MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
04.04.2019 Ne 728
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. BimzMOBUTH Yy [ep>KaBHiM peecTpallii/iepepeecTpaljii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiaiiB Ta [lep)kaBHOTO PeeCTPYy JIiKapChbKUX 3aco0iB YKpaiHu
JiKapcbKUX 3aco0iB 3rifiHO 3 epetikoM (fogaTok 4).

5. KOHTpO/1b 38 BUKOHAaHHSAM LIbOT'O HaKa3y IMOKJ/IaCTH Ha 3acTynmHUKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

04.04.2019 Ne 728

NMEPENIK

3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIYHUX NPEMNAPATIB), SKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjiliHo2o
3acoby yrnakoskKa) nocsio4YeHHs1
1. | AMnoauniHy nopoLUoK (cybeTaHuis) y leTepo IHais leTepo Apar3 IHais peecTpauis Ha 5 pokis - He UA/17319/01/01
BECUNAT noABiHMX [Opar3 Nimitea, tOHIT-IV nions2ae
noslieTuIeHoBMX Nimiteq
nakeTtax gns
thapmaLeBTUYHOro
3acToCcyBaHHsA
2. | AHACTPO30/ TabneTtku, BKPUTI Amakca Benvka BMNYCK cepil: HimeuuunHa peecTpauist Ha 5 pokis 3a He UA/17320/01/01
AMAKCA N1iBKOBOK 06O/IOHKOIO, dapma BputaHis CTAOADAPM peyenmom nionsi2ae
no 1 mr, no 10 TabneTok nTa v6X, HimeyunHa MepiognyHicTb NoAaHHA perynsipHo
y 6nictepi; no 3 a6o 10 OHOBJ/IOBAHOIO 3BITY 3 6e3neku Bi4NOoBIAHO A0
6nicTepiB y KAPTOHHIN BMPOGHMLTBO Mopsaaky 3aiicHeHHs thapmakoHarnagy,
Kopobui roTOBOI NiKapCbKoi 3aTBEpAXEHOro Hakasom MiHicTepcTBa
dopMK, NepBuUHHE OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
Ta BTOPVHHE poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
nakyBaHHs, tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
KOHTPO/1b 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
cepii/akocTi: OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
Xaynt ®apma 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
MioHcTep T'M6X, CTpOKamu, 3a3Ha4eHUMU y NepiognYHOCTI
HimeuunHa NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
3. | BEHOA30N MOPOLLIOK KpUCTasTivHuiA MpuBatHe Ykpaina CekoHg, ®apma Kutaii peecTpauif Ha 5 pokis - He UA/17336/01/01
(cybeTaHuis) ans akuioHepH Ko., N4, nionsieae
hapMaLeBTUYHOIO e
3aCTOCYyBaHHA Y TOBapuUCTB
nonieTnIeHoBmx 0 "Jekxim -
naketax Xapkis"
4. | BOPTE3OMIB- niocpinizat ans posumHy | TOB "TeBa Ykpaina CiHgaH ®apma PyMyHis peecTpauis Ha 5 pokis 3a He UA/17321/01/01
TEBA AN iH ekui no 3,5 mr; 1 YkpaiHa" CPN peyenmom nionsi2ae
donakoH 3 niocpinizaTom MepioAnyHICTL MOZAHHS PErynsipHO
y Kopoo6ui OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 3AiicHeHHs hapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHictepcTea
OXOPOHU 310PpOB’A YKpaiHu Big 27 rpyaHs 2006
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.
5. | rnogy HacToiika no 100 mny TOB YkpaiHa TOB "MaHaves" Ykpaina peecTpauist Ha 5 pokis 6e3 niossieae UA/17322/01/01
HACTOWKA CKNAHNX cpiakoHax "MaHaves" peuyenma
MepiognyHICTb NOAAHHS PerynsipHoO
OHOBJ/IOBAHOTO 3BITY 3 6e3Mneku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHY 34,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuii Ykpaitm 19 rpygHs 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHW 300POB’ YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
6. | AEKCA®PI Kpansi 04Hi, po3yuH, 1 NABOPAT PpaHuis EKCE/IBI3IOH PpaHuin peecTpauis Ha 5 pokis 3a He UA/17337/01/01
mr/mn no 0,4 mn B YAP TEA peuenmom nionsieae
0/[lHO,030BOMY MepiognyHICTb NOAHHS PEryNsipHO
KOHTeliHepi; no 5 OHOB/IHOBAHOTO 3BITY 3 6e3nekn BiANOBIAHO A0
0[IHOA,030BUX Mopsiaky 3aiicHeHHs hapmakoHarnagy,
KOHTENHepiB 3'eAHaHNX 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
MiX COBOH0 y CTPIUKY Y OXOPOHW 34,0pP0B’SA YKpainu Bif 27 rpyaHsa 2006
calue; no 6 cawe (Ne30) poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
Y KapTOHHIll kopoobui tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0pOB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofiaHHsA perynsipHuX 3BiTiB 3 6e3neku.
7. | BONYTErPABIP TabneTkn, BKPUTI Makneogc IHgis Makneogc IHgis peecTpauist Ha 5 pokis 3a He UA/17323/01/01
50 M, NiBKOBOK 060/I0HKOO dapmacbto dapmacboTUKanc peyenmom niossieae
NAMIBYAWH 300 | (50 mr/300 mr/300 mr); TUKanc Nimiteq MepiognyHICTb NOAAHHA PerynsipHo
Ml TA no 30 a6o no 90, a6o no Nimiteq OHOB/1OBAHOTO 3BITY 3 6e3MneKu BifgNoBIgHO 40

TEHO®OBIPY
AN30MPOKCUN
Y ®YMAPAT 300
Mmr

100 TabneTok y
nNacTyKoBOMy
KOHTENHepI, WO MiCTUTb
[Ba cawle 3
cunikarenem, no 1
KOHTENHepy Y KapTOHHIl
ynakosLi; no 180
Tabnetok y
n1acTMKOBOMY

Mopsiaky 34ificHeHHs hapmakoHarnagy,
3aTBEpAXEeHOro Haka3oMm MiHicTepcTBa
OXOPOHW 340pP0B’S1 YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3HavyeHMU Y NepiognyHOCTI
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
KOHTEliHepi, Wo MiCTUTb NoAaHHs perynsipHyX 3BiTiB 3 6e3neku.
Tpw calle 3
cunikarenem, no 1
KOHTEHEepY Y KapTOHHIi
ynakosi; no 30 a6o no
90, a6o no 100
Tabnetoky
nnacTyKoBoMy
KOHTeliHepi, Lo MiCTUTb
[Ba cawe 3
cunikarenem; no 180
Tabnetok y
nnacTyKoBoMy
KOHTElHepi, Wo MiCTUTb
Tpwv calle 3 cunikarenem
8. | EBKA®ININT® cnpeii no 20 mny NnAT YkpaiHa MAT YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17182/01/01
th1akoHi 3i cnpeii- "Ximdhapm "Ximchapm3sasop peyenma
Hacocom Ta Hacafkow 3aBo[, "UepBoHa 3ipka" MepiognyHICTb NOAHHS PEryNsipHO
NMOBOPOTHOIO Y mauui Ne "YepBoHa OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
1; no 50 mn y chnakoHi 3i 3ipka" Mopsaaky 3aiicHeHHs chapmakoHarnagy,
cnpeii-Hacocom Ta 3aTBEpPAKEHOro Haka3om MiHicTepcTBa
HacafKoo ropsioBot0 y OXOPOHW 300pOB’A YKpaiHu Big, 27 rpyaHsa 2006
nayui Ne 1 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHVMK Y NepiognyHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku
9. | EBOMENPA30/1- | niodpinizar gns posuvHy M.BIOTEK Benuvka IMMAKY N IHAis peecTpauif Ha 5 pokis 3a He UA/17324/01/01
MB NS iH ekuin no 40 mry NIMITEL BpuTaHis NAADGCAVNEHCH peyenmom nionsieae
onakoHax Ne 1 3 MPAMBIT MepiognyHICTb NOAAHHS PerynsipHo
NIMITEL, OHOBJ/1OBAHOTO 3BITY 3 6e3MneKu BifNOBIgHO 40
Mopsaky 34iiicHeHHs hapmakoHarnagy,
3aTBEPXEHOr0 HakasoM MiHictepcTBa
OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 34,0PO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
10. | KAHAMIUHY MOPOLLIOK (CybCTaHLis) B MAT YkpaiHa Nis3oH pynn KnTaiicbka peecTpauis Ha 5 pokis - He UA/17325/01/01
CYNb®AT 6igoHax asTlOMIHIEBUNX "Kuismegn dyuxoy PycuHb HapogHa nidnsieae
Kncnmm Ons dhapmaueBTUYHOro penapar” Papmac'toTikan Pecny6nika
3acTocyBaHHsA Ko., 114,
11. | ni3ounmy KpUcTanv, KpuctastiyHmii | ToBapucTs YKpaiHa E.N.C. C.IN.A. Er ITanis peecTpauist Ha 5 pokis - He UA/17326/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
rigpoxnorup abo amopdhHuiA 03 MAYLEP nionsieae
MOPOLLIOK (Cy6CTaHLis) y | 0bMexeHo CNEWENICTC
noABiHMX 10
noslieTuIeHoBMX Bignosigan
nakeTtax gns bHiCTIO
thapmaLeBTU4HOro "®apmaue
3acTocyBaHHSA BTWYHA
KomnaHis "
3p0pos'a”
12. | MOKCU®PNOKCA | po3suvH ans iHdysii, 400 [JouipHe YkpaiHa [JouipHe YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17327/01/01
LUWH Mr/250 mn; no 250 mny nignpuemc nigNpPUEMCTBO peuyenmom niosnsieae
KOHTEliHepi 3 TBO "®apmartpeiig’ MepiognyHiCTb NOAAHHA PErynspHO
noninponineHy; no 1 "®apmaTp OHOB/IHOBAHOrO 3BITY 3 6e3nekn BiANOBIAHO A0
KOHTEiHepy B KapTOHHiIl eing" Mopsaaky 3aiicHeHHs chapmakoHarnagy,
ynakoBLi 3aTBEpPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku
13. | HA30O KPANNI Kpanni Ha3asibHi, ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina peecTpauist Ha 5 pokis 6e3 He UA/17338/01/01
po3uuH, 0,25 mr/mn, no 03 06MexeHo peyenma niossieae
8 MmNy chnakoHi, no 1 06MexeHo BiANOBIA&/IbHICTIO MepiognyHICTb NOAAHHS PerynsipHo
donakoHy y Kopoobui 10 "®apMaueBTUYHA OHOB/1OBAHOTO 3BITY 3 6e3MneKu BigNOBIgHO 40
Bignosigan KOMnaHis Mopsaaky 34iicHeHHs chapmakoHarnagy,
bHICTIO "3popos'a” 3aTBepXeHoro Hakasom MiHicTepcTBa
"®apmaue OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHs 2006
BTUYHA poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
KOMnNaHis tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
"3popos'a” 1649/29779 (y peaakuii Hakasy MiHicTepcTBa
OXOPOHY 34,0PO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioanyHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
14. | HA30O KPANNI Kpanni Ha3asbHi, ToBapucTs YkpaiHa ToBapucTBO 3 Ykpaina peecTpauist Ha 5 pokis 6e3 nionsieae UA/17338/01/02
po3uuH, 0,5 mr/mn, no 8 03 06MexXeHoto peyenma
M1y dpnakoHi, no 1 06MEeXeHO BiANOBIA&/IbHICTIO MepiognyHICTb NOfAHHA PerynsipHo
onakoHy y KopoobLi 10 "®apmMaueBTUYHA OHOBJ/OBAHOTO 3BITY 3 6e3neku BigNOBIAHO A0
Bignosigan KOMMaHisi Mopsiaky 34ificHeHHs hapmakoHarnisgy,
bHICTIO "3popos'a” 3aTBepXeHoro Hakasom MiHictepcTea
"®apmate OXOPOHW 300pPO0B’ YKpaiHuu Big, 27 rpyaHsa 2006
BTUYHA poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
KOMnaHis tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
"3popos'a” 1649/29779 (y peaakuii Hakasy MiHicTepcTBa

