MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
13.06.2019 Ne 1396
Kuis

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

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

HAKA3Y1O:

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

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

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



4. KOHTpOJIb 3a BUKOHAHHAM LIbOI'0 HaKa3y ITOK/IaCTU Ha 3aCTylHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Aopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

13.06.2019 Ne 1396

MEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hasga dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢popma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 rMocsio4eHHs1
1. BETAMETA3O0OHY MOPOLLIOK MpuBaTHe YkpaiHa Kpictan Icnanis peecTpauist Ha 5 pokis - He UA/17478/01/01
HATPIIO (cybcTaHuis) y akuioHepHe Papma C.AY. niossieae
DOCPAT noAgiliHNX nakeTax 3 TOBapuUCTBO
nonieTuneny, ski "Nlekxim-
BMiLLleHi y Xapkis"
nnacTnkoBuii
KOHTeliHep Ans
chapmaLeBTU4YHOro
3acTocyBaHHS
2. BAHCTA® niodpinisat gna Aypob6iHA0 IHgis AypobiHao IHais peecTpauis Ha 5 pokiB 3a He UA/17479/01/01
pO34uHy A5 iHdy3il, dapwma /1T dapma MepioAnyHICTb NOAAHHSA PEryNsapHO OHOB/IIOBAHOIO peuyenmom niosnsieae
1000 mr 1 chnakoH 3 Nimiten 3BiTy 3 6e3neky BignoBigHO A0 MopsAKY 34iNCHEHHS
MOPOLLKOM Y naui dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3nekun
3. ANCYNb®IPAM MOPOLLIOK My6niyHe YkpaiHa tOHigpar IHAjsA peecTpauisi Ha 5 pokis - He UA/17480/01/01
(cybceTaHuis) y akuioHepHe IHOBETIB niossieae
noABiHMX TOBapUCTBO dapma
nonieTuIeHoBMX "HaykoBo- TexHonomxun
nakeTtax gns BUPOGHNUNIA ntp
thapmaueBTU4HOro LeHTp
3acToCcyBaHHsA "Bopuariscbk
uii Ximiko-
thapmavneBTuy
HWiA 3aBog”
4, EAEPMIK renb 0,1%no30ry MAT Ykpaina MNAT YkpaiHa peecTpauis Ha 5 pokiB 6e3 nionsieae UA/17481/01/01
Ty6i, no 1 Ty6i B nauui "Papmak” "®apmak” MepioAnyHICTb NOAAHHS PEryNsSiPHO OHOB/IIOBAHOIO peyenma
3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iicCHeHHs
dhapmakoHarnsgy, 3aTBepieHoro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’S YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainum 19 rpyaHs 2016 poky
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nakyBaHHSA,

Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby yrnakoska) 0 NMOCBIOYEHHs
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKu.
5. IBYNMPO®EH KpucTaniyHmi ToBapucTBoO 3 YkpaiHa XYBEN Kutaii peecTpauisi Ha 5 pokis - He UA/17482/01/01
nopowuok abo 06MeXeHo FPEHYN3- niossieae
KpucTtanu BiANOBIAabHI BIOKO3
(cybcTaHuis) y CTHO ®APMACBIO
noABiliHMX “GapmaueBtn TIKANT KO.,
nonieTnIeHoBmX YHa KoMnaHis nTa.
naketax ans "3p0pos'a”
chapmaLeBTU4YHOro
3acTOCyBaHHs
6. KAPHITUHY KpucTaniyHmi TOB YkpaiHa XaHceoxem Kopes peecTpadisi Ha 5 pokis - He UA/17483/01/01
OPOTAT NOpPOLLOK "BANTAPTIH Ko., N1A4. nionsieae
(cybeTaHuis) y DAPMA"
NoABINHMX
nonieTMneHoBux
naketax gns
chapmaLeBTU4YHOro
3aCTOCYBaHHSA
7. KYTEPH TabneTkun, BKpUTI AcTpa3eHeka LLsewis BVMPOGHMK "in CLUA/ peecTpauis Ha 5 pokis 3a He UA/17484/01/01
NNiBKOBOIO Ab bulk", Lsewis/ MepioAnYHICTb NOAAHHSA PErynspHO OHOB/IKOBAHOIO peyenmom niossieae
060/10HKO0, 5 Mr/10 nepBuHHE Benvka 3BiTy 3 6e3neku BignosigHo A0 Mopsaky 34iCHEHHS
Mr; no 14 TabneTok, nakyBaHHs, BpuTanis/ hapMakoHarnsay, 3aTBepaXeHoro Hakasom
BKPUTUX NIBKOBOIO KOHTPO/1b HimeuyunHa MiHiCcTepcTBa OXOPOHU 3[40POB’A YKpaiHu Big, 27
060/10HKOMD, Y SAKOCTI: rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
6nicTepi, no 2 AcTpa3eHeka MiHicTepcTBi tocTuii Ykpainu 19 rpyaHsa 2016 poky
6nicTepy y KapTOHHIl PapmacbTHK 3a Ne 1649/29779 (y pepaxuii Haka3y MiHicTepcTBa
Kopobui anc /M, CLUA; OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHsl 2016
nepBuHHE Ta poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
BTOPVHHE 3a3HaYeHM y NepiognYHOCTI NOAAHHS PerynsipHuX
nakyBaHHs, 3BITIB 3 6e3neku.
KOHTPO/b
AKOCTI, BUNYCK
cepi:
AcTpa3eHeka
AB, WsBeUis;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNYCK cepil:
AcTpa3eHeka
tOK Nimiteq,
Benuka
BpuTaHis;
nepBuHHe Ta
BTOPVHHE
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby yrnakoska) 0 NMOCBIOYEHHs
BUNYCK cepil:
AcTpa3eHeka
rmo6X,
HimeyunHa
8. nicAaiIn TabneTkun, BKpUTI [O-p Peppi'c IHAis [-p Peppj'c IHAiA peecTpadist Ha 5 pokis 3a He UA/17485/01/04
NiBKOBOO Na6opatopic NabopaTtopic MepioAnyHICTb MOAAHHS PerynsipHO OHOBJIIOBAHOTO peyenmom nionsizae
060/10HKO10, M0 1000 nrtp nrp, 3BiTYy 3 6e3neku BiANOBIAHO A0 MopsAaKy 34iACHEHHS
mr, no 10 TabneTok y hapmakoHarnsay, 3aTtBepXeHoro Hakasom
6nicTepi, no 6 MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big, 27
6nicTepiB y KApTOHHIl rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
Kopoobui MinicTepcTsi tocTuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 34,0p0B’S YKpaiHu Bif 26 BepecHsl 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMY y NepiognyHOCTI NOAAHHS PErynsipHnX
3BITiB 3 6e3MneKu.
9. nicaain TabneTkn, BKPUTI [O-p Pepgij'c IHgis O-p Peppi'c IHais peecTpauis Ha 5 pokiB 3a He UA/17485/01/01
NiBKOBOO Na6opatopic NabopaTtopic MepioAnyHICTb NOAAHHSA PerynsipHO OHOBJIIOBAHOTO peyenmom nionsizae
060/10HKOI0, M0 250 Nt nrp, 3BiTy 3 6e3neku BignoBiaAHoO A0 MopsaKy 34iiCHEHHS
mr, no 10 TabneTok y hapmakoHarnsay, 3aTBepAXeHoro Hakasom
6nicTepi, no 6 MiHicTepcTBa 0XOpOHM 340POB’S YKpaiHu Big 27
6nicTepiB y KAPTOHHiIl rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
Kopoobui MinicTepcTBi tocTuuii Ykpainun 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), CTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HayYeHMM y NepiognyHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3MneKu.
10. nicAain TabneTkun, BKpUTI [O-p Pepgi'c IHAiA [-p Peppj'c IHAjsa peecTpauis Ha 5 pokis 3a He UA/17485/01/02
NNiBKOBOIO Na6opatopic NabopaTtopic MepioAnYHICTb NOAAHHSA PErynsipHO OHOB/IKOBAHOIO peyenmom niossieae
060/10HKO10, N0 500 Nt nrp, 3BiTy 3 6e3neku BignoBiaHoO A0 MopsiaKy 34iCHEHHS
mr, no 10 TabneTok y hapMakoHarnsay, 3aTBepLXeHoro Hakasom
6nicTepi, no 6 MiHicTepcTBa OXOPOHU 3[40POB’A YKpaiHu Big 27
6nicTepiB y KAPTOHHiIl rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
Kopobui MiHicTepcTBi tocTuuii Ykpainum 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3y MiHicTepcTBa
OXOPOHY 34,0p0B’s1 YKpaiHu Bif 26 BepecHsl 2016
poky Ne 996), CTaHOBUTb: 3riAHO 3i CTpOKamu,
3a3HaYeHMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKu.
11. nicaain TabneTkn, BKPUTI O-p Pepgij'c IHgis [-p Peppi'c IHais peecTpauis Ha 5 pokiB 3a He UA/17485/01/03
NNiBKOBOIO Na6opatopic JNabopaTtopic MepioAnyHICTb NOAAHHSA PEryNsapHO OHOB/IIOBAHOIO peuyenmom niosnsieae
060/10HKO0, N0 750 Nt nrp, 3BiTy 3 6e3neky BignoBigHO A0 MopsAKy 34iNCHEHHS

mr, no 10 TabneTok y
6nicTepi, no 6
6nicTepiB Y KAPTOHHIl
Kopobui

thapmakoHarnsgy, 3aTBep)KeHOro Haka3om
MiHicTepcTBa OXOPOHU 3[10POB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pefakuii Haka3y MiHicTepcTBa
OXOPOHW 300pPOB’A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBUTb: 3riAHO 3i CTpOKamu,
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Ne Hassa Popma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2
3acoby yrnakoska) 0 NMOCBIOYEHHs
3a3HaYeHMMM y NepiognYHOCTI NOAAHHS PerynsipHnX
3BITiB 3 6e3neKu.
12. YPCOAE3O0KCUX MOPOLLIOK AT YkpaiHa [Oicbapma ITanis peecTpauisi Ha 5 pokis - He UA/17486/01/01
OJIEBA KUCNOTA | KpucTasiuHuii "KNIBCbKNW ®paHujc nionszae
MIKPOHI3BOBAHA | (cy6cTaHuis) y BITAMIHHWIA C.P.N.
nakeTax noABinHMX 3ABO4"
nonieTMneHoBuUx ans
hapMaLeBTUYHOTO
3acTOCyBaHHSA
13. LE®PYAAP 15T NopoLUoK ANs AAP ®APMA Cnony4yeHe 3eiicc IHais peecTpaduis Ha 5 pokiB. 3a He UA/17487/01/01
PO3UnNHY A5 iH EKLiN nTa Koponiscte | ®apmac’toTike MepioAnyHICTb NOAAaHHSA PerynsipHO OHOB/IOBAHOTO peyenmom nionsi2ae
no 1500 wmr, no 1 a6o o] nc ner. Nita,. 3BiTy 3 6e3neku BignoBigHo A0 MNopsaaKy 34iicHeHHS
10 conakoHiB y dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
KapTOHHI KopoobLi MiHicTepcTBa 0XOpPOHW 340POB’ YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifAHO 3i CTpOKamu,
3a3HavYeHVMU y NepiogMYHOCTI NOAaHHSA PErynsipHmX
3BITiB 3 6e3MeKu.
14. LE®YPOKCUM NopoLUOK AN AAP ®APMA CnonyyeHe 3eiicc IHais peecTpavuis Ha 5 pokis 3a He UA/17488/01/01
15r PO34MHY N8 iH ekl nTa KoponisctB | ®apmac’ioTike MepioAnyHICTb NOAAHHSA PerynsipHO OHOB/HOBAHOIO peyenmom nidnsieae
no 1500 wmr, no 1 a6o 0 nc Net. 114, 3BiTy 3 6e3Mneku BignoBiAHO A0 MNopsaaKy 34iCHEHHS

10 donakoHiB y
KapTOHHI/ KopoobLi

dhapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHM 340PpOB’A YKpainu Big 27
rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakady MiHicTepcTsa
OXOPOHW 3[10POB’A YKpaiHu Big, 26 BepecHa 2016
poky Ne 996), cTaHOBWTb: 3riAHO 3i CTpOKamu,
3a3HavYeHVMU Y NepiogMYHOCTI NOAAHHS PErynsapHUX
3BITIB 3 6e3nekm

HauyanbHUK Bigainy 3 nutaHb (papmaneBTUYHOI

BIANbHOCTI lenapTamMeHTy BnpoBagXeHHA pedhopm

T.M. IacKoBCbKUii




MEPENIK

Aopatok 2
A0 Hakasy MiHicTepcTBa OXOPOHU

300pOB’A YKpaiHn

13.06.2019 Ne 1396

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUNX IMYHOBIONOIN4YHUX NMPEMNAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHUN

MeAMYHOro 3acToCyBaHHA NiKapcbKoro 3acoby Ao
pos3giniB "®apmakosioriuHi BacTUBOCTI" (YTOUHEHHS
iHdhopmawii), "MpoTunnokasaHHsa", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3acob6amMu Ta iHLWi BUam
B3aemMogijin", "Ocob/IMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHs y nepios BariTHoCTi abo rogyBaHHs
rpyaar” (yTouHeHHs iHdpopmadii 3 6esnekn),
"Mepepo3yBaHHA", "M0GIYHI peakuii” BigNoBigHO 40
OHOBJIEHOT iHhopMaLii 3 6e3neKkn Ailounx peyoBmH
nikapcbKoro 3acoby.

MepiognyHIiCTb NOAAHHSA PEryNSPHO OHOBJIIOBAHOTO
3BiTy 3 6e3neku BigNoBiAHO A0 MNopsaKy 34iiCHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 340p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI MOJaHHS PerynsipHux
3BITiB 3 6E3MeKN.

Ne Hassa Popma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Homep
n/n JliKapCcbK0O20 (nikapcbka hopma, 3asiBHUKa BUPOGHUKa BiOnycKy aHHs peecmpayitiHo2
3acoby ynakoska) 0 MoCBIOYEeHHs
1. BIOCENT 70 pO34MH ANns TOB YkpaiHa MpAT "Bionik" Ykpaina MepepeecTpauis Ha HeOGMEXeHUIA TepMIH 3a He UA/13166/01/02
30BHiLLUHBLOIO "YKpaiHCcbka peuyenmom niossieae
3acTocyBaHHsA 70% thapmaueBTny
no 100 mny Ha KomnaHis"
thnakoHax abo
6aHkax
2. BPOHXONITUH cupon, no 125ry AT Bonrapis Brpo6HMLTBO Bonrapis MepepeecTpalist Ha HEOOMEXEHN TEPMIH. 6e3 He UA/10064/01/01
oNakoHi CKIsiHOMY "Codpapma” Hepo3giacoBaHO 3MiHM Wopao 6e3nekn/edheKTMBHOCTI Ta peyenma nidssieae
a6o 3 T npoaykui, thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
nonietuneHtepedTan nepBuHHa Ta nikapcbKoro 3acoby, TEKCTI MapKyBaHHsS Ta
aTy; no 1 dpnakoHy 3 BTOPVHHA IHCTPYKLii A/19 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
MipPH/M CTaKaH4MKOM ynakoBka: perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
Y KapTOHHIi nauui AT "Codpapma”, nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
Bonrapisi; 3acTOCyBaHHS flikapCcbKoro 3acoby B
[o3sin Ha nicnspeecTpauiiinii nepiog, abo sk pesynbTar
BUMNYCK cepil: OLLiHKM 3BIiTY 3 AOCNiAKEHb, NPOBEAEHNX BiANOBIAHO
AT "Codpapma”, 00 nnaHy negiatpnyHux gocnigpkeHb (PIP) (iHwi
Bonrapis 3MiHW) - 3MiHV BHeCeHOo A0 IHCTpyKLii ans
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3aCTOCyBaHHA NikapCbKoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbTart
OL|iHKM 3BIiTY 3 JOC/iAXeHb, NpoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxeHs (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3acToCyBaHHS NiKapcbKoro 3acoby Ao
po3giny "MokasaHHsA" (YTOUHEHHS iHghopMalLlii), a
Takox [0 po3ainis "Oco6MBOCTI 3aCTOCyBaHHS",
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOUYHEHHS
iHchopmauii), "MepenosyBaHHs", "Mo6iuHI peakwi”
BiANOBIAHO 0 OHOB/EHOT iHGhopMaL,i 3 6e3nekn
Lit0Y0i pevyoBUHY NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3Mneku BigNoBiAHO A0 MNopsaKy 34iiCHEHHS
hapmakoHarnsgy, 3aTBepKeHOro Hakasom

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 MNocBi04YeHHs
3. BEHOPYTUHON | kancynu no 300 wmr, My6niyHe YkpaiHa My6niuHe YkpaiHa MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 6e3 He UA/2354/01/01
no 10 kancyny akLjioHepHe akLioHepHe MepiognyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO peyenma nionsieae
6nictepi; no 2 TOBapUCTBO TOBapUCTBO 3BiTYy 3 6e3nekun BignNoBiAHO [0 MopsAaKy 34iCHEHHS:
6nictepm y nauui 3 "HaykoBo- "HaykoBo- thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
KapToHy BMPOGHUNYNIA BMPOGHUYNIA MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
LeHTp LEeHTp rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
"BopLyariscbk "BopuiariBcbKuii MiHicTepcTBi tocTuyi Ykpainn 19 rpyaHsa 2016 poky
nii Ximiko- XiMiKO- 3a Ne 1649/29779 (y pefaxuii Hakazy MiHicTepcTBa
thapmavueBTuy thapmaueBTUyH OXOPOHW 340pOB’A Ykpaiuu Bif 26 BepecHsn 2016
Hui1 3aBog” uii 3aBog" poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHA PerynsapHuUX
3BITiB 3 6e3neku.
4. BAHKOMIUWH- niodpinizar ana dapmaueBTNY peuis AH®APM Ipeuis MepepeecTpayia Ha 5 pokis 3a He UA/8773/01/01
BOKATE NPUroTyBaHHsA Ha KomMaHis XENNAC C.A. 3 06r'pyHTOBaHVX NPUYKH, NOB'A3aHNX 3 peyenmom nionsi2ae
pO34uHy ANs iHQy3il "BOKATE thapmakoHarniagoM.
no 500 mry C.A" MepiognyHICTL NOA4AHHS PErynsipHO OHOB/IIOBAHOMO
chnakoHax, no 1 abo 3BiTYy 3 6e3neku BignNoBiAHO [0 MopsaaKy 34iCHEHHS:
10 donakoHis 3 hapmakoHarnagy, 3aTBepXeHoro Hakasom
niodpinizatom y MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
KapTOHHI/ KopoobLi rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3sy MiHicTepcTBa
OXOPOHW 340pOB’A Ykpaiu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTPOKaMu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHS PErynspHuX
3BITiB 3 6e3neku.
5. FACTPO- TabneTku, BKPUTI NAT YkpaiHa MAT Ykpaina MepepeecTpauisi Ha HEOBMEXEHWI TepMiH. 3MiHu | 6e3 niosnsieae UA/1034/01/01
HOPM® NNiBKOBOO "Tanuucpapm” "Tanuuchapm” TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenma
060/10HKOH0, M0 120 YKpaiHa; hapmakoHarnsgy. 3miHa y KopoTKiil XxapaKTepucTuLi
Mr no 10 TabneTok y MAT nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
6nictepi, no 4 a6o 10 "KuiBmegnpenap IHCTPYKLi A1 MeAUUYHOro 3acTocyBaHHS Ha nigcTasi
6nicTepiB y navi at", PerysisipHO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
Ykpaina nikapcbKoro 3acoby, abo AocnifpkeHb 3 6e3nekn
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OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BifnoBigabHOI 3a
thapmakoHarnsg,. 3miHa MicLs 34iCHEHHSI OCHOBHOT

LiSNbHOCTI 3 hapmakoHarnagy. 3miHa Homepy
MacTep-haiina, 3MiHa MiCList 3HAXOMKEHHA MacTep-
thaiina cuctemu chapmakoHarnsgy 3asiBHuka. 3MiHu

| TMny - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT 418 MeAMYHOro 3aCTOCyBaHHS Ha nigcTasi
perynsipHoO OHOBJ/IOBAHOTO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiiinii nepiog, abo sk pesynbTart
OL|iHKM 3BIiTY 3 JOC/iXeHb, NpoBeAeHUX BiAMNOBIAHO
00 nnaHy negiatpuyHmx gocnimpxkeHs (PIP) (3MiHy

Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHUM

opraHom) 3MiHW BHECEHO A0 iIHCTPYKLUiT An1A
MeAMYHOro 3acTOCYBaHHSA NikapCbKoro 3acoby y

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 MNocBi04YeHHs
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big, 27
rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340POB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO 3i CTpOKaMu,
3a3Ha4YeHUMK Y NepiognUYHOCTI NOJaHHS PerynsapHux
3BITiB 3 6e3neku.
6. FENAPUH NOPOLLOK TOB YkpaiHa Xebeli YaHrwaH Kutaii MepepeecTpayis Ha HEOOMEXeHUI TEPMIH - He UA/14105/01/01
HATPIIO (cybeTaHuis) y "®APMEKC Biokemikan nionsizae
noABiiHMX reyn" dapmac oTrKan
nonieTuNeHoBUX Ko., 14,
nakeTtax gns
chapmaL,eBTUYHOro
3acTOCyBaHHs
7. EK3O0AEPUN® nak ons Hirtie TOB "CaHgo3 Ykpaina [o3sin Ha CnoseHis/ MepepeecTpauisi Ha HEOOMEXEHWI TePMiH. 3MiHu | 6e3 niossieae UA/13688/01/01
NAK nikyBasbHWi1, 5% YkpaiHa" BUNYCK cepil: HimeuuunHa TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenma
PO34uH, No 2,5 mn Nex thapmakoHarnsgy. BeegeHHs abo 3miHu o
ab6o 5 Mn y dhnakoHi; dapmaueBTUyHa y3arasibHeHNX JaHnx nNpo cucTemy dapmakoHarnsgy
no 1 donakoHy pasom KoMnaHia a.4., (BBEAEHHS y3araslbHEHVX AaHUX NPo cucTemy
3 10 nonatoukamu, 30 CnoseHis; hapmakoHarnagy, 3miHa ynoBHOBaXeHOT 0cobwm,
TamnoHamu gns BUPOGHMLITBO BiANOBiAA/IbHOT 3a 3iiCHEHHA dhapmakoHarnsagy;
ounLLeHHs Ta 30 Hepo3dacoBaHo KOHTaKTHOI 0cobu 3 chapmakoHarnagy 3asBHuKa ans
nuIoYKaMu A1 HIrTie T npoaykuii, 3[ilicCHEeHHS chapMakoHarnsay B YKpaiHi, SKLL0 BOHA
y nauui 3 kKapToHy nepBuHHE Ta BiIMiHHA BifJ, YNOBHOB&XEHOI 0CO6MU, BiANOBIAA/IbHOI
BTOPVHHE 3a 34ilicHeHHA hapmakoHarnsgy (Bkioyaum
nakyBaHHs, KOHTaKTHi faHi) Ta/abo 3MiHM Yy PO3MILLLEHHI MacTep-
TEeCTYBaHHS: thaiina cuctemu chapmakoHarnsgy) 3miHa
Maynb B. YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BifNoBigabHOI 3a
BeriBepc M'mb6X, thapmakoHarnag;: giroya pegakuis — CebactbsiH
HimeyunHa XOopH, NpornoHoBaHa pefakuis — KanawHuk Jlapuca
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Howmep
peecmpayjiliHo2
0 MNocBi04YeHHs

po3gin "MobiuHi peakuii" BigNOBIAHO [0 OHOBIEHOT
iHhopmauii 3 6e3nekn Ajr4oi pevyoBUHM.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IOBAHOrO
3BiTy 3 6e3neku BigNoBigHO A0 MopsSAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340P0OB’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakazy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiuu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HaYeHMY y NepiognyYHOCTI NOAAHHS PerynspHux
3BITiB 3 6e3neku.

SUHALE®D™

NOPOLLIOK A5
pO3unHy ANs iH'eKuii,
no 750 mr; 1 chnakoH
3 NOPOLUKOM Y
KapTOHHI ynakosL,i

nakcoCmiTKn
ANH EkcnopT
Nimiten

Benwvka
Bputanis

nakcoCmitKns
H
MaHythakTypuHr
C.n.A.

ITanisa

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH. 3MiHu 11
TMny - 3MiHK LWoAo 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLi AN18 Me4MYHOro 3aCTOCYBaHHS Y 3B'A3KY i3
HOBUMW JaHVUMM 3 SIKOCTi, AOK/TiHIYHUMU, KNiHIYHUMMN
[aHuMun Ta gaHumu 3 hapmakoHarnagy - 3MiHu
BHECEHO A0 IHCTPYKUiT 4719 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BnactusocTi”, "Baaemogis 3
IHLUMMK NiKapCbKMKM 3aco6amMu Ta iHLWi BUuam
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rogyBaHHs
rpyaar”, "MepenosysaHHs", "Mo6iyHi peakyii” "Aitn"
(mopaHo iHchopmaito 3 6e3nekn), "3gaTHIiCTb
BMMBATY Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHLWMMKN MexaHismammn"
BiANOBIAHO A0 iHhOpMaL,ii CTOCOBHO 6e3neku, sika
3a3HayeHa B MaTepiasiax peecTpaLiiHoro Aocbe.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3Mneku BiANOBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340pOB’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pO0B’A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/1524/01/01

SNHALEE®™

MOPOLLIOK ANs
PO34UHYy A5 iH'EKUiA,
no 1,5r; 1 conakoH 3
MOPOLLKOM Yy
KapTOHHI ynakoBL,i

nakcoCmiTKn
AH ExkcnopT
NimiTen

Benuvka
BpuTaHis

nakcoCwmitKns
H
MaHyakTypuHr
C.n.A.

ITanis

MepepeecTpauis Ha HeobMexXeHuA TepMiH. 3MiHu ||
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 Y KOPOTKIil XxapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT 4719 MEANYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMW faHVMU 3 SIKOCTI, AOK/IHIYHUMU, KNiHIYHUMMU

3a
peyerimom

He
nionsieae

UA/1524/01/02
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 MNocBi04YeHHs
[aHVMK Ta fJaHumy 3 hapmakoHarnsagy - 3miHv
BHECEHO A0 IHCTPYKUIiT 4519 Mean4HOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BiactmsocTi", "B3aemogis 3
HLUIMMK NiKapCbKMKM 3acobamMu Ta iHLWi BUuam
B3aemogii", "Ocob/MBOCTi 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiof BariTHOCTi abo rogyBaHHs
rpyaat”, "MepeposysaHHs", "Mo6iyHi peakyii "diTn"
(mopaHo iHchopMmalito 3 6e3neku), "3aaTHiCTb
BN/MBATW Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTpaHCMopTOM abo iHWMMK MexaHismamu'
BiANOBIAHO A0 iHOpMaLii CTOCOBHO 6e3neku, sika
3a3HayeHa B MaTepiasiax peecTpaLiiiHoro Aocbe.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNoBigHO A0 MopsSAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakazy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiuu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHS PerynspHux
3BITiB 3 6e3neku.
10. | 30TEOH MOPOLLIOK ANs HoBaprTic LLiBeiuapis KoHadhapma LLiseiiuapis/ MepepeecTpauis Ha 5 pokiB 3a He UA/12920/01/01
NOAXAWNNEP iHransyin, Teepai dapma Al Al , Wseiiuapis | CnonyyeHi 3 06I'PYHTOBAHMX NPUYKH, NOB'A3aHNX 3 peuenmom niosnsieae
Kancynu no 28 mr; no (nepBuHHe Ta LWratn hapmakoHarn1s40M.
8 kancyn y 6nictepi; BTOPWHHE AmepuKmn MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
no 7 6nictepis ta 1 nakyBaHHs 3BiTYy 3 6e3Mneku BiANOBiAHO A0 MopsaKy 34iCHEHHS
iHraNsATOpP y KAPTOHHIN (anbTepHaTMBHM thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
nauuj; o 4 KapTOHHI 1 3aBop)); MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27
naykum ta 1 Hosapric rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
[04aTKOBUIA ®apma 'méX, MiHicTepcTBi tocTuyii Ykpainm 19 rpyaHsa 2016 poky
iHransTop a6o no 8 HimeuunHa 3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
KapTOHHMX NayoK Ta 2 (Bunyck cepii); OXOPOHY 340pOB’A YKpaiHu Bif 26 BepecHst 2016
[0AaTKOBI iHranaTopu HosaprTic poky Ne 996), cTaHOBWTb: 3rigHO 3i CTPOKamu,
y Kopobui dapmMacbloTuka 3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynspHUX
nc 3BITIB 3 6e3neku.
KopnopeiiH,
CnonyJeHi
LWtatn AMepuku
(BMpOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
11. | KOPU3ANIA® TabneTku, BKpUTI BYAPOH PpaHuis BYAPOH ®paHuin MepepeecTpauisi Ha HEOBMEXEHWI TepMiH. 3MiHu | 6e3 niossieae UA/9329/01/01
060/10HKOI0 1Mo 20 TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenma

Tabnetok y 6nictepi;
no 2 6nictepu y
KapTOHHI KOopoo6Li

thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLIi A/19 MeAMYHOro 3aCTOCYBaHHS Ha nigcTasi
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Howmep
peecmpayjiliHo2
0 MNocBi04YeHHs

perynisipHoO OHOBJ/IOBAHOrO 3BTy 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbtart
OLjiHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnimxkers (PIP) (iHwi
3MiHM) 3MiHN BHECEHO A0 IHCTPYKLIT 418 MeanyHOro
3aCTOCYBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"Cnoci6 3acTocyBaHHs Ta f03U" (YTOYHEHHS
iHchopmawii oo 6esnekn), "OiTn" (YTOUHEHHSA
iHchbopmawii 3 6e3neku), “MNo6ivHi peakuii” BiANOBIAHO
[0 maTepianiB peecTpauiliHoro o0cbe NikapcbKoro
3acoby.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3Mnekun BiANoBiAHO A0 MNopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepKeHoro Hakasom
MiHicTepcTBa OXOpOHW 340POB’A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTBa
OXOPOHY 340p0B’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku.

12.

NAMIBNN®

kpem 1 %, no 15 r abo
30r B TYy6i; no 1 1y6i y
KapTOHHI/ Kopoo6Li

HoBaprTic
KoHcbromep
Xenc CA

LLiBeiuapis

HoBaprTic
KoHcbomep
Xenc CA

LLiBefiuapis

MepepeecTpauis Ha HeOOMEXEeHUA TePMIH. 3MiHu 11
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHM y KOpoTKili XapakTepucTu,
nNiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLUIT 4719 MEAUYHOr0o 3aCTOCYBaHHSA y 3B'A3KY i3
HOBVMW JAaHUMU 3 AKOCTi, AOKAIHIYHUMU, KNIHIYHMK
JaHuMun Ta gaHumu 3 hapmakoHarnsagy - 3miHu
BHECEeHO [0 iHCTPYKLIT 415 MeanyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"®apmakonorivyHi B1acTMBocCTi"(pefaryBaHHs
TeKcTy), "Oco6UBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHSA y nepiog BariTHOCTI Ta rogyBaHHs
rpyAAto"(YyTouHeHHs iHchopmaii), "3aaTHicTb
BMMBATY Ha LUBUAKICTb peakuii Npu kepyBaHHi
aBTOTPAHCMOPTOM ab0 iHWMMKN
MexaHisMamu'(pegaryBaHHs TekcTy), "Cnoci6
3aCTOCyBaHHSA Ta 403" (YTOUHEHHS iHchopmai),
"Mepepo3yBaHHs, "Mo6iuHi peakuii "BignosigHoO g0
marepianiB peecTpauiiHoro JOChbeE.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BignNoBiAHO 0 MopsAaKy 34iCHEHHS:
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainm 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Hakazy MiHicTepcTBa

6e3
peyenma

niossieae

UA/1005/03/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 MNocBi04YeHHs
OXOPOHW 340pOB’A YKpaiHuu Bif, 26 BepecHsa 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHMY y NepiognyHOCTI NOAAHHS PerynspHux
3BITiB 3 6e3neku.
13. | NEBO®J/IOKC TabneTtku, BKPUTI CKAH IHais BadHa IHais MepepeecTpauia Ha 5 pokis 3a He UA/13292/01/01
NNiBKOBOIO BIOTEK NTA, dapmacbtoTikan 3 06I'PYHTOBAHMX NPUYMH, MOB'A3aHNX 3 peyenmom nionsieae
06010HKO0, Mo 500 clitg dhapmakoHarnsgom. .
Mr no 5 TabneTok y MepiognyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
6nictepi; no 1 3BiTYy 3 6e3neku BignNoBiAHO [0 MopsAaKy 34iCHEHHSN
6nicTepy B KApTOHHIi thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
ynakosLi; no 10 MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
Tabnetok y 6nictepi; rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
no 1 6nictepy B MiHicTepcTBi tocTuyii Ykpainn 19 rpyaHsa 2016 poky
KapTOHHI ynakoBLi 3a Ne 1649/29779 (y pepakuii Haka3ly MiHicTepcTBa
OXOPOHW 340pOB’A Ykpaiuu Bif 26 BepecHsa 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PerynsapHuX
3BITiB 3 6e3neku.
14. | NEBO®J/IOKC TabneTky BKpUTI CKAH IHais BadHa IHais MepepeecTpauia Ha 5 pokiB - He UA/13293/01/01
NNiBKOBOO BIOTEK NTA dapmacbioTikan 3 06I'PYHTOBAHMX NPUYMH, NOB'A3aHNX 3 nionsieae
06010HKot0, Mo 500 c itq, thapmakoHarns40M.
mr in bulk: no 5 MepioAnYHICTb NOAAHHA PerynspHO OHOB/IIOBAHOMO
TabneTtok y 6nictepi; 3BiTy 3 6e3neku BigNOBiAHO A0 MopsaKy 34iCHEHHS
no 200 6nicTepiB y hapMakoHarnsay, 3aTBepAXeHOro Hakasom
KapTOHHI ynakoBLi; MiHicTepcTBa OXOPOHU 340POB’A YKpaiHu Big, 27
in bulk: no 10 rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
Tabnetok y 6nictepi; MiHicTepcTBi tocTuuii Ykpainnm 19 rpyaHsa 2016 poky
no 100 6nicTepiB y 3a Ne 1649/29779 (y pepaxuii Haka3zy MiHicTepcTBa
KapTOHHIA ynakoBLi; OXOPOHY 340pOB’A YKpaiHu Bif 26 BepecHst 2016
in bulk: no 1000 poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
TabneTok y 3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynsapHUX
nosieTuneHoBoMy 3BITiB 3 6e3neku.
nakeTi B KOHTeiHepi
15. | MEOOKAPAUN Tabnetku no 6,25 wmr; Mepokemi Kinp Megokemi T4 Kinp MepepeecTpauisi Ha HEOOMEXEHWI TepMiH. 3MiHu | 3a He UA/9479/01/01
no 10 TabneTtok y nTa (LeHTpanbHuii TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom nionsieae
6nictepi; no 3 abo 10 3aBog), Kinp; hapmakoHarnsgy. 3miHa y KopoTKiil XxapaKTepucTuLi
6nicTepiB y KAPTOHHIi Megokemi T4 nikapcbKoro 3acoby, TEKCTi MapKyBaHHs Ta
Kopoo6Li (3aBop AZ), IHCTPYKLi A1 MeAUUYHOro 3acTocyBaHHS Ha nigcTasi
Kinp PEerysisipHO OHOBJ/TIOBAHOTO 3BTy 3 6e3nekn

nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHSA NikapCbKoro 3acoby B
nicnsipeecTpaviiinii nepiog, abo sk pesynbTart
OL|iHKM 3BIiTY 3 JOC/iXeHb, NpoBeAEeHUX BiAMNOBIAHO
[0 nnaHy negiatpuyHux gocnigxers (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO [0 iIHCTPYKLIi y po3aiin
"B3aemogis 3 iHWMMU flikapcbkuMn 3acobamu Ta
iHLWI BUAW B3aeMogiit", "3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHs rpyaa”, "3aaTHicTb
BNAMBATW Ha LUBUAKICTb peakuii Npu KepyBaHHi




Hassa

n/n JliKapcbKo20

Popma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6Huk

14
KpaiHa

3acoby

ynakosKa)

3asiBHUKa

BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

aHHSA

Pexknamys

Howmep
peecmpayjiliHo2
0 MNocBi04YeHHs

16.

MEAOKAPAVN

Tabnetku no 25 mr;

Megokemi

Kinp

Megokemi T4

Kinp

aBTOTPaHCMOPTOM ab0 iHLWMMK MexaHiamamu',
"Cnoci6 3acTocyBaHHS Ta fo3u" (LWoao 6e3nekn),
"Mepeno3yBaHHA", "INo6ivHI peakuii" BiANOBIAHO A0
OHOB/IEHOT iH(hopMaLlii 3 6e3nekn Ailo4oi peyYoBUHU.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3Mnekun BiANoBiAHO A0 MNopsaKy 34iACHEHHS

thapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27

rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakaly MiHicTepcTea
OXOPOHY 340p0B’A YKpaiHu Bif 26 BepecHst 2016

poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku.

17.

METUNYPALUUN
3

Ma3b no 15 r abo no

no 10 TabneTtok y
6nictepi; no 3 abo 10
6nicTepiB y KAPTOHHIi
Kopobui

nTh

MpAT

Ykpaina

(UeHTpanbHuii

3asog), Kinp;

Megokemi T4

(3aBog AZ),
Kinp

MpAT

MepepeecTpauisi Ha HeOBMEXeHW TepMiH. 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLiT AN Me4MYHOro 3aCTOCYBaHHSA Ha nigcTasi
perynisipHoO OHOBJ/IOBAHOTO 3BIiTY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nekn
3aCTOCyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpaviiinnii nepiog, abo sk pesynbTart
OLjiHKM 3BITY 3 AOC/IIXEHb, MPOBEAEHUX BiAMNOBILHO
[0 nnaHy negiatpuyHmx gocnimpxkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHUM
opraHom) 3MiHV BHECEHO [0 iHCTPYKLiT y po3ginu
"B3aemogia 3 iHWMMM NiKkapcbkumn 3acobamm Ta
iHLWI BUAW B3aeMOgiin", "3acTocyBaHHsA y nepios
BariTHoCTi abo rogyBaHHs rpyaa”, "3aaTHicTb
BMMBATK Ha LUBUAKICTb peakwii Npu kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHLWMMK MexaHiamamun',
"Cnoci6 3acTocyBaHHS Ta f03u" (LWoao 6e3nekn),
"Mepepno3yBaHHA", "M06IYHI peakuii” BigNOBIAHO A0
OHOBJIEHOT iH(hopMaLlii 3 6e3nekn A4ilo4oi peyoBUHN.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/TIOBAHOTO
3BiTYy 3 6e3Mneku BiANOBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340POB’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pO0B’A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTPOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/9479/01/02

30 ry Ty6i; no 1 Ty6i B

MIPAMICTUHO

naui

"®apmaveBTn

yHa hipma

"GapmaueBTnyH

Ykpaina

a pipma

MepepeecTpaLis Ha HEOOMEXEHUA TePMiH. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta

hapmakoHarnsay. 3MiHa y KOpOTKiil xapakTepucTuui

6e3
peyenma

niossieae

UA/1750/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Howmep
peecmpayjiliHo2
0 MNocBi04YeHHs

M

"NapHnys’”

" apHILs”

NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLU|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IKOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimpkeHb 3 6e3neku
3aCTOCyBaHHS /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo Sk pesynbTar
OLjiHKM 3BITY 3 AOCILKEHb, NPOBEAEHUX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigkerb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHW BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3giny "OcobnBOCTi 3aCTOCyBaHHA" BiANOBIAHO A0
OHOBJIEHOT iHGhopMaLii 3 6e3Mnekn 3aCTOCyBaHHs
[OMOMKHUX PEYOBUH.
MepiognyHICTb NOAAHHS PerynsipHO OHOB/IOBAHOTO
3BiTy 3 6e3neku BigNoBigHO A0 MopsSAKY 34jiCHEHHS
chapmakoHarnsgy, 3aTBepKeHOro Hakasom
MiHicTepcTBa OXOPOHU 340P0B’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyii Ykpainn 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakazy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiuu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayveHMK y NepiognyHOCTI NOAAHHS PerynspHux
3BITiB 3 6e3neku.

18.

MYKANITAH

Tabnetku no 0,05,
no 30 TabneTok y
KOHTeliHepax
nosiMepHux

TOB
"TepHochapm”

YKpaiHa

TOB
"TepHodhapm"

YKpaiHa

MepepeecTpadisi Ha HEOOMEXEHWI TePMiH. 3MiHU |
TMny - 3MiHK WoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUyYHOro 3acTocyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHb 3 6e3nexku
3acTOCyBaHHS MikapcbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLLiHKM 3BITY 3 AOCNIMKEHb, NPOBEAEHMX BigNoBIgHO
[0 nnaHy negiatpuyHunx gocnigxernb (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3MiHU BHECEHO A0 IHCTpYKUiT Ans
MEeAMYHOro 3aCToCyBaHHS NiKapCbKoro 3acoby Ao
po3giny: "MNMokasaHHs"(BUIy4YeHO "Ty6epkynbo3
nereHiB 3 ABMLLAMY HecneungiyHOro 6poHXiITy")
BIAANOBIAHO [0 OHOBMIEHOI iIHChopMaL,i 3 6e3nekn
Ail040T PEYOBUHN.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/IOBAHOTO
3BiTYy 3 6e3nekun BignNoBiAHO 0 MopsAaKy 34iCHEHHS:
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuyi Ykpainm 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefakuii Hakazy MiHicTepcTBa

6e3
peyenma

nionsieae

UA/0344/01/01
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Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 MNocBi04YeHHs
OXOPOHW 340pOB’A YKpaiHuu Bif, 26 BepecHsa 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayveHMY y NepiognyHOCTI NOAAHHS PerynspHux
3BITiB 3 6e3neku.
19. | OPNTOKCAUMH NOpPOLLOK Yemo 16epika, IcnaHis KIMIKA IcnaHis MepepeecTpalis Ha HeOOMeXeHUIA TEPMIH - He UA/13817/01/01
(cybeTaHuin) y C.A. CIHTETIKA, nionsieae
NoABINHMX C.A.
nonieTMNeHoBux
naketax gns
BMPOGHULITBA
CTepu/ibHUX Ta
HecTepuIbHUX
nNiKapcbknx hopm
20. | MAKNITAKCEN- KOHUeHTpaT ons TOB YkpaiHa TOB Ykpaina MepepeecTpavis Ha 5 pokiB. 3MiHKM | TUNy - 3MiHK 3a He UA/13787/01/01
DPAPMEKC PO34MHy NS iHQY3ild, "®APMEKC "®APMEKC Lof0 6e3nekn/edhekTMBHOCTI Ta papMakoHarnsay. peuyenmom niossieae
6 mr/mn no 5 mn (30 reyn reyn 3MiHa y KOpOTKili XapakTepucTuLj NikapcbKoro
mr), 16,7 mn (100 mr), 3aco0by, TeKCTi MapKyBaHHS Ta iIHCTPYKLiT ANns
35 mn (210 wmr), 41,7 Me[MYHOro 3aCTOCYBaHHS Ha NifcTasi perynspHo
M (250 mr), 43,4 mn OHOB/THOBAHOTO 3BITY 3 6e3neKn NikapcbKoro 3acoby,
(260 mr) a6o 50 mn abo gocnigkeHb 3 6e3nekn 3acToCyBaHHs
(300 mr) y chnakoHi; nikapcbKoro 3acoby B nicnspeecTpaviliHvin nepiog,
no 1 dpnakony y ab0 K pe3ynbTar OLiHKM 3BITY 3 4OCNIAKEHD,
KOHTYPHili YapyHKOBIi npoBeAeHWX Bi4NoBIiAHO A0 NaHy negiatpudHnx
ynakoBLi; no 1 pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOHTYPHili YapyHKOBIi KOMMETEHTHUM YINOBHOBaXEHUM OpraHom) 3MiHu
ynakoBLi y nauui 3 BHECEHI A0 IHCTPYKLii 418 MeAUMYHOro 3aCTOCyBaHHsA
KapTOHY nNiKapcbKoro 3acoby y po3ainu: "MNokasaHHA"
(peparyBaHHs TekcTy), "lMpoTmnokasaHHA",
"Oco6nuBi 3axoamn 6e3nekn”,"Bzaemogis 3 iHLWIMMU
nikapcbkMmn 3acobamu Ta iHWi BUAn B3aeMogiii",
"Ocob6nmBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHA Ta fo3un" (iHhopmavis woao
6e3neku), "MNobiyHi peakuii” BigNoBIAHO A0
OHOBJIEHOT iHdhopMaLii 3 6e3neku Ailo4oi peHOBUHN.
MepiogUyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3nekun BignNoBiAHO 0 MopsaaKy 34iCHEHHS:
chapmakoHarnsagy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3ly MiHicTepcTBa
OXOPOHW 340POB’A YkpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riJHO 3i CTPOKaMu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHS PerynspHuX
3BITiB 3 6e3neku.
21. | NIBOHII mMaca nogpibHeHa NAT YkpaiHa MAT Ykpaina MepepeecTpauis Ha HeObMeEXeHUIA TEPMIH - He UA/13945/01/01
BIAXWUNEHOI (cy6cTaHuin) 3 "Ximcpapm3as "Ximthapmsasog, nidnsizae
TPABA TA NiKapCbKOi pOCANHHOI of "YepBoHa "YepBoHa 3ipka"




17

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2
3acoby ynakosKa) 0 MNocBi04YeHHs
KOPEHEBULUA CUPOBUHN Y 3ipka"
3 KOPEHAMU nanepoBmX MilLKax
Ons BUpobHuUTBa
HecTepuIbHUX
NiKapcbknx hopm
22. | NPOCTANAL HacTolika ans TOB YkpaiHa MpAT "Bionik" Ykpaina MepepeecTpadisi Ha HEOOMEXEHWI TePMiH. 3MiHU | 6e3 niosnsieae UA/1194/01/01
nepopanbHOro "YKpaiHcbka TMny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta peyenma
3acTocyBaHHA no 100 | chapmaueBTuy dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
My ¢hriakoHi abo y Ha KomnaHis" y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy
6aHLi i3 cknomacu; no (BBEAEHHSA y3araslbHEHNX AaHUX MPO CUCTEMY
1 donakoHy abo 6aHLi thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOoT ocobw,
B Mauuj 3 KapTOHY ; No BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
100 mn y chnakoHi KOHTaKTHOI 0cobu 3 hapmakoHarnisgy 3asBHvKa Ans
abo y 6aHLi 3pjiicHeHHs chapmakoHarnsay B YKpaiHi, K0 BOHA
nonimepHiii; no 1 BiAMIHHA Bif YNOBHOBaXKeHOi 0Cco6w, BiANOBiAa/IbHOT
thnakoHy abo 6aHui B 3a 3[jicHeHHs hapmakoHarnsay (BkIoyatum
nauuj 3 KapToHy KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-
(paiina cuctemu chapmMakoHarssay) YnoBHoBaxeHa
ocoba, BignosigasnbHa 3a papmakoHarnsg: Jitoua
pepakuis — Kyuep 3iHaiga JleoHigiBHa.
MponoHoBaHa pepakuisa — bputaH OkcaHa
BaneHTuHiBHA. 3MiHa KOHTAKTHUX faHuX. 3MiHa
Micusi 34iICHEHHA OCHOBHOI AisS/IbHOCTI 3
hapmakoHarnsagy. 3miHa y po3MileHHi macTep-
thaiina cuctemm thapmakoHarnsgy
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3Mnekun BiANOBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340pOB’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340p0B’A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku.
23. | CTPENTOUWNA Tabnetkn no 0,5 r, no TOB Ykpaina TOB Ykpaina MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1090/01/01
10 TabneTok y "TepHodhapm" "TepHodhapm" MepiognyHICTL NOA4AHHS PErynsipHO OHOB/IIOBAHOIO peuenmom nionsieae
6nictepax 3BiTYy 3 6e3nekun BignNoBiAHO [0 MopsaKy 34iCHEHHS:
chapmakoHarnsagy, 3aTBepiKeHOro Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Big, 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3ly MiHicTepcTBa
OXOPOHW 340POB’A YkpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHSA PerynspHuX
3BITiB 3 6e3neku.
24. | CTPENTOUWNA Tabnetku no 0,31, No TOB YkpaiHa TOB Ykpaina MepepeecTpauisi HA HEOBMEXEHUIA TEPMIH. 3a He UA/1090/01/02
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Howmep
peecmpayjiliHo2
0 MNocBi04YeHHs

10 Tabnetok y
6nictepax

"TepHochapm”

"TepHodhapm"

MepiognyHIiCTb NOAAHHSA PErynspHO OHOB/IIOBAHOMO
3BiTy 3 6e3neku BigNoBiAHO A0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27
rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiognYHOCTI NOJaHHS PerynsapHux
3BITiB 3 6e3neku.

peyenmom

nionsieae

25.

TPNXONON®

Tabnetku no 250 mr
no 10 TabneTok y
6nictepi; no 2
6nicTepn B KAPTOHHIN
naui

dapmaueBTny
HWiA 3aBO,
"MONIb®APM
A" C.A.

MonbLwa

PapmaueBTUYHN
1 3aBOg
"MONb®APMA"
C.A.

Monbla

MepepeecTpaLis Ha HEOOMEXEHWUA TEPMIH. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKL|i 415 MeAUYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHo OHOB/IIOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOCNILKEHb, MPOBEAEHUNX BiAMNOBILHO
[0 nnaHy negiatpnyHux gocnigpkens (PIP) (iHwi
3MiHK) 3MiHM BHECEHO A0 IHCTPYKUiT 4151 MeguyHoro
3aCTOCyBaHHS NiKapCbKoro 3acoby Ao po3ginis
"MNpoTrnokasaHHsA", "B3aemMogis 3 iHWNMK
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdopMauii Wwoao 6e3neku),
"MepeposysaHHa", "MNo6iyHI peakuii”" BiANOBIAHO A0
OHOBJIEHOT iHhopMaLlii 3 6e3nekn 3acTocyBaHHs,
3a3HayeHoi B MaTepianax peectpauiiHoro Jocbe
nikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTy 3 6e3Mneku BiANOBiAHO A0 MopsaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOpOHM 340pOB’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pO0B’A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHMMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neKku.

3a
peyerimom

He
niossieae

UA/1306/01/01

26.

®EPPOEK-
3/0POB'A

PO34UH ANS iH'EKLIN,
50 mr/mn, no 2 mn B
amnyni no 5 amnyn y
KapTOHHI Kopo6Lj; no
2 mn B amnyni; no 5
amnyn y 6aictepi; no

ToBapucTBO 3
06MexeHot
BiANOBiAAbHI
CTIO
"®apmaveBTn
YHa KOMMaHis

YkpaiHa

ToBapucTso 3
obmexeHo
BignoBigasbHICT
10
"GapmaueBTnyH
a KoMnaHis

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHUA TePMiH. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiHa y KOpOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLiT 4N19 Me4MYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHo OHOBJIKOBAHOTO 3BITY 3 6e3nekn

3a
peyerimom

He
nionsieae

UA/2393/01/01
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n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Howmep
peecmpayjiliHo2
0 MNocBi04YeHHs

1 6nictepy y
KapTOHHI Kopoo6Li

"370pOB'A"

"380poB'A"

nikapcbkoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCyBaHHSA /ikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pesynbTar
OLjiHKM 3BITY 3 AOCILKEHb, NPOBEAEHUX BiAMNOBILHO
[0 nnaHy negiatpuyHux gocnigkersb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YNOBHOBaXKEHNM
opraHom) 3miHW BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHSA NikapCbKoro 3acoby Ao
po3ainis "MNpoTunokasaHHs", "B3aemogis 3 iHWumu
NikapcbkMK 3aco6amu Ta iHLWi BUAW B3aemogii”,
"Oco6MBOCTI 3aCTOCYBaHHSA", "3acToCyBaHHS Y
nepiog, BaritTHoOCTi abo rogyBaHHs rpyaar”
(yTouHeHHs iHncpopmaii), "3aaTHICTb BUNMBATU HA
LUBUAKICTb peakLii Npu KepyBaHHi aBTOTPaAHCNOPTOM
abo iHWKMK MexaHiamamu'”, "Cnoci6 3acTocyBaHHs
Ta fo3n" (yTouHeHHs iHdopmadii), "MobiuHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHGhopMaL,i 3 6e3nekn
3aCTOCYBaHHS Ait0H0i PEHOBUHM.
MepiognyHICTb NOAAHHA PErynspHO OHOB/IIOBAHOIO
3BiTy 3 6e3neku BigNoBiAHO A0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big 27
rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMM Y NepiognYHOCTI NOJaHHS PerynsapHux
3BITiB 3 6e3neku.

27.

®NALEKC

Ma3sb, 20 mr/r, no 10 r
abo 15ry T1y6i; no 1
Ty6i B KQPTOHHIlA
Kopoo6ui

ToBapucTBO 3
o0bMexeHot
BiANOBiAa/bHI
CTIO
"®apmaueBTn
YHa KOMMaHis
"3popos'a”

YkpaiHa

ToBapucTso 3
obmexeHor
BignosigasbHiCT
10
"GapmaueBTnyH
a KoMnaHis
"3po0pos'a”

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
MepiognyHICTb NOAAHHS PErynsipHO OHOB/IIOBAHOTO
3BiTYy 3 6e3Mnekun BiANOBiAHO A0 MopsaKy 34iCHEHHS

thapmakoHarnsgy, 3aTBepAXeHOro Hakasom

MiHicTepcTBa 0XOpOHW 340pOB’A YKpaiHu Big, 27
rpyaHst 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHY 340pOB’A YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku.

6e3
peyenma

nionsieae

UA/3374/01/01

28.

