbHuka) - 3 mogynto 3 posgin P7 BunyyeHa
iHcbopMmaL,is o0 NocTavasIbHUKIB NaKyBaslbHOTO
maTepiany

384.

D/TYKOHASO
n

po3unH Nns iHgysiii, 2
mr/mn; no 50 mn a6o
no 100 M1y nAsLwLj;
no 1 naawuiy nayyi 3
KapToHy; no 50 mn,
100 mn a6o 200 mn y
nAsLWKax

TOB "tOpis-
dapm”

Ykpaina

TOB "lOpis-®apm"

Ykpaina

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- 3MiHM Wwoao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
3a3HayvyeHHs O4MHMLb BUMIpIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH 40 po3ainy “MapkyBaHHa” MKA N13:
3arBepaxeHo: Mapkuposka. Mpunaraetcs.
3anponoHoBaHo: MapkyBaHHs. 3rifiHO 3aTBepKEeHOro
TEKCTY MapKyBaHHs. BBefeHHs 3MiH NpoTsarom 6-x micsuis
nicns 3aTBepAKEHHS.

3a peyenmom

UA/3041/01/01

385.

D/TYKOHA3O0
Nn-KP

kancynu no 50 mr, no
7 a6o no 10 kancyn y
6nictepi; mo 1
6nicTepy y nauui 3
KapToHy

MNAT
"Ximcpapm3sas
of "UepsoHa

3ipka"

YkpaiHa

MAT
"Ximchapm3sasog
"YepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHiX maTepianis: 3miHu | Tuny
- 3MiHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
(iHWi 3MiHW) - BHECEHHS 3MiH 0 po34iny «MapKyBaHHs»
MK#A N13: 3arsepaxeHo: MAPKYBAHHA HagaHo TekcT
MapKyBaHHA BTOPUHHOT Ta NEPBMHHOT YNaKoBKU.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3 3aTBepmAXeHNM
TEKCTOM MapKyBaHHs. OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNakoBKW NMiKapcbKoro 3acoby 3 BHECEHHAM iHdhopmaLi
LLIOA0 3a3HaYeHHS OAUHMLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHA 3MiH NPOTAroM 6-Tu MicALiB nicss
3aTBEPKEHHS.

3a peyenmom

UA/14791/01/03

386.

P/TYKOHA30

kancynun no 100 wmr, no

MAT

YkpaiHa

MAT

YkpaiHa

BHECEHHS 3MiH 10 peecTpauiiHux maTtepianiB: 3miHu | Tuny

3a peyenmom

UA/14791/01/01
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n-Kp 7 abo no 10 kancyny "Ximchapm3zas "Ximcbapm3zasog - 3miHM Wwoao 6e3nekn/eddekTMBHOCTI Ta hapMakoHarnsgy
6nictepi; no 1 of "UepBoHa "UepBoHa 3ipka" (iHLWIi 3MiHW) - BHECEHHS 3MiH [0 po34iny «MapKyBaHHS»
6nictepy y nauui 3 3ipka" MKA N3: 3atBepaxeHo: MAPKYBAHHA HagaHo TekcTt
KapTOHY MapKyBaHHS BTOPUHHOT Ta NePBUHHOT YNaKoBKU.
3anponoHoBaHo: MAPKYBAHHA 3rigHo i3 3aTBepaAXeHNM
TEKCTOM MapKyBaHHS. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHSAM iHchopmaii
00 3a3HaYeHHS OAUHULL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHs 3MiH NpoTarom 6-t1 MicAuiB nicns
3aTBEPAKEHHS.
387. | ®JZIYKOHA3O0 | Ttabnetku no 150 wr, MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3MiHW | Tuny Ne 1 — 6e3 UA/14791/01/02
Nn-KP no 1 kancyniy "Ximcbapm3zas "Ximchbapm3sasog - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy peyenma,; Ne
6nicTepi; no 1, a6o 2, of "YepBoHa "YepBoHa 3ipka” (iHWi 3MiHW) - BHECEHHS 3MiH [0 po34iny «MapKyBaHH:» 2,Ne 4 -3a
abo 4 6nictepn y 3ipka" MKA N3: 3atBepaxeHo: MAPKYBAHHA HaaaHo TekcTt peyenmom
nauuj 3 KapToHy MapKyBaHHA BTOPUHHOT Ta NePBUHHOT YNaKoBKU.
3anponoHoBaHo: MAPKYBAHHSA 3rigHo i3 3aTBepaXeHnM
TEKCTOM MapKyBaHHs. OHOB/IEHHS TEKCTY MapKyBaHHS
yNakoBKM NiKapCbKoro 3acoby 3 BHECEHHAM iHchopmaii
LLOA0 3a3HaYEeHHS OAUHNLL BUMIPIOBaHHSA Y cucTemi Sl.
BBefeHHSA 3MiH NPOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS.
388. | ®NYOMI3NH TabneTku BariHa/bHi MegiHoBa Al LLiseiiuapi MepgiHoBa Al LBeiiuapisa/ | BHECEHHSI 3MiH A0 peecTpaLiiiHux MaTepianis: 3mMiHW | Tuny | 6e3 peyenma UA/1852/01/01
no 10 mr; no 6 A LBeliuapis HimeuunHa - 3MiHY 3 aKocTi. A®l. BUpo6HMLTBO. 3MiHa BUPOBHMKaA

TabneTtok y 6nictepi,
no 1 6nictepy B
KapTOHHIlA Kopo6Li; no
2 TabneTkn y 6nictepi,
no 1 6nictepy B
KapTOHHiA KOpO6L

(BignoBiganbHuii 3a
KOHTPO/b AKOCTi Ta
BUMYCK cepil);
PotTeHpgopg ®apma
M6X , HimeuunHa
( BignoBiganbHWi 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHs);
PotTeHpgopg ®apma
'vm6X, HimeuunHa
(BignoBiganbHuit 3a
BMPOBHMLTBO)

BUXiAHOro/NPOMiXKHOTO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTHCS Y BUPOGHMYOMY npoleci AdDl, abo
3MiHa BUPOGHYMKa (BKNtOYauun, ae HeobxigHo, micue

nNpoBeAeHHA KOHTPOso AKocTi) APl (3a BigCyTHOCTI
cepTudikaTa BignoBigHOCTI EBponeiickkili hapmakonei y
3aTBEPKEHOMY [10CbE)(3anpPONOHOBaHN BUPOBHUK
HaNIeXuUTb A0 TiEI camoi BUPOGHMYOT rpynu MignpuemMcTB,
LLIO /i 3aTBEpAKEHNIA) - foAaBaHHS HOBOTO BUPOGHMKaA
(3a3HayeHwnit B 3akpuTiii yacTuHi DMF) BuXigHOro
MaTtepiany (1,10-gjigoaekaH) npy BUPOGHULTBI AitoHoil
PEeYOBUMHM AEKBaUTiIHIKO XN10pUAY; 3MiHW | TUNY - 3MiHK 3
AkocTi. A®l. BupobHuLTBO. 3MiHM B npoueci BUpo6HULTBA
A®| (He3HauHa 3MiHa y 3aKpuTIil YacTuHI MacTep-haiina
Ha A®I) - He3HauHi 3MiHN Yy BUPOGHMYOMY npoLieci Ad|
(3akpuTa yactmHa DMF); 3miHK | TUNY - 3MiHK 3 AKOCTI.
A®l. KoHTposib A®I. 3miHa y MeToAax BUNpobyBaHHs Ad|
ab0o BMXigHOro MaTepiany/npomikHOro NpPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y npoueci BupobHuyTea A®I (iHLwi
3MiHM Y MeToAax BUNpobyBaHHA (BK/IHOYatoUM 3amiHy abo
[0MNoBHEHHS) A®| abo BUXiAHOro/NPOMIKHOrO NPOAYKTY) -
OHOBJIEHHS iHhopMaLii 3a3HayveHoi B DMF ans
OeKBaniHito xnopuay; 3miHm | Tuny - 3mMiHu 3 skocTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuundikauili Ta/abo
[0NyCTUMUX MEX, BU3HaUeHuX y cneuudikanisax Ha Adl,
ab0 BUXiAHUA/NPOMIXHWUIA NPOAYKT/peareHT, Wo
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BVIKOPVICTOBYIOTBCS Y Npoueci BupobHuutea AdI
(BMyYEeHHs HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BW/TYEHHS 3aCTapifioro NokasHWkKa)) - BUAAIEHHS
napameTpa crneuudikauii HeigeHTUgIKoBaHi JOMILLKN AnA
BuXigHoro matepiany 1,10-[liinoaekaH, skuii He BNMBae
Ha 3arasibHy SIKICTb fil040i PeYOBMHW; 3MiHW | TURY - 3MiHK
3 AkocTi. A®Il. KonTponb A®l. 3miHa y meTogax
BMNpo6yBaHHa APl abo BUXigHOro martepiany/npoMikHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCS Y MPOLEC
BMPOGHMLUTBA ADI (iHLWi 3MiHM y MeToAax BUNPOOyBaHHSA
(BKTrOYatoumn 3amiHy abo fonosHeHHS) APl abo
BWXi4HOro/MPOMIKHOIO NPOAYKTY) - 3MiHW Y BUXiZHOMY
matepiani 1,10- giigogekaH (3akputa yactnHa DMF); 3MiHK
| TMny - 3miHn 3 AkocTi. API. KoHTposnb APL. 3miHa y
napameTpax crneundikauii Ta/abo 4ONYCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®Il, abo
BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BMKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
Bi4NOBIAHMM METOLOM BUNPOBYBaHHS) - A04aBaHHA HOBUX
cneuudikaLin 418 NPoMiKHOro NPOAYKTY AeKBaUTiHil0
noanay. BunpaBneHHs rpamMaTvyHOI NOMWUAKY ANS
NPOMIXHOro NPOAYKTY NepekpucTani3oBaHoro AekBaniHito
xnopuvgy.
3MiHK | Tuny - 3MiHK 3 skocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax crneuudikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMDKHUIA NpoAyKT/peareHT, Wwo
BMKOPUCTOBYHOTLCSA Y Npoueci BUpobHMuTBa AdI
(monoBHeHHSA cneuudikaLii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BMNPOBYBaHHS) - 3MiHU B
cneundikavii BuxigHoro matepiany 1,10-giigoaekaH
(3akpuTa yactmHa DMF); 3miHK | TUny - 3MiHK 3 AKOCTI.
A®I. KoHTposb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo fonyCcTUMUX MEX, BUSHAUYEHNX Y crneundiikaLisx Ha
A®I, ab0 BUXIAHWA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BVIKOPVICTOBYIOTHCSA Y Npoueci BupobHuutea Ad|
(3BYXXEHHS1 JONYCTUMUX MEX, BU3HAYEHUX y cneuudikadii)
- 3MiHM B cneuumdikauii BuxigHoro matepiany 1,10-
aiigofekaH, Wwo 3a3HayveHi B 3akpuTiii yacTuHi DMF; 3miHum |
TMny - 3MiHK 3 AkocTi. A®I. KoHTponb APL. 3miHa y
napameTpax crneundikauii Ta/abo 4ONyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
(momoBHeHHS cneuudikalii HOBUM NMOKA3HUKOM SIKOCTi Ta
BiANOBIAHUM METOAOM BUNPOBYBaHHS) - 3MiHU B
cneundikauisx cuposuHn (MeOH, Kiesselgur, EtOH,
Acetone). BunpasieHHA TeXHIYHUX NOMWJIOK B
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n/;1

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asBHUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionycKy

Homep
peecmpayitiHo2o
nocsioYeHHs

cneumdikauisix cupoBuHM (i30NPoNiSIOBUIA CNMPT, CONAHA
Kucnora)

389.