OXOPOHW 340p0B’s1 YKpaiHu Bif 26 BepecHs
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
15. | HEBIBONON! TabneTku, BKpUTI TOB Ykpaina nepBuUHHE Ta Bonrapis/ peecTpauis Ha 5 pokis - He UA/17339/01/01
FAPOXNMOPTIA3 | nniBkOBOI 060/IOHKOMD, "APTEPIY BTOPVIHHE IHais niosnsieae
na no 5 mr/12,5 wr; in bulk: MnaTa" nakyBaHHs, MepiognyHiCTb NOAAHHA PEryNspHO
21000 TabneTtok y KOHTPO/Ib SKOCTI OHOB/IHOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
nonieTnaeHoBoMy Ta BUMYyCK cepii: Mopsiaky 3aiicHeHHs hapmakoHarnagy,
nakeTi; no 1 nakeTy B BankaHdapma- 3aTBEpPAKEHOro Haka3oMm MiHicTepcTBa
nonieTuneHoBuin naket [OynHiua AL, OXOPOHW 300pOB’A YKpaiHu Big 27 rpyaHsa 2006
Bonrapis; poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBi
BMPOGHMLTBO, tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne
KOHTPO/b AKOCTI: 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
BarcoH ®apma OXOPOHY 3,0POB’SA YKpaiHu Bif 26 BepecHs
Mpusart Nlumuntepn, 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
IHAisa CTpoKamu, 3a3Ha4eHUMK y NepioanYHOCTI
nofaHHs perynsipHuX 3BiTiB 3 6e3neku
16. | OPAAPO TabneTkn, BKPUTI YOPNL4 Ipysis yopPna TypeyunHa peecTpauist Ha 5 pokis 3a He UA/17328/01/01
NNiBKOBOK 060/IOHKOIO, MEOMLIN MEAVUNH INAY peyenmom nionsieae
no 250 mr no 7 TabneTok HNOTA CAH. BE TIOX. MepiognyHICTb NOAAHHS PerynsipHo
y 6nicTepi; no 2 A.LL. OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
6nicTepy B KAPTOHHii Mopsaaky 34iicHeHHs chapmakoHarnagy,
Kopobui; no 14 Tabnetok 3aTBEpXeHOro Haka3om MiHicTepcTBa
y 6nicTepi; no 1 OXOPOHW 340pOB’ YKpaiHu Big, 27 rpyaHs 2006
6nicTepy B KapTOHHiIl poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
Kopobui tocTuuii Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTea
OXOPOHW 34,0PO0B’A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKU y NepioanyHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3nekun
17. | OPAAPO TabneTkn, BKPUTI yYOPN4 Ipysia yopna TypeyuunHa peecTpauist Ha 5 pokis 3a He UA/17328/01/02
NAiBKOBOK 060/IOHKOHO, MEANLIN MEOVLWH 1AY peuyenmom nidnsieae
no 500 mMr no 7 Tabnetok HAOTA CAH. BE TIOX. MepiognyHICTb NOfAHHA PerynsipHo
y 6nicTepi; no 2 A.LL. OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
61icTepy B KApTOHHil Mopsiaky 34ificHeHHs hapmakoHarnisgy,
KopoobLi 3aTBepxeHoro Haka3om MiHictepcTea
OXOPOHW 300pPO0B’ YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHNMKN y NepioanYHOCTI
nofaHHsA perynsipHux 3BiTiB 3 6e3nekn
18. | NAPA®Y3IB pO34uH A8 iHgysil, no dPapma MopTyranis C.M. ITanis peecTpauis Ha 5 pokis 3a He UA/17329/01/01
10 mr/mn, no 50 mn a6o Basapis dapmaveyTivi peyenmom nions2ae
100 M1y dpnakoHi, no 1 IHTepHauio C.P.. MepioAMyHICTb MOAAHHS PErynsipHo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka chopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
a6o 10 chnakoHiB y Han (PBI) OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
KapTOHHIiA ynakoBL,i MopTyrani Mopsaaky 34iicHeHHs chapmakoHarnagy,
K, FOHin. 3aTBEpAXEHOro Haka3oMm MiHicTepcTBa
Npa. OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340PO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTL: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHMK Y NepiognyHOCTI
nofaHHsa perynspHuX 3BiTiB 3 6e3nekun
19. | PMHOTANCC cnpeii HasaslbHUIA, [Op. Taiicc HimeuunHa [p. Taiicc Himeuunna peecTpauif Ha 5 pokis 6e3 nionsi2ae UA/17340/01/01
CMNPEN po3uuH 0,1 %, no 10 mn HaTypBap HatypBapeH 'm6X peyenma
HA3A/IbHUI y thnakoHi 3 eH 'mM6X MepiognyHICTb NOfAHHS PErynsipHo
posnuaoBayem OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEPAXEHOro Haka3oM MiHictepcTBa
OXOPOHW 300pOB’A YKpaiHnu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
noJaHHs perynsipHux 3BiTiB 3 6e3nekn
20. | PIBOOAPOH Tabnetku no 200 mr Pisochapm Lseiiapis Pisodhapm CA LLiBeiiuapis peecTpauist Ha 5 pokis 3a He UA/17330/01/01
Ne30 (10x3) y 6nicTtepi CA peyenmom nionsizae
21. | CONnoAaKu cupon, 250 mr/5 mn, no MAT YkpaiHa NAT Ykpaina peecTpauist Ha 5 pokis 6e3 nionsieae UA/17190/01/01
KOPEHA CUPOM | 100 mny 6aHkax "Ximchapm "Ximchapm3sasog peyenma
nonimepHux Ne 1 a6o 3aBo[, "UepBoHa 3ipka" MepiognyHICTb NOfAHHA PerynsipHo
6aHKax ckisHux Ne 1 "YepBoHa OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
3ipka"” Mopsiaky 34ificHeHHs hapmakoHarnisgy,
3aTBEPAKEHOro Haka3oM MiHictepcTea
OXOPOHW 300pPOB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTsa
OXOPOHW 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHUMM y NepioanyHOCTI
nofaHHsA perynsipHuX 3BiTiB 3 6e3nekn
22. | CNIPAUVH Tabnetu, BKpUTI Cimnekc IHais Cimnekc ®apma IHais peecTpauis Ha 5 pokis 3a He UA/17331/01/02
NiBKOBOK 060/IOHKOIO, Papma Met. NiTa,. peyenmom nions2ae
no 3000 000 MO; no 10 Mer. N14,. MepiognyHicTb NOAAHHA PerynsipHo

TabNeToK BKPUTUX
NAiBKOBOK 060/TIOHKOI Y
6nictepi; no 1 6rictepy

OHOBJIHOBAHOTO 3BITY 3 6e3nekyn BiANOBIAHO [0
Mopsiaky 34iicHeHHst hapmakoHarnagy,
3aTBEPAKEHOI0 Haka3oM MiHictepcTea
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
Y KapTOHHIli kopoobLi OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainu 19 rpygHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakaly MiHicTepcTBa
OXOPOHW 340pPO0B’SA YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rifHO 3i
CTpOKamu, 3a3HavyeHMK y NepiognyHOCTI
noflaHHA perynsipHuX 3BiTiB 3 6e3neku.
23. | cniPAUVH Tabnetun, BKpUTI Cimnekc IHAaiA Cimnekc ®apma IHAis peecTpauif Ha 5 pokis 3a He UA/17331/01/01
N1iBKOBOK 060/IOHKOLO, dapma Met. NiTg. peyenmom nionsizae
no 1 500 000 MO no 10 Mert. N114. MepiognyHICTb NOfAHHS PerynsipHo
TabneToK BKPUTUX OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
N/1iBKOBOK 0B0/IOHKOKO Y Mopsaaky 3aiicHeHHs chapmakoHarnagy,
6nictepi; no 1 6nictepy 3aTBepXeHoro Hakasom MiHictepcTea
Y KapTOHHIl Kopobui OXOPOHW 34,0p0B’ST YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainun 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakady MiHicTepcTea
OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
24. | TENAINIH Tabnetkn, 40 mr/10 wr; KPKA, CnoseHis BUPOBHMUTBO "in CnoBeHist peecTpauist Ha 5 pokis 3a He UA/17332/01/01
no 10 Tabnetok y A.4., Hoso bulk", nepsnHHe peyenmom nionsizae
6nicTepi; no 3 abo no 9 MecTo Ta BTOPVHHE MepiognyHICTb NOJAHHA perynspHo
6nicTepiB y KAPTOHHiIl nakyBaHHs, OHOB/OBAHOTO 3BITY 3 6e3neku BigNOBIAHO A0
Kopoobui KOHTPO/b Ta Mopsaaky 3aiicHeHHs thapmakoHarnagy,
BUMYCK Cepili: 3aTBEPKEHOro Haka3oM MiHictepcTea
KPKA, a.4., Hoso OXOPOHY 340p0B’S YKpaiHu Bif 27 rpyaHsa 2006
mecTo, CrnoBeHis poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne
KOHTPO/Ib Cepili: 1649/29779 (y peaakuii Hakasy MiHicTepcTBa
KPKA, a.4., HoBo OXOPOHW 340pO0B’S YKpaiHu Bif 26 BepecHs
mMecTo, C/oBeHis 2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognYHOCTI
noAaHHs perynsipHuX 3BiTiB 3 6e3neku
25. | TENAINIH Tabnetku, 80 mr/5 Mr no KPKA, CnoseHis BMPOGHMLTBO "in CnoBeHis peecTpauis Ha 5 pokis 3a He UA/17332/01/02
10 TabneTok y 6nicTepi; A.4., Hoso bulk", nepsuHHe peyenmom nionsi2ae
no 3 abo no 9 6nictepis MecTo Ta BTOPVIHHE MepioAnyHICTb MOAAHHS PErynsipHO

Y KapTOHHili kopobui

nakyBaHHs,
KOHTPO/b Ta
BUNYCK Cepiii:

KPKA, a.4., Hoso

mMecTo, CroBeHis

KOHTPO/b Ccepili:
KPKA, a.4., Hoso
MecTo, CrioBeHis

OHOB/IHOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
Mopsiaky 3AiicHeHHst hapmakoHarnagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea

OXOPOHY 34,0p0B’S YKpainu Bif 27 rpyaHsa 2006

poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi

tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne

1649/29779 (y pegakuii Hakasy MiHicTepcTBa

OXOPOHW 300POB’ YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), CTaHOBUTb: 3rigHO 3i
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYyeHHs
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
nofaHHa perynspHuX 3BiTiB 3 6e3nekun
26. | TENAINIH Tabnetkn, 80 mr/10 mr KPKA, CnoseHis BMPOBHMUTBO "in CnoBeHis peecTpauist Ha 5 pokis 3a He UA/17332/01/03
no 10 Tabnetok y 4.4., Hoso bulk", nepBrHHe peyenmom nionsizae
6nictepi; no 3 a6o no 9 MecTo Ta BTOPVHHE MepiognyHICTb NOfAHHS PerynsipHo
6nicTepiB y KAPTOHHIN nakyBaHHs, OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO [0
Kopobui KOHTpO/b Ta Mopsaaky 3aiicHeHHs chapmakoHarnagy,
BUMYCK Cepili: 3aTBEPAXEHOro HakasoM MiHictepcTBa
KPKA, a.4., Hoso OXOPOHW 340p0B’S1 YKpaiHu Big 27 rpyaHs 2006
MecTo, CnoBeHis poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainu 19 rpyaHsa 2016 poky 3a Ne
KOHTPO/b Cepiii: 1649/29779 (y peaakuii Hakaly MiHicTepcTBa
KPKA, a.4., Hoso OXOPOHW 300POB’ YKpaiHu Big 26 BepecHs
MecTo, CnoBeHis 2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMM y NepioanyHoCTI
nofaHHs perynsipHux 3BiTiB 3 6e3nekn
27. | TENAINIH Tabnetkn, 40 mr/5 mr no KPKA, CnoseHis BUPOBHMUTBO "in CnoBeHist peecTpauist Ha 5 pokis 3a He UA/17332/01/04
10 TabneTok y 6nicTepi; A.4., Hoso bulk", nepsnHHe peyenmom nionsizae
no 3 a6o no 9 6nictepis MecTo Ta BTOPVHHE MepiognyHICTb NOJAHHA perynspHo
Y KapTOHHiIli kopobLi nakyBaHHs, OHOB/OBAHOTO 3BITY 3 6e3neku Bi4NOBIAHO A0
KOHTPO/b Ta Mopsaaky 3aiicHeHHs chapmakoHarnagy,
BUMYCK Cepili: 3aTBEPAKEHOro Haka3oM MiHictepcTea
KPKA, a.4., Hoso OXOPOHY 340p0B’S1 YKpaiHu Bif 27 rpyaHsa 2006
mecTo, CnoBeHis poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne
KOHTPO/Ib Ccepiii: 1649/29779 (y peaakuii Hakasy MiHicTepcTBa
KPKA, a.4., HoBo OXOPOHW 340pP0B’SA YKpaiHu Bif 26 BepecHs
mMecTo, CnoBeHis 2016 poky Ne 996), cTaHOBUTL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHVMK Y NepiognyHOCTI
noAaHHs perynsipHuX 3BiTiB 3 6e3neku
28. | ®/TIYKOHA30/N pO34uH ANs iHgysild, 2 [ouipHe Ykpaina [JouipHe Ykpaina peecTpauis Ha 5 pokis 3a He UA/17333/01/01
mr/mn, no 100 mn B nignpyvemc nignpUeEMCTBO peyenmom nionsi2ae
KOHTelHepi, no 1 TBO "®apmartpeng” MepioAnyHICTb NOJAHHS PErynsipHO
KOHTelHepy B "dapmatp OHOB/IIOBAHOTO 3BITY 3 6e3neku BiANOBIAHO A0
nonieTueHosomy elig" Mopsiaky 34iicHeHHst hapmakoHarnagy,
nakeTi B KAPTOHHIl 3aTBEpAKeHOro Hakasom MiHicTepcTBa
KopoobLi OXOPOHY 3,0p0B’S YKpaiHu Bif 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHicTepcTBi
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Bif, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HavyeHVMK Y NepiognyHOCTI
NnoAaHHA perynspHuX 3BiTiB 3 6e3neku
29. | ®YPAUUN MOPOLLIOK A1 PO3UMHY TOB YkpaiHa TOB "W/cTok- YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17334/01/01
0151 30BHILLHBOTO "NcToK- Mntoc" peyenma
3actocysaHHs no 40 wr; Mmoc" MepiognyHiCTb NOAAHHA PerynsipHo

Mo 2 I MOPOLUKY Y caule;

OHOB/1HOBAHOIO 3BITY 3 6e3MNeKu BigNoBigHO A0
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsioYeHHs1
no 20 calue y KapTOHHii Mopsaaky 3aiicHeHHs chapmakoHarnagy,
Kopo6ui 3aTBepxeHoro Hakasom MiHictepcTea
OXOPOHW 340pOB’A YKpaiHuu Big, 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy MiHicTepcTea
OXOPOHW 300POB’S YKpaiHu Big, 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4eHnMKN y NepioanYHOCTI
noJaHHsA perynsipHnx 3BiTiB 3 6e3nekn
30. | ®YPOCEMIA NopoLUoK (cybeTaHuis) y MpAT YkpaiHa Inka NTabopatopi3 IHais peecTpauist Ha 5 pokis - He UA/17265/01/01
naketax "®apmaue Nimiteq nionsi2ae
nonieTMIeHoBUxX ans BTWYHA
hapMaLeBTUYHOIO ipma
3aCcToCyBaHHsA "fapHnus”

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
BIANbHOCTI [lenapTtamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIAcKOBCbKUM




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
04.04.2019 Ne 728

NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHNX IMYHOBIONOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6HUK Kpaina PeecmpayjiliHa Ymosu Pexknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiIBHUKa BUPOGHUKa npoyedypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoskKa) nocsi0O4YeHHs
1. AOBATPA®® Kancysim nNposIoHroBaHoi Ajl AcTtennac HigepnaHgn AcTtennac lpnaHg IpnaHgais MepepeecTpavis Ha 3a He UA/9687/01/01
no 0,5 mr, no 10 kancyn y dapma tOpon Ko. NiTg, HeoOMeXeHWn TepMiH. peyenmom nionsizae
6nictepi; no 5 6nictepis y B.B. 3MiHV Wwoao
antoMiHieBoMy nmakeTi; no 1 6e3nekn/edeKTMBHOCTI

aloMiHIEBOMY MakeTy B
KapTOHHIM nayi

Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapakTepucTui

nikapcbKkoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHS Y 3B'13Ky
i3 HOBUMU A@HNMK 3
SAKOCTi, JOKMIHIYHUMM,
KNIHIYHYMW faHuMun Ta
JaHumm 3
thapmakoHarnsgy -
3MiHV BHECEHO [0
IHCTpYKUii ans
MeAnYHOro
3aCTOCyBaHHSA

nikapcbKoro 3acoby o
po3giny "MobiuHi

peaxuii” BignoBigHoO A0

marepianis
peecTpauiiHoro JOChE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iACHeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHM
3/10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHMn y
nepiogNYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3
6e3nekw.