DNYTAMIA

TabneTku no 250 mr
no 21 tabnetuyiy
6nictepi; no 4
6nicTepu B KAPTOHHIA
Kopo6Li

OpioH
KopnopeiiLuH

DiHNaHAIA

OpioH
KopnopeiiLH,
PiHNAHAIS;
AnbTepHaTUBHU
1 BUPOBHUK, L0
3[jicHI0E
nepBuHHe Ta
BTOPWHHE

[OIERERTE]

MepepeecTpauis Ha HeOOMEXEHWNIA TEPMIH. 3MiHu 11
TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKiil XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKLUT ANS MEAUYHOro 3aCTOCYBaHHS y 3B'A3KY i3
HOBVMMW JaHUMU 3 KOCTi, AOKAIHIYHUMU, KNIHIYHMK
OaHumn Ta gaHumu 3 papmakoHarnsagy - 3miHu
BHECEHO /10 iHCTPYKLIi NS MenyHoro

3a
peyenmom

He
nionsieae

UA/0488/01/01




Hassa

Popma sunycky

20

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
BionyckKy

Pexknamys
aHHs

Howmep
peecmpayjiliHo2

29.

UEBPELIO
TPABA

Tpasa (cybcTaHuis) y

MpAT

YkpaiHa

nakyBaHHS:
OpioH
KopnopeiiLH,
PiHNAHAIA

MpAT

Ykpaina

3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainy
"Mo6iuHi peakwyji" BigNoBigHO A0 MaTepianis
peecTpauiiHoro Aocbe.
MepiognyHICTb NOAAHHA PErynspHO OHOB/IIOBAHOMO
3BiTy 3 6e3neku BigNoBiAHO A0 MNopsAaKy 34iCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Big, 27
rpyAHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHa 2016 poky
3a Ne 1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMK Y NepiognUYHOCTI NOJaHHS PerynsapHux
3BITiB 3 6e3neku.

0 MNocBi04YeHHs

MilLKax, ToKax, Kinax
AN BUPO6GHMLTBA
HEeCTepPWU/IbHUX

nNiKapcbknx hopm

"NikTpasun"

"MikTpasu”

MepepeecTpauis Ha HEOOMEXeHUI TEPMIH

He
niossieae

UA/2144/01/01

HayanbHuUK Bigainy 3 nutaHb papmaueBTUYHOI

pisnbHocCTI lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. JIackoBCbKUM




NMEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

Ne

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIO/TONYHUX MPEMAPATIB), LLLOAO AKUX BY/IN BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

MilLIKax

marepiany/peareHTy/npomMiKHOro NPoAYyKTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 4151 4ONOMIKHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikar Bif, yxe
3aTBEpPAKEHOro BMPOGHMKa - OHOBIEHUIA cepTUdiKaT Bif yxe
3aTBEPKEHOr0 BUPOOHUMKA i SIK HACNIAO0K 3MiHa TepMiHY
npuAaTHOCTI Ha nepiog, NepekoHTposo. MpuseaeHHs
cneundikayii Ta aHaIiTUYHUX METOAMK 3a MOKA3HMKaMM

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
1. AQLETPUNC® NOpOLUOK ANs Takepa [JaHis BUPOBHULTBO PpaHuis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13286/01/01
KOHLEeHTpary ans dapma A/C Hepo3g)acoBaHol ITania/ 3MiHW | TUNY - BUYYEHHS i3 METOAIB KOHTPOSIIO SIKOCTI peyenmom
PO34nHY AnA NPOAYKLUT, AscTpis/ NiKapCbKOro 3acoby NOCWUIaHHA Ha TEKCT MapKyBaHHS;
iHdpy3iii no 50 mr; 1 nepBuHHA Benvka 3anponoHoBaHo: MapkyBaHHS (3riiHO 3aTBEPAXKEHOro TEKCTY
chnakoH 3 ynakoska: bCI1 BpuTanis MapKyBaHHS)
MOPOLLKOM Y dapmacbioTikan3
KapTOHHIA KOpoo6Li C.N.A., Itanis; Mep
$abp MegnkameHT
MpoaaxLuH,
®paHuis; BTOPUHHA
ynakoBka, [,03BifN
Ha BUNYycK cepii:
Jendapm Hosapa
C.p.n., Itanis;
Takena ABCTpis
'M6X, ABCTpisi;
KOHTPO/b AKOCTI
cepii: KoBaHc
Na6opaTtopi3
Nimiten, Benvka
BpuTtaHis
2. A3NTPOMILVH NOPOLLIOK CninbHe Ykpaina Epkpoc, C.A. Icnanis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3mMiHu | Tuny - - UA/5732/01/01
(cybeTaHuisn) ans YKpalHCbKO- 3MiHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat
thapmMaueBTUYHOIO icnaHcbke BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
3acToCyBaHHA y nignpUeEMCTBO MopaHHA HoBOro abo OHOB/IEHOro cepTuddikaTa BifNoBIAHOCTI
NoABINHMX "Cnepko abo BUNyYeHHs cepTudpikata BiAMoBiAHOCTI €BpONencobKil
nosieTuneHoBmX Ykpaina" hapmakonei: ana A®l; ans BuxigHoro
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
«CynpoBigHi AOMILLKM», «KilbKiCHE BU3HAYEHHS» Y
BiANOBIAHICTb A0 MoHorpadii «A3UTpoMiLMH» € (gitove
BWAAHHS), BUTYYEHHS NOKa3Huka «Baxki meTanmn».
3anponoHoBaHo: R1-CEP 2007-206-REV01
3. A3NTPOMILUVH NOpPOLLIOK CninbHe Ykpaina MniBa Xopsartis Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - - UA/10401/01/01
(cybeTaHuisn) gns YKpPaiHCbKO- nrg 3miHu 3 sikocTi. CepTudikat BignosigHocTi/l E-cepTudikat
BMPOGHULITBA icnaHcbke BiANOBiAHOCTI EBponelichbkiin hapmakonei/MoHorpadii.
HecTepusIbHUX nigNpPUEMCTBO MopaHHA HOBOro abo OHOBEHOTO cepTudikaTa BifnNoBigHOCTI
nikapcbknx opm y "CMEPKO abo BMNy4YeHHs cepTudikara BifgnoBigHOCTI €Bponeicbkii
NoABINHMX YKPAIHA" thapmakonei: ana A®l; gns BuxigHoro
nonieTuIeHoBmX MaTepiany/peareHTy/NpoMiKHOro NpoAayKTy, Lo
MiLLIKax BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBEHWIA cepTuddikat Bif yxe
3aTBEPIKEHOr0 BUPOOHUKA - OHOBMEHW cepTuddikaT Big, yxe
3aTBEPKEHOr0 BUPOOHWMKA i K HACNIA0K 3MiHa TepMiHY
NpUAATHOCTI Ha Nepiof NepekoHTponto. MNMpuBeaeHHS
crneundikayii Ta aHaniTUYHUX METOAMK 3a MNOKA3HMKaMM
«CynpoBigHi AOMILLKM», «KifbKiCHE BU3HAYEHHS» Y
BiANOBIAHICTb A0 MoHorpadii «A3UTpoMiLMH» €D (gitoue
BWAAHHS), BUTYYEHHS NOKa3Huka «Baxki meTanun».
3anponoHoBaHo: R1-CEP 2007-072-REV01
4, AKKY31A® 10 TabneTkn, BKPUTI MNOAN3EP CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3031/01/01
NAiBKOBOO IHK., MeHtoekuypuHr 3MiHM | TURY - 3MiHW A0 IHCTPYKUiT 418 Mean4Horo peyenmom
o0600HKoto, Mo 10 Joiiuneng M6X 3aCcTOCyBaHHS NiKapcbkoro 3acoby A0 po3ainis
mr/12,5 wr, no 10 "®apmakonoriyni BnactnsocTi”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
Tabnetoky "Mo6iuHi peakwyji"BignosigHO Ao pekomeHaauii PRAC, wopao
6nictepi; no 3 NiABULLEHOrO PU3NKY PO3BUTKY HEMENAHOMHOIO paky LUKipu
6nictepu B (HMPLL) [6a3ansHoKNiTUHHOI KapuuHomu (BKK) Ta
KapTOHHI Kopoo6Li NAOCKOKNITUHHOT kapuvHomu (MKK)] 3 BNAMBOM MigBuLLEEHNX
KYMYNSATUBHUX A03 Tigpox/1opoTiasngy
5. AKKY31A® 20 TabneTkn, BKPUTI MNOAN3EP CLWA Mdpaiizep HimeuunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/3031/01/02
NNiBKOBOIO IHK., MeHgEKYYPUHT 3MiHK | TUNY - 3MiHW [0 IHCTPYKLiT 4519 Mean4Horo peyenmom
060/10HKo0, Mo 20 Loinunena MmoX 3aCcTOCyBaHHs NiKapCcbKoro 3acoby A0 po3ainis
mr/12,5 wr, no 10 "®apmakonoriyni BnactnsocTi”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
Tabnetok y "Mo6ivHi peakuii”BignoBigHo fo pekoMeHaauii PRAC, woao
6nictepi; no 3 NiABMLLEHOrO PU3NKY PO3BUTKY HEMENAHOMHOTO paky LUKipK
6nictepu B (HMPLL) [6a3anbHoKNiTMHHOT KapuuHomu (BKK) Ta
KapTOHilt Kopobu,i NAOCKOKMITUHHOT kapuymHomu (MKK)] 3 BNMBOM NigBuLLLEHNX
KYMYNSATUBHUX A03 Figpox1opoTiasngy
6. AKHECTON Kpem, 200 mr/r no NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7011/01/01
30ry Ty6i, no 1 "KviBmegnpen "KviBmegnpenapat 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peyenma
Ty6i B nayui apar " hapMakoHarnsgy; 3MiHW BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby LLoA0 3a3Ha4YeHHA MDKHapOAHUX
NMo3HavYeHb OAVHVLL BUMIPIOBaHHSA. BBeAEHHS 3MiH NpOTArom
6-TN MicALIB Nic/1a 3aTBEPIKEHHS
7. AKHETPEKC 10 Kancysm m'ski no Mera TainaHg Mera TainaHg BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/16557/01/01
10 mr no 10 kancyn | NalidycaiieHcis NavidpcaiieHcis 3MiHu | TURY - 3MiHK Woao 6e3nekn/edheKTMBHOCTI Ta peyenmom
y 6nicTepi, no 3 Mabnik Mab6nik KomnaHi thapmakoHarnsgy. BeeneHHs abo 3miHV [0 y3arasibHeHUX
6nictepu B KomnaHi Niviten [AaHux npo cuctemy hapmakoHarnsgy (BBefeHHs
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

KapTOHHI KOpooLi

Nimiteq

y3arasibHeHUX JaHnx npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3 dhapmakoHarnagy

3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0ocobu, BiANOBiAa/IbHOI 3a

3ailicHeHHs chapMakoHarnaay (BKUYalUy KOHTaKTHi AaHi)

Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTakTHUX AaHUX KOHTaKTHOI ocobu
3 chapmakoHarnagy 3asBHuKa A5 34iiCHEHHSA
hapMakoHarnisay B YkpaiHi

AKHETPEKC 20

Kancysnm m'ski no
20 mr no 10 kancyn
y 6nicTepi, no 3
6nictepu B
KapTOHHI Kopoo6Li

Mera
NaiidpcaineHcis
Mabnik
KomnaHi
Nimiten

TainaHg

Mera
NaiidpcaineHcis
Ma6nik KomnaHi

NimiTen

TainaHg

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHu 0 y3arasibHeHNX
JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
YMOBHOBaXEHOT 0co6u, BiANOBIAAILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/LHOI 3a
3[jificCHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHVX KOHTaKTHOT
ocobu 3 hapMakoHarnsay 3asBHuKa ans 34iicHeHHS
hapmakoHarnsgy B Ykpaii.

3a
peyenmom

UA/16557/01/02

AKCACTPON®

TabneTku, BKPUTI
NNiBKOBOIO
o60s10HKo0, No 1
Mr, no 14 Tabnetok
y 6nicTepi, no 2
6nictepu B
KapTOHHIN navui

AT "T'piHaexc"

Natsia

Pemepguka TOB

Kinp

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLiA NMPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
roTOBOrO JliKapCbKOro 3acoby, BKIOYAUN AiNbHULL BUMTYCKY
cepii abo MicLle NpoBeAEHHS KOHTPOSIIO AKOCTI. (HiSNbHICTb, 3a
AKY BiANOBIAAE BUPOGHMK/IMNOPTEpP, BKKOYAOUM BUMYCK Cepiid)
- 3MiHa agpecu BupobHuka Pemeayka TOB, Kinp, 6e3 3MiHu
MicLisi BUPOBGHMLITBA

3a
peyenmom

UA/10542/01/01

10.

ANEPIOKOPT

mMasb, 1 mr/rno 15
y Ty6i; no 1 1y6iy
KOpo6Li 3 KapTOHY

ToBapucTtso 3
06MexeHo
BiANOBIAa/bHI
CTIo
"®apmaveBTn
YHa KOMMaHis
"3popos'sa”

YkpaiHa

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AIKOCTI,
BMNYCK Cepil:
ToBapucTBO 3
06MexeHo
BigNoBiga/IbHICTIO
"®apmaueBTnyHa
KoMMaHis
"3popos's",
YKpaiHa,;

BCi cTagii
BMPOGHULTBA,
BMNYCK Cepil:
ToBapucTBO 3
0bMexeHo
BiANoBiga/IbHICTIO
"®GapmMaLeBTUYHa

YKpaiHa

BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis:
3MiHK | TUNYy - 3MiHK 3 AKOCTi. A®Il. KoHTposb AdL. 3miHa y
napameTpax cneuugikauii Ta/abo AoNyCTUMUX MEX,
BM3HA4YeHUX y cneyucpikauisix Ha Adl, abo
BMXiAHWA/NPOMIDXHUIA NPOAYKT/peareHT, WO BYKOPUCTOBYOTHCS
y npoueci BupobHuuTBa A®| (fonoBHEHHS cneuudikaLyil
HOBMM MOKa3HUKOM SIKOCTI Ta BifNOBIAH/M METOL0M
BMNPOOYBaHHS) AOMNOBHEHHSA crieumdikauii AdI
TpUamMuUMHONOHY aLeToHiAy HOBUM NOKa3HUKOM SIKOCTI
«Po3Mip YacTok» 3 BignoBigHHUM METOA0M BUNPOOYBaHHS
3rigHO AOoKyMeHTaLii BUpo6Huka Farmabios SpA, Italy
(HasiBHMI1 CEP). 3miHu | Tuny - 3MiHn 3 AkocTi. A®l. KOHTposb
A®I|. 3miHa y meToaax BunpobyeaHHs APl abo BMXiAHOMO
MaTepiany/npomMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuLTBa AP| (He3HaUHI
3MiHUM Y 3aTBEPAKEHNX METOAAX BUMPOOYBaHHS) HE3HAYHI
3MiHM Yy MeTogi BunpobyBaHHa A®| TpruamMunHOMoHy
aueToHIAy 3a NOKA3HUKOM «3a/IMLLKOBI KifIbKOCTi OpraHiyHux

3a
peyenmom

UA/16036/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
KOMMaHis pO34nHHKKIB» (HasiBHUIA CEP), a came 3MiHa po3mipy KOMTOHKM
"3popos'a", Ne2; TN KO/IOHKM Ta MEeTOAMKY He 3MIHEHO.
YKpaiHa,;
KOHTPO/Tb AKOCTI:
ToBapucTBO 3
0bMexXeHoto
BigNoBiga/IbHICTIO
"®APMEKC I'PY1M",
YKpaiHa
11. ANMbBYMIH po3uuH Ans KegnpioH ITanisa KegpioH C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15876/01/01
NOAVNHWM 200 [N | iHdysiiA, 200 r/n; no C.n.A. 3MiHU | TUNY - 3MiHK Woao 6e3nekn/etekTUBHOCTI Ta peyenmom
50 mn a6o no 100 thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHuX
M1 PO3UUHY Y AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
nAasAwuj; no 1 y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
NAALWLUi B kopobu,j 3 YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
KapToHy 3 dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
MapKyBaHHAM 3aABHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
YKparHCbKO0 BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06W, BiANOBIAaILHOI 3a
MOBOIO 3[jificHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y pO3MilLleHHi MacTep-haiina cucremu
hapmakoHarnsgy) 3miHa KOHTakTHOi 0cobu 3
hapmakoHarnsgy 3asBHUKa 4115 34ilicHeHHs hapMakoHarnsay
B YkpaiHi. [itoya pefakuis - HaropHa KatepuHa IBaHiBHa
MponoHoBaHa pegakuis - LLknspesny Irop OnekcaHapoBuy.
3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0cobu.
12. AMIAKY PO3YUNH | po3unH gns MPAT YkpaiHa MPAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: Ges UA/0407/01/01
30BHILLIHbOIO "PITOPAPM" "PITOPAPM" 3MiHu || TUNY - BBEAEHHSA A0A4ATKOBOrO BUpo6bHMKa TOB peyenma
3acTocyBaHHA 10% "HEOXWM B", YkpaiHa ansa A®l Amiaky po3unH
no 40 mn a6o no KOHLLEHTPOBaHMWIA
100 mny
dhnakoHax
CKNAHMX; no 200
My doakoHax
CKMIAAHWX 3
KOHTpONIEM
nepLuoro
BigKpuTTA; no 40
mn a6o no 100 mn,
a6o no 200 mn y
dhnakoHax
noniMepHux 3
KOHpO/1IeM MepLLOoro
BigKpUTTSA
13. AMOJEPM HEO nak ons Hirtis MAT YkpaiHa LWanens Megikan Ipnangis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/15567/01/01
nikyBanbHWiA, 50 "KuiBmegnpen 3MiHK | TUMY - 3MiHWM BHECEHI 40 IHCTPYKUiT y po3ain "Cnoci6 peuyenma
Mmr/mn no 2,5 mny apar” 3acTOCyBaHHA Ta [403K" BigNoBigHO 40 maTtepianis

dnakoHi; no 1
cdnakoHy pasom i3
wnatensMu gnsi
HaHeCEeHHs nlaky y

peecTpaLiiHoro Joche.
BBegeHHs 3MiH NPOTAroM 6-Tu MiICALIB NiC/1A 3aTBEPAKEHHS
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

KapTOHHI kopo6uyj;
no25mMny
dnakoHi; no 1
hiakoHy pasom i3
nuaoYkaMun ans
HIrTiB, cepBeTkaMmn
AN OYNLLEHHA Ta
narenaMu gns
HaHeCeHHs naky y
KapPTOHHI KOpooL;j

14.

AMOKCUKNAB®

MOPOLLIOK A/1A
pO3UnHy Ans
iH'ekuinn, 500 mr/100
Mr; 5 dhNakoHiB 3
NMOPOLLKOM B
KapTOHHIA KOpooLi

CaHpo3
dapmacbloTik
an3 g.n.

CnoBeHis

CaHpo3 M'mM6X —
Bi3Hec nigpo3gin
AHTW-IHDEKUAHI
N3 (Al-rn3
KyHasb)

ABCTpIs

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny -
AfMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO NikapCcbKOoro 3acoby, BKIYAKUMN AiNIbHULL BUMYCKY
cepii abo micue NpoBeAeHHS KOHTPOO SKOCTI. (AiSNbHICTb, 3a
AKy BiANOBIAaE BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid)
- 3MiHa Ha3Ba BMpobHuka N3 CaHpo3 M'M6X — BisHec
nigpo3sgin AHTtu-lndpekuinHi FN3 (Al-FTN3 KyHanb), ABcTpis, 6e3
3MiHM MicLs BUPO6HMLTBA ( BBEAEHHS 3MiH NpOTArom 6-Tu
MicALiB Nicna 3aTBepAKeHHs); 3MiHU | Tuny - 3MiHW 3 SKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHsA HoBOro abo
OHOBJIEHOTO cepTUQiKaTa BignoBigHOCTI a60 BUYyYEHHS
cepTudikaTa BignNoBiAHOCTI EBpONENCHKIN thapmakonel: ans
A®I; onsa BUXigHOro Matepiany/peareHTy/npomMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTHCS Y BUPOOHULUTBI ADL; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BiAnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMEeHMIA cepTudiikaT Bif yxe
3aTBEPKEHOrO BUPOGHUKA - NOAAHHS OHOBNIEHOTO
Ceptucpikaty R1-CEP 1998-142 Rev 08 gnsa A®I Knucnota
KnaBynaHoBa Bif BXe 3aTBepAXeHOro BUpobHuka Sandoz
Industrial Products S.A., Spain; 3miHu | Tuny - 3MiHU 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BigNOBIAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. MogaHHA HoBOro abo
OHOBJIEHOTO cepTUQiKaTa BignoBigHOCTI a60 BUYYEHHS
cepTudikaTa BignoBiAHOCTI EBpONENCHKIN thapmakonel: ans
A®I; onsa BUXigHOro Matepiany/peareHTy/npomMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULUTBI ADI; ans
[OMNOMDKHOT peyoBuHY (cepTuddikaT BiAgnoBigHOCTI
€Bponelicbkiin hapmakonei) - OHOBMIeHMIA cepTUdiikaT Bif yxe
3aTBEPKEHOrO BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
CepTudpikaty R1-CEP 1999-036 Rev 08 gns A®l AMoKcUuniH
Bif BXe 3aTBepkeHoro BMpo6Huka Sandoz Industrial
Products S.A., Spain

3a
peyenmom

UA/7064/03/01

15.

AMOKCUKNAB®

NOPOLLIOK ANs
PO34nHY AnA
iH'ekwji, 1000
mr/200 wr; 5
dhnakoHiB 3
NMOPOLLKOM B

CaHpos
PapmacbHoTiK
an3 g.a.

CnoBeHis

CaHpo3 N'mM6X —
Bi3Hec nigpo3gin
AHTN-IHDEKUAHI
N3 (Al-rn3
KyHA/1b)

ABcCTpis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MiCLSi NPOBaMKEHHS AiSiNIbHOCTI BUPOBHMKa/imnopTepa
roTOBOrO NiKAPCbKOro 3acoby, BKIoYaoun AiNbHUL BUMYCKY
cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
SIKy BiANoBigae BUPOGHMK/IMNOPTEpP, BKIOYAUM BUMYCK Cepiif)

3a
peyernmom

UA/7064/03/02
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
KapTOHHI KOpooLi - 3MiHa Ha3Ba BMpo6Huka 13 CaHgo3 MmM6X — BisHec
nigpo3ain AHTu-IHdpekuiHi TN3 (Al-TN3 KyHans), ABcTpis, 6e3
3MiHW MicLs BUPO6HMLTBA ( BBEAEHHS 3MiH NPOTArom 6-Tn
MiCALIB NicNsA 3aTBEPAYKEHHS); 3MiHM | TURY - 3MiHK 3 AKOCTI.
CepTtudpikat signosigHocTi/lE-cepTucpikat BignosigHocCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJIEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyHYEHHS
cepTudpikaTa BifnoBiAHOCTI EBponeiichkii thapmakonei: ans
A®I; ona BuxigHoro martepiany/peareHTy/npomiKHOTO
NPOAYKTY, WO BUKOPUCTOBYIOTHCA Yy BUPOOHWLUTBI ADI; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€sponelicbkili hapmakoner) - OHOBNEHWI cepTudpikaT Bif, yxe
3aTBEPAKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
Ceptudikaty R1-CEP 1998-142 Rev 08 gnsa A®l Knucnota
KnaBynaHoBa Bif BXe 3aTBEPKEHOro BUpOo6HMKa Sandoz
Industrial Products S.A., Spain; 3miHu | Trny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-cepTucpikat BignosigHoCTi
€sponeiicbkiii hapmakonei/moHorpadii. MoaaHHs HOBOro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyHYEHHS
cepTudpikaTa BifnoBiAHOCTI EBpoNeiichKii thapmakonei: ans
A®I; onqa BuxigHoro martepiany/peareHTy/npomMiKHOrO
NPOAYKTY, WO BUKOPUCTOBYIOTHLCA Yy BUPOOHWLTBI ADI; ans
[0NOMDKHOT peyoBUHU (CepTudikaT BignoBigHOCTI
€sponelicbkili hapmakonei) - OHOBNEHWI cepTudpikaT Bif, yxe
3aTBEPAKEHOr0 BUPOOHUKA - NOAAHHS OHOB/IEHOTO
CepTudpikaty R1-CEP 1999-036 Rev 08 gna A®l AMOKCULWAMIH
Bifl BXe 3aTBepapkeHoro BupobHuka Sandoz Industrial
Products S.A., Spain
16. AMOKCUN® AT TabneTtku, Wo NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12288/01/01
avcnepryioTtecs, no | "Kuismegnpen "Knismegnpenapar 3MiHM | TMNYy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta peyenmom
500 wmr, no 10 apart” " thapmakoHarnsgy: 3MiHM BHECEHi B TEKCT MapKyBaHHS
TabneTok y yNakoBKM NiKapCbKOro 3acoby o0 3a3HaYeHHS MiXXHaPOLHUX
6nicTepi; no 2 no3HayYeHb OAMHWLb BUMIPIOBaHHSA. BBeeHHs 3MiH NpoTsarom
6nictepu B navuj 3 6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
KapToHY
17. AMOKCUN-K TabneTkn, BKPUTI NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3a UA/15934/01/01
1000 NNiBKOBOIO "KuiBmegnpen "KniBmegnpenapar 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, MO0 875 apat” " thapMakoHarnsay; 3MiHW BHECEHI B TEKCT MapKyBaHHS
mr/125 wmr, no 7 yMakoBKM MiKapCbKOro 3acoby LIoA0 3a3HAaYEeHHS MiXXHapOAHWX
TabneTtok y no3HavyeHb OAVHWLbL BUMIPIOBaHHSA. BBeAeHHS 3MiH NpoTArom
6nicTtepi; no 2 6-TN MiCALIB NiCNA 3aTBEPAKEHHS
6nictepu B nauuj 3
KapTOHY
18. APBIBIP- kancynu no 200 mr ToBapucTBO 3 YkpaiHa Bci cTagii YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/10506/02/02
3400POB'A no 10 kancyny 06MEXeHOo BMPOGHULTBA, AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
POPTE 6nictepi; no 1 BiANoBiAa/bHI KOHTPO/1b SIKOCTI, 3asBHUKa (BNacHVKa peecTpaLiiHoro nocBig4YeHHs).
6nictepy B KOpo6L; CTHO BMNYCK cepil: YTOUYHEHHS Ha3BM Ta afpecu 3asBHUKA.
3 KapTOHY "dapmaLesT ToBapucTBO 3 BBefieHHs1 3MiH NPOTAroM 6-Tv MICALIB NIiCNS 3aTBEPAKEHHS.
YHa KOMMaHis 06MexeHo 3MiHn | TUNY - AgMIHICTPATMBHI 3MiHW. 3MiHa HaliMeHyBaHHS

"3n0poB's”

BiANOBIAA/IbHICTIO

Ta/abo agpecy MicuUs NPOBaKEHHSA AiSNIbHOCTI
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
"®apmaueBTUyHa BMPOGHMKa/iMnopTepa roToBoro Mikapcbkoro 3acoby,
KOMNaHis BKJ/IHOYA0OUN AiNbHWLI BUMYCKY cepii abo Micue npoBefeHHs
"3p0pos'a”, KOHTPOIO AKOCTI. (AiANbHICTb, 3a Ky BiAnoBigae
YkpaiHa; BMPOGHMK/iIMNOpTEp, BKOYaoUM BUMYCK cepiid). 3MiHa agpecu
Bci cTagii BUpO6HMKa TOBapUCTBO 3 OOMEXEHOI0 BiNOBIAa/LHICTIO
BMPOBGHULTBA, “"dapmaLeBTMYHa KOMMaHis "3gopos'a”, YkpaiHa, 6e3 3MiHu
KOHTPO/Ib SIKOCTI: Micus BUPO6HMLTBA. BBEAEHHS 3MiH MPOTArom 6-Tv MicsLiB
ToBapucTBO 3 nicnsa 3aTBepKeHHNA. 3MiHW | TUNYy - AAMIHICTPATUBHI 3MiHN.
06MexeHo 3MiHa HalimeHyBaHHA Ta/abo afpecu MicLsi NPOBaKEHHS
BiANOBIAA/TIbHICTIO [ISNbHOCTI BUpPOOHUKa/iMnopTepa roToBOro /ikapCcbKoro
"®APMEKC I'Pyn", 3aco0by, BK/IYarum AinbHuULUI BUNycKky cepii abo micue
Ykpaina NPOBeEHHS KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy Bifgnosifae
BMPOGHMWK/IMNOpPTEpP, HE BK/IKOYAK4M BUMYCK cepill). 3miHa
agpecu BUpobH1Ka ToBapnCTBO 3 06MEXEHOID
BignosigasnbHicTIO “PAPMEKC MPY”, YkpaiHa, 6e3 3MiHn
Micus BUPOGHMLTBA. 3MiHM | TMNy - 3MiHW 3 AKOCTI. [0TOBMIA
nikapcbkuii 3aci6. CucTeMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO /1ikapCbKOro 3acoby
(BMNyYEHHS yNakoBKW MEBHOIO PO3MIipY). BunyyeHHs ynakosku
nikapcbkoro 3acoby no 10 kancyn y 6nictepi; no 2 6nictepu B
Kopob6Li 3 kKapToHy BMpobHUKa TOB “®apmaneBTnyHa
KoMnaHis “340poB’a”, 3 BiANOBIAHUMY 3MiHAMY [0 pO34iny
“YnakoBka'.. BBefieHHs 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS.
19. APMAAIH MOPOLLIOK TOB YkpaiHa TOB HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: - UA/9770/01/01
(cybeTaHuin) y HaykoBo- BUPOGHMYaA hipma 3MiHM | TUNY — NpUBEAEHHSA MeTOoAIB KOHTpoNo AdI 3a
MiLLKax-BKiagmwax BMPOGHMYA "Mikpoxim" nokasHukamm «lgeHTtucpikauis» (APY 2.2.24), «CynbhatHa
nonieTuIeHoBKX thipma 30na» (APY 2.4.14) Ta «KinbkicHe BU3HauYeHHsa» (APY 2.2.20)
ons "Mikpoxim" y BiANOBIZHICTb [0 Aito40oro BuAaHHA AdY; 3MiHuM | Tuny —
hapmaLeBTUYHOrO 3MiHM go cneundikauii APl 3a nokasHnkamu «lgeHTudikauis
BMKOPVCTaHHS (2.2.24), «CynbtpaTHa 30na» (2.4.14) Ta «KinbkicHe
BM3HAUYEHHs» (2.2.20), y 3B’A3KY 3 NPUBEAEHHAM METO/iB
KOHTPO/IIO Y BiAMOBIAHICTb A0 Aio4oro BugaHHa APY 1a 3MiH y
MeToAax BUNpo6yBaHHSA
20. APYTUMON® Kpanni Ou4Hi, TOB YkpaiHa [p. F'epxapg MaHH, | HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/4073/01/01
po3uuH, 2,5 mr/mn, "BAJIEAHT Xewm-chapm. PpaHuin 3MiHu 3 sKoCTi. FoTOBMIA NikapCbKuii 3aci6. 3MiHN y peyenmom
no 5 mn y pnaxoHi- DOAPMACHIO dabpuk MM6X, BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
KpanesibHuuj, no 1 TIKAN3" HimeuyunHa BMPOBHULTBA 4715 YACTVHU abo BCbOro BUPOGHNYOro npoLiecy
hnakoHy- (BMpPOGHMLTBO roTOBOrO NikapcbKoro 3acoby (AifbHULSA, Ha AKili TPOBOASATHLCSA
KpanesbHuULi y 6asky, nepBuHHe 6yAb-AKi BAPOOHUUI CTaAji, 3a BUHATKOM BUMYCKY cepil,
KapTOHHiiA KOpo6Li nakyBaHHs1, KOHTPOJI0 AKOCTi Ta BTOPUHHOTO MakKyBaHHS 415 CTEPUIbHUX
BTOPUHHE nikapcbkunx 3acobis (BkNOYaOUY BUPOGIEHI acenTUYHUM
nakyBaHHs, METOZ0M), KpiM Nikapcbkrx 3acobiB
aHasTUYHI 6i0N0riYHOro/iMyHO/OMNYHOrO NOXO)KEHHS) - BBEAEHHS
BMNPOGYBaHHS, [0AaTKOBOI AinbHUL BUpO6HMLUTBA [ip. Mepxaps MaHH, Xem.-

BUNYyCK cepii);
Nab6opaTtopis
LLloBeH, ®paHuis
(BUpPOGHMLTBO
6asKy, nepBrMHHe

thapm. ®abpuk 'M6X, HimeyunHa (BUpoOHULTBO Gasky,
nepBrHHE NakyBaHHS) Ta a/ibTePHATUBHOI NEPBUHHOT
yMNakoBKM 3 BiANOBIAHUMY 3MIHAMM B P. «YMNaKkoBKa»
peecTpaLiiHoro gocke.. BBeaeHHA 3MiH MpOTAroM 6-Tv MicsLiB
nicns 3aTBepmkeHHs. 3MiHu | Tuny - 3MiHK 3 SKOCTi. F0TOBMIA
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
nakyBaHHs, nikapcbkuii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo BBeAEHHS
aHasiTUYHI [04aTKOBOT Ai/IbHUL| BUPOBHULTBA A/19 YaCTUHN abo BCbOro
BMNPOBGYBaHHS) BMPOBHMYOro NPOLECy roToBOrO MikapCbkoro 3acoby (iHLwi
3MiHM) - 3a3Ha4YeHHs1 3apeecTpoBaHoi AinbHuLi SlabopaTopis
LLloBeH, ®paHLis BigNoBiAa/IbHOT 3a BUPOOHULTBO 6anky,
NepBrHHE NakyBaHHSA, aHaUTITUYHI BUNPOOYBaHHA Ta
BMHECEHHS BUPOO6HUUMX hyHKLili BUPOOHUKIB Yy MKA N13.
21. APYTUMON® Kpanni ou4Hi, TOB Ykpaina [p. Fepxapg MaHH, | HimeuunHa/ BHECEHHS 3MiH [0 peecTpavuiiHix maTtepianis: 3MiHu | Tuny - 3a UA/4073/01/02
po3uuH, 5 mr/mMn no "BAJIEAHT Xewm-chapm. dpaHLis 3MiHu 3 sKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
5 Mn 'y dpnakoHi- DPAPMACHIO Pabpuk MM6X, BUPOGHMLTBI. 3amiHa abo BBeAeHHSA A0A4ATKOBOI AiNbHULL
KpanesibHuyj, no 1 TIKAN3" HimeuyunHa BMPOBGHMLTBA 4715 YACTMHU abo BCbOro BUPOGHNYOro npolecy
dhakoHy- (BMpOGHMLTBO roTOBOrO JliKapCcbKoro 3acoby (AiNbHULSA, Ha SKili TPOBOASATHLCSA
KpanesbHULi y 6asnky, nepBuHHe 6yab-AKi BUpOOHMUI cTagji, 3a BUHATKOM BUMYCKY cepii,
KapTOHHI Kopoo6Li nakyBaHHs, KOHTPO/IO SAIKOCTi Ta BTOPUHHOIO NakyBaHHA /15 CTEPUIbHUX
BTOPUHHE nNikapcbKknx 3acobiB (BkOUAOUY BUPOGEHI acenTUYHUM
nakyBaHHs, MEeTOA0M), KPiM JTiKkapCbkux 3aco6iB
aHaniTNYHi 6i0/10r4YHOr0/iIMyHOMOrYHOrO MOXOAXKEHHS) - BBEAEHHS
BMNPOGYBaHHS, [0[aTKoBOI AibHUL BUpO6HMUTBA [p. Mepxaps MaHH, XeMm.-
BUNYyCK cepii); hapm. Pabpuk MNM6X, HimeuunHa (BUPOGHULITBO Gasiky,
Na6opaTopis nepBUHHE NakyBaHHSA) Ta a/lbTePHATVMBHOI NEPBUHHOT
LLloBeH, ®paHuis YMakoBKM 3 BiANOBIAHUMY 3MiHAMM B P. «YMNaKoBKa»
(BMPOGHULTBO peecTpaLiiiiHoro fAocke.. BBegHHsA 3MiH NPOTAroM 6-Tu MicsLiB
6as1Ky, nepBuHHe nicns 3aTBepmKeHHs. 3MiHu | Tuny - 3miHK 3 AKocTi. FoToBMiA
nakyBaHHs, nikapcbkuii 3aci6. 3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEHHS
aHasTUYHI [04aTKOBOI Ai/bHULI BUPOBHULTBA A9 YaCTUHN abo BCbOro
BMNPOOGYBaHHS) BMPOBHMYOrO NPOLECy roTOBOTO iKapCbKOro 3acoby (iHLwi
3MiHW) - 3a3Ha4YeHHs1 3apeecTpoBaHoi AinbHuLi JlTabopaTopis
LLloBeH, ®paHLis BigNOBIAa/IbHOT 38 BUPOOHULTBO 6anky,
NepBrHHE NakyBaHHSA, aHaUTITUYHI BUNPOOYBaHHSA Ta
BMHECEHHS BUPOOHNUMX hYHKL /i BUPOOHUKIB Yy MKA N13.
22. ACKOPBIHOBA po3unH Ans MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/2991/01/01
KNCNOTA- iH'ekyiin, 50 mr/mnm; "®GapmauesTu "GapmMaueBTNYHa 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
OAPHMLUA no 2 mna B amny’i; yHa hipma tipma "dapHuus" KOHTelHep/3aKkynoptoBasibHUA 3aci6. 3MiHa po3Mipy ynakoBKu
no 5 amnyny "AapHnus” roTOBOrO /liKapcbKoro 3acoby (BUy4YeHHS ynakoBK/ NMeBHOro
KOHTYPHIl po3mipy)
YapyHKOBIli BunyuyeHHs ynakoBku nikapcbKoro 3acoby: no 2 Ma B amnyini,
ynakoBLi; no 2 no 10 amnyn y kopo6ui (1 x Ne10), 3 BignosigHUMY 3MiHaMK A0
KOHTYPHI YapyHKOBI po3ainy “Ynakoska'. BBeieHHs1 3MiH NPOTAromM 6-Tu MicsLiB
yNaKoBKMW y nauLli nicns 3aTBepKeHHs.
23. BAPO/ 10 Kancynm Mera ABCTpanis IHBeHTiIa Xenckea IHais BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis: 3a UA/4467/01/01
KMLLKOBOP34MHHI Mo | JlalidhcaiieHcis MBet N1, 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
10 mr no 10 kancyn (ABcTpanis) thapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasbHeHuX
y cTpuni; no 3 Mri Nt OaHux Npo cuctemy chapmakoHarnsgy (BBeAeHHst

CTPUNY B KAPTOHHIl
ynakoBLi

no 14 kancyny
cTpuni; no 1 ctpuny
B KapPTOHHIl

y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXXeHOI 0c0obK, BifNOBIfA/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTaKTHOI 0cobu 3 chapmakoHarnagy
3asBHUKa 419 34iiCHeHHA ddapMakoHarniagy B YkpaiHi, Ko
BOHa BifIMiHHA Bifj YNTIOBHOB&XXEHOI 0c06M, BiANOBIAa/ILHOI 3a
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
ynakoBLi 3[jiicHeHHs hapMakoHarisay (BK/IHYatoun KOHTaKTHI JaHi)
Ta/abo 3MiHM y pO3MiLLleHHi MacTep-haiina cucrtemu
hapmakoHarnagy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BiNOBiAA/IbHOI 32 34iICHEHH:A hapmakoHarasgy
24. BAPON 20 Kancynu Mera ABcTpanis IHBeHTia Xenckea IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/4467/01/02
KMLLKOBOP34MHHI N0 | JlalidcalieHcis et /114 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
20 mr no 10 kancyn (ABcTpanis) thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
y cTpuni; no 3 MTi Nt [aHuxX nNpo cuctemy hapmakoHarnsgy (BBefeHHs
CTpUMY B KAPTOHHIM y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
ynakosLi; no 14 YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
Karcyn y ctpuni; no dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
1 ctpuny B 3asBHMKa AN 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
KapTOHHI ynakoBL,i BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/LHOI 3a
3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MilLeHHI MacTep-haiina cuctemm
dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHVX KOHTaKTHOT
0ocobu, BiANOBIAa/IbHOI 3a 3AiiCHEHHSA hapMakoHarnsay
25. BEHAOAMYCBICT | nopoLuok ans Mictpan AHrniA i | Yecbka BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 3a UA/16512/01/01
A NpUroTyBaHHsA Kenitan dapmacbHoTiKasic, Pecny6nika 3MiHW | TUNY - 3MiHW [0 IHCTPYKLUiT 4519 MeANYHOro peyenmom
KOHUEeHTpaTy Ans MeHeXMeHT Ntpa, Bonrapis / IcnaHis 3acTOoCyBaHHSA NikapcbKoro 3acoby y posginu: "OcobnnBocTi
NPUroTyBaHHsA Niviten (BTOPUHHE 3acTocyBaHHs", "34aTHICTb BNAMBATY Ha LUBUAKICTb peakLii
PO34nHY AnA nakyBaHHS); npy KepyBaHHi aBTOTPAHCMNOPTOM ab0 iHLWIMMK MexaHismamn',
iHcpysiii no 25 wr, 1 OHKOME[, "Mo6iyHi peakui” 3rigHO 3 iHhopMAaLElD LWOA0 MEANYHOTO
dnakoH 3 MaHyheKTypiHr 3acTOoCyBaHHS pethepeHTHOro NikapcbKoro 3acoby
NOPOLLKOM B a.c., Yecbka PNBOMYCTWH. BBefeHHA 3MiH NPOTATOM 6-TW MicALiB nicns
KapTOHHIA Kopoo6Li Pecny6nika 3aTBEPAKEHHS
(BMpPOGHMLTBO,
nakyBaHHs); CiHTOH
C.p.o.Yecbka
Pecny6nika
(BignoBiganbHuii 3a
BUNYyCK cepii);
CiHTOH XicnaHisi,
C.J1., IcnaHis
(BignoBiganbHuiA 3a
BMMYCK cepii)
26. BEHAAMYCBICT | nopolok ans Mictpan AHrniA Ixi | Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16512/01/02
A NpUroTysBaHHsA Kenitan dapmacsloTikasnc, Pecny6nika 3MiHU | TURY - 3MiHW 80 IHCTPYKUIT 418 MeAnYHoro peyenmom
KOHUEHTpaTy AN MeHemKMeHT Ntph, Bonrapis / IcnaHis 3acToCyBaHHS MikapcbKoro 3acoby y po3ginu: "OcobnmnBocTi
NpUroTyBaHHsA NimiTen (BTOpUHHE 3acTocyBaHHA", "34aTHICTb BM/IMBATY Ha LUBUAKICTb peaku;ii
po3unHy ans nakyBaHHs); npu KepyBaHHi aBTOTPAHCNOPTOM ab0 iHLINMK MexaHismamm®,
iHdpysivi no 100 wir, OHKOME[ "Mo6iyHi peakuii” 3rigHO 3 iIHhOpMAaLE LWOAO MEANYHOTO
1 cpnakoH 3 MaHyeKTypiHr 3acTocyBaHHsi pethepeHTHOro NiKapCcbKoro 3acoby
NOpPOLLKOM B a.c., Yecbka PNBEOMYCTWH. BeefieHHA 3MiH NpoTArom 6-Tu Micauis nicns
KapTOHHI KOpOOL; Pecny6nika 3aTBEPAKEHHS
(BMpOGHMLTBO,
nakysaHHs); CiHTOH
C.p.o.Yecbka
Pecny6nika

(BignoBiganbHWi 3a
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
BMNYCK cepi);
CiHTOH XicnaHis,
C.J1., IcnaHis
(BignoBiganbHuii 3a
BMNYyCK cepii)
27. BEH3WU/TBEH30A | emysbCis ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YKpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/3272/01/01
T HalukipHa, 200 mr/r, obmMexeHoto obMexeHoto AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
no 50 r y dpnakoHi, BignoBiAabHI BigNoBigasIbHICTIO 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
no 1 dnakoHy B CTI0 "®apmMaveBTnyHa afpecy 3asBHVKa:. BBeAeHHS 3MiH NpoTarom 6-Tu micauis
KapTOHHI kopobuyj; "®apmaueBTu KOMMaHis nicns 3aTBepMKeHHs. 3MiHu | Tuny - AAMIHICTPaTWUBHI 3MiHU.
no50ra6o100ry YHa KOMMaHis "3p0pos'a” 3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPoBafXeHHS
dhnakoHax "3popos'a” AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro /ikapcbkoro
3ac00y, BKIOYAKUN AiNTbHUL BUNYCKY cepii abo micue
NpoBeAEeHHS KOHTPOIIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHMK/IMNOPTEpP, BK/IOYAOUM BUMYCK CEpili) - 3MiHa agpecu
BMPOGHMKa TOBapUCTBO 3 0OMEXEHOI0 BiAMOBIAA/IbHICTIO
"apmMmaueBT1YHa KOMNaHia "340poB'a”, YkpaiHa, 6e3 3MiHu
MiCLA BUPOGHMLTBA.
. 3MiHM BHeceHi B po3ainy "BupobHuk" Ta "MicLe3HaxomKeHHs
BMPOGHMKa Ta /ioro agpeca Miclsa NpoBaKeHHs AisanbHOCTI" B
IHCTPYKL,itO 4519 MEAWNYHOIO 3aCTOCYBaHHS NiKapCbKOro 3acoby,
SIK HACNIAOK - BiANOBIAHI 3MIHM Y TEKCTI MapKyBaHHS yNakoBKW
niKkapcbKoro 3acoby. BBeeHHs 3MiH NPOTAroM 6-Tu micsauis
nicns 3aTBepKeHHs.
28. BICONPONON- Tabnetku no 5 wmr, pariothapm HimeyunHa Mepkne MM6X, HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1728/01/01
TEBA no 10 Tabnetok y m6X, HimeuyunHa 3MiHK | TUNy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peyenmom
6nicTepi; no 3 abo (BMpPOGHMLTBO nikapcbkoro 3acoby (iHLWi 3MiHM y MeTodax BUNpo6yBaHb
5 6nicTepis B Hepo3hacoBaHoOro (BKTHOHAOUM 3aMiHy ab0 AONOBHEHHS)); 3MiHU | TURY - 3MiHa Y
KopoobLi NpoAyKTY, A03BIN MeTofax BUNpo6yBaHHsS rOTOBOrO likapCbKoro 3acoby
Ha BUMyCcK cepii; (He3HayHa 3MmiHa y 3aTBEpMAXEHNX MeTofax BUnpobyBaHHs);
nepBMHHa Ta 3MiHa B MeTogax BUNpobyBaHHS 3a NOKa3HUKOM
BTOPVHHA «PO3YMHEHHS»; 3MiHW | TUNY - OHOB/IEHHA METOANKM
yNakoBKa, BMNPOOGYBaHHS HA YACTOTY Biconponony remicpymapary.
KOHTpO/b cepil) KpuTepii NPUAHATHOCTI He 3MIHWNCS; 3MiHK | TUny -
OHOBJ/IEHHS METOAVKV BU3HAUYEHHS iAeHTUdiKaLii Ta aHani3
BMicTy Biconponon dpymapary (BEPX, Yo — Bugnma
061acTb); 3MiHM | TUMY - OHOB/IEHHS METOANKN BU3HAYEHHS
iaeHTuiKaL,i Ta KibKiCHOro BU3HayeHHsi biconponon
dymapaty (BEPX)
29. BICOonNPONON- Tabnetku no 10 mr, pariothapm HimeuunHa Mepkne MM6X, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1728/01/02
TEBA no 10 TabneTtok y 6X HimeuyunHa 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peyenmom
6nicTepi; no 3 abo (BMPOGHMLTBO nNikapcbkoro 3acoby (iHwi 3MiHM y MeTogax BUNpobyBaHb
5 6nictepis B Hepo3hacoBaHoOro (BKIHOHaOUM 3aMiHy ab0 AOMOBHEHHS)); 3MiHM | TUNY - 3MiHa Y

Kopoo6Li

nNpoaykTy, A03BIN
Ha BUMyCK cepii;
nepBuHHa Ta
BTOPUHHA
ynakoBka,
KOHTpO/b cepil)

MeTofax BUNpobyBaHHS roTOBOro /iKapcbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX MeTogax BUNpoOyBaHHs);
3MiHa B MeTogax BUNpobyBaHHS 3a NOKa3HUKOM
«PO3YMHEHHS»; 3MiHW | TUNY - OHOB/IEHHA METOANKM
BMNPOOYBaHHS HA YACTOTY Biconposnony remicpymapary.
KpuTepii NPUAHATHOCTI He 3MIHWNCS; 3MiHK | Tuny -
OHOBJ/IEHHSI METOAIMKM BU3HAYEHHS ifjleHTUdikaLlil Ta aHani3
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
BMicTy Biconponon cpymapary (BEPX, Yo — Bugnmva
061acTb); 3MiHM | TUMY - OHOBIEHHS METOANKN BU3HAYEHHS
iaeHTudikauii Ta KinbkicHoro B1usHaueHHst biconponon
dymaparty (BEPX)
30. BOM-BEHIE Masb no 25 ry Ty6i TOB Ykpaina TOB "TepHodapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: Ges UA/8618/01/01
MA3b /TIOMIHIEBIN; no 1 "TepHochapm" BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepianis: peyenma
Ty6i B navuj 3 3MiHK | Tuny - BBeAgeHHs PC3 cybcTaHuii MeHTOoy B MeToAax
KapToHy; Mo 251y KOHTPO/II0 Ha rOTOBWIA NiKAPCbKMIA 3aci6 Ta NPOMKHWI NPOAYKT
Ty6ax antoMiHIEBMX (KinbKiCHE BU3HAYEHHS)
31. BOPOMEHTO/N Masb no 25 ry Ty6i TOB Ykpaina TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/8619/01/01
atoMiHieBIlA; no 1 "TepHodhapm" 3MiHu | Tuny - BBeeHHA PC3 cy6cTaHLii MeHToNy B MeTofax peuyenma
Ty6i B nauuj 3 KOHTPO/I0 Ha rOTOBOrO MiKapCbKOro 3aco6by Ta NPOMKHUIA
KapToHy; no 251y npoayKT (KisibKicHe BU3HaYeHHS)
Ty6ax antoMiHIEBUX
32. BArIKNIH Kancysin BariHasibHi €Bpo Benvka MapkcaHc ®apma IHais BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny - 3a UA/9629/01/01
M'sKki no 7 kancyny | Navidkep /Tg, BpuTaHis nrtp 3MiHM 3 siKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag peyenmom
6nictepi; no 1 (IHLWi 3MiHW) - BHECEHHSA 3MiH [0 p. «CKnag» rotosoro
6nictepy y NiKapcbKoro 3acoby, 3o0Kkpema: 3a3HauyeHHs1 KOPEKTHOro
KapTOHHIA Kopoo6Li nepepaxyHky Aito4oi peqoBuHM KiHgamiunHy docdaTty Ha
KniHgamiynH (BeegeHHsA 3MiH npoTarom 3-x Micauis nicns
3aTBEPAKEHHS)
33. BANABIP® TabneTku, BKPUTI NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5386/01/01
o060710HKot0, No 500 "papmak” 3MiHM | TUNY - BHECEHHS 3MiH Y Cneuudikauito/ MeToanky peyenmom
Mr no 6 TabneTok y BUMPOOYBaHHA rOTOBOTO iKAPCHLKOro 3aco6y 3a MOKa3HUKOM
6nictepi; no 7 "Mikpo6ionoriyHa yncToTa", 30kpemMa: BusIyYeHHsi NOBHOIO
6nicTepiB y nauui 3 onucy NpoBeAeHHA METOAUKN; [OMOBHEHHS BIAMNOBIAHUM
KapToHy; no 10 nocunaHHAM Ha gjtody pegakuito APY; 3miHu | TUny - BHECEHHS
Tabnetoky 3MiH y Cneumdikauito/ MeToguky BUnpobyBaHHs Ha
6nictepi, no 1 [0NoMbKHY peyoBuHy SepifilmTv 050 3a nokasHuUKom
6nictepy B nauui 3 "MikpobionoriyHa uncToTa”, 30KpeMa: BUTy4YeHHS NOBHOrO
KapToHy onuncy NpoBefeHHA METOANKN; AONOBHEHHS BiANOBIgHNM
NOCWIaHHAM Ha fitovy pefakuio 4Py
34. BANMbUUT® TabneTku, BKPUTI ®.XobcpmarH | LUseliyapis BVMPOGHMLTBO KaHapga/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/14688/01/01
NNiBKOBOIO -Ns Pow Nt Hepo3acoBaHo! Leiiuapis/ 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
060/10HKO0, Mo 450 NPOAYKLUi, HimeuunHa thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3aranbHeHuX
Mr no 60 TabneTok nepBuHHE AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y naswuyj; no 1 nakyBaHHS: y3arasibHeHUX JaHux nNpo cucTemy dhapmakoHarnsgy, 3miHa
NAALWLI Y KAPTOHHIi MaTteoH IHK., YNOBHOBaXEHOT 0Co6U, BigNOBIAaIbHOI 38 34iCHEHHSA
ynakoBLi KaHapa,; dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
BTOPVHHE 3aABHUKA AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
nakyBaHHs: BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06W, BiANOBIAaLHOI 3a
®.XohpmaHH-/15 3[jificHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Pow NTpg, Ta/abo 3MiHM y pO3MilLleHHi MacTep-haiina cucremu
LLseiuapis; hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHYIKA,
BMMNPOGYBaHHSA BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsgy B YkpaiHi:

KOHTPO/IO SKOCTI:
Pow ®apma Arl,
HimeuumnHa;
BUNYCK cepil:
®.XothbdpmaHH-/15

[Litoua pepakuia — MNow TetaHa KOpiiBHa. MNponoHoBaHa
pefakuist — MowHiHa Onbra IBaHiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHA (dapmakoHarnsgy B YkpaiHi.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6M 3asBHMKA,
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
Pow NTg, BiANOBIAA/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy. 3miHa micus
LLiBefiuapis 3[iiCHEHHS1 OCHOBHOI AisNbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLLe3HaxX0MKEHHs1 MacTep-halina cuctemu gpapMmakoHarasgy
35. BEHOCMIH® TabneTku, BKPUTI MPAT YkpaiHa BiANOBIgaIbHUIA 32 YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/9747/01/01
NNiBKOBOIO "®ITOPAPM", BMPOBHULTBO, 3MiHM | TNy - AAMiHICTpPaTWBHI 3MiHW. 3MiHA HaliMEeHYBaHHSs peuyenma
o60onoHkoto, no 10 nepBYHHE/BTOPVHH Ta/abo agpecy MiCLs NPOBaKEHHS Ais/IbHOCTI BUPOOHMKA
Tabnetoky € nakyBaHHS, (BKtOYAKOUN, 38 HEOBXiIAHOCTI, MicLle MPOBEeAEHHSI KOHTPOSIO
6nictepi, no 3 a6o KOHTPO/b AKOCTi Ta SIKOCTi), @60 BnacHuka macTtep-chaiina Ha A®l, a6o
6 6nicTepiB y nauui BUMYCK Cepii: noctavanbHvika A®l/BuxigHoro
3 KapTOHY MPAT Marepiany/peareHTy/NpOMIXXKHOTO MPOAYKTY, L0
"®ITODAPM", 3aCTOCOBYIOTLCS Y BUPOOHUUTBI API (SKLLO 3a3HAYEHO Y AOChE
YkpaiHa Ha nikapcbkumii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIga/IbHUI 32 BiANOBIAHOCTI EBponelickbkil hapmakonei y 3aTBepakeHoMy
BMPOBHULTBO, nocbe, abo BUPOOHUKA HOBOI AOMOMDKHOI pEHOBUHU (SKLLO
nepBYHHE/BTOPVHH 3a3HayeHo y A0CbE) 3MiHa agpecu BupobHuka APl
€ nakyBaHHs Ta (recnepuamHy) Sichuan Xieli Pharmaceutical Co., Ltd, KuTaii,
KOHTPO/Ib SIKOCTI: (CnuyaHb Ceni ®apmacbtotukan Ko., /itg, Kutait), 6e3 3miHu
MAT "BiTamiHn", MicUs BUPOGHMLTBA: 3MiHW | TUNy - AOMIHICTPaTUBHI 3MiHN.
YkpaiHa 3MiHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBafkKeHHS
LisNbHOCTI BUpOOHMKa (BK/IKOYaKouK, 3a Heo6XiAHOCTI, Micue
NpoBefEHHS KOHTPO/TIO SKOCTI), abo BlacHuka mactep-gaiina
Ha A®I, abo noctadyasibHuka A®l/BuxigHoro
MaTepiany/peareHTy/NpoMiKHOro NpPoAayKTy, Lo
3aCTOCOBYHOTbCS Y BUPOO6HULTBI AP (SKLLO 3a3HAYEHO Y [OCHE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANoBiAHOCTI EBponeiickkili hapmakonei y 3aTBepakKeHoOMY
A0Cbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y A0cbe) 3MiHa agpecn BupobHuka Ad®I (giocminy)
Sichuan Xieli Pharmaceutical Co., Ltd, Kutaii, (CuuyaHs Ceni
dapmacbioTukan Ko., i, Kutaii), 6e3 3miHn micua
BMPOGHULITBA
36. BOKAPA® Kpanni opasibHi, No Pixapg AscTpist Pixapp, bitTHep Al ABCTpist BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/6410/01/01
20 mn a6o no 50 BitTHep Al 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
M, abo no 100 mn thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHeHuX
y hnakoHax- [aHux npo cuctemy chapmakoHarnsgy (BBefeHHs
KpanenbHUUAX; no y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
1 cpnakoHy y YMOBHOBaXeHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
KapTOHHI ynakoBLi hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0CO6W, BiANOBIAALHOI 32
3[iicCHEHHs1 hapMakoHarsay (BKIHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Y po3MilLEeHHI MacTep-haiina cuctemm
hapmakoHarnsagy) - 3MiHa KOHTakTHUX SaHUX KOHTaKTHOT
ocobu, BiANoBiAabHOI 3a hapmakoHarnsg.
37. BOJ/IbTAPEH eMy/ibresib 4 HoBapric LLIBeliyapis HoBapric LLiBeliyapis BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny - 6e3 UA/1811/01/01
EMYNbIrENb 30BHiLLIHbOIO KoHcblomep KoHcblomep Xernc AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby - peyenma
3acTocyBaHHA 1 % Xenc CA CA 3arsepaxeHo: BO/IbTAPEH® EMY/IbI'E/Ib 3anponoHoBaHo:

no
20r,abono 50,
a6o no 100 r y Ty6i;

BOJ/IbTAPEH EMY/IbI'E/lb (BBeAeHHst 3MiH NpOTArom 6-Tu
MiCAILiB MicNsa 3aTBEPIKEHHS); 3MiHU | Tuny - AAMIHICTPaTUBHI
3MiHWU. BrUnyyeHHsi BUPOGHMYOI AinbHUL (BKIHOYAI0UN [iNbHAL




33

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

no 1 1y6i B
KapTOHHIA Kopoo6Li

ana A®l, npomikHOro NpoAyKTy abo roToBOro JlikapCbkoro
3aco0y, AiNbHUL A8 NpoBeAEeHHs NakyBaHHSA, BUPOOHUKA,
BifiNOBIAabHOTO 3a BUMYCK Cepild, MicLie NpoBefeHHs
KOHTPO/I0 cepii) abo nocTavanbHMKa BUXIGHOTO Matepiasny,
peareHTy abo A0NOMiXHOI PEYOBMHY (SIKLLO 3a3HAYeHO Y
[OCbE) - BUTYYEHHS OJHIET i3 ABOX 3aTBEPAYKEHNX BUPOOHNUNX
AinbHUUb BUPO6HWMKa 13 (BBEAEHHS 3MiH NpOTArom 6-Tu
MicALiB Micns 3aTBepMKEHHS); 3MiHu || Tuny - 3MiHW Woao
6e3nekn/ehekTMBHOCTI Ta thapMakoHarnisgy. 3MiHW y KOpoTkil
XapakTepucTumLi NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, JOK/IHIYHUMU, KNIHIYHUMY AaHMKn Ta
OaHvMK 3 hapMakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeAUYHOro 3acTocyBaHHS NikapcbKoro 3acoby A0 po3fainis
"®apmMakonoriyHi BnactusocTi”, "lMpoTunokasaHHA",
"Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHA rpyaar”, "34aTHiCTb BNAMBATU Ha
LIBMAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM abo
po60Ti 3 IHWKUMK MexaHi3mamm”,"Cnoci6 3acTocyBaHHS Ta
posun”, "Oitn", "MepenosyBaHHs", "Mo6iYHI peakuii" (BBegeHHs
3MiH NPOTArom 6-TW MicALiB NicNs 3aTBepAKEHHS)

38.