DIHO3AK

Tabnetkun no 50 mr, no
4 TabneTkn y 6nictepi;
no 1 6nictepy B
Kopoobui

€8po
Naiidokep
MpaiisiT
Nimiteq

IHgis

®AC NimiTeq,

IHgis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: TexHiyHa
nomunka (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460),
TEXHIYHY NOMU/IKY BUNPABEHHO Y Nepeniky ynakoBoK

3a3aHayeHnx y Ha3Bi 3MiHV A0 iHCTPYKLi 418 MeguyHoro
3acTtocyBaHHA /13 (JoaaTtok 26) 3arBepaKeHo:

3MiHM [0 IHCTPYKUIT 418 MeAWYHOro 3acTocyBaHHs /13

®NNIO3AK/IFLUZAC, Tabnetku no 50 mr Ne4 (4x1) y
6nictepax.

3anponoHoBaHo: 3MiHW [0 IHCTPYKLUiT 418 MeAnYHOoro
3actocyBaHHs f13

®JTHO3AK/FLUZAC Tabnetkn no 50 mr Ned (4x1) y
6nictepax.

3a3HaueHe BUNpaB/ieHHs Bignosigae marepianam

peecTpaLiiHoro AochbeE.

3a peyenmom

UA/5495/01/01

390.

DNHO3AK

Tabnetkun no 150 wmr,
no 1 tabnetuiy
6nicTepi; no 1 a6o 3
6nicTepy B KAPTOHHIiA
Kopobu,i

€8Bpo
Naiidpkep
MpaiiBiT
Nimiten

IHais

®AC NimiTeq,

IHais

BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis: TEXHIYHA
nomMuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460),
TEXHIYHY MOMU/IKY BUNPaB/EHHO Y Nepeniky ynakoBoK

3a3aHayveHunx y Ha3si 3MiHW [0 IHCTPYKUIT AN MefUYHOro
3acTocyBaHHs /13 (JogaTok 26)
3arBepaKeHo:

3MiHW [0 IHCTPYKUiT AN MeguyHoro 3actocysaHHs /13

®/IKO3AK / FLUZAC Tabnetkm no 150 mr Nel, Ne3 (1x3) y
6nicTepax.
3anponoHoBaHo:
3MiHM J0 IHCTPYKUIT 4151 MeANYHOrO 3acTocyBaHHs J13
®/IHO3AK / FLUZAC Tabnetkn no 150 mr Ne3 (1x3) y
6nicTepax.
3asHayeHe BMMNpaB/IeHHS BiAMOBiaE MaTepianam
peecTpaLiiHoro AocbeE.

6e3 peyenma

UA/5495/01/02

391.

392.

DNHO3AK

Tabnetkn no 200 wmr,
no 2 TabneTtkn y
6nicTepi; no 1 abo 2
6nicTepy B KAPTOHHIiA
Kopobui

€8Bpo
Naiidokep
MpaiiBiT
Nimviten

IHais

®AC NimiTeq,

IHais

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: TEXHIYHA
nomwska (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460),
TEXHIYHY MOMU/IKY BUNPaBEHHO Y Nepeniky ynakoBoK

3a3aHayveHunx y Ha3si 3MiHW [0 IHCTPYKUiT AN MefUYHOro
3actocyBaHHsa /13 (JopaTok 26)
3arBepoKeHo: 3MiHW [0 iHCTPYKLUIT 415 MegnyHoro
3acTocyBaHHs J13
®TMO3AK / FLUZAC
Tabnetku no 200 mr Ne 2 (2x1), Ne4 (2x2) y 6nicTepax.
3anponoHoBaHo: 3MiHV A0 IHCTPYKLii 4158 MeguyHoro
3acTocyBaHHA /13
®TO3AK / FLUZAC
Tabnetkun no 200 mr Ne 2 (2x1), Ne4 (2x2) y 6nicTepax.
3a3HavyeHe BUNpaB/IEHHS BiANoBigae matepianam
peecTpaLiiHoro AochbeE.

3a peyenmom

UA/5495/01/03

dIOOPOYP

PO3YUNH NS iH'EKLIN,

Megak

HimeyunH

BMPOGHVIK, LLIO

Himeyunna/

BHECEHHS 3MiH [0 peecTpaLjiiiHnX maTepianis: 3miHu | Tuny

3a peyenmom

UA/8091/01/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Aunn 50 mr/mn; no 5 mn, lesenbwadT a BignoBigae 3a Yecbka - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta thapmakoHarnsgy
MEAAK a6o no 10 mn, a6o no dhrop KniHiwe BTOpPUHHE Pecny6nika (iHLLIi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS ynakoBKu
20 mn, a6o no 100 mn | LWneujansnpe naKyBaHHs, NIKAPCLKOro 3ac06y 3 BHECEHHAM iHChopMalLLii o040
PO34MHY Y do/1aKoHi; no napate M6X KOH"I\'Aa(anZZ?/IFI[IH’:)’G B 3a3HayvyeHHs O4MHMLb BUMIpIOBaHHSA Y cucTemi Sl.
1 chnakoHy B aHEH cepii Tg 3ay BHeceHHs 3MiH 10 po3ainy «MapkysaHHA» B MKA N13:
KapTOHHiiA KOpo6Li BUMYCK Cepii: 3arseppkeHo: MAPKI/IPOBKA. MapKyBaHHS BTOPUHHOT
Megpak MesenbiadT yMakoBKM NikapCbKoro 3acoby, Lo MICTUTbCS Y MeTofax
dorop KniHiwe KOHTPOJI0 SIKOCTI Jlikapcbkoro 3acoby MapkyBaHHs
LIJneuiam?npenapaT NepPBMHHOT YNakoBKM NiKapCbKOoro 3acoby, Lo MIiCTUTbCS Y
e M6X, HimeyumHa; METO/axX KOHTPOSO SIKOCTi NIKapCbKOro 3acoby.
B'./'p°6HMK’ wo 3anponoHoBaHo: MapkupoBka. B cootTBeTCTBUM C
BiANoBiAae 3a
BUNYCK chopmi in yTBep)K,qEI-beIM TEKCTOM Mapnfmpo.skm..
bulk, MapKyBaHHs, BBeaeHHS 3MiH NpoTAromM 6-T1 MicsLiB nicns
nepBuHHe Ta 3aTBeEpPKEHHA.
BTOPWHHE
nakyBaHHSl,
KOHTPO/b/BMNPOGYB
aHHsA cepii:
OHkomepq,
MeHbIIEKYEPIHT,
a.c., Yecbka
Pecnyb6nika;
BMPOGHVK, L0
Bignosigae 3a
Bunyck coopmu in
bulk, mapkyBaHHs,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b/BUNPOGYB
aHHsA cepii:
OHkoTek ®apma
MpopakwH MvbX,
HimeuunHa
393. | ®OPMIAPOH | po3uuH ans TOB Ykpaina TOB "TepHothapm” YkpaiHa BHECEHHSA 3MiH [0 peecTpauiiiHuX maTepianis: yTOUHEHHSA 6e3 peyenma UA/8411/01/01
30BHILUHLOTO "TepHochapm" peecTpauiiiHoro Homepa B Hakasi MO3 YkpaiHu Ne
3acToCcyBaHHs, 2854 Big 10.12.2020 B npoueci BHECEHHA 3MiH (3MiHu |

cnupToBMiA No 50 mn 'y
donakoHax, no 50 mny

chnakoHi; no 1
dhnakoHy B nauui 3
KapToHy

TMny - 3MiHK Woao 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHn) 3amiHa po3sginy «IpacivHe
0hOpM/IEHHS YNaKoBKM» Ha po3ain «MapkyBaHHs» y MKA
N3: 3arBepmxeHo: Po3gin «MPA®IYHE OPOPM/TEHHA