AABATPA®®

Kancysm nNposIoHroBaHoi Ajl
no 1 mr, no 10 kancyny
6nictepi; no 5 6nictepis y
a/TlOMiHIEBOMY nakeTi; no 1
anloMiHIEBOMY MakeTy B
KapTOHHIM nayi

AcTtennac
Papma tOpon
B.B.

Higepnangu

AcTtennac lpnaHg
Ko. itg

Ipnangis

MepepeecTpavis Ha
HeoOMeXeHW TePMiH.
3MiHV Wwoao
6e3nekn/edPeKkTBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapakTepucTuLi
nikapcbkoro 3aco6y,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHS Y 3B'13Ky
i3 HOBUMU @HNMK 3
SAKOCTIi, AOKMIHIYHUMM,
KNIHIYHYMW faHuMKn Ta
JaHumm 3
thapmakoHarnsgy -
3MiHV BHECEHOo [0
IHCTPYKUiT Ansa
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3giny "MobiuHi
peaxuii” BignoBigHoO A0
marepianis
peecTpauiiHoro JOCbeE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iACHeHHS
chapmakoHarnsgy,
3aTBEPLKEHOIO HAKa3oM

3a
peyernmom

He
nionsieae

UA/9687/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

AABATPA®®

Kancysim nNposIoHroBaHoi Ajl
no 3 mr, no 10 kancyny
6nictepi; no 5 6nictepis y
a/TIlOMiHIEBOMY nakeTi; no 1
aloMiHIEBOMY MakeTy B
KapTOHHIM nayi

AcTtennac
Papma tOpon
B.B.

Higepnangu

AcTtennac lpnaHg
Ko. itg

Ipnangis

MepepeecTpavis Ha
HeoOMeXeHW TepMiH.
3MiHV Wwoao
6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHS Y 3B’13Ky
i3 HOBUMY A@HNMK 3
SAKOCTi, JOKMIHIYHUMM,
KNIHIYHYMW faHuMKn Ta
JaHumm 3
thapmakoHarnsgy -
3MiHV BHECEHOo [0
IHCTPYKUiT Ansa
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3giny "MobiuHi
peaxuii” BignoBigHoO A0
marepianis
peecTpauiiHoro JOCbeE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOBJIHOBAHOIO 3BITY 3
6e3neku BigNOBIAHO f0

3a
peyernmom

He
nionsieae

UA/9687/01/04
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

AABATPA®®

Kancysim nNposIoHroBaHoi Aji
no 5 wmr, no 10 kancyny
6nictepi; no 5 6nictepis y
a/TIlOMiHIEBOMY nakeTi; no 1
aloMiHIEBOMY MakeTy B
KapTOHHII nayi

AcTtennac
Papma tOpon
B.B.

Higepnangu

AcTtennac lpnaHg
Ko. Jitg,

Ipnangis

MepepeecTpavis Ha
HeoOMeXeHW TePMiH.
3MiHV Wwoao
6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapaKkTepucTui
nikapcbKkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHS Y 3B'13Ky
i3 HOBUMY @HNMK 3
SAKOCTIi, AOKMIHIYHUMM,
KNIHIYHYMW faHuMKn Ta
JaHumm 3
thapmakoHarnsgy -
3MiHV BHECEHOo [0
IHCTPYKUiT Ansa
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3giny "MobiuHi
peaxuii” BignoBigHoO A0
marepianis
peecTpauiiHoro JOCbeE.

[MepiognyHICTb NOAAHHS

3a
peyernmom

He
nionsieae

UA/9687/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

AEKON

PO34MH OniHMIA o 50 mn
a6o 100 mn y chnakoHi; no 1
hnakoHy B nauui 3 KapToHY

MpAT
"TexHosor"

Ykpaina

MpAT "TexHonor"

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHW TePMiH.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
340pOB’A YKpaiu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepiognYHOCTi NOAaHHS

6e3
peyenma

nionsieae

UA/1603/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
perynsipHux 3BiTiB 3
6e3nekw.
6. AJTOPA® TabneTtkn, BKPUTI HOBEN INAY TypeyunHa HOBE/ INAY TypeuunHa MepepeecTpavis Ha 6e3 nionseae UA/5140/02/01
060/10HKO0, Mo 100 mr no 10 CAHAI BE CAHAI BE HEOBMEXEHNIA TEPMIH. peyenma
Tabnetok y 6nictepi; no 2 TIOIXKAPET TIIKAPET A.LL. 3MiHu | TNy - 3MiHK
ab60 5 6nicTepiB y KAPTOHHIN A.L oo
yrakoBLi 6e3nekn/edeKTUBHOCTI

Ta hapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3araslbHeHUxX faHux
npo cuctemy
hapmakoHarnsgy
(BBEOEHHSA
y3araslbHeHUxX JaHnx
npo cmuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAaLHOI 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOi 0cobu 3
dhapmakoHarnsgy
3asBHUKa 4N
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, SIKLLO BOHa
BiAMiHHA Bif,
yMOBHOBaXeHOT 0cobw,
BiANOBIAa/IbHOT 3a
3[iiCHEHHS
dhapmakoHarnsgy
(BK/IHOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MiLLEeHHI MacTep-
thaiina cuctemu
hapmakoHarnsgy)
3miHa
MiCLIe3HaXOpKEHHSI
OCHOBHOI fisi/IbHOCTI
thapmakoHarnagy. 3miHa
Y PO3MilLleHHI MacTep-
thaiina cuctemu
thapmakoHarnagy. 3miHa
afipecu yrnoBHOBaXeHO!
ocobu. 3miHa
KOHTaKTHUX JaHnX
KOHTaKTHOI 0cobu
BiANOBiAa/IbHOI 3a
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3[iiCHEHHS
hapmakoHarnsgy B
YkpaiHi

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHumMn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

AMNINIH

TabneTku, BKpUTI M/1iIBKOBOKO
o60/10HKot no 10 TabneTok
y 6nicTepi; no 3 6nictepu B

KapTOHHIA KOpooLi

YOPA[,
MEAVLVH NTA4,

Ipy3ia

NABOPATOPIA
BEW/I-KPEAT -
BEPHYNE

®paHuin

MepepeecTpauisa Ha
HeoOMeXeHWin TepMiH
3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsgy.
3MiHM y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeAUYHOro
3aCTOCyBaHHSA
reHepuYHMX/riopuaHnx/6
ionoAibHUX Nikapcbkmx
3ac06iB nicns BHECEHHS
Tiei camol 3MiHU Ha
pedhepeHTHUIN npenapat
(3miHa He noTpebye
Ha/laHHS XOAHUX HOBUX
[0AAaTKOBUX flaHuX) -

3a
peyenmom

He
nionsieae

UA/13455/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
3MiHM BHeCceHi Ao

"®apMakonorivHi
B/1acTMBOCTI",
"TpoTunokasaHHa",

Ta iHWi B1uan
B3aemogii”,
"Oco6mBoCTI

3acTocyBaHHA",

BariTHocTi abo
rogysaHHa rpyaaro”,

LWBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNOpPTOM abo
iHWMMK MexaHismamn',
"Cnoci6 3acTocyBaHHs
Ta gosn”,
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii”
BiANOBIAHO A0
iHchopmawii
ped)epeHTHoro
nikapcbKoro 3acoby
(Amlopress L, tablets
containing 5 mg
amlodipine and 5 mg
lisinoprril, B YkpaiHi He
3apEeECTPOBaHWA).

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779

(y pepakuii Hakasy

IHCTPYKLi y po3ainu:

"B3aemogis 3 iHWyMn
nikapcbknMmn 3acobamm

"3acTocyBaHHs y nepiog,

"3AaTHICTb BNAVBaTK Ha
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

ATOKOP

TabneTku, BKpUTI NNIBKOBOIO
060/10HKOH0, 10 20 Mr no 10
Tabnetok y 6nictepi; no 1
abo 3 6nictepn y Kopobui

[O-p Peppj'c
Nab6opaTtopic
ntg

IHais

A-p Pepai'c
Na6opatopic NTg,
(BupobHnya
OinbHWUS - VI)

IHais

MepepeecTpauisa Ha
HE0OMEXEHW TePMIH.
3MiHn | TUny - 3MiHK
wono
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpoTkili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeAUYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo gocnimxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
nocniopkeHb,
npoBefeHnX BigNOBIAHO
[0 NNaHy negiatpuyHnX
pocnigkeHs (PIP) (3MiHy
Y3rO[DKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) 3miHn
BHECEHO A0 iHCTPYKLi y
po3zinu "MNokasaHHA"
(YTOUYHEHHS),
"B3aemogis 3 iHWMKn
nikapcbknmy 3acobamu
Ta iHWi B1am
B3aEMopiin",
"Oco6nnBOCTi
3acToCcyBaHHA",

3a
peyenmom

He
nionsieae

UA/1377/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"3acTocyBaHHs y nepio
BariTHocCTi abo
rogyBaHHA rpyaanro”,
"Mo6iuHi peakwyii"
BignoBigHO A0
OHOB/IEHOT iHdhopmaLlii 3
6e3nekun gjtoyoi
PEyOoBUHM.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34iiCHEHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

ATOKOP

Tabnetku, BKpUTI NNIBKOBOIO
060/10HKO10, 10 10 mr no 10

Tabnetok y 6nictepi; no 1
abo 3 6nictepn y Kopobui

[O-p Peppj'c
Nab6opaTtopic
ntg

IHais

A-p Pepgi'c
Na6opatopic NTg,
(BupobHnya
OinbHWUS - VI)

IHais

MepepeecTpauis Ha
HE0OMEXEHW TePMIH.
3MiHn | TUny - 3MiHK
wono
6e3nekn/edeKTNBHOCTI
Ta papmakoHarnsgy.
3MiHa y KOpOoTkili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeaNYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOBJ/1OBAHOIO 3BITY 3

3a
peyenmom

He
nionsieae

UA/1377/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

6e3nekn Nikapcbkoro
3acoby, abo focniaxKeHb
3 6e3nekun 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
pocnigpkeHb,
npoBefeHnxX Bi4NOBIAHO
[0 NNaHy negiatpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXeHUM
opraHom) 3miHn
BHECEHO A0 iHCTPYKLi y
po3zinu "MNokasaHHA"
(YTOUYHEHHS),
"B3aemogis 3 iHWMKn
nikapcbknMu 3acobamu
Ta iHWi B1am
B3aEMogiin",
"OcobnnBOoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHA rpygnro”,
"Mo6iuHi peakwyii"
BignoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekn gjtoyoi
PEYOoBUHM.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pegakuii Hakasy
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

10.

ALECO/Nb

po3uuH Ans iHgysilii no 200
M1 a6o 400 My CKASAHNUX
nnsiwkax; no 200 mn a6o
400 mn y noniMepHnx
KOHTeliHepax

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

MepepeecTpauisa Ha
HE0OMEXEHW TePMIH.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku BiANoBiAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3/10pOB’A YKpaiuu Big 26
BepecHa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHSA
perynspHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/13740/01/01

11.

ALMKNOBIP

NOpOLLIOK (Cy6CcTaHUis) y
noAgiliHMX nonieTuneHoBmx
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs

Yemo I6epika,
C.A.

Icnanis

Kimika CiHTeTika,
C.A.

IcnaHis

MepepeecTpauisa Ha
HEeobMeXeHWi TepMiH

He
nionsieae

UA/9693/01/01

12.

BAPBOBA/I®

Kpanni opasbHi, no 25 My
h1akoHi 3 Mpo6Koto-
KpanenbHuLeto; no 1
onakoHy B Mauli 3 KApTOHY

MAT "®dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHwWi TepMiH

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/tOBAHOIO 3BITY 3
6e3nekun BiANOBIAHO A0

6e3
peyenma

nionseae

UA/1196/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.

13.

BYAEHO®A/bK

niHa pekTasibHa, 2 Mr/gosy;
KOXHWI 6a/10H MICTUTb 5K
MiHIMyM 14 103 no 1,2 1 niHu
pekTasibHOT; Mo 1 6anoHy 3
[03aTOpOM Y KOMMeKTi 3 14
annikatopamu gns
BBE/EHHS MiHN Y
NNacTUKOBOMY JIOTKy Ta 14
NAacTUKOBUMM NakeTamu
ANA TirieHiYHoI yTunisauii
ansikaTopiB y KapTOHHIi
KopoobLi

[p. ®anbk
dapma M6 X

HimeyunHa

BignosiganbHuii 3a
BUMYCK Cepiit
KIHLLeBOro NpoayKTy
Ta a/lbTepHATUBHE
BTOPVIHHE
nakyBaHHS:

Ap. ®anck Papma
m6X, HimeuunHa,;
Brpo6HuK
[030BaHoi chopmu,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
KOHTPO/Tb SKOCTI:
Aepo3onb-Cepsic
AT, Wseiuapis

HimeyunHa/
LLiBefiuapis

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.
3MiHV Wwoao
6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapaKkTepucTui
nikapcbKkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHS Y 3B'13Ky
i3 HOBUMY @HNMK 3
SAKOCTIi, AOKMIHIYHUMM,
KNIHIYHYMW faHuMKn Ta
AaHmMn 3
thapmakoHarnsgy -
3MiHV BHECEHOo [0
IHCTPYKLji Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3gainis
"®apMaKonorivHi
BnacTmBoCTi",
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMKN
NiKapcbknmy 3acobamu

3a
peyernmom

He
nionsieae

UA/6964/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ta iHWi Buan
B3aemogiin”,
"Oco6nuBocCTi
3acTocyBaHHA",
"3acTocyBaHHSA y nepiog
BariTHoOCTi abo
rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
po6OTI 3 iHWNMYK
MexaHismamu',"lMepeno3
yBaHHs", "MMo6iuHi
peakuii" BiANoBIigHO A0
Marepianis
peecTpauiiHoro Aocbe.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

14.

BATIKNIH

Kancysim BariHasibHi M'siKi no
7 kancyn y 6nictepi; no 1
6nicTepy y KapTOHHIl
Kopoo6Li

€Bpo laiidkep
Nt

Benuka
BpuTaHis

MapkcaHc Papma
nTg

IHais

MepepeecTpauis Ha
HE0OMEXEHWI TePMIH.

MepiognyHicTb NogaHHSA
perynsipHo
OHOBJ/1OBAHOIO 3BITY 3

3a
peyenmom

He
nionsieae

UA/9629/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

6e3nekun BiANOBIAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

15.