BOTPIEHT™

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 1Mo 200
Mr, no 30 TabneTok
y thnakoHi, no 1
chnakoHy B
KapTOHHIA KOopoo6Li

HoBaprTic
dapma Al

LLiBeiuapis

BMPOGHMWK
Hepo3acoBaHo!
npoaykuii: Fnakco
OnepeiiwHc HOK
Nimiten, Benvka

BpwuTaHis;

BMPOGHWK A5
nakyBaHHs Ta
BUNYCKY Cepil:
"nakco Bennkom
C.A., IcnaHis

Benvka
BpuTtaHis/
IcnaHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHK | TUny - 3MiHa HaliMeHyBaHHS Ta/abo afgpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYaoum, 3a
HeoObXiZHOCTI, MicLie MPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
B/lacHMKa MacTep-aiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasy/peareHTy/NPOMiKHOIO NPOAYKTY, LLO
3aCTOCOBYIOTbCH Y BUPOO6HULTBI ADI - 3MiHa Ha3BY AinbHUL,
BiANOBIAA/ILHOT 32 MiKPOHi3aLito cybcTaHLil, 6e3 3MiHK Micus
BMPOGHMLTBA; 3MiHW | TUMY - BUNYYEHHSI BUPOGHMYOI AibHNL
(Briovatoum ginbHuui aAns A®l, npoMixXHOro NpoaykTy abo
roToBOro Nikapcbkoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, BifNOBIAaNbHOrO 3a BUMYCK Cepiid,
MicLie NpoBeAeHHS KOHTPO/IHO cepil) abo nocTavanbHrKa
BMXIZHOrO MaTepiany, peareHTy abo fOMOMDKHOI PeYOBUHM -
BWAATEHHS AiNbHULI BifNOBIA&bHOT 32 MiKPOHi3aLiito
cy6cTaHuii Micron Technologies (Creamery Way). BBeaeHHs
3MiH NpoTAroM 3-x MicsiUiB Nicns 3aTBEPIKEHHS

3a
peyenmom

UA/12035/01/01

39.

BOTPIEHT™

TabneTkn, BKPUTI
NNiBKOBOK
060/10HKO10, No 400
mr, no 30 TabneTok
y thnakoHi, no 1
donakoHy B
KapTOHHI Kopoo6Li

HosaprTic
dapma Al

LLiBeiuapis

BMPOGHUK
Hepo3acoBaHoT
npoaykuii: Fnakco
OnepeiwHe KOK
Nimiteq, Benuka

BpuTaHis;

BMPOGHWK ANA
nakyBaHHA Ta
BUMNYCKY cepii:
nakco Bennkom
C.A., IcnaHis

Benuka
BpuTania/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTtepianis:
3MiHM | TUNy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaPKEHHA AiSNIbHOCTI BUpO6HMKa (BK/IOYarouu, 3a
HeoOXiJHOCTI, MicLie MPOBEeAEHHS KOHTPOSO AKOCTI), abo
BflacHVKa macTep-gaiina Ha A®l, abo noctavanbHUKa
Adl/BnxigHoOro matepiany/peareHTy/NpoMiKHOrO NPOAYKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| - 3MiHa Ha3BY AinbHUL,
BiANOBIAANIbLHOT 3a MiKpOHi3aLjito cybcTaHUil, 6e3 3MiHN Micus
BUPOBHMUTBA; 3MiHU | TUNY - BUYyYEeHHA BUPOGHWUYOI AifbHUL
(Brtovatoun ginbHuui ana A®l, npoMixXHOro NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHUL ANA NPOBEAeHHS
nakyBaHHsl, BUPOOHYKa, BiiNOBiAaILHOIO 3a BUMYCK Cepiid,

3a
peyernmom

UA/12035/01/02
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
MicLie NpoBEeAEHHS KOHTPO/IHO cepii) abo nocTavanbHrKa
BMXIHOrO MaTepiany, peareHTy abo fOMNOMDKHOI PeYOBUHM -
BUAAEHHS AiNbHULI BifNOBIAaNbHOT 32 MiKPOHi3aLlio
cy6eTaHuii Micron Technologies (Creamery Way). BBegeHHs
3MiH NpoTAroM 3-x MicsiUiB Nicns 3aTBEPKEHHSA
40. FANONEPUAON- | Tabnetkn no 1,5 BAT "lefeoH YropuwumHa BAT "lefeoH YropumHa BHECEHHS 3MiH [0 peecTpavyiiHix maTtepianis: 3MiHu | Tuny - 3a UA/7271/02/01
PIXTEP Mr, no 25 TabneTok PixTep" PixTep" 3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy. peyenmom
y 6nicTepi; no 2 3MiHa(n) y KOpOTKili XxapakTepucTuLi NikapCbKoro 3acooy,
6nictepu B TEKCTi MapkyBaHHS abo iHCTPYKLii 418 MeanyHOro
KapTOHHI ynakoBL,i 3acToCyBaHHSA A/1a fikapcbKoro 3acoby, niyeH3oBaHoro y €C
3a NpoLeypor0 B3aEMHOIO BU3HAHHS (/likapCbkuii 3aci6 He
BXOAMTb A0 cdepu Al npoLeaypy B3aEMHOIO BU3HaHHS, ane
3MiHa BHOCUTBLCA AK pe3ynibTaT npoueaypu i Bif BracHuka
TOProBoTl NiLeH3il He BUMaraeTbCs HafaHHs XOAHUX HOBUX
[0AAaTKOBUX AaHWX) - 3MiHW BHECEHO A0 iHCTPYKLiT Ans
MeZJMYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby [0 po3zifiB:
"apmakonoriyHi BnactnsocTi”, "MNokasaHHsA",
"MpoTunoka3aHHa", "B3aeMogis 3 iHLWMMU NiKapCbKUMu
3aco6amu Ta iHWi Buau B3aemogiin”, "Ocob6mBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHA Ta 4o3un",
"Mepepo3ysaHHsa", "MobiyHi peakuii" BiANOBIAHO A0 MaTepianis
peecTpadiiHoro gocke (BBegeHHs 3MiH NpoTarom 3-x Micauis
nicns 3aTBepKeHHs)
41. FEBKAMEH Masb no 15 r abo TOB Ykpaina TOB "TepHodchapm" YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/0586/01/01
no 25 ry Tybax "TepHodpapm” 3MiHM | TURY - 3MiHa Ha3BW BMPOGHMKa AP| kamdopa peyenma
allomiHieBnx; no 15 pauemiyHa, 6e3 3MiHM MicLs BUPOGHULITBA
ra6o 25ry Ty6i
aslloMmiHieBil; no 1
Ty6i B nayui 3
KapToHY
42, FEMNIBPA pO34nH Ans ®.XopcpmanH | Lseliyapis BMNPO6YBaHHSA Lseiuapis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16914/01/01
iH ekuili no 30 mr/1 -Na Pow Nta KOHTPO/O SIKOCTI, HimeyunHa/ 3MiHM | TUNY - 3MiHK Woao0 6e3nekun/edpekTMBHOCTI Ta peyenmom
ms; no 1 mn (30 mr) BTOPUHHE ANoHis hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
y donakoHi, no 1 nakyBaHHs, BUMYyCK JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
hnakoHy B cepii: y3arasibHeHVX faHnx Npo cuctemy papmakoHarnisgy, 3amiHa
KapTOHHI KOpOOL; & . XodpchpmaHH-/151 YMOBHOBaXXEHOT 0CO6MU, BigNOBigaIbHOI 3a 34iAiCHEHHS
Pow 114, thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapMakoHarnagy
LBeliuapis 3asBHUKA AN19 34iicCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BMNPOGYBaHHS BOHa BiMiHHA Big, yNOBHOBa)XeHOI 0c06M, BiAMOBIAa/IbHOI 3a

KOHTPO/O AKOCTI:
Pow [jarHocTtuke
m6X, HimeuwunHa
BMNPO6YBaHHSA
KOHTPOJIO AKOCTI:
Yyraii dapma
MaHydeKkTypuHr
Ko, NlTa, AnoHis
BMNPOGYBaHHS
KOHTPO/O AKOCTI:
Pow ®apma AT,

3[jificHeHHs1 hapMakoHarsay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
thapmakoHarnsgy) 3mMiHa KOHTaKTHOI 0CO6Y 3asiBHMKA,
BiANOBIAANLHOI 3a 34ilicCHEHHSA hapmakoHarnsgy B YkpaiHi:
[Litoua pepakuis — Mow TetaHa KOpiiBHa. MNponoHoBaHa
pefakuisi — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0CO6U 3asBHKKa, BiANoBiAaNbHOT 3a
3AilicCHeHHs hapMakoHarnagy B YkpaiHi. 3MiHa KOHTaKTHUX
[aHNX YNOBHOBaXKEHOT 0CO6U 3asiBHMKA, BifnoBigasibHOI 3a
3[jiCHeHHs1 hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI fjisi/IbHOCTi 3 dhapmakoHarnsagy. 3miHa
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
HimeuyunHa MicL,e3HaxoMKeHHs macTep-dhaiina cuctemm
BUPOGHMLTBO thapmakoHarnsgy.
Hepo3gacoBaHo!
NPOAYKLUi,
nepBuHHE
nakyBaHHs,
BMMNPOGYBaHHSA
KOHTPO/O AKOCTI:
Uyraii dapma
MaHyheKTypuHr
Ko, JIta, AnoHis
43. FEMNIBPA po34nH Ans ®.XothcpmanH | LUseliyapis BMNPOGYBaHHSA Lsenuapis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16914/01/02
iH ekuin no 150 -Nsa Pow Ntg KOHTPOJIO SKOCTI, HimeyuunHa/ 3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
mr/1 mn; no 0,4 mn BTOPUHHE AnoHis thapmakoHarnsgy. BeegeHHs abo 3miHu [0 y3arasibHeHUX
(60 mr); mo 0,7 mn nakyBaHHs, BUMYCK AaHnx npo cuctemy hapmakoHarnsgy (BBefeHHs
(205 wmr); no 1 mn cepii: y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarisay, 3mMiHa
(150 mr) y donakoHi, & . XodhpmaHH-/15 YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
no 1 cpnakoHy y Pow 1A, hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
KapTOHHIA KOpooLi LLiBefiuapis 3asBHMKa 415 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BUNPOGYBaHHSA BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
KOHTPO/O AKOCTI: 3AiicHeHHs hapmMakoHarisay (BKIH0Yatoun KOHTaKTHI faHi)
Pow [jarHocTtuke Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
m6X, HimeyunHa thapmakoHarnagy) 3MiHa KOHTakTHOI 0CO6Y 3asiBHUKA,
BMNPOGYBaHHSA BIANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi:
KOHTPO/I0 SIKOCTI: [itoua pepakuis — oy TeTsaHa KOpiiBHa. MNponoHoBaHa
Uyraii ®apma pefakuisi — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
MaHyheKTypuHr [aHVX KOHTaKTHOI 0CO6U 3asBHYKa, BigNOBiAaIbHOT 3a
Ko, NlTa, AnoHis 3[iiCHEeHHs hapMakoHarisay B YKpaiHi. 3MiHa KOHTaKTHMX
BUMNPOOYBaHHA [aHnX yNoBHOBaXXEHOT 0CO6M 3asBHWMKa, BiANOBIfa/IbHOT 38
KOHTPO/O AKOCTI: 3[jicHeHHs dhapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
Pow ®apwma AT, OCHOBHOI Aisi/IbHOCTi 3 hapmakoHarnsgy. 3miHa
HimeyunHa MicLLe3HaxX0MKEHHs1 MacTep-ghaiina cuctemm
BVMPOGHMLTBO hapmakoHarnsgy.
Hepo3dacoBaHol
npoayKuir,
nepBuHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/O AKOCTI:
Uyrai ®apma
MaHyekTypuHr
Ko, JItg, AnoHis
44, FEHBOA® TabneTku, BKPUTI lneap, Benuka (Bunyck cepii, Ipnangis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3mMiHu Il Tumny - 3a UA/16530/01/01
NNiBKOBOIO CaileHcus BpuTaHis nepBuHHa KaHnapa/ 3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peyenmom
o6onoHkoto, no 30 IHTepHeLHN ynaKoBKa, CWA 3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
TabneTtok y n1g BTOPVHHA MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
dnakoHi; no 1 ynakoBKa, 3B'A3KY i3 HOBUMU AaHUMU 3 IKOCTi, AOKAIHIYHUMU, KIHIYHUMKN
hnakoHy y KOHTpOb cepii) OaHVMU Ta JaHumn 3 dpapmakoHarnsagy - 3MiHM BHECEHO [0

KapTOHHI Kopoo6Li

lneap CaiteHcus
AileneHg HOC,

IHCTPYKUT AN MEAUYHOro 3aCTOCYBaHHS NikapCbKoro 3acoby
[0 po3ginis "®apmakonoriyHi BnactusocTi”, "B3aemogist 3
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
IpnaHgis; IHLIMMKW NikapCbKMK 3acob6amu Ta iHWi BUan B3aemMogiii",
(BUpPO6GHMLTBO, "Oco6nmBocCTi 3acTocyBaHHA", "Mo6iYHI peakuii” CTOCOBHO
nepBuUHHa BHECEHHS AaHux focnimkeHHs GS-US-292-1249 (BeegeHHs
yrakoBka, 3MiH NPOTAroM 6-TW MicALiB nicns 3aTBepKeHHS); 3MiHW |l
BTOPWHHA TMNy - 3MiHK WoA0 6e3nekn/eddekTMBHOCTI Ta
ynaKoBKa, chapmakoHarnsgy. 3MiHW y KOpOTKili xapakTepucTui
KOHTpO/b cepii) NikapcbKoro 3acoby, TEKCTi MapKyBaHHSA Ta iHCTPYKLiT Ans
MareoH IHk., MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHVMU 3
Kanaga; AKOCTI, AOKNIHIYHUMW, KIHIYHUMUN JaHUMW Ta JaHUMK 3
(BTOPUHHA hapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTPYKUii Ans
ynakoBka) MeAMYHOro 3aCTOCyBaHHA MikapCbKoro 3acoby Ao po3giny
lneap CaiieHcms, "Mo6iyHi peakwi" CTOCOBHO BHECEHHS AaHWX AOC/iIKEHHSA
IHk., CLUA; GS-US-292-0112 (BBegeHHs 3MiH NpPOTAroM 6-Tu MicsiuiB

(koHTpO/b cepii)
lneap CaiieHcms,
IHk., CLUA;
(koHTpO/b cepii)
€BpodiHc
NaHkacTep
Nab6opaTtopis, IHK.,
CLUA;
(BTOPUHHA
ynakoBka)
MinmayHT Xenckea
NTa., lpnaHgis;
(BTOpUHHA
ynakoBka)
AHAepcoHBpeKoH,
IHk., CLLUA

nicnsa 3aTBepAXeHHs); 3miHu Il Tuny - 3MiHK Woao0
6e3nekn/ehekTMBHOCTI Ta thapMakoHarnisgy. 3MiHW y KOpoTkil
XapakTepucTu1Li NikapCcbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MeAMYHOro 3acTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
OaHVIMU 3 SKOCTi, OKIHIYHAMU, KNIHIYHUMY AaHMK Ta
OaHvMK 3 hapMakoHarnsay - 3MiHM BHECEHO A0 iHCTPYKLiT Ans
MeAUYHOro 3acTocyBaHHS NikapcbKoro 3acoby Ao po3zinis
"®apmakonoriyHi BnactusocTi", "Mo6iuHi peakLji" CTOCOBHO
BHECEHHS AaHux gocnimpkeHb GS-US-292-0104 ta GS-US-
292-0111. (BBeAeHHs 3MiH NpOTAromM 6-T1 MicsLiB nicns
3aTBEPMKEHHS); 3MiHU || TUNY - 3MiHN WoAao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3MiHu y KOpoTKil
XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI MapKyBaHHA Ta
IHCTPYKLii 419 MeAUYHOro 3acToCyBaHHS Y 3B'A3KY i3 HOBUMU
LAaHUMM 3 SIKOCTi, AOKANIHIYHUMW, KNIHIYHAMW aHUMK Ta
LaHumu 3 dhapmakoHarnsay - 3MiHW BHECEHO A0 IHCTPYKLUiT Ans
MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby Ao po3ainy
"B3aemogis 3 iHWVMK fikapcbkuMK 3acobamu Ta iHLWi BUAN
B3a€EMO/ji" CTOCOBHO BHECEHHS AaHNX AocigxeHHs GS-US-
311-1790. (BBeAeHHS 3MiH NpOTAromM 6-Tu MicAuiB nicns
3aTBEPMKEHHS); 3MiHU || TMnY - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHs Ta
IHCTPYKLT AN MEAUYHOTO 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW JaHUMKU Ta
AaHvMK 3 chapmakoHarnsgy - 3MiHW BHECEHO A0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKoro 3acoby 4o po3giny
"®apMakonoriyHi BNacTUBOCTI" CTOCOBHO BHECEHHS faHMX
pocnigpkerHa GS-US-292-0109 (BsefieHHs1 3MiH NpoTArom 6-
TN MiCALB NicNa 3aTBEPMKEHHS); 3MiHW || Tuny - 3MiHM Wwoao
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy. 3mMiHu y KopoTkili
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHS Ta
IHCTPYKLT AN MEAUYHOTo 3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMMU
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHuMKU Ta
AaHvMK 3 chapmakoHarnsgy - 3MiHW BHECEHO A0 iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby A0 po3Ainis
"MpoTunokasaHHsa", "B3aeMogis 3 iHLWIMMU NiKapCbKMU
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

3acob6amu Ta iHLWi B1AM B3AEMOZji" CTOCOBHO B3aEMOJ,T
nikapcbKknx 3acobiB, WO MICTATb KobiuucTaT 3 NpAMUMUA
nepopasibHUMK aHTUKoarynsiHTamu. (BeBefeHHs 3MiH NPOTAroM
6-Tv1 MiCALIB MiC/1A 3aTBEPAXEHHS); 3MiHU || TURY - 3MiHK LWoA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsagy. 3MiHu y KOpoTkili
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTI MapKyBaHHs Ta
IHCTPYKLT AN MEAUYHOTO 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMMU
LaHUMW 3 AKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHUMKU Ta
AaHvMK 3 chapmakoHarnsgy - 3MiHW BHECEHO A0 iHCTPYKLiT Ans
MeJMNYHOro 3aCTOCYBaHHS MikapCbKoro 3acoby [0 po3Ainis
"B3aemogis 3 iHWKMU NikapcbkMMK 3acob6amu Ta iHLLi BUAK
B3aemogiit", "Oco6MBOCTi 3aCTOCYBaHHA" CTOCOBHO BHECEHHS
AaHnx pocnimkeHHs GS-US-216-4032 (BeeaeHHS 3MiH
NPOTArom 6-Tu MiCALIB Nic/A 3aTBEPMAXKEHHSR); 3MiHK |l Tuny -
3MiHM Woao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsaay.
3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLT 4N MeANYHOro 3aCTOCYBaHHA Y
3B'A3KY i3 HOBUMU JaHUMW 3 AKOCTI, AOKNIHIYHUMMW, KIHIYHUMMN
AaHUMK Ta faHumu 3 hapmakoHarnsgy - 3MiH1M BHECEHO A0
IHCTPYKUIT ANA MeAUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby
[0 po3ainy "B3aemogis 3 iHWMMKY flikapCbkuMK 3acobamm Ta
iHLI BMAY B3AEMOZj" CTOCOBHO B3aEMOSIl /likapcbkoro 3acoby
3 aTopBacTatuHoM (gocnigpkeHHs GS-US-216-1008).
(BBeAeHHS 3MiH NPOTAroM 6-TW MICALB NiCNS 3aTBEPKEHHS);
3MiHy Il Tuny - 3MiHK Woao 6e3nekn/ethekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHU y KOPOTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMU AaHMU 3
AKOCTI, AOKMIHIYHUMU, KNIHIYHUMW JaHUMU Ta AaHUMK 3
hapmakoHarnsgy - 3MiHM BHECEHO [0 IHCTPYKUiT Ans
MeAMYHOro 3aCTOCYBaHHSA /liKapCbKOro 3acoby 4o po3giny
"B3aemogis 3 iHWKMU NikapcbkMMK 3acob6amu Ta iHLLi BUAn
B3aEMOJIi1" CTOCOBHO B3a€EMOAI NikapcbKoro 3acoby 3
cocpocbysipom/BennaTacBipom/BokCuIanpeBipomM
(mocnimkeHHa GS-US-367-1657) (BBeAeHHS1 3MiH NpoTAroM 6-
TN MiCALB NiCNa 3aTBEPMKEHHS); 3MiHM || Tuny - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40AaBaHHA HOBOTO
TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepAkKeHoMy
noKasaHHi) - 3MiH/ BHECEHO A0 iHCTPYKLi 415 MegUyYHOro
3aCTOCYBaHHS NiKapCbKOro 3acoby A0 po3ainy "MokasaHHs", sk
HacnifoK OHOB/IOIOTLCA PO3AINN "®apMakonorivHi
BnacTmsocTi", "Oco6/mMBOCTi 3acTocyBaHHs", "Croci6b
3acTocyBaHHA Ta go3un”, "4itn" (yToUHEeHHS DOpPMY/THOBaHHS),
"Mo6iyHi peakuii" Ha OCHOBI aHani3y negiaTpuyHoro
pocnimpkeHHs GS-US-292-0106 (BBefeHHS 3MiH NpoTsArom 6-
TV MiCcSILiB NicNs 3aTBEPOKEHHS)

45,

FEHTACENT

NMOPOLLIOK AJ1si
30BHiLLUHBbOIO
3aCTOCyBaHHs no 2

My6niuHe
akuioHepHe
TOBapUCTBO

Ykpaina

My6niuHe
akuioHepHe
TOBapUCTBO

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHM | Tuny - 3i cneuudikauii 4719 KOHTPOJTH0 AOMOMDKHOT
peyoBMHM MeToKcaH BMIyYEHO NOKA3HMKM «HacunHa ryctuHa

6e3
peyenma

UA/1279/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
rabono5ry "HaykoBo- "HaykoBo- BMCYLLEHOrO MOPOLLKY» Ta «HacunHa rycTuHa nicns ycagku»,
CKNAHOMY (Pr1aKOoHi- BMPOGHUYNIA BMPOGHUUUIA LLEHTP AKi € TEXHOMOMYHMMK NapameTpamu, npote 4ns
KpanenbHuui, no 1 LeHTp "BopLyariBcbkuii 3ab6e3neyeHHs oNTUManbHOro BUPO6HMYOro npouecy Ad|
CK/IAHOMY "BopLyariBcbk XiMiKO- [0CTaTHLO NPOBOAUTY KOHTPOJTHO HACWMHOI NYCTUHN METOKCaHy
chnakoHy- uii Ximiko- thapmaueBTUYHUI [0 ycafku; 3miHu |l Tuny - po3LIMPEHHS A0NYCTUMUX MEX Y
KpanenbHuui B thapmavneBTny 3aBog" cneuudikaLii JONOMDKHOT pe4oBUHN MeToKCaH 3a NoKa3HUKOM
nauyj; mo 2ry H¥i 3aBog” «pH»; 3anponoHoBaHo: Big 6,0 A0 8,0 (0CKiNbKM KpUTEPIEM
CKNAHOMY (p/1aKOHi, NPUAHATHOCTI NO TeCTy «pH» 719 roTOBOro Nikapcbkoro
no 1 dnakoHy B 3acoby eHTacenT, NOPOLLOK A/151 30BHILLUHBOrO 3aCTOCYBaHHS
nauyj; no 2 r abo €6,0-38,0)
nosry
nnacTuKoBOMy
dhnakoHi; no 1
donakoHy B navui
46. FEHTOC® Kancysnu TBepAi; no TOB "OMETA YkpaiHa Owmera dapma HimeuyunHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/16305/01/01
DPEMIHA 10 kancyny PAPMA MeHbloghekyepiHr 3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
6nictepi; no 3 abo YKPAIHA" v6X i Ko. KI KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa hopMu abo
6, abo 12 6nicTepis PO3Mipy KOHTEMHepa 4un 3aKynoprBasIbHOro 3acoby
Y KapTOHHIi (NepBWHHOI yNakoBKu) (HECTepUIbHI Nikapcbki 3acobu) -
Kopo6ui; no 20 BHECEHHS 3MiH 40 hOpMM Ta PO3Mipy NEPBUHHOT YNakoBku, a
Kancyny énictepi 3 came: AoAaTKoBe BBEAEHHS ynakoBka no 20 kancyn B 6nictepi
niHielo nepdhopadi; 3 niHieto nepchopadii, no 3 abo 6 6/1icTePIB B KAPTOHHIN
no 3 abo 6 ynakoBLi
6nictepis y
KapPTOHHI KOpoOL
47. rMEHCMPEN cnpeii HasaslbHUiA, neHmapk IHais neHmapk IHais BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14550/01/02
[030BaHwni, PapmacboTuK dapmacbloTUKan3 3MiHM | TMNYy - 3miHa dhopmu abo po3Mipy KOHTeliHepa umn peyenmom
cycneHsis, 50 ans fita. nra. 3aKynoproBasibHOro 3acoby - 3miHa hopMu NOMieTUIEHOBOTO
MKr/f03y, no 60 onakoHa ansa 120 fo3, 6e3 3MiHU KiTbKICHOTO Ta SIKiCHOro
a6o 120 gos y cKnagy nakyBasibHOro matepiasy. BBegeHHs 3MiH NpoTarom 6-
nosieTuneHoBoMy TV MiCALIB Nic/A 3aTBepPIKEHHSA
dnakoHi; no 1
dnakoHy 3
[03y04nM
Hacocom-
po3nuaBayem,
3aKpUTUM
KOBMaYKoM, Yy
KapTOHHI Kopoo6Lli
48. rMEHCMPEN cnpeii HasasTbHUIA, neHmapk IHais neHmapk IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu Il Tuny - 3a UA/14550/01/01
AKT/B [,030BaHuii, PapMacboTUK PapmacboTuKan3 3MiHu Woao 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsay. peyenmom
CycneHsis no 75 ans Jrga. nra. 3MiHM y TepaneBTUYHUX NOKa3aHHAX (f0faBaHHS HOBOIO

a6o 150 po3 y
chnakoHi; no 1
dnakoHy 3
[03yH4nM
Hacocom-
posnusioBayem,
3aKpUTUM
KOBMaYKoM, Yy

TepaneBTUYHOro NokasaHHs abo 3MiHa y 3aTBepKEHOMY
nokKasaHHi) - 3MiH1 BHECEHO [0 iHCTPYKLil 415 MeanyHoro
3acTOCyBaHHS NMikapcbkoro 3acoby Ao po3giny "MokasaHHsa"
(BBELeHHA 3MiH NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS);
3MiHY I Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapMakoHarnisgy. 3MiHN y KOpOoTKild XapakTepucTuui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHA Ta iHCTPYKLiT Ans
Me[INYHOIO 3aCTOCYBaHHA Y 3B’A3KY i3 HOBUMW JaHUMK 3
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
KapTOHHI KOpooLi SIKOCTi, AOK/IHIYHUMMU, KNIHIYHUMW JaHUMK Ta AaHUMK 3
hapmMakoHarnagy - 3MmiHM BHECEHO [0 iHCTPYKUiT AN
MEeAMYHOro 3aCTOCYBaHHS NikapCbKOoro 3acoby Ao po3ainy
"Oco6nmBocTi 3acTocyBaHHA", "lM06iuHi peakuii" (BBeaeHHS
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXKEHHS)
49, FNEHCNPEN cnpeii HasaslbHUIA, neHmapk IHAjs neHmapk IHAisa BHECEHHS 3MiH [0 peecTpavyiiHix maTtepianis: 3MiHu | Tuny - 3a UA/14550/01/01
AKTUB [030BaHui, dapmacbloThK dapmacbloTmkans 3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
cycneHsisi no 75 ans Jita. nra. KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu
ab6o 150 po3y rOTOBOrO JliKapCbKOro 3acoby (3MiHa macu/06'eMy BMICTY
chnakoHi; no 1 KOHTeliHepa 6araTtofj030B0Oro ikapcbKoro 3acoby As
chnakoHy 3 HenapeHTepasibHOro 3acTocyBaHHA (abo 04HOA030BOrO,
[03yo4nM 4acTKOBOrO BYKOPWCTAHHS)) - 3MiHa po3mipy ynakosku 13, a
Hacocom- came: BBeiEHHS 1OAATKOBOI yNakoBKM po3mipom 75 o3
posnunoBavem, 6araTo/,030BOro /ikapcbkoro 3acoby 418 HenapeHTepasibHOro
3aKpUTUM 3aCTOCYBaHHS; 3MiHV BHECEHI B IHCTPYKLIitO AN MEANYHOI0
KOBNa4kom, y 3acTocyBaHHA y p. "YnakoBka" (BBeAEHHS 40AaTKOBOI
KapTOHHIA Kopoo6Li yNakoBKU po3mipoM 75 A03), K HACNifoK - BIANOBIAHI 3MiHU Y
TEKCT MapKyBaHHS ynakoBKM NikapCbkoro 3acoby (BeeaeHHs
3MiH NPOTAroM 6-TW MicALB Nic/1A 3aTBePAXEHHS)
50. FNHOKO3A pO34nH Ans NAT YkpaiHa TOB thipma YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12539/01/01
iHcpysii, 50 mr/mn, "ranuucapm” "Hosodhapm- 3MiHM | TUMy - 3MiHK 3 AKOCTI. FOTOBUIA NiKapcbkuii 3aci6. peyenmom
no 200 mn B BiocuHTes", CuncteMa KoHTelHep/3akynoproBasibHUiA 3aci6. 3miHa
nAasLwKax YkpaiHa,; noctayasnbHuKa nakyBasibHVUX MaTepiasiB abo KOMMAEKTYHUNX
MAT "Fanuudcpapm” (AKLLO 3a3HaYeHo B JOCbE) (BUTYUYEHHS nocTayaibH1Ka)
BHECEHHS 3MiH 0 MaTepiasliB peecTpaLjiiiHoOro focbe p.
3.2.P.7. Cuctema ynakoBka/yKynopka: Buny4eHHs iHhopmaui
LL{040 BUPOGHUKIB NEPBUHHOI YNakoBKy ((h1aKOHIB CKNSHUX,
NPOGOK N'YMOBMX Ta KOBMAYKIB a/TtOMIHIEBMX)
51. rMIOPEHOPM® Tabnetku no 30 mr; Bepixrep HimeuunHa Bepinrep Ipevis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/0331/01/01
no 10 TabneTtok y IHrenbxainm IHrenbxanm Ennac 3MiHK | TUNY - 3MiHa HalimeHyBaHHS Ta/abo agpecu micus peyenmom
6nictepi; no 6 IHTepHeLwHN A.E. NPOBaKEHHS Ais/IbHOCTI BUPOGHMKA (BK/THOYaoum, 3a
6nictepiB y 6X HeobXifHOCTI, MicL,e NPOBEeLEHHS KOHTPO/IO SKOCTI), abo
KapTOHHI KOPOOL;i BNacHMKa mactep-goaiina Ha A®l, abo noctayasibHUKa
Adl/BnxigHoro matepiasny/peareHTy/npoMiKHOro NPOAYyKTY, L0
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| - 3miHa Ha3BW Ta agpecu
BMpPOoGHUKa ADI rnikBigoHy, 6€3 3MiHM MicLs BUPOGHMLITBA
52. FOAACAN® Tabnetku no 100 Op. P. HimeuunHa Op. P. Ndpnerep HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLjiiiHuX maTepianiB: yTOUHEHHSA Ne 50, Ne UA/7763/01/01
mr, no 10 TabneTok Mcbnerep XimiuHa Pabpuka YMOB BignycKy Ta pekiamyBaHHA B Haka3i MO3 YkpaiHu 100 — 3a
y 6nicTepi; no 2 XimiyHa vM6X Ne 629 Big 21.03.2019 B npoueci nepepeecTpauii. Pegakuis | peyenmowm;
a6o 5, abo 10 dabpuka B Hakasi — 3a peuenToM, peknamyBaHHs — He Miansarae; Ne 20 — 6e3
6nictepis y M6X 3anponoHoBaHa pegakuis - Ne 50, Ne 100 — 3a peuentom; Ne peyenma
KapTOHHI KopooLi 20 — 6e3 peuenTa; peknamyBaHHs Ne 50, Ne 100 — He
nignsrae, Ne 20 — nignsrae.
53. FrOAACAN® Tabnetku no 100 Op. P. Himeuunna [Op. P. Ndpnerep HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: Ne 20 — 6e3 UA/7763/01/01
Mr, no 10 Tabnetok Mdpnerep XimiyHa Pabpuka 3MiHM | TUMY - NOAAaHHSA OHOBJIEHOTO cepTudikaTty peyenma;
y 6nicTepi; no 2 XimiyHa 6X BiANOBIAHOCTI EBponelickkili hapmakonei R1-CEP 2001-210- Ne 50, Ne
abo 5, abo 10 dabpuka Rev 04 gna gitoyoi pevyoBuHY aueTuacaniunioBoi KUCAOTH Big, 100 - 3a
6nictepiB y M6X 3aTBEPXEHOro BUPOOHNMKa, 3MiHa IOpPUANYHOT agpecu peyenmom

KapTOHHIA Kopoo6Li

BNacHuKa ceptudikary;
3MiHM | TUNy - N0AaHHA OHOB/IEHOTO cepTudikarty
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
BiANOBIAHOCTI €Bponeiickkili hapmakonei R1-CEP 2001-210-
Rev 05 ana aitoyoi pevoBuHY aueTuncaniunnoBoi KUCNOTH Bif,
3aTBEPLKEHOr0 BUPOOHYMKA, BUNYYEHHS BUPOOHNYOT AiNbHWL,
BMPO6GHMYI NOTY)XHOCTi HE 3MiIHWINCH
54. FO®EH 200 Kancysm m'siki no Mera TainaHg Mera TainaHg BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/13624/01/01
200 mr no 10 NaiidpcaineHcis NaiidpcaineHcis 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
Kancyn y énictepi; Mabnik Mabnik KomnaHi thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
no 1 6nictepy y Komnawi NimiTen [aHuxX nNpo cuctemy hapmakoHarnsgy (BBefeHHs
KapTOHHOMY Nimiten y3araJlbHeHUX gaHux npo cuctemy dhapmakoHarnsgy, amiHa
KOHBepTI; No 6 YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
KapTOHHUX dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
KOHBEPTIB y 3asBHMKa AN 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
KapTOHHI ynakoBL,i BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/LHOI 3a
3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MilLeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu
3asBHKa, BiANOBIAaNLHOI 3a 3iiCHEHHS (hapmakoHarnisay B
YKpaiHi.
55. FO®EH 400 Kancysm m'ski no Mera TainaHg Mera TainaHg BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/13624/01/02
400 mr no 10 NaiicpcaiieHcis NaiicpcaiteHcis 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edekTMBHOCTI Ta peuyenma
Kancyn y énictepi; Mabnik Mabnik KomnaHi thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
no 1 6nictepy y KomnaHi NimiTen [aHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
KapTOHHOMY Nimiten y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
KOHBepTI; no 6 YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOI 3a 34iCHEHHS
KapTOHHMX dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
KOHBEPTIB Yy 3asBHUKA 4151 34iiCHEHH:A dapmakoHarnsgy B YkpaiHi, sKwo
KapTOHHIN ynakoBLi BOHa BiMiHHA Bij, yNOBHOBa)XeHOI 0cobu, BiAMNOBIAa/IbHOI 3a
3[jificHeHHs1 hapMakoHarsay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu
3a8BHKa, BiANOBIAANbLHOI 3a 34iiCHEHHS chapmakoHarnisgy B
YKpaiHi.
56. FPUNEKC AKTUB | Tabnetku no 4 abo HOHinao6, /N CLWA EBepTogxeH Nandg IHais BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis: 6e3 UA/11428/01/01
10, a6o 12 CaeHcu3 Jlimiteq 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenma
Tabnetok y thapmakoHarnagy. BeefeHHs abo 3mMiHM [0 y3arasbHeHuX
6nicTepi; no 1 OaHux Npo cuctemy chapmakoHarnsgy (BBeAeHHst
6nictepy B y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
KapTOHHiiA Kopo6Lj; YNOBHOBaXXeHOI 0c0obM, BifANOBIfaILHOT 3a 34iICHEHHS
10 a6o 12 hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHariagy
TabneTtok y 3asBHUKa 419 34iiCHeHHA ddapMakoHarniagy B YkpaiHi, Ko
6nicTepi; no 2 BOHa BiiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOI 3a
6nictepn B 3[ilicHEeHHS1 dpapMakoHarnisaay (BKIHYakoUmM KOHTaKTHI AaHi)
KapTOHHIA Kopoo6Li Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cuctemu
hapmakoHarnagy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
Bi4NOBiAa/IbHOI 32 34iCHEHHST hapMakoHarnsaay.
57. OEBITYM - TabneTku, BKPUTI CaHoBesnb TypeyunHa CaHoBenb 1nsy TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12668/01/01
CAHOBE/b NNiBKOBOIO Insy CaHai Be CaHai Be 3MiHu | TUNy - 3MiHK Woao 6e3nekn/edpeKTUBHOCTI Ta peyenmom
o060510HKo0, Mo 25 Tupxapet Tupxapet A.LL. thapmakoHarnagy. BeegeHHs1 abo 3mMiHM [0 y3arasibHeHuX
Mr no 7 TabneTok y A.LL. JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs

6nicTepi; no 4

y3arasibHeHUX flaHnX Npo cucTemy dpapmakoHarnsgy, 3mMiHa
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
6nictepu B YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
KapTOHHIA Kopoo6Li hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapMakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHeHHs1 hapMakoHarsay (BKIHYaUn KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHI MacTep-haiina cuctemu
hapmakoHarnsgy) 3miHa KOHTaKTHUX JaHWX KOHTaKTHOI ocoou,
Bif4noBifa/IbHOI 3a hapmakoHarnsg
58. AOEBITYM - TabneTtkn, BKPUTI CaHoBenb TypeyunHa CaHoBensb Insy TypeyunHa BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/12668/01/03
CAHOBE/b NAiBKOBOO Insuy CaHai Be CaHai Be 3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKO10, M0 100 Tupxapet Tupxapet A.LL. thapmakoHarnsgy. BeegeHHs abo 3miHu [0 y3arasibHeHUX
Mr no 7 TabneTok y A.LL. AaHvx npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepi; no 4 y3arasibHeHVX AaHUX Npo cucTeMy hapMakoHarisay, 3mMiHa
6nictepu B YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
KapTOHHI KOpOOL hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3AiicHeHHs hapmMakoHarsay (BKIHYatoun KOHTaKTHI faHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cucrtemu
hapmakoHarnagy) 3MiHa KOHTakTHUX AaHUX KOHTaKTHOI ocobu,
Bi4noBifa/IbHOI 3a hapmakoHarnsg
59. OEBITYM - TabneTku, BKPUTI CaHoBesb TypeyunHa CaHosenb Insy TypeyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12668/01/02
CAHOBE/b NNiBKOBOIO lnsy CaHai Be CaHai Be 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
o6onoHkKoto, no 50 Tumxapet Tumxapet A.LL. thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHuX
Mr no 7 TabneTok y A.LL. JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepi; no 4 y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
6nictepu B YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
KapTOHHiiA Kopo6Lli dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKA AN19 34iicCHeHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbLHOI 3a
3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
thapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BifnoBigaNbLHOI 3a hapmakoHarnsag
60. AE3O®EMIH 30 TabneTku, BKPUTI Mi6e MmM6X HimeuunHa Mi6e MmM6X HimeuunHa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/17211/01/01
NNiBKOBOIO ApuHaiimitten ApuHaiimiTTenb 3MiHKM | TURYy - 3MiHK 3 siKoCTi. CepTudikaT BignoBigHOCTI/IE- peyenmom

060/10HKOI0, NO
0,03 mr/0,15 mr; no
21 Tabnetyiy
6nictepi, no 1, abo
no 3, abo no 6
6nictepiB y
KapTOHHIA Kopoo6Li

b

cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTuguikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa Adl; ans
BUXifHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 4151 4ONOMIKHOT
pevoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWI cepTudikarT Bif, yxe
3aTBEPKEHOr0 BUPOBGHUKA - NOAAHHS OHOB/IEHOTO
cepTudikaTa BignoBigHOCTI E€Bponelicbkinn dpapmakonei Ne R1-
CEP 1996-079-Rev 07 (3aTBepaxeHo: R1-CEP 1996-079-Rev
06) gns gitoyoi pedoBnHmn Ethinylestradiol Micronised Big Bxe
3aTBEPAXEHOro BUPOOHMKA, SKWIA 3MiHNB Ha3By 3 Bayer
Pharma AG Ha Bayer AG Ta 3miHa agpecu BnacHuka CEP
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
(3atBepaxeHo: 13342 Berlin, Germany; 3anponoHoBaHo:
Kaiser Wilhelm Allee 1 Germany-51373 Leverkusen)
61. AENY®PEH® cnpeii HasaslbHUIA, Pixapg AscTpis Pixappg, BittHep Al ABCTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/8539/01/01
no 20 mn a6o no 30 BiTTHep Al 3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenma
My dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasbHeHNX
nnacTuKoBOMY AaHnx npo cuctemy hapmakoHarnsgy (BBefeHHs
donakoHi 3 y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarnisay, 3mMiHa
nn1acTUKOBUM YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
po3nuiBayvem; no hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHariagy
1 donakoHy B 3asBHMKa A5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
KapTOHHI ynakoBLi BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3[iicHeHHs hapmakoHarsay (BKIH0Yatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu, BignoBiganbHOI 3a dhapmakoHarnsg
62. ANKNO®EHAK PO34UH NS iH'EKLNA NAT Ykpaina MAT "Jly6Hucbapm” Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5713/01/01
HATPIO 25%no3mns "Nly6Huhapm" 3MiHKM | TUny - 36inbLIEHHSA PO3MIPY Cepil rOTOBOro NikapcbKoro | peyenmom
amnyni; no 5 amnyn 3acoby. 3anponoHoBaHa pegakLisi. Po3mip cepii: 42,000-
y 6nicTepi; no 1, 2 45,600 1. wt. Ne5 21,000-22,800 T. wT. Ne10 2,100-2,280 T.
abo 20 6nicTepiB y WT. Ne100; 3MiHK | TRy - 3MiHW Yy NpoLeci BUPOGHULTBA
nauuj 3 KapToHy; No rOTOBOrO /1iKapCbKoro 3acoby;
5 a6o 10 amnyn y 3MiHM | TUMy - 3aMiHa abo BBeAEHHSA AOAATKOBOI Ai/TbHULL
nauLi 3 KapToHy 3 BMPOGHMLTBA /151 HACTMHM abo BCbOro BUPOGHMYOro npoLiecy
neperopogkamu roTOBOrO NikapcbKoro 3acoby (AifIbHULSA, Ha SKill TPOBOAATHLCSA
6yAb-AKi BAPOOHUUI CTaAji, 3a BUHATKOM BUMYCKY cepil,
KOHTPO/I0 AKOCTi Ta BTOPMHHOTO MakKyBaHHS 415 CTEPUIbHUX
NiKapcbKknx 3acobis (BKOYAKOYM BUPOG/IEHI acenTuiHUM
METO/Z0M), KpiM Nikapcbkrx 3acobiB
6i0N0rivYHOro/iMyHONONYHOTO NOXOKEHHS); CYNyTHA 3MiHa:
BBEEHHS A04aTKOBOI AiNIbHUL BUPOOHULTBA IH EKLIAHNX
nikapcbknx 3acobiB Ne2 3aTBepaKeHoro Bupo6Hvika MAT
«Jly6HMhapm», YKpaiHa
63. ANKNO®DEHAK- crpeli HalKipHWIA, ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis: 6e3 UA/1539/03/01
340POB'A po3uuH, 40 mr/mn 06MexeHo 06MexeHo 3MiHK | TUNY - NOAAaHHA HOBOTO cepTudikaTa Big, HOBOro peyenma
YNbTPA no 30 mn abo no 50 | BiANOBIAA/bHI BiANOBIAA/TIBHICTIO BMPOGHUKA (3aMiHa abo [AONOBHEHHS); CYNyTHA 3MiHa: 3MiHa Y
M1y h/1aKoHi 3i cTHo "hapmMavueBTNyHa napameTpax cneyudikauii Ta/abo AoNyCTUMUX MEX,
ckna 3 KnarnaHom- "®apmaveBTn KOMnaHis BM3HAYEHUX Y cneundikauisix Ha Adl, abo
Hacocowm, YHa KoMnaHis "3g0pos'a” BUXIAHWA/NPOMIXHUIA NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA
HacafKoto- "3popos'sa” y npoueci Bupo6HuyTBa A®I; 3miHa y MeTogax BUNpoGyBaHHS
posnuaBayem Ta A®I| abo BuxigHOro Matepiany/npoMixHOro
3aXUCHUM NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
KOBMaykom; no 1 BUpo6HMUTBa A®I (iHLWIi 3MiHM y MeToAax BUNPoOyBaHHS
h1akoHy y KopoobLi (BkntoYaoum 3amiHy abo fonoBHeHHs) APl abo
3 KapToHYy BUWXifHOro/NPOMIXHOro NPoAYyKTY) - NOAAHHA HOBOro

cepTuduikaty BignoBiAHOCTI €Bponelicbkoi hapmakonei Ne R1-
CEP 1997-066 Rev 03 Big HOBOro BMpoGHuKa AdI
[uknodeHak HaTpil0. AK HACNiAOK, BHECEHHSA 3MiH A0
crneundikayii Ta MeToAiB KOHTposito AD| 3a NOKA3HMKOM
«3aNNLLKOBI Ki/IbKOCTi OpraHiYHMX PO3YNMHHUKIBY; 3MiHW | TNy -
3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTbL
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KpaiHa

43

n/n

JliKapcbKo20
3acoby

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

64.

AVNNPOCATNIK®

NocbiioH, no 30 mn

LepiHr-Mnay

[0 moHorpadii A®Y abo €Bponelicbkoi hapmakonei, abo
iHLWOT HauioHanbHOT thapmakonei aepxasn €C (3MiHa y
cneumdikauisx, nos'asaHa 3i 3miHamu B 4dY, abo
€Bponelicbkiin hapmakonei, abo iHLUIA HaLlioHaNbHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa y MeToAax
BunpobysaHHA APl abo BMXiAHOrO MaTepiany/npomMiKHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BMPOGHMLTBA ADI (iHLWi 3MiHM Y MeTOAAaX BUNPOGYBaHHSA
(BKNtOYatouM 3aMiHy abo [onoBHeHHS) APl abo
BMXi4HOro/MPOMiXXHOro NpoAyKTy) - 3MiHU y cneuudikauii Ta
MeTofax BXigHOro KoHTposno APl AuknodeHak HaTpilo y
BiANOBIAHICTb A0 MoHorpadii «Diclofenac sodium» gitoyoro
BuAaHHa EP; 3miHM | Tuny - 3miHa y napameTtpax cneuudikaii
Ta/abo fonyCTUMUX MEX, BUSHAYEHNX y creundikaLisx Ha
A®I, ab0 BUXIZHWUA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPWCTOBYIOTbCS y Npoueci BUpobHuuTBa Adl; cynyTHA
3MiHa: 3MiHa y meTogax BunpobysaHHA APl abo BUXiAHOTO
mMarepiany/npoMiKHOro NpoaykTy/peareHTy, Lo
BMKOPWCTOBYETbLCA y NpoLieci BUpo6HuuTea AP (iHWi 3MiHN Y
MeToJax BUNPOGYBaHHS (BK/1H0HaKUM 3aMiHy abo [OMOBHEHHS)
A®| abo BYXigHOro/MPOMIKHOro NPOAYKTY), MPUBEAEHHS
cneuudikauii Ta METOAiB BXiAHOrO KOHTPOJIHO 3a MOKa3HMKOM
«3annLKoBa KiNbKiCTb OpraHiYHUX PO3YNMHHUKIB» Y
BiANOBIAHICTL MaTepianis Bupo6Huka Ningbo Smart
Pharmaceutical Co., Ltd., China; 3minu Il Tuny - 3miHa
BMPOBHMKA BMXiAHOrO/MPOMIKHOro NpoAyKTy/peareHTy, LWo
BMKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci APl abo 3miHa
BMPOGHUKa (BK/TKOYaOUM, Ae HeobXigHO, MicLie MPOBeAEeHHS
KOHTPO/H0 SIKOCTi) ADI (3a BiACYTHOCTI cepTudpikarta
BiAnoBiAHOCTI EBponeiichbkili hapmakonei y 3aTBepakKeHoOMY
[0Cbe)(BBEAEHHSI HOBOrO BUPO6HMKa AD| 3 HafaHHAM MacTep-
paiina Ha A®l); cynyTHsA 3MiHa: 3MiHa y NapameTpax
cneumdikauii Ta/abo AONYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisx Ha A®l, abo BUXigHWI/MPOMIKXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLLECI
BMPO6HULTBA AP| (ONOBHEHHS cneundikalii HoBUM
NOKa3HUKOM SIKOCTi Ta BiANOBIAHUM METOA0M BUNPOOYBaHHS),
[oaaBaHHsA BUPOOHMKa ADI . K HAcNifoK, BBEAEHHS
[04aTKOBOro nokasHuka skocTi «N-heHin-N-xnopaueTtnn-2,6-
avixnopaniniy (Aumnar)» go cneumdikayii A®| 3 BignosigHUm
MEeTOA0M KOHTpOSO (3rigHo npeactasneHoro DMF) ana
[aHoro BMpo6HuKa

nocsio4YeHHs

y thnakoHi 3
npo6Koto-
KpanenbHuULUEeto; no
1 chnakoHy B
KapTOHHI Kopoo6Li

CeHTpan Ict
Al

LLiBeiuapis

CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP

dpaHLis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHM | TUNY - 3MiHK Woa0 6e3neku/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu 40 y3arasibHEHUX
AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHux nNpo cucTemy dhapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS

dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy

3asBHMKA AN 3AiiCHEHHA papMakoHarnsdy B YKpaiHi, sKLLo

3a
peyenmom

UA/4114/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHEeHHsT hapMakoHarsay (BKIHYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-chaiina cuctemu
thapmakoHarnagy) 3miHa y po3MilleHHi Mavictep-chainny
cucteMu hapmakoHarnsgy 3asaBHUKa. YTOUHEHHA Micus
NpoBefeHHsA OCHOBHOI AiS/IbHOCTI KOMMaHii 3
chapmakoHarisgy.