YMNAKOBKW» fogaeTbecs. 3anponoHosaHo: Po3ain
«MAPKYBAHHS» BignosigHo A0 3aTBEPAYKEHOrO TEKCTY
MapKyBaHHSA 3MiHW BHECEHI B TEKCT MapKyBaHHSA YNakoBKu
NiKapcbKoro 3acoby LWoA0 3a3HaYEeHHA MiXXKHApOAHMX
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
no3HaYeHb OAVHWLL BUMIPOBaHHA. BBeAeHHS 3MiH
NpoTArom 6-Tv MicAILiB Micns 3aTBepoKeHHs ). Pefakuin B
Hakasi: UA/8411/01/0. 3anponoHoBaHa pegakLif:
UA/8411/01/01.
394. | ®OCTEP aepo30/1b AN K'esi AscTpis BMPOGHMLTBO, ITania/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/16438/01/01
iHransujin, 0o3oBaHUiA, dapmac'toTike KOHTpPO/b, 36ip ABcTpis - NoJaHHs1 OHOBNEHOrO cepTudpikaTy BigNOBIAHOCTI
100+6 mkr/go3y, no n3 rv6XxX HanoBHEHMNX €Bponelicbkoi thapmakonei ana A®I dhopmoTepony
120 [03 y KOHTEliHepi; KOHTeliHepiB Ta hymapaty gurigpaty CEP No. R1-CEP 2010-132-Rev 01
no 1 a6o 2 nakyBaHHs: K'e3i (nonepegHs Bepcis CEP No. R1-CEP 2010-132-Rev 00)
KOHTelHepw 3 dapmaveyTuLi Bifl BXXe 3aTBeppkeHoro BnpobHvika dapmabioc C.n.A,
[03YH04UM K1anaHoM i C.n.A., ITanis; 36ip ITanis, Ta K HacNiAoK: 3MiHX B aApeci MiCLs NPOBaMKEHHS
PO3NW/IOIOYOI0 HanoBHEHUX AISNbHOCTI BUPOOHUKA, BiANOBIAA/ILHOIO 3a MiKPOHi3aLito
HacazKow Ta KOHTeliHepiB Ta Mikpo-MakiHasioH C.A., LLBeliyapis. 3anponoHoBaHo:
3aXMCHMM KOBNavkom nakysaHHs: I".J1. 3oHa AprtiriaHane, 11, 6995 MagoHHa aenb lMiaHo
Y KapTOHHiIli KopobLii; dapma 'm6X,
no 180 go3y ABCTpIsi; BUNYCK
KOHTeliHepi; no 1 cepii: K'esi
KOHTeliHepy 3 dapmac'toTikens
[O03Y04MM K1anaHoM i vm6X, ABCTpis
pO3NWOHYOI0
Hacagkoto Ta
3aXUCHNM KOBMNA4KoM
Y KapPTOHHIli kopobLi
395. | DPATMIH® PO34MH A5 iH'eKUiino Mdpaiizep IHK. CLWA Bupo6HMLTBO, Benbrisi/ BHECEHHS 3MiH 0 peecTpauiiHnx matepianis: 3miHu | Tuny | 3a peyenmom UA/1581/01/02
2500 MO BTOPVHHE HimeuunHa - 3MiHK Woao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsgy
(aHTN-Xa)/0,2 mn; no nakyBaHHs, (IHLLI 3MiHKW) - 3MiHW BHECEHO [0 IHCTPYKLIT AN MeANYHOro
0,2mnB KOHTPO/Ib SIKOCTI, 3acToCyBaHHS NikapcbKkoro 3acoby Ao po3giny "MobiyHi
0 HOPa30BOMY BUNYCK cepil, peakuii" BiANoBigHO A0 iHhopmaL,i 3 6e3neku
wnpuui; no 5 wnpuuis BMBYEHHSA 3aCTOCyBaHHSA Nikapcbkoro 3acoby. BeeAeHHS 3MiH
y 6nicTepi; no 2 CTabiNbHOCTI: NPOTArom 3-X MicsLIB NiCNs 3aTBEPAKEHHS.
6nicTepy B KAPTOHHii Mdpaiizep
KopooLi MeHtodekuypuHr

Benbria HB, Benbris
Bupo6HuuTBO Ta
KOHTPO/b SKOCTI

(Bi3yanbHuiA
KOHTPO/Ib, KOHTPO/b
Ha CTepW/bHICTb Ta

KOHTPO/b 06 €My,
LLIO BUTAraeTbCs):
Betep ®apma-
depTuryHr rmex &
Ko. KI', HimeuunHa

BizyanbHuii

KOHTPO/Ib, KOHTPOJb
Ha CTepUbHICTb:

Betep ®apma-
PepTuryHr rmeXx &
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Ko. KI', HimeuunHa
BizyanbHuii
KOHTPO/b:
Betep ®apma-
®epTuryHr rméx &
Ko. KI', HimeuyunHa
BizyanbHuii
KOHTPO/1b, KOHTPO/b
Ha CTEPW/bHICTb Ta
BTOPWHHE
nakyBaHHS:
Betep ®apma-
®epTuryHr NrM6X &
Ko. KI', HimeyunHa
396. | PPATMIH® PO34nH NS iH'EKLIR Mdpainzep IHK. CLWA Brpo6HMLUTBO, Benbria/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/1581/01/01
5000 MO BTOPVHHE HimeuunHa - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta chapmakoHarnsgy
(aHTn-Xa)/0,2 mn no nakyBaHHs, (iHWi 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKLii 418 MeAu4HOoro
0,2mnB KOHTPO/b SIKOCTI, 3acTOoCyBaHHS Nikapcbkoro 3acoby Ao po3giny "MobiyHi
0fHOpa3oBOMY BUNYCK cepil, peakuii" BiANoBigHO A0 iHhopMmaL,i 3 6e3nekn
Lwnpu1yi; no 5 wnpuyis BMBYEHHS 3acTocyBaHHSA NikapcbKkoro 3acoby. BeefeHHs 3MiH
y 6nicTepi; no 2 cTabinbHOCTI: NPOTArom 3-x MIiCALIB MIiC/SA 3aTBEPAKEHHS.
6nicTepy B KAPTOHHIi Mdpaiizep
Kopobui MeHtiohekUypuHr

Benbris HB, Benbris
Bupo6HuuTBO Ta
KOHTPONb SIKOCTI

(Bi3yanbHuii
KOHTPO/1b, KOHTPO/b
Ha CTEpPWNbHICTL Ta

KOHTPO/b 06 €My,
LU0 BUTAraeTbCs):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa

BizyanbHuii

KOHTPO/b, KOHTPO/b

Ha CTePUNbHICTb:
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa
BizyanbHuii
KOHTPO/b:
Betep ®apma-
PepTuryHr rmox &
Ko. KI', HimeuunHa
BizyanbHuii
KOHTPO/1b, KOHTPOJIb
Ha CTEepWIbHICTb Ta
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BTOPWHHE
nakyBaHHS:
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeyunHa
397. | ®PATMIH® po3unH ANns iH'ekuii 10 | MMdpainsep IHk. CLWA Mdpaizep Benebris BHECEHHS 3MiH [0 peecTpavjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/1581/01/03
000 MO (aHTn-Xa)/mn MeHtohekyypuHr - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy
no 1 mn B amnyni; no Benbris HB (iHWi 3MiHW) - 3MiHW BHECEHO [0 IHCTPYKLii A8 MeAu4HOoro
10 amnyn B KapTOHHIi 3acTOCyBaHHSA Nikapcbkoro 3acoby A0 po3giny "MobiyHi
Kopoobui peakuii” BiANoBigHO A0 iHhopMmaL,i 3 6e3nekn
3acTocyBaHHSA Nikapcbkoro 3acoby. BeefeHHs 3MiH
NpoTArom 3-x MicsLiB NiC/1s 3aTBEPKEHHS.
398. | ®PE/NCI® PO34MH ANA iH ek AT "dapmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiB: 3MiHW | Tuny | 3a peyenmom UA/17369/01/01
2,5 mr/0,5 mn; no 0,5 - AAMiHICTpPaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo
MJTY WNpKLj; no 2 agpecy 3asiBHMKa (BNacHUKa peectpauiiHoro
Lwnpuum B 6nictepi; no NocBiYEHHS) - 3MiHa HaliMEHYBaHHS Ta afipecu 3asiBHUKa
1 a6o 5 6nicTepis y (TepmiH BBEfIEHHSA 3MiH NPOTAroM 6 micauis nicns
nauui 3aTBEePMAKEHHS); 3MiHM | TUMY - AGMIHICTPATMBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AiSNbHOCTI BUPOOHUKa/iMnopTepa roToBoro /iikapCbkoro
3acoby, BK/IYaun AiNbHMLI BUMYCKY cepil abo Micue
NpoBeEeHHSA KOHTPOJIH0 AKOCTI. (LiSNbHICTb, 3a AKY
BiiNOBigAa€ BUPOGHMK/iMIOPTEp, BKIOYAKOUN BUMYCK Cepild)
- 3MiHa HalilMeHyBaHHS Ta afgpecy Micusi NPOBaZKEHHS
LisNbHOCTI BUpo6HUMKa /13, 6e3 3MiHN MicLA BUPOGHMLTBA
(TepMiH BBEAEHHS 3MiH MPOTArOoM 6 MicALiB nicas
3aTBEPKEHHS); 3MiHM | TNy - 3MiHW WOoA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKY liKapCbKoro
3aco6y 3 BHECEHHSIM iHGhopMaLil LWoA0 3a3HAYEHHs
OOMHULB BUMIPIOBAHHA Y cucTeMi Sl. BHeceHHs 3MiH 10
po3giny “MapkysaHHa” MKA 13. 3aTBepaeHo:
MAPKYBAHHSA BignoBigae 3aTBepAXeHOMYy TEKCTY
MapKyBaHHS, L0 A0AAETbCA. 3anpOnOHOBaHO:
MAPKYBAHHSA 3rifgHo 3aTBEpA)KEHOrO TEKCTY
MapkKyBaHHs1 (TepMiH BBEAEHHSI 3MiH MPOTSArom 6 micsuiB
nicns 3aTBepaKeHHs)
399. | ®TOPYPALMW | po3unH Ans iH'ekuiii AkKoppg, Benuka BiiNOBIgaNbHWIA 3a Benuka BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3mMiHu | Tuny | 3a peyenmom UA/18129/01/01
N AKKOPJ, abo ans iHdysiii 50 Xenckea JTg, BpuTtaHis BMNYCK Cepil: BputaHis/ - 3MiHM 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6. 3MiHM y
mr/mn no 5 mn (250 Akkoppg, Xenckea IHais/ BUPOOHULTBI. 3MiHa iMNopTepa/3aMiHK, WO CTOCYHThCA
mr), no 10 mn (500 Nimiten, Benuka ITanis BUMYCKy Ccepii Ta KOHTPOJIKO SAKOCTi FOTOBOrO NiKapCbKoro