BA3OHAT®

Kancynu no 500 wmr, no 6
Kancyn y 6nictepi, no 5 abo
10 6nicTepiB y KAPTOHHIl
nauui

AT
"OnaiiHcpapm”

Natsis

AT "OnaitHdhapm"

Natsis

MepepeecTpauis Ha
HE0OMEXEHWI TePMIH.
3MiHn | TUny - 3MiHKn
wono
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnagy.
3MiHM y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeaNYHOro
3aCTOCyBaHHSA
reHepuYHMX/riopnaHnx/6
ionoAibHUX Nikapcbkmx
3ac06iB nicns BHECEHHS
Tiei camol 3MiHV Ha
pedhepeHTHUIN npenapat
(3miHa He noTpebye
Ha/jaHHS XOAHUX HOBUX
[0[AaTKOBUX faHWX) -
3MiHV BHeceHi A0
IHCTPYKLi y po3ainu:
"dapMakonoriyHi
BMacTneocTi",
"Oco6nnBOCTi
3actocyBaHHsa" (y T. u.

3a
peyenmom

He
nionsieae

UA/9434/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"3acTocyBaHHs y nepio
BariTHocTi abo
rofyBaHHs rpyaat”),
"Cnoci6 3acTocyBaHHs
Ta fosn". Hassy
thapmakoTepanesTUYHOI
rPYNu YTOYHEHO 3riAHO 3
KnacvgikaTopom
thapm.rpyn i kogis ATX
BOO3. 3miHn
BignoBigHO A0
iHchopmawyii
pedhepeHTHOro
nikapcbKkoro 3acoby
MINAPOHAT®, kancynu
TBEpAi.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

16.

BA3OHAT®

Kancynu no 250 mr, no 10
Kancyn y 6nictepi, no 4 abo
6 6nicTepiB y KapTOHHii
nauu

AT
"OnaiiHcpapm”

Nargis

AT "OnaitHdpapm"

Nartsis

MepepeecTpavis Ha
HeoOMeXeHW TePMiH.
3MiHu | TNy - 3MiHK
wozno
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHM Y KOpOTKili

3a
peyermom

He
nionsieae

UA/9434/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
XapakTepucTmui

nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTpYKLji gns
MeAUYHOro
3aCcTOCyBaHHs
reHepuyHuX/ribpngHnx/6
ionoaibHUX Nikapcbknx
3aco6iB nic/s BHECEHHS
TIiET camoi 3MiHN Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye
Ha/laHHS XXOAHWUX HOBUX
[08aTKOBUX AaHuX) -
3MiHM BHECEHI J0
IHCTPYKLii y po3gain
"MokasaHHA" Ta po3ainu:
"®apMakonorivHi
BMacTneocCTi",
"TpoTunokasaHHa",
"B3aemogis 3 iHWyMn
nikapcbknMmn 3acobamm
Ta iHWi B1uan
B3aemogii”,
"Ocob6nuBocCTi
3acTocyBaHHA" (y T. Y.
"3acTocyBaHHs y nepiog,
BariTHocTi abo
rofyBaHHs rpyaat™),
"Cnoci6 3acTocyBaHHs
Ta nosn”,
"Mepepno3yBaHHA",
"Mo6iyHi peakuii". Hassy
thapmakoTepaneBTUYHOI
rPYny YTOYHEHO 3riAHO 3
KnacucikaTtopom
thapm.rpyn i kogis ATX
BOO3. 3miHM BHeceHi
oo kogy ATX:
3aTBepaxeHo - CO1E B,
3anponoHosaHo - CO1E
B22. 3miHu BignoBigHO
[0 iHdopmaui
ped)epeHTHoro
nikapcbKoro 3acoby
MINAPOHAT®, kancynu

TBEPA.
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

17.

FENABEHE

Kancynu TBepgi no 10
Kancyn y 6nictepi; no 3
6nictepm y kopobui

paTiochapm
M6X

HimeuunHa

Mepkne M'm6X
(BUPOBHMLTBO
Hepo3cacosaHoro
NpoAyKTY, A03BiN Ha
BMNYCK cepil;
nepBunHHa Ta
BTOPVHHA YMakKoBKa,
KOHTPO/1b SAKOCTI)

HimeuunHa

MepepeecTpauis Ha
HEeobMeXeHWi TepMiH
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
BeefeHHst abo 3MiHn [0
y3araslbHeHUxX faHux
npo cuctemy
hapmakoHarnsgy
(BBEOEHHSA
y3arasibHeHUxX JaHnx
npo cmuctemy
hapmakoHarnsgy, amiHa
YNOBHOBaXEHOI 0cobu,
BiANOBIAabHOI 3a
3[iiCHEHHS
thapmakoHarnsgy;
KOHTaKTHOI 0cobu 3
dhapmakoHarnsgy
3asBHUKa 4N
3[iiCHEHHS
thapmakoHarnsgy B
YKpaiHi, SIKLLO BOHa
BigMiHHa Big

6e3
peyenma

nionsieae

UA/2381/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
YMOBHOBaXeHOT 0cobw,

BiAMNOBiAa/IbHOT 3a
3[jiiCHEHHS!
chapmakoHarnsgy
(BK/THOYAKOYM KOHTaKTHi
AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnagy) -
3MiHa YNnoBHOBaXXEHOT
0CO6U 3asiBHUKA,
BiANOBiAaLHOI 3a
3[iiCHEHHS
dhapmakoHarnsgy:
[itoua pepakuis
Dr. Hedva Voliovitch
MD, PhD.
MponoHoBaHa pegakuis
— Orit Stern-Maman.
3MiHa KOHTaKTHUX AaHnX
YNOBHOBaXXEHOI 0CO6U.
3MiHa Micus 34iiCHEeHHS
OCHOBHOI AjsiNIbHOCTI 3
thapmakoHarnagy. 3miHa
agpecu mactep-caiina.
3MiHV Wwoao
6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOPOTKiii
XapakTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi Ans
MeANYHOro
3acTOCyBaHHS Yy 3B’A3Ky
i3 HOBUMY f@HNMK 3
SAKOCTIi, AOKTIHIYHUMM,
KNIHIYHMW faHuMun Ta
JaHuvn 3
thapmakoHarnsgy -
3MiHV BHECeHo [0
IHCTPYKLi Ans
MeANYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ginis “lNokasaHHA"
(yToYHeHHs iHdopMauii),

"MMpoTnnokasaHHa",
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o

18.

"B3aemogis 3 iHWMKn
nikapcbknMu 3acobamu
Ta iHWi B1am
B3aEMogiin",
"OcobnnBOoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHA rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun", "Oitn"
(yTOYHEHHS
chopmMystoBaHHs),
"Mo6iuHi peakwyii”
BiANOBIAHO A0
Marepianis
peecTpauiiHoro Aocbe.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

nocsio4YeHHs

FENAPUH-
BIONIK

po3uuH A8 iH'ekuid, 5000
MO/mn; no 1 mn B amnyni;
no 5 amnyn y nayui 3
KapTOoHY; Mo 4 MN'y ¢h/1aKoHi;
no 5 cpnakoHiB y naui 3

KapToHy; Mo 5 My diakoHi;

MAT
"®APMCTAHIA
PT-BIONIK"

YkpaiHa

MAT
"OPAPMCTAHOAPT-
BIOJIK"

YkpaiHa

MepepeecTpauis Ha
HE0OMEeXeHW TepPMIH.

3MiHu | TYnYy - 3MiHK
woao
6e3nekn/eddeKkTUBHOCTI

3a
peyenmom

He
nionsieae

UA/0822/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

no 5 a6o no 10 donakoHiB y
nauui 3 KapToHy

Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapakTepucTui

nikapcbKoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi Ans
MeANYHOro
3acTOCyBaHHSA Ha
nigcrasi perynspHo

OHOB/IIOBAHOTO 3BITY 3

6e3nekn Nikapcbkoro

3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpayjinHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
LocCniopKeHb,
npoBefeHnX BiANOBIAHO
[0 NNaHy negiatpuyHmX
pocnigxeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn

BHECEHO A0 IHCTPYKLUIT

ANA MefuyHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ainis
"MpoTunokasaHHa",
"B3aemogis 3 iHWKMKN
nikapcbknmy 3acobamu
Ta iHWi Buan
B3aemogiin”,
"Oco6nuBocCTi
3acTocyBaHHA"
BignoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekn 3acToCyBaHHsA
Lit0Y0i pevoBUHN.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
MopsiaKy 34iCHEHHS!
hapmakoHarnsgy,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

19.

AEKCTPAH 40

MOPOLLIOK (Cy6CcTaHUis) y
noAgiliHMX NonieTuIeHoBMX
MiLLKax ans
chapmaLeBTUYHOro
3acTocyBaHHs

AT
"IMKo®apma"

Yecbka
Pecny6nika

dapmakocmoc A/C

[OaHis

MepepeecTpauisa Ha
HEeobMeXeHWi TepMiH

He
nionsieae

UA/13757/01/01

20.

JVKNO®EHAK-
340POB'S

PO34nH AN1 iH'eKUin, 25
Mr/mn no 3 M1 B amnyni; no
5 amnyn y kapToHHil
Kopob6Li 3 neperopogxamu;
no 3 mn B amny”ni, no 5
amnyn y 6nictepi; no 1
6nicTepy B KAPTOHHIl
KopooLi

ToBapucTBo 3
06MexeHo
BignoBiganbHICT
10
"@apmaueBTUYH
a KoMnaHis
"3p0pos'a"

Ykpaina

ToBapucTBO 3
06MeXeHoto
BiANOBIA&/IbHICTIO
"®apmMaLeBTnyHa
KoMnaHisa "3gopos'a”

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.
3MiHu | TNy - 3MiHK
wono
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHM Y KOpOTKili
XapakTepucTuL
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLT AnA
MeAUYHOro
3aCcTOCyBaHHS
reHepuyYHuX/ribpngHnx/6
ionoaibHUX Nikapcbknx
3aco6iB Mic/1A BHECEHHSA
Tiei camol 3MiHV Ha
pecbepeHTHWIA Nnpenapat
(3miHa He noTpebye
HalaHHS XOAHUX HOBUX
[00aTKOBUX AaHNX)
3MiHV BHECEHO [0
IHCTPYKUIT Y Y po3ginn:
"®apMaKonorivHi
B/1acTMBOCTI",

3a
peyerimom

He
niosnsicae

UA/1539/02/01




34

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"MpoTunokasaHHa",
"B3aemogis 3 iHWKMKN
nikapcbknmy 3acobamu
Ta iHWi Buan
B3aemogiin”,
"Oco6nuBocCTi
3actocyBaHHs", "Cnoci6
3aCcToCyBaHHA Ta 4o3n",
"Mo6iuHi peakuii 3rigHo
3 iHhopMmavieto Wwoao
MeAUYHOro
3aCcTOCyBaHHsA
pedhepeHTHOro
nikapcbKkoro 3acoby
(BONBbTAPEH®, po3unH
ONs iH'eKuin).

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiognYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

21.

JIOLIETAKCEN-
TEBA

KOHL,EHTpaT A/15 po34nHy

Ans iHdoysii, 20 mr/mn, no 1

M abo no 4 mn, abo no 7
My hnakoHi; no 1
h1akoHy B KOpOOL

TeBa
dapmaueBTikan
IHoacTpi3 /1714,

13painb

AkTasic ITani C.n.A.

ITanis

MepepeecTpavis Ha
HeoOMeXeHW TePMiH.
3MiHV Wwoao
6e3nekn/edPeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapaKkTepucTui

3a
peyermom

He
nionsieae

UA/13625/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

nikapcbKoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi Ans
MeANYHOro
3acToCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpayjinHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocCniopKeHb,
npoBefeHnX BigNOBIAHO
[0 NNaHy negiatpuyHnX
pocnigxeHs (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT Y
posginu
"®apmakonoriyHi
BnacTmMBocCTi" (LWoao
6e3neku),
"MpoTunokasaHHa",
"Oco6uBi 3axoamn
6e3nekun”, "OcobmMBOCTI
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta fo3n”
(peparyBaHHs1), "Mo6IYHi
peakuii" BigNoBIigHO A0
OHOB/EHOT iHthopmaLi 3
6e3nekn gitoyol
PeyoBVHM.
3MiHV Wwoao
6e3nekn/edPekTUBHOCTI
Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3araslbHeHnX AaHnx
npo cuctemy
chapmakoHarnsgy
(BBEOEHHA
y3ara/lbHeHUx faHux
npo cuctemy
hapmakoHarnsgy, amiHa
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

YMOBHOBaXeHOT 0cobw,
BiAMNOBiAa/IbHOT 3a
3[jiiCHEHHS!
thapmakoHarnsagy;
KOHTaKTHOI 0cobu 3
hapmakoHarnsgy
3asBHUKa 41
3[jiiCHEHHS
hapmakoHarnsgy B
YkpaiHi, SIKLLO BOHA
BigMiHHa Bif,
YNOBHOBaXEHOI 0c0o6M,
BiANOBIAa/IbHOT 32
3[jiiCHEHHS
hapmakoHarnsgy
(BK/IIOYAKOUN KOHTAKTHI
AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-
thaiina cuctemu
thapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOT
ocobw, BignoBiganbHOI
3a thapmakoHarnag Ha
rno6asibHOMy piBHi:
aioya pegakuis -
Dr.Hedva Voliovitch MD,
PhD, MBA,
NPONOHOBaHa pefakLis -
Orit Stern-Maman.
3MiHa KOHTaKTHUX AaHnX
YMOBHOBaXeHOT 0cobwm,
BiAMNOBiAa/IbHOT 3a
hapMakoHarnsag Ha
rno6asibHOMY PiBHi.
3MiHa micus
npoBagXeHHA OCHOBHOT
LisNIbHOCTI 3
chapmakoHarnsagy,
HoMepa Ta
MiCLIe3HaXOPKEHHS
macTep-chaiina cuctemm
hapmakoHarnsgy.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
MopsaKy 34iACHEeHHS
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n/n

Hassa

JliKapcbKo20

3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayitiHo2o

nocsio4YeHHs

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

22.

JNOLETAKCENY

TPUTIAPAT

nopoLUokK (cybeTaHuis) y
repmMeTUYHUX MillKax 3
antoMiHieBOT chonbrn Ans
chapmaLeBTUYHOro
3aCTOCyBaHHSA

TOB
"®APMEKC
reyn"

YKpaiHa

YeHngy Xaouse
Papmxem
KopnopeiiwH

Kutaii

MepepeecTpauis Ha
HeoOMeXeHWin TepMiH

He
nionsieae

UA/13874/01/01

23.