65.

ANMPOCATIK®

Masb 1o 30 1y Ty6i;
no 1 1y6i B
KapTOHHIA KOopoo6Li

LWepiHr-Mnay
CeHtpan Ict
Al

LLiBeiiuapis

LepiHr-Mnay Naéo
H.B.

Benbris

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM | TMNy - 3MiHK WoA0 6e3nekn/ethekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHu 0 y3arasibHeHNX
[JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHuX Npo cucTemy dhapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
thapmakoHarnagy) 3miHa y po3MilleHHi Mavictep-chainny
cucteMu chapmakoHarnsgy 3asaBHUKa. YTOUHEHHSA Micus
NpoBefileHHs1 OCHOBHOI AisNIbHOCTI KOMMaHii 3 hapmakoHarnsgy

3a
peyenmom

UA/4114/02/01

66.

DIA3ONIH®

gpaxe no 0,1r, no
10 gpaxe y
6nictepax; no 10
Apaxe y bnicTepi,
no 2 6nictepu y
nauuj 3 KapToHy

MAT
"@apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHiX MaTepianis: BUNpaBrieHHA
TexHiuHoi nomunkn B MKA, siki 3aTBepaxeHi Hakasom MO3
YKpaiHu
Ne 231 Big 30.01.2019 (npoueaypa - 3MiHW | TUNY - BUSTYYEHHS
[leTasIlbHOro OnMcy MeToAUKY 3a NoKa3HNKOM «MBUY», ockinbkn
MeToAvKa NOBHICTIO Bignosigae sumoram AdY* ta EP*; 3miHu |
™ny - 3MiHa y MeTofax BUnNpobyBaHHSA roTOBOrO /iKapCbKoro
3acoby (419 NpuBeAeHHs Y BIANOBIAHICTL 3 APY abo
€BpOoNencLKo hapmakoneeo Ta BUyYEHHsI MOCUMIaHHSA Ha
3acTapifiuii BHYTPILLHI MeToA BUNPo6byBaHHS i i0ro Homep);
3MiHM | TUNY - 3MiHW 4,0 METOZIB KOHTPOJIH0 FOTOBOTO
NiKapcbKoro 3acoby 3a NOKasHMKOM «Tanbk»; 3MiHW | Tuny -
3MiHWU 40 PO34iny «YNakoBKa» - BUMYYEHO NOCUMAHHA Ha
rpynoBy ynakoBky; 3miHu |l Tuny - BBeAeHHs A0AATKOBOrO
BMpo6HUKa APl MebrigponiH).

B npoueci BHeceHHs 3MiH 6y/10 HEKOPEKTHO NepeHeceHo
iHbopmaltito B po3gin "Ynakoska" (He 6yna BpaxoBaHa 3MiHa
LLIOA0 YNaKOBKM)

6e3
peyenma

UA/0270/02/02

67.

AIA30/MIH®

npaxe no 0,05,
no 10 gpaxe y
6nictepax; no 10
Apaxe y bnicTepi,
no 2 6nictepu y
nauui 3 KapToHy

MAT
"papmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: BUNpaBfieHHA
TexHiuHoi nomunku B MKA, siki 3aTBepaeHi Hakasom MO3
YKpaiHu
Ne 231 Big 30.01.2019 (npoueaypa - 3MiHW | TUNY - BUSTYYEHHS
[eTaslbHOro onncy MeToAMKM 3a NoKasHNKoM «MBY», ockinbkn
MeToZAuMKa NOBHICTIO Bignosigae Bumoram AdY* 1a EP*; 3MiHm |
™Mny - 3MiHa y MeTofax BUNpobyBaHHSA roTOBOrO NiKapCbKoro
3acoby (aNs npuBefeHHs y BignoBigHICTL 3 APY abo
€BpONencLKOI0 hapMakoneeto Ta BUYyYEHHS MOCUIaHHA Ha
3acTapifiii BHYTPILLHI MeToA BUNPO6GyBaHHS i 10ro Homep);
3MiHM | TMNY - 3MiHX 1O METO/iB KOHTPOJIH0 FOTOBOrO

6e3
peyenma

UA/0270/02/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
NiKapCbKOro 3acoby 3a NOKa3HUKOM «TasibK»; 3MiHU | Tuny -
3MiHU 40 pPO3Ainy «YnakoBKa» - BUMYYEHO NOCUMAHHA Ha
rpynoBy ynakoBky; 3MiHu Il Tuny - BBEAEHHA AOAATKOBOIO
BMpo6HMKa APl Me6rigponiH).
B npoueci BHeceHHs 3MiH 6yN10 HEKOPEKTHO NepeHeceHo
iHchopmauito B po3ain "Ynakoska" (He 6yna BpaxoBaHa 3miHa
LLI0A0 YNaKOBKM)
68. AOEH3A- TabneTku, BKPUTI CaHoBesnb TypeyunHa CaHoBensb Insy TypeyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/12635/01/01
CAHOBE/Ib NNiBKOBOIO Insy CaHai Be CaHai Be 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, N0 5 Tupxapet Tupxapet A.LL. thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranibHeHuX
Mr no 14 tabneTok A.LL. [aHux Npo cuctemy dhapmakoHarnsgy (BBefeHHs
y 6nicTepi; no 1 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
6nictepy y YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
KapTOHHIA KOopooLi hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWX KOHTaKTHOI ocoou,
BiANOBIAA/IbHOI 38 hapmakoHarnsg.
69. AOKCA303UH Tabnetkn no 1 mr, ToBapucTBO 3 YkpaiHa BCi cTagii YKpaiHa BHECEHHS 3MiH 40 peecTpaLiiHnx martepianis: 3MiHu | Tuny - 3a UA/2974/01/01
no 10 TabneTok y 0bMexeHo BMPOGHMLITBA, 3MiHu 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y peyenmom
6nictepi; no 3 BiANoBiAabHI KOHTPO/Ib SIKOCTI, BMPOBHULTBI. 3MiHa po3mipy cepii (BkIYaroumn gianasoH
6nictepu B CTI0 BUMYCK Cepii: pO3Mmipy cepii) roTOBOro NikapcbKoro 3acoby (iHLwi 3MiHM)
Kopo6ui; no 30 "[ocnigHwii ToBapucTBO 3 BBE[EHHS [0AATKOBOro po3mipy cepii roTOBOro Nikapcbkoro
Tabnetok y 6aHLui 3aBof, 06MeXeHo 3acoby 419 BUPOOHULTBA Ha A,0AATKOBI BUPOGHWYIN AiNbHUL
ab0o KoHTeliHepi; no "rHUIC! BiANOBIAA/TIbHICTIO TOB "®APMEKC I'PYI", Ykpaina. Po3mip cepii cknagae: 2,0

1 6aHuj abo
KOHTEliHepy B
KOpo6Li 3 KApTOHY

"[locnigHuii 3aBopg
"rHuac,
YkpaiHa,;

BCi cTagji
BMPOBGHULTBA,
KOHTPO/Ib SIKOCTI,
BMNYCK Cepil:
ToBapucTBO 3
0bMexeHoto
Bi4NOBIfANbLHICTIO
"®apmayeBTnyHa
KOMMaHis
"3p0pos'a”,
YKpaiHa,;

BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib AKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"®APMEKC IrPy1i,

YKpaiHa

kr - 1,333 Tuc. yn. Ne30(10x3) y 6nictepax. BBefieHHS1 3MiH
NPOTArom 3-X MicALiB Nicnsa 3aTBepMKeHHs. 3MiHu | Tuny -
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA /151 HACTMHM abo BCbOro BUPOGHMYOro npoLiecy
roTOBOrO NikapcbKoro 3acoby (AifbHULSA, Ha AKill TPOBOASATHLCSA
6yAb-AKi BUPOGHWYI CcTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 SIKOCTi, NEPBMHHOTO Ta BTOPUHHOTO NakyBaHHS, A1
HeCTepWIbHUX Nikapcbknx 3aco6iB). CynyTHs 3MiHa- 3MiHU 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHMLTBI.
3amiHa abo BBeEeHHS 404AaTKOBOI AiNbHULI BUPOOHULTBA ANs
YyacTvHV abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (4iNbHULA AN BTOPUHHOTO NakyBaHHS) -
3MiHu 3 siKkocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI AibHUL
BMPOGHMLTBA A1 YaCTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roTOBOro NiKapCcbKoro 3acoby (AibHUUA A8 NePBUHHOMO
nakyBaHHs) - BBEieHHS AOAATKOBOI Ai/IbHULL TOTOBOro
nikapcbkoro 3acoby - TOB "®APMEKC 'PYM", YkpaiHa (BCi
cTagii BMpobHULTBA) 3 O4HUM BUAOM NakyBaHHs (no 10
TabneTok y 6nictepi, no 3 6nictepu B kOpo6L;). BBEAEHHS 3MiH
NpPOTAroM 3-x MicsAUiB NiCNA 3aTBEPLKEHHSA. MiHW | TUny -
3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHu, L0 CTOCYIOTbCA
BUMYCKY Cepii Ta KOHTPO/IKO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3amiHa abo foaaBaHHSA BUPOOHMKA, LU0 BignoBigae 3a
BBE3EHHS Ta/abo BMNyCK cepii) - Bkaoyaroun
KOHTPONb/BUNPOGYBaHHSA cepil. logaBaHHA BUPOGHMKA
roTOBOrO Jlikapcbkoro 3acoby - TOB "®APMEKC Py,
YkpaiHa (KOHTpO/ib SKOCTi, BUMYCK Cepii) 3 O4HUM BUAOM
nakyBaHHs (no 10 TabneTtok y 6nictepi, no 3 6nictepu B
Kopob6Li). BBeAeHHs 3MiH NpPOTAromM 3-x MicsLiB nicns
3aTBEpMKEHHS. 3MiHW | TMny - 3MiHW 3 AKOCTI. FOTOBUIA
nikapcbkuii 3aci6. CucTeMa KoHTelHep/3aKynopoBasibHUIA
3aci6. 3MiHa y NepBWHHIiA yNakoBL,i rOTOBOrO NiKapCbKOro
3acoby (Tvn KoHTeliHepa abo fofaBaHHS HOBOTO KOHTEHepa)
- TBepai, M'AKi Ta HecTepusbHi pigki nikapcbki hopmu.
BBefeHHs1 40AATKOBOrO TUMYy NEPBUHHOTO NakyBaHHSA rOTOBOrO
nikapcbkoro 3acoby - no 10 TabneTtok y 6nictepi; no 3
6nictepu B KOpO6UL, - AN AiNbHULL BUPO6HMLTBA TOB
"®apmaueBTMyHa KomnaHia "3gopos'a” Ta TOB "®APMEKC
FPYM". BBeAeHHs 3MiH MPOTAroM 3-X MicAuiB nicns
3aTBEPKEHHS.

70.

JOMAMIH
AOME[A 200

KOHLeHTpaT Ans
NpPUroTyBaHHsA
po3unHy ans
iHcpysiin 200 mr/10
M no 10 mn B
amnynax Ne5

Aovega
ApuHaiimitten
b 'M6X

HimeuunHa

[aynt ®apma
BronbgpiHr MM6X

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHuY I Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs a6o 3MiHa(M) L0 3060B'A3aHb Ta
YMOB BUaui peecTpauiliHoro noceig4eHHs, Bkaoyaroun Mnax
yNpaBiHHA pu3nKamu (3acTocyBaHHS 3MiH(1), ski(a)
BMMaratTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
O04ATKOBMM AaHVMMWU, L0 MaloTb Ha4aBaTUCs KOMNETEHTHUM
OopraHoMm, OCKifIbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom) - BukoHaHHS 3060B'A3aHb BiANOBIAHO
fo nignyHkty 1.13 nyHkty 1 gogatky 15 o Mopsaky
NpOBeLIEHHS EKCMIePTU3M peecTpavLiiiHiX maTtepianis Ha
nikapcbki 3aco6u, Lo NoAalnTbCa Ha AepXaBHY peecTpaLiio
(NepepeecTpauito), a Takox ekcnepTnsn martepiasnis npo
BHECEHHS 3MiH O peecTpaLjiiiHiX MaTepiasiB NpoTArom g
peecTpauiiHoro NocBig4YeHHs, 3aTBepAxXeHoro Hakasom MO3
Bif 26.08.2005 Ne 426 (y pepakuii Hakasy MO3 Big 23.07.2015
Ne 460)

3a
peyermom

UA/6288/01/01

71.

AOPAMIHA®

Tabnetku no 50 mr,
no 5 a6o no 10
Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHIA Kopoo6Li

AppaH-
[aneHcbkmit
Na6opaTopiii
A.A.,

Xopsaris

AnpaH-FaneHcbkuii
Na6opaTopiit 4.4.

Xopsaris

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHU | TUMY - 3MiHW BHECEHI B TEKCT MapKyBaHHS yMakoBKM
NiKapCbKoro 3acoby L0AO 3a3HaYeHHsT MKHapPOAHNX
no3HayeHb OAMHWLbL BUMIPIOBaHHS. BBeAEeHHS 3MiH NPOTArom
6-TV MiCALIB MiC/1A 3aTBEPMKEHHS; 3MiHW | TURY - 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuugikalisx, nig yac BUPOOGHULTBA rOTOBOTO J1iKAPCLKOr0
3acoby - nepeHoc BMNPObyBaHb MPOMIXKHOrO KOHTPO/IIO Nig, yac
BMPOGHMLITBA 3a MOKa3HMKaMu «laeHTudikalis», «KinbkicHe
BU3HAYEHHS», «OAHOPIAHICTb JO30BAHNX OAVHULE,
"MikpobionoriyHa ynctoTa», «BrusHaueHHss BONOrn»,
«PO34MHEHHS» 3 CTagii NpecyBaHHA Ha CTagilo NakyBaHH:A y
6nictepun

6e3
peuyenma

UA/8430/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
72. AYOTPAB® Kpanni o4Hi, no 2,5 HosaprTic LLiBeiuapis AsnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/6292/01/01
MY ¢hriakoHi- dapma Al 3MiHu |l TNy - 3MiHK [0 IHCTPYKLUIT 418 MeAnYHOro peyenmom
KpanenbHuui; no 1 3acTOCyBaHHA NikapcbKoro 3acoby [0 po3finiB "3acTocyBaHHs
dhakoHi- y nepioA BariTHOCTi abo rogyBaHHs rpyaa”, "MobiuHi peakwii”.
KpanesibHULi B BBefeHHA 3MiH NPOTAroM 6 MicALiB NicNa 3aTBepAKeHHs
NPOMIXHIi
ynakoBLi, Lo
BK/1aJa€eTbCA B
KOpPOO6KY 3 KApTOHY
73. EBEPONIMYC- Tabnetku no 2,5 mr TOB YkpaiHa nepBUHHE, Icnanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/17149/01/01
BICTA no 5 tabnetok y "®apmaueBTn BTOpPUHHE Yuni TEeXHiYHa MOMWJIKa B TEKCTI MapKyBaHHS ynakoBOK LL0A0 peyenmom
6nictepi, no 6 YHa KOMMNaHis nakyBaHHs, agpecu BUPO6HMKa
6nictepis B Bicta" KOHTPO/Ib SIKOCTI,
KapTOHHIA KOopooLi BMNYCK cepil:
CiHTOH Xicnanis, C.
1. Icnawis,
BMPOBHULTBO,
nepBUHHE,
BTOPVIHHE
nakyBaHHs: CiHTOH
Yuni itga. Ywni
74. EBEPO/IIMYC- Tabnetku no 5 mr TOB Ykpaina nepBrHHE, Icnanisa/ BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiiB: TeXHIYHA 3a UA/17149/01/02
BICTA no 5 Tabnetok y "®apmaueBTun BTOpPUHHE Yuni NoMU/IKa B TEKCTi MapKyBaHHS YNakoBOK LLOAO0 ajpecu peyenmom
6nictepi, no 6 YyHa KoMMNaHis nakyBaHHs, BMPOGHMKa
6nicTepis B Bicta" KOHTPOJ1b SIKOCTI,
KapTOHHIA Kopoo6Li BMNYCK cepil:
CiHTOH Xicnanis, C.
N. IcnaHis,
BMPOBHULTBO,
nepBUHHE,
BTOPVIHHE
nakyBaHHs: CiHTOH
Yuni itga. Ywni
75. EBEPO/IMYC- Tabnetku no 10 mr TOB Ykpaina nepBrHHE, Icnanis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/17149/01/03
BICTA no 5 Tabnetok y "®apmayueBTun BTOPUHHE Yuni TEeXHiYHa NOMWSIKa B TEKCTI MapKyBaHHS yNakoBOK LL0A0 peyenmom
6nicTepi, no 6 YyHa KOMMaHis nakyBaHHs1, agpecu BUpobHMKa
6nictepis B Bicta" KOHTPO/1b SIKOCTI,
KapTOHHiiA KOpo6Li BUMYCK Cepii:
CiHTOH XicnaHis, C.
N. IcnaHis,
BMPOGHULITBO,
nepBuHHe,
BTOPVIHHE
nakyBaHHs: CiHTOH
Yunai NItga. Yuni
76. EKBOPAN® Kancysnum m'ski no TeBa 13painb TeBa Yex IHpacTpi3 Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7471/02/01
25 mr, no 10 dapmaueBTika c.p.o. Pecny6nika 3MiHK | TUNY - NOA4AHHS OHOBIEHOTO cepTudikaTy peyenmom
Kancyn y énicrepi; n lHaacTpi3 BiANOBIAHOCTI €Bponeiickkili hapmakonei R1-CEP 2002-152-
no 5 6nictepis y nra. Rev 04 ana A®| UMKNOCNOPWH Bif, yXXe 3aTBEP)KEHOrO

Kopoo6ui

BMPOGHUWKA Y 3B’A3KY 10[aBaHHsA a/lbTEPHATUBHOI AiNbHUL
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
BMPOGHMLITBA MPOMIXXHOIO NPOAYKTY, BUYYEHHS 3i
cneumadikauii A®I nokasHUkiB «Baxki MeTanu» Ta «3a/IULKOBI
PO3YMHHUKN. MeTaHo/1»
77. EKBOPAN® Kancysm mM'siki no TeBa I3painb TeBa Uex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/7471/02/02
50 wr, no 10 dapmaueBTika c.p.o. Pecny6nika 3MiHK | TUNY - NOAAHHS OHOBIEHOTO cepTudikaTy peyenmom
Kancyny énicrepi; n lHgacTpi3 BiANOBIAHOCTI €Bponeiickbkili hapmakonei R1-CEP 2002-152-
no 5 6nictepiB y nrp. Rev 04 ana A®I uMKNOCNopVH Bif, yXXe 3aTBepAKeHOro
Kopoobui BUPOGHMKA Y 3B'A3KY A04aBaHHS aflbTepPHATUBHOT AiNbHALLI
BMPOGHMLITBA MPOMIXXHOTO NPOAYKTY, BUNYYEHHS 3i
cneundikauii A®I nokasHuKiB «Baxki MeTanu» Ta «3a/ILLKOBI
PO34MHHKKM. MeTaHo/1»
78. EKBOPAN® Kancysm m'ski no TeBa I13painb TeBa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/7471/02/03
100 wmr, no 10 dapmaueBTika c.p.o. Pecny6nika 3MiHK | TUNY - NOAAHHS OHOBNIEHOTO cepTudikaTy peyenmom
Kancyn y énictepi; n lHpacTpis BiANOBIgHOCTI EBponeilickkili hapmakonei R1-CEP 2002-152-
no 5 6nictepis y nra. Rev 04 ana A®| uMKIOCNOPYH Big, yXXe 3aTBEPAKEHOTO
Kopoo6Li BMPOGHMKA Y 3B’A3KY [0fjaBaHHS a/lbTePHATVUBHOT AiTbHUL
BMPOBHULTBA NPOMIKHOTO NPOAYKTY, BUTYYEHHS 3i
cneumdikayii A®I nokasHUkKiB «Badkki MeTanu» Ta «3a/IMLKOBI
PO34YMHHKKM. MeTaHOo/1»
79. ENIPYBILVH KOHLeHTpaT Ans EBEBE AscTpist NOBHUIA LIMKN AscTpis/ BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/4356/01/01
"EBEBE" PO3UmnHY Ans dPapma BMpPOGHULTBA: HimeuunHa 3MiHK | TUNy - nogaHHsAM HoBoro CepTudikaty RO-CEP 2008- peyenmom
iHdpysii, 2 mr/mn no lec.m.6.X. EBEBE ®apma 040-Rev 01 Ha A®I| Enipy6iuuHy rigpoxiopug, Big, Bxe
5 mn (10 wmr), abo Hepr.KI ec.m.6.X. Hor. 3aTBepAXeHol BUpobHMYoi AinbHuui SICOR S.R.L., ITanisa
no 25 mn (50 mr), KI, ABCTpisi;
a6o no 50 mn (100 KOHTPONb/BMNPOGY
mr), a6o no 100 mn BaHHSA cepii:
(200 ™r) y donakoHi; Mnn
no 1 pnakoHy B Mikpob6ionoriwec
Kopoo6Li Mptodpnadop M6X,
ABCTpIS;
KOHTPO/b/BUNPOGY
BaHHSA cepii:
Nabop N+ C Arl',
HimeuyunHa
80. EPOCUN Tabnetkun no 50 mr TOB YkpaiHa TOB "AcTpacapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaliiiHnx maTepianis: 3a UA/14556/01/01
no 1 a6o 2, a6o 4 "AcTpadrapm" 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom

Tabnetkn y
6nictepi, no 1
6nictepy B KOpo6Li
3 KapTOHY

dhapmakoHarnsgy. BeegeHHs abo 3miHu 40 y3arasbHeHNX
[AaHvx nNpo cuctemy thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy; KOHTakTHOi ocobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiZIMiHHA Bif, yNOBHOBaXXEHOI 0CO6W, BiANOBIAaLHOI 32
3AilicHeHHs hapMakoHarnaay (BKUYarUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLeHHI MacTep-aiina cucrtemu
hapmakoHarnsgy) 3MiHa ynoBHOBaXKeHOI 0Co6U 3asBHUKa AN
3pjlicHeHHs chapmakoHarnagy: Aitova pefakuis: MenbHuK
IpnHa BikTopiBHa. MNponoHoBaHa pepakuis: LLoskoBa IpnHa
BaneHTuHiBHA.
3MiHa KOHTaKTHUX iaHNX YNOBHOBA&XEHOI 0CO6M 3asBHVKa ANs
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
3[iicHeHHs hapMakoHarnifgy. 3MiHa MiCLe3HaxXOKEHHS
mMacTep-gaiina Ta oro Homepy
81. EPOCUN Tabnetkn no 100 TOB Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiHnx martepianis: 3a UA/14556/01/02
mrno 1 a6o 2, abo "AcTpadapm" 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
4 TabneTkn y thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
6nictepi, no 1 AaHnx npo cuctemy hapmakoHarnsgy (BBefeHHs
6nictepy B KOpo6Li y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarnisay, 3mMiHa
3 KapToHYy YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa A5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3[iicHeHHs hapmakoHarsay (BKIH0Yatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
hapmakoHarnsgy) 3MiHa ynoBHOBaXKeHO! 0CO6U 3asiBHUKa AN
3[jicHeHHs hapmakoHariagy: [irova pegakuis: MenbHuK
IpnHa BikTopiBHa. MNponoHoBaHa pepakuis: LLoskoBa IpnHa
BaneHTuHiBHA.
3MiHa KOHTaKTHUX AaHnX YNOBHOBA&XEHOI 0CO6W 3asBHVKa AN
3[iicHeHHs1 hapMakoHarnsgy. 3MiHa MicLe3HaXOKEHHS
mMacTep-gaiina Ta ioro Homepy
82. ECBPIET® Kancynm no 267 mr ®.XochcpmanH | LUseliapis BMPOGHMLTBO CLUA/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15073/01/01
no 270 kancyny -Na Pow Ntg, Hepo3acoBaHoT Benvka 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
naswui; no 1 npoayKuir, BpuTanisa/ thapmakoHarnsgy. BeeneHHs abo 3miHy [0 y3arasibHeHUX
NAALWLUI Y KAPTOHHIi BMNPOGYBaHHSA LLisefiuapis AaHvx nNpo cuctemy chapmakoHarnsgy (BBefeHHs

KopooLi

KOHTPOJIO AKOCTI:
KeTeneHt ®apma
Contowns, JINC,
CLUA;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
MexkemxiHr
KoopgiHaropc, IHK.
NNC, CUWA,;
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPO/IO SIKOCTI:
AHAepcoH bpekoH
(FOK) Nimiten,
Benuka bpuTaHis;
BMMNPO6YBaHHSA
cTabinbHOCTI:
KeTeneHt ®apma
Contowns, JI1C,
CLUA;
BMNPOGYBaHHSA
MikpobiosoriyHol
4YUCTOTU:

y3arasibHeHVX faHnx npo cuctemy papmakoHarnisay, smiHa
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOI 0cobu 3 dhapmakoHarnagy
3asBHUKa 419 34iCHeHHA hapMakoHarniagy B YkKpaiHi, Ko
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOI 3a
3AiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
thapmakoHarnagy) 3MiHa KOHTakTHOI 0CO6Y 3asiBHUKA,
BiANOBIAA/bHOI 3a 34iiCHEHH:A dhapmakoHarnsgy B YkpaiHi:
[Litova pepakuin — Moy TetaHa KOpiiBHa. MNponoHoBaHa
pefakuist — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0COo6u 3asiBHMKA, BiANOBIAA/IbHOT 32
3[jiCHeHHs1 hapMakoHarisay B YkpaiHi. 3MiHa KOHTaKTHUX
LaHnX YNOBHOBaXKEHOT 0CO6U 3asBHMKa, BifNoBigaibHOI 3a
3[jiicHeHHs dhapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AiANbHOCTI 3 dhapmakoHarnsagy. 3miHa
MicLle3HaxopKeHHs1 MacTep-chaiina cuctemu hapmakoHarnsgy
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
IHTEepHeLwHN
Na6opaTtopi
Cepsicis flimiTes,
Benuka bBpuTaHis;
BUNYCK cepil:
®.XothpmaHH-/15
Pow /14,
LLiBeiiLapis
83. ECKANEN Tabnetkn no 1,5 mr BAT "leneoH YropwmHa BAT "leneoH YropwmHa BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/4789/01/01
no 1 Tabnetuiy PixTep" PixTep" 3MiHM | TUMY - 3MiHW BHECEHO [0 IHCTPYKUiT ANS MeANYHOro peyenmom
6nictepi; no 1 3acToCyBaHHSA NikapcbKoro 3acoby Ao po3gainy "Aitun".
6nictepy pasom 3 BBefeHHs 3MiH NpoTArom 3-x MIiCALIB MiCNsA 3aTBEPAKEHHS
KapTOHHUM
dyTnspom ansa
36epiraHHsA
6nictepa B
KapTOHHI ynakoBLi
84. EYBAKC B cycnexsisa ans TOB "dapma YkpaiHa Enfxi Kem, N14. Kopes BHECEHHS 3MiH 40 peecTpaviiiHMx MmaTepiasiB: 3MiHa 3asBHUKa 3a UA/13950/01/01
BAKUWHA Ansa iH'ekujn, 20 Naidg" (BnacHvka peecTpaLiiHoro nocBigyeHHs) (3rigHo Hakasy MO3 peyenmom
MPODINAKTUKA MKr/n03y no 1,0 mn Big 23.07.2015 Ne 460); 3miHuM | TUNY - 3MiHK LLOA0
FENATUTY B (1 po3a) y donakoHi; 6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo

PEKOMBIHAHTH
A PIOKA

no 1, 10 a6o 20
dnakoHIiB y
KapTOHHI nayui

3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapmMmakoHarisgy
(BBEAEHHSA Y3arasibHEHNX AaHWX NPO cucTeMy
thapMakoHarnagy, 3mMiHa yrnoBHOBaXXEHOT 0cobu,
BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapMakoHarnsay 3asBHuKa gnsi 3aiicHeHHs
hapmakoHarnsgy B YKpaiHi, SKLWo BOHa BiAMiHHA Bif,
YMOBHOBaXeHOT 0co6U, BiANOBIAAILHOT 3a 34iACHEHHS
hapmakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHI MacTep-ghaiina cucteMmun papmakoHarnsagy) -
3MiHa YNOBHOB&X€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsgy, 3mMiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiAnoBigasibHOI 3a 34iiCHEHHS hapMmakoHarnsay.
3MiHa Micus 34jACHEHHS OCHOBHOI Ais/IbHOCTI 3
hapmakoHarnsgy, aMiHa agpecu mactep-gpaiina Ta ioro
HOMepy; 3MiHK | TUNY - AQMIHICTPaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLa NPOBaMKEeHHS AisIbHOCTI
BUPOBGHMKa/iMnopTepa roToBOro Nikapcbkoro 3acoby,
BK/IOYAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJO AKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/iMNOpPTEpP, BK/OYAOUM BUMYCK cepili) - 3MiHa
HalilMeHyBaHHA BUPOOHMKa flikapcbKoro 3acoby Ta ioro
ropuanyHoi agpecu. Agpeca BUPOOHUYOT AinbHWL Ta BCi
BMPOGHMYI onepauii 3aNuaoTbCs HE3MIHHMMK; 3MiHK | TRy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLii MPOBaPKEHHA AiS/IbHOCTI BUPOOHUKa (BK/THOYatoun, 3a
Heo6XifHOCTI, MicLe NPOBEeLEeHHS KOHTPO/IO SKOCTI), abo
BNacHuKa mactep-gpaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHoro matepiany/peareHTy/npoMiKHOro NpPoAyKTy, L0
3aCTOCOBYHOTbCS Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y 0ChbE
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANoBiAHOCTI EBponelickkili hapmakonei y 3aTBepakKeHoMy
Aocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHM (SKLLLO
3a3HayeHo y A0CbE) - 3MiHa HalilMeHyBaHHSA BUpobHuka A®I Ta
oro ropuanyHoi agpecu. Agpeca BUPOGHUYOT AiNbHULI Ta BCi
BMPO6HMYI onepauii 3a/IMLaTbCs HE3MIHHUMM

85.

EYBAKC B
BAKLUMHA AnA
NPO®INTAKTUKU
FENATUTY B
PEKOMBIHAHTH
A PIOKA

cycneHsis ons
iH'ekuyjin, 10
MKr/go3y no 0,5 mn
(1 po3a) y chnakoHi;
no 1, 10 a6o 20
h1aKkoHiB y
KapTOHHIM navui

TOB "®dapma
Naiicp"

YkpaiHa

Enfxi Kem, N114.

Kopes

BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasliB: 3MiHa 3asBHUKa
(BNacHvKa peecTpaLiiHoro noceigyeHHst) (3rigHo Hakazy MO3
Bifg 23.07.2015 Ne 460); 3miHn | TMRY - 3MiHK WOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo cuctemy hapmMakoHarisgy
(BBEAEHHS y3arasibHEHMX AaHUX Npo cucTemy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi 0cobw,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHvKa 415 34iINCHEHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkovaouy KOHTakTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cucteMun papmakoHarnsagy) -
3MiHa YNOBHOBaX€EHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnsgy, 3mMiHa KOHTaKTHUX JaHKX YNOBHOBaXKEHOI
ocobu, BignoBiganbHOI 3a 34iiCHEHHS hapMakoHarnsaay.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisifIbHOCTI 3
hapmakoHarniagy. 3miHa agpecu macTtep-chaiina Ta ioro
HOMepa; 3MiHW | Tuny - AAMIHICTPaTWBHI 3MiHU. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaAKEHHS AisNbHOCTI
BUPOBGHMKa/iMnopTepa roToBOro /ikapcbKkoro 3acoby,
BK/IOUAI0UM AiNbHULI BUMYCKY cepil abo micue npoBefeHHs
KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEpP, BK/KOYAOYM BUMYCK CEpili) - 3MiHa
HalilMeHyBaHHS BUPOOHUKa JlikapcbKoro 3acoby Ta ioro
lopuanyHOI aapecu. Agpeca BUPOOHUYOI AiNbHULI Ta BC
BMPOGHMWUYI onepauii 3a/IMLaTbCs HE3MIHHUMU; 3MiHW | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLis MPOBaKEHHS AiANbHOCTI BUPO6HMKA (BKIOUatouK, 3a
HeoOXiJHOCTI, MicLie MPOBEAEHHS KOHTPOSO AKOCTI), abo
B/lacHMKa macTep-gaiina Ha A®l, abo noctavanbHUKa
Adl/BnxigHoOro matepiany/peareHTy/npoMiKHOro NPOAYyKTY, L0
3aCTOCOBYHTbCA Y BUPOO6HULTBI AP (SKLLO 3a3HAYEHO Y [OCHE
Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiANOBiAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoOMy
A0Cbe, abo BUPOOHMKA HOBOT AOMOMDKHOI PEYOBUHM (SKLLO
3a3HayeHo y [0CbE) - 3MiHa HaliMeHyBaHHS BUpobHuka A®I Ta
ioro opuanyHoi agpecu

3a
peuyenmom

UA/13950/01/02

86.

EYTUPOKC

Tabnetkn no 25
MKr; no 25
Tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopoo6Lli

Mepk KlraA

HimeuunHa

Mepk KlraA

HimeyunHa

BHECEHHS 3MiH [0 peecTpaLljiiiHux maTepianis:
3MiHu |l TUny - 3MiHW 0 IHCTPYKUIT ANA MeguyHoro
3acTocyBaHHA Nikapcbkoro 3acoby Ao po3ainy "B3aemogis 3
IHLIMMKW NikapcbkMK 3acobamu Ta iHWi B1uan B3aemogiii',

"Oco6nMBOCTI 3acTocyBaHHS", "3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHA rpyaa”. BBeieHHA 3MiH NpoTsArom

3a
peyernmom

UA/8388/01/01




Hassa

dopma sunycky

3asiBHUK
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n/n

JliKapcbKo20
3acoby

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

87.

EYTUPOKC

Tabnetku no 50

6-Tv MicALIB NiCN1A 3aTBEPAKEHHS; 3MiHM | TUMY - 3MiHU LWOA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. BHeceHHsi abo
3miHa(u) 40 3060B'A3aHb Ta YMOB BUAaui peecTpaviiiHoro
nocBigueHHs, BkAovaouy MNnaH ynpasniHHA py3vkamu (iHLwi
3MiHM); BrkoHaHHA 3060B'A3aHb BiANOBIAHO A0 nianyHkTy 1.13
nyHkTy 1 goaatky 15 go Nopagky npoBefeHHA ekcrepTusn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, LWwo
noJaloTbCs Ha AepXaBHy peecTpaliio (nepepeecTpadiio), a
TaKoX eKcnepTusn maTepiasiis NPO BHECEHHS 3MiH A0
peecTpauiiHx mMaTepiasiB NPOTAroM fji peecTpawjiiiHoro
NnocBiJYEeHHs, 3aTBepoKeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

nocsio4YeHHs

88.

EYTUPOKC

MKr; Nno 25
Tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopoo6Li

TabneTtkun no 75

Mepk KlraA

HimeuumnHa,

Mepk KlraA

HimeuunHa

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis:
3MiHu |l TUNy - 3MiHK 40 IHCTPYKUIT N8 MeguyHoro
3acTOCyBaHHS fikapcbKoro 3acoby Ao po3giny "B3aemogis 3
IHLIMMKM NikapcbKMK 3acobamu Ta iHWi BUuan B3aemMogiii",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHSA Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat0". BBeAeHHs 3MiH NpoTAarom
6-Tv MicALIB NicNsA 3aTBEPAKEHHS; 3MiHM | TUMY - 3MiHU LWOA0
6e3nekun/edhekTUBHOCTI Ta hapMakoHarnsgy. BHeceHHss abo
3MmiHa(n) fo 3060B'A3aHb Ta YMOB Buadi peectpauiiHoro
nocBigueHHs, Bkovatouy MNnaH ynpaBniHHA py3vkamu (iHLwi
3MiHW); BrkoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 NigNyHKTY 1.13
nyHkTy 1 goaarky 15 o MNopsagky npoBefeHHA ekcrnepTusn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lwo
noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadii), a
TaKOX eKCnepTUsn mMaTepiasiis MPO BHECEHHS 3MiH A0
peecTpauiiH1X MaTepiasniB NPOTAroM fji peecTpawjiiiHoro
NnocBiJYEeHHS, 3aTBepAKeHOoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/8388/01/02

89.

EYTUPOKC

MKT; Mo 25
Tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B

KapTOHHI Kopoo6Li

Tabnetkn no 100

Mepk KlNaA

Mepk KlaA

HimeuuunHa,

HimeuunHa

Mepk KlNaA

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHu |l TUny - 3MiHK 80 IHCTPYKUT N8 MeguyHoro
3acToCyBaHHS fikapCcbKoro 3acoby Ao po3giny "B3aemogis 3
IHLIMMKW NikapCbKMK 3acobamMu Ta iHWi BUAn B3aemMogiii",
"Oco611BOCTI 3acTOCyBaHHA", "3acTOCyBaHHS Y nepiog,
BariTHOCTi abo rogyBaHHs rpyaato". BBeAeHHs 3MiH NpoTAarom
6-Tn MicAUiB NicNA 3aTBEPKEHHS; 3MiHU | TUMY - 3MiHK LWOA0
6e3nekun/edekTUBHOCTI Ta hapMakoHarnsgy. BHeceHHss abo
3MmiHa(n) 0o 3060B'A3aHb Ta YMOB BuAadi peectpauiiHoro
NoCBigYeHHSA, BKOYatoum MaaH ynpasniHHA pysnkamu (iHLwi
3MiHW); BrkoHaHHA 3060B'A3aHb BIAMNOBIAHO A0 NigNyHKTY 1.13
nyHkTy 1 goaarky 15 o MNopsagky npoBefeHHA ekcrepTusn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHy peecTpaliio (nepepeecTpadiio), a
TaKOX eKCnepTusn maTepiasiiB MPO BHECEHHS 3MiH A0
peecTpauiiHX MaTepiasiB NPOTAroM fji peecTpawjiiiHoro
NocBiJYEHHS, 3aTBEpAKeHOro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/8388/01/03

MKT; 1o 25

Mepk KlaA

HimeyunHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:

3a

3MiHW |l TUny - 3MiHK f0 [HCTPYKLT ANs MegnyHoro

UA/8388/01/04

peyenmom



n/n

Hassa

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK
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JliKapcbKo20
3acoby

Tabnetok y

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20

90.

EYTUPOKC

6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI KopooLi

Tabnetkn no 125

3acTocyBaHHS NikapcbKoro 3acoby Ao po3gainy "B3aemogis 3
iHLWIMMK NikapcbKMK 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco6n1BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaato”. BBegeHHs 3MiH NpoTAarom
6-T1 MicAUIB NicNA 3aTBEPKEHHS; 3MiHU | TUMY - 3MiHK LWOA0
6e3nekn/edekTBHOCTI Ta hapMakoHarnsgy. BHeceHHss abo
3MmiHa(n) fo 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
NnocBigYeHHs, BKYatoum MaaH ynpasniHHA pysmkamu (iHLwi
3MiHW); BrKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NianyHKTy 1.13
NyHKTY 1 gogatky 15 go Nopsaaky npoBefeHHs ekcnepTusn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
noJaloTbCs Ha AepXaBHY peecTpaliio (nepepeecTpadiio), a
TaKoX eKCnepTn3n MaTepiasliB NPO BHECEHHA 3MiH [0
peecTpauiiHux MaTepiasniB NPOTArom fji peecTpawiiiHoro
noceiAYeHHA, 3aTBEpKeHOro Hakasom MO3 Big 26.08.2005

nocsio4YeHHs

91.

EYTUPOKC

MKT; rno 25
Tabnetoky
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIA KopooLi

Tabnetkn no 150

Mepk KlraA,

Mepk KlaA

HimeuunHa

HimeuunHa

Mepk KlraA

HimeyunHa

Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHM Il TRy - 3MiHK 8O [HCTPYKLi 41s MegnyHoro
3acTocyBaHHS NiKkapcbKoro 3acoby Ao po3giny "Bsaemogis 3
IHLWIMMK NiKapcbKMK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaato”. BBegeHHs 3MiH NpoTAarom
6-T1 MicAUIB NicNsA 3aTBEPKEHHS; 3MiHU | TUNY - 3MiHK LWOA0
6e3nekn/edpekTNBHOCTI Ta hapMakoHarisgy. BHeceHHss abo
3MmiHa(1) fo 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
NoCBiAYEHHS, BKOYatoum MaaH ynpasniHHA pysmkamu (iHLwi
3MiHW); BrKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NiagnyHKTy 1.13
NyHKTY 1 gogatky 15 go Nopsaky npoBefeHHs ekcnepTusn
peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
noJalTbCs Ha AepXaBHy peecTpaliio (nepepeecTpadii), a
TaKOoX eKCnepTn3n MaTepiasliB NPO BHECEHHSA 3MiH [0
peecTpauiiHux MaTepianiB NPOTArom fji peecTpaviiiHoro
NnocBiAYEHHS, 3aTBEpAKEHOro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/8388/01/05

MKT; rno 25
Tabnetok y
6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHI Kopoo6Li

Mepk KlaA

Himeyunna

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW Il TURY - 3MiHK 8O [HCTPYKLi 418 MeguyHoro
3aCTOCyBaHHSA MikapcbKoro 3acoby Ao po3giny "Baaemogis 3
iHLWXMK NiKapcbKMK 3acobamMu Ta iHWi BUAM B3aeMogiid",
"Oco6nMBOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepiog
BariTHOCTi abo rofyBaHHsA rpyAaro". BBejeHHA 3MiH MPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS; 3MiHU | TUNY - 3MiHK LLOA0
6e3nekn/edpekTNBHOCTI Ta hapMakoHarisgy. BHeceHHss abo
3MmiHa(n) Ao 3060B'A3aHb Ta YMOB BuJadi peecTpauiiHoro
NoCBiAYEHHS, BKOYatoum MnaH ynpasniHHA pysmkamu (iHLwi
3MiHW); BrKoHaHHA 3060B'A3aHb BiANOBIAHO A0 NiagnyHKTy 1.13
NyHKTY 1 gogatky 15 no Nopsaky npoBefeHHst eKkcnepTusn
peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, Lo
NnoJalTbCs Ha AepXaBHY peecTpaliio (nepepeecTpadiio), a
TaKoX eKCrepTusn marepiasiis NPo BHECEHHS 3MiH [0

peecTpauiiHux MaTepiasiB NPOTArom fii peecTpauyjiiiHoro

3a
peyenmom

UA/8388/01/06




54

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
NoCBiAYEHHS, 3aTBepAXeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
92. 3A®IPOH Kancysnu, Lo AT "Apawmep, Monbwa BMPOGHMUK Monbwa/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/3759/01/01
MICTSITb MOPOLLOK dapma" NepBUNHHOTO Ta Icnanis 3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
Ans iHranauii, no BTOPVHHOIO thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
12 mkr no 10 nakyBaHHA: AaHnx npo cuctemy hapmakoHarnsgy (BBefeHHs
Kancyn y énictepi; 3aknag y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarnisay, 3mMiHa
no 6 a6o no 12 dapmaLleBTUYHNI YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
6nicTepis pasom 3 Apamvepg ®apma hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHariagy
iHransTopom y C.A,, MNonbua 3asBHMKa A5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
KapTOHHIA Kopoo6Li BMPOOBHUK, BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
BiANoOBiga/IbHUI 3a 3[iicHeHHs hapmakoHarsay (BKIH0Yatoun KOHTaKTHI AaHi)
BUMYCK Cepii: Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
Mab6'saHiLbkni hapmakoHarnagy) 3MiHa KOHTakTHUX AaHUX YNOBHOBaXEHOT
hapmaueBTUYHNI 0Cco6U 3asBHMKA, BiANOBIAAIBHOI 38 34iiCHEHHS
3asog Monbda chapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT 0cobwm,
A.T., MNonbwa BiANOBIAA/ILHOI 3a 34iliCHEHHSA (papmakoHarnsgy B YkpaiHi.
BMPOGHMK "in bulk": 3amiHa micus 34iiCHEHHA OCHOBHOI AjSNIbHOCTI 3
Na6opaTopioc hapmakoHarnsagy. 3amiHa MicLe3HaxoMkeHHss macTep-daiina
NikoHca, C.A,, cucTemMy chapmakoHarnsgy
Icnanis
93. 3E/IBOPA®® TabneTku, BKPUTI ®.XopcpmanH | LUseliyapis Mpo6HULTBO ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/12699/01/01
NNiBKOBOIO -Ns Pow Nt Hepo3acoBaHo! /WBeiiyapis 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
060/10HKOI0, MO 240 NPOAYKLUi, thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHuX
Mr; o 8 TabneTok nepBuHHE JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y 6nicTepi; no 7 nakyBaHHs, y3araslbHeHUX gaHux Npo cuctemy dpapmakoHarnsgy, aMmiHa
6nictepis y BTOPUHHE YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
KapTOHHI ynakoBLi nakyBaHHs, dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
BUNPOBYBaHHA 3asBHUKA AN19 34iicCHeHHA hapMakoHarniagy B YkpaiHi, Ko
KOHTPO/IO SIKOCTI: BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbLHOI 3a
Jenbtapm 3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
MinaHo, C.P.1., Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
ITanis hapmakoHarnsay) - 3MiHa KOHTaKkTHOT 0CO6U 3asiBHUKA,
Bunyck cepii: BiANOBIAA/ILHOI 32 34iicCHEHH:A dhapmakoHarnsgy B YkpaiHi:
. XodpdpmaHH-/15 [Litoua pepakuia — MNow TetaHa KOpiiBHa. MNponoHoBaHa
Pow tg, pepakuis — MowHiHa Onbra IBaHiBHa.
Lseliuapis 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0CO6M 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iliCHEHH:A dapmakoHarnsgy B YkpaiHi.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0COOM 3as1BHYMKA,
BiANOBIAA/ILHOI 3a 34ilicCHEHH:A dhapmakoHarnsagy. 3MiHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy. 3miHa
MicLe3HaxoMxeHHs macTep-daiina cuctemm
chapmakoHarisgy.
94. SUHALE®™ NOpPOLLOK AN nakcoCmiTKn Benuka nakcoCmiTKnsiiH ITanis BHECEHHSA 3MiH 10 peeCTpaLiiH1x maTepianis: 3miHu | Tuny - 3 3a UA/1524/01/01
pO34nHy AnA AliH EkcnopT BpuTaHis MaHyhakTypuHr MiHW BHECEHO [0 IHCTPYKLT 415 MeMYHOro 3aCTOCyBaHHS peyernmom
iH’exuili, no 750 wr; NimiTen C.n.A nikapcbKoro 3acoby Ao po3zainy "OcobnmMBOCTi 3acToCyBaHHS"
1 donakoH 3 BiANOBIAHO A0 pekomeHAauii PRAC. BBefieHHS 3MiH NpoTArom
NOPOLLKOM Y 6-TN MicALIB Nic/1A 3aTBEPAKEHHS
KAaPTOHHIN ynakoBLi
95. SNHALUE®D™ NOPOLUOK AN nakcoCwmitKn Benuka nakcoCmiTKnsiiH ITanis BHECEHHS 3MiH [10 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 3 3a UA/1524/01/02
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
pO34nHy AnA AliH EkcrnopT BputaHis MaHyhakTypuHr MiHW BHECEHO [0 IHCTPYKLiT 415 MeMYHOro 3aCTOCyBaHHS peyernmom
iH'exkuii, no 1,51, 1 NimiTen C.n.A. nikapcbKoro 3acoby Ao po3zainy "OcobnmMBOCTi 3acTOCyBaHHS"
hnakoH 3 BiANOBIAHO A0 pekomeHAauii PRAC. BBefieHHS 3MiH NpoTArom
MOPOLLKOM y 6-TV MiCALIB MiC/1A 3aTBEPMAKEHHS
KapTOHHI ynakoBLi
96. 3YBHI KPANI PO34nH 3y6HMIA, No TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/8727/01/01
10 mn y donakoHi; "TepHodhapm" 3MiHM | TUNY - 3MiHa Ha3BW BMPOGHMKa AP| kamdopa peyenma
no 1 pnakoHy y pauemiyHa, 6e3 3MiHM MicLs BUPOBGHULITBA
nauvj 3 KapToHy; no
10 mn y donakoHax;
no20mny
dhnakoHi-
KpanenbHuyj; no 1
donakoHy-
KpanenbHUui y
nauLi 3 KapToHy; Nno
20 Mn y donakoHax-
KpanenbHULAX
97. IBYNMPOM MAKC TabneTku, BKPUTI tOHina6, Nn CLWA B1pOGHMK, MonbLa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/1361/01/01
060/10HKOH0, Mo 400 BiANoBiganbHUii 3a /Benuka 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edekTMBHOCTI Ta peuyenma
Mr; no 6 TabneTok ynaKoBKY, BpuTanis thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
y 6nictepi, no 1 KOHTPO/b Ta JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
6nictepy B BUNYyCK cepii y3araslbHeHUX faHux Npo cuctemy dpapmakoHarnsgy, amiHa
KapTOHHI kopooLyj; roTOBOrO MPOAYKTY: YNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNIbHOI 3a 34iiCHEHHS
no 12 tabnetok y TOB tOC thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
6nictepi; no 1 a6o $apmauin, MonbLya 3asBHUKA 4151 34iiCHEHH:A dapmakoHarnsgy B YkpaiHi, sKwo
no 2 6nictepu B B1po6HMK, BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06W, BiANOBIAA/IbLHOI 3a
KapTOHHI kopobuyj, BiANOBIgaIbHUIA 32 3[jificHeHHs1 hapMakoHarsay (BK/IHYakoun KOHTaKTHI AaHi)
no 24 tabnetkn y BMPOBHULTBO, Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
dhnakoHi, no 1 KOHTpONb Ta thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
chnakoHy B BUMYCK MPOAYKTY in 0Cco6V YNOBHOBaXEHOT 0CO6M 3asBHMKA, BifNOBIAaIbHOT 3a
KapTOHHIA Kopoo6Li bulk: 3[jiCHEHHS1 hapMakoHarnaay B YKpaiHi.
LLyedapm
Cepsices JlTa,
Benvka BpuTaHis
98. IMYCTAT TabneTkn, BKPUTI MpAT YKpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/9052/01/01
060/10HKo0, Mo 50 "®apmaveBTn "®apmaueBTnyHa TeXHi4YHa NMOMWJIKa B IHCTPYKLIT 415 MeAUYHOro 3aCTOCyBaHHS peyenma
mr, no 10 TabneTok yHa hipma ipma "OapHuus” nikapcbKoro 3acoby ( B peAakLil yKpaiHCbKO MOBOHO) Y p.
Y KOHTYpHIiA "NapHuus” "TepMiH npugaTHocTi"
YapyHKOBIli
ynakosLi; no 1
KOHTYPHil
YapyHKOBIli
ynakoBLji y nayui
99. IMYCTAT TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/9052/01/02
060/10HKO0, No 100 | "dapmaueBTn "®apmaueBTUyHa TeXHi4YHa NMOMWSIKA B IHCTPYKLIT 415 MeAUYHOro 3aCTOCyBaHHS peyenma
mr, no 10 TabneTok yHa thipma ipma "OapHuus” nikapcbKoro 3acoby ( B peAakLii yKpaiHCbKO MOBOHO) Y p.
Y KOHTYpHIlA "NapHuua” "TepMmiH npugarHocTi”
YapyHKOBIli

ynakosLi; no 1
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
KOHTYPHIl
YapyHKOBIli
ynakoBLji y nayui
100. | IHBAH3® niodpinizat gns Mepk Wapn i LLiBeiuapis Hepo3dacoBaHa ®paHuia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/9179/01/01
pPO34nHYy AN Ooym |IOEA npoAyKuis, HigepnaHg AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
iHekuinnolr; 1 6X nepBuUHHE 7] 3asBHMKa (B/1ACHMKA PEECTPALIAHOrO NOCBIAYEHHS) - 3MiHA
CKMAAHWI (hNakoH y nakyBaHHs, Ha3BM Ta afpecy 3asiBHMKa
KapTOHHIA Kopoo6Li BTOPUHHE
naxkyBaHHs,
KOHTPO/Ib Ta
BMNYCK cepil:
Na6opaTtopii Mepk
Wapn i foym
LLin6pe, dpaHuis;
BTOPUHHE
nakyBaHHs
(anbTepHaTUBHUIA
BMPOGHUK):
Mepk Wapn i Joym
5.B., Higepnanau
101. | IHOIPAB niodpinizoBaHuii TOB "dapma YkpaiHa TOB "dapma Ykpaina/ BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3a UA/15402/01/01
BAKUWHA NOpOLLOK AN Naig" Naiidy", YkpaiHa IHais 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
AHTUPABIYHA pPO34nHYy N (nakyBaHHs i3 thapmakoHarnsgy. BeeneHHs abo 3miHy [0 y3arasibHeHUX
OYULLEHA, iH'EKLin HEe MeHLwe dhopmum in bulk AaHvx nNpo cuctemy chapmakoHarnsgy (BBefeHHs
IHAKTUBOBAHA 2,5MO/po3a 1a hipMmn-BMPOGHMKa y3araJlbHeHUX faHux npo cuctemy dpapmakoHarnsgy, amiHa
PO3UMHHNK; Bxapart bioTtek YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
1 chnakoH 3 IHTepHeLwHN hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
niodpinizoBaHNM Nimiteq, 1HAiN) 3asBHUKa A5 34iiCHEHHA ddapmakoHarnsagy B YkpaiHi, SKwo
nopowukom Ta 1 BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOI 3a
amnyna 3 3AiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
PO3UYMHHWKOM MO Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
0,5 mn (HaTpito hapmakoHarnagy) 3MiHa KOHTakTHUX AaHUX YNOBHOBaXEHOT
X/10puay PO3UmnH ocobu, BiAnoBigasibHOI 3a 34iiCHEHHS hapMmakoHarnsay.
ans iH'exuiii 0,3 %)
B N/1aCTVKOBOMY
nexai; no 1 a6o
10 nnacTmukoBmx
neHanis y
KapTOHHI Kopoo6Li
3 MapKyBaHHAM
YKpaiHCbKOI
MOBOK
102. | IHUEHA® Kpansni opasbHi, No Pixapa ABCTpif Pixapg BitTHep Al ABCTpIs BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8414/01/01
20 mn a6o no 50 BitTHep Al 3MiHM | TUNY - 3MiHK Woao0 6e3nekun/edpekTMBHOCTI Ta peyenma

m#, abo no 100 mn
y thnaxoHi-
KpanenbHuui; no 1
dnakoHy-
KpanesbHULi y
KapTOHHIi ynakoBLi

thapmakoHarnsigy. BeegeHHst abo 3MiHU 0 y3arasibHEHNX
[aHuX Npo cuctemy chapmakoHarnsgy (BBeeHHs
y3arasibHeHNX AaHux Npo cucTeMy hapMakoHarnisay, 3amMiHa
YMOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iAiCHEHHS
chapmakoHarnsiay; KOHTaKTHOT 0co6u 3 chapmakoHarnaay
3asBHUKA 4151 34iiCHEHHA ddapmakoHarnsay B YkpaiHi, sKuwio