mr), no 20 mn (1000 BpuTatis; 3acoby (3amiHa abo AoAaBaHHA AifbHULI, Ha KR

mr), no 50 mn (2500 BTOPVHHE 3[iICHIETLCA KOHTPO/IL/BUNPOGYBaHHS cepii) - fLoAaBaHHS
mr), no 100 mn (5000 nakyBaHHs: AinbHuUUi 3 KOHTponto skocTi JIABAHANISIC C.P.J1., Itanis/
MF) PO3UMHY Y AKKOP/[, XENCKEA LABANALYSIS S.R.L., Italy; 3miHu | TUny - 3MiHM 3 AKOCTI.
dhnakoHi, no 1 NIMITEA, Benuka [oTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
ch1akoHy y KapTOHHIl BputaHis; iMnopTepa/3MiHu, L0 CTOCYTbLCS BUMYCKY Cepii Ta
nayui BUPOGHMUTBO, KOHTPOJIH0 SIKOCTi FOTOBOrO /liKapCbKOro 3acoby (3amiHa
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/Ib AKOCTI, ab0 fofaBaHHA AiNbHULI, Ha SIKI 34iACHIOETbCS
nepBuHHE Ta KOHTPO/b/BUNPOBYBaHHSA cepil) - AofaBaHHA AiNbHULL 3
BTOPUHHE KoHTposito skocTi ACTPOH PECbOPY NIIMITE[, Benuka
nakyBaHHs: BputaHia / ASTRON RESEARCH LIMITED, United
IHTac Kingdom; 3miHu | Tny - 3miHu 3 siKocTi. FoTOBUIA
dapmacbloTikanc nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo
Nimiteq, IHAis; BBE/EHHS A0AATKOBOI AiNbHULI BUPOGHMULTBA A5
BUPOBHMLTBO, 4acTVHM abo BCbOro BUPOGHNYOro NpoLecy roToBoro
KOHTPO/Ib SIKOCTI, niKapcbKoro 3acoby (AinbHMLA 151 BTOPUHHOIO
nepBuHHE Ta nakyBaHHS) - 3aMiHa Ai/IbHYL BTOPUHHOTO NaKyBaHHS;
BTOPVHHE 3MiHM | TNy - 3MiHK 3 AKoCTi. FOTOBWMIA NikapcbkuMii 3aci6.
nakyBaHHs: 3MiHN y BUPO6HMLTBI. 3MiHa po3mipy cepii (BkIYaoum
IHTac Aiana3oH po3Mipy cepil) roTOBOro /likapcbkoro 3acoby
dapmacbioTikanc (iHWi 3miHW) - BBEAEHHSA [,OAATKOBOro po3mipy cepii:
Nimiteq, IHAiN; 583,09 n ans gosyeaHHs 10 My donakoHHi Ta 1200,0 kr
KOHTPO/b AKOCTI: Ansa fosyeaHHsa 20 My donakoHi; 3miHuy Il Tuny - 3miHun 3
NABAHANIZIC siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
C.P.N., Itanis; KOHTeliHep/3aKkynopoBasibHWi 3aci6. 3MiHa y NepBUHHIl
KOHTPO/b AKOCTI: yMakoBLi FOTOBOrO NiKapCbKoro 3acoby (SKicHWA Ta
ACTPOH PECbOPY KinbkKicHWIA cknag) - CTepunbHi nikapcbki 3acobu Ta
NIMITEL, Benuka nikapcbki 3ac06K 6i0/10rYHOro/iMyHOS10TIYHOTO
BputaHis NOXOMXEHHS - odaBaHHs 20 MM x1opbyTnn RTS rymoBoil
nNpo6kuM Big, HOBOrO NocTtavasibHUKa A5 o1akoHiB no 5 mn,
10 mn, 20 mn, 50 mn ta 100 M. 3MiHW BHECEHI B
IHCTPYKLUiO AN51 MeANYHOro 3acTocyBaHHA /13y p.
"Ynakoska"
400. | ®TOPYPALW | po3uvH Ans iH'ekuiii AKKopg, Benvka BiANOBIgaIbHNI 3a Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/18129/01/01
N AKKOPJ, abo ans iHdysiii 50 Xenckea N1t BputaHis BUNYCK cepil: BpuTania/ - 3MiHM LWoAo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
mr/mn; no 5 mn (250 Akkoppg, Xenckea IHais 3MiHa y KOpOTKili XxapakTepucTuL,i NikapcbKoro 3acoby,

Mr ), no 10 mn (500
mr), no 20 mn (1000
mr), no 50 mn (2500
mr), no 100 mn (5000
Mr) PO3YMHY Y
donakoHi, no 1
h1aKoHy Y KapTOHHIl
nauui

NimiTen, Benuka
BpuTaHis
BTOPUHHE

nakyBaHHs:

Akkoppa Xenckea

NimiTen, Benuka
BputaHis

BMPOGHMLTBO,
KOHTPO/b AKOCTI,
nepBrHHe Ta
BTOPUHHE
naKyBaHHs:
IHTac
dapmacbioTikasc
Nimites, IHAiA
BMPOGHMLTBO,
KOHTPO/1b AKOCTI,
nepBuHHe Ta
BTOPUHHE

TEKCTi MapKyBaHHS Ta iHCTPYKL,ii 415 MeguyHoro
3aCcTOCyBaHHsA Ha MifcTasi perysigapHo OHOB/IIOBAHOTO 3BITY
3 6e3nekn nikapcbKoro 3acoby, abo AocnigxeHb 3 6e3nekm
3aCTOCYBaHHSA NiKapcbKoro 3acoby B MicispeecTpayiiHmi

nepiof, abo sk pe3ynbTaT OLiHKM 3BITy 3 [OC/IiKEHD,
npoBeAeHnX BiANOBIAHO A0 MaHy nejiatpudHmnx
pocnigpkeHs (PIP) (3MiHY y3rofXeHo 3 KOMNETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHi 10 TEKCTY
IHCTPYKLUii 4151 MEeAMYHOTO 3aCTOCYBaHHS NiKapCbKoro
3acoby A0 po3ginis: "d®apmakosoriyHi BfacTuBocTi”,

"MpoTunokasaHHs, "OcobNNBOCTI 3aCTOCYBaHHSA",
"Mepeno3yBaHHA","TT06IUHI peakuii" 3rigHO 3 iHhopmaLieto

040 6e3nekn Aitoyoi pevyoBUHU. BBeAEHHS 3MiH

NPOTAroM 6-TW MiCALB Nic/A 3aTBePIKEHHSA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHS:
IHTac
dapmacbioTikanc
NimiTesn, IHAisA
401. | ®YHIT® kancynu, no 100 mr no HOBEN INAY TypeuunH HOBEN INAY TypeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a peyenmom UA/5014/01/01
4 kancynv B 6nictepi, CAHAI BE a CAHAI BE TMny - 3MiHK 1040 6e3nekn/eddeKTMBHOCTI Ta
no 1 6nictepy B TIIKAPET TIOI>KAPET A.LL. hapmakoHarnagy (iHwi 3MiHn) - OHOBJIEHHA TEKCTY
KapTOHHIl ynakoBsLyj; A.LL. MapKyBaHHS YNakoBKW NikapcbKoro 3acoby 3 BHECEHHAM
no 5 kancyny iHchopmav,ii LWoA0 3a3HAYEHHS OAUHULIb BUMIPIOBAHHS Y
6nicTepi, no 3 abo 6 cuctemi Sl. BBefeHHA 3MiH NPOTArom 6-Tv MicALiB nicns
6nicTepiB y KAPTOHHiIl 3aTBEePAKEHHSA
ynakosui; no 15
Kancyn y 6nictepi, no
1 a6o 2 6nictepu y
KapTOHHI ynakosL,i
402. | ®YPOCEMIA- | po3uviH Ans iH'eKUl, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 3a peyenmom UA/2353/02/01
AAPHULA 10 mr/mn; no 2 Mn B "GapmaueBTun "PapmaueBTuyHa - 3MiHM WoAao 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsay
amnyni; no 10 amnyny YHa thipma chipma "fapHuus” (iHWi 3MiHW) - OHOB/IEHHS TEKCTY MapKyBaHHS YNakoBKM
KOHTYPHili YapyHKOBIi "OapHuus” nikapcbKoro 3acoby 3 BHECEHHSIM iHchopMaLi LLoao
ynakosui; no 1 3a3HayYeHHs OAVHULb BUMIpOBaHHSA Y cuctemi Sl.
KOHTYPHIli YapyHKOBIl TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicALiB nicas
ynakoBLi B nayuj; no 2 3aTBEPKEHHS.
M B amnysi; no 5
amnyn y KOHTYpHIW
YapyHKOBIli ynakoBLyj;
M0 2 KOHTYpHI
YapyHKOBI YNakoBK/ B
EGI
403. | XYMYJIH M3 cycneHsia ans Ninni ®paHc PpaHLin Ninni ®paxc PpaHLin BHECEHHS 3MiH 10 peecTpavLiiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/8567/01/01

iH'ekuin, 100 MO/mn;
no 3 Mn 'y cKnsHomy
KapTpuaxi; no 5
KapTpuUaXiB y
KapTOHHI nayui; no 3
My CKNSIHOMY
KapTpuaxi; no 1
KapTpUIKy Y LWUNpULL-
pyuui KsiklleH; no 5
LUMPWLL-PYYOK Y
KapTOHHI navwi