EMCE®® 1000

MOPOLLIOK A/18 PO34MHY AN1A
iH'ekyjin no 1000 mr 1
h1akoH 3 MOPOLLUKOM Y
KapTOHHI ynakoBL,i

Abpun
dopmyneiH3
Met. /114,

IHAjA

HekTap
NaiidpcaliHcis
Nimitea-tOHIT-VI

IHAjA

MepepeecTpauisa Ha
HE0OMEeXeHW TePMIH.
3MiHu | TUnYy - 3MiHK
wono
6e3nekn/edeKTNBHOCTI
Ta papmakoHarnsgy.
3MiHM Y KOpOTKili
XapakrepucTuLj
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT Ans
MeANYHOro
3aCTOCyBaHHSA
reHepuYHNX/riopnaHnux/6
ionoAibHUX nikapcbkmx
3ac06iB nicna BHECEHHS
Tiei camoi 3MiHV Ha
pedhepeHTHMIN npenapat
(3miHa He noTpebye
Ha/JaHHS XOAHUX HOBUX
[0[AaTKOBUX faHuX) -
3MiHM BHECEHO A0
IHCTpyKUIT Ansa
MeAn4Horo

3a
peyenmom

He
nionsieae

UA/9914/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
3aCTOCYBaHHS

nikapcbKoro 3acoby o
po3giny "MokasaHHsA", a
TakoxX Ao po3ginis
"®apMakonorivHi
BnacTmBoCTi",
"Ocob6nuBocCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiof,
BariTHocTi abo
rogysaHHa rpyaaro”,
"3AaTHiCTb BNAVBaTK Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNOpPTOM abo
iHWMMK MexaHi3smamn',
"Cnoci6 3acTocyBaHHs
Ta gosn”,
"Mepepno3yBaHHA",
"Mo6iuHi peakuyii”,
"HecymicHicTb"
BiANOBIAHO A0
OHOB/1EHOT iHdhopMaui
pedyepeHTHOoro
nikapcbKoro 3acoby
Rocephin, Powder for
solution for injection or
infusion (B YkpaiHi He
3apeecTpoBaHuii).

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26

BepecHs 2016 poky Ne
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.
24. | EHANO3UNA® Tabnetku no 10 TabneTok y MAT "dapmaxk” YkpaiHa MAT "dapmaxk” YkpaiHa MepepeecTpauis Ha 3a He UA/0702/01/01
12,5 6nicTepi; no 2 abo no 3 HE0OMEXEHW TePMIH. peyenmom nionsieae

6nicTepn B nauui 3 KAPTOHY

3MiHM Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOoTKili
XapakTepucTuLj
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLji gns
MeAUYHOro
3aCTOCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3rnekun nikapcbkoro
3acoby, abo focniaxKeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
[ocniopkeHb,
npoBefeHuX BianoBigHO
[0 NnaHy negiatpuyHnx
pocnipxeHs (PIP) (3MiHy
Y3rOXEHO 3
KOMMNETEHTHUM
YNOBHOB&XXEHUM
opraHom) -
3MiHV BHECEHO [0
IHCTPYKUIiT Ansa
MeAuYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby ao
po3ainis
"apmakoTepanesTuyHa
rpyna" (yTOuYHeHHs
hopMy/ItOBaHHS),
"MpoTunokasaHHa",
"B3aemogis 3 iHWMKn
nikapcbknmy 3acobamu
Ta iHWi B1am
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

B3aEMogiin",
"OcobnnBOCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepio
BariTHocTi abo
rogyBaHHs
rpyAAH0" (LOMOBHEHO
iHhopmadieto 3
6e3nekn), "3paTHicTb
BMN/IMBATY Ha LIBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaHCNOPTOM abo
iHWMMK MexaHi3smamn',
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
BiANOBIAHO A0
OHOB/EHOT iHthopmaLi 3
6e3nekun gjtoumx
PEYOoBMH NiKapPCbKOro
3acoby.
MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

25.

ECnon

Ma3b no 30 1y Ty6i
anoMiHieBii; no 1 Ty6i B
nauui 3 KapToHy

NAT
"Ximchapmsasog
"UepBoHa 3ipka"

Ykpaina

NAT
"Ximcpapmsasog
"UepsoHa 3ipka"

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHW TepMiH.
3MiHV Wwoao
6e3nekn/eddeKkTUBHOCTI

6e3
peyenma

nionsieae

UA/8518/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapakTepucTui

nikapcbKoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi Ans
MeANYHOro
3acTOCyBaHHSA Ha
nigcrasi perynspHo

OHOB/IIOBAHOTO 3BITY 3

6e3nekn Nikapcbkoro

3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpayjinHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
LocCniopKeHb,
npoBefeHnX BiANOBIAHO
[0 NNaHy negiatpuyHmX
pocnigxeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTPYKLUIT
ANA MefuyHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ainis
"MpoTunokasaHHa",
"B3aemogis 3 iHWKMKN
nikapcbknmy 3acobamu
Ta iHWi Buan
B3aemogijin","Ocobnmsoc
Ti 3acTOCyBaHHA",
"3paTHiCTb BNAMBaTU Ha
LIBUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HIMMKU MeXaHi3mamn”,
"Mo6iuHi peakwyi"
BiANOBIAHO A0
OHOB/EHOT iHthopmaLi 3
6e3nekn 3acTocyBaHHs
Lil0UMX PEYOBUH.

[MepioAnYHICTb NOAAHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

26.

ECTYNIK®

Tabnetkun no 1 mr, no 10
Tabnetok y 6nictepi, no 2
6nicTepun y KapTOHHiIl
Kopoo6ui

3AT
dapmaLeBTUYHN
 3aBog ETIC

YroplmHa

3AT
dapmaleBTUYHNI
3aBog ElC

YropmHa

MepepeecTpavis Ha
HeobMeXeHwWi TepMiH

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
340pOB’A YKpaiu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepiognYHOCTi NOAaHHS

3a
peyermom

He
nionsieae

UA/9845/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
perynsipHux 3BiTiB 3
6e3neku.
27. | ETAMBYTON Tabnetkun no 400 mr no 10 My6niyHe Ykpaina My6nivHe Ykpaina MepepeecTpavis Ha 3a He UA/0136/01/03
Tabnetok y 6nictepi; no 5 akujioHepHe akuioHepHe HeoOMeXeHWn TepMiH. peyenmom nionsizae
6nictepis y nadui; no 120 TOBapucTBo TOBapucTBO 3MiHV Wwoao
TabneTok y KoHTeliHepi "HaykoBo- "HaykoBo- 6e3nekn/edeKkTNBHOCTI
nnacTvkoBomy; no 1 BVPOGHWYNIA BMPOGHUUUIA LLEHTP Ta dpapmakoHarnsgy.
KOHTelHepy B nauLi; no LEeHTp "BopLuariBcbKuii 3MiHa y KOpOTKiii
1000 TabneToK y KoHTelHepi | "BopLyariBcbkuii Ximiko- XapakTepucTuLi
naacTMacoBomy XimiKo- hapmaLeBTUYHNI nikapcbKkoro 3acooy,
chapmaLeBTUYHN 3asog” TEKCTi MapKyBaHHs Ta
 3asoa” IHCTPYKLji Ans
MeAnYHOro

3acToCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3
LocniopKeHb,
npoBefeHnX BigNoBiAHO
[0 NNaHy negiatpuyHmX
pocnigxenb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YMOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTpyKL,i
ANs MefuyHOoro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ginis
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMKN
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemogii”,
"Oco6nmBocCTi
3acTocyBaHHA",
"Mepepno3yBaHHA",
"Mo6iuHi peakwyi"
BiANOBIAHO A0
OHOBJIEHOT iH(hopmaLi 3
6e3neku Ajyoi Ta
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
[OMOMIKHUX PEYOBYH
nNiKapcbkoro 3acoby.
MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.
28. | IBYNPO®EH KpucTaniyHWin NopoLLIoK MpAT YkpaiHa Xyb6eli MpaHynec- Kuraii MepepeecTpauis Ha - He UA/0804/01/01
(cybeTaHuisn) y naketax "papmMaueBTUYH Buokoc HEeobMeXeHWi TepMiH nionseae
noABiliHMX NoONieTUIEHOBNX a thipma Papmac'toTukas
Ansa dapmaleBTUYHOIO "fapHuus” Komnawi /T4,
3acTocyBaHHs
29. | IHAANAMIA NOPOLLIOK (Cy6CcTaHuis) y Yemo |6epika, Icnanis IHaycTpiane Kimika, ITanisa MepepeecTpauis Ha - He UA/9710/01/01
noABiliHMX NoNieTUIeHoBMX C.A. C.P.N. HeobMeXeHwWi TepMiH niosnsieae
nakeTtax gns
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
30. | IHOANAMIA, nopoLUokK (cybeTaHuis) y AT Ykpaina Cyuwxoy JliciHb Kutaii MepepeecTpaLis Ha - He UA/3900/01/01
nakeTax nogBinHux "KNIBCbKWM dapmacbtoTikan Ko. HEOOMEXEHUA TEePMIH nionseae
nosieTuneHoBux ons BITAMIHHUIA nTa.
BMPOGHULITBA HECTEPUNBHUX 3ABO"
NiKapcbknx hopm
31. | IHPJIAPAKC mMasb no 15 r a6o 25 r, abo ToBapucTBo 3 YKpaiHa ToBapucTBo 3 YKpaiHa MepepeecTpavis Ha 3a He UA/10175/01/01
50 ra6o 100 ry Ty6i; no 1 06MeXeHo 06MmeXeHo HEO0BMEXEHWI TEPMIH. peyenmom nionseae
Ty6i y KapTOHHIli KOpoo6Li BignoBiga/IbHICT BiANOBIAA/IbHICTIO
10 "®apmaueBTUyHa MepioAnyHICTb NOAAHHSA
"papmaLeBTNYH KomnaHis "3gopos'a” perynsapHo
a KoMmmnaist OHOB/IOBAHOTO 3BITY 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"3p0pos'a"

6e3nekun BiANOBIAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku

32.

KAMPEOMILVH

MOPOLLIOK A/18 PO34MHY AN1A
iH'ekyiin no 1,0 r y donakoHax

MAT
"Knismegnpenap
ar"

YkpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

MepepeecTpauis Ha
HE0OMEXEHWI TePMIH.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iCHeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/9885/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

33.

KAPBAMAS3EMNIH-
»C

Tabnetku no 200 mr in bulk:
no 6 Kr y nakeri,
BK/1afIeHOMY Y KOHTelHep

TOB "®apma
Crapt"”

YkpaiHa

TOB "®apma Crapt”

YkpaiHa

MepepeecTpauisa Ha
HEoOMEeXeHW TepMiH.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku

He
nionsieae

UA/9472/01/01

34.

KAPBAMAS3ENIH-
»C

TabneTku no 200 mr no 10
Tabnetok y 6nictepi; no 1,
no 2, no 5 a6o no 10
6nicTepiB y nauLi 3 KapToHY

TOB "®apma
Crapt”

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

MepepeecTpauisa Ha
HE0OMEXEHW TEPMIH.
3MiHn | TUny - 3MiHKn
wono
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOoTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeAUYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo gocnimxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk

3a
peyenmom

He
nionsieae

UA/9471/01/01




47

Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

pe3ynbTaT OLiHK/ 3BITY 3

pocnigpkeHb,
npoBefeHnxX Bi4NOBIAHO
[0 NNaHy negiatpuyHnx
pocnigkeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) 3miHn
BHECEHO A0 iIHCTPYKL,i
ANA MeauyHoro
3aCcTOCyBaHHsA
nikapcbKoro 3acoby Ao
po3ainis
"®apMakonorivHi
BNacTVBOCTI"
(yToYHeHHs iHdopMauii),
"Cnoci6 3acTocyBaHHs
Ta o3n" (YTOUYHEHHS
iHdhopmadii),
"MpoTunokasaHHa",
"Mo6iuHi peakuyi”,
"Mepepno3yBaHHA",
"3acTocyBaHHs y nepiof,
BariTHocTi abo
rogysaHHsa rpyaaro”
(yTOouHEeHHs iHchbopmawii),
"Ocob6nuBocCTi
3acTocyBaHHA",
"34aTHICTb BNAVBaTK Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNOpPTOM abo
iHWMMK MexaHi3mamn',
"B3aemogis 3 iHWKMKN
nikapcbknmy 3acobamu
ab6o iHWi B1AN
B3aeMogjit" BiaNoBigHO
[,0 OHOBNEHOT
iHchopmawuii 3 6e3nekn
Lit0Y0i pevoBUHN.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
MopsiaKy 34iCHEHHS!
hapmakoHarnsgy,
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHuu Big 26
BepecHa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku

35.

KNALVA®

rpaHynun gnsa opasibHol
cycneHsii, 250 mr/5 mn; 1
hnakoH 3 rpaHynamu ans
npurotyBaHHs 60 mn abo
100 mn cycneHsii 3 MipHO
TNIOXKO abo MipHUM
LUNPULIOM B KapTOHHIl
KopoobLi

ABGOTT
Na6opatopi3
X

HimeuunHa

A66Bi C.p.n.

ITanis

MepepeecTpauisa Ha
HE0OMEeXeHW TepPMIH.
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHM Y KOPOTKili
XapakrepucTuLj
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
iHCTpYKLji gns
MeAuYHOro
3aCTOCyBaHHsA y 3B’A3KY
i3 HOBMMUW AaHUMK 3
SAKOCTI, AOKTIHIYHUMM,
KMIHIYHUMUN JaHMK Ta
AaHuvn 3
thapmakoHarnsgy -
3MiHV BHECEHO [0
iHCTpYKLji gns
MeAuYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby ao
po3giny "OcobnmBocTi
3acTocyBaHHA"
BiANOBIAHO A0
MaTepianis
peecTpaLinHoro Joche.

MepiognyHICTb NOAAHHSA
perynsipHo

3a
peyenmom

He
nionsieae

UA/2920/04/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

36.

KNALNL®

rpaHynun gns opasibHoi
cycneHsii, 125 mr/5 mn; 1
chnakoH 3 rpaHynamu gns
npurotyeaHHs 60 mn abo
100 mn cycneHsii 3 MipHOt
JIOXKKOK abo MipHUM
LUMPWLIOM B KapTOHHIi
Kopoo6ui

AB6OTT
Nabopatopi3
X

HimeyunHa

A66Bi C.p.n.