57

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHEeHHsT hapMakoHarsay (BKIHYaUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-chaiina cuctemu
dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHVX KOHTaKTHOT
ocobu, BigNoBigabHOI 3a hapmakoHarnsg.
103. | IOHIKA NOPOLUOK ANA €Bpo IHAjs ®AC Nimiteq IHAisa BHECEHHS 3MiH 0 peecTpauiinHux maTepiasis: 3miHu | Ta Il 6e3 UA/12484/01/01
opasibHOro Naiidokep Tuny,3miHa 3asBHMKa (B/1aCHUKa peeCTpaLiiiHoro peyenma
po3uuHy; no 4,4 1 MpaiiBiT noceigueHHs) (3rigHo Hakazy MO3 Big, 23.07.2015 Ne 460):
NMOPOLLKY B Niviten BBefeHHs1 3MiH NpoTArom 3-x MicALIB NICNSA 3aTBEPAYKEHHS.
nakeTuky; no 5 abo
no 20 nakeTukiB y
KapTOHHI Kopoo6Li
104. | KANbLUIO pPO34nH AN Mictpan AHrniA Xaynt ®apma HimeuyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/15243/01/01
DONIHAT - iH'ekyjii, 10 mr/mn Kenitan Bonbthparcxay3seH 3MiHM | TUNY - 3MiHK Woa0 6e3neku/edpekTMBHOCTI Ta peyenmom
BICTA no 5 mn a6o no 10 MeHeKMeHT rM6X thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHuX
M, abo no 20 mn, NimiTen [aHux nNpo cuctemy dhapmakoHarnsgy (BBefeHHs
a6o no 35 mn, abo y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
no 50 mn, abo no YMOBHOB&XEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
100 MmN PO3UMHY Y dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
donakoHi; no 1 3asBHUKA 4151 34iiCHEHH:A dapmakoHarnsgy B YkpaiHi, sKwo
hakoHy y Kopobui BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAA/ILHOI 3a
3 KapToHYy 3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
thapmakoHarniagy) 3miHa ynoBHOBaXXEHOT 0CO6OM 3asBHUKA,
BiANOBIAA/IbLHOI 3a 34ilicHeHHsA dpapmakoHarnsgy: ditoua
pepaxuis: y6au TeTsHa BiktopiBHa. MponoHoBaHa pegakuis
— CotHikoBa CsiTniaHa BikTopiBHa.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Co6Y,
BiZANOBIAA/ILHOI 32 34ilicCHEHHA hapmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLie3Haxo[pKeHHs1 macTep-aiina cuctemu
thapmakoHarnsgy.
105. | KAPOA3UH- TabneTkn, BKPUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3miHu | Tuny - 3a UA/3048/01/01
3400POB'A NNiBKOBOIO 06MexeHo BMPOGHMLITBA, AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO0, Mo 20 BiANOBIAa/bHI KOHTPO/Ib AIKOCTI, MiCLiA NPOBaKEHHSA AifNIbHOCTI BUPO6HMKa/iMnopTepa
Mr 4151 BUPOGHMKa cTHo BMNYCK Cepil: roTOBOrO MiKapCbKOro 3acoby, BK/IYAKUMN AiNbHULL BUMYCKY
TOB "GapmaueBTu ToBapucTBO 3 cepii abo MicLie NpoBeAEHHSI KOHTPOJIIO SKOCTI. (AisIbHICTb, 3a
"papmMaLeBTnYHa YHa KoMnaHis 06MexeHo AKY BiAANOBiAae BUPOGHMK/IMNOPTEP, HE BK/IKOYAOUM BUMYCK
KOMMNaHis "3p0poB's” BigNoBiga/IbHICTIO cepiit) - 3MiHa agpecy BUpo6HMKa TOBapnCTBO 3 06MEXEHOH
"3popos'a’, "GapmMaueBTNYHa BignosigancHicTio “@PAPMEKC IPYT”, YkpaiHa, 6e3 3MiHu
YkpaiHa, M. Xapkis KoMMaHis MicLs BUPOOHULTBA.. 3MiHK | TUNY - AAMIHICTPATUBHI 3MiHW.
no 30 TabneTok y "3p0poB'a”, 3MiHa HaliMeHyBaHHSA Ta/abo agpecu MicLa NPoBamKeHHs
6nictepi; no 1 abo YKkpaiHa,; [iSNbHOCTI BUpOobHUKa/iMnopTepa roToBOro NikapcbKoro
2 6nictepn y BCi cTagii 3acoby, BKIUaumn AinbHULI BUNYycKy cepii abo micue
KapTOHHI KOpooLj; BMPOGHULTBA, NpoBeAEeHHS KOHTPOIHO SKOCTI. (AisiNIbHICTb, 3a Ky Bignosigae

no 10 TabneTok y
6nicTepi; no 3
6nictepn y
KapTOHHI kopobuyj.
AN BUPOBHYMKa

KOHTPO/Ib SIKOCTI:
ToBapucTBO 3
0bMexeHo
BiANoBiga/IbHICTIO
"®APMEKC r'Py1",

BMPOGHUWK/iMNOpTEp, BK/OYaoUM BUMYCK cepiid) - 3MiHa agpecu
BMPOGHMKA TOBApUCTBO 3 OOMEXEHOIO BiAMNOBIAA/IbHICTIO
"hapmaueBT1YHa KOMNaHia “340poB'a”, YkpaiHa, 6e3 3MiHu
MicLl BAPOGHMLTBA.. BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTsepAkeHHs. 3MiHu | Tuny - AAMiHICTPaTUBHI 3MiHW.
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
TOB "®APMEKC YkpaiHa 3MiHa HalimeHyBaHHS Ta/abo agpecy 3asBHVKa (BnacHuKa
FPYN", YkpaiHa, peecTpaLiiHoro noceigyeHHs) - 3MiHa agpecy BUPOGHUKa
KuiBcbka 061., M. ToBapuCTBO 3 0OMEXEHOK BiANOBIAA/TLHICTIO
Bopwcninb "apmaneBTMYHa KomnaHia "340poB'a”, YkpaiHa, 6e3 3MiHu
no 30 TabneTok y MicLA BUPOGHMLTBA.. BBEAEHHSA 3MiH MPOTAroM 6-Tu MicsLiB
6nictepi; no 2 nicns 3aTBepkKeHHs.
6nictepu y
KapTOHHI Kopoo6Lli
106. | KACAPK® HD Tabnetkn, 32 mr/25 | OPFAHOCUH OAE EBepTogxeH Jandg IHais BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/12282/01/01
mr, no 10 Taénetok | JTANSGCAEHC CaeHcus JlimiTeq 3MiHW | TUMY - 3MiHW A0 IHCTPYKUiT A8 MeanYHOro peyenmom
y 6nicTepi; no 1, no N3 (E® 3ET 3aCcTOCYyBaHHS NikapcbKoro 3acoby y posainu: "®apmMakonorivHi
3, no 10 6nicTepis Cl) BrnactmsocTi", "Oco6nBOCTi 3acTocyBaHHs", "M06iuHI peakuii”
y KOpo6Lji BiANOBIAHO A0 OHOBMIEHOT iHChopMaL,i 3 6e3neku gjtoyoi
pevoBUHM rigpoxnopTiasug,.
BBefeHHs 3MiH NpoTArom 3-x MiCALIB MiC/sa 3aTBEPKEHHS
107. | KACAPK® HD Tabnetkn, 32 mr/25 | OPFAHOCWH OAE EBepTomxeH Maiich IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/12283/01/01
Mr in bulk: no 2500 NAN®CAEHC CaeHcus Jlimitepq 3MiHU | TUNY - 3MiHW [0 IHCTPYKLii 418 MeanYHOoro
TabneTok B N3 (E® 3ET 3aCTOCyBaHHSA NikapCbKoro 3acoby y po3ainu: "dapmakonorivHi
noAgiliHOMy MakeTi; Cl) BractmBocTi", "Oco6nBocCTi 3acTocyBaHHs", "M06ivHi peakuir”
no 1 nakeTy B BiANOBIAHO A0 OHOB/EHOT iH(hopMaLii 3 6e3nekn aitoyol
KapTOHHI KOopoo6Li peyoBUHM rigpoxaopTiasng,.
BBefAeHHA 3MiH NPOTAroM 3-X MicsLiB MicNs 3aTBepAXEHHS
108. | KETO n/toC LamnyHb rno 60 mn FneHmapk IHAis FneHmapk IHAjisA BHECEHHS 3MiH [0 peecTpavyiiiHnux maTtepianis:3miHu | Tuny 6e3 UA/10142/01/01
a6o 150 mny dapmacboTuK dapmacbloTUKan3 - 3MiHM Wwogo 6e3nekn/edekTVBHOCTI Ta dapMakoHarnsay. peuyenma
chnakoHi; no 1 ans /1. nTa. BBegeHHs1 ab0o 3MiHM A0 y3arasibHeHNX AaHUX Npo cuctemy
hnakoHy B hapmakoHarnsagy (BBefeHHs y3araslbHeHUX faHux npo
KapTOHHI KOpOOL; cuctemy thapmakoHarasgy, 3miHa ynoBHOBaKeHoi ocobu,
BiANOBIAA/IbHOI 32 34iiCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 thapmakoHarnsgy 3asaBHUKa A1s 34iCHEHHA
chapMakoHarsisaay B YkpaiHi, SKLLO BOHa BigMiHHA Big,
yMOBHOBaXeEHOT 0c06U, BiANOBIAANLHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MileHHI MacTep-dhaiina cucteMmn hapmakoHarisgy) 3miHa
YMNOBHOBaXXeHOT 0c06M 3as1BHUKA, BiAMoBigabHOI 3a
3pjiicHeHHs chapmakoHarnagy: itova pepakuis: MameToBa
[LiHa HisiziBHa. MponoHoBaHa pedakuis: YTe XodHep (Ute
Hoeffner). 3miHa KOHTaKTHUX AaHWX YNOBHOBaXeEHOT 0cobu,
BiANOBIAaUIbHOI 3a hapmakoHarnag. 3MiHa KOHTakTHOT ocobu
YNOBHOBaXXEHOT 0COOM 3asIBHYMKA, BigmnoBigasibHOI 3a
3[jiCHeHHs1 hapMakoHarsg B YkpaiHi: MponoHoBaHa
pefakuis: MameToBa [iHa HisiziBHa. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT 0CO6M 3asiBHMKA,
BiNOBiAA/bHOI 3a 3AjCHEHHSI hapmakoHarnsa B YkpaiHi
109. | KETOKOHA3OI/1- necapii no 400 mr TOB YkpaiHa TOB "®APMEKC YKpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 6e3 UA/13582/01/01
DAPMEKC no 5 necapiiB y "®APMEKC reyn" 3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag peyenma
6nictepi; no 1 a6o reyn (iHWi 3MiHW) - BUNYy4YeHHA 3 onucy J13 hopmynoBaHHSA

2 6nictepn y
KapTOHHI KopooLi

«MapMypOBICTb MOBEPXHI» 3 BIANOBIAHMMU 3MiHAMU A0
cneumdikauii Ta MeTOAIB KOHTPO/O SKOCTi /13 3a MOKa3HUKOM
«Onuc»; 3MiHu | TUny - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii
3aci6. KoHTposib roToBOro fikapcbkoro 3acoby. 3miHa
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
napameTpiB cneuudikauii Ta/abo AoNyCTUMMX MEX roTOBOro
nikapcbKoro 3acoby (3BY)XXeHHS AONYCTUMUX MeX)
CynyTHi 3MiHK
- 3miHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKoro 3acoby. 3miHa y MeTofax BUNpobyBaHHs
roToBOro MikapCbKoro 3acoby (He3HayHa 3miHa y
3aTBEPAKEHNX METOAaX BUNPOOYBaHHS);
- 3MiHu 3 siKoCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BMPOGHMLTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuudikauisx, nig vyac BUpo6HMLTBAa
roTOBOrO NiKAPCbKOro 3acoby (3BY)XXEHHS A0NYCTUMUX MEX)
- 3BY)XXEHHS fONYCTUMMUX MEX cneuudikauii Ta BHECEHHS
YTOYHEHb [0 MEeTOZiB KOHTPOo /13 Ta NPOMKHOT NpoAyKLiT
3a NokKasHWKOM «KifbkicHe BU3HaueHHs. ByTunrapokciaHizons»;
3MiHW | TNy - 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsa roToBOro NiKapCbKoro 3acoby (36ibLIeHHS
TepMiHy NpuAaTHOCTI FOTOBOro NiKapcbKoro 3acoby) - Ans
TOProBOi yNakoBKW (MigTBEPLKYETLCA AAHUMU PeaslbHOro
yacy) - 36iNblUeHHA TepMiHy npuaartHocTi [/13.
3arBepXeHo: 2 pokun; 3anponoHoBaHo: 3 PoKK
110. | KNCNOTA po3uuH Ans TOB YkpaiHa TOB "TepHodhapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis:3miHu |l Tuny 6e3 UA/8493/01/01
CANIUUIOBA 30BHILIHbOIO "TepHodhapm” - BBeZleHHA [404aTKOBOro B1upobHuka A®l Caniunnosoi peyenma
3aCTOCYBaHHs, KMCNoTn 3 HagaHHAM DMF Ha A®I
cnnpToBuMin 1% no
40 mn y chnakoHax;
no40 mny
dhnakoHi; no 1
dhnakoHy B nauui 3
KapToHY
111. | KIMALE®® NOpOLLOK AN NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/0501/01/01
pO34mnHy Ansa "Knismegnpen "Knismegnpenapar 3MiHM | TUNY - 3MiHK Woa0 6e3nekun/edpekTMBHOCTI Ta peyenmom
iH'ekyinno 1,5ry apar” " thapmakoHarnsgy; 3mMiHW BHECEHI B TEKCT MapKyBaHHS
chnakoHi; 1 dpnakoH YMakoBKM NMiKapcbKoro 3acoby LoA0 3a3Ha4YeHHS MiXXHapPOAHWX
3 MOPOLLKOM Y no3HayeHb OAMHWLbL BUMIPIOBaHHS. BBeAEeHHS 3MiH NPOTArom
navi 6-TV MicALIIB MiC/1A 3aTBEPMAXKEHHS
112. | KIMALE®® NOpOLUOK ANA NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTtepianiB:3miHu | Tuny - 3a UA/0501/01/02
po3unHYy AN "Kuismegnpen "Kuismegnpenapar 3MiHM WoA0 6e3nekun/ethekTUBHOCTI Ta dhapmakoHariaay; peyenmom
iH'ekuinno 0,75ry apar” " 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM JikapCbKOro
chnakoHi; 1 dpnakoH 3ac00y LWoA0 3a3Ha4YeHHA MiXXHAPOLHMX NO3HAaYeHb OANHULb
3 MOPOLLKOM Y BUMIpIOBaHHSA. BBefeHHs 3MiH NpoTArom 6-T1 MicAUiB nicns
naui 3aTBEPAKEHHS
113. | KNIMAKTOMNNAH Tabnetku; no 20 [Joiue HimeuunHa | BignoBiganbHuii 3a | HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/13672/01/01
Tabnetok y Xomeonari- BMPOGHMLITBO, 3MiHY | Tuny - 3MiHK Wwoao 6e3nekn/ethekTnBHOCTI Ta peyenma
6nictepi; no 5 YHioH AXY- nepBUHHE Ta thapmakoHarnagy. BeegeHHst abo 3mMiHM [0 y3arasibHeHVX
6nictepiB y ApuHaiimiTTen BTOPUHHE [aHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
KapTOHHiiA Kopo6Li b 'M6X & Ko. nakyBaHHs: y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3miHa
K Op. Binbmap YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS

LliBa6e N6X & Ko.
KI, HimeyunHa

dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHUKA AN19 3AiicCHEHHA dapMakoHarnisay B YKpaiHi, SKLWo
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
BignosiganbHuii 3a BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
BMPOOGHULTBO Ta 3[jificHEeHHsT hapMakoHarsay (BKIHYaUM KOHTaKTHI AaHi)
BUWMYCK CePiil: Ta/abo 3MiHM y po3MilLleHHi MacTep-chaiina cuctemu
[Joiue Xomeonari- thapmakoHarnsgy) 3miHa ynoBHOBaXEHOI 0CO6M 3asBHNIKa,
YHioH OXY- BiANOBIAA/ILHOI 3a 34ilicHeHH:A papmakoHarnsgy: ditoua
ApuHaimiTTeNb pepakuis: Armin Hilpert/ ApmiH XinbnepT. MponoHoBaHa
'v6X & Ko. KT, pepakuis: Dr.Anja Hofner/ p. AHsa lodoHep.
HimeuyunHa 3MiHa KOHTaKTHUX JaHuX YNOBHOBaXeHOI ocobu,
BiZJNOBIAANbLHOI 3a 3AjiCHEHHS hapmakoHarnsagy. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT 0COBM 3aBHMKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsgy B YkpaiHi.
[itoua pepakuis: Monouek Hatanis BonogumupisHa.
lMponoHoBaHa pepakuisi: BoiteHko AHTOH leoprilioBuy. 3miHa
KOHTaKTHUX JaHUX KOHTaKTHOI 0CO6M YNOBHOBaXEHOI 0Co6u
3asBHUKA, BiAMNOBiAa/IbHOI 3a 3AiicCHeHHA hapMakoHarnagy B
YKpaiHi
114. | KOTENNIK® TabneTku, BKPUTI ®.XohcpmaHH | LUseliyapis Bupo6HULTBO Leiiuapis/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15199/01/01
NNiBKOBOIO -Na Pow Nt Hepo3gacoBaHo! ITanis 3MiHu | TUNy - 3MiHKn Wopo 6e3nekn/eddeKTUBHOCTI Ta peyenmom
o60ooHkKoto, no 20 NpPOAYKLUi, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3aranibHeHuX
Mmr, no 21 Taébnetui BUNPOGYBaHHSA [aHux Npo cuctemy dhapmakoHarnsgy (BBefeHHs
y 6nicTepi; no 3 KOHTPO/O AKOCTI: y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
6nictepu y ®.XohpmaHH-/15 YMOBHOBaXEHOT 0co6u, BiANOBiAAILHOI 3a 34iiCHEHHS
KapTOHHIA KOopoo6Li Pow NTpg, hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
LLsenuapis 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BunpobyBaHHs BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
KOHTPOJO SIKOCTI: 3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI faHi)
®.XothpmaHH-/15 Ta/abo 3MiHM y po3MiLLleHHI MacTep-chaiina cuctemu
Pow g, hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
LLiBeiiLapis BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapmakoHarnsgy B YkpaiHi:
lMepBuHHE Ta [itoua pepakuis — Moy TetaHa tOpiiBHa. MNponoHoBaHa
BTOPUHHE pepakuist — MowHiHa Onbra IBaHiBHa.
nakyBaHHs1, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBM 3asBHUKA,
BMNPOGYBaHHSA BIANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi.
KOHTPO/0 AKOCTI: 3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6U 3asBHIKA,
Jenbtapm BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy. 3MiHa micus
MinaHno, C.P./., 3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
ITanisa MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
Bunyck cepii: thapmakoHarnagy.
®.XothpmaHH-/15
Pow /14,
LLiBeiiLapis
115. | KCENOAA® TabneTku, BKpUTI ®.XochcpmanH | LUseliyapis Brpo6HMLTBO Mekcuka/ BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: yTOYHEHHSA 3a UA/5142/01/02
NNiBKOBOIO -Na Pow Ntg, Hepo3acoBaHoT Kutaii/ BUPOGHUKIB B Hakasi MO3 YkpaiHu Ne 978 Big 26.04.2019 B | peuyernmom
060/10HKO0, N0 500 npoayKuir, HimeyunHa/ npoueci BHeCEeHHA 3MiH. Byno nponyLeHo 0AHOro 3
mr, no 10 TabneTok nepBuHHE Ta LLiBeliyapis BMPOGHUKIB. 3anponoHoBaHa pegakuis - BUpobHMLTBO
y 6nicTepi; no 12 BTOPUHHE Hepo3d)acoBaHOT NPOAYKLi, NEPBUHHE Ta BTOPUHHE
6nictepiB y nakyBaHHs, nakyBaHHs1, BUNPOOyBaHHA KOHTPOSI0 AKOCTI: MpoaykToc PoLw
KapTOHHI ynakosLi BMNPOGYBaHHSA C.A. ge C.B., Mekcuka; Bupo6HMLTBO Hepo3dacoBaHoOl

KOHTPOJO AKOCTI:
Mpoaykroc Pouu

npoaykuii: LaHxav Pow ®apmacbloTikans /ta., Kutaii;
Brpo6HMUTBO Hepo3dacoBaHoi NPoAYKLiT, BUNpobyBaHHSA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

C.A. pe C.B.,
Mekcuka;
Bupo6HuLTBO
Hepo3dacoBaHOi
npoaykKuii:
LWaHxaii Pow
®dapmacbloTikans
nrp., Kutai;
Brpo6HMLTBO
Hepo3dacoBaHo|
npoayKuir,
BMNPOGYBaHHSA
KOHTPOJO AKOCTI:
Ekcenna M'M6X eHp,
Ko. KI', HimeuunHa;
MepBuHHE Ta
BTOPVIHHE
nakyBaHHs,
BMNPOGYBaHHSA
KOHTPO/O AKOCTI:
®.XothpmaHH-/15
Pow /14,
LLiseiiuapis;
BunpobyBaHHs
KOHTPOJO AKOCTI:
Pow ®apma Arl,
HimeuuunHa; Bunyck
cepii:

& . XodhpmaHH-/15
Pow Jltg,
LLIBeliLapis

KOHTponto sikocTi: Ekcenna Mm6X eHg Ko. K, HimeuunHa;
[MepBrHHE Ta BTOPUHHE NakKyBaHHS, BUNPOOYBaHHS KOHTPO/O
akocTi: @.XothchmaHH-/ Pow NTg, LLBeiiuapis;
BunpobyBaHHs kOHTpos0 SKocTi: Pow dapma Al, HimeuuunHa;
Bunyck cepii: ®.XodhdmaHH-/15 Pow /T, LWeeliyapis.

116.

KYPOCYP®®

cycneHsis gns
eHfoTpaxeasibHOro
BBefeHHs, 80
mr/mnno 1,5 mny
dnakoHi; no 1
chnakoHy B
KapTOHHIA KOopoo6Li

K'esi
dapmac'tioTike
n3 rmex

ABCTpist

BUPOGHMLTBO in
bulk, nakyBaHHs,
KOHTPO/Ib Ta
Bunyck cepii: K'esi
dapmaueyTuui
C.n.A., Itanisa
Bunyck cepii: K'esi
dapmac'tioTikens
vm6X, ABCTpis
nepBuHHE
nakyBaHHs: digia
dapmaueyTui
C.n.A, Itania
BTOPUHHE
nakyBaHHs: .J1.
dapma N'vbX,
ABCTpIs
BVMPOGHMLTBO in
bulk, nakyBaHHs,

ITania/
ABCTpis

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHW | TUNY - 3MiHK B Npoueci BUpobHuuTea A®| - BBEAEHHSA
[04aTKoBOI MiHIT (NiHiA 2) BUpobHULTBA 6€3 3MiHW OCHOBHUX
cTafili npouecy y 3B'A3Ky 3i 36ibLIEHHAM po3mipy cepii AdDI;
3MiHM Il TMny - 3MiHa po3mipy cepii (BKIrOYatoun gianasoHu)

A®| abo NpoMiKHOro NPOAYyKTY, SIKUiA 3aCTOCOBYETHLCA Y
npoueci BupobHuuTBa AP - 36iNbLUEHHA Po3Mipy cepii AdI;
3anponoHOBaHO: BUPOOHNK Aitlo4oi peyoBrHN: OnokpiH C.n.A.
Bia MauiHoTTi,3, 41043 Kopno gi ®opmigxkiHi (MogeHa), Itanis
po3Mip cepii NiHisA 1, 3amMopoxeHi nerexi cauHi: 180 + 15 kr
a60 360 + 30 kr OunweHa nacta: 181,5 - 409,5 1 niHia 2,
3aMOpOoXeHi nerexi cBuHi: 720 + 30 kr ounweHa nacrta: 363-
819r

3a
peyenmom

UA/10170/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
KOHTPO/Tb Ta
Bunyck cepii: K'e3i
dapmaueyTuui
C.n.A,, Itanisa
117. | NAPIAM® Tabnetku no 250 ®.XohcpmaHH | LUseliyapis Bupo6HMLTBO LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1778/01/01
Mr 110 4 TabneTkn y -Na Pow Nt Hepo3gacoBaHo! 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 2 NpPOAYKLUi, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
6nictepn y BUNPOGYBaHHSA [aHuxX nNpo cuctemy hapmakoHarnsgy (BBefeHHs
KapTOHHI Kopoo6Li KOHTPO/O SKOCTI, y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
BWMYCK Cepii: YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
& . XodhpmaHH-/15 hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
Pow tg, 3asBHMKa AN 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
LLiBefiuapis BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/LHOI 3a
Bupo6HULTBO 3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Hepo3sdacoBaHo| Ta/abo 3MiHM y po3MiLLeHHiI MacTep-caiina cuctemu
NpPOAYKLUi, thapmakoHarnsgy) - 3miHa KOHTaKTHOI 0CO6GU 3asBHUKA,
nepBrHHe Ta BiANOBIAA/ILHOI 3a 34iiCHEHHSA (papMakoHarnsgy B YkpaiHi:
BTOPUHHE [itoua pepaxuis — Kisim Onbra €srerisHa. MNponoHosaHa
nakyBaHHs: pepakuist — MowHiHa Onbra IBaHiBHa.
CeHekcli 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0Co6u 3as1BHMKA,
lMepBuHHE Ta BIANOBIAA/IbHOI 3a 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi.
BTOPVIHHE 3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6W 3asBHIKA,
nakyBaHHs, BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy. 3miHa micus
BMNPOGYBaHHSA 3[ifICHEHHS OCHOBHOI AifNbHOCTI 3 hapmakoHarnagy. 3miHa
KOHTPO/0 AKOCTI: MicLIe3HaxopKeHHs1 macTep-aiina cuctemu
& . XodhpmaHH-/15 thapmakoHarnagy.
Pow tg,
LLIBeliLapis
118. | NNEBEBPEMH TabneTkn, BKPUTI yYOopPna TypeuunHa | YOPNA MEANLUNH | TypeyuuHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/16365/01/01
NNiBKOBOIO MEOVLUNH INAY CAH. BE 3MiHK | TUny - 3MiHK Woao0 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOI0, Mo 250 ITAY CAH. TIOK. A.LL. thapmakoHarnagy. BBegeHHs abo 3MiHM [0 y3arasibHeHuX
mr no 10 TabneTok BE TIAX. [aHux nNpo cuctemy dapmakoHarnsgy (BBefeHHs
y 6nicTepi, no 3 A.LL. y3arasibHeHVX AaHnx Npo cuctemy phapmakoHarnisay, 3mMiHa
abo 5 6nicTepiB y YMOBHOBaXeHOT 0co6u, BiANOBIAAILHOT 3a 34iiCHEHHS
KapTOHHIA Kopoo6Li hapMakoHarnsay; KOHTakTHOT 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0CO6W, BiANOBIAALHOI 3a
3[ificCHEHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) 3miHa yrnoBHOBaXeH0i 0cobu
BiANOBiAabLHOT 32 hapmakoHarnsg:
[itoua pepakuis: XioceitH ToHisni / Mr. Huseyin Tonyali.
MponoHoBaHa peakuis: MeBcim Inbkbaxap [iHuens / Mrs.
Mevsim llkbahar Dincel. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa KOHTaKTHMX AaHWUX KOHTaKTHOT 0CO6M, BignoBigasibHOI 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHS] OCHOBHOI
AiSNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLEe3HaX0AKEHHS
MacTep-cdaiina.
119. | NEBEGPEVH TabneTkn, BKPUTI yorPna TypeyunHa | YOPNA MEAVILIMH | TypeyunHa BHECEHHS 3MiH 10 peecTpauliiiHnx maTepianis: 3a UA/16365/01/02
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
NNiBKOBOIO MEANLUNH INAY CAH. BE 3MiHM | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta peyenmom
060/10HKOH0, Mo 500 INAY CAH. TIOXK. A.LL. thapmakoHarnagy. BBefeHHs abo 3MiHM [0 y3arasibHeHuX
mr no 10 TabneTok BE TIAXK. [AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y 6nicTepi, no 3 A.LL. y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarisay, 3mMiHa
abo 5 6nicTepiB y YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
KapTOHHi Kopoo6Lli hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOT 3a
3AilicHeHHs hapMakoHarnaay (BKYaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cuctemu
hapmakoHarnsgy) 3miHa yrnoBHOBaXeH0i 0cobu
BiANOBIA&IbHOI 3a thapmakoHarnsag;:
[itoua pepakuis: XtoceitH ToHisni / Mr. Huseyin Tonyali.
MponoHoBaHa pepakuis: MeBsciM Inbk6axap AiHuens / Mrs.
Mevsim llkbahar Dincel. 3MiHa KOHTaKTHUX JaHux
YMOBHOBaXeEHOI 0cobu, BifnoBiAanbHOT 3a hapMakoHarnsg,
3MiHa KOHTaKTHUX faHUX KOHTaKTHOT 0co6W, BignoBiganbHOI 3a
thapmakoHarnag. 3MiHa Micus 34ilACHEHHS] OCHOBHOI
AISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLEe3HaX0AKEHHS
mMacTep-gaiina.
120. | NEBEBPEVH TabneTkn, BKPUTI yYorPna TypeuunHa | YOPNA MEOAVUWH | TypeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16365/01/03
NNiBKOBOIO MEANLUNH INAY CAH. BE 3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
060/10HKOH0, MO ITAY CAH. TIOK. A.LL. thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
1000 mr no 10 BE TIAXK. AaHvx nNpo cuctemy chapmakoHarnsgy (BBefeHHs
TabneTtok y A.LL. y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy, 3miHa
6nictepi, no 3 a6o YNOBHOBaXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
5 6nictepiB y hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHariagy
KapTOHHIA KOopoo6Li 3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3[iicHeHHs hapmMakoHarsay (BKIH0Yaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
thapmakoHarnagy) 3miHa ynoBHOBaXXeHO! 0cobun
BiANOBIAabHOI 3a thapmakoHarnsag;:
[itoua pepakuis: XtoceitH ToHisni / Mr. Huseyin Tonyali.
MponoHoBaHa pefakuia: MeBscim Inbk6axap AiHuens / Mrs.
Mevsim llkbahar Dincel. 3MiHa KOHTaKTHUX JaHux
YMOBHOBaXeHOI 0cobu, BignoBiganbHOT 3a hapmakoHarnsg,
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu, BIiANOBIAA/ILHOT 3a
hapmakoHarnsg. 3miHa Micus 34iNCHEHHS OCHOBHOT
[iSNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaxX0AKEeHHS
mMacTep-goaiina.
121. | NEBETUPALIETA | po34vH opanbHuii, AT "I'piHgekc" Natsis Pemeguka TOB Kinp BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/15032/01/01
M rPIHAEKC 100 mr/mn, no 300 AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
M1y pnakoHi, no 1 MiCLSi NPOBaMKEHHS AiSiNIbHOCTI BUPOBHMKa/imnopTepa
dnakoHy y roTOBOrO MiKapCbKOro 3acoby, BKIYAKYMN AiNTbHULL BUMYCKY
KOMMNNEKTI 3 MipHUM cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
LINpULOM Ta SIKy BiANOBiga€e BUPOGHMK/iIMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
ajantepom A/ - 3MiHa agpecu BupobHuka Pemegynka TOB, Kinp, 6e3 3MiHu
Lnpuua MicLs BUPO6HMLTBA
122. | NEB3IPIH TabneTkn, BKpUTI Mera ABcTpanis leTepo /1a63 IHais BHECEHHS 3MiH [10 pEECTpaLjiiiHUX MaTepianis: 6e3 UA/15776/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

NAiBKOBOO
060/10HKOI0, N0 5
mr no 10 TabneTok
y 6nicTepi; no 1
abo 3 6nictepn y
KapTOHHiiA Kopo6Lli

NavidhcaiteHcis
(AscTpanis)
Mri. Nra,.

Nimiteq

3MiHM | TMny - 3MiHK WoA0 6e3nekn/edheKTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM 4o y3arasbHeHNX
[AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOT 3a
3AilicHeHHs hapMakoHarnaay (BKYaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cuctemu
thapmakoHarnagy) 3MiHa KOHTakTHUX AaHUX KOHTaKTHOI ocobu,
BifJNOBIAANbHOI 3a 3AiiCHEHHS hapmakoHarnsagy

peyerma

123.

NEBO®/TIOKCALL
NH-340POB'A

TabneTku, BKPUTI
060/10HKOt0, No 500
Mr no 7 abo no 10
Tabnetoky
6nictepi, no 1
6nictepy B
KapTOHHIA KOpooLi

ToBapucTBO 3
06MexeHot
BiANOBIAA/bHI
CTHO
"®apmaueBTn
YHa KOMMNaHis
"3p0pos'a”

YkpaiHa

BCi cTagii
BMPOBGHULTBA,
KOHTPO/Ib SIKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
0bMeXeHot
BignoBiga/IbHICTIO
"®apmaveBTUyHa
KOMMaHis
"3p0pos'a”,
YkpaiHa; BCi cTagil
BMPOGHMLITBA,
KOHTPO/Tb SKOCTI:
ToBapucTBO 3
0bMexeHo
BignoBiga/bHICTIO
"®APMEKC Ir'Pyn",
Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHuX maTepiasniB: yTOUHEHHSA
peecTpauiliHoi npoueaypu B Hakasi MO3 YkpaiHu Ne 716
Big, 03.04.2019 B npoueci BHECEHHSA 3MiH - 3MiHW | Tuny -
3MiHa y mapameTpax crneumndikayiii Ta/abo onycTVMUX MexX,
BM3Ha4YeHUX y cneuudpikauisx Ha Adl, abo
BVXiAHWA/NPOMDKHUIA NpOAYKT/peareHT, WO BUKOPUCTOBYOTbHCA
y npoueci BUpo6HuuTBa A®I; CcynyTHS 3MiHa: 3MiHU [0
crneundikavii Ta MeTofiB KOHTPONO AP| J/1IeBOGNOKCULNH, Y
3B'A3KY 3 NPUBEAEHHSAM Y BiANOBIAHICTb A0 BUMOT
HOpMaTVBHOI AOKyMeHTaLii BupobHuka (DMF), wo Bignosigae
BMMOram MoHorpadii Levofloxacin gitoyoro BugaHHs USP;
3MiHM | TUMY - 3MiHK, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii 4PY abo €Bponeicbkol
hapmakonei, abo iHLWOT HalioHabHOT thapmakonei fepxasu
€C (3miHa y cneuundikauisix, nos'sasaHa 3i 3miHamu B 1dY, abo
€Bponelicbkiin hapmakonei, abo iHLLIA HaLioHaNbHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: NpUBELEHHS
cneumdikaLii Ta MeTo4iB KOHTPOSIHO SKOCTi AOMOMIKHUX
peyvoBUH A0 Ajtoyvoro BugaHHsa AdY ta EP; 3miHu | Tuny - 3miHa
napameTpiB cneuudgikalii Ta/abo AoNyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby; CynyTHS 3MiHa: 3MiHM A0 cneuudikauii Ta
MeTOZiB KOHTPOJII0 FOTOBOTO JliKapCbKoro 3acoby; 3MiHu | Tuny
- BBEi€HHS A0AATKOBOr0o NocTavyasibHMKa nakyBabHUX
marepianis (dponbru antominiesoi) TOB «AnTpeig», YkpaiHa;
3MiHM | TUNY - 3MiHa NapameTpiB cnewudikauiin Ta/abo
[OMYyCTUMMX MEX NEePBUHHOT YNakoBKY roTOBOrO NiKapcbKoro
3acoby; cynyTHs 3MiHa: 3MiHM A0 cneuudikauii Ta metoais
KOHTPO/I0 NEePBUHHOT YNakoBKK; 3MiHW | Tuny - 3mMiHa dhopmu
ab0o po3mipy KOHTeliHepa Yn 3aKynopioBasIbHOro 3acoby
(nepBWHHOI YNakoBKu) (HECTepUbHI Nikapcbki 3acobwu) -
BBe,eHHA A0AaTKOBUX TUMOPO3MIipiB GriicTepiB
(3anponoHoBaHo: Ne 7 (7x1) y 6nicTepi B KQPTOHHili
Kkopoo6ui; Ne 7 (7x1) y 6nicTepi 4oAaTKOBOro TMNOPO3Mipy
(110*57 mm) B KapTOHHIA kopo6ui; Ne 10 (10x1) y 6nicTepi
B KaPTOHHIi Kopo6ui; Ne 10 (10x1) y 6nicTepi foaaTKOBOro
TMNOpo3mipy (110*57 MmM) B KAPTOHHIli KOpPOOGLii)

3a
peyenmom

UA/9075/01/02

124.

NETPOMAPA®

TabneTku, BKPUTI
NNiBKOBOIO

MAT
"Papmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis:
3MiHK | Tuny - BHeCeHHs 3MiH y Crneundikauito/ MeToanky

3a
peyenmom

UA/4698/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
o060s10HKot0, Mo 2,5 BMNPOGYBaHHA Ha AOMOMiXHY pevoBuHy SepifilmTm 050 3a
Mr no 10 TabneTok nokasHukom "MikpobiosioriyHa uncToTa”, 30KpeMa: BUTyUYEHHS
y 6nicTepi; no 3 MOBHOIO OMMCY NPOBEAEHHA METOAMUKN; [OMNOBHEHHS
6nictepu B navuj 3 BiAMOBIAHMM MOCW/IAHHAM Ha Aitody pegakuiio APY; 3MiHn |
KapToHy TUNY - BHECEHHS 3MiH Y Cneumdikayito/ MeToauky
BMNPOGYBaHHSA roTOBOrO /IIKAPCbKOro 3ac0oby 3a NOKa3HUKOM
"MikpobionoriyHa uncToTa”, 30KpeMa: BUTy4YeHHS NOBHOrO
onuncy NpPoBefeHHA METOANKN; AONOBHEHHS BiANOBIgHNM
NOCWIaHHAM Ha fitovy pefakuio 4Py
125. | NISOMAK 600 TabneTku, BKpUTI Makneoac IHgis Makneoac IHais BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/9086/01/01
NNiBKOBOIO dapmacboTUK dapmacbloTukanc 3MiHK | TNy - 3MiHa y TepMiHax NpuaaTHoOCTi abo ymoBax peyenmom
060/10HKO0 Nno 600 anc flimiteq Niviten 36epiraHHs roToBOro /ikapcbKoro 3acoby; 3miHa B ymoBax
Mr Ne 4 (4x1), Ne 36epiraHHs rOTOBOTO NiKApCbKOro 3acoby; 3anponoHOBaHO:
10 (10x1), Ne 60 «36epiraT npu Temneparypi He Bue 30? C B opuriHa/IbHil
(10x6) y cTpunax ynakoBLii»
126. | NIM3EP Kancynu no 10 Mera ABcTpanis IHBeHTia Xenckea IHais BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6148/01/01
Kancyn y ctpuni; no | NalidycaiieHcis Mt N4, 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
3 a6o 10 ctpunis B (ABcTpanis) thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHuX
KapTOHHI ynakoBLi Mri Nra. [aHux npo cuctemy dhapmakoHarnsgy (BBefeHHs
no 14 kancyny y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
cTpuni; no 1 ctpuny YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
B KapPTOHHIl dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
ynakoBLi 3asBHUKA 151 34iiCHEHH:A dapmakoHarnsgy B YkpaiHi, sKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAaIbHOI 3a
3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
thapmakoHarnagy) 3mMiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobu,
BiANOBiAA/IbHOI 3a 3AiICHEHHA hapmakoHarnsgy
127. | NIHEKC ®OPTE® | kancynu TBepAi, no CaHpo3 CnoBeHis Nek CnoseHis BHECEHHS 3MiH 0 peecTpauiitHux maTepianis: 3MiHu | Tuny: 6e3 UA/14763/01/01
7 kancyny dapmacbHoTik dapmaueBTUYHA 3MiHM 3 SIKOCTi. [OTOBMIA Nikapcbkuii 3aci6. 3MiHK y peuyenma
6nictepi, no 1 abo ans a.a. KOMnaHisa g. a. BMPOGHMLTBI. 3MiHW Y NpoLeci BUPO6HULITBA rOTOBOTO

2, abo 4 6nictepn y
KapTOHHI KOPOOL;i

(BpO6GHMLTBO in
bulk, nakyBaHHs;
BUNYCK cepil)

nikapcbKoro 3acoby, BK/OYaUM NPOMiIXKHUIA NPOAYKT, L0
3aCTOCOBYETLCS MPW BUPOBGHULTBI FOTOBOTO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y nNpoLeci BUPO6HULITBA) 3MiHN Y
npoveci BupobHulTea N3 - BNpoBaKeHHs anbTePHATUBHOI
hasm 3MilLlyBaHHSI CyxOi CyMilli, a came BUKOPUCTaHHS
6neHaepa Bin Blender fo Bxe 3aTBepgxeHoro Convection
mixer AN19 HEBESTMKUX PO3MIpiB cepii. 3MiHM BHeCeHi y po3ain
"Cknag" B IHCTPYKLitO 419 ME4MYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby, sik HacnifokK - BigNOBiAHI 3MiHWN B TEKCTI
MapKyBaHHS yNakoBKM ikapcbKoro 3acoby. 3MiHu | Tuny:
3MiHM 3 IKOCTi. [0TOBWI NiKapcbkuii 3aci6. KOHTPONb roOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax BUNpo6yBaHHSA roTOBOro
nNikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBepAYKEHNX
MeTogax BUNpobyBaHHs) He3HauYHa 3MiHa Y 3aTBePKeHNX
MeToAax BUNPo6yBaHHs T. MikpobionoriyHa yncrtora — 3mMiHu
npo6oniAroToBKY, pefakuiliHi npaBku. 3MiHn | Tuny: 3MiHu 3
AKOCTI. OTOBWMIA Nikapcbkunii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3acoby. 3miHa y meTogax BUNpo6yBaHHSA roTOBOro
NikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPAYKEHNX
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
MeTogax BUNpobyBaHHA) HE3HaYHa 3MiHa Y 3aTBePKEHNX
MeToAax BUNpo6yBaHHA T.KinbKicHE BU3HAYEHHS - 3MiHU
npo6oniAroToBKM, peaakuiiiHi npasku. 3MiHu || TUNy: 3MiHK 3
AkocTi. A®I. (iHWwi 3MiHW) OHOBNEHHA MaTepianis AM®
Bifidobacterium BB-12 (Version 2016.05.11). 3minHu Il Tuny:
3MiHn 3 aKocTi. A®I. (iHLWi 3MiHW) OHOBNEHHA MaTepianis JMd
ans A®l Lactobacillus acidophilus LA-5 (Version 2017.07.14).
3MiHu 11 TUNY: 3MiHK 3 AkocTi. AP, (iHLWi 3MiHX) OHOBNEHHSA
matepianis AM® ana A®I - npobioTUUHOT cymilli Probio-Tec
AB Blend 64. 3miHa y cknagi cymiwi A®I Probio-Tec AB Blend
64 Ta KiNnbKOCTi NPOGIOTHKIB y CyMiLLli.
3arBepakeHuii cknag, CyMmillli MiCTUTb 4 KOMMOHEHTK: T10KO3a
6e3B0Ha, MIKPOKPVCTasTiYHA LIe/to103a, KpoxXmasib
KapTOnnsHWIA,
MarHito cteapart. 3miHa LMX KOMMOHEHTIB Ha ManbTOAEKCTPUH.
OHoBreHHs po3diny 3.2.S.2 Ta BignoBigHI 3MiHM B po3aini
3.2.P.3.2 cknapg Ha cepito; 3.2.P.5.1 30BHILLHIli BUrIag, BMiCT
kancynu; 3.2.P.5.6 06rpyHTyBaHHA cneundikadlii. BeegeHHs
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAKEHHS.
128. | IONEPAMIA Tabnetku no 0,002 MpuBatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: Ges UA/6919/01/01
r no 10 TabneTok y akuioHepHe akuioHepHe 3MiHK | TUNY - NogaHHs OHoBNEeHOro CepTudikaTy peyenma —
6nictepi, no 1 abo TOBapUCTBO TOBapUCTBO BiANoBigHOCTI €Bponeiickkili hapmakonei R1-CEP 2004-132- Ne 10, Ne
2, abo 50 a6o 100 "Jlekxim- "Jlekxim-Xapkis" Rev 03 Big, BXe 3aTBEpAXEHOro BUPO6HMKa ans Ad| 20.
6nicTepiB y navui 3 Xapkis" nonepamigy riapoxaopugy BHaCNiAOK 3MiHU HA3BU BUPOGHMKA 3a
KapToHYy i3 Sifavitor S.r.l., Italy Ha Olon S.p.A., ltaly peyenmom
— Ne 500,
Ne 1000
129. | IONEPAMIA Tabnetku no 0,002 MpusatHe Ykpaina MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: - UA/2981/01/01
rin bulk: no 5000 akuioHepHe akuioHepHe 3MiHK | TUNY - NnogaHHs oHoBeHoro CepTudikaTy
Tabnetoky TOBapuCTBO TOBapuCTBO BiANOBIAHOCTI €Bponeiickbkili hapmakonei R1-CEP 2004-132-
KOHTeliHepax "Jlekxim- "JlekxiMm-Xapki" Rev 03 Big BXe 3aTBEpAKEHOrO BUPO6HMKa A1s AdI
Xapkis" nonepamigy riapoxnopuay BHacNifoK 3MiHW Ha3BW BUPOGHMKA
i3 Sifavitor S.r.l, Italy Ha Olon S.p.A., ltaly
130. | MABTEPA® po3uunH aNs iH'ekuii | ®.XodhdmaHH | LUBeiuapis Brpo6HMLTBO LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/14231/01/01
no 1400 mr/11,7 -Ns Pow Nt Hepo3sacoBaHol ApaMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom
M, no 11,7 mny npoayKuir, MiCUsi MPOBaKEHHS LisiNTIbHOCTI BUPOGHMKa/imnopTepa
dhnakoHi, no 1 nepBrHHe Ta rOTOBOrO J1iKaPCbKOro 3acoby, BK/OUaUn AiNbHULi BUMYCKY
hnakoHy y BTOPUHHE cepii abo micLie NpoBefeHHs KOHTPOIO AKOCTI. (AiSNbHICTD, 3a
KapTOHHI KOpOOLi nakyBaHHs1, SIKy BifnoBigae BUPOOHMK/IMMOPTEP, HE BK/IOUAKOUM BUMYCK
BMNPO6YBaHHSA cepii) - 3MiHa Ha3BW | agpecy BUPOGHNYOI AinbHNL 3
KOHTPOIO AKOCTI, BUNPOBYBaHHA KOHTPO/IO AKOCTI, 6€3 3MiHU MicuA
BMNYCK Cepil: BMPOGHULTBA (BBEAEHHS 3MiH MPOTAroM 6 MicALiB nicas
& . XodhdpmaHH-/15 3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
Pow Jltg, HaliMeHyBaHHS Ta/abo afpecy MicLA NPOBaMXEHHS Aif/IbHOCTI
LLIBeliLapisi; BUPOGHMKa/iMnopTepa roToBOro slikapcbkoro 3acoby,
BunpobyBaHHs BK/THOHAK0UM AiNbHUL BUNYCKY cepii abo Micue NnpoBeAeHHs

KOHTPOO AKOCTI:
& . XodpchpmaHH-/151
Pow 114,
Liseliuapis

KOHTPOIO AKOCTI. (AisANbHICTb, 3a SKY BiAnoBigae
BMPOGHUK/IMMOPTEP, HE BK/IOUAKUM BUMYCK Cepiit) - 3MiHa
Ha3BW i agpecy BUPOGHMYOT AiNbHULI 3 BUPOGHULITBA
Hepo3dhacoBaHO! NPOAYKLi, NEPBUHHOIO Ta BTOPUHHOIO
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nakyBaHHs, BUNPoOYyBaHHS KOHTPO/IKO SKOCTi, 6€3 3MiHM Micus
BMpOoOHULTBa (BBEAEHHS 3MiH NPOTAroM 6 MicALiB nicns
3aTBEPKEHHS); 3MiHU | TUNY - AAMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy MicLa NPOBaMKEHHS AisIbHOCTI
BWPOGHMKa/iMnopTepa roToBoro ikapcbkoro 3acoby,
BK/IOYAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPOJO SIKOCTI. (AisiNIbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpPTEp, BK/IOYAKOUM BUMYCK Cepili) - 3MiHa Ha3BW i
agpecy (3 opuanyHoi Ha hakTuyHy) BUpobHuka 13,
BiANOBIAA/IbHOIO 3a BUNPOOYBaHHSA KOHTPOJIH0 SKOCTi Ta
BUMNYCK cepii, 63 3MiHN MicLiA BUPOGHMLTBA. A TaKoX 3MiHU
BHECEHI B iHCTPYKLIit0 AN MEAVNYHOTO 3aCTOCYBaHHS LOA0
HaliMeHyBaHHA Ta MiCLie3HaxX0KeHHA BUPOOHMKaA, AK HAC/ifoK
— BifNOBIAHi 3MiHW Y TEKCT MapKyBaHHS ynakoBKU NiKapCbKoro
3acoby (BBefeHHS 3MiH NpoTAarom 6 Micauis nicns
3aTBEPAKEHHS)

131.

MABTEPA®

KOHL,eHTpaT ans
pO3unHy ans
iHcpysii, 100 mr/10
M no 10 mny
dnakoHi; no 2
hnakoHn B
KapTOHHI kopobuyj;
no50 mny
dhnakoHi; no 1
dhnakoHy B
KapTOHHI Kopoo6Li

& . XohpmaHH
-Na Pow Nt

LLiBeiiuapis

BunpobyBaHHs
KOHTPO/O SKOCTI:
®.XohpmaHH-/15

Pow 1A,
LLiseiuapis
Brpo6HMLTBO
Hepo3acoBaHo!
npoAyKuii,
nepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs,

BUNPOGYBaHHSA
KOHTPO/O SIKOCTI,

BWMYCK Cepii:
Pow fliarHocTuke
'm6X, HimeuunHa

BTopuHHe
nakyBaHHs1,

BMNPOGYBaHHSA
KOHTPO/O AKOCTI,

BUNYCK cepil:
®.XothpmaHH-/15

Pow /14,
LLiBeiiuapis
Brpo6HMLTBO
Hepo3dacoBaHol
npoayKuir,
nepBuHHE
nakyBaHHS:
[XeHeHTeK IHK.,
CLIA

BunpobyBaHHs

KOHTPOJIH0 AKOCTI

Leiiuapis/
Himeuunxa/
CWA

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:
3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHu 0 y3arasibHeHNX
[JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
YMOBHOBaXEHOT 0co6u, BiANOBiAAILHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0CO6M, BiANOBIAA/ILHOI 3a
3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI faHi)
Ta/ab0o 3MiHM y po3MilLEeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapmakoHarnsgy B YkpaiHi:
[Litoyva pegakuis — Kizim Onbra €srexisHa. MNponoHoBaHa
pepakuist — MowHiHa Onbra IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBM 3asBHUKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6U 3asBHIKA,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA hapmakoHarnsgy. 3MiHa micus
3[iICHEHHS OCHOBHOI AisNbHOCTI 3 hapmakoHarnagy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
thapmakoHarnsgy.