- 3MiHM 3 aKkocTi. A®l. CTabinbHicTb. 3MiHa nepiogy
NOBTOPHUX BMNpo6yBaHb/nepioay 36epiraHHs abo yMoB
36epiraHHa A®| (3a BigCYTHOCTI Y 3aTBEPAYKEHOMY [0ChE
cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonel,
LLI0 BK/IHOYAE Nepios NOBTOPHOIO BUNPobyBaHHs) (nepios
NMOBTOPHOrO BUNPOGYBaHHs/Nepios, 36epiraHHs) -
36inbLIeHHA abo BBeAEHHSA nepiogy NOBTOPHOrO
BMNPO6YBaHHsA/Nepiony 36epiraHHA Ha OCHOBI pe3ynbTartis
JocnigkeHb y peanibHOMY yaci - 36ibLIeHHs nepiogy
NOBTOPHOrO BMNPOOYBaHHS; 3anpornoHosaHo: the
expiration date is 60 months; 3miHu | TMny - 3MiHK 3 SKOCTI.
A®I. BupobHuLTBO. 3MiHM B NpoLieci BupobHuuTea AdI
(He3HayHa 3miHa y npoueci Bupo6HuuTBa Adl) - nepexia
Bif, 334aHOT KiJIbKOCTi 40 BU3HAYEHOTO Aiana3oHy Ans
KiNbKOCTI rigponi3aty coi, Wo A0faETbCA B NpoLeci
hepmeHTaLii; 3anponoHoBaHo: p. 3.2.5.2.6.1 Soy
hydrolysate 910-1400 «r;
3MiHY | Tuny - 3MiHK 3 akocTi. A®L. KoHTponb AdL. 3miHa y
napameTpax crneundikauii Ta/abo AONyCTUMUX MEX,
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
BM3HA4YeHNX y cneuudikauisx Ha A®l, abo
BUXigHWIA/NPOMIDKHUIA NpOAYKT/peareHT, Lo
BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuurea AdI
(BMlyYEHHS HE3HAYHOrO NOKa3HWKa AKOCTI (Hanpuknag,
BUJTyYEHHA 3aCTapifioro NokasHvka)) - NPUNMHEHHN
NpoBefEeHHs aHaisy TemnepaTypu naaBfeHHs B MPOLEC
TecTy Ha ce4yoBuHy (po3ain 3.2.S.2.6.2), HasBHUA
ineHTngikauiiHnii Tect (Near Infrared (NIR) or Raman)
404. | XYMYNIH cycneHsis ans Ninni ®paHc PpaHuin Ninni ®paHc PpaHuis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3miHu | Tuny | 3a peyenmom UA/8569/01/01
HMX iH'ekuiin, 100 MO/mn, - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsgy
no 3 My CKISIHOMY (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
KapTpuaxi; no 5 NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
KapTpuoxis y 3a3HavyeHHsA O4VHULLL BUMIpIOBaHHSA Y cucTemi Sl
KapTOHHI nayyi; no 3
My CKNSIHOMY
KapTpuaxi; no 1
KapTpUIKy Y LUNPKLL-
pyuui KBikleH; no 5
LUMPULL-PYYHOK Y
KapTOHHIM nayui
405. | XYMYNIH PO34MH NS iH EKLA, Ninni ®paHc dpaHuis Ninni ®paHc dpaHuis BHECEHHS 3MiH 0 peecTpauiiHux maTtepianis: 3miHn | Tuny | 3a peyenmom UA/8571/01/01
PErynsap 100 MO/mn, no 3 mny - 3MiHM 3 skocTi. A®L. CTabinbHicTb. 3MiHa nepioay
CKNSAHOMY KapTpuaxi; NOBTOPHUX BUNpobyBaHb/nepioay 36epiraHHa abo ymMoB
no 5 kapTpugxis y 36epiraHHa A®I (3a BiACYTHOCTI y 3aTBEpAKEHOMY A0ChE
KapTOHHI nayui; no 3 cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakoner,
MJ1Y CKISAHOMY LLIO BK/THOYAE Nepios NOBTOPHOro BUNPOOyBaHHSA) (nepios
KapTpuaxi; no 1 NMOBTOPHOrO BUNpoOyBaHHs/nepiog 36epiraHHs) -
KapTpUIKy Y LUNpULL- 36inbLUeHHs abo BBeAEHHA nepiogy NOBTOPHOIO
pyuui KsiklleH; no 5 BMNPO6YBaHHs/Nepiony 36epiraHHsA Ha OCHOBI pe3ynbTartis
LUMPULL-PYYOK Y [ocnifKeHb y peasibHOMY yaci; 3anponoHoBaHo: the
KapTOHHI navi expiration date is 60 months; 3miHu | TUNy - 3MiHK 3 SKOCTI.
A®I|. BupobHuLTBO. 3MiHM B nNpoLieci BUpobHuLTea AdI
(He3HayHa 3MiHa y npoueci BupobHuyTBa AdI) - nepexig,
Bif, 384aHOT KiJIbKOCTi 40 BU3HAYEHOTO Aiana3oHy Ans
KiNbKOCTI rifponisaty coi, o A0faETbCsA B NpoLeci
hepMeHTaLjii; 3anponoHoBaHo: p. 3.2.S.2.6.1 Soy
hydrolysate 910-1400 kr; 3MiHUX | TUNY - 3MiHW 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikawiii
Ta/abo fonyCTUMUX MEX, BUSHAUEHNX Y creundikalisx Ha
A®l, abo BUXiQHWIA/NPOMDKHUIA NPOAYKT/peareHT, Wwo
BVKOPUCTOBYIOTLCSA Y Npoueci BUpobHuurea Ad|
(BMlyYEHHS HE3HAYHOrO NOKa3HMKa AKOCTI (Hanpuknag,
BUJyYEHHA 3aCTapifioro NokasHvka)) - NPUNMHEeHHN
npoBefieHHs aHanisy TemMnepaTypu naaBneHHs B NPOLEC
TecTy Ha cevyoBuHy (po3gain 3.2.S.2.6.2), HasiBHMI
ineHTndpikauiinnii Tect (Near Infrared (NIR) or Raman)
406. | XYMY/IH PO34MH ANs iH'EKLII, Ninni ®paHxc PpaHuisn Ninni ®paxc PpaHuin BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHW | TNy | 3a peyenmom UA/8571/01/01




214

Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
PErynap 100 MO/mn, no 3 Mny - 3MiHM WoAo 6e3nekn/edheKTBHOCTI Ta thapmakoHarnsgy
CKNSAHOMY KapTpuaxi; (iHWi 3MiHM) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 5 kaptpugxis y NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii oo
KapTOHHI nayui; no 3 3a3HayYeHHs OAMHULL BUMIPIOBAHHSA y cuctemi Sl
MY CKNSAHOMY
KapTpuaxi; no 1
KapTpuapxy y wnpumu-
pyuui KsikleH; no 5
LUMPULL-PYYOK Y
KapPTOHHIW nauuj
407. | UENICTA® pO34MH 4151 pOTOBOT MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/16403/01/01
NOpoXHUHY, 0,1 "®bapmavesTu "papmMaueBTUYHa - 3MiHM 3 AIKOCTI. [OTOBWIA Nikapcbkuii 3aci6. Cuctema
mr/mn, no 100 mny YHa hipma chipma "OapHuus” KOHTeliHep/3aKynoptoBabHWii 3aci6. 3MiHa chopmu abo
donakoHi; no 1 "NapHuus" PO3Mipy KOHTelHepa 4u 3aKynopoBasIbHOro 3acoby
h1akoHy 3 MipHUM (NepBMHHOI ynakoBKu) (HECTepubHi Nikapcbki 3acobm) -
CTakaH4MKOM Yy nauui BBEJEHHSA [10AaTKOBUX KPULLIOK C KOHTPO/IEM NEepLLOro
BigkputTa TMNY KB-3 Ta Tuny 1.44 (B) 02 3 npoknaakoto 3i
CniHeHOro noslieTuneHa 4O paHilw 3aTBepAKEHNX KPULLOK C
KOHTpONeM nepLuoro BiakputTa Tuny KP2 ta Kb-2. Po3mip
NPONOHOBAHNX KPULLIOK BifiPI3HAETLCA Bif 3aTBEPKEHMX,
6€3 3MiHW AKICHOrOo Ta KifIbKiCHOro cknagy nakyBasbHOro
maTtepiany
408. | UENICTA® cnpeit Ans poToBof MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny | 6e3 peyenma UA/16494/01/01
NOPOXHUHK, 0,1 Mr/mn "bapmaueBTu "hapMaueBTUYHA - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
no 50 mMn y donakoHi; YHa hipma chipma "AapHuus” (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
no 1 donakoHy 3 "fapHuus” MK$A N3; 3anponoHosaHo: MAPKYBAHHA BignosigHo fo
Hacafikoto- 3aTBEPKEHOI0 TEKCTY MapKyBaHHS. OHOB/IEHHS TEKCTY
posnuaoBayem y MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
nauuj iHchbopmav,i LLoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHSA Y
cuctemi Sl. TepmiH BBeAEHHS 3MiH NpOTSArom 6 Micsiuis
nicnsa 3aTBepKeHHs
409. | UENICTA® PO34MH 4151 POTOBOT MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny | 6e3 peyenma UA/16403/01/01
NMOPOXHUHK, 0,1 "dapmaueBTu "®apmaneBTuyHa - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy
mr/mn, no 100 mny YHa hipma chipma "OapHuus” (iHWi 3MiHM) - BHECEHHSA 3MiH A0 po3ainy “MapkyBaHHS”
thnakoHi; no 1 "fapHuus” MK$A N3; 3anponoHosaHo: MAPKYBAHHSA BignosigHo ao
dhakoHy 3 MipHUM 3aTBEPKEHOrO TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
CTakaH4MKOM y naui MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIL BUMIPIOBAHHS Y
cuctemi Sl. TepmiH BBEAEHHS 3MiH - NPOTArOM 6 MicALIB
nicnsa 3aTBepKeHHs
410. | LEPYKAN® Tabnetku no 10 mr, no TeBa I13painb MNIBA XpBatcka Xopsaris BHECEHHS 3MiH 0 peecTpaLiiHux martepianis: 3miHu | Tuny | 3a peyenmom UA/2297/01/01
50 TabneTtok y dapmaueBTika 4.0.0. - 3-MiHU WoA0 6e3nekn/echeKTUBHOCTI Ta
donakoHi, no 1 n lHpacTpi3 thapmakoHarnagy. 3MiHa y KOpOTKill XxapakTepucTuLi
h/1aKOHY B KApPTOHHii Nt NiKapCcbKoro 3acoby, TEKCTIi MapKyBaHHS Ta iHCTPYKLUii 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 peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Kopobui MeJMYHOro 3aCTOCYBaHHS Ha NiacTasi perynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3nekun nikapcbKoro 3acoby, abo
nocnigpkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKOro 3acoby
B nicnspeecTpauiiiHnii nepiog, abo sk pe3ysibTaT OLiHKM
3BITY 3 fOCNifKEHb, NPOBEAEHNX BiANOBIAHO A0 NnaHy
negiatpnyHux gocnimpkers (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOB&XEHUM OpraHOM) - 3MiHW BHECEHO
[0 [HCTPYKLT ANA MeAnYHOro 3acToCcyBaHHA NMikapCbKoro
3acoby A0 po3giniB "d®apmakooriyHi BNacTuBocCTi”,
"MpoTunokasaHHsa”, "OcobMBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyaar” (nofaBaHHs 3acTepexeHHs), "Mo6idHi peakui™
BiANOBIAHO [0 OHOBMEHOT iHhopMaLii Wwoao 6e3nekn
nikapcbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 3-x MicsLiB NiCNA 3aTBEPLKEHHS
411. | UE®PTA3UAN | nopowok ans po3ymHy BITA CAH Benukobp | Csicc MNapeHTepanc IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TNy | 3a peyenmom UA/15346/01/01
M ansiHekuimno1r, 1 nTa nTaHis nra. - 3MiHM Wopo 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy
h/1aKOH 3 MOPOLLKOM Y (iHWi 3MiHW) - BHECEHHSA 3MiH A0 po3Ainy «MapKyBaHHS»
KOpPOO6Lii 3 KapTOHY MK$A N13; 3anponoHoBaHo: Po3ain «MapKyBaHHA»
BianosigHO [0 3aTBEPMAXXEHOrO TEKCTY MapKyBaHHS.
OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
3ac00y 3 BHECEHHAM iHhopMaL,ii LLoA0 3a3HaYEeHHS
OOMHULL BUMIPIOBaHHA y cucteMi Sl. BBeeHHS 3MiH
NpoTAroM 3-x MicsLiB NicNsA 3aTBEPAYKEHHS
412. | UE®PTA3UAN | nopowok ans po3ymHy Mictpan AHrnia ALC NOB®AP ITania/ BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasiB: TeXHIYHA 3a peyernmom UA/18227/01/01
M-BICTA Ans iH'ekuii no 1 r, no Kenitan C.N.A., ITanisa Kopes nomuska (3rifHo Hakasy MO3 Big 23.07.2015 Ne 460) -
1 r nopoLuky y MeHempKmMeHT (BMPOGHNLTBO TEXHIYHY MOMWUJIKY BUMPaBIEHO B TEKCTI MapKyBaHHS
CKNAHOMY (pr1akoHi Nimitepn roToBOro ynakosku J13 (o151 ynakoBku 1 ¢priakoH); 3anponoHoBaHo:
3aKyrnopeHomy niKapcbKoro 3acooby, 2. KINIbKICTb AIK0YOTl PEYOBVIHW 1 chnakoH MicTUTh
6pom6byTNI0BOO BMNYCK cepii); uedTasngnmy neHtarigpaty 1,164 r, o ekBiBa/IEHTHO
ryMOBO NpPo6Koto, XAHMI ®AVH uedtasnanmy 1 r 3asHaveHe BUNpaB/ieHHs BiAMNOBIAaE
fKa obxara KEMIKAN KO.,NTA, MartepiasiaM peecTpaLiiHoro AockLe
QTIOMIHIEBAM Kopest
koBnaykom; no 1 a6o (BMpO6HMLTBO Ta
10 dpnakoHis B KOHTPO/b AKOCTI
KapPTOHHI KOpooLyi CTEPW/IbHOI CyMiLLi)
413. | LE®TPUAKC | nopowok ansi po3ymHy Mictpan AHrnia ALC NOB®AP ITanis BHECEHHS 3MiH 0 pEECTpaLiiiHMX MaTepiasliB: TEXHIYHA 3a peyenmom UA/18215/01/01
OH-BICTA ansiH'ekuiino 1r, 1 Kenitan C.N.A., ITanisa nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) -
chnakoH a6o 10 MeHempKMeHT (BMPOGHMLTBO BWMpPaB/IEHHS TEXHIYHUX MOMUIIOK, 3rigHo n.2.4. po3giny VI
oNakoHIB 3 NOPOLLKOM Nimitep roTOBOrO JliKapbKOro Haka3y MO3 Ykpainu Big, 26.08.2005p. Ne 426 (y pepaku,i