ITanisa

MepepeecTpauis Ha
HeoOMeXeHWn TEPMIH.
3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnagy.
3MiHM y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeaNYHOro
3aCTOCyBaHHS Y 3B’A3Ky
i3 HOBUMU JaHUMK 3
AKOCTI, JOKNIHIYHUMU,
KNIHIYHMW gaHuMK Ta
JaHuvn 3
hapmakoHarnagy -
3MiHV BHECeHOo A0
IHCTPYKUT AnA
MeaNYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3giny "OcobnmBocTi
3acTocyBaHHsA"
BignoBigHO 0
mMarepianis

3a
peyenmom

He
nionsieae

UA/2920/04/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

peecTpauiiHoro JOCbeE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

37.

KOPBAJIKAINC
EKCTPA

Kancynu Teepai, no 10
Kancyn y 6nicrepax; no 10
Kancyn y 6nictepi; no 1 abo
3 6nicTepu B naui

AT

"KNIBCbKW

BITAMIHHWA
3ABOJ"

Ykpaina

AT “KI/ITBCbKI(JI/I
BITAMIHH1N
3ABO4"

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.
3MiHV Wwoao
6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapaKkTepucTui
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
[ochiopKeHb,

6e3
peyenma

He
nionsieae

UA/13729/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
npoBefeHnX BiANOBIAHO

[0 NNaHy negiatpuyHmX
pocnigxeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXEHUM
opraHom) - 3miHn
BHECEHO A0 IHCTpyKu,i
ANA MefuyHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ginis "B3aemogis 3
HLUIMMW NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemogii”,
"Ocob6nuBocCTi
3acTocyBaHHA",
"34aTHICTb BNAVBaTK Ha
LIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNOpPTOM abo
iHWMMK MexaHi3mamn',
"Aitn" (6yno: ocsig
3aCcTOCyBaHHs
nikapcbKoro 3acoby
AiTAM BiacyTHin. Ctano:
[locBif, 3aCTOCYBaHHSA
nikapcbKoro 3acoby
[iTAM BiACYTHI, TOMy
npenapar He cnig,
3acTocoByBaTtu y
negiaTpyyHiin npaxkTu),
"Mepepno3yBaHHA",
"Mo6iuHi peakwyii"
BignoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekun girynx
PeYOoBMH NiKapcbKoro
3acoby.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

38.

KOPBANTAB

Tabnetku; no 10 TabneTok y
6nictepax; no 10 TabneTok y

6nictepi; no 2 Ta 10

6nicTepiB y nayLi 3 KApTOHY

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.

MepiognyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsigky 34iCHEeHHS
thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHM
340pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HavYeHMn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

6e3
peyenma —
Ne 10 ma Ne
10x2; 3a
peuyenmom —
Ne 10x10

He
nionsieae

UA/1028/01/01

39.

KOPBA/NITAB

Tabnetku; no 10 TabneTok y
6nictepax; no 10 TabneTok y

6nictepi; no 2 Ta 10

6nicTepiB y NayLi 3 KAPTOHY;

in bulk: no 7 kr TabneTok y

TOB "®apma
Crapt”

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.

MepiognyHICTb NOAAHHSA
perynsipHo

He
nionsieae

UA/3760/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nonieTMIeHOBOMY MakeTi; Mo
1 nakeTy B KOHTeliHepi

OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0OXOPOHU
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

40.

KOPUH®AP®

TabneTky NPOsIOHroBaHoI Al
no 10 mr no 10 TabneTtok y
6nictepi; no 3 6nictepn y
Kopo6ui; no 50 abo 100
TabneTtok y gonakoHi; no 1
chakoHy y Kopobui

TeBa
dapmauesTikan
IHpacTpi3 /174,

13painb

MIBA XpBatcka
A.0.0.

Xopsaris

MepepeecTpauis Ha
HeoOMeXeHWn TEPMIH.
3MiHu | TYnYy - 3MiHK
wozno
6e3nekn/edPeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapakTepucTuLi
nikapcbKkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnigpxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3
LocniopKeHb,
npoBefeHnX BigNoBIAHO
[0 NNaHy negiatpuyHmNX
pocnigkenb (PIP) (iHwi

3a
peyenmom

He
nionseae

UA/9756/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

3MiHM) - 3MiHU BHECEHO
[0 IHCTPYKLUiT Ans
MeaNYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
posginis:
"®apmakonoriyHi
B/1acTMBOCTI",
"Moka3aHHA"
(peparyBaHHs - 6yno:
NikyBaHHS apTepiasibHOT
rinepTeHsii. JlikyBaHHA
cTeHokapaii (roNI0BHUM
YMHOM Ba30CnacTUYHOI
Ta XPOHiYHOI cTabinbHOI
cTeHokapgji); crano:
EceHujanbHa
rinepTeHsis.
CreHokapgis (roNoBHUM
4YMHOM Ba3ocCnacTMyHa
Ta XpOHiyHa cTabifibHa
CTeHoKapaisi),
"TpoTunokasaHHa",
"B3aemogis 3 iHWyMn
nikapcbknMmn 3acobamm
Ta iHWi B1uan
B3aemogii”,
"Ocob6nuBocCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiof,
BariTHocTi abo
rogysaHHsa rpyaaro”
(yTouHeHHs), "Cnoci6
3acTocyBaHHA Ta go3n"
(yTouHeHHs), "OiTn"
(peparyBaHHs),
"Mepepno3yBaHHA",
"MobiyHi peakuii” o040
6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby
BignoBigHO A0
marepianis
peecTpauiiHoro JOCbeE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOBJTHOBAHOIO 3BITY 3
6e3neku BifNOBIAHO [0
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

41.

KOPUH®AP®
PETAP[,

TabneTkv NPosIOHroBaHoI fji
no 20 wr, no 10 TabneTok y

6nicTepi; no 3 6nictepu B

Kopo6ui; no 50 a6o no 100
Tabnetok y ¢psiakoHi; no 1
dhnakoHy B KOPO6L

TeBa
dapmaueBTikan
IHoacTpi3 /1T14.

13painb

MNIBA XpBaTcka
4.0.0.

Xopsaris

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.
3MiHV Wwoao
6e3nekn/edeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapaKkTepucTui
nikapcbKkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpauiiHnii
nepiog, abo sk
pes3ynbTaT OLiHKM 3BITY 3
LocCniopKeHb,
npoBefeHnX BigNoBiAHO
[0 NNaHy negiatpuyHnNX
pocnigkenb (PIP) (iHwi
3MiHM) - 3MiHU BHECEHO
00 IHCTPYKLUiT Ans
MeAMYHoro

3a
peyernmom

He
nionsieae

UA/9815/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ainis
"MpoTunokasaHHa",

"B3aemogis 3 iHWKMKN
nikapcbknmy 3acobamu
Ta iHWi Buan
B3aemogiin”,
"Oco6nuBocCTi
3acTocyBaHHA",
""3acTocyBaHHs y
nepiog, BaritTHocTi abo
rogysaHHA rpyaaro”,
"3paTHICTb BNAMBATU Ha
LWBUAKICTb peakwiii npu
KepyBaHHi
aBTOTpaHcnopToM abo
iHWMKU MexaHi3mamn®,
"Cnoci6 3acTocyBaHHs
Ta fo3n" (YTOYHEHHS
iHchopmawyii), "Aitn"
(yTO4HEHHs iHchopmawi),
"Mepepno3yBaHHA",
Mo6iuHi peakuii”
BiANOBIAHO A0
MaTepianis
peecTpauiiHoro oche.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 27

rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO

3i cTpokamu,
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.
42. | KODEIH KpucTaniyHmii nopoLlok abo MpAT Ykpaina LWaHaoHr KciHxya Kutaii MepepeecTpavis Ha - He UA/14008/01/01
KpucTanm (cybcTaHuis) y "PapmaueBTUYH dapmac totukan Ko., HEOBMEXEHUA TEPMIH nionseae
nakeTax noABinHNX a chipma nrp.
nonieTuneHoBux ans "fNapHuus”
hapMaLeBTUYHOTO
3aCcTOCyBaHHSA
43. | KPANNI BEPELU Kpanni opasibHi no 30 mn 3AT "BepeLu YropLumHa 3AT "bepelLu YropLumHa MepepeecTpavis Ha 6e3 nionsieae UA/9101/01/01
NNHCe® a6o 100 mn y chnakoHi 3 dapma” Papma" HeoOMeXeHW TEPMIH. peyenma
Npo6KoL-KpanenbHULEo; No
1 dpnakoHy B KapTOHHii MepiognyHiCTb NOAAHHSA
Kopo6ui; no 30 may perynspHo
h1aKkoHi 3 MPo6Koto- OHOBJ/ItOBAHOIO 3BITY 3
KpanesnbHULeto; no 4 6e3neku BiANOBIAHO A0
h1akoHW B KApTOHHI Mopsaky 34iACHeHHS
KopooLi thapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oM
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa 0OXOpPOHM
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHmn y
nepiogNYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3nekw.
44. | KCU3AN® TabneTkun, BKpUTI N1iIBKOBOKO HOCB dapuuim LLeiiuapis BUPO6HUK in bulk: Liseiiuapis/ MepepeecTpaLis Ha 6e3 nionseae UA/9127/01/01
060/10HKOH, MO 5 Mr no 7 C.A. KOCB dapuwim C.A., ITanis HEeoOMeXeHW TEPMIH. peuyenma

abo 10 TabneTok y 6nictepi;
no 1 a6o 2 6nictepn y
KapTOHHI KOpoOLj

LLiBeiiuapis

nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BUPOBHMK
BiANoBiganbHUii 3a
BUMYCK Ta KOHTPO/1b
SIKOCTI cepil:

3MiHV Wwoao
6e3nekn/edeKkTUBHOCTI
Ta hapmakoHarnsgy.
3MiHM y KOpOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKLi ANns
MeAnYHOro
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Eiicika
dPapmacbioTrKan3
C.P.N., Itanis

3aCTOCyBaHHSA Y 3B’A3Ky
i3 HOBUMUW AaHUMK 3
SAKOCTi, AOKTIHIYHUMM,
KNIHIYHMW faHuMK Ta
JaHuvn 3
hapmakoHarnagy -
3MiHV BHECEHO Ao
IHCTPYKUT Ans
MeAUYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3sginis "Mo6iyHi
peakuii”, "OcobnmBocTi
3acTocyBaHHS"
BiANOBIAHO A0
Marepianis
peecTpaLiiHoro A0CbE.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

45,

NIBATH-M®

necapii no 400 mr, no 5
necapiis y ctpuni; no 1 abo
2 cTpunu B nayui 3 KapTOHY

NAT
"MoHcpapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

MepepeecTpauis Ha
HE0OMEXEHWI TePMIH.
3MiHn | TUny - 3MiHK
wono
6e3nekn/edeKTNBHOCTI
Ta papmakoHarnsgy.

6e3
peyenma

nionsieae

UA/13883/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

3MiHa y KOpOoTKili
XapakrepucTuLj
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT Ans
MeAUYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/tOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo focniaxKeHb
3 6e3nekun 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
pocnigpkeHb,
npoBefeHnX BigNOBIAHO
[0 NNaHy negiatpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3ro/pkeHo 3
KOMMNETEHTHUM
YNOBHOBaXEeHUM
opraHom) 3miHn
BHECEHO A0 iIHCTPYKL,i
ANA MeauyHoro
3aCTOCYyBaHHSA
nikapcbKoro 3acoby Ao
po3ainis "MNoka3aHHA"
(yTOouHEeHHs iHchbopmawii),
"Ocob6nuBocCTi
3acTocyBaHHA",
"3AaTHICTb BNAVBaTK Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTpaHCNOpPTOM abo
iHWMMK MexaHi3mamn',
"Mo6iuHi peakwyii”
BiANOBIAHO A0
OHOB/IEHOT iHdhopmaLii 3
6e3nekn 3acTocyBaHHsA
Aio4oi Ta ONOMIKHUX
PEYOoBUHM.

MepiognyHICTb NOAAHHS
perynsipHo
OHOBJTHOBAHOIO 3BITY 3

6e3neku BifNOBIAHO [0
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

46.

NINA3A F-AP 15

NOpOLLOK (Cyb6CcTaHuis) y
XEPCTAHUX KopobKax Ans

BUPOGHNLITBA HECTEPULHUX

nNikapcbknx opm

MAT "BiTamiHn"

Ykpaina

AmaHO EH3iMm IHK.

AnoHia

MepepeecTpavis Ha
HeobMeXeHWi TepMiH

He
nionsieae

UA/0472/01/01

47.

NONEPAMIA-
340POB'A

TabneTkun no 2 mr no 10
Tabnetok y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHI KopooLi

ToBapucTeo 3
06MexeHoto
BiANOBIga/bHICT
10
"®apmaueBTUYH
a KoMnaHis
"3p0pos'a”

YKpaiHa

ToBapucTBO 3
06MexeHo
BiANOBIAANbHICTIO
"®apmaueBTnyHa
KoMnaHisa "3g0pos'a”

YKpaiHa

MepepeecTpauisa Ha
HE0OMEeXeHW TePMIH.
3MiHu | TUnYy - 3MiHK
wono
6e3nekn/edeKTNBHOCTI
Ta papmakoHarnsgy.
3MiHa y KopoTkili
XapakrepucTuLj
nikapcbkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT Ans
MeANYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOBJ/tOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekn 3aCToCcyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
LocniopkeHb,
npoBefieHnX BigNoBiAHO

6e3
peuyenma

niosnsicae

UA/1674/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

[0 NNaHy negiatpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMETEHTHUM
YMNOBHOBaXEHUM
opraHom) 3miHn
BHECEHO A0 iHCTPYKLi y
po3gainu "OcobnmBocTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogyBaHHA rpygnro”,
"Mepepo3yBaHHA"
BignoBigHO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekun gjtoyoi
peyoBuHN.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

48.

NOPU3AH®

Tabnetku no 10 mr no 10
Tabnetok y 6nictepi; no 1
6nicTepy y navui

MAT
"Knismegnpenap
ar"

YkpaiHa

MAT
"Knismegnpenapar”

YkpaiHa

nepepeecTpaujis Ha
HE0OMEXEHWI TePMIH.

6e3
peyenma

nionsieae

UA/0905/01/01

49,

MAPKAIH
CNIHAN XEBI

PO34UH ANs1 iH'EKLN, 5
Mr/ma, no 4 Ma B amnyni; no

AcneH dPapma
TpeigiHr

IpnaHgais

CeHexci

PpaHuin

MepepeecTpauis Ha
HeoOMeXeHWn TEPMIH.