3a
peyenmom

UA/14231/02/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
npv BUMYyCKy 3a
BUHATKOM
MOKa3HWKIB
BakTepianbHi
€HA0TOKCUHMU,
CTepunbHICTb:
Pow ®apma AT,
HimeuyunHa
BunpobyBaHHs
KOHTPOJIHO AKOCTI
npy BUMyCKy 3a
nokKasHukamm
BakTepianbHi
€HA0TOKCUHMU,
CTepunbHICTb:
Na6op N1+C AT,
HimeuunHa
132. | MAAONAP® Tabnetkn, 200 ®.XothcpmanH | LUseliyapis Brpo6HMLTBO ITanis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/11355/01/01
mr/50 mr no 100 -Na Pow NTa Hepo3dacoBaHol LLiBefiuapis 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
Tabnetoky npoayKuir, thapmakoHarnsgy. BeegeHHs abo 3miHu [0 y3arasibHeHUX
naswui; no 1 BMNPOGYBaHHSA AaHvx nNpo cuctemy hapmakoHarnsgy (BBefeHHs
NAAWLUI Y KAPTOHHIi KOHTPOJO AKOCTI: y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarisay, 3mMiHa
Kopoobui Jenbtapm YNOBHOBaXEHOT 0C06U, BiNOBIAAILHOI 32 34iiCHEHHS
MinaHno, C.P./., hapMakoHarnsay; KOHTakTHOI 0cobu 3 hapMakoHariagy
ITania 3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
MepBuHHE Ta BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
BTOPUHHE 3[iicHeHHs hapmMakoHarsay (BKIH0Yatoun KOHTaKTHI AaHi)
nakyBaHHs, Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
BUNPOGYBaHHSA thapmakoHarnsagy) - 3MiHa KOHTaKkTHOT 0CO6U 3aABHUKa,
KOHTPO/O AKOCTI: BIANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi:
®. XothbdpmaHH-/15 [itoua pepaxuis — Kisim Onbra €sreHiBHa. MNponoHoBaHa
Pow NTpg, pefakuisi — MowHiHa Onbra IBaHiBHa.
LLIseliLapis 3MiHa KOHTaKTHMX JaHWUX KOHTaKTHOT 0CO6M 3asiBHMKA,
Bunyck cepii: BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy B YkpaiHi.
& . XodhpmaHH-/15 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U 3asBHUKA,
Pow JlTg, BIANOBIAA/bHOI 3a 34iicCHEeHHA hapmakoHarnsgy. 3miHa micus
LLiBefiuapis 3[iiCHEHHS1 OCHOBHOI AifNbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 macTep-haiina cuctemu
dhapmakoHarnsgy.
133. | MAHTI TabneTku XyBasbHi tOHina6, Nn CLWA TOB tOC MonbLia BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/6751/01/01
no 10 Tabnetok y dapmadis 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta peuyenma

6nicTepi; no 1 abo
3 6nictepu y
KapTOHHI kopobLyj;
no 8 TabneTok y
6nicTepi; no 1, abo
2,a60 3, a6o 4
6nictepu y
KapTOHHI Kopoo6Li

hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHeHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbLHOI 3a
3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MillleHHi MacTep-chaiina cuctemu
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
hapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
BiANOBIAA/ILHOI 32 34iiCHEHHSA hapMakoHarnsgy.
134. | MEAOBIP Tabnetku no 400 Megokemi Kinp Mepokemi T/, Kinp BHECEHHS 3MiH [0 peecTpaljiiiHuX maTepiasis: yTOYHEHHSA 3a UA/9478/01/01
Mr, no 10 Tabnetok nTa (UeHTpanbHwii peecTpauiliHnx HomepiB B Haka3i MO3 YkpaiHu Ne 1030 peyenmom
y 6nicTepi, no 1 3aBog), BiA 08.05.2019 B npoueci BHeECEHHA 3MiH. [TOMWIKOBO
6nictepy y Kinp; peecTpaLiiHi Homepu 415 ABOX A03yBaHb Oynv nepensnyTaHi
KapTOHHIA KopooLi Megokemi NT/, MicusMu. Pefakuis B Hakasi — A5 fo3yBaHHs no 400 wmr -
(3aBopg AZ), Kinp UA/9478/01/02; ansa nosyBaHHs no 800 mr - UA/9478/01/01.
3anponoHoBaHa pefakuis - 4na fo3ysaHHs no 400 wmr -
UA/9478/01/01; ana no3yBaHHs no 800 mr - UA/9478/01/02.
135. | MEAOBIP Tabnetku no 800 Mepokemi Kinp Mepokemi T/, Kinp BHECEHHS 3MiH [J0 peecTpaLiiiHuX MmaTepianiB: yTOUHEHHSA 3a UA/9478/01/02
Mmr no 10 TabneTok nTa (LleHTpasnbHwui peecTpauiiiHux HomepiB B Haka3i MO3 YkpaiHu Ne 1030 peyenmom
y 6nicTepi, no 1 3aBog), BiA 08.05.2019 B npoueci BHECEHHS 3MiH. [TOMWIKOBO
6nictepy y Kinp; peecTpaLiiiHi Homepu 4518 A4BOX A03yBaHb Bynv nepensyTaHi
KapTOHHI Kopoo6Li Mepokemi T/, MicusaMu. Pefakuis B Hakasi — Ansa fo3ysaHHs no 400 wmr -
(3aBog AZ), Kinp UA/9478/01/02; ansa nosysaHHs no 800 mr - UA/9478/01/01.
3anponoHoBaHa pejakuis - ons Ao3ysBaHHA no 400 mr -
UA/9478/01/01; ana nosyBaHHs no 800 mr - UA/9478/01/02.
136. | MEMOPIA® Kpansni opasbHi, No Pixapa ABCTpis Pixapg BitTHep Al ABCTpIs BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/8877/01/01
20 mn a6o no 50 BitTHep Al 3MiHu | TUny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peyenma
M1, abo no 100 mn hapmakoHarnsigy. BeegeHHs abo 3miHM 40 y3arasibHEHUX
y thnaxoHi- [aHux nNpo cuctemy dpapmakoHarnsgy (BBefeHHs
KpanenbHuui; no 1 y3arasibHeHUX faHnx Npo cuctemy hapmakoHarnsgy, 3amiHa
dnakoHy- YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iAiCHEHHS
KpanenbHuLj y dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
KapTOHHI ynakoBLi 3asBHUKA AN19 34iicHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiMiHHA Big, yNOBHOBa)XeHOI 0c06u, BiAMOBIAa/IbHOI 3a
3[jificHeHHs1 hapMakoHarsay (BKIHYaun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu
dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHVX KOHTaKTHOT
oco6u, BiANoBiAanbHOI 3a hapmMakoHarnsi.
137. | MEPOIrPAM MOPOLLIOK AN Aypo6iHao IHAis AypoHekcT Papma IHAisA BHECEHHS 3MiH [0 peeCTpaLiiiHux maTepianis: 3miHu | TRy - 3a UA/13886/01/01
pO3uunHy ons dapma NIt Met. NT4. AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom

iH'ekwyjn no 500 wr,
1 donakoH 3
MOPOLLKOM Y
KapTOHHIA Kopoo6Li

3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
afpecu 3asaBHMKa (BBeLeHHSA 3MiH NPOTSArom 6-Tu MicsiLiB
nicns 3aTBepMKeHHS); 3MiHM | Tuny - AAMIHICTPaTUBHI 3MiHU.
3MiHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBaKeHHS
AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro NikapCbKoro
3aco0y, BKIOYAKUN AiNTbHUL BUNYCKY cepii abo micue
NpoBeAeHHS KOHTPOII0 AKOCTI. (4isNbHICTb, 3a AKY Bignosigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUMN BUMYCK Cepil) - 3MiHa Ha3BM
Ta agpecu Bupo6Huka N3 AypoHekcT ®apma MBT. /114, IHAis,
6e3 3MiHN MicLA BUpO6GHMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn
MicALiB MiCNsA 3aTBEPAYKEHHS); 3MiHW | TURY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3aMiHa rpadiyHoro opopMIEHHS NEPBUHHOT Ta BTOPUHHOT
yMNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBIAHUMM
3miHamu go po3ginis MKA N3 (po3gin «padiivHe
0(POPMIEHHSA» 3aMiHEHO PO3/i/TOM «MapKyBaHHs»)
(BBEAEHHS 3MiH NPOTArOM 6-TW MiCALB NiCNs 3aTBEPAKEHHS);
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHM 4o y3arasbHeHNX
[AaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy dpapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOT 3a
3AilicHeHHs hapMakoHarnaay (BKYaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y po3MiLLeHHI MacTep-aiina cuctemu
thapmakoHarnsgy)- fitoya pefakuis: YnosHoBaxeHa ocoba
3as1BHUKA, BignoBigasbHa 3a hapmakoHarnsag — CamoiineHko
ApTtem MNasnosuy. MNponoHoBaHa pefakuis: YNoBHOBaXeHa
ocoba 3asBHUKa, BiANoOBigasbHa 3a hapMakoHarnag - Max
XaHymaHTy MNeHuanasx. KoHTakTHa ocoba B YkpaiHi
YMOBHOB&XeHOT 0C06M 3asiBHUKA 4715 34iACHEHHS
thapmakoHarnagy - CamoiineHko Aptem MasnoBuy. 3MiHa
KOHTaKTHUX AaHuX. 3MiHa MicL,e3HaxoMKeHHs MacTep-chaiiny.
3MiHa Micus 34iICHEHHS1 OCHOBHOI Ais/TbHOCTI 3
dhapmakoHarnsgy

138.

MEPOIPAM

NMOPOLLIOK A/15
pO3uUnHy Ans
iH'ekwyjin no 1000 Mr
1 donakoH 3
MOPOLLKOM Y
KapTOHHIA Kopoo6Li

Aypo6iHao
dapma /114,

IHgis

AypoHekcT dapma
Met. 14,

IHais

BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny -
AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) - 3MiHa
agpecy 3anBHVKa (BBeAeHHS 3MiH NpOTArom 6-Tn micsuis
nicns 3aTBepMKeHHS); 3MiHM | TNy - AAMIHICTPaTUBHI 3MiHU.
3MiHa HaliMeHyBaHHs1 Ta/abo agpecu MicLs NPoBafKeHHS
AiSNbHOCTI BUPOOHMKa/iMnopTepa roToBOro NikapCbKoro
3ac00y, BKIOYAKUN AiNTbHUL BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOIO AKOCTI. (AisNbHICTb, 3a AKY Bignosigae
BMPOGHUK/IMNIOPTEp, BKIKOYAKOYM BUMYCK Cepil) - 3MiHa Ha3BK
Ta agpecu Bupo6Huka NN3 AypoHekcT ®apma MBT. /T4, IHAis,
6e3 3MiH1 Micus BUpobHMLUTBA (BBEAEHHS 3MiH NPOTATroM 6-Tn
MicSLiB MiCNA 3aTBEPAYKEHHS); 3MiHM | TURY - 3MiHN LWOAO
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
3aMiHa rpadiyHoro ohopMIEHHS NEPBUHHOT Ta BTOPUHHOIT
yMakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3 BiAMOBIAHUMM
3miHamu 8o po3ginis MKA N3 (po3gin «padiivHe
0(POPMIEHHSA» 3aMiHEHO PO3/i/TOM «MapKyBaHHS»)
(BBEAeHHS 3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPAKEHHS);
3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 40 y3arasibHeHNX
AaHvx npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3[iicHeHHs hapmakoHarsay (BKIHYaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
hapmakoHarnagy)- Jitoya pefakuis: YnoBHoBaxeHa ocoba

3a
peyermom

UA/13886/01/02
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
3a8BHVKa, BignosiganbHa 3a hapmakoHarnsg — CaMoiisieHKo
ApTem MNasnosuy. MponoHoBaHa pefakLis: YNoBHOBaXxeHa
ocoba 3asBHMKa, BiANOBiAa/bHA 3a hapmakoHarnag - MNax
XaHymaHTy MNeHuanasx. KoHTakTtHa ocoba B YkpaiHi
YNOBHOB&)XXEHOI 0CO6U 3asBHUKA 415 3A4IACHEHHS
thapmakoHarnsgy - CamoiineHko Aptem MasoBuy. 3MiHa
KOHTaKTHUX AaHuX. 3MiHa MiCLle3HaxoMKeHHs MacTep-dhaiiny.
3MiHa Micus 3[iiCHEHHST OCHOBHOT Aisi/IbHOCTI 3
dhapmakoHarnsay
139. | METAMIH® TabneTku, BKpUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 3a UA/11506/02/03
060/10HKOH0, MO DPAPM" DPAPM" 3MiHK 3 siKoCTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
1000 mr no 15 KOHTeWHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBku
Tabnetoky rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
6nicTepi; no 2, no (Hanpuknag TabneTok, amnyn TOLW0) B yNakosLi:) - 3MiHa nosa
4, abo no 6 Jiana3oHoM 3aTBepA)KeHVX PO3MIpIB yNakoBKW - BBEAEHHS
6nictepiB y popartkoBoi ynakoBku J13 no 15 TabneTtok y 6nictepi; no 4
KapTOHHI ynakoBLi 6nicTepy y KapTOHHIl ynakoBLi (BBegeHHs 3MiH NPOTArom 6-Tu
MicsLiB NicNsA 3aTBEPAKEHHS)
140. | MIIbFTAMA® TabneTku, BKPUTI BbopBsar HimeyunHa MayepMaHH- HimeuyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/8049/01/01
060/10HKO10, Mo 15 dapma M'vbX i ApuHavimutens KI TeXHi4YHa NoMuKa B TEKCTI MapKyBaHHSA "n. 14 Kateropis peuyenma
Tabnetoky Ko.KI Bignycky"
6nicTepi, no 2 abo
4 6nictepu y
KapTOHHI Kopoo6Lli
141. | MOBANIC® Tabnetku no 7,5 mr BepiHrep HimeuunHa BepiHrep HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/2683/02/01
no 10 TabneTok; no IHrenbxaim IHrenbxaiim Ennac 3MiHW |l TUMY - 3MiHW BHECEHI A0 IHCTPYKLT 4158 MegUyYHOro peyenmom
2 6nictepn B IHTEepHeLLHN A.E., Ipeuis, 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ginis
KapTOHHIA KOopooLi rM6X BepiHrep "®apmakonoriyHi BnactmsocTi”, "B3aemogisa 3 iHWMmn
IHrenbxaiim ®apma nNikapcbkMMU 3aco6amMu Ta iHLLi BUAW B3aeMOSIiA",
v6X i Ko. KI "Oco6nMBOCTI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
[o3n", "TMo6iuHi peakuii”. BBeAeHHS 3MiH NpOTArom 3-x MicsLiB
nicns 3aTBepkKeHHs
142. | MOBAJNIC® Tabnetku no 15 wr, BepiHrep HimeuunHa BepiHrep Ipeuis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/2683/02/02
no 10 Tabnetok; no IHrenbxaim IHrenbxaiim Ennac HimeuyunHa 3MiHu Il TUNY - 3MiHWM BHECEHI [0 iIHCTPYKUIi 4158 MegnyHoro peyenmom
1 a6o 2 6nicTepu B IHTEpHEeLLHN A.E., I'peuis, 3aCTOCyBaHHS NikapCbKoro 3acoby A0 po3ainis
KapTOHHI KOopooLi M6X BepiHrep "®apmakonorivyHi BnactmeocTi”, "B3aeMogis 3 iHLLIMMKN
IHrenbxaiim ®apma nikapcbk1UMK 3acobamu Ta iHLWi BUAW B3aEMOSiii",
m6X i Ko. KI, "Oco6nmBOCTiI 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
HimeuunHa fo3un", "MNo6iuHi peakyii”. BBeAeHHS 3MiH NpOTArom 3-x MicsLiB
nicnsa 3aTBepkeHHs
143. | MOAENb TabneTkn, BKPUTI TOB "TeBa Ykpaina BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/14091/01/01
NblOP 060/10HKOI0; Mo 21 Ykpaina" Hepo3dacoBaHol XopB.arTis 3MiHu | TMRY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
Tabnetyiy npoayKuir, thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
6nictepi, no 1 nepBrHHa Ta AaHvx nNpo cuctemy hapmakoHarnsgy (BBefeHHs
6nictepy B KOpo6Lyi BTOPUHHA y3arasibHeHVX AaHUX Npo cucTeMy hapMakoHarisay, 3mMiHa
ynakoBKa, YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS

KOHTPO/Ib SIKOCTI:
Xaynt ®apma
MioHcTep 'm6X,
HimeuunHa;

thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa 415 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3fiicCHEHHs hapmMakoHarsay (BKIHYauM KOHTaKTHI faHi)
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
[03BifN Ha BUMYCK Ta/abo 3MiHM y pO3MiLLeHHI MacTep-aiina cuctemu
cepit: hapmakoHarnagy) 3MiHa KOHTakTHUX AaHUX YNOBHOBaXEHOT
MNIBA XpBaTcka ocobu, BiANoBiAasIbHOI 3a hapmakoHarnsg. 3miHa micus
[.0.0., XopBarTisl 3[iiCHEHHSI OCHOBHOI AifNbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLLe3HaX0[DKEHHSI MacTep-chainna.
144. | MOAENNDb TIH TabneTku, BKPUTI TOB «TeBa YkpaiHa BVMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13890/01/01
NAiBKOBOO YkpaiHa» Hepo3dacoBaHol XopB.aTis 3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKOI0, M0 28 npoayKuir, thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
Tabnetok (24 xoBTi nepBrHHa Ta AaHnx npo cuctemy chapmakoHarnsgy (BBefeHHs
Tabnetkn Ta 4 6ini BTOPUHHA y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarisay, 3mMiHa
Tabnetku ynakoBKa, YNOBHOBaXEHOT 0CO6U, BiNOBIAAILHOI 32 34iiCHEHHS
(nnaue6o)) y KOHTPO/b Cepii: hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHariagy
6nictepi; no 1 XaynT dapma 3asBHMKa 415 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, Ko
6nictepy pasom 3 MioHcTep 'm6X, BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
KasieHaapem ans HimeuunHa; 3[iicHeHHs hapmMakoHarisay (BKIHYatoun KOHTaKTHI AaHi)
3aCTOCYBaHHS B [03BiN Ha BUMYCK Ta/abo 3MiHM y po3MiLLleHHi MacTep-aiina cuctemu
Kopoobui cepi: hapmakoHarnagy) 3MiHa KOHTakTHUX AaHUX YNOBHOBaXEHOT
MNIBA XpBaTcka oco6u, BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
n.0.0, XopBaris 3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLIe3HaXO/DKEHHSI MacTep-chaina.
145. | MYNbTUrPUN cnpeii HasasTbHUIA, Jenbta Lsenuyapis | K.O. Biodhapm C.A. PymyHis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/15756/01/01
HA3A/b po3uuH 0,05 %; no Megiken 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenma
10 mn y donakoHi 3 [MpomoyLuH3 thapmakoHarnsgy. BeeneHHs abo 3miHy [0 y3arasibHeHUX
po3nuaoBayem; no Al AaHvx nNpo cuctemy chapmakoHarnsgy (BBefeHHs
1 donakoHy B y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy, 3miHa
KapTOHHIA Kopoo6Li YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOI 0cobu 3 dhapmakoHarnagy
3asBHUKa 419 34iCHeHHA hapMakoHarniagy B YkKpaiHi, Ko
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBIAa/IbHOI 3a
3AiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
hapmakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobu 3asBHUKA,
Bi4NOBiAA/IbHOI 32 34iICHEHHST hapmakoHarnsagy: Aitoua
pepakuis: TepeHTieB OnekcaHap HOpiioBuy. MNponoHoBaHa
pefakuis: PormHcbka OneHa MaBniBHa. 3MiHa KOHTaKTHUX
[JaHnx ynoBHOBaXeHOI 0co6y, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy
146. | MYNbTUrPUN cnpei HasanbHWiA, Jenbta Lseliuapia | K.O. biochapm C.A. PymyHis BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 6e3 UA/15756/01/02
HA3A/b po3uuH 0,1 %; no Megiken 3MiHKM | TUny - 3MiHM Woao 6e3nekn/edeKTMBHOCTI Ta peuyenma
10 mn y donakoHi 3 MpomoyLH3 dhapmakoHarnsgy. BeegeHHs abo 3mMiHM 0 y3arasbHeHNX
posnunosayem; no Al AaHux nNpo cuctemy thapmakoHarnsgy (sBefeHHs

1 chnakoHy B
KapTOHHIA Kopoo6Li

y3ara/ibHeHUX JaHnx nNpo cuctemy dhapmakoHarnsgy, 3miHa
YMOBHOBaXEHOT 0c06U, BiANOBIAANLHOI 3a 34iACHEHHS
thapmakoHarnsgy; KOHTakTHOI ocobu 3 dhapmakoHarnagy
3asiBHMKa 4115 34iiCHEHHA thapmakoHarisagy B YKpaiHi, SKLLo
BOHa BiZIMiHHA Bif, yNOBHOBa)XEHOI 0CO6W, BiANOBIAANLHOI 3a
3ailicHeHHs hapMakoHarnaay (BKUYaUy KOHTaKTHi AaHi)
Ta/ab0o 3MiHM y po3MileHHI MacTep-haiina cuctemm
chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI 0CobM 3as8BHMKA,
BifiNOBIAaNbHOI 3a 3AjlicHeHHs hapmakoHarnagy: filoya
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
pepakuis: TepeHTieB OnekcaHap HOpiioBuy. MNponoHoBaHa
pefakuis: PormHcbka OneHa MaBniBHa. 3MiHa KOHTaKTHUX
[aHnX yNoBHOBaXeHOI 0co6W, BiAnoBiAabHOI 3a 3AiiCHEHHS
dhapmakoHarnsgy
147. | MYNbTUIPUN Kpanni HasasbHi, Jenbta Lseiuapia | K.O. Biochapm C.A. PymyHis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/15882/01/02
HA3ANb po3umnH 0,1 %; no Megiken 3MiHKM | TUNy - 3MiHN Woao 6e3nekn/edekTMBHOCTI Ta peyenma
10 mn y donakoHi 3 MpomoyLH3 thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
HasalbH1M Al [JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
ansnikatopom; no 1 y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
chnakoHy B YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
KapTOHHI ynakoBLi hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/LHOI 3a
3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3MiHa yNnoBHOBaXEHOi 0COOU 3asiBHUKA,
BiANOBIAA/ILHOI 3a 34ilicHeHH:A papmakoHarnsgy: ditoua
pepakuis: TepeHTieB Onekcanap HOpiioBuy. MNponoHoBaHa
pepakuisi: PornHcbka OneHa MNagniHa. 3MiHa KOHTaKTHUX
[aHnX yNOBHOBaXEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
thapmakoHarnagy
148. | MYNbTUIPUN Kpanni HasasibHi, Jenbta LBeiuapis | K.O. Biochapm C.A. PymyHis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/15882/01/01
HA3A/b po3uuH 0,05 %; no Megiken 3MiHK | TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenma
10 mn y donakoHi 3 MpomoyLH3 thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHuX
Hasa/IbHUM Al JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
annikaropom; no 1 y3arasibHeHUX faHux nNpo cucTemy dhapmakoHarnsgy, 3mMiHa
hnakoHy B YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
KapTOHHI ynakoBLi dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
3asBHUKA AN19 34iicCHeHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbLHOI 3a
3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
hapmMakoHarnisgy) - 3MiHa ynoBHOBa)XeHOT 0COOM 3asiBHUKA,
BiANOBIAA/IbLHOI 3a 34ilicHeHHsA dpapmakoHarnsgy: ditoua
pepakuisi: TepeHTieB Onekcanap HOpiiioBuy. MNponoHoBaHa
pegakuisi: PormHcbka OneHa MaBniBHa. 3MiHA KOHTaKTHMX
[aHnXx yNoBHOBaXEHOI 0c06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnsgy
149. | MYNbTUIrPUN crpeli HazaNbHUIA, Oenbta Lseliyapis | K.O. biodhapm C.A. PymyHis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/15720/01/01
HA3A/b ®ITO po3uuH 0,1 %; no Megiken 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenma
10 mn y pnakoHi 3 [MpomoyLLH3 thapmakoHarnagy. BeefeHHs abo 3MiHM [0 y3arasbHeHnX
posnunoBayem; no Al [aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs

1 cpnakoHy B
KapTOHHiiA KOpo6Li

y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 thapmakoHarnagy

3a0BHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko

BOHa BifIMiHHA Bif, yNOBHOBa)XeHOI 0cO6Y, BiANOBIAaILHOI 3a
3[ilicHEHHS dpapMakoHarnisaay (BKIHYakoUmM KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cuctemu

dhapmakoHarnisgy) 3MiHa ynoBHOBaXEHOT 0CO6M 3asBHUKA,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

BIANOBIAA/IbHOI 3a 34ilicHeHHs dpapmakoHarnsgy: ditova
pepakuisi: TepeHTieB OnekcaHap HOpiioBuy. MNponoHoBaHa
pegfakuis: PormHcbka Onexa MasniBHa.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXXEHOT 0Co6y,
BiANOBIAANbLHOI 3a 3iicHEHHSA thapMakoHarnsagy

150.

HAK/TO®EH YO

Kancynu no 75 mr
no 10 kancyny
6nicTepi; no 2
6nictepu y
KapTOHHIA KOopoo6Li

KPKA, o.4.,
HoBo mecTto

CnoBeHis

KPKA, a.4., Hoso
MecTo

CnoBeHis

BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3minu Il Tuny -
3MmiHu Wwoao 6e3nekn/edheKTMBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta YMOB Buaadi
peecTpauiiHOro NocBiAYeHHs, BKIOYatoum MNnaH ynpasiHHA
pvi3nkamMm (3acTocyBaHHS 3MiH(M), Ski(a) BMMaratoTb(€)
noAasibLIoro 06I'pPYHTYBaHHSA HOBUMM [04ATKOBUM AaHUMK,
L0 MalTb HaaBaTNCA KOMMNETEHTHUM OpPraHoM, OCKI/TbK/
BUMaraeTbCs CyTTEBA OL{iHKa KOMMNETEHTHUM OpraHoMm)
BukoHaHHs 3060B'A3aHb BIAMOBIAHO A0 NigNYHKTY 1.13 NyHKTY
1 popatky 15 fo MNopagky NpoBefeHHs ekcnepTnsmn
peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, Lwo
noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadii), a
TaKoX eKCnepTusn maTepiasiis MPO BHECEHHS 3MiH A0
peecTpauiiH1x MaTepiasiB NPOTAroM fji peecTpawjiiiHoro
NnocBiJYEeHHS, 3aTBepAKeHOoro Hakazom MO3 Big 26.08.2005
Ne 426 (y peaakuii Hakazy MO3 Big 23.07.2015 Ne 460).

3a
peyermom

UA/3480/06/01

151.

HEBIA0

pO34nH Ans

iH ekuii 250 Mmr/mn
no 4 mMn y donakoHi;
no 1 dpnakoHy B
KapTOHHIN nayui

Baiiep Al

HimeuunHa

Baiiep Al

HimeyunHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny -
3MiHu 3 aKocTi. A®l. BUpo6GHULTBO. 3MiHa BUPOGHMKaA
BWXi4HOrO/MPOMiXHOro NPoAyKTy/peareHTy, Lo
BUKOPWCTOBYIOTLCA Y BUPO6HNYOMY npoueci API, abo 3miHa
BMPOOHUKa (BK/THOYaKOUK, Ae HeOobXiaHO, MicLe NPOBeAeHHS
KOHTpOsto sikocTi) AP (3a BigcyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponelickbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(iHLWi 3miHn) - y MKA /13 3a3Ha4eHHs anbTepHaTUBHOIO
BMPO6HMKa A®I, LLIO BigNOBIAAE 3@ CUHTE3 TECTOCTEPOHY
YHAeKkaHoaTy, KOHTPO/Ib AKOCTi, BUMYCK cepii 0AHOYACHO 3
BMpOGHMKOM Baiiep Al, BeprkameH, HimeuunHa: Productos
Quimicos Naturales S.A. de C.V., Ixtaczoquitlan, Mexico
(MpogykToc Keimikoc Hatypanec C.A. ge C.B.,
IkcTak30kBiTNaH, Mekcurka) 3riiHO OpUriHa/IbHUX AOKYMEHTIB
BMPO6GHMKA, NPO WO CBiAYaTb apXiBHi AOKYMEHTU , siKi 6ynu
noAaHi Nnpu nepepeecTpawii nikapcbkoro 3acoby
(MepepeecTpadisn 3aTBepaxeHa Hakazom MO3 Ykpainm Ne730
Big 17.10 2014); 3miHu | TMny - 3MiHW 3 AKOCTI. FOTOBMIA
nikapcbkuii 3aci6. CucTeMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOIO /1iKapCbKOro 3acoby
(BUTYYEHHS YNakoBK1 NEBHOrO PO3MIpY) - BUTYYEHHS yNaKoBKu
no 4 mn B amnyni; no 1 amnyni B KAPTOHHINA nadLi, TaKoX y
3B'A3KY 3 BU/TYYEHHSAM YNakoBKV NEBHOrO PO3Mipy (BUyYEHHS
ynakoBku Mo 4 ma B amny/i; No 1 amny i B KAPTOHHIN nau)
3MiHW BHECEHO A0 iHCTPYKLT A1 MeANYHOro 3acTOCYBaHHSA
nikapcbKoro 3acoby ao posginis "Cknag'", "Ocobnusi 3axoam
6e3nekun”, "Cnocib 3acTocyBaHHs Ta 4031", "YnakoBka" Ta sik
Hac/ifoK 3MiHN 1O TEKCTY MapKyBaHHS

3a
peyenmom

UA/2629/01/01

152.

HEMWPOAMKNOBI

Kancynu, no 10

TOB

YKpaiHa

I.J1. ®apma 'méX,

ABCTpist

BHECEHHS 3MiH 10 peecTpauliiiHnx maTepianis:

3a

UA/5909/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
T Kancyn y énictepi, "BAJIEAHT AscTpisi; 1. 3MiHM | TUNy - pegakuiiHi yTouHeHHs y MeTogax KOHTpOsIto peyenmom
no 3 aéono5 PAPMACHIO dapma N'vbX, AKOCTI, LLOA0 KOHTPO/II0 NOoKasHUka «laeHTudikauis
6nicTepis y kopobu,i TIKAN3" ABCTpis (BUPOBHYK umnaHokobanaminy (Y®-cnekrp)»
BignoBigasibHWI 3a
BUMYCK MPOAYKTY)
153. | HEMPOPYBIH™ PO34nH NS iH'EKLRA TeBa 13painb BMPOOHULITBO 3a HimeuunHa BHECEHHS 3MiH 0 peecTpaliinHux maTepiasiB:MiHW | Tuny: 3a UA/10051/01/01
no 3 mn B amnyrni; dapmaueBTika NOBHUM LMK/IOM; BUTyYEHHS BUPOOHWNYOT AiNbHWL| (BKIOYAOUM AiNbHULI A1s peyenmom
no 5 amnyny n lHpacTpi3 KOHTPO/1b SIKOCTI: A®I, NpomiXHOro NpoAykTy abo roToBOro JlikapCbKoro 3acooy,
Kopoo6Li nra. Mepkne Mm6X AOiNbHULI ANA NPOBeAEHHS NakyBaHHS, BUPOOHNMKa,
BiANOBIAA/ILHOrO 3a BUMYCK CEPIii, MicLie NpoBeAeHHS
KOHTPO/O cepii) abo nocTavasibHMKa BUXIGHOTO Matepiasy,
peareHTy abo [JONOMDKHOI PEYOBWHM - BUNYYEHHS BUPOOHMKA
Aitoyoi pevoBrHN uyaHokobanamii Sanofi Chimie Romainville,
France (R1-CEP 1998-056-Rev 05), ik Hacnifok 3MiHa B
cneumdikauii A®l BMpo6HMKa roToBOro Nikapcbkoro 3acoby, a
came BWyYeHHs BCiX BUNpobyBaHb AdI, Lo BigHOCATLCA A0
BUPOGHMKA; 3MiHM | TUNY - NOAaHHA OHOB/IEHOro cepTudpikata
BiAgnoBigHOCTI €Bponeiickbkil hapmakonei Ne R1-CEP 1998-
140-Rev 03 gnsa gitovoi peyoBuHM Cyanocobalamin Big Bxe
3aTBEpMKEHOro BUPOGHMKA, 3 BiANOBIAHMMM 3MiHAMK B aapeci
BnacHuka CEP Ta B agpeci BUpOOHWNYOT AINAHKN; NPpUBEAEHHS
cneundikauii A®| BMpo6HMKa roTOBOrO NiKapcbKoro 3acoby, y
BignoBigHicTb A0 MoHorpadii Cyanocobalamin EP
154. | HITPO®PYHIrIH po3uuH Ans TOB «TeBa Ykpaina Tesa Yex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 6e3 UA/10177/01/01
30BHiLIHBbOIO Ykpaina» c.p.o. Pecny6nika 3MiHu | TURY - 3MiHK Woao0 6e3nekn/edhekTMBHOCTI Ta peyenma
3acTocyBaHHs, 10 dhapmakoHarnsgy. BeegeHHss abo 3MiHM 40 y3arasibHeHNX
mr/mMa no 25 mny AaHux npo cuctemy chapmakoHarnsgy (BBefeHHS
chnakoHi, no 1 y3araJlbHeHUX faHux npo cuctemy dpapmakoHarnsgy, amiHa
dhnakoHy B KOPOOL YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3aABHUKa 419 34iiICHeHHA hapMakoHarniagy B YKpaiHi, Ko
BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3AiicHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
chapmakoHarnsay) 3miHa KOHTaKTHUX JaHUX YNOBHOBaXEHOT
ocobu, BiANoOBIAaIbHOI 3a hapmakoHarnsg. 3miHa micus
3[ifiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MiCLLe3HaXO[DKEHHSI MacTep-chaina.

155. | HOBOMY/IbMOH | nopoliok gns MEJA ®apma | HimeuunHa BMPOGHULTBO, HimeuunHa BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3a UA/4376/02/01
E iHransuin vM6X eHg Ko. nakyBaHHs, 3MiHu | Tuny - 3miHK 3 AkocTi. CepTudikar BignosigHOCTI/E- peyenmom
HOBOJIAN3EP® [030BaHwuin, 200 K KOHTPO/b cepii: cepTudikaT BigNoBiAHOCTI EBPONenChkii

MKr/go3y; no 2,18 r MELA thapmakonei/moHorpadii. 3mMiHK, NOB'A3aHi 3 HEOOXIAHICTIO
nopotuky (200 go3) MeHbloghekyepuHr npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdY abo

y KapTpuaxi; no 1 mM6X, HimeuunHa €sponeiicbkoi thapmakonel, abo iHLWOI HaLioHaNbHOI
KapTpuaXxXy B aNbTepHaT/BHe thapmakonei gepxau EC (3miHa y cneymdikauisix, NoB'a3aHa
KOHTeliHepi; no 1 MicLie BTOPUHHOIO 3i 3miHamy B J®Y, abo €Bponelicbkiin thapmakonei, abo iHLwii
KOHTelHepy y nakyBaHHA: HauioHasbHi chapmakonei gepxasu €C) - BuganeHus

KOMMNEKTI 3

Pow-[ensta TM6X

nokasHuka «Baxkki MeTanim» 3i cneupduikauii oNoMixXHOT




76

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
iHransTopom y BUMYCK Cepii: PEYOBUHM 1aKTO31 MOHOTiApaTy BiAMNOBIAHO A0 MOHorpadii
KapTOHHI navi; MEJOA ®apma €O (gitoye BUAAHHSA).
no 2,18 r nopoLuky M6X eHg Ko.KT,
(200 po3) y HimeuunHa
KapTpuaxi; no 1
KapTpuaKy B
KOHTeliHepi; no 1
KOHTEliHepy y
KapTOHHIi nayi
156. | HOPMASE cupon, 10 r/15 mn . MonTewHi i ITanis BMPOGHULITBO 3a ITanis/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/9542/01/01
no 200 mny K. pei NOBHUM LUK/IOM: ABCTpIs 3MiHu | TUNYy - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta peuyenma
chnakoHi, no 1 ®parenni N. MonTeHi i K. gei thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHuX
chiakoHy pasom 3 AnitTi CocieTa ®.ani AniTTi [AaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
MEH3YpPKOLo B 4i Esepunuio CocieTa pgj y3araslbHeHUX gaHux npo cuctemy dpapmakoHarnsgy, amiHa
KapTOHHI KOpOOL C.n.A. E3epuuyio C.n.A,, YNOBHOBaXXEHOI 0CO6MU, BigNOBIfaNbHOI 3a 34iiCHEHHS
ITanis; thapmakoHarnsgy; KOHTakTHOi 0cobu 3 dpapmakoHarnagy
BMPOBHULTBO iH 3asBHUKa 4151 34iiCHEHHA dapMmakoHarnsgy B YkpaiHi, Ko
6as1K, NepBrHHE Ta BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06W, BiANOBIAaILHOI 3a
BTOPUHHE 3[jificHeHHs hapMakoHarsay (BKIHYatoun KOHTaKTHI AaHi)
nakyBaHHs, Ta/abo 3MiHM y pO3MilLleHHi MacTep-haiina cucremu
KOHTpPONb cepii: thapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWX KOHTaKTHOI ocobu,
®peseHiyc Kabi BiANOBIAA/IbLHOI 32 34iiCHEHHSA hapmakoHarnagy.
ABCTpist TM6X,
ABCTpist
157. | HOTTA® Kpansni opasbHi, No Pixapa ABCTpIf Pixapg bittHep Al ABCTpIS BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/1972/02/01
20, a6o no 50 mn, BitTHep Al 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenma
a6o no 100 mn y thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHuX
dhnakoHi 3i ckna 3 [aHux npo cuctemy dhapmakoHarnsgy (BBefeHHs
KpanenbH1M y3arasibHeHUX faHux Npo cucTemy dhapmakoHarnsgy, 3mMiHa
posaropom; no 1 YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
chnakoHy 3i ckna 3 dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
KpanenbH1M 3asBHUKA AN19 34iicCHeHHA hapMakoHarnagy B YkpaiHi, Ko
[03aTOpOM B BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbLHOI 3a
KapTOHHI ynakoBLi 3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
thapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI
oco6u, BigNoBiAabHOI 3a dhapmakoHarnsag.
158. | OBAAXIO TabneTku, BKPUTI TOB "CaHoi- Ykpaina CaHodpi BiHTpon PpaHLin BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianiB: 3MiHa 3asBHMKa 3a UA/13689/01/01
NNiBKOBOIO ABEHTIC IHOacTpia (BnacHvKa peecTpauiiHoro noceig4yeHHs) (3rigHo Hakasy MO3 peyenmom
060/10HKOI0, Mo 14 YkpaiHa" Big 23.07.2015 Ne 460) (BBefeHHs 3MiH NpOTSArom 6 micsuis

Mr; no 14 TabneTok
y 6icTepi, no 2
6nictepu B
ynakosLi Tuny
ramaHusa y
doyTnspi; no 1
thyTnspy B
KapTOHHI kKOpooLyj;
no 14 tabneTok y
6nicTepi; no 2

nicns 3aTBeppkeHHs); 3MiHW | Tuny - 3MiHK Woao
6e3nekn/edpekTBHOCTI Ta hapmakoHariagy (iHwi 3miHm) -
3amiHa rpadiyHoro opopmMIEHHS NEPBUHHOT Ta BTOPUHHOT
yNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BiAnNOBigHWMY
3MiHamu go po3ginisa MKA /13 (po3gin «IpadiyHe
0(POpPMIEHHSA YNAKOBKU» 3aMiHEHO PO34iNIoM «MapKyBaHHS»).
OHOB/IEHHSA TEKCTY MapKyBaHHSi Ha BTOPWHHI ynakoBLi /13
(3a3HayeHHs 3asBHNKa B TEKCTi MapKyBaHHs1) BBegeHHS 3MiH
NPOTAroM 6 MiCALiB Nicna 3aTBepKEHHSs!; 3MiHW | TUNYy - 3MiHK
oo 6e3snekn/edekTMBHOCTI Ta hapmakoHarnagy. BeegeHHs
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
6nictepu B ab0 3MiHM [0 y3arasibHEHVX AaHUX NPo CUCTeMy
ynakoBLj Tuny thapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHnX npo
ramaHus y cuctemy dhapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOi ocobu,
dyTnApi; no 6 BIANOBIAA/bHOI 32 34iiCHEHHSA dapMakoHarnsagy; KOHTakTHOT
dyTnsapis y ocobu 3 hapMakoHarnsay 3asBHuKa Ans 34iicCHEHHS
KapTOHHiiA Kopo6Lli hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
thapMakoHarnagy (BKiovaroun KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MilLEHHI MacTep-ghaiina cucteMmn papmakoHarnsgy) -
[ioya pepakuis: YnoBHoBaxeHa 0cob6a, BiAnoBigasibHa 3a
hapmakoHarnsag - Epik Teo, goktop meauuuHu / Eric Teo MD.
KoHTakTHa ocoba, BiAnoBiAasibHA 3a hapmakoHarnsg, -
KniwwH AHTOH MukonaiioBuy. MNponoHoBaHa pejakLis:
YnosHoBaxeHa 0coba, BiAnoBiJasibHa 3a hapmakoHarnsg, -
KniwuH AHTOH MyKonaioBuy. 3mMiHa KOHTaKTHUX JaHNX
YNOBHOBaXXEHOI 0c06M, BigNoBigabHOI 3a ddapMakoHarisg
159. | OKOPEPOH® Kpansi OuHi, TOB "$3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TUny - 6e3 UA/6206/01/01
nopotuok no 1 000 "BIO®APMA" "BIO®APMA" 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenma

000 MO; 1 chnakoH
3 NOPOLLKOM Y
KomnekTi 3 1
amnyso
PO34MHHYMKA
(MeTunnaparigpokc
nbeHsoat (HinariH)
(E 218) - 5,0 mr) no
5 mny 6nicTtepi; no
1 6nictepy pasom 3
KpULLIKOO-
KpanenbHULE B
nauLi 3 kapToHy; 1
dhnakoH 3
MOPOLLKOM Y
KomnnekTi 3 1
amnysnot
PO34MHHYMKA
(MeTtunnaparigpokc
néeHsoat (Hinarin)
(E 218) - 5,0 mr) no
5 mn B nayui 3
KapTOHHOI0
neperopogKor abo
rogppoBaHoo
BK/1aAKOK; no 1
KOMMNeKTy
npenapary Ta
PO34MHHKKA pa3om
3 KPULLIKOHO-
KpanenbHULE B
nauili 3 KapToHy

KOHTeliHep/3akynopoBanbHWi 3aci6 (iHWi 3MiHK) JoaaBaHHSA
nineTku MacTepa go komnnekTy N3, 3 BiANOBIAHUMY 3MiHAMY
00 p. «YnakoBka». BBefeHHA 3MiH NpoTAarom 3-x MicAuis nicns

3aTBEPAKEHHS.
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
160. | OKPEBYC® KOHLeHTpaT Ans ®.XochcpmanH | LUseliyapis BVMPOGHMLTBO HimeuyunHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/16278/01/01
pO34nHYy oNs -Na Pow Ntg Hepo3gacoBaHo! LLiBeiiuapis 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta peyenmom
iHcy3iii no 300 NPOAYKLT, thapmakoHarnagy. BeefeHHs abo 3miHu [0 y3aranbHeHuX
mr/10 mn, no 10 mn nepBuHHE JaHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
y dhnakoHi; no 1 nakyBaHHs1, y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
donakoHy y BUNPOGYBaHHS YNOBHOBaXKEHOT 0CO6U, BiANOBiAAILHOI 32 34iiCHEHHS
KapTOHHI KopooLi KOHTPOJIO SKOCTI: thapmakoHarnsay; KOHTakTHOI 0cobu 3 dhapmakoHariagy
Pow [fliarHocTuke 3asBHUKa A5 34iiCHEHHA dapmakoHarnsay B YkpaiHi, Ko
M6X, HimeuunHa; BOHa BifIMiHHa Bif, yNTOBHOB&)XeHOI 0c06W, BiANOBIAaILHOI 3a
BTOPUHHE 3[jiicHeHHs hapMakoHarsay (BK/IHUYatoUn KOHTaKTHI AaHi)
nakyBaHHs1, BUMYCK Ta/abo 3MiHM y pO3MiLLleHHi MacTep-haiina cucremu
cepii: hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHYIKA,
®.XothdpmaHH-/15 BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsagy B YkpaiHi:
Pow NTpg, [Litova pepakuis — Kizim Onbra €sreHigHa. MNponoHoBaHa
LBeliuapis pepakuis — MowwHiHa Onbra IBaHiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0COOM 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHA (dapMakoHarnsgy B YkpaiHi.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U 3asBHYMKa,
BiANOBIAA/IbHOI 3a 34ilicCHeHH:A dhapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisNbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaxopKeHHs1 macTep-aiina cuctemu
chapmakoHarisgy.
161. | OKCUTOLUVH pO34nH AN TOB "$3 Ykpaina TOB "$3 YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis:3miHu | Tuny - 3a UA/1888/01/01
iH'ekyjin, 5 MO/mn; "BIO®APMA" "BIO®APMA" BUYYEHHA 3i cneuudikauii roToBoro fikapcbKoro 3acoby n. peyenmom
no 1 mn B amnyni; AHOMasIbHa TOKCUYHICTb
no5amnyny
6nicTepi; no 1 abo
2 6nictepu B navui
3 KapTOHY
162. | ONIKNIHOME/Nb eMy/ibCisl Ans Bakctep C.A. Benbris Bakctep C.A. Benbris BHECEHHS 3MiH 0 peecTpayiiHux maTtepianis: 3a UA/10973/01/01
N4-550E iHcpysiiA, no 300 mn 3MiHM | TUNy - 3MiHa HaliMeHyBaHHS Ta/abo agpecu micus peyenmom
10% ninigHot NPoBaPKEeHHS AiSIbHOCTI BUpOBHUKa/iMnopTepa rotoBoro
eMy/ibCil, 600 mn nNikapcbKoro 3acoby, BKIOUauM AinbHULI BUNYCKY cepii abo
5,5 % po3uunHy MicLie NPOBeAEHHS KOHTPOJIIO AKOCTI (BiANbHICTb, 3a AKY
aMiHOKMCOoT 3 BiAANOBIga€e BUPOGHMK/IMNOPTEP, HE BK/IOYAOUM BUMYCK Cepilf);
enekTponitamMu Ta 3MiHU | TUMY - OHOBNEHHSA MaTepiasliB peecTpauiliHoro f0Che:
600 mn 20 % JopasaHHA fo po3giny 3.2.P.3 MNpouec BMpo6bHULITBA FOTOBOTO
PO3UMHY [/1H0KO3M 3 niKapcbKoro 3acoby, BUPOGHMKa NPOMKHOIO NpoaykTy (Cymill
KaubLjieEM y amiHoKMcnoT) AMKMHOMOTO (Ajinomoto); 3MiHK | Tuny - 3amiHa
TprKamepHoMy abo BBefEeHHA AOAATKOBOT AiNbHNL BUPOOHULTBA AN1A
naacTKoBoOMy 4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nakeTi 06'eMoM NiKapcbKoro 3acoby - OHOB/IEHHSI MaTepiaNiB peecTpawiiHoro
1500 mn; no 4 [ocbe: aofasaHHA po3giny 3.2.P.3.4 KOHTPO/1b NPOMDKHOT
nakeTn y KapTOHHil npoaykuii (Cymill amiHOKMCNOT), AN1S BUPOGHVKA ADKUHOMOTO
Kopoo6Li (Ajinomoto); 3miHu Il TUNYy - 3aMiHa abo BBEAEHHA AOAATKOBOI
AiNbHULI BUPOGHULTBA A48 YacTUHN abo BCbOro BUPOBGHNYOro
npoLiecy roToBOro /1ikapCbKoro 3acoby - BeleHHs 104aTKOBOT
AiNbHULI BUPOBHMLTBA 4118 NPOMDKHOI NpoAyKuil (CymiLu
amiHokmcaoT) AmknHomoto Hope Amepuka k., CLUA
163. | ONIKNIHOME/b eMy/ibCisa ansa Bakctep C.A. Benbris Bakctep C.A. Benbris BHECEHHS 3MiH [10 pEECTpaLjiiiHUX MaTepianis: 3a UA/10974/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
N7-1000E iHcpysiiA, no 200 mn 3MiHM | TUMY - OHOBMEHHS MaTepiasliB peecTpauiliHoro foChe: peyenmom
20 % ninigHot nofasaHHs oo posginy 3.2.P.3 Mpouec BUpO6HULTBA FOTOBOTO
emynbeii, no 400 nikapcbKoro 3acoby, BUPOGHMKA MPOMDKHOTO NpoaykTy (Cymilu
M 10 % po3unHy amiHoKMcnoT) AMKMHOMOTO (Ajinomoto); 3MiHK | Tuny - 3amiHa
amiHoKMcnoT 3 ab0 BBeAEHHA A0AATKOBOI AiNbHWL BUPOOHMLTBA AN1A
enexkTponitamMu Ta YyacTvHV abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
400 mn 40 % nNikapcbKoro 3acoby - OHOB/IEHHS MaTepiaiB peecTpaviiniHoro
PO34MHY INHOKO3N 3 [ocbe: aofasaHHA po3giny 3.2.P.3.4 KOHTPO/b NPOMDKHOT
KaubLjiEM y npoaykuii (Cymil amiHOKMCAOT), AN BUPOGHMKA AIKUHOMOTO
TpyKaMmepHoMy (Ajinomoto), (Cymiw amiHOKUCOT); 3MiHK | TuMy -3miHa
nnacTMKoBOMY HalilMeHyBaHHs Ta/abo agpecu MicLA NPOBaKEHHS AisNIbHOCTI
nakeTi 06'eMoM BUPOBHMKa/iMnopTepa roToBOro NikapcbKoro 3acoby,
1000 mn; no 6 BK/IOYAI0UM AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
naketiB y KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a 5Ky BiAnoBigae
KapTOHHiiA Kopo6Lj; BUPOGHMK/iIMNOPTEP, HE BK/IKOYAKOUM BUMNYCK Cepiit); 3miHu 11
no 300 mn 20 % TUMy - 3amiHa abo BBeAEHHS AOAATKOBOI AiNTbHUL,
ninigHoT emynbCii, BMPOBGHULTBA /15 YaCTUHU abo BCbOro BUPOGHUYOro npoLiecy
no 600 mn 10 % rOTOBOrO /iKapCbKOro 3acoby - BBEAEHHS A04aTKOBOT AifIbHULL
pPO34nHy BVMPOGHMLTBA A1 MPOMIXKHOT MpoAyKLuii (CyMill amiHOKMCNOT)
aMiHOKMCOT 3 ApxnHomoTto Hopc Amepuka IHK., CLUA
efiekTponitTammn Ta
600 M1 40 %
PO3YMHY F/IHOKO3M 3
KaubLiiEM y
TprKamepHoOMy
naacTKoBOMy
nakeTi 06'eMoMm
1500 mn; no 4
nakeTu y KapTOHHIl
Kopo6ui; no 400 mn
20 % ninigHoi
eMyrbCcii, no 800
M1 10 % po3unHy
amiHOKMCNOoT 3
eflekTponiTamu Ta
800 mn 40 %
PO3UMHY /IHOKO3M 3
KasibLieEM y
TprKkamepHoMy
n1acTUKoBOMy
naketi 06'eMom
2000 mn; no 4
nakeTu y KapTOHHIl
Kopobui
164. | OMENPA3O0N Kancynm 3 AHaHTa Benuka KonpaH Nimites, IHAisa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/12374/01/01
AHAHTA MoZAmnpikoBaHUM Megikeap BputaHis IHais; 3MmiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy (iHwi | peyenmom
BVBI/IbHEHHAM MO nra. Aptypa 3MiHW)
20 mr; no 10 dapmacbioTikans 3MiHV BHECEHI B IHCTPYKL,i0 4151 MEANYHOTO 3acTocyBaHHSA /13
Kancyn y énictepi; MeT. 1T4., IHAIA L1100 BUPOBHUKIB Ta iX MiCLe3HaXOKEHHS A1 MOX/IMBOCTI

no 10 6nicTepiB y

[pyKyBaTV iHCTPYKLT /151 KOXKHOTO BUPOGHMKA OKPEMO.




80

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

KapTOHHI KOpooLi

BBefeHHs1 3MiH NPoTArom 3-x MICALIB MICNSA 3aTBEPAKEHHS.
3MiHn | TUnNYy - 3MiHK 3 siKoCTi. FOTOBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYHOTLCA
BUMYCKY Cepii Ta KOHTPOJIKO AKOCTi FOTOBOTO NiKapCbKOro
3acoby (3aMiHa abo fofaBaHHA BUPOOHMKA, LU0 BignoBigae 3a
BBE3€EHHA Ta/abo BMnyck cepii) - Bknroyatoum
KOHTPO/b/BMNPOGYBaHHSA cepii - AoAaBaHHS BUPOOHMKA -
Aptypa ®apmacbtoTikans MBeT. JIT4., IHAiA, 9K HAcnigok nossa
LLle O4HOro BUAY NakyBaHHSA. BBeeHHs 3MiH NpoTArom 3-x
MicsALiB MicnsA 3aTBepAKeHHs. 3MiHu | TUMy - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkumii 3aci6. 3MiHM y BUPO6HULTBI. 3amiHa abo
BBE/IEHHS 40aTKOBOI AiNIbHUL BUPOBHWLTBA /18 YacTUHN
a60 BCbOro BUPOGHMYOTrO NPOLIECY FOTOBOTO /iKapPCbKOro
3aco0y (AinbHMLA, Ha Skl NPoBOAATLCA 6y Ab-Ki BUPOOHNYI
CTagji, 3a BUHATKOM BUMNYCKY CEPIiA, KOHTPOIO SKOCTI,
NEepBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, 415 HECTEPUSIbHUX
nikapcbknx 3acobiB) BBeeHHS 3MiH NPOTAroM 3-X MicsiLiB
nicns 3areeppkeHHsA. CynyTHS 3MiHa - 3MiHU 3 AKOCTI.
[oTOBWIA NTikapcbkmii 3aci6. 3mMiHM y BUpOOHULTBI. 3amiHa abo
BBE/leHHS A0AATKOBOI AiNbHUL BUPOGHMLITBA A1 YACTUHM
a60 BCbOro BUPOOGHMYOro npoLecy rotoBOro Nikapcbkoro
3aco6y (AinbHMLA AN BTOPUHHOTO NakyBaHHs) - 3MiHM 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHMLITBI.
3amiHa abo BBeeHHA [0AATKOBOI AiNbHUL BUPO6GHULTBA A5
4acTuHK abo BCbOro BUPOOHMNYOro NpoLecy rotoBoro
niKapcbKoro 3acoby (AiNbHMLA ANS NEPBUHHOIO NakyBaHHS)
BBE/EHHSA A0AaTKOBOI BUPOBHMNYOT AiNbHULI ApTypa
dapmacsbtoTikans lMeT. /1T4., IHAiA. BBeaeHHs 3MiH npoTarom 3-
X MicsiLiB NicNs 3aTBEPKEHHS.