B KapPTOHHIlA KOpOGL

3acoby, Bunyck
cepii); ALIC
LOOB®AP C.IM.A,,
ITania (BMpo6GHULTBO
Ta KOHTPO/Ib AKOCTI
CTEepPW/IbLHOI CyMiLli);

Hakady MO3 Ykpainu Big 23.07.2015 p Ne 460),
[OMYLLEHVX Mif, Yac NPOBELEHHA npoueaypu peecTpaui
(Haka3 MO3 Ykpainu Big 08.07.2020 p Ne 1562, PI1
UA/18215/01/01), Wwo nonsrae B HEKOPEKTHOMY HanmcaHHi
Ha3Bu /13, Ha3BM Ad| Ta B p. «YMOBM 36epiraHHs» B MKA
'N13; 3anponoHoBaHo LIE®TPNAKCOH — BICTA
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
ALIC IOBDAP LlecbTprakcoHy anHatpito remirentarigpart. YMoBu
C.N.A., Itanisa 36epiraHHs. He noTpebye 0cob/MBUX YMOB 36epiraHHs.
(BMpOGHMLTBO Ta 36epirati y HefOCTYNHOMY ANA AiTel MicLj.
KOHTPO/b AKOCTI 3a3HayeHi BUMpaB/ieHHs BiANOBIAAI0Tb apXiBHUM
CTEepPW/ILHOT CyMiLLi); marepianam peecTpaLiiHoro focke. B peecTpauiiiHomy
®PE3EHIYC KABI nocsigyeHHi Ha3sa /13 Ta Ha3Ba A®| 3a3HaueHi BipHO.
iNCYM C.p.N, Itania TexHi4yHy NOMUIKY BUNPaB/IEHO B TEKCTi MapKyBaHHS
(BMPOGHMLTBO Ta ynakosku J13; 3anponoHosaHo: 9. YMOBW 3BEPITAHHA
KOHTPO/b SKOCTI He noTpebye 0co6mBUX yMOB 36epiraHHs. 3a3HavyeHe
CTEPUILHOI CyMiLLi) BMNpaB/IEHHS BiANOBifae MaTepiasiam peecTpaviiiHoro
[0Cbe
414. | UE®PYPOKCWU | Tabnetku, BKpUTI CaHpo3 CnoBeHisn MeHlled dapma HimeuyunHa/ | BHeCeHHs 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny | 3a peyenmom UA/5447/02/03
M CAHAO3® NNiBKOBOIO PapmacbioTika v6X, HimeuunHa ABCTpiIs - 3MiHM WoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnsagy
060/10HKO10, M0 500 Mr n3 a.a. (BMPOBHUK iH Basik, (iHWi 3miHW) - 3amiHa po3giny “padiuHe ochopMIEHHS
no 7 TabneTtok y KOHTpOsb cepii, ynakoBkn” Ha “MapkyBaHHs" B MKA J13; 3anponoHoBaHo:
6nicTepi; no 2 nakysaHHs); CaHgo3 MAPKYBAHHSA 3rigHo 3 3aTBEp)XEHUM TEKCTOM
6nicTepy B KAPTOHHIi m6X-TexOnc, MapKyBaHHS.
Kopobui AscTpist OHOB/EHHS TEKCTY MapKyBaHHS YNakoBKW /liKapCbKOro
3ac00y 3 BHECEHHAM iH(hopMaL,ii LLoA0 3a3HaYEeHHS
OOMHULL BUMIPIOBaHHA y cucteMi Sl. BBeeHHS 3MiH
NPOTAroM 6-TN MiCALIB MiCNA 3aTBEPIAXKEHHS
415. | LUE®YPOKCWU | Tabnetku, BKpUTI CaHpo3 CnoseHisa MeHlUed Papma HimeuunHa/ | BHeCeHHs 3MiH 40 peecTpauiliHnx MaTepianis: 3miHu | Tuny | 3a peyernmom UA/5447/02/02
M CAHAO3® NAiBKOBOO PapmacbioTika vm6X, HimeuunHa AscTpis - 3MiHM WoAo 6e3nekun/ehekTBHOCTI Ta thapmakoHarnsagy
060/10HKOH0, M0 250 M n3 a.a. (BMPOBHYK iH Bask, (iHWi 3miHW) - 3aMiHa po3giny “IpadiyHe othopMIEHHS
no 7 TabneTtok y KOHTPO/b Cepil, ynakosku” Ha “MapkysaHHA” B MKA J13; 3anponoHoBaHo:
6nicTepi; no 2 nakysaHHs); CaHgo3 MAPKYBAHHA 3rigHo 3 3aTBEP)KEHNM TEKCTOM
61icTepy B KApTOHHIl 'm6X-TexOnc, MapKyBaHHS1.
KOpo6Li ABCTpIs OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKW NiKapCbKoro
3ac06y 3 BHECEHHAM iHhopmau,ii LWoA0 3a3HaYeHHS
OOMHMLb BMMIpIOBaHHA y cucteMi Sl. BBeAeHHS 3MiH
NPOTAroM 6-TW MiCALIB NicNA 3aTBEPIKEHHS
416. | UMK/IOCMNOP | kancynwu M'siki no 25 ANKANOIQ AL | Pecny6nik ANKANOIQ AL Pecny6/ika | BHECEHHs1 3MiH [0 peecTpauiliHux MaTepianis: 3miHn | Tuny | 3a peyenmom UA/13324/01/01
MH mr, no 5 kancyny Ckon'e a NiBHiYHa Ckon'e MiBHiuHa - 3MiHM LWoA0 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy.
AJIKANoIA 6nictepi; no 10 MakefioHist MakefioHist BBefeHHst ab0 3MiHU [0 y3araslbHeHUX AaHKX Npo

6nicTepiB Y KAPTOHHIl
Kopobui

cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHunx nNpo cuctemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/ILHOI 3a 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobu 3 chapmakoHarnagy
3aABHVKa AN 34iiCHEHHS hapmakoHarnsgy B Ykpaii,
SAKLLO BOHa BigMIHHA Bif YyNOBHOBaXXeHOI ocobu,
BiNOBIfabHOI 3a 34iiCHEHHS hapmakoHarnsgy
(BK/IHOYAKOYUM KOHTAKTHI JaHi) Ta/abo 3MiHW y PO3MiLLLEHHI
MacTep-chaiina cuctemu hapmakoHarnisgy) - amMiHa
YNOBHOB&XXEHOI 0CO6U 3aABHMKaA, BigNoBigasibHOI 3a
hapmakoHarnsg,.
[MponoHoBaHa pefakuin: Aue Ky3maHoBCKi. 3MiHa
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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
peecmpayitiHo2o
nocsioYeHHs

KOHTaKTHUX JaHWX YNOBHOBaXXEHOT 0COOM 3asBHMKA,
BiANOBIAa/IbHOI 32 hapmakoHarnsag

417.

LMKNocnor
NH
ANKANOIA

Kancynm m'siki no 50
Mr, no 5 kancyn y
6nictepi; no 10
6nicTepiB y KAPTOHHIN
KopoobLi

ANKANOIL AL
Ckon'e

Pecny6nik
a lMiBHiYHa
MakefioHist

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiYHA
Makefi0Hist

BHECEHHS 3MiH [0 peecTpavljiiiHuX maTepianis: 3miHu | Tuny
- 3MiHM LWoAo 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsgy.
BeefieHHs1 a60 3MiHM [0 y3arasibHeHUX AaHnX npo
cuctemy dpapmakoHarnsagy (BBefeHHs y3arasibHeHuX
JaHnX npo cuctemy apmakoHarnsagy, amiHa
YNOBHOBaXEHOI 0CO6W, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOT 0cobum 3 chapmakoHarnsgy
3asBHUKa A5 34iiCHEHHSA hapMmakoHarnsgy B YkpaiHi,
SKLLO BOHa BiAMIHHA Bif YyNOBHOBaXKeHOI ocobu,
BiANOBIAa/IbHOI 3a 34iiCHEHH:A hapmakoHarnsgy
(BK/IHOYAKOUM KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-chaiina cuctemu hapmakoHarnisgy) - amMiHa
YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifgnoBigasibHOI 3a
thapmakoHarnag,.

MponoHoBaHa pepakuisn: Aue Ky3amaHoBcKi. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXXEHOI 0COOM 3asiBHMKA,
BifNoBiAabHOI 3a hapmakoHarnsa

3a peyenmom

UA/13324/01/02

418.