3a
peyenmom

He
nionsieae

UA/0615/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
5 aMnyn y KOHTYpHiii Nimiteq 3MiHn |l Tuny - 3MiHn
YapyHKOBIli ynakosLi; no 1 uoao
KOHTYPHIli YapyHKOBIi 6e3nekn/edPeKkTUBHOCTI

YMaKoBLji B KAPTOHHIl
KopooLi

Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapakTepucTuLi

nikapcbKoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi Ans
MeANYHOro
3acTOCyBaHHS Yy 3B’A3Ky
i3 HOBUMY A@HNMK 3
SAKOCTIi, AOKTIHIYHUMM,
KNIHIYHMW faHuMun Ta
JaHumm 3
thapmakoHarnsgy -
3MiHV BHECeHo [0
IHCTPYKLi Ans
MeANYHOro
3aCTOCyBaHHSA

nNiKkapcbKoro 3acoby y

po3ainu :
"®apMakonorivHi
BNacTMBOCTI"(YTOYHEHHSA
iHchopmawii), "B3aemogis
3 HLWXMW NiKapCbKMMKN
3aco6amu Ta iHWi BUan
B3aEMogiin",
"OcobnnBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta
[031"(YTOYHEHHS
iHchopmawyii),
"Mepepno3yBaHHA",
"Mo6iuHi peakuyii”,
"HecymicHicTb"
BiANOBIAHO A0
MaTepianis
peecTpauiiHoro ocheE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHM
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
50. | HATPIHO nopoLUokK (cybeTaHuis) B MAT "®dapmak” Ykpaina OJIOH C.N.A. ITania MepepeecTpavis Ha - He UA/1412/01/01
KPOMOIIKAT MiLLKax noABiIAHNX HeoOMeXeHWin TepMiH nionsizae
nonieTNeHoBux ans
BUPOGHMLITBA CTEPUSIBHUX
Ta HECTEePUNbHUX
nNiKapcbknx hopm
51. | HITPOMNIUEPUH | piavHa (cy6cTaHuis) y TOB HaykoBso- Ykpaina TOB HaykoBso- Ykpaina MepepeecTpavis Ha - He UA/13774/01/01
PO3BAB/IEHUN CKNAHWX BYTNAX ANs BMPOGHMYA BMPOGHMYa doipma HeobMeXeHWin TepMiH nionsizae
hapmaueBTUYHOIO hipma "Mikpoxim"
BMKOPUCTaHHSA "Mikpoxim"
52. | HOBOKAIH NOPOLLIOK KpUcTanivyHmii abo TOB "VcTok- Ykpaina l'yaHci LWeHrTai Kutaii MepepeecTpavis Ha - He UA/13731/01/01
(MPOKAIHY Kpuctanu (cybcraHuis) y Mmoc" Kemikan Ko., N14 Heo6MeXeHuii TepMiH nionszae
rigPoOX0PUA) MilKax noaBiHMX
nonieTMNeHoBux ans
hapmaLeBTUYHOro
3aCTOCyBaHHSA
53. | HOPMAIYT Kancynu, no 10 kancyny Mera ABcTpanis Appgetichapm M6 X HimeuunHa MepepeecTpavis Ha 6e3 niosnsieae UA/9221/01/01
6nictepi; no 1 a6o 3 NaiidpcalieHci3 HEO0BMEXEHWI TEPMIH. peyenma
6nicTepn B KAPTOHHIA (AscTpanis) MTi 3MmiHu | TUny - 3MiHKn
ynakoBLi nTg wozno
6e3nekn/edPeKkTUBHOCTI

Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapakTepucTui

nikapcbKoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi Ans
MeANYHOro
3acToCyBaHHSA Ha
nigcrasi perynspHo

OHOB/IOBAHOTO 3BITY 3
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

6e3nekn Nikapcbkoro
3acoby, abo focniaxKeHb
3 6e3nekun 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
pocnigpkeHb,
npoBefeHnxX Bi4NOBIAHO
[0 NNaHy negiatpuyHnx
pocnigpkeHb (PIP) (3MiHy
Y3rO[KEHO 3
KOMMNETEHTHUM
YNOBHOBaXeHUM
opraHom) 3miHn
BHECEHO A0 iIHCTPYKL,i
ANA MeauyHoro
3aCcTOCyBaHHsA
nikapcbKoro 3acoby ao
po3ainy "Mo6iyHi
peakuii" BiANoBIgHO A0
OHOB/IEHOT iHdhopmaLii 3
6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby.
3MmiHu | TUny - 3MiHK
wozno
6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3araslbHeHUX JaHnx
npo cuctemy
chapmakoHarnsgy
(BBEOEHHA
y3araslbHeHUx faHux
npo cucTemy
hapmakoHarnsgy, amiHa
YMOBHOBaXeHOT 0cobwm,
BiAMNOBiAa/IbHOT 3a
3[jiiCHEHHS!
thapmakoHarnsagy;
KOHTaKTHOi 0cobu 3
hapmakoHarnsgy
3asBHUKa 41
3[jiiCHEHHS
hapmakoHarnsgy B
YkpaiHi, SIKLLO BOHA
BigMiHHa Bif,
YNOBHOBaXEHOI 0c0o6U,
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
BiANOBiAa/IbHOT 32
3[jiiCHEHHS
hapmakoHarnsgy

(BK/IIOYAKOUN KOHTAKTHI
AaHi) Ta/abo 3MiHn y
PO3MiLLEHHI MacTep-

thaiina cuctemu
thapmakoHarnagy)
3MiHa YNOBHOBaXEHOT

KBaUTidhikoBaHOT 0CO6M

3asBHUKA,
BiANOBiAaLHOI 3a
thapmakoHarnag: fitoua
pepakuis: Yaiika HOpiii
leHagjiioBnY.
MponoHoBaHa pegakuis:
Mpamog MaHe/Pramod
Mane. 3miHa KOHTaKTHUX
AaHux. 3miHa
YNOBHOBaXXeHOI
KBaUtichikoBaHOi 0CO6M
3asBHUKA B YKpaiHi Ans
3[iiCHEHHS
thapmakoHarnagy:
[itoua pepakuis: Yavika
HOpiii M'eHagjlioBnY.
MponoHoBaHa pegakuis:
BiTkoBCbka TeTsHa
BitaniiBHa. 3miHa
KOHTaKTHUX JaHWX.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IHOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
300poB’st YKpaiHu Big 26
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku

54.

noBIAOH-NOA

nopoLUokK (cybeTaHuis) y
nakeTax nonieTuIeHoBMx
ans hapmaueBTUYHOTO
3acTocyBaHHS

TOB
"®APMEKC
reymn"

YKpaiHa

tOHiNe6 Kemikanc
eHp
dapmacbloTikanc
rer. /114,

IHais

MepepeecTpauisa Ha
IHAiA HeobMexeHwi
TepMiH

He
nionsieae

UA/13843/01/01

55.

PEHA/ITAH®

Tabnetky in bulk: no 2500
TabneTokK y KOHTelHepi 3
KOHTPO/IEM NepLUOro
pO3KpPUTTA

MNpuBaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

YKpaiHa

MNpusartHe
akuioHepHe
TOBapUCTBO "J1eKxim
- XapkiB"

YKpaiHa

MepepeecTpauisa Ha
HE0BMEeXeHW TepMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/tOBAHOTO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEP)KEHOr0 Hakasom
MiHicTepcTBa 0OXOpPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3riHO
3i cTpokamu,
3a3HavYeHMUN y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

He
nionsieae

UA/1531/01/01

56.

PEHA/TTAH®

Tabnetku, no 10 TabneTok y
6nictepi, no 1 a6o 2
6nicTepn y nadui 3 KapTOHY

MNpuBaTHe
akujioHepHe
TOBapuCTBO

"lekxim -
Xapkis"

YKpaiHa

MNpusartHe
aKujioHepHe
TOBapUCTBO "J1eKxim
- XapkiB"

YKpaiHa

MepepeecTpauis Ha
HeobMexeHuli TepMiH.
3MiHM Wwoao
6e3nekn/edheKTUBHOCTI
Ta hapmakoHarnagy.
3MiHa y KOpoTKili
XapakTepucTui
nikapcbKoro 3acooy,
TEKCTi MapKyBaHHs Ta

6e3
peyenma

nionsiecae

UA/1530/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
IHCTpYKLji gns
MeN4YHOTO

3aCTOCyBaHHA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3rnekun nikapcbkoro
3acoby, abo focniakeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepioz, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
[ocnigpkeHb,
npoBeeHuX BianosigHoO
[0 NnaHy negiatpuyHnx
pocnipxenb (PIP) (3MiHy
Y3ro[pKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHn
BHECEHO [0 IHCTPYKL,i y
po3ginu "OcobnmsocTi
3acTocyBaHHA",
"34aTHICTb BNAVBaTK Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBTOTPaHCNOPTOM abo
iHWMMK MexaHi3mamn',
"Mo6iuHi peakwyii”
BiANOBIAHO A0
OHOB/IEHOT iHdhopmaLii 3
6e3neku gjitoyoi
PEYOoBUHM.

MepioAnYHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
Mopsaky 34iACHEeHHS
thapmakoHarnsagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHumMn y
nepiognYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

57.

CEAATUB NLU®

Tabnetku, no 20 TabneTok y
6nictepi, no 2 6nictepu B
KapTOHHI Kopoo6Li

BEYAPOH

®paHuin

BEYAPOH

®paHuin

MepepeecTpauis Ha
HeoOMeXeHW TEPMIH.
3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpoTkili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeAUYHOro
3aCTOCyBaHHSA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo gocnimxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
nocniopkeHb,
npoBefeHnX BigNOBIAHO
[0 NNaHy negiatpuyHnX
pocnigkeHs (PIP) (3MiHy
Y3rO[DKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn
BHECEHO A0 iIHCTPYKL,i
AN MeauyHoro
3aCTOCyBaHHS
nikapcbKoro 3acoby ao
po3giny "OcobnmBocTi
3acTocyBaHHA"
BiANOBIAHO A0
OHOBJIEHOT iH(hopmaLi 3
6e3nekn 3acTocyBaHHs

6e3
peuyenma

nionsieae

UA/9343/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

,D,OI'IOMi)KHVIX PEevYOoBUH.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku

58.

CKIH KAN

aepo30s1b 0,2 %, no 50 mn,
100 mn abo 200 mny
MOHO6.10K-6as10Hi; Mo 1
MOHO06/10K-6a10Hy B
KapTOHHI Kopoo6Li

XEMIFPYT
®PAHC

®paHuis

"PECI®APM
MAPETC, C.N1.",
IcnaHis

XemiHoBa
IHTepHacioHasb,
C.A., IcnaHis

IcnaHis

MepepeecTpavis Ha
HeoOMeXeHW TepMiH.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iACHeHHS
thapmakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3/10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
340pOB’A YKpaiu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO

6e3
peyenma

nionsieae

UA/3789/03/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.
59. | COTANony nopoLuokK (cybcTaHuis) B AT Ykpaina Kambpekc ITanis MepepeecTpavis Ha - He UA/4046/01/01
riAPOXNOPUL, nakeTax noABinHNX "KUIBCbKWM Mpodhapmako MinaH HeobMeXeHwWi TepMiH nionsizae
nonieTuneHoBux ans BITAMIHHUIA C.p.n.
BMPOGHULITBA HECTEPUBHUX 3ABO"
nNiKapcbknx hopm
60. | CTPENTOMIUWH | nopowwok (cyb6cTaHuis) y NAT Ykpaina HopT YaiiHa Kutaii MepepeecTpavis Ha - He UA/1318/01/01
Y CYNb®AT 6igoHax anoMiHieBMX Ans "Kuismegnpenap dapmacbloTikan HeobMeXeHWin TepMiH nionsiae
BMPOGHULITBA CTEPU/IBHNX ar" XyauueHr Ko., JItg,
niKapcbknx hopm
61. | TEHOXOMN TabneTkn, BKpUTI M/1IBKOBOKO Makneogc IHgis Makneoac IHgis MepepeecTpauis Ha 3a He UA/13279/01/01
o0600HKot0, Mo 300 Mr, Mo dapmacbloTUkan dapmMacbloTUKasIC HeobMeXeHnii TepMiH peyenmom nionsieae
30 TabneTok y gonakoHi, no c Nlivitep Nimiteq 3MiHK | TURy - 3MiHK

1 chnakoHy B KapTOHHiIl
ynakoBLi

wono
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnagy.
3MiHW Y KOPOTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeANYHOro
3aCTOCyBaHHSA
reHepuyYHuX/ribpnaHnx/6
ionoAibHUX NikapcbKmx
3aco6iB Nicnsi BHECEHHSA
Tiel caMol 3MiHM Ha
pechbepeHTHWiA Nnpenapat
(3miHa He nNoTpebye
HalaHHS XXOAHWUX HOBUX
[0[AaTKOBUX faHunX) -
3MiHM BHECEHI J0
IHCTPYKUIT y po3ainn
"apmakoTepanesTuyHa
rpyna” (LWoao Hasewm),
"Moka3zaHHA"
(YTOUYHEHHS),
"MNpoTunokasaHHsA",
"B3aemopis 3 iHWMMKn
nikapcbknmy 3acobamu
Ta iHWi Buan
B3aemogiin”,
"Oco6nnBOCTi
3acTocyBaHHg",
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

"3acTocyBaHHs y nepio
BariTHocTi abo
rogyBaHHA rpyaanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun”, "Oitn",
"Mo6iuHi peakwyi"
BiANOBIAHO A0
iHdhopmauii
pedyepeHTHOoro
nikapcbKoro 3acoby
(Bipean, TabneTkm
BKPUTI MNiBKOBOIO
060/10HKO0, No 300 mr)

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku

62.

TPUSUMNH®
NOHr

TabneTkv NPosIOHroBaHoI fji
no 750 mr; no 28 TabneTok y

6aHLi; no 1 6aHui B nayui 3
KapToHYy

TOB HB®
«MIKPOXIM>»

Ykpaina

TOB HB®
«MIKPOXIM»

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO J0
Mopsaky 34iACHeHHS
chapmakoHarnsgy,
3aTBEPLKEHOIO HAKa3oM

3a
peyernmom

He
nionsieae

UA/12303/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

63.

TPUSUMNH®
NOHr

TabneTkv NPosIOHroBaHoI fji
no 1000 wmr; no 28 TabneTok
y 6aHuj; no 1 6aHui B nayui 3

KapToHy

TOB HB®
«MIKPOXIM>»

Ykpaina

TOB HB®
«MIKPOXIM»

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHW TepMiH.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun BigNOBIAHO J0
Mopsaky 34iACHeHHS
thapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpOHHM
3/10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
340pOB’A YKpaiu Bif 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHuMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

3a
peyernmom

He
nionsieae

UA/12303/01/03

64.