165.

OPHI3ONI®

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOt0, No 500
mr no 10 TabneTok
y 6nicTepi; no 1
6nictepy B navui

MAT
"Kuismegnpen
apar”

Ykpaina

MAT
"Kuismegnpenapar

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy - OHOB/IEHHSA BXe 3aTBEPAXXEHOI0 TEKCTY
MapKyBaHHS BTOPVMHHOI Ta NEPBUHHOT YNakoBKMN MikapCbKoro
3ac06y 3 BHECEHHSIM A0AaTKOBOT iHhopMaLii (BHECEHHS
no3Ha4yeHb OAVHWLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
naTvHCbKOro andhasiTy Ta Towwo). BBeaeHHs 3MiH npoTsrom 6-
TV MicsALiB Nic/1a 3aTBepAKEHHSs!

3a
peyermom

UA/1140/01/01

166.

OPTO®EH-
310POB'A
®OPTE

TabneTkn, BKPUTI
060/10HKOIO,
KNLUKOBOPO3YMHHI,
no 50 mr no 10
Tabnetok y
6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHI Kopoo6Li

ToBapucTBO 3
0bMexeHo
BignoBsiganbHi
cTH0
"®GapmavesTu
YyHa KOMMaHis
"3popos'a”

Ykpaina

BCi cTagii
BMPOGHMLITBA,
KOHTPO/b AKOCTI,
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoto
BigNoBiAa/IbHICTIO
"PapmaueBTUyHa
KoMMaHis
"3popos'a",
YkpaiHa; BCi cTagii
BMPOGHMLITBA,
KOHTPO/Ib SIKOCTi:

YKpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis:

3MiHM | TUNY - BBEAEHHS A0AATKOBMX PO3MIpIiB Cepii roTOBOro

NikapcbKoro 3acoby N5 BUPOOGHUYOT AinbHULI ToBapucTBO 3
obMmexeHoto BignosigansHicTio "®APMEKC M'PYM".

MponoHoBaHa pepgakuis Po3mip cepii: 4,390 Tuc. yn. (9,66 kr)

Ne 10 (10x1) 40,058 Tuc.yn. (88,128 kr) Ne 10 (10x1) 1,463
Tunc. yn. (9,66kr) Ne 30 (10x3) 13,352 Tuc.yn. (88,128 kr) Ne 30

(10x3) AopaTkoBuit po3mip cepii:
90,000 Tunc. yn. (198,0 kr) Ne10 (10x1) 30,000 Tuc.yn. (198,0
Kr) Ne30 (10x3)

3a
peyenmom

UA/7252/01/02




81

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"®APMEKC I'Py1",
YKpaiHa
167. | MAKNITAKCEN KOHLeHTpaT Ans Akkopg, Benwuka Akkoppg, Xenckea Benuka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13924/01/01
AKKOPJ, pO3uuHy ons Xenckea /T4, BputaHis Nimiten, Benuka BputaHis/ 3MiHM | TUMy - 3aMiHa rpacdiyHoro 0hoOpM/IEHHS NEPBUHHOI Ta peyenmom
iHcpysii, 6 mr/mn no BpuTaHis IHais BTOPWMHHOI YNakoBOK Ha TEKCT MapKyBaHHS yNakoBOK 3
5 mn (30 wr), no (BignoBiganbHuii 3a BiANOBIAHUMY 3MiHAMVW [0 PO34iNly METOAIB KOHTPOHO AKOCTI
16,7 mn (100 wmr), BUNYCK cepii); (po3gin «pachiuHe 0hopMIEHHS YNaKOBKM» 3aMiHEHO
no 50 mn (300 mr) y Akkopg Xenckea po3ainoM «MapKyBaHHSI»).
dhnakoHi; no 1 Nimiten, Benuka BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MIiC/1A 3aTBEPLKEHHS
hnakoHy y BpuTtaHis
KapTOHHIA KOopooLi (BTOpUHHE
nakyBaHHs); IHTac
dapmacboTikans
Nimites, IHaia
(BMpPOGHMLTBO
roToBOro
nikapcbkoro
3acoby,
BMPOGHMLTBO bulk,
nepBuHHe
nakyBaHHs1,
BTOPVIHHE
nakyBaHHs1,
KOHTPO/b AKOCTI
cepii); IHTac
PapmacbloTikasic
Nimiten, IHAis
(BMpPOGHMLTBO
roToBOro
nikapcbKoro
3aco0y, neperHHe
nakyBaHHs1,
BTOPVHHE
nakyBaHHs,
KOHTPO/b SKOCTI
cepii
(anbTepHaTUBHUIA
BUPOGHMK))
168. | MACTA nactano 25ry TOB YkpaiHa TOB "TepHodapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 6e3 UA/1089/01/01
TEAMYPOBA Ty6i anomiHieBil; "TepHodpapm” 3MiHM |l TUNY - BBEA,EHHS A0AATKOBOrO BUPO6HUKa ans AdI peyenma
no 25 ry Ty6i Caniumnosoi Kucnotu 3 HagaHHsM DMF Ha AdI
antoMiHieBIl; no 1
Ty6i B nayuj 3
KapToHY
169. | NMErACIC® pO34MH Ans ®.XohchmanH | LBeiuapis & . XodpchpmaHH-/151 LLiBeliyapis BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 3a UA/14223/01/02
iH'ekujn, 135 -Na Pow Ntg Pow Ntg, 3MiHu | TUNY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom

MKr/0,5 mn no 0,5

chapmakoHarnagy. BeeieHHst a60 3MiHWU A0 y3arasibHeHuX
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
mn B 1 nonepegHLo JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
HanoBHEHOMY y3arasibHeHUX JaHux Npo cucTemy dapmakoHarnsgy, 3miHa
wnpuui Ta 1 YNOBHOBaXKeHOI 0c0obK, BifNOBIfa/IbHOT 3a 34iCHEHHS
CTepUIbHO dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 hapmakoHarnagy
ronkoto Ans 3asBHUKa AN19 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
iH'ekuji1 (ronka ans BOHa BiMiHHa Bif, yNOBHOBa)XeHOI 0cobu, BiANOBIAa/IbHOI 3a
iH'eKujin BK1ageHa B 3[jiicHEeHHs hapMakoHarisay (BK/IHYatoUM KOHTaKTHI AaHi)
nnacTMacoBuii Ta/abo 3MiHM y pO3MiLLleHHi MacTep-haiina cucremu
KOHTEliHep) B hapmakoHarnagy) 3mMiHa KOHTaKTHOI 0CO6Y 3asiBHUKA,
KapTOHHI KOopooLi BiANOBIAA/IbHOI 32 34iiCHEHH:A dhapmakoHarnsgy B YkpaiHi:
[Litova pepakuis — Kizim Onbra €sreHisHa. MNponoHoBaHa
pefakuist — MowHiHa Onbra IBaHiBHa.
3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0COOM 3asBHUKA,
BiANOBIAA/ILHOI 3a 34iiCHEHHA dapMakoHarnsgy B YkpaiHi.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0CO6U 3asBHYMKa,
BiANOBIAA/IbHOI 3a 34ilicHeHH:A dhapmakoHarnsagy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLle3HaxopKeHHs1 macTep-aiina cuctemu
chapmakoHarisgy.
170. | NErACIC® pO34nH AN ®.XohcpmaHH | LUseliyapis & . XodhpmaHH-/15 LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14223/01/03
iH'ekuin, 180 -Na Pow Nt Pow Ntg, 3MiHu | TMNy - 3MiHKM Wopo 6e3nekn/edeKTUBHOCTI Ta peyenmom
Mkr/0,5 mn no 0,5 thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
mn B 1 nonepeaHLo [JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
HanoBHEHOMY y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
wnpuui Ta 1 YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
CTepUIbHO dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
TrOJIKO0 A/1A 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
iH'ekujin (ronka ans BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAALHOI 3a
iH'eKLjiin BKNageHa B 3[jificCHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
nnacTmMacoBswuii Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
KOHTeliHep) B hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
KapTOHHIA KOopoo6Li BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapmakoHarnsgy B YkpaiHi:
[Litoyva pegakuis — Kizim Onbra €srexisHa. NponoHoBaHa
pepakuist — MowHiHa Onbra IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBM 3aABHUKA,
BIANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi.
3MiHa KOHTaKTHMX AaHuX YNOBHOBaXXEHOT 0CO6Y 3asBHIKA,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA papmakoHarnsgy. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicL,e3HaxoMKeHHs: macTep-doaiina cuctemm
chapmakoHarnsgy.
171. | NEP'ETA® KOHUeHTpaT ans ®.XochcpmanH | LUseliyapis Brpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH [0 peecTpavuiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/13062/01/01
pPO3UnHYy N -Na Pow Ntg, Hepo3acoBaHoT LLiBeiiuapis AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
iHchysiii no 420 npoayKuir, MiCLSi NPOBaMKEHHS AiSiNIbHOCTI BUPOBHMKa/imnopTepa
Mmr/14 mn; no 14 mn nepBuUHHE roTOBOrO MiKapCbKOro 3acoby, BKIYAKYMN AiNTbHULL BUMYCKY
y thnakoHi; no 1 nakyBaHHs, cepii abo micLie NpoBeAEHHS KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a
donakoHy y BUNPOGYBaHHSA SIKy BiANOBiga€e BUPOGHMK/iIMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)

KapTOHHI Kopoo6Li

KOHTPO/O AKOCTI:
Pow [diarHocTukc
'M6X, HimeyunHa,;

- 3MiHa agpecm (3 IpUANYHOT Ha hakTUYHY) BUpo6HMKa N3
®.XohpmaHH-/1a Pow fTa, BiANOBifaNbHOro 3a BUNYCK cepil,
6e3 3MiH1 Micus BUpo6bHMUTBA (BBEAEHHS 3MiH NPOTATrOM 6-Tn
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
BTopuHHe MiCALIB MiCNsA 3aTBEPAKEHHS)
nakyBaHHs, BUMyCK
cepii:
®.XothdpmaHH-/15
Pow 114,
Lseliuapis
172. | NINEPA3NHY Tabnetkn no 200 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu | Tuny - 3a UA/7016/01/01
AQUNNIHAT- Mmr o 10 TabneTok "hapmaveBTu "GapmMavueBTNYHa 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabiflbHICTb. peyenmom
AAPHMNUA Y KOHTYpHIl YyHa pipma dipma "apHnus” 3miHa y TepmiHax npugaTtHocTi abo ymosax 36epiraHHs
YapyHKOBIli "NapHuusa” rOTOBOrO J1iKapCbKOro 3acoby (36iNbLUEHHS TEPMiHY
ynakosui; no 1 NPUAATHOCTI FOTOBOrO NiKapCbKOro 3acoby) - [ns Toprosoi
KOHTYPHIl ynakoBKku (NiATBEPAKYETLCA AAHNMUN PeasibHOro Yacy)
YapyHKOBIli 36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JTiKaPCbKOro
ynakoBLi B navi; 3acoby Ha OCHOBI MO3UTUBHUX pe3ybTarTiB 4OBIOCTPOKOBMUX
no 10 Tabnetok y AocnigpkeHb CTabiNbHOCTI y peasibHOMY Yaci
KOHTYPHUX 3artBepmkeHo: TEPMIH MPUAOATHOCTI 2 poku
YapyHKOBUX 3anponoHosaHo: TEPMIH NMPNOATHOCTI 3 poku BeefeHHA
ynaKoBkax 3MiH NPOTArom 6-Tu MicsLiB nicns 3aTBepkeHHs. 3MiHu | Tuny
- 3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHocTi abo ymoBax 36epiraHHs
rOTOBOrO JiKapCbKOro 3acoby (3miHa y 3aTBepakeHoMy
NPOTOKO/i CTabiNIbHOCTI) 3MEHLLEHHS YaCTOTW AOC/iPKEHHS
cTabinbHocTi MN3 Minepa3uHy aguniHaT-AapHuULs, Ha OCHOBI
aHanizy CTaTUCTUYHNX AaHnX
3arBepaKeHo:
KoHTpob 06pasLoB ocyLLeCcTBAAETCA C NEPUOANYHOCTLIO: O
mec., 3 mec., 6 mec., 9 mec., 12 mec., 18 mec., 24 mec.
3anponoHoBaHo:
KoHTponb 06pasL,oB NpoBOANTCA C NepMognyHOCTLIO: 0 Mec.,
12 mec., 24 mec., 36 mec.
173. | MPOCTAKEP Kancynu no 320 mr MEFA TainaHg BMPOGHUK in bulk, TainaHg BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 6e3 UA/11072/01/01
no 10 kancyny NANOCAVEH BUNYCK cepil i 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/edekTUBHOCTI Ta peuyenma
6nictepi; no 1, 3 CI3 Mabnik KOHTPO/Ib SIKOCTI: thapmakoHarnagy. BeegeHHs abo 3miHM [0 y3arasibHeHuX
abo 6 6nictepiB y KomnaHi Mera [aHux npo cuctemy dpapmakoHarnsgy (BBefeHHs
KapTOHHIA Kopoo6Li NimiTen NaiicpcaiteHcis y3araslbHeHUX faHux Npo cuctemy dpapmakoHarnsgy, amiHa
Mabnik Komnani YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
NimiTen, TainaHg thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
BUPO6HUK in bulk, 3asBHUKA 4151 34iiCHEHH:A dapmakoHarnsgy B YkpaiHi, sKwo
NepBUHHE i BOHa BiIMiHHA Bif, yNTOBHOB&XXeHOI 0C06W, BiANOBIAa/IbLHOI 3a
BTOPUHHE 3[jificHeHHs1 hapMakoHaraay (BK/IHYakoun KOHTaKTHI AaHi)
nakyBaHHs: Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
Mera thapmakoHarnsgy) 3miHa KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu
NaiidhcaiieHcis YMOBHOBaXeHOT 0cobM 3as1BHUKA, BiAMoBigabHOI 3a
Mab6nik KomnaHi thapmakoHarnag B YkpaiHi
Nimiten, TainaHg
174. | NYMNAH® Kpansni opasbHi, No Pixapa ABCTpis Pixapg BitTHep Al ABCTpIs BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/1973/02/01
20 mn, a6o no 50 BitTHep Al 3MiHM | TUNY - 3MiHW Woao0 6e3nekun/edpekTMBHOCTI Ta peyenma

M1, abo no 100 mn
y thnakoHax-
KpanesbHULSAX; No

thapmakoHarnsigy. BeefieHHs a0 3MiHU A0 y3arasibHEHUX
[aHux npo cucTemy hapmakoHarnsgy (BBeAeHHs
y3ara/lbHeHVX iaHUX Npo CUCTEMY papMakoHarnsay, 3miHa
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
1 donakoHy y YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
KapTOHHI ynakoBLi hapMakoHarnsay; KOHTakTHOI 0cobu 3 chapMakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarniagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAA/ILHOI 3a
3[jificHeHHs1 hapMakoHarsay (BKIHYaUn KOHTaKTHI AaHi)
Ta/abo 3MiHM Yy po3MilLleHHI MacTep-haiina cuctemu
dhapmakoHarnsgy) - 3MiHa KOHTakTHUX AaHVX KOHTaKTHOT
ocobu, BiANoBigaIbHOT 3a hapmakoHarnsg.
175. | PANNIATO Tabnetkn no 1 mr, KPKA, 4.4., CnoBeHis BMPO6GHMUTBO "in CnoseHis BHECEHHS 3MiH [0 peecTpayiiHux martepianis: 3a UA/16206/01/01
no 10 TabneTok y HoBo mecTo bulk", nepBnHHe Ta 3MiHn | TUny - 3MiHn 3 akocTi. A®l. Bupo6bHMUTBO. 3MiHa peyenmom
6nictepi; no 3 abo BTOPUHHE po3Mipy cepil (Bktovatoun gianaszoHu) APl abo NpomixxHOro
9 6nicTepiB y nakyBaHHs, NPOAYKTY, SKWiA 3aCTOCOBYETLCSA Y npoueci BUpobHuytBa Ad|
KapTOHHIA KOpoo6Li KOHTpO/b cepii Ta (36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
BUNYCK cepil: po3mipom) 36inbLUeHHS po3mipy cepiii A®I pasarasiHy
KPKA, a.4., Hoso remitapTpaty 3 1,3 kr - 3 kr Ha 1,3 kr - 5 kr. BBeeHHs 3MiH
mecTo, CroBeHis; NPOTAroM 3-x MiCALIB MiCNA 3aTBEPKEHHS
KOHTPONb cepii: 3MiHu | TUnNy - 3MiHK 3 AkocTi. APl. BUpo6HMLTBO. 3MiHN B
KPKA, a.4., Hoso npoueci BupobHuuTBa APl (He3HauyHa 3MiHa y 3aKpuTii
mecTo, CroBeHis YyacTvHi macTep-ghaiina Ha A®l) He3HayHa 3MiHa y 3aKpuTiid
YyacTuHi macTep-chaiina Ha A®| (aogasaHHA nignporpamu
npouecy isomepu3adii gns A3epkasibHOro isomepy 1-
amiHoiHAaH Manearty (S-izomepy) (introducing second sub-
procedure which is isomerisation process of the opposite
isomer of 1-aminoindane malate (S-isomer)). BBefeHHS 3MiH
npoTsArom 3-x MicsiLiB nicais 3aTBepAKEeHHs
176. | PAHITUAUH- TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/10560/01/01
3400POB'A NNiBKOBOIO 06MeXeHo BMPOGHULTBA, AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
POPTE o6osoHkoto, no 300 | BignoBiganbHi KOHTPO/1b SIKOCTI, 3asBHMKa (BNacHvKa peecTpauiiiHoro nocBig4eHHs). 3miHa
mr, no 10 TabneTok CTIO BMNYCK cepil: agpecu 3asBHUKA:. BBeeHHs 3MiH NPOTArom 6-Tu MicsuiB
y 6nicTepi; no 1 "®apmavesTu ToBapucTBo 3 nicns 3aTBepMKeHHs. 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHW.
abo 2 6nictepu B YyHa KOMMaHis 0bMexeHot 3MiHa HaliMeHyBaHHS Ta/abo agpecu Micus NpoBafKeHHS
KapTOHHIA Kopoo6Li "3popos'a"” BiANoBiAa/IbHICTIO LisNbHOCTI BUpOBHUKa/iMnopTepa roToBOro /ikapcbkoro
"®apmMaLeBTnyHa 3aco6y, BKIOYAKUN AinbHNL BUNYCKY cepii abo micue
KOMnaHis NnpoBeAeHHSA KOHTPOJII0 AKOCTI. (4isNbHICTb, 3a AKY Bignosigae
"3p0pos'a”, BMPOGHMK/IMNOPTEp, BK/OYakoUM BUNYCK cepiid). 3MiHa aapecu
YkpaiHa,; BMPO6HMKA TOBapMCTBO 3 0OMEXEHOI BiANOBIAA/LHICTIO
BCi cTagii "apmaleBTMYHa KoMMaHia “340poB'a”, YkpaiHa, 6e3 3MiHu
BMPOBGHULTBA, Micusi BUpOOHULTBA.
KOHTPO/Ib SIKOCTI: . BBEAeHHs 3MiH NpOTAroM 6-Tu MicALiB NICNS 3aTBEPAXKEHHS.
ToBapucTBO 3 3MiHn | TURNY - AgMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
06MmeXeHo Ta/abo agpecu micLsa NPOBaMXEHHS OisNIbHOCTI
BigNoBiga/IbHICTIO BUPOGHMKa/iMnopTepa roToBOro sikapcbKoro 3acoby,
"®APMEKC IPyn", BK/I0HAK0UM AiNbHULI BUMYCKY cepil abo micue npoBeaeHHs
Ykpaina KOHTPO/O SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEpP, HEe BK/IKOYa4M BUMYCK cepill). 3miHa
agpecy BUpobH1Ka ToBapnCTBO 3 06MEXEHOIO
BignosiganbHicTio “PAPMEKC M'PYI”, YkpaiHa, 6e3 3MiHn
MicL BUPOBGHMLTBA.
177. | PEBONAQ™ TabneTku, BKPUTI Hosapric LLiBeiuapis Brpo6HMLTBO 3a Benuvka BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/11300/01/02
N1iBKOBOO Papma Al NOBHUM LIMK/IOM: Bputanis/ AaMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
o6oroHkKoto, no 50 "nakco Icnanis MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa
Mmr, no 7 TabneTok OnepeiiwHc HOK roToOBOro NikapCcbKoro 3acoby, BKIYAKUMN AiNbHULL BUMYCKY
y 6nicTepi; no 2 Nimiten, Benuka cepii abo micLe NpoBefeHHs KOHTPOJIO SKOCTI. (AiSNbHICTD, 3a
6nictepu B BputaHis; AKy BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK Cepiid)
KapTOHHIA Kopoo6Li [LopatkoBuii - YTOUYHEHHS afpecy Micusl NPOBaKEHHS Aisi/IbHOCTI
BUPOGHWK ANA Aopartkosoro BupobHuka M3 Mnakco Bennkom C.A., IcnaHis,
NepBUHHOTO Ta BifJNOBIA/IbHOTO 3@ NEPBUHHE Ta BTOPVHHE NakyBaHHA Ta
BTOPWHHOIO BUNYyCK cepii, 6e3 3mMiHW Micus BUpobHULTBA (BBEAEHHS 3MiH
nakyBaHHs Ta NPOTArom 3-X MiCALIB MIiC/1A 3aTBEPLYKEHHS)
BUMYCK Cepii:
nakco Bennkom
C.A., IcnaHis
178. | PEBONAQ™ TabneTku, BKPUTI Hosapric LLiBeiiuapis BupobHMLTBO 3a Benuvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/11300/01/01
NAiBKOBOO Papma Al NOBHVM LMK/TOM: Bputanis/ AfMiHicTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
06010HKo0, Mo 25 "nakco Icnanis MiCLiAl MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/imnopTepa
Mr, o 7 TabneTok OnepeiiwHc HOK roTOBOrO NikapcbKoro 3acoby, BKIYAKUMN AiNIbHULL BUMYCKY
y 6nicTepi; no 4 Nimiten, Benvka cepii abo MicLe NpoBeAEHHS KOHTPOSTIO AKOCTI. (His/IbHICT, 3a
6nictepu B BputaHis; AKy BiANOBiAa€e BMPOGHMK/IMNOpTEpP, BK/OYAOUM BUMYCK Cepiid)
KapTOHHIA KOopoo6Li [opatkoBuii - YTOUHEHHS aZpecy Micusl NPOBaKEHHS Aii/IbHOCTI
BMPOGHWK ANA Aopartkosoro Bupo6bHuka M3 Mnakco Bennkom C.A., IcnaHis,
NepBUHHOTO Ta BifJNOBIA1bHOTO 3@ NePBUHHE Ta BTOPVHHE NakyBaHHA Ta
BTOPVHHOIO BUNYyCK cepii, 6e3 3mMiHW Micus BUpoOHULTBA (BBEAEHHS 3MiH
nakyBaHHs Ta NPOTArom 3-X MiCALIB MIiC/1A 3aTBEPLKEHHS)
BUMYCK Cepii:
nakco Bennkom
C.A., IcnaHis
179. | PEKOPMOH® pO3unH aNns iH'ekuii | ®.XodhdmanH | LUBeiiuapis Bupo6HULTBO HimeyunHa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5146/01/02
no 2000 MO/0,3 -Na Pow Nt Hepo3g)acoBaHol LLiBeliyapis 3MiHK | TUny - 3MiHK Woao0 6e3nekn/edeKTUBHOCTI Ta peyenmom
mA; no 3 NPOAYKLUT, dhapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHeHNX
nonepeaHLo BTOPVHHE [aHux npo cuctemy chapmakoHarnsgy (BBefeHHs
HanoBHEHMX nakyBaHHs, y3arasibHeHVX AaHnx Npo cuctemy phapmakoHarnisay, 3mMiHa
wnpuum no 2000 BMMNPO6YBaHHSA YMOBHOBaXeHOT 0co6u, BiANOBIAAILHOT 3a 34iiCHEHHS
MO/0,3 mn pasom 3 KOHTPO/O SIKOCTI, hapMakoHarnsay; KOHTakTHOT 0cobu 3 hapMakoHarnagy
3 ronkamu 4ns BUMYCK Cepii: 3asBHMKa AN 34iCHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo

iH'ekujn 27G1/2
(ronka nomiweHa y
nnacTuKoBy
ynakoBky) B
KOHTYPHili
YapyHKOBIl
ynakoBLi, Wwo
cknafaeTbea 3 3
OKpeMmnx
NAacTUKOBUX
KOHTeliHepiB (1
nonepegHL0
HanoBHeHW
wnpuvy Ta 1 ronka B

Pow [diarHocTukc
'm6X, HimeyunHa
CaHpxocheputpac
ce 116, 68305
MaHHxaiim,
HimeuunHa
Brpo6HMLTBO
Hepo3acoBaHo!
nNpoAYyKLUiT:
BetTep ®apma-
®epturyHr rméX i
Ko KI, HimeuunHa
LUtoTueHwTpacce
87199-101, D-

BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0CO6W, BiANOBIAALHOI 3a
3[ificCHEHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Y po3MilLeHHI MacTep-haiina cuctemm
chapmakoHarnsgy) - 3MiHa KOHTaKkTHOT 0CO6Y 3aABHYIKA,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA (dapmakoHarnsgy B YkpaiHi.
[Litoua pepakuis — Moy TeTsaHa KOpiiBHa. MNponoHoBaHa
pefakuisi — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0Ccobu 3asiBHMKA, BIANOBIAA/ILHOT 38
3[jiCHeHHs hapMakoHarisay B YKpaiHi. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6M 3asBHIKKa, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicLie3Haxo[pKeHHs1 macTep-aiina cuctemu
hapmakoHarnsgy.
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
ofHOMY 88212,
naacTKoBOMy PaseHcoypr,
KOHTelHepi); no 2 HimeuyunHa
KOHTYPHi YapyHKOBI BunpobyBaHHs
ynakoBku (6 KOHTPOJO SIKOCTi:
nonepegHL0 ®.XothpmaHH-/15
HanoBHEHNX Pow /14,
wnpuuis Ta 6 LLiBefiuapis
rOJI0K) Y KapTOHHIlA peH3axepLuTpacce
Kopoo6Li 124, CH-4070
Basensb,
LBeliuapis
®.XothdpmaHH-/15
Pow 114,
LBeliuapis
Bypwmicser CH-
4303 Kavicepayrcr,
Lseliuapis
180. | PEKOPMOH® po3uunH ANns iH'ekuii | ®.XoddmaHH | LUBeiuapis Brpo6HMLTBO HimeuunHa/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/5146/01/04
no 30 000 MO/0,6 -Ns Pow Nt Hepo3acoBaHo! LLiBeiiuapis peyenmom
M/, no 1 NPOAYKLUT, . . .
nonepe/Hbo BTOPUHHE 3MiHu | TUNy - 3MiHK WOoA0 6e3neKv_|/ecbeKTV|BHOCT| Ta
HAMOBHEHOMY NaKyBaHHS dhapmakoHarnsgy. BeegeHHs abo 3miHu 0 y3arasibHeHNX
wnpnui no 30 000 anpoﬁyBaH;m [aHux nNpo cuctemy dapmakoHarnsgy (BBefeHHs _
MO/0,6 M1 pazom 3 KOHTPOIIO SKOCTI, y3arajibHeHnx AaHux npo cuctemy Q)apM§K0Har{1u;|,qy, 3MiHa
ronkolo Ans BUNYCK CEpiT YNOBHOBaXXEHOI 0c0bK, BifNOBifa/IbHOT 3a 34iCHEHHS

iH'ekuini 27G1/2
(ronka nomiwieHa y
nnacTukoBy
yMakoBKy); B
KOHTYpHIl
YapyHKOBIli
ynakoBLji, Lo
cKnagaetbesd 3 4
NAacTUKOBUX
KOHTeliHepiB (1
nonepeaHL0
HanoBHEeHW
wnpuy, Ta 1 roska B
ofAHOMY
naacTKoBoMy
KOHTeliHepi); no 1
KOHTYpHIl
YapyHKOBIli
ynakosLi (4
nonepeaHL0
HanoBHEHWX
wnpuumn ta 4
TOJIKN) Y KapTOHHIiA
Kopobui; no 1

Pow [jarHocTtuke
mM6X, HimeuwunHa
BunpobyBaHHs
KOHTPO/O AKOCTI:
®.XohpmaHH-/15
Pow 1A,
Lsenuapis

dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
3asBHMKa ANA 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBa&XXEHOI 0C06M, BiANOBIAALHOI 3a
3[jificCHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0o 3MiHM Y po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3MiHa KOHTaKTHOT 0cobu 3asBHMKa,
BiANOBIAA/ILHOI 3a 34iiCHEHHA (dapmakoHarnsgy B YkpaiHi.
[Litova pepakuis — MNouy TeTsAHa KOpiiBHa. MNponoHoBaHa
pepakuist — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0Ccobu 3asiBHUKA, BIANOBIAA/ILHOT 38
3[jiCHeHHs hapMakoHarisay B YKpaiHi. 3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XEHOI 0CO6M 3asBHIMKa, BignoBiganbHOT 3a
3[jiCHEeHHs1 hapmakoHarnagy. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiIbHOCTI 3 hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina cuctemm
thapmakoHarnsgy.
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

nonepeaHL0
HanoBHEHOMY
Lwnpuui no 30 000
MO/0,6 mn pa3om 3
ronkoto Ans
iH'ekwi 27G1/2
(ronka nomiweHa y
nnacTukoBy
yNakoBKy); B
KOHTYPHIl
YapyHKOBIli
ynakoBLji, Lo
cknagaetbed 31
nAacT1KoBOro
KoHTelHepa (1
nonepeaHL0
HanoBHeHW
wnpuy, Ta 1 rosika B
OofiHOMY
naacTKoBOMy
KOHTelHepi); no 1
KOHTYPHIl
YapyHKOBIli
ynakosui (1
nonepeaHL0
HanoBHeHW
wnpuy, Ta 1 ronka)
Y KapTOHHIi
Kopobui

181.

PEMEHC®

Kpanni opasibHi, No
20 mn abo 50 mn
a6o 100 mny
dhnakoHax-
KpanenbHWUUsAX; No
1 chnakoHy B
KapTOHHI ynakosLii

Pixapg
BiTTHep Al

AscTpist

Pixappg, BittHep Al

ABcCTpis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3MiHM 0 y3arasbHeHNX
AaHnx npo cuctemy hapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy dhapmakoHarnsgy, 3miHa
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi 0cobu 3 dhapmakoHarnagy
3asBHMKa AN5 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
3[iicHeHHs hapmMakoHarsay (BKIH0Yaoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLleHHI MacTep-aiina cuctemu
dhapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOT
ocobu, BiANOBIAaUIbHOI 3a hapmakoHarisa.

6e3
peyenma

UA/2164/02/01

182.

POKCEPA®

TabneTku, BKPUTI
NnNiBKOBOK
060/10HKOHD, M0 5
Mmr no 10 TabneTok
y 6nicTepi; no 1,
abo no 2, abo no 3,
abo no 6, abo no 9
6nictepis y

KPKA, o.4.,
HoBo mecTo

CnoseHis

KPKA, a.4., HoBo
MecTo

CnoseHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3mMiHu Il Tumny -
3MiHuM Wwopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy.
BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta YMOB Buaadi
peecTpauiliHoro NocBig4YeHHs, BKIYaoym MNnaH ynpasniHHA
pu3nKamm (3acTocyBaHHs 3MiH(1), Siki(a) BUMararoTb(€)
NoA&asTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMU,
LU0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
BMMaraeTbCsl CyTTEBA OLliHKa KOMNETEHTHUM OpraHomMm) -

3a
peyenmom

UA/11743/01/01
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
KapTOHHI kopo6uyj; BurikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
no 14 tabneTtok y 1 pogatky 15 fo MNMopagky NpoBeAeHHSA ekcrnepTusmn
6nictepi; no 1, abo peecTpauiiiHix MaTepiasniB Ha nikapcbki 3aco6u, Lo
no 2, abo no 4 noAalnTbCs Ha AepXaBHy peecTpauiio (nepepeecTpadiio), a
6nictepu B TakoX ekcnepTnsn martepianiB NpPo BHECEHHS 3MiH [0
KapTOHHi Kopoo6Lli peecTpauiiHux MaTepianiB NPOTArom fji peecTpaujiiiHoro
NoCBiAYEHHS, 3aTBepAXeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
183. | POKCEPA® TabneTkn, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpavliiiHux maTepianis: 3miHu Il Tuny - 3a UA/11743/01/02
NAiBKOBOO HoBo mecTo MecTo 3MiHu Wwoao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy. peyenmom
060/10HKO10, 1Mo 10 BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta YMOB Buaadi
mr no 10 TabneTok peecTpauiiHOro NocBigYeHHs, BKIOYatoum MNnaH ynpasiHHA
y 6nicTepi; no 1, pvi3nkamMm (3acTocyBaHHS 3MiH(M), Ski(a) BMMaratoTb(€)
abo no 2, abo no 3, noJanbLIoro 06r'pyHTYBaHHA HOBUMU A0AATKOBUM AaHUMU,
abo no 6, abo no 9 LLIO Mal0Tb HaaBaTUCS KOMMNETEHTHUM OPraHoM, OCKi/TbKM
6nictepiB y BMMaraeTbCs CyTTEBA OLjiHKA KOMMETEHTHM OpraHoM) -
KapTOHHI kopobuyj; BukoHaHHs 3060B'A3aHb BIAMNOBIAHO A0 NigNYHKTY 1.13 NyHKTY
no 14 trabnetok y 1 popatky 15 fo MNopagky NpoBefieHHs ekcnepTnsmn
6nictepi; no 1, abo peecTpauiiHnx MaTepianiB Ha nikapcbki 3acobu, LWo
no 2, abo no 4 noJaloTbCs Ha AepXaBHy peecTpalitio (nepepeecTpadiio), a
6nictepu B TaKoX eKCnepTusn maTepiasiis MPO BHECEHHS 3MiH A0
KapTOHHIA KopooLi peecTpauiiHnx MaTepiasiB NPOTAroM fji peecTpawjiiiHoro
NnocBiJYEeHHS, 3aTBepAKeHOoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
184. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4a., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3mMiHu Il Tumny - 3a UA/11743/01/03
NNiBKOBOIO HoBo mecTo MecTo 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. peyenmom
o6onoHkoto, no 20 BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta yMOB BuAAv
Mr no 10 TabneTtok peecTpauiliHoro Noceig4YeHHs, BKIYaoym MNnaH ynpasniHHA
y 6nicTepi; no 1, pr3nKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
abo no 2, abo no 3, NoA&asTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMU,
abo no 6, abo no 9 L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
6nictepiB y B/MaraeTbCsl CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
KapTOHHI kopobuyj; BurikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
no 14 tabneTok y 1 poaatky 15 fo MNMopAagky NpoBeAeHHA eKcrnepTusu
6nictepi; no 1, abo peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, Lo
no 2, abo no 4 NnoJalTbCs Ha AepXaBHY peecTpaliio (nepepeecTpadiio), a
6nictepu B TakoX ekcnepTnsn marepiasiB NPo BHECEHHS 3MiH [0
KapTOHHIA Kopoo6Li peecTpauiiHux MaTepianis NPOTArom fji peecTpawiiiHoro
nocBiAgYeHHs, 3aTBepAKeHoro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
185. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3miHu |l Tuny - 3a UA/11743/01/04
NNiBKOBOIO HoBo mecTo MecTo 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenmom

060/10HKO10, Mo 40
Mr no 10 TabneTok
y 6nicTepi; no 1,
abo no 2, a6o no 3,
abono 6, no 9
6nictepiB y
KapTOHHI kopobuyj;
no 7 TabneTok y

BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB BuAAdi
peecTpauiiHoro NocBifYeHHs, BKIoYaoumn MNnaH ynpasniHHA
pu3nKamMm (3acTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
noAasibLIoro 06I'pYHTYBaHHSA HOBUMM [OAATKOBUM AaHUMK,
L0 MalOTb HafaBaTUCA KOMMETEHTHUM OPraHoM, OCKiSTbKM
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpPraHoMm) -
BurikoHaHHSA 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
1 nopatky 15 go Nopagky NpoBefieHHs ekcnepTnsmn
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
6nicTepi; no 2, abo peecTpauiiHnx MaTepianiB Ha fikapcbki 3acobu, LWwo
no 4, abo no 8 noJaloTbCs Ha AepXaBHy peecTpaliio (nepepeecTpadii), a
6nictepis y TaKoX eKCnepTusn maTepiasiis NPO BHECEHHS 3MiH [0
KapTOHHI KopooLi peecTpauiiHnx MaTepiasiB NPOTAroM fji peecTpawjiiiHoro
NnocBiJYEHHS, 3aTBEpoKeHOoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
186. | POKCEPA® TabneTku, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4a., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpauiiiHux maTepianis: 3miHu Il Tumny - 3a UA/11743/01/05
NNiBKOBOIO HoBo mecTo MecTo 3MiHuM Wopao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsmy. peyenmom
o60noHkKoto, no 15 BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BuAAv
Mr no 10 TabneTok peecTpauiiHoro NOCBigYeHHs, BKIoYakoum MnaH ynpaeniHHA
y 6nictepi; no 1, pr3nKamm (3aCTocyBaHHS 3MiH(1), siki(a) BUMararoTb(€)
abo no 2, abo no 3, NoA&asTbLIOro 06rpYHTYBaHHSA HOBMMU [OAATKOBUM JaHUMU,
a6o no 6, abo no 9 L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoOM, OCKI/TbK/
6nictepiB y B/MaraeTbCsl CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
KapTOHHI kopobuyj; BuriKkoHaHHS 3060B'A3aHb BiANOBIAHO A0 NignyHKTY 1.13 nyHKTY
no 14 tabneTok y 1 poaatky 15 fo MNMopAagky NpoBeAeHHA eKcnepTusmn
6nictepi; no 1, abo peecTpauiiHnx MaTepianiB Ha flikapcbki 3acobu, Lo
no 2, abo no 4 noJalTbCs Ha AepXaBHY peecTpaliio (nepepeecTpadiio), a
6nictepu B TaKOX eKCNepTUsn mMaTepiasliB MPO BHECEHHS 3MiH A0
KapTOHHIA KOopoo6Li peecTpauiiHux MaTepianiB NPOTArom Aji peecTpavjiiiHoro
NnocBiAYEHHS, 3aTBEpAKEHOro Hakasom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakazy MO3 Big 23.07.2015 Ne 460)
187. | POKCEPA® TabneTkn, BKPUTI KPKA, a.4., CnoBeHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3MiHu Il Tuny - 3a UA/11743/01/06
NNiBKOBOIO HoBso mecTo MecTo 3MiHM Wwoao 6e3nekn/edhekTMBHOCTI Ta hapMakoHarnsay. peyenmom
o6ooHkKoto, no 30 BHeceHHs abo 3miHa(1) Ao 3060B'si3aHb Ta YMOB BUAAv
Mr no 10 TabneTok peecTpauiiHoro NocBigYeHHs, BKIoYaoum MNnaH ynpasniHHA
y 6nictepi; no 1, pv3nkamm (3acTocyBaHHS 3MiH(M), Aki(a) BUMaratoTb(€)
abo no 2, abo no 3, noAasibLIOro 06I'pPYHTYBaHHSA HOBUMM [O4ATKOBUM AaHUMK,
abono6,no9 L0 MaloTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKI/TbK/
6nictepis y BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
KapTOHHI kopobuyj; BriKoHaHHSA 3060B'A3aHb BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY
no 7 Tabnetok y 1 popatky 15 fo MNMopagky NpoBeAEHHSA eKCcrnepTusmn
6nicTepi; no 2, abo peecTpauiiHnx Matepianis Ha nikapcbki 3acobu, Lo
no 4, abo no 8 noJalTbCA Ha AepXaBHy peecTpalitio (nepepeecTpadiio), a
6nictepiB y TaKoX ekcnepTn3n martepianis NpPo BHECEHHS 3MiH [0
KapTOHHI KOPOOL peecTpauiiHMx MaTepianis NPOTAroM Aji peecTpauinHoro
NnocBiJYEeHHs, 3aTBepKeHoro Hakazom MO3 Big 26.08.2005
Ne 426 (y pegakuii Hakasy MO3 Big 23.07.2015 Ne 460)
188. | CANILUNIOBO- nactano25ry TOB Ykpaina TOB "TepHodthapm” YkpaiHa BHECEHHS 3MiH 40 peecTpayiiHux maTtepianis: 6e3 UA/8495/01/01
LUVHKOBA Ty6ax; no 25ry "TepHodhapm” 3MiHM |l TUNY - BBEAEHHS A0AATKOBOrO BUPO6HUKa ans AdI peyenma
MACTA Ty6i, no 1 Ty6i B Caniunnosoi KUCNoTu 3 HagaHHAM DMF Ha AdI
nauuli 3 KapToHy
189. | CANILUNNOBO- nactano25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/6398/01/01
LUVMHKOBA KOHTeliHepax; no PapmaueBTny PapmaLeBTUYHA 3MiHu |l TUNY - BBEAEHHA A0AATKOBOro BUPO6HMKa An1s Ad| peyenma
NACTA 20 r y Ty6ax; no 20 Ha chabpuka habpvka "Biona" Caniunnosoi Kucnotu 3 HagaHHam DMF Ha AdI
ry 1y6i; no 1 Ty6i y "Biona"
navi
190. | CAPOTEH TabneTku, BKPUTI NyHp6ek [Janis BVMPOGHMLTBO [OaHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/2207/01/02
NNiBKOBOIO Ekcnopt A/C Hepo3hacoBaHoOro 3MiHu | TUNYy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/IE- peyenmom

060/10HKOH0, M0 25

NpoAYKTY,

cepTmdikaT BiANOBIAHOCTI €BpPONEnchKin
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
mr, no 100 nepBUHHE Ta hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
Tabnetoky BTOPUHHE cepTugikaTa BignNoBigHOCTI abo BUyYeHHs cepTudiikara
KOHTelHepi; no 1 nakyBaHHs, BUMYCK BiANOBIAHOCTI E€Bponelickkilt hapmakonei: ana Adl; ons
KOHTeliHepy B cepiii: BVXifHOrO Matepiany/peareHTy/npoMiKHOro MPOAYKTY, Lo
KapTOHHIA Kopoo6Li X. NlyHpbek A/C, BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 415 ONOMIKHOT
[JaHis peyoBuHM (cepTudikat BignoBiAHOCTI EBpONechkiii
BunpobyBaHHs 3a thapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpKEHOro
MOKa3HNMKOM BUPOGHMKA -
«MikpobionoriyHa nogaHHsa Hosoro Ceptudiikaty RO-CEP 2013-281-Rev 00 gns
yncToTax: A®| AMITPUNTUAIHY FiAPOX/IOPUA, Bif, BXE 3aTBEPAKEHOTO
EypodiHc Bupo6bHuka Dipharma Francis S.R.L., Italy. 3miHu | Tuny -
Biodhapma Mpopgakt 3MmiHu 3 sKocTi. APl. KoHTponb A®l. 3miHa y napameTpax
TecTiHr leHmapk cneuudikauin Ta/abo foNyCTUMNX MEX, BUSHAYEHNX Y
A/IC, OaHis cneuudikayisx Ha A®l, abo BUXiZHWUIA/MPOMIXHWIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLEC
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO MOKa3HUKa SKOCTI
(Hanpuknag BUNyYEeHHS 3acTapifioro nokasHuka)) BUMyYeHHs 3i
cneumdikauii A®I AMITpUNTUAIRY FigpoX10pna NokasHuKa
"3aMLWKOBI KiJIbKOCTi OrpaHiyHMX PO3YMHHMKIB".
191. | CENO®EH Kancynu no 10 mr AT "Apamepn Monbwa BUPOGHULTBO MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/5258/01/01
no 10 kancyny Papma” Hepo3sdacoBaHo| 3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nicTepi; no 1 abo NpPOAYKLUi, thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
no 2 6nictepun y nepBuHHe Ta [JaHux npo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHHI Kopoo6Li BTOPUHHE y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
nakyBaHHs: YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
3aknag, dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnagy
dapmaueBTUYHNI 3asBHMKa AN 34ICHEHHA ddapmakoHarnsagy B YKpaiHi, SKwo
Apawvep ®apma BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06M, BiANOBIAALHOI 3a
C.A,, Monbwa 3[jificCHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
BUMYCK Cepii: Ta/abo 3MiHM y po3MiLLeHHI MacTep-chaiina cuctemu
Mab6'saHiLbkni hapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOT
papmaLeBTUYHNI 0Cco6U 3asBHIKA, BiANOBIAA/ILHOI 32 3iiCHEHHS
3aBog, Monbha hapmakoHarnsgy. 3miHa KOHTaKTHUX AaHWUX KOHTaKTHOT 0coobu,
A.T., Monbwa BiANOBIAA/IbHOI 32 34iiCHEHHA hapmakoHarnsgy B YkpaiHi.
3amiHa Micust 34iliCHEHHA OCHOBHOI AisiIbHOCTI 3
hapmakoHarnsagy. 3amiHa MicLe3HaxomKkeHHs macTep-daiina
cuctemun dpapmakoHarnsgy
192. | CUHIYNAP® TabneTku XyBasbHi Mepk Wapn i LLBeiiuapis Bupo6bHMLTBO 3a Benvka BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/10208/01/01
no 4 mr; no 14 Loym |[OEA NOBHUM LMK/TOM: BputaHis/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Tabnetok y rM6X Mepk Wapn i Joym HigepnaHg, 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
6nicTtepi; no 2 Nimiten, Benvka " Ha3BM Ta agpecu 3asBHUKa
6nictepn B BpwuTaHis;
KapTOHHIA Kopoo6Li MepBrHHa Ta
BTOPVHHA
ynakoBka, f,03BifN
Ha BUNYyCcK cepii:
Mepk Wapn i Joym
B.B., HigepnaHnam
193. | CUHIYNAP® TabneTku XyBasbHi Mepk Wapn i LLiBeiuapis Brpo6HMLTBO 3a Benuvka BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | TUny - 3a UA/10208/01/02
no 5 mr; no 14 Joym IAEA NOBHUM LIMK/IOM: Bputanis/ AaMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu peyenmom
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
Tabnetok y M6X Mepk Wapn i Joym | HigepnaHpg, 3asBHMKa (BNacHyKa peecTpaLiiHoro NoCBigYeHHs) - 3MiHa
6nictepi; no 2 Nimiten, Benvka " Ha3BM Ta agpecu 3asBHUKa
6nictepu B BpuTaHis;
KapTOHHI KopooLi MepBrHHaA Ta
BTOPVHHA
ynakoBka, [j03BifN
Ha BUMyCK cepii:
Mepk Wapn i Joym
B.B., HigepnaHnam
194. | CIHYCNAN cupon, 200 mr/100 MNAT YkpaiHa MNAT "®dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/15862/01/01
M1 no 100 mny "papmak” 3MiHM Il TNy - 3MiHa napameTpiB cneyudikauiin Ta/abo peyenmom
dhnakoHi; no 1 O0NYCTUMUX MEX A5 AONOMDKHOT peYOBUHM (HLLI 3MiHW)
hakoHy y nauky
pasom 3
[03yBasIbHOIO
JI0XKKOI0
195. | CNNPT pO34nH Ans TOB YkpaiHa TOB "TepHodhapm" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: Ges UA/8525/01/01
KAM®OPHWIN 30BHILLIHLOIO "TepHochapm" 3MiHK | TNy - 3MiHa Ha3BW BMPOGHUKa AdI kamdhopa peyenma
3acTOCyBaHHA, pauemiyHa, 6e3 3MiHM Micus BUPOBHMLTBA
cnupToBmii 10 % no
40 mny
dhnakoHax ; no 40
M1y hnakoHi; no 1
h1akoHy B KOPOOL
3 KapTOHY
196. | CTOMNEPAH Kancysnu Teepgi no HOHina6, Nn CLWA BUPOBHUK MonbLa/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 6e3 UA/4685/01/01
2 Mrno 4 a6o 8 BignoBigasibHWii 3a | LBeinuapisn/ 3MiHu | TMNy - 3MiHKn Wopo 6e3nekn/edeKTUBHOCTI Ta peuyenma
Kancyn y énicrepi; ynakoBKY, IHais thapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3arasibHeHnX
no 1 6nictepy B KOHTPO/ib Ta [JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHHIN navuj BUMYCK cepii y3araJlbHeHUX gaHux Npo cuctemy dhapmakoHarnsgy, aMmiHa
roTOBOrO NPOAYKTY: YNOBHOBaXXeHOi 0c0obK, BifNOBifa/IbHOT 3a 34iCHEHHS
TOB HOC hapMakoHarnsay; KOHTakTHOT 0cobu 3 hapMakoHarnagy
dapmalis, 3asiBHMKa 415 34iiCHEHHA hapmakoHarisagy B YKpaiHi, SKLLo
Monbua; BOHa BiZIMiHHA Bif, yNOBHOBa)XEHOI 0CO6M, BiANOBIAANLHOI 3a
BUPOGHUK 3ailicHeHHA hapMakoHarnaay (BKMUarUy KOHTaKTHi AaHi)
BignoBigasibHWI 3a Ta/ab0 3MiHM y po3MileHHI MacTep-haiina cuctemm
BUPOGHMLITBO, chapmakoHarnsgy) 3miHa KOHTaKTHUX JaHnX KOHTaKkTHOT ocobu,

KOHTPO/b Ta
BUMYCK NPOAYKTY in
bulk:
CsaiccKo Cepsices
Arl, Wseliyapis;
BMPOGHUK
BiANOBifaIbHWIA 32
BMPOGHULTBO,
KOHTPO/b Ta
BUMYCK NPOAYKTY in
bulk:
Crpaiigc LWacyH
Nimiten, IHAis

BiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsay.
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
197. | CTONTYCUH- cvpon no 100 mny TeBa I3painb Tesa Uex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 6e3 UA/10779/01/01
TEBA dhnakoHi; no 1 PapmaueBTika c.p.o. Pecny6nika 3MiHK | TUNY - 3MiHa BUPOBOHUKA BMXiZAHOrO/NMPOMIDXHOI0O peyenma
dhnakoHy pasom 3 n lHpacTpis NpoAyKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOBHNYOMY
MipHOIO MINeTKo y nrp. npoueci A®l, abo 3miHa BUpoGHKKa (BKIOYaoun, ae
Kopoobui HeobxiaHO, MicLe NPOBEAEHHS KOHTPOJIH SiKOCTi) ADI -
BBE/leHHs KOHTpakKTHOT nabopatopii, EUROFINS
BEL/NOVAMANN s.r.o., Slovakia ansa sunpobyBaHHs A®|
6yTamipaTy uMTpaty Ha BMICT 6eH3eHy; 3MiHu Il Tuny -
OHOBJIEHHA MacTep - dhaiiny (ASMF) Ha fitouy peqyoBuHy
Bytawmipaty uutpat 3aTBepmkeHoro BupobHuka A®l Farmak
a.s.
198. | CTONTYCWUH- Kpanni opasibHi, TeBa 13painb Tesa Yex IHgacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 6e3 UA/2447/01/01
TEBA po3uuH no 10 mn dapmaueBTika c.p.o. Pecny6nika 3MiHM | TUMy - 3MiHa BUPOOHWKKA BMXigHOTrO/MPOMiIXXHOIO peyenma
abono 25 mny N lHaacTpi3 NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCA Y BUPOGHUHOMY
hnakoHi 3 nrp. npoueci A®l, abo 3miHa BUpOGHYVKa (BKNoYaroun, ae
KPULLIKOO- HeobxiaHO, MicLe NpPoBeAEeHHS KOHTPOJI0 SKoCTi) AdI -
KpanensHuLeto; no BBEJEHHS KOHTpakTHOI nabopaTtopii, EUROFINS
1 donakoHy B BEL/NOVAMANN s.r.o., Slovakia ans sunpobysaHHa A®|
Kopoo6Li 6yTamipaTy uMTpaTty Ha BMICT 6eH3eHy; 3MiHu Il Tuny -
noAaHHsA OHOBJIEHOTO MacTep-ghaiina Ha A®| ByTtamipary
uuTparty Bif 3aTBepKeHoro BupobHuka Farmak a.s.
199. | CTPENTOKIHA3A | niodinizat gns TOB "$3 Ykpaina TOB "$3 Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/6778/01/02
-BIO®APMA pPO34nHYy N "BIO®APMA" "BIO®APMA" 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
iHdysili no 1 500 thapmakoHarniagy. BHeceHHs1 a6o 3MiHa(K) f0 3060B'A3aHb Ta
000 MO, 1 chnakoH YMOB BUaui peecTpauiiHoro noceigYeHHs, Bkaoyarum Mnax
3 niocpinizatom y ynpaBs/iHHA pU3nKamMm (3acTocyBaHHS 3MiH(1), ski(a)
6nictepi; no 1 BMMaratTb(€) NOAAbLIOTO 06I'PYHTYBaHHS HOBUMM
6nictepy y nauui 3 [0AaTKOBUM AAHVIMW, WO Mal0Th HafaBaTUCA KOMNETEHTHUM
KapToHy opraHoMm, OCKiflbK/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHVM OpraHoM); BUKOHaHHSA 3060B'A3aHb BiANOBIAHO
0o nignyHkty 1.13 nyHkTy 1 gogatky 15 go Mopagky
NpoBefeHHA ekcnepTu3y peecTpauiiHix maTepiasiB Ha
nikapcbki 3acobu, Lo NoAarTbCA Ha AepxaBHy peecTpawiio
(nepepeecTpalLito), a TakoX ekcnepTu3n marepiasiis Npo
BHECEHHS 3MiH [JO peecTpaLiiiHix maTepianis NnpoTsarom gii
peeCTpaLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOrO Hakazom MO3
Bif, 26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big 23.07.2015
Ne 460); 3MiHV BHeCeHO A0 IHCTpyKLii 418 MefuyHOoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aeMogisa 3 iHLWIMMKU NiKapCbKMu
3aco6amu Ta iHLWi BUAY B3aemogiii”, "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHA y nepiog BaritTHocTi abo
rogyBaHHs rpyaar” (yTouHeHo iHchopmadiio 3 6e3nekn),
"Mepeno3yBaHHA", "M06IYHI peakui™ Wwoao 6esneku
3acToCyBaHHS Nikapcbkoro 3acoby BignoBigHO A0 MaTepianis
peecTpaLiiiHoro Aockbe
200. | CYP®DAKTAHT- cycneHsisa gns M.BioTek Benuvka BNEC KaHapa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: - UA/15566/01/01
MB iHTpaTpaxeasibHOro Nimiteq BpuTaHis BIOYEMIKANC IHK TEeXHiYHa MOMUJIKa y MeToAAax KOHTPOJIK SKOCTI Ha NiKapCbKuii