LMKOCIOP
WH )
ATKANOIf,

Kancynm m'siki no 100
Mr, Mo 5 kancyny
6nicTepi; no 10
6nicTepiB Y KAPTOHHIl
Kopobui

AJIKANOIO AL
Ckon'e

Pecny6nik
a NiBHiYHa
MakefioHisA

ANKANOIL AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

BHECEHHS 3MiH [0 peecTpayjiiiHux maTtepianis: 3MiHW | TUny
- 3MiHM WoA0 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHMX AaHUX Npo
cuctemy dpapmakoHarnsagy (BBefieHHs y3arasibHeHux
JaHunx npo cuctemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0C06W, BiANOBIAA/LHOI 3a 34iliCHEHHS
hapmakoHarnsgy; KOHTakTHoOT 0cobu 3 chapmakoHarnagy
3as1BHMKA A1 34iACHEHHS hapMakoHarisgy B YKpaiHi,
SIKLLLO BOHA BigMiHHa Bif, yNOBHOBaXeHOi ocobw,
BiNOBigaNbHOI 3a 34iiCHEHHSA hapmakoHarnsgy
(BK/IKOUAOUM KOHTaKTHI gaHi) Ta/abo 3MiHU Yy PO3MILLEHHI
MacTep-chaiina cuctemu hapmakoHarnsgy) - 3mMiHa
YNOBHOB&XXEHOI 0CO6U 3a8BHMKA, BigNoBigaibHOI 3a
hapmakoHarnsng,

[MponoHoBaHa pepakuin: Aue Ky3amaHoBCKi. 3MiHa
KOHTaKTHUX AaHWX YNOBHOB&XEHOI 0CO6U 3asBHNKa,
BiNOBIAA/IbHOI 32 hapmakoHarnsg,

3a peyenmom

UA/13324/01/03

419.

LMKNoCrnorP
VH
ANKANOIp,

pO34uH opasbHuiA, 100
mr/mn no 50 mny
chnakoHi; no 1
dhnakoHy, 2 Wwnpuum
(no ogHomy ans
BUKOPVCTaHHSA Mpu
nikyBaHHi giTeil Ta
aopocnunx) Ta 2
n1acTrKoBi Npobku 3
KaHtoneto (No ofHii
0151 KOXHOrO LWnpuua)
Y KApTOHHIli Kopobui

AJNIKANOIO AL
Ckon'e

Pecny6nik
a MiBHiYHa
MakefoHis

AJIKANOIO AL
Ckon'e

Pecny6nika
MiBHiYHA
MakefoHis

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny
- 3MiHM LWoA0 6e3nekun/edpeKTBHOCTI Ta hapmakoHarnagy.
BeegeHHs ab0 3MiHM A0 y3arasibHeHNX AaHuX Npo
cuctemy dhapmakoHarnagy (BBeAeHHs y3araibHeHux
JaHnx npo cuctemy dhapmakoHarnsagy, smiHa
YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTaKTHoi 0cobu 3 hapmakoHarnagy
3as1BHUKA AN1A 34iiCHEHHA thapMakoHarnsay B YkpaiHi,
SIKLLLO BOHA BigMiHHA Bif, yNMOBHOBaXKeHOT 0cobw,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapMakoHarnsgy
(BKNHOYAKOUN KOHTAKTHI AaHi) Ta/abo 3MiHW Yy PO3MiLLLEHHI
MacTep-haiina cucteMmu papmakoHarisgy) - 3miHa

3a peyenmom

UA/13324/02/01
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
YMOBHOBaXEHOI 0C06YM 3asBHWKA, BiANOBifaIbHOT 3a
hapmakoHarnsg.
MponoHoBaHa pepakuis: Aue KyamaHoBcki. 3miHa
KOHTaKTHUX JaHNX YMOBHOBaXKEHOT 0COOM 3asBHMKA,
BiANOBIA&/IbHOI 32 hapmakoHarnsag
420. | UWWHAPU3WNH | Tabnetku no 0,025 r MpuBatHe YkpaiHa MNpvBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHux matepianis: 3miHu | Tuny | 3a peyenmom UA/3384/01/01
no 10 TabneTok y akuioHepHe akuioHepHe - 3MiHM WoAo 6e3nekn/edheKTNBHOCTI Ta hapmakoHarnsagy
6nictepi; no 3, no 5, TOBapuCTBO TOBapUCTBO (iHWi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS YNakoBKu
no 50 a6o 100 "Jlekxim- "Jlekxim-Xapki" NiKapcbKoro 3acoby 3 BHECEHHAM iHchopmalii Lwoao
6nicTepiB y navui Xapkis" 3a3HayvyeHHs O4MHMLb BUMIPIOBaHHSA Y cucTemi Sl.
BHeceHHs 3MiH 40 po3ainy MKA
MponoHoBaHa pepgakuis: MAPKYBAHHSA BignosigHo go
3aTBEPKEHOr0 TEKCTY MapKyBaHHS. TepMiH BBELEHHS
3MiH NPOTArom 3 MiCALiB NiCNs 3aTBEPIKEHHS
421. | UWMNHAPU3WNH | Tabnetku no 0,025, MpuBatHe Ykpaina MpuBaTHe YKpaina BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3miHu | Tuny - UA/0208/01/01
in bulk: no 5000 akuioHepHe akuioHepHe - 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy
TabneTok y TOBapuCTBO TOBapUCTBO (iHLLi 3MiHW) - OHOB/IEHHA TEKCTY MapKyBaHHS yNakoBKu
KOHTeliHepax "Jlekxim- "Jlekxim-Xapki" NiKapcbKoro 3acoby 3 BHECEHHAM iHhopmal,ii oo
Xapkis" 3a3HavYeHHs OMHMLb BUMIpIOBaHHSA Y cucTemi Sl.
OHOB/EHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS: Mo
5000 Tabn1eToK y KoHTelHepax (BHECEHHST NO3HAYEHb
OVHULIb BUMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTep
NaTVHCBLKOro andasiTy) Ta BHECEHHS 3MiH [0 pO3Ainy
MK4A. MponoHoBaHa peaakuis: MAPKYBAHHSA BignosigHo
[0 3aTBEPAXEHOr0 TEKCTY MapkKyBaHHS. BignosigHo 1o
3aTBEPKEHOr0 TEKCTY MapKyBaHHS, L0 [0AAETLCA.
TepMiH BBEAEHHS 3MiH NPOTAromM 3 MicsLiB nicns
3aTBEPAKEHHS
422. | UUCTOH® Tabnetku no 100 Ximanasa Opar IHAi Ximanasa Opar IHAjs BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu | Tuny | 6e3 peyenma UA/2451/01/01
Tabnetoky Komnawi Komnawi - 3MiHM WoAo 6e3nekn/edhekTMBHOCTI Ta thapmakoHarnsgy
nnacTMKoBOMY (iHLWi 3MiHW) - BHECEHHS 3MiH [0 po34iny «MapKyBaHHS»
thnakoHi; no 1 MK$A N3: 3anponoHosaHo: MAPKYBAHHSA 3rigHo
dh1akoHy B KapTOHHIi 3aTBEPKEHOIO TEKCTY MapKyBaHHS. OHOB/IEHHSA TEKCTY
KOpoo6Li MapKyBaHHS YNakoBKW NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmav,ii LWoA0 3a3HaYEHHA OAUHULIb BUMIPIOBAHHS Y
cuctemi Sl. BBefieHHS1 3MiH NPOTAroM 6-T1 MicAUIB Micns
3aTBEPAKEHHS
423. | ULUTPAMOH Tabnetku no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu | TNy | 6e3 peyenma UA/3984/01/01
EKCTPA TabneToK y KOHTYPHii "®bapmavesTu "papmMaueBTUYHa - OHOBJ/IEHHSI TEKCTY MapKyBaHHS YNakoBKW /likapCbKOro
YapyHKOBIli ynakoBLyj; YyHa hipma ipma "JapHnus" 3ac06y 3 BHECEHHAM iHhopMaL,ii LWoA0 3a3HaYeHHS
no 1 KOHTYpHil WIET TR R OOMHULB BUMIPIOBaHHSA Y cucteMi Sl. BHeceHHs 3MiH 40

YapyHKOBIli ynakoBLji B
naui

po3giny “MapkyBaHHs" MKA J13; 3anponoHOBaHo:
MAPKYBAHHSA BlgnoBigHO [0 3aTBEpA)KEHOrO TEKCTY
MapKyBaHHs. TepMiH BBeieHHS 3MiH - NPOTArom 6 MicsiLiB
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Ne Hassa ®opma surnycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy peecmpayitiHo2o
3acoby ynakoska) nocsi04YeHHs1
nicnsa 3aTBepKeHHs
424. | UNTPOMAK® | Tabnetku, no 6 abo no MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/3002/01/01
- AAPHULUA 10 TabneTok y "®GapmaueBTun "®apmaueBTnyHa - OHOBJ/IEHHS TEKCTY MapKyBaHHS1 YNakoBKW NikapCbKoro
KOHTYPHIli YapyHKOBIi YyHa hipma ipma "AapHuus" 3ac06y 3 BHECEHHAM iHhopMaL,ii WoAo 3a3HaYeHHs
ynakosui; no 1 "fapHuus” OOMHWLB BUMIPIOBaHHA Y cucteMi Sl. BHeceHHs 3MiH 40
KOHTYPHIli YapyHKOBIi po3ainy “MapkyBaHHs” MKA /13. 3anponoHoBaHo:
ynakoBLi B naJi; no 6 MAPKYBAHH$ BianoBiaHO 40 3aTBEPAKEHOTO TEKCTY
abo no 10 TabneTok y MapKyBaHHs. TepMiH BBeA,eHHS 3MiH - NPOTArom 6 Micsuis
KOHTYPHUX nicnsa 3aTBepKeHHs
YapyHKOBMX
ynakoBkax
425, | WWABAII HacToiika no 40 mny TOB "AKnM Ykpaina TOB "OKM YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3MiHu | Tuny | 6e3 peyenma UA/6793/01/01
HACTOWKA donakoHi; no 1 "®bapmaueBTu "hapMaueBTUYHA - 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy
dhnakoHy B nauui; no YyHa habpuka" pabpuka" (iHWi 3MiHM) - BHECEHHSA 3MiH [0 po3ainy “MapkyBaHHS”
40 mn 'y cpnakoHax MKA N13": 3arsepaxeHo: MapkyBaHHsA. [looaeTbca
3anponoHoBaHo: MapKyBaHHs. 3rigHO 3aTBEPAKEHOr0
TEKCTY MapKyBaHHs
OHOB/EHHSA TEKCTY MapKyBaHHS YNakoBKY liKapCbKoro
3aco6y 3 BHECEHHSIM iHGhopMaLil LWoA0 3a3HAYEHHS
OLMHULB BUMIpIOBaHHA y cucteMi Sl. BBeeHHS 3MiH
NpoTArom 6-Tn MIiCALIB MiCNA 3aTBEPMAKEHHS.
426. | WOHIBIT TabneTkn, BKPUTI AT Ykpaina AT "KNIBCbKUI Ykpaina BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3miHu | Tuny | 6e3 peyenma UA/5450/01/01
NNiBKOBOIO "KNIBCbKIN BITAMIHHUIA - NOJaHHs HOBOTO cepTudlikarta BifnoBigHOCTI
060/10HKO10, M0 10 BITAMIHHAIA 3ABOA" €poneiicbkili hapmakonei Ne R1-CEP 2013-010-Rev 00
Tabnetok y 6nictepi; 3ABOS" Aana gitoyoi peyosuHu Riboflavin Big, BXe 3aTBepaKeHoro

no 3 6nictepm y nauui

Bupo6Hmka HUBEI GUANGJI PHARMACEUTICAL CO.,
LTD., China. B pamkax 3asB/1eHoOi 3MiHW Bigdynach 3miHa
B p. «Cknag» MKA /13 B Ha3Bi BUpo6HuKka AD| —
npuBeLeHo Yy BignoBigHicTb Ao CEP (3anponoHoBaHo:
Hubei Guangji Pharmaceutical Co., Ltd., China)

FeHepanbHUII gUpeKTop

AnpekToparty thapmayeBTUYHOro 3a6e3neyeHHs

OnekcaHpp KOMAPIAOA




MEPENIK

JopaTtok 4

[0 Hakasy MiHicTepcTBa OXOPOHMU
300pOB’A YKpaiHu

22.12.2020 Ne 2970

NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIONOMNYHUX MPEMNAPATIB), SKUM BIAMOB/IEHO Y AEP)XXABHIN PEECTPALLI, NEPEPEECTPALLII TA

BHECEHHI 3MIH O PEECTPALINHNX MATEPIANIB

TA AEP>XABHOIO PEECTPY JIIKAPCbKNX 3ACOBIB YKPAIHU

Ne HasBsa ®dopma BunycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby

A3SUTEP® Kpanni o4Hi, po3uunH, 15 Na6opatyap ®paHuin Na6opaTtyap tOHiTEP ®paHuis 3acigaHHs BigMoBUTY y 3aTBEepPKEHHI - BUNPaB/IEHHS TEXHIYHOT
mr/r no 250 mry Tea HTP Ne 46 Big, | NOMWIIKM HE peKOMeHAO0BaHe A0 3aTBepKEeHHS, OCKISbKN
0HOL,030BOMY 26.11.2020 3a3HayeHe BUMpPaBeHHs He Bignosigae n.2.4. posginy VI
KOHTeliHepi, no 6 Haka3y MO3 Ykpainu Big 26.08.2005p. Ne 426 (y pepakwii
0[HOZ1030BMX KOHTEliHEpIB Haka3zy MO3 Ykpainu Big 23.07.2015 p Ne 460)
y cawe, Ne6 (1 cawe) y
KapTOHHI Kopo6Lyi

APYTUMON® Kpansi O4Hi, po3ynH, 2,5 TOB "bayw YKkpaina [p. F'epxapg MaHH, Xem-cthapm. HimeuwunH | 3acigaHHs BigMOBUTY y 3aTBEPKEHHI - BUNPaBAEHHSI TEXHIYHOT
mr/mn a6o 5 mr/mn; no 5 Xenc" ®abpuk M'M6X, HimeuunHa a/ HTP Ne 45 Big, | nomunku B 3.2.P.3.3. Onuc BMpo6HNYOro npouecy ta
M/1Yy N1acTUKOBOMY (BpO6GHMLTBO 6asTKy, NEPBUHHE PpaHLis 19.11.2020 KOHTPO/IO NpoLiecy: 3amiHa NOCUIaHHS Ha MeTof
hNakoHi-kanesibHULj nakyBaHHs, BTOPUHHe BMNPOGYBaHHs EP 3 2.2.35 Ha 2.2.3 ansa nokasHuka "pH",
Bottelpack, sknii nakyBaHHs, aHaNiTUYHI OCKiNbKV 3arnpornoHoBaHa pefakLisi TeXHIYHOT MOMUIIKU He
3aKPUBAETLCA KPULLIKOIO, BMNPOOGYBaHHS, BUMYCK cepil); BiANOBIAAE BU3HAYEHHIO «TEXHIYHA NOMUSIKa» (3rifHO
L0 HarBUHYYETLCA, 3 NabopaTtopis LLoBeH, ®paHuis Hakaszy MO3 Big 23.07.2015 Ne 460), ToMy LLIO NOMU/IKa
npoGiHnKom; no 1 (BMPO6HMLTBO Basky, NepBUHHE JonyLleHa B MaTepianax peecTpauiiiHoro focbe
dhnakoHy-KkpanensHuL, B nakyBaHHs, aHaNiTUYHi BMPOGHUKA
KapTOHHI kOpoo6Lj; No 5 BMNPOOYBaHHS)
M1y p1aKOHiI, 3
KpanesibHuLelo Ta
FBUHTOBOIO KPULLIKOIO; 1Mo 1
thnaKkoHy B KapTOHHIl
Kopoo6Li

EMOTOH TabneTku, BKPUTI TOB "Epcenb YkpaiHa ATnaHTiKk ®apma — MpogycoeL MopTyrani | 3acigaHHs BigMoBUTY y 3aTBEepPAKEHHI - BUNPaBEeHHS TEXHIYHOT
NNiBKOBOI 060JI0HKOHD, MO Papma dapmaceyrTikaw, C.A. ] HTP Ne 46 Big, | nomunku y cneyudikadii Ta MeTogax KOHTPO/IO Ha
50 mr a6o no 100 mr, no YkpaiHa" 26.11.2020 nigcTaBi BUCHOBKIB EKCMEPTHUX KOMICI w00
10 TabneTok y 6nicTepi, BMNPAaB/IEHHS TEXHIYHOT NOMUNKM Ta 3 ypaxyBaHHAM
no 3 6nicTepn y KapTOHHIlA pilLeHHs 3acifgaHHa HaykoBo-TexHiuHoi pagu AEL, MO3
nauuj Ykpainu Big 26.11.2020

30/1A®PEH TabneTku, Wo AT "Apamvep, Monsbua AT "Apgamepn dapma” Monbwa 3acigaHHs BigMoBUTHM y AepxaBHili peecTpauii — pekomeHgauis y

®DACT OVCNepryoTbCs B POTOBINA Papma” (BignoBifabHUIA 38 KOHTPO/b Ta HEP Ne 21 Big, | BigMOBIi g0  OepxaBHOi  peecTpauil Ha  eTani
NOPOXHWHI, no 10 mr, 15 BWMYCK cepil; BiagnoBiganbHuii 3a 24.09.2020 creuianizoBaHoi ekcnepTu3n BIANOBIAHO [0 BUCHOBKY

mr, 20 mr, no 7 TabneTok y
6nicTepi, No 4 6nictepn y

BMPOGHMLTBO Ta NaKkyBaHHS)

YnpaBniHHA eKcnepTu3y MaTepianis 3 6ioekBiBa/IEHTHOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa rliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby
KapTOHHI Kopo6Ly
PUBACTUIMIH | kancynu TBepgi no 1,5 mr OpioH PiHNAHAIA Ei.MNi.En. CsichT Cepsicec ManbTa/ 3acifgaHHs BigmoBUTY Y 3aTBEPAKEHHI - BUNPaB/IEHHS TEXHIYHOT
abo no 3,0 mrno 14 KopnopeiiwH (ManbTa) itg, MansTa IHais HTP Ne 45 Bifi | MOMUWNKM B peecTpauiliHiX OOKYMEHTaX, OCKi/TbKU
Kancyn y 6nictepi, no 2 (anbTepHaTMBHUI BUPOBHUK, L0 19.11.2020 3anponoHoBaHi 3asBHNKOM BUMNPAaB/IEHHS B TEKCTI
6nicTepy B KapPTOHHIi 3[iICHIOE KOHTPO/Ib SKOCTI); MapKyBaHHS NEPBUHHOI YNaKoBKW NiKapCbKOro 3acoby He
Kopoo6Li OpioH KopropeWLH, ®iHnsHais BiAnoBiAalnTb nonepeaHbL0 3aTBepiXeHM JOKYMeHTaM Ta
(BMPOGHMK, LLO 3iACHIOE (haKTUYHO € 3MiHAMK Y TEKCTi MapKyBaHHS i He MOXYTb
BTOPUHHY YNakKoBKY, KOHTPO/b po3rasgaTvcs siKk TeXHIYHa nomunka
AIKOCTI, BUNYCK Cepill;
anbTepHaTUBHUIA BUPOGHUK, LLIO
3[iiCHIOE BTOPMHHE NaKyBaHHS
Ta BUNYyCK cepiil); TOppeHT
dapmacsbtoTikanc fliviteg —
3aBof B IHApag , IHgjs
(BMPOGHVK, LLIO 34iACHI0E
BUPOGHWLITBO, NEPBUHHY,
BTOPUHHY YNakKoBKY, KOHTPO/b
AKOCTI)
CKIHOPEH® renb 15 %, no 5 r a6o no JIEO ®apma NaHis NEO dapma MaHyakTypiHr ITanisa 3acifgaHHs BigmoBuUTKM y 3aTBEpPAKEHHI - 3MiHM | TUNY - 3MiHN LWOA0
30 r y Ty6i; no 1 Ty6i B AlC ITani CPN HTP Ne 49 Big | 6e3nekn/ethekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHs
KapTOHHIN nayui 03.12.2020 a60 3MiHM 10 y3arasibHEeHMX AaHUX NPo cUCTeEMY

hapmakoHarnagy (BBefeHHs y3arasibHeHUX AaHnx npo
cuctemy hapMakoHarnsgy, 3miHa ynoBHoBaxeHoi ocobu,
BiANOBIAANLHOI 3a 34iliCHEHHSA hapmakoHarnagy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsaay 3assHuka ans
3[iiCHEHHS chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
BiIMiHHa BiJ YNOBHOBaX€eHOI 0cO6MU, BiANOBIAa/IbHOI 3a
3AilicHeHHA hapMakoHarnagy (BKIUaUM KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MileHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - 3MiHa KOHTakTHOT ocobu
YNOBHOBaXXEHOI 0CO6U 3asBHKKA, BifnoBigaibHOI 3a
hapMakoHarniag B Ykpaini. [itova pegakuis: Haymosa
IpuHa OnekcaHgpiBHa. MNponoHoBaHa pefakuis: ManTaHoB
AHTOH CTaHiCcnaBoBKY - 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT 0CO6M 3asiBHMKA,
BiANOBIAA/IbHOT 32 hapmakoHarnsaz B YKpaiHi, y 38'a3ky i3
HaZlaHHAM OHOB/EHOT iHhopMaLlii o0 3MiHU KOHTaKTHOI
0C06M YNOBHOBaXKEHOI 0CO6M 3asiBHMKA, BiANOBIAA/IbHOI 3a
chapmakoHarnsg B YkpaiHi

FeHepasibHUI QUPEKTOpP
AuvpekTopaty dhapmaLeBTUUHOro 3a6e3neyYeHHs

OnekcaHpp KOMAPIOA
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