BBefleHHs, 27
mr/mn in bulk: no 3

3aci6, y CneuudikaLii Ta METOAMKM BU3HAYEHHS A5
noKasHUKa «3a/IMLLKOBI KiSIbKICTi OpraHiyH1X PO34UHHYKIB»
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
mn abo 4 mn, abo 5
M1y pakoHi; no
20 chnakoHiB y
KapPTOHHI KOpoOL;
201. | CYP®DAKTAHT- cycneHsis gns M.BioTek Benuka BNEC KaHapa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/15565/01/01
Mb iHTpaTpaxeasnibHOro Nimiteq BpuTaHis BIOYEMIKA/C IHK TEeXHiYHa MOMU/IKA Y METOAAxX KOHTPOJIK SKOCTI Ha NiKapCbKuii peyenmom
BBEAEHHS, 27 3acib, y CneuundikaLii Ta METOAMKM BU3HAYEHHS 415 (minbku 8
mr/mn no 3 mn abo nokKasHMka «3a/ILLKOBI KINIbKICTI OpraHiYHUX PO3UUHHWKIB ymMmoBax
no 4 mn, abo no 5 cmavyioHap
My donakoHi; no 1 y)
dhnakoHy y nauui 3
KapToHY
202. | TAKCOTEP® KOHUEHTpaT ans TOB "CaHodi- Ykpaina CaHocdi-ABeHTiC HimeuyunHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/5488/01/02
pPO34MHYy NS ABeHTIC Loiunang MmeX 3MiHu |l TUNY - 3MiHWM BHECEHI [0 IHCTPYKLIi 4158 MegnuyHoro peyenmom
iHdpysin, 20 mr/mn YkpaiHa" 3acToCyBaHHSA Nikapcbkoro 3acoby Ao posginis "OcobamBoCTi
Ne 1: no 1 mn (20 3acTocyBaHHA", "34aTHICTb BN/IMBATY Ha LUBUAKICTb peaku;i
Mr) y dponakoHi; no 1 npw KepyBaHHi aBTOTPaHCNOPTOM abo iHWMMK MexaHismamn®”,
hnakoHy B "Mo6iuHi peakwyii"
KapTOHHI kopobuyj;
Ne 1: no 4 mn (80
Mr) y donakoHi; no 1
dhnakoHy B
KapTOHHI Kopoo6Lli
203. | TAMID/TIIO® NOPOLLOK ANs ®.XohchmanH | LBeiuapis BUPOOHMLTBO HimeyunHa BHECEHHS 3MiH 40 peecTpayiiHux martepianis: 3a UA/3189/01/02
opasibHOT -Na Pow Mg, Hepo3gacoBaHo! /WBeiiyapis 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
cycnexsii, 6 mr/mn, nNpoAyKLjii: thapmakoHarnagy. BeefeHHs abo 3MiHu [0 y3arasbHeHnX
no 13 r NopoLuKy B PotTeHgopd [aHux nNpo cuctemy chapmakoHarnsgy (BBefeHHs
naswuj; no 1 dapma 'M6X, y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
NAAWLI pasom 3 HimeuumnHa,; YNOBHOBaXXeHOI 0c0obM, BifANOBIfaILHOT 3a 34iICHEHHS
NNacTUKoBUM nepBuHHe Ta dhapmakoHarnsgy; KOHTaKTHOI 0cobu 3 chapmakoHarnagy
afanTtepom, BTOPVIHHE 3asBHUKa 419 34iiCHeHHA ddapMakoHarniagy B YkpaiHi, Ko
n1acTUKOBUM nakyBaHHs, BOHa BifIMiHHa Bif, yNOBHOBa)KeHOI 0co6y, BiANOBIAaILHOI 3a
[,03aTOpoM A5t BMNPOOGYBaHHS 3[ilicCHEHHS dpapMakoHarnisay (BKIHYaoUmM KOHTaKTHI AaHi)
0OpaJsIbHOIo KOHTPOJIO SIKOCTI: Ta/abo 3MiHM y po3MilLleHHi MacTep-aiina cuctemu
3aCcTOCyBaHHA ®.XothpmaHH- hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHYIKA,
MicTkicTio 10 mn, NaPow Ntg, BiANOBIAA/IbHOI 32 34iCHEHHST hapmakoHarnsagy B YkpaiHi:
NnnacTUKOBUM LLBeiiuapis; [Litova pepakuis — Kizim Onbra €sreHisHa. MNponoHoBaHa
MipHUM BUNPOBYBaHHSA pepakuisi — MowwHiHa Onbra IsaHiBHa.
CTakaH4MKoM y KOHTPOJO AKOCTI, 3MiHa KOHTaKTHMX AaHUX KOHTaKTHOI 0COOM 3asBHUKA,
KapTOHHI kopobuyj; BUNYCK cepil: BiANOBIAA/LHOI 3a 34ilicCHEHHSA papmakoHarnsgy B YkpaiHi.
no 13 r NnopoLlKy B ®.XothpmaHH-/15 3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0CO6U 3asBHIKa,
naswuyi; no 1 Pow NTg, Bi4NOBIAA/IbHOI 32 34iICHEHHST hapmakoHarasgy. 3MiHa micus
naswui pasom 3 LLiBefiuapis 3[iiCHEHHS1 OCHOBHOI AifNbHOCTI 3 hapMakoHarnsgy. 3miHa
NAacTUKOBUM MicLle3HaxopKeHHs1 macTep-aiina cuctemu
afanTtepom, thapmakoHarnsagy.
nAacTUKoBUMM
fAosatopamu ans
opasibHOro
3acToCyBaHHSA

MICTKICTIO 3 M1 Ta
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
10 mn,
NAacTUKoBUM
MipHUM
CTakaH4MKoM y
KapTOHHI Kopoo6Lli
204. | TAMI®IO® Kancynm no 75 wr; ®.XothcpmanH | LUseliyapis Brpo6HMLTBO HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/3189/02/03
no 10 kancyn y -Na Pow N1a Hepo3dacoBaHol /WBeliyapis 3MiHM | TURY - 3MiHW Woao 6e3nekn/edekTUBHOCTI Ta peyenmom
6nictepi; no 1 NpoayKLUii: thapmakoHarnsgy. BeefeHHs abo 3miHu [0 y3arasibHeHUX
6nictepy B CeHekci, PpaHuis AaHnx npo cuctemy chapmakoHarnsgy (BBefeHHs
KapTOHHIA KOopoo6Li Brpo6HMLTBO y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarisay, 3mMiHa
Hepo3gacoBaHo! YNOBHOBaXEHOT 0CO6U, BiNOBIAAILHOI 32 34iiCHEHHS
npoayKuir, hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHariagy
nakyBaHHs: 3asBHMKa 415 34iiCHEHHA ddapmakoHarnsaay B YkpaiHi, Ko
KeTeneHt BOHa BiZiMiHHa Bif, yNOBHOBaXeHOI 0cobu, BiANOBiAa/IbHOI 3a
xepmani 3[iicHeHHs hapmMakoHarisay (BKIHYatoun KOHTaKTHI AaHi)
LLopHaopd Mv6X, Ta/abo 3MiHM y po3MiLLleHHi MacTep-aiina cuctemu
HimeuyunHa thapmakoHarnagy) 3MiHa KOHTaKTHOI 0Co6Y 3asiBHUKA,
Brpo6HMLTBO BIANOBIAA/IbHOI 3@ 34iiCHEHH:A hapmakoHarnsagy B YKpaiHi:
Hepo3dacoBaHol [itoua pepaxuis — Kisim Onbra €sreHiBHa. MNponoHoBaHa
npoayKuir, pepaxuis — MowHiHa Onbra IBaHiBHa.
BMNPOGYBaHHSA 3MiHa KOHTaKTHUX AaHNX KOHTaKTHOI 0CO6M 3asiBHMKA,
KOHTPOJO AKOCTI: BiANOBIAa/IbHOI 3a 34iiCHEHHS hapMmakoHarnsaay B YkpaiHi.
Jenbtapm 3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOT 0CO6U 3asBHUKA,
MinaHno, C.P./., Bi4NOBIAA/IbHOT 32 34iICHEHHS hapmakoHarasgy. 3miHa micus
ITania 3[iiCHEHHS1 OCHOBHOI AifNbHOCTI 3 hapMakoHarnsgy. 3miHa
MakyBaHHs, MicLie3HaxopKeHHs1 MacTep-thaiina cuctemu hapmakoHarnagy
BMNPOGYBaHHSA
KOHTPO/0 AKOCTI:
& . XodhpmaHH-/15
Pow JlTg,
LLiBefiuapis
BunpobyBaHHs
KOHTPO/O AKOCTI:
Pow ®apma Arl,
HimeuunHa
Bunyck cepii:
®.XohpmaHH-/15
Pow 1A,
LLisenuapis
205. | TAMCYNO3UH Kancynm 3 My6niyHe Ykpaina BCi cTagii Ipeuis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/16199/01/01
MoaundikoBaHUM akuioHepHe BMpOGHULITBA 3a HimeyunHa/ 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
BVBIIbBHEHHAM MO TOBapuCTBO BUHATKOM BUMYCKY Icnanis KOHTelHep/3aKkynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKku
0,4 wr, in bulk: no "HaykoBo- cepit: roTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
20 000 kancyn y BMPOGHUYNIA damap A.B.E. (Hanpuknag TabneTok, amnyn TOLL0) B yNakosLi:) - 3miHa nosa
noAgiiHoMy makeTi LeHTp AHTOYCCa MNnaHT, Jiana3oHoM 3aTBepA)KeHVX PO3MIpiB yNakoBKM - BBEAEHHS
nonieTMneHoBoMy, "BopLyariBcbk Ipeuis; [0AaTKOBUX BUAIB YNakoBOK, 6€3 3MiHN NakyBasIbHOro
in bulk: no 15 000 niA Ximiko- BCi cTagii MaTepiany, 3 Big4NOBigHVMY 3MiHAMU A0 PO34iNYy «YnakoBKa»
Kancyny thapmavneBTuy BMPOOHULITBA 3a (BBegeHHs 3MiH NPOTAroM 3-X MicsiLiB Nicns 3aTBepAKeHHS);
noAgiliHoMy nmakeTi HWi1 3aBoa” BUHATKOM BUMYCKY 3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbKuii 3aci6.

I'IOI'IieTI/II'IeHOBOMy,

cepil:

CuncTeMa KoHTelHep/3akynoptoBasibHUIA 3aci6. 3miHa po3mipy
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
in bulk: mo 11 100 PotTengopd YMakoBKM FOTOBOTO NiKapCbKoro 3acoby (iHLwi 3MiHu) -
Kancyny dapma N'vbX, BBEJEHHS AOMYyCTUMOro BiAXUNEHHA +15% [0 3aTBEPKEHOIO
noAgiiHoMy nakeri HimeuunHa; po3mipy ynakosku (BeegeHHs 3MiH npoTsaroM 3-x micsuis nicns
nonieTuIeHOBOMY, i BMPOGHMLITBO, 3aTBEPMKEHHS)
n bulk: no 8 500 aHani3 Ta BUnyck
Kancyny cepii:
noAgiliHOMy makeTi CiHTOH Xicnais
nosnieTuIeHoBoOMY, C.J1.,, IcnaHis
in bulk: no 6 500
Kancyny
noAgiliHoMy nakeTi
nonieTMIeHoBOMY, i
n bulk: no 5 000
Kancyny
noAgiiHoMy nakeri
nonieTMneHoBoMy,
in bulk: no 4 000
Kancyny
noAgiliHOMy nakeTi
nosieTuIeHoBOMY, i
n bulk: no 3 000
Kancyny
noAgiliHoMy nakeTi
nonieTuaeHosomMy
206. | TPUNNIKCAM® TabneTku, BKPUTI Ne ®paHuisa BiANOBIgaIbHUIA 32 ®paHuia/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/13929/01/01
10 Mr/2,5 Mr/10 NiBKOBOIO Na6opatyap BMPOGHMLITBO, Ipnangis 3MiHU | TUNY - BUNYyYeHHs fo3yBaHHsa 2,5 Mr/0,625 mr/5 mr /13 peyenmom
Mmr 060/10HKO10, Mo 10 Ceps'e aHani3, naKkyBaHHs TPUMNNIKCAM® 2,5 MI/0,625 MI'/5 MI™ 3 maTepianis
mr/2,5 mr/ 10 mr; no Ta BUNycK cepil: peecTpauiiHoro A0oCbE.; 3MiHN | TURY - 3MiHW A0 IHCTPYKLT ANns
30 Tabnetok y Nab6opaTopil MeAMYHOro 3aCTOCYBaHHSA NikapCcbKoro 3acoby [0 Ha3Bu, a
KOHTeliHepi ans Ceps'e IHgacTpi, Takox A0 po3ginis "Cknag”, "®apmaueBTUYHI XapakTepucTUKK.
Tabnetok; no 1 abo ®paHuis OCHOBHi (hi3uKo-Ximi4Hi BnacTueocTi","BUpOGHMK",
no 3 KoHTelHepu BiANoBiganbHUii 3a "Micue3HaxokeHH:A" y 3B'A3Ky 3 BUAA/IEHHAM iHpopmadlii
0Nns TabneTok y BMPOBHULTBO, LWoA0 Ao3yBaHHs 2,5 Mr/0,625 Mr/5 Mr i3 3aranbHoi 415 BCiX
KOpOO6Li 3 KapTOHY aHanis, nakyBaHHs [03yBaHb iHCTPYKLi. BBeaeHHs 3MiH mpoTsarom 9-Tu micsuis
Ta BUMYyCK cepii: nicns 3TBEPAKEHHS
Ceps'e (IpnaHgis)
IHpacTpic NTa,
IpnaHgis
207. | TPUNNIKCAM® TabneTku, BKPUTI Ne ®paHuis BiANOBigaIbHUIA 3a ®paHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHuxX maTtepianis: 3a UA/13930/01/01
10 Mr/2,5 Mr/s NNiBKOBOIO Na6opatyap BMPOGHMLITBO, Ipnangis 3MiHK | TUNY - BUNYy4YeHHA fo3yBaHHsa 2,5 Mr/0,625 mr/5 mr /13 peyenmom
Mr 060/10HKO10, 1Mo 10 Ceps'e aHani3, nakyBaHHs TPUMNIKCAM® 2,5 MI/0,625 MI'/5 MI™ 3 maTtepianis

Mr/2,5 mr/ 5 mr; no
30 TabneTtok y
KOHTeliHepi ans
Tabnetok; no 1 a6o
no 3 KoHTelHepu
ons TabneTok y
KOpo6Li 3 KApTOHY

Ta BUNycK cepil:
Na6opaTtopii
Ceps'e IHpacTpi,
®paHuis
BignoBiganbHWiA 3a
BMPOBHULTBO,
aHanis, nakyBaHHs
Ta BUNYCK cepil:
Ceps'e (IpnaHgis)

peecTpauiiHoro A0oCbE.; 3MiHM | TURY - 3MiHW A0 IHCTPYKLIT Ans
MeAMYHOro 3acToCyBaHHA /ikapCbKoro 3acoby Ao Hassu, a

Takox A0 po3ginis "Cknag”, "dapmaeBTUYHI XapakTepucTuku.

OCHOBHI (hi3nKO-XiMiuHi BNacTMBOCTI","BUPOGHUMK",
"Micue3HaxomkeHHA" y 3B'A3KY 3 BUAA/IEHHAM iHpopmaii
LwoAo Ao3yBaHHs 2,5 Mr/0,625 Mr/5 Mr i3 3aranbHoi 4715 BCiX
[03yBaHb iHCTPYKLi. BBeaeHHA 3MiH npoTsarom 9-Tu micsuis
nicns 3TBepKEHHS
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
IHpacTpic NTa,
IpnaHgis
208. | TPUNNIKCAM® 5 | Tabnetku, BKpUTI Ne ®paHuis BiANoBigasIbHUIA 3a PpaHuin/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/13931/01/02
Mr/1,25 MIr/10 Ml | nniBKOBOO Na6opatyap BMPOGHMLITBO, Ipnangis 3MiHM | TUMy - BUNyYeHHsa Ao3yBaHHsa 2,5 mr/0,625 mr/5 mr 13 peyenmom
060/10HKOH0, MO Ceps'e aHani3, nakyBaHHs TPUMNIKCAM® 2,5 MI/0,625 MI'/5 MI” 3 matepianis
5mr/1,25 mr/ 10wmr; Ta BUNyCK cepil: peecTpauiiHoro AocbE.; 3MiHM | TURY - 3MiHW A0 IHCTPYKLIT Ans
no 30 TabneTok y Na6opaTtopii MeJMYHOro 3aCTOCYBaHHS JlikapcbKoro 3acoby Ao Ha3Bu, a
KOHTeliHepi ans Ceps'e IHpacTpi, Takox A0 po3ginis "Cknag”, "dapmareBTUYHI XapakTepucTuku.
Tabnetok; no 1 a6o ®paHuis OcCHOBHi (hi3uKo-Ximi4Hi BnactTusocTi","BUpPOGHMK",
no 3 KoHTelHepu BignoBigasibHW 3a "Micue3HaxomkeHHS" y 3B'A3Ky 3 BUAAIEHHAM iHchopmMaLlii
ons TabneTok y BMPOBHULTBO, LoAo Ao3yBaHHA 2,5 Mr/0,625 Mr/5 Mr i3 3aranbHoi A1 BCiX
KOpOoO6Li 3 KapTOHY aHanis, nakyBaHHs [03yBaHb iHCTPYKLi. BBeAeHHA 3MiH npoTsarom 9-Tu micsuis
Ta BUMYyCK cepii: nicns 3TBEPAKEHHS
Ceps'e (IpnaHgis)
IHpacTpic NTa,
IpnaHgis
209. | TPUNNIKCAM® 5 | TabneTku, BKpUTI Ne PpaHuin BiANoBiganbHUii 3a PpaHuisn/ BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/13929/01/02
Mr/1,25 Mr/5 MIr NNiBKOBOIO Nab6opatyap BMPOBGHULTBO, Ipnangis 3MiHK | TUNY - BUNYyYeHHsA fo3yBaHHs 2,5 mr/0,625 mr/5 mr /13 peyenmom
060/10HKOI0, N0 5 CepB'e aHaUi3, nakyBaHHsA TPUMNIKCAM® 2,5 MI/0,625 MI'/5 MI” 3 matepianis
mr/1,25 mr/ 5 wmr; no Ta BMNYCK cepii: peecTpaLiiHoro A0CLE.; 3MiHW | TUNY - 3MiHW A0 IHCTPYKLIT ANns
30 TabneTok y Nab6opaTopii MEeAMYHOro 3aCTOCYBaHHS NiKapCbKOro 3acoby A0 HasBu, a
KOHTeliHepi ans Ceps'e IHpacTpi, Takox A0 po3ginis "Cknag”, "dapmaueBTUYHI XapakTepucTuku.
Tabnetok; no 1 abo PpaHuis OCHOBHI (pi3MKO-XiMiuHi BnacTMBoCTi","BUPOBGHHMK",
no 3 KoHTelHepu BiANoBigaIbHUIA 3a "Micue3HaxomkeHHS" y 3B'A3Ky 3 BUAAIEHHAM iHchopmaLlil
Ansa TabneTok y BMPOGHMLITBO, LWoA0 A03yBaHHA 2,5 Mr/0,625 Mr/5 Mr i3 3aranbHoI 418 BCiX
KOpo6Li 3 KapTOHY aHani3, nakyBaHHs [03yBaHb IHCTPYKLii. BBeAEHHSA 3MiH NPOTArom 9-Tu Micauis
Ta BUNycK cepil: nicns 3TBEPAKEHHS
Ceps'e (IpnaHgis)
IHpacTpic /114,
Ipnangis
210. | TPUXONON® Tabnetkn no 250 $apmaueBTNY Monbwa dapmayleBTNYHNI MonbLia BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/1306/01/01
Mr no 10 TabneTok HWiA 3aBOf, 3aBo[, 3MiHu | TUny - 3MiHa chopmuy abo po3mipiB Nikapcbkoi hopmm - peyenmom
y 6aicTepi; no 2 "MONb®APM "TIONb®APMA" 3MiHa hopmMu Tab1eToK BHACAIAOK NPUBEAEHHS A0 BUMOT,
6nictepu B A" C.A. C.A. 3aTBEpAKEHMX Y KpaiHi BUPOGHKKa; 3anponoHOBaHo: 6inoro
KapTOHHI nauj KONbOPY 3 XXOBTUM BifTIHKOM TabneTKu, XOBTitOTb Mif BNMBOM
CBIiTNa, KPYr/i, NA0CKi, 3 PO3MOAI/IbYOK PUCKOK 3 OAHOTO GOKY.
BBefeHHs 3MiH NpoTAroM 6-Tu MicALiB NiC/A 3aTBEPAKEHHS
211. | YMAH MOPOLLIOK AN KegnpioH ITanis KegpioH C.n.A. ITanisa BHECEHHS 3MiH 10 peecTpavliiiHnx maTepianis: 3a UA/13092/01/01
KOMM/EKC 500 pO3uunHy ons C.nA. 3MiHM | TMNy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peyenmom
MOJ/20 Mn | iHdysiit; no 500 thapmakoHarnagy. BBefeHHs abo 3MiHM [0 y3arasibHeHNX
UMAN COMPLEX | MOy dnakoHi Nel [AaHvx nNpo cuctemy thapmakoHarnsgy (BBefeHHs
500 1U/20 ML Y KOMMN/IeKTi 3 y3arasibHeHVX AaHuX Npo cucTeMy hapMakoHarisay, 3mMiHa

PO3UYNHHVKOM
(Bopa ons iH eKL;iA)
no 20 mny
donakoHi Ne 1 Ta
Habopom Ans
PO3YMHEHHS i
BBEEHHA Y
KapTOHHiii Kopo6Lli

YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
thapmakoHarnagy; KOHTakTHOi ocobu 3 hapmakoHarnagy
3asBHMKa 415 34iiCHEHH:A ddapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiZIMiHHa Bif, yNOBHOBaXeHOI 0ocobu, BiANOBiAa/IbHOI 3a
3AilicHeHHs hapMakoHarnaay (BKYaUy KOHTaKTHi AaHi)
Ta/abo 3MiHM y pO3MiLLeHHi MacTep-aiina cuctemu
hapmakoHarnsgy) 3MiHa KOHTakTHoOi ocobu 3
hapmMakoHarnsay 3asBHUKa AN 34iiCHeHHs1 hapMakoHarnaay
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
3 MapKyBaHHsIM B YkpaiHi. [litova pegakuis - HaropHa KatepuHa IBaHiBHa
YKpaiHCbKOK Ta MponoHoBaHa pefakuis - Lknapesuny Irop OnekcaHApoOBKY.
aHrnincoLKo 3MiHa KOHTaKTHUX faHWUX KOHTaKTHOI 0cobu.
MoBamu
212. | YHIKNO®EH Kpansi OuHi, TOB "YHIME/[, | Cnosaupbka TOB "YHIME/[, CnoBaubka BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/7856/01/01
po3unH 0,1 % no 5 DAPMA" Pecny6nika PAPMA" Pecny6nika 3MiHn | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
MJ1y KOHTeHepi- thapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHeHuX
KpanenbHuyj; no 1 [JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
KOHTeliHepy- y3araJlbHeHUX gaHux npo cuctemy dhapmakoHarnsgy, amiHa
KpanesnbHuLi B YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
KapTOHHIA Kopoo6Li hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
3asBHMKa AN 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/LHOI 3a
3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) 3miHa KOHTaKTHOI 0CO6U 3asBHNIKA,
BiANOBIAA/ILHOI 3a 34iliCHEHHSA (papmakoHarnsgy B YkpaiHi.
[itoua pegakuin: KanawHuk Nlapuca OnekcaHgpisHa.
MponoHoBaHa pepakuisi: N'ypcbka dapis muTpiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COBM 3asABHUKA,
BiANOBIAA/IbHOI 3@ 3AiiCHEHHA ddapmakoHarnsgy B YKpaii.
213. | YPOPEK Kancynu Teepgi no Pekopparti IpnaHgis Pekopparti ITanis BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3a UA/11926/01/01
4 mr; no 10 kancyn Ainenp Ntg IHpacTpia Xivika e 3MiHu | TMny: 3miHn 3 AkocTi. CepTudpikat BignosigHOCTI/ITE- peyenmom

y 6nicTepi; no 1,
a6bo no 3 abo no 5,
abo no 9 6nictepis
Y KapTOHHI nauui

dapmaceBTika
C.n.A.

cepTnaikaT BiANOBIAHOCTI €BpPONEnchKin
hapmakonei/MoHorpadii. NMogaHHS HOBOro abo OHOB/IEHOTO
cepTudikaTa BignNoBigHOCTI abo BUy4eHHs cepTudiikara
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ona
BUXiQHOro MaTepiany/peareHTy/npoMixKHOro NpoayKTy, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 AONOMIKHOT
peuoBuHu (CE-cepTudikaT BiANOBIAHOCTI €BpPONENChKil
hapmakonei gna A®l/BuxigHoro
mMartepiany/peareHTy/NpoMibKHOIo NPOAYKTY abo AOMNOMKHOI
peyoBuHM) - OHOBNEHWI cepTUddikaT Bif BXe 3aTBEpPAKEHOro
BUPOGHMKa - NoAaHHA OHoBNeHoro ME-cepTudikara
BiAgnoBigHOCTi EBponeiickkili hapmakonei Ne R1-CEP 2003-
172-Rev 02 (3aTBEpaxeHo: R1-CEP 2003-172-Rev 01) ans
[0MOMDKHOT PEHOBWHW XeNaTuH Bif, BXe 3aTBepipkeHoro
BMpOo6HUKa GELITA Group. 3miHu | TMny: 3MiHK 3 AKOCTI.
CepTudpikaT BignosigHocTi/l E-cepTudikart BiANOBIAHOCTI
€Bponelicbkiin hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOTO cepTUdiKaTa BignoBigHOCTI a60 BUYyYEHHS
cepTudiikaTa BignoBiAHOCTI EBpoONeENiChKi thapmakonel: ans
A®I; onsa BuxigHOro matepiasny/peareHTy/npomixxHoro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA Y BUPOBHMLTBI A®I; ans
AonomikHoi pevosuHu (FE-cepTudikar BignosigHoOCTI
€Bponelicbkiin hapmakonei ana A®l/BuxigHoro
mMartepiany/peareHTy/NpoMibKHOIo NPoAYKTY abo AOMNOMKHOI
peyoBuHK) - HoBMiA cepTudikat ANs BUXigHOTO
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
PEeYOBUHM Bif, HOBOrO abo BXe 3aTBEPKEHOIO BUPOOHMKA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

nogaHHs Hosoro E- cepTudikara BignoBigHOCTI
€sponelicbkiin papmakonei Ne R1-CEP 2000-116-Rev 02 ans
[OMOMiXHOT PEYOBWHY XeNaTuH Bif, BXe 3aTBEPIKEHOTO
BMpo6Huka GELITA AG Gammelsbacher Strasse 2 Germany-
69412 Eberbach. 3miHu | Tuny: 3miHu 3 aKocTi. CepTudikat
BifNoBigHOCTI/ME-cepTudikar BignoBiAHOCTI EBponeiicbkiii
hapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTugikaTa BignNoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponelickkilt thapmakonei: ana Adl; ons
BVXiHOrO Matepiany/peareHTy/npomMiKHOro MPOAYKTY, WO
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; 4151 ONOMIKHOT
peuoBuHuM (FTE-cepTudikat BignoBigHOCTI €Bponeichbkii
thapmakonei ana Ad®l/BmxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPoAyKTy abo AOMNOMDKHOT
peuoBuHK) - OHOBNEHUI cepTudpikaT Bif BXe 3aTBEpAKEHOro
BMPO6HUKA - ModaHHs oHoBieHoro ME-cepTudikata
BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-CEP 2000-182-Rev 02
(3aTBepmxeHo: R1-CEP 2000-182-Rev 01) A58 4OMNOMIKHOI
PEYOBUHM XeNaTuH Bifl BXe 3aTBEpXEHOro BupobHuka LAPI
GELATINE SPA. 3MiHu | Tuny: 3miHun 3 akocTi. CepTudikart
BignosigHocTi/ E-cepTudikar BignoBiAHOCTI EBpONENCHKiIi
thapmakonei/MmoHorpadii. NMogaHHsA HOBOro abo OHOBJIEHOTO
cepTtudikaTa BiANOBIAHOCTI ab0 BUYyYEHHA cepTudikara
BiANOBIAHOCTI EBponeiickbkili hapmakonei: gnsa A®l; ons
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro NPoAyKTy, L0
BVIKOPVCTOBYIOTHCA Y BUPOOHULTBI ADI; ANs AONOMIKHOT
peyoBuHu (FE-cepTudikat BignosigHOCTI €EBpoNeNichKii
thapmakonei gna A®l/BuxigHoro
martepiany/peareHTy/npoMiKHOro NPOAYKTY abo AOMOMIKHOI
peyoBuHK) - HoBMiA cepTudikat A5 BUXigHOTO
mMartepiany/peareHTy/npoMiKHOIo NPoAyKTy abo AOMNOMDKHOT
PeyoBUHM Bif, HOBOrO abo BXe 3aTBEPIKEHOT0 BUPOOHMKA -
nogaHHsa Hosoro [E-cepTudikata BignoBigHOCTI EBponeiichkii
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans fOMOMDKHOT
PeYoBUHM XenaTuH Bif HOBOro BMpobHuka ROUSSELOT
PEABODY INC. 227 Washignton Street United States Am.-
01960 Peabody, Massachusetts

214.

YPOPEK

Kancysu TBepgi no
8 mr; no 10 kancyn
y 6nictepi; no 1,
a6o no 3 abo no 5,
abo no 9 6nicTepis
Y KapTOHHIl naui

Pekopgaari
Ainenp Ntg

IpnaHgis

Pekopgaari
IHpacTpia Ximvika e
dapmaceBTika
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis:
3MiHW | Tuny: 3MiHK 3 AkocTi. CepTuddikaT BignosigHOCTI/IE-
cepTudikaT BiAnNoBigHOCTI EBponeichkiii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOB/IEHOTO
cepTudikaTa BiANOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIgHOCTI EBponeiickkili hapmakonei: gns A®l; ans
BMXifHOrO Matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peuvoBuHu (FTE-cepTudpikat BignosigHoCTI €Bponeiichkii
thapmakonei ana Ad®l/smxigHoro
marepiany/peareHTy/npoMiKHOro NpPoAyKTy abo [OMOMIKHOI
peyoBuHM) - OHOBMIEHWIA cepTUdIKaT Bif BXe 3aTBEPAKEHOIO

3a
peyermom

UA/11926/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayitiHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayitiHo
20
nocsio4eHHs1

BMPO6HMKA - MoJaHHs oHoBieHoro ME-cepTudikata
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
172-Rev 02 (3aTBEpaxeHo: R1-CEP 2003-172-Rev 01) ans

[OMOMiXXHOT PEUOBVHW XenaTuH Bif, BXe 3aTBEPAKEHOro
BMPO6HUKa GELITA Group. 3miHu | Tuny: 3MiHW 3 AKOCTI.
CeptudpikaT BignosigHocTi/l E-cepTudikart BiANOBIiAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBOro abo
OHOBJ/IEHOTO cepTuQikaTa BignoBigHOCTIi a60 BUTyYEHHS
cepTudikaTa BiANoBigHOCTI €Bponelickkili hapmakonei: ans
A®I; onsa BuxigHOro Martepiany/peareHTy/npomMiKHOTO
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Yy BUPOOHULUTBI ADI; ans
AonomikHoT pevosuHu (MFE-cepTudikar BignosigHoCTi
€Bponelicbkinn hapmakonei ansa A®l/BuxigHoro
mMartepiany/peareHTy/npoMiKHOIo NPoAyKTy abo AOMNOMDKHOT
peyoBWHW) - HoBWiA cepTudikat Ans BUXiAHOTO
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo fOMOMIKHOI
peYoBMHM Bif, HOBOro abo BXe 3aTBEPMAKEHOr0 BUPOBGHUKA
nogaHHsa Hosoro E- cepTudikara BiAnoBigHOCTI
€sponelicbkinn hapmakonei Ne R1-CEP 2000-116-Rev 02 ans
[OMOMIXHOT PEYOBVHW XeNnaTuH Bif, BXe 3aTBEPAKEHOr0
BMpobHuKa GELITA AG Gammelsbacher Strasse 2 Germany-
69412 Eberbach. 3minu | Tuny: 3miHum 3 skocTi. CepTudikar
BianoBigHocTI/IE-cepTudikat BignoBiaHOCTI €Bponeiichkii
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BigNOBIAHOCTI abo BUyYeHHs cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei: gnsa A®l; ans
BUXifHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peuvoBuHu (FCE-cepTudpikat BignosiaHOCTI €Bponeiichkii
thapmakonei ana Ad®l/smxigHoro
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
peyoBuHM) - OHOBNEHWI cepTUdikaT Bif BXe 3aTBEPIKEHOr0

BMPOGHMKA - NofaHHsA oHoBeHoro ME-cepTudikata
BiAgnoBigHOCTI EBponeiickkin hapmakonei Ne R1-CEP 2000-
182-Rev 02 (3aTBepaxeHo: R1-CEP 2000-182-Rev 01) ons

[OMOMiXHOT PEYOBWHY XeNaTuH Bif, BXe 3aTBEPKEHOIO
BMpo6HuKa LAPI GELATINE SPA. 3miHu | Tuny: 3miHu 3
AKocTi. CepTudpikaT BignosigHocTi/IE-cepTudiikat
BiANOBIAHOCTI €Bponelicbkiit thapmakonei/MoHorpadii.
MoaaHHA HOBOro abo OHOBIEHOro cepTudiikaTa BigNoOBIAHOCTI
abo BUNyYEHHs cepTudikaTa BignoBigHOCTI EBponeichkiii
thapmakonei: ana A®l; gns BuxigHoro
Marepiany/peareHTy/NpOMIKHOTO MPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI API; 4151 ONOMIKHOT
peuoBuHuM (FTE-cepTudikat BignoBigHOCTI €Bponeichbkii
thapmakonei ana Ad®l/BmxigHoro
mMartepiany/peareHTy/NpoMiKHOIo NPoAYyKTY abo AOMNOMDKHOT
peyoBWHK) - HoBWiA cepTudikat Ans BUXiAHOro
matepiany/peareHTy/npoMiKHOro NPoAyKTy abo [OMOMIKHOI
peY0oBMHM Bifi HOBOro ab0 Bxe 3aTBepKEHOT0 BUPOOHUKA -
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
nogaHHsa Hosoro [E-cepTudikata BignoBigHOCTI EBponeiichkii
thapmakonei Ne R1-CEP 2010-043-Rev 00 ans fOMOMDKHOT
PEeYOBUHM XenaTuH Bif HOBOro BMpo6bHuka ROUSSELOT
PEABODY INC. 227 Washignton Street United States Am.-
01960 Peabody, Massachusetts
215. | PITONISUH® nacta gns TOB Monbwa TOB lep6anosnb MonbLia 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta 6e3 UA/0471/01/01
NpUroTyBaHHs ep6anonb Bapluasa dhapmakoHarnsgy. BeegeHHs abo 3miHu 0 y3arasibHeHNX peyenma
cycneHsii gns Bapluasa [JaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
opaibHOro y3arasibHeHVX AaHnx Npo cuctemy hapmakoHarnisay, 3mMiHa
3acTOCyBaHHs, Mo YMOBHOBaXEHOT 0co6y, BiANOBIAaILHOT 3a 34iiCHEHHS
100 ry Ty6i; no 1 hapMakoHarnsgy; KOHTakTHOI 0cobu 3 hapMakoHarnagy
Ty6i B KQPTOHHI 3asBHMKa AN 34ICHEHH:A ddapmakoHarnsagy B YKpaiHi, SKwo
Kopoo6Li BOHa BiIMiHHA Bif, yNTOBHOBaXXEHOI 0C06M, BiANOBIAA/LHOI 3a
3[jiicHeHHs1 hapMakoHarsay (BK/IHUYaUM KOHTaKTHI AaHi)
Ta/ab0 3MiHM Yy po3MilLeHHI MacTep-haiina cuctemm
hapmakoHarnsgy) - 3mMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/ILHOI 3a 34ilicHeHH:A papmakoHarnsgy: ditoua
pegakuis: Dr. 1zabela Slowik. MNponoHoBaHa pegaxuis:
Krzysztof Karpinski. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT
ocobu, BiAnoBiganbHOI 3a 34iCHEHHSA hapMakoHarnsay.
216. | P/IEBABEH® 500 | TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOBGHMUTBO "in CnoseHis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | Tuny - 6e3 UA/16995/01/01
NNiBKOBOIO HoBo mecTo bulk", nepBuHHe Ta 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenma
060/10HKO0, N0 500 BTOpPUHHE 3MiHa y TepMiHax npuaaTHoCTi abo ymoBax 36epiraHHs
mr; no 15 TabneTok nakyBaHHs, rOTOBOrO NiKapCbKOro 3acoby (36iNbLUEeHHS TePMIHY
y 6nicTepi; no 2 KOHTpO/b cepii Ta npuaaTHOCTI FOTOBOrO Jlikapcbkoro 3acoby) - [na Toprosoi
abo 4 6nictepu B BMNYCK cepil: ynakoBKku (NiATBEPAXYETLCA AaHVMU peaibHOro vacy).
KapTOHHI Kopoo6Li KPKA, a.4., Hoso 36inbLUEeHHS TeEPMiHY NpMAATHOCTI 3 2-X A0 3-X pokKiB
mMecTo, CnoBeHis; BBefeHHA 3MiH NPOTAToM 6 MiCAUIB 3 AaTh 3aTBEPOKEHHS.
KOHTPO/b Ccepil: 3MiHu | TUNY - 3MiHK 3 SiKOCTi. FOTOBWMIA Nikapcbkuii 3aci6.
KPKA, a.4a., Hoso KOHTPO/b rOTOBOrO /liKapCbKOro 3acoby. 3MiHa y meTogax
mMecTo, C/ioBeHis BMNPOGYBaHHS rOTOBOTO JlikapcbKoro 3acoby (He3HavHa 3miHa
y 3aTBeppKeHNX MeTofax BUNpobyBaHHs). JofaHHs
anbTepHaTMBHOI KOMOHKU Ans xpomatorpadysaHHsa(Column:
YMC Triart C18, 150 mmx4.6 mm i.d., 3 um particles) meTogis
KOHTPO/IO «laeHTudikayis | KilbkicHe BU3HAYEHHS AiOCMiHY»
Ta «CynpoBifHi AOMILLKM».
217. | ®OPTYNIH NOpOLUOK ANA MEQJOA ®apma | HimeyunHa BMPOGHMLITBO, HimeuyunHa BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3a UA/14364/01/01
iHransujn, 12 v6X eHp Ko. nakyBaHHs, 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y peyenmom
MKr/fo3y no 60 o3 K KOHTPO/b Ta BiAMNOBIAHICTb A0 MOHOrpadii dY, abo €BponeiicbKoi
NOPOLLKY Y BMNYCK Cepil: thapmakonei, abo iHLOI HaLioHa/TbHOI hapmakonei fepxasu
KapTpuaxi; no 1 MEOA €C - BuasieHHs nokasHuka «Baxki meTanu» 3i cneyudpikauii
KapTpuaKy y MeHbtodhekuepuHr [OMOMiKXHOI PEYOBMHWN 1aKTO3M MOHOTIAPATy BiAMnoBiAHO A0
KOHTeliHepi; no 1 vm6X, HimeuunHa; MoHorpadii E® (gitoye BUAaHHSA)
KOHTelHepy 3 aflbTepHaTuUBHe

KapTpUIKOM y
KOMMNEKTI 3
iHransTopom B
ynakoBLii; no 60
[103 NMOPOLLKY Y
KapTpuai; no 1

MicLie BTOPUHHOTO
naxkyBaHHs: PoLu-
JenbTta M'M6X eHp,
Ko. KI, Himeyunna




101

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
KapTpuaKy y
KOHTeliHepi; no 1
KOHTelHepy 3
KapTpUIKom B
ynakoBLi
218. | PCME-IMYH cycnexsisa ans NeANIEP CLWA BVMPOGHMLTBO ABCTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTtepianis: 3a UA/16694/01/01
MOKYHIOP iH'ekyjin no 1,2 EAY.CLII. npoaykTy y dopmi BMMNpPaB/IEHHS TEXHIYHOI MOMW/IKW Y TEKCTi MapKyBaHHS NyHKT 4 | peyernmom
BAKUWHA AN MKr/0,25 mn (1 KOPTOPENLU in bulk; "Nikapcbka dhopMa Ta KiNbKiCTb OAVHULL B yNakoBu,j"
MPODINTAKTUKN [o3a ans giren), H HarnoBHEHHSA
KniwoBoro no 0,25 mn wnpuuis: bakctep
EHUE®ANITY cycneHsii y Al', ABCTpisi;
KYNbTYPANNIbHA nonepeaHLo KOHTPO/Ib SIKOCTI;
IHAKTUBOBAHA 3anoBHeHoOMy nakyBaHHs,;
OUYNLLEHA ofiHoOpa3oBoOMYy MapKyBaHHS:
COPBOBAHA wnpuui; no 1 BakcTep AT,
LunpuLy ABCTpISl; KOHTPONb
BK/1aEeHOMY Y AKocTi: bakcTep Arl,
6nictep; no 1 ABCTPIfi; KOHTPONb
6nictepy Ta AKOCTI; BUMYCK
OKpPEeMOI0 ToJIKO Y cepii: Mdpaiizep
KapTOHHI KOopoo6Li MeHtoekuypuHr
AscTpisa F'm6X,
ABCTpist
219. | XENIAEPM Kpem, no 20 r, no ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLljiiiHux maTtepianis: 6e3 UA/13321/01/01
nnwc 40rabono 100ry 06MeXeHo 06MeXeHo 3MiHK | TUNY — JONOBHEHHSA cneundikaii A®I [lekcnaHTeHon peyenma
Ty6i; no 1 Ty6i y BiANoBiAabHI Bi4NoBiAa/IbHICTIO 3a NOoKa3HMKOM «CynpoBifHi AOMILLKM», Y 3B'A3KY 3
KOpOoO6Lii 3 KapTOHY CTIO "®apmavueBTMyHa npuBefeHHsM 4o matepianis Bupo6Huka (CEP R1-CEP 1997-
"®GapmauesTu KOMnaHis 113-Rev 02); 3miHu | TUNY: nogaHHA HOBOro cepTuddikara Bif
YHa KOMMaHis "3popos'a"” HOBOr0 BMPOGHUKA (3amiHa abo [ONOBHEHHS); CYyNyTHA 3MiHa:
"3p0pos'a” NnoAaHHA HOBOTO cepTudikaTy BifnNoBIAHOCTI EBPONECHKOI
hapmakonei Ne R1-CEP 2006-233-Rev 00 Big HOBOro
BUpo6HuKa A®I flekcnaHTeHon BASF SE, Germany. Ak
Hacnifgok, AONOBHEHHA cnevudikadii APl nokasHMKOM
«CynpoBigHi AOMILLKW»; 3MiHW | TUNY - BUTYYEHHS NOKa3HMKa
«Baxkki MeTanin» 3i cneuundikauii A®l, y 38’a3ky 3
npuBeAeHHAM A0 BUMOT fjtoyoi moHorpadii EP gitouoro
BMAAHHS; 3MiHW | TMNy: 3MiHa NapameTpiB cneuundikaii
Ta/abo [onyCTUMMUX MEX rOTOBOTO JTIKaPCLKOro 3acoby;
CYNyTHA 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepKeHNX
MeToAax BUNpobyBaHHS)
220. | XIBEPUKC™ | niodpinisat ana FnakcoCwmiTKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpayiiHnx maTtepianis: 3a UA/13048/01/01
HIBERIX™ pO34mnHy Ans AH ExkcnopT BpuTaHis Bionoaxikan3 C.A. 3MiHun Il Tuny - 3MiHa y MeToaax BunpobyBaHHs A®| abo peyenmom
BAKUWVHA ansa iH'ekyjiii no 1 posiy Nimiten BUXiAHOrO MaTepiany/npoMiXXHOro NPoAyKTy/peareHTy, Lo
MPODINAKTUKA cnakoHi Ne 1 B BMKOPUCTOBYETLCA Y MpoLeci BUpobHuuTBa Ad| - 3amiHa
3AXBOPKOBAHb, | komnekTi 3 MeToZy BUCOKOedEKTUBHOI piANHHOI XpomaTorpadii 3
36YAHUKOM PO3YMHHUKOM Y o6epHeHoto ha3olo Ha MeTog, BUCOKOe(EKTUBHOT
AKX € nonepegHL0 KaTioOHOO6MIHHOT XpoMaTorpadii Npy BU3HAYEHHI 3a/TMLLKOBOrO
HAEMOPHILUS HanoBHEHOMY BMICTY AJ151 aKTMBHOI cy6cTaHuii PRP-TT
INFLUENZAE wnpuui Ne 1 Ta
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs
TNy B [,BOMa rosikamu; rno
1 no3i y dpnakoHax
Ne 100 y koMnnaekTi
3 PO3YMHHUKOM Y
amnynax Ne 100 B
OKpeMmnx kopobkax
221. | XnorPooININT cnpeii, no 15 mny ToBapucTBo 3 YkpaiHa KOHTPO/Ib SIKOCTI, YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - 6e3 UA/1556/03/01
KOHTeliHepi 3i ckna 06MeXeHo BMNYCK cepil: AOMiHICTPaTUBHI 3MiHW. BunyyeHHs1 BUPOOHMYOT AiNbHUL peuyenma
abo nnactmacu, No | BiAMNOBIgasIbHI TosapucTso 3 (Brrovatoun ginbHuui 4na A®l, npoMixxHOro NpoaykTy abo
1 KoHTelHepy Yy CTIO 0bMexeHot roTOBOrO JliKapCbKoro 3acoby, AiNbHUL 415 NPOBeAEHHS
nauui 3 KapToHy "LocnigHnit BigNoBigasIbHICTIO nakyBaHHs1, BUPOOHYKa, BiNOBiAaIbHOIO 3a BUMYCK CEpiid,
3aB0[, "flocnigHwin 3asof MicLie NpOBEAEHHS KOHTPO/IIO cepii) abo nocTayanbHuKa
"rTHYUnaCt "rHUAC, BMXiQHOrO Martepiany, peareHTy abo AONOMiXHOT peHOBUHN
YKkpaiHa; (SIKLLLO 3@a3HAYeHO0 Y [0CbE) - BUNYYeHHS qyHKLI - BCi cTagil
BCi cTagii BMPOGHMLTBA- 3 BUKOHYBaHWX (PyHKL (BCi cTagi
BMPOGHMLITBA, BMPOGHMLTBA, KOHTPOJIb SIKOCTI, BUNYCK Cepil) BUPO6HUKa
KOHTPO/1b SIKOCTI, ToBapnCTBO 3 06MEXEHOI0 BiANOBIAANbHICTIO «JocnigHuii
BUMYCK Cepii: 3aBog, «MHUJ/1C» YkpaiHu
ToBapucTBO 3
06MexeHot
BiANOBIAA/TIbHICTIO
"®apmaueBTnyHa
KoMMaHis
"3p0pos'a”,
YKpaiHa
222. | XNoPoOoININT pO3uunH cnupToBuiA, | ToBapucTBO 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/1556/05/01
10 mr/mn; no 100 0bMexeHo BMPOGHMLITBA, AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOOGHNYOT AinbHUL peyenmom
My priakoHax; no | BignNoBigabHi KOHTPO/1b SIKOCTI, (Brirovatoum ginbHuui aAns A®l, npoMixxHOro NpoaykTy abo
1 chnakoHy B nauwi cTH0 BMNYCK cepil: roToOBOro NikapcbKoro 3acoby, AiNbHULi 4718 NPOBEAEHHS
3 KapToHY "flocnigHnin TosapucTBo 3 nakyBaHHs, BUPOOHYKa, BifNoBiAaNbHOro 3a BUMYCK Cepiid,
3aBof, 06MeXeHoto MicLie NPOBeAEHHS KOHTPOIIO cepil) abo nocTavasibHuKa
"rHUAC BiANoBiAa/IbHICTIO BUXIAHOIO MaTepiany, peareHTy abo AOMNOMDKHOI pe4OBUHM
"®apmMaLeBTnyHa (AKLLLO 3a3HAYEHO Y A0CbE) - BUYyYeHHS dyHKUIT - BCi cTagil
KOMnaHis BMPOGHMLTBA- 3 BUKOHYBaHWX (DYHKLi (BCi cTagii
"3p0pos'a”, BMPOGHMLTBA, KOHTPO/Ib SIKOCTI, BUNYCK Cepii) BUPOOHMKA
YKpaiHa,; ToBapnCTBO 3 OOGMEXEHOI BiANOBIAANBHICTIO «oCAiAHUIA
KOHTPO/1b SIKOCTI, 3aBof, «THUJIC» YkpaiHu
BMNYCK cepil:
ToBapucTBO 3
06MeXeHoto
BiANoBiAa/IbHICTIO
"[locnigHwin 3aBof
"rHUAC,
YKpaiHa
223. | X/IOPO®ININTY eKCTpaKT rycTuii NAT YKpaina MNAT "Tanuuchapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHux martepiasiB:3miHu | Tuny - - UA/9744/01/01
EKCTPAKT (cybcTaHuis) y "Tanuucpapm” 3MiHa y napameTpax crneumndikauiii Ta/abo onycTUMUX Mex,
ryctum 604kax noniMepHmX BM3HAYeHUX Y cneuudikauisx Ha Adl, abo

0151 BUpO6HMUTBA
HeCTepWUIbHUX
Nikapcbknx hopm

BUXIAHWA/MPOMDKHMIA MpOAYyKT/peareHT, Wo BUKOPUCTOBYHOTLCS
y npotieci Bupo6HuuTea Ad| (qogaBaHHs abo 3amiHa (3a
BVHSITKOM aKTUBHOI pe4oBWHM GiosoriyHoro abo
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Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsio4eHHs1
iMYHO/TOriYHOTO MOXOZPKEHHS) NapameTpa cneuydikadii 3
BiNOBIAHUM METOAOM BMNPOOYBaHHSA 3a pesybTaraMmu
JocnigpkeHb 3 6e3nekn abo AKOCTI); CynyTHS 3MiHa: 3MiHa Y
mMeTofax BUnpobysBaHHs AdD| abo BrXigHOro
MaTepiany/npoMiKHOro NpoAayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AP (iHWi 3MiHK Y
MeToax BUNPO6yBaHHS (BK/OHaKUM 3aMiHy abo [OMOBHEHHS)
A®| abo BUXiAHOrO/NPOMIXHOro NPOAYKTY); 3MiHU | TUny -
3MiHa ymoB 36epiraHHa Al
224. | UEPYKAN® PO34UH NS iH'EKLNA TeBa I13painb AT YropwmHa/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepianis: 3a UA/2297/02/01
no 10 mr /2mn no 2 dapmaueBTika dapmaLleBTUYHNI HimeuyunHa 3MiHu | TUNYy - 3MiHK Wopno 6e3nekn/edekTUBHOCTI Ta peyenmom
M B amnysi; no 10 n lHgacTpi3 3asof TEBA, thapmakoHarnagy. BeegeHHs abo 3miHu [0 y3arasibHeHuX
amnyn y kopobu,i N1 YropLuHa; AaHux Npo cuctemy chapmakoHarnsgy (BBefeHHs
BUPOBHMLTBO y3arasibHeHUX JaHux Npo cucTemy dhapmakoHarnsgy, 3miHa
Hepo3cacosaHoro YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHS
NPOAYKTY, dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 chapmakoHarnagy
nepBMHHA Ta 3aABHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BTOPUHHA BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI 0C06W, BiANOBIAaILHOI 3a
ynakoBKa, [103BiN 3[jiicHeHHs hapMakoHarsay (BK/IHYatoun KOHTaKTHI AaHi)
Ha BUMyCK cepii: Ta/abo 3MiHM y pO3MilLleHHi MacTep-haiina cucremu
Mepkne M'vbX, thapmakoHarnsgy) 3miHa ynoBHOBaXXEHOT 0cobun
HimeuunHa; BiANOBIgasIbHOI 3a hapmakoHarniag: [itova pegakuis: Dr.
KOHTPO/b cepii: Hedva Voliovitch MD, PhD. NponoHoBaHa pegfakuis: Orit
Mepkne M'v6X, Stern-Maman. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXEHOT
HimeuunHa ocobu, BiANOBIAa/IbHOI 3a hapMakoHarnifg. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaX0[KEHHS MacTep-hainna.
225. | UETPUNEB cupon 2,5 mr/5mn €8Bpo IHAjs O AC Nimiten IHAjia BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasis: 3MiHa 3asBHUKa 6e3 UA/9079/02/01
cupon no 30 mn a6o no 50 Naiidokep (BnacHvka peecTpaLiiHoro noceigyeHHst) (3rigHo Hakazy MO3 peuyenma
mn abo no 100 mn MpaiiseT Bif 23.07.2015 Ne 460). BBeAeHHS 3MiH npoTarom 3-x Micauis
cupony y th1akoHi; NimiTen nicns 3aTBepKeHHs.

no 1 cpnakony 3
MipHUM KOBMAaYKOM
Y KapTOHHIi
Kopobui

HauyanbHUK Bigainy 3 nutaHb (papmaneBTUYHOI
BIANbHOCTI lenapTamMeHTy BnpoBagXeHHA pedhopm

T.M. IAacKOBCbKUA
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