TPUSUMNH®
NOHr

TabneTky NposIOHroBaHoI fji
no 500 mr; no 28 TabneTok y

6aHLi; no 1 6aHui B nayui 3
KapToHY

TOB HB®
«MIKPOXIM>»

Ykpaina

TOB HB®
«MIKPOXIM>

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.

[MepiognYHICTb NOAAHHS

3a
peyerimom

He
niosnsicae

UA/12303/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuiT
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

65.

®EHICTUN FENb

renb 0,1 %, no 30 ry Ty6i;
no 1 Ty6i y KapTOHHIi
KopoobLi

'CK KoHcblomep
Xenckep C.A.

LLsenuapis

BMPOGHMLITBO 3a
MOBHUM LK/IOM:
Hosapric
KoHcblomep Xesc
CA

LLsenuapis

MepepeecTpavis Ha
HeoOMeXeHW TePMiH.
3MiHV Wwoao
6e3nekn/edPeKkTNBHOCTI
Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapakTepucTuLi
nikapcbKkoro 3acooy,
TEKCTi MapKyBaHHs Ta
IHCTPYKLji Ans
MeAnYHOro
3acToCyBaHHS Y 3B'13Ky
i3 HOBUMY A@HNMK 3
SAKOCTIi, AOKMIHIYHUMM,
KNIHIYHYMW faHuMKn Ta
JaHumm 3
thapmakoHarnsgy -
3MiHV BHECEHOo [0
IHCTPYKUiT Ansa
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ginis "Cnoci6
3acToCyBaHHsA Ta 403n",
"B3aemogis 3 iHWyMu

6e3
peyenma

nionsieae

UA/0894/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

nikapcbknMmn 3acobamm
Ta iHWi B1uan
B3aemogii”,
"Oco6nmBocCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiof,
BariTHocTi abo
rogysaHHa rpygaro”,
"Mepepno3yBaHHA",
"3paTHiCTb BNAMBaTU Ha
LIBUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
IHLLMMK MexaHi3mamn”
BiANOBIAHO A0
iHchopmawii cTocoBHO
6e3neku, sika 3a3HaveHa
B MaTepianax
peecTpauiiHoro JocChbeE.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPL)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

66.

®NYKOHA3O/-
JAPHULA

Kancynu no 100 mr no 10
Kancys y KOHTYpHii
YapyHKOBili ynakosLi, no 1
KOHTYPHIli YapyHKOBIi1

MpAT
"®apmaueBTUUH
a hipma
"fapHuus”

Ykpaina

MpAT
"®apmaueBTuyHa
ipma "dapHuus"

Ykpaina

MepepeecTpavis Ha
HeoOMeXeHWn TepMiH.
3MiHV Wwoao
6e3nekn/eddeKkTUBHOCTI

3a
peyermom

He
nionsieae

UA/1153/01/02
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs

ynakoBLi y nayui

Ta hapmakoHarnsgy.
3MiHa y KOpOTKiii
XapakTepucTui

nikapcbKoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLi Ans
MeANYHOro
3acTOCyBaHHSA Ha
nigcrasi perynspHo

OHOB/IIOBAHOTO 3BITY 3

6e3nekn Nikapcbkoro

3acoby, abo gocnigxeHb
3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpayjinHnii
nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3
LocCniopKeHb,
npoBefeHnX BiANOBIAHO
[0 NNaHy negiatpuyHmX
pocnigxeHb (PIP) (3MiHy
Y3rO[pKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn

BHECEHO A0 IHCTPYKLUIT

AN MeauyHoro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ginis "B3aemogis 3
HLUIMMW NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemogii”,
"Ocob6nuBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta fo3n"
(yTOYHEHHS
iHchopmawii) , "Mo6iuHi
peakuii" BiANoBIigHO A0
OHOB/IEHOT iHdhopmaLii 3
6e3nekn 3acTocyBaHHsA
L0401 pEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BiANOBIAHO J0
MopsaKy 34iACHEeHHS
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

thapmakoHarnsagy,
3aTBEPAKEHOIO Haka3oM
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii
Ykpainun 19 rpyaHs 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa OXOPOHU
340pOoB’s YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepiognYHOCTI NOAaHHSA
perynspHux 3BiTiB 3
6e3neku.

67.

®IYKOHA3O/-
JAPHULA

kancynu no 150 mr no 1
Kancysi y KOHTYpHii
YapyHKOBIli ynakosui, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji y nayui; no 1
Kancy/sii y KOHTYpHii
YapyHKOBIli ynakoBsLi, no 2
a60 3 KOHTYpHI YapyHKOBI
ynakoBKuW y nauli

MpAT
"GapmMaueBTUYH
a chipma
"fNapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuua”

YKpaiHa

MepepeecTpauisa Ha
HeobMeXeHWn TEPMiH.
3MiHM Wwoao
6e3nekn/edeKTNBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOoTKili
XapakTepucTui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT AnA
MeAUYHOro
3aCTOCyBaHHA Ha
nigcTasi perynspHo
OHOB/OBAHOTO 3BITY 3
6e3nekn nikapcbKoro
3acoby, abo gocnimxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiiHnii
nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
nocniopkeHb,
npoBefeHnX BigNOBIAHO
[0 NNaHy negiatpuyHnX
pocnigkeHb (PIP) (3MiHy
Y3rO[DKEHO 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3miHn

Ne2, Ne3 -
3a

peyerimom;,

Ne 1 - 6e3
peuyenma

Ne 2, Ne 3
— He
nionsi2ae;
Ne 1 -
nionseae

UA/1153/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BHECEHO A0 iIHCTPYKL,i
ANA MeauyHoro
3aCTOCYBaHHSA
nikapcbKoro 3acoby ao
po3ginis "B3aemogis 3
HLUIMMKN NiKapCbKMK
3acobamu Ta iHWi Buan
B3aemogiin”,
"Oco6nuBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta fo3n”
(yTOYHEHHS
iHhopmawuii) , "MoGiyHi
peaxuii” BignoBigHoO A0
OHOB/IEHOT iHhopmaLlii 3
6e3nekn 3acToCcyBaHHsA
Lit040i pevoBUHN.

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iiCHeHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

68.

®YKOHA3O/-
JAPHULA

Kancynu rno 50 mr no 10
Kancyn y KOHTYpHii
YapyHKOBIli ynakosLi, no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi y nayui

MpAT
"®apmaueBTUYH
a thipma
"fapHuus”

YkpaiHa

MpAT
"®apmaveBTUyHa
dipma "lapHnua”

YkpaiHa

MepepeecTpauis Ha
HE0OMEeXeHW TepPMIH.
3MiHV Wwoao
6e3nekn/edeKTUBHOCTI
Ta hapmakoHarnsgy.
3MiHa y KOpOoTKili

3a
peyenmom

He
nionsieae

UA/1153/01/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
XapakTepucTmui

nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTpYKLji gns
MeAUYHOro
3aCTOCyBaHHSA Ha
nigcrasi perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro
3acoby, abo focnigKeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsapeecTpauiiHnii
nepioz, abo sk
pe3ynbTaT OLiHK/ 3BITY 3
[ocnigpkeHb,
npoBeeHuX BianoBigHO
[0 NnaHy negiatpuyHnx
pocnipxenb (PIP) (3miHy
Y3ro[pKeHo 3
KOMMNETEHTHUM
YNOBHOBaXXEHUM
opraHom) - 3MiHn
BHECEHO 0 IHCTPYKL,ii
ANA MeauyHoro
3aCTOCyBaHHSA
nikapcbKoro 3acoby o
po3ginis "B3aemogis 3
IHLIMMK NiKapCbKMun
3acob6amu Ta iHWi BUAn
B3aEMogiin",
"OcobnnBOoCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta go3n"
(yTOYHEHHs
iHbopMmawii) , "MoGiyHi
peakuii" BigNoBIigHO A0
OHOB/EHOT iHthopmaLi 3
6e3nekn 3acTocyBaHHs
L0401 PEYOBUHN.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku Bi4NOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsagy,
3aTBEPKEHOTO HaKa3oM
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3nekw.

69.

®NYOKCETUHY
rAPOXNOPUA,

NOPOLLOK (Cy6CcTaHuis) y
NoABINHMX NOETUIEHOBUX
nakeTax gns
hapMaLeBTUYHOTO
3acTocyBaHHs

Yewmo l6epika,
C.A.

IcnaHis

Kimika CiHTeTika,
C.A.

IcnaHis

MepepeecTpavis Ha
HeobMeXeHWi TepMiH

He
nionsieae

UA/13610/01/01

70.

®JTIO3AK-50 AT

TabneTtku, Wo
avcneprytoTbes, no 50 mr,
no 4 a6o no 10 TabneTok y
cTpuni; no 1 cTpuny B
KapTOHHI Kopoo6Li

€Bpo laiidkep
nrtg,

Benvka
BpuTtaHis

$AC Nimvitep,

IHais

MepepeecTpauis Ha
HeobMeXeHWin TepMiH
3MiHM Woao
6e3nekn/edeKTNBHOCTI
Ta papmakoHarnsgy.
3MiHa y KopOoTkili
XapakrepucTuLj
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta
IHCTPYKUT Ans
MeANYHOro
3aCTOCyBaHHA Ha
nigcTasi perynsipHo
OHOBJ/tOBAHOTO 3BITY 3
6e3nekn Nikapcbkoro
3acoby, abo gocnigxeHb
3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiiHnii
nepiog, abo sk
pes3ynbTaT OLiHK/ 3BITY 3
LocniopkeHb,
npoBefeHnX BigNoBIAHO
[0 NNaHy negiatpuyHmX
pocnigkeHb (PIP) (3miHy
Y3rOKEHO 3

3a
peyenmom

He
nionsieae

UA/5495/02/01
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
KOMMNETEHTHUM
YNOBHOBaXEHUM

opraHom) - 3miHn
BHECEHO A0 iHCTPYKLi y
po3ainu
"®apMakonorivHi
BnacTmBocTi" (wWoao
6e3neku), "MokazaHHA"
(YTOUYHEHHS),
"B3aemogis 3 iHWMMKn
nikapcbkuMu 3acobamu
Ta iHWi B1am
B3aEMogiin",
"Oco6nuBoCTi
3acTocyBaHHA",
"3acTocyBaHHs y nepiog
BaritHocTi abo
rogyBaHHA rpyaanro”,
"3paTHiCTb BNAMBaTU Ha
LIBUAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopToM abo
IHLWIMMKX MexaHi3mammn®,
"Mo6iuHi peakwyi"
BiANOBIAHO A0
OHOB/EHOT iHthopmaLi 3
6e3nekun gitoyol
PeyoBVHM.

MepiognyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku BigNOBIAHO [0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEP)KEHOr0 HaKa3oMm
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuit
Ykpaiuun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(Y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
300poB’s YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
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Ne Hassa dopma BUnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitliHa Ymosu Peknavys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3as1BHUKa BUPOGHUKA npoyeoypa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs
3i cTpokamu,
3a3HaveHmMn y
nepiogNYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku
71. | PTOPYPALUN- KOHLUEHTpAT 4151 pOo3ynHy TOB Ykpaina TOB "®APMEKC Ykpaina MepepeecTpavyisn,Ha 5 3a He UA/13709/01/01
®APMEKC Ans iHdoysii, 50 mr/mn no 5 "®APMEKC reyn" pokiB. 3miHu | TMnNy - peyenmom nionsiae
M1 a6o no 10 Mn 'y d1akoHi; reyn" 3MiHV Wwoao
no 5 p/1akoHiB Y KOHTYpPHIl 6e3nekn/edPeKkTNBHOCTI

YapyHKOBIli ynakoBLi; no 2
KOHTYPHI YapyHKOBI
YMakoBKN B KAPTOHHIN nauvLli

Ta hapmakoHarnsgy.
3MiHN Y KOpPOTKiii
XapakTepucTui

nikapcbKkoro 3acooy,

TEKCTi MapKyBaHHs Ta

IHCTPYKLji Ans
MeAnYHOro
3aCTOCyBaHHSA
reHepuyHnX/ribpngHnx/6
ionoAibHUX Nikapcbkmx
3aco6iB Nicnsi BHECEHHSA
Tiei camoi 3MiHM Ha
pedhepeHTHMIT Npenapat
(3miHa He noTpebye
HaJaHH$ XXOAHWUX HOBUX
[00aTKOBUX AaHX)
3MiHV BHeceHi a0

IHCTPYKLi y po3ginu:
"®apmakonoriyHi

B/1acTMBOCTI",
"MpoTunokasaHHa",
"Oco61u1Bi 3axoamn

6e3nekn”, "B3aemopis 3
HLUMMKN NiKapCbKMK
3acob6amu Ta iHWi Buan
B3aemogii”,

"Oco6nmBoCTi

3acTocyBaHHA",
"3acTocyBaHHSA y nepiog

BariTHocTi abo

rogysaHHa rpyaaro”,
"3paTHICTb BNAMBATU Ha
LUBMAKICTb peakuii npu

KepyBaHHi

aBTOTpaHcnopToM abo
iHWMKU MexaHi3mamn®,

"Mepepno3yBaHHA",

"Mo6ivHi peakuir”,

"HecymicHicTb"




82

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiANOBIAHO A0
iHdhopmauii
pedyepeHTHOro
nikapcbkoro 3acoby (5-
dTopypaumn «<EBEBE»,
KOHLleHTpaT ans
po3unHy Ans iHdysii, 50
mr/mn ).

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3nekun BiANOBIAHO A0
Mopsaky 34iiCHEHHs
hapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuLii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6esneku.

72.

LUTOKOH®

pO34uH ANs iH'eKui, 125
Mr/mn no 4 mn B amnyni; no
5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLi; no 1
KOHTYPHIli YapyHKOBIi
yNakoBLji B MayLi 3 KApTOHY

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

MepepeecTpauis Ha
HEeobMeXeHWi TepMiH

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/tOBAHOTO 3BITY 3
6e3neku BiANOBiAHO A0
Mopsaky 34iCHEHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii

3a
peyenmom

He
nionsieae

UA/13685/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3assHUK

KpaiHa
3asBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitliHa
npoyeoypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayitiHo2o
nocsio4eHHs1

Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pegakuii Hakasy
MiHicTepcTBa OXOpOHHM
3[10pOB’A YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMN y
nepioguYHOCTI MoAaHHS
perynsapHux 3BiTiB 3
6e3neku.

73.

LUTOKOH®

pO34uH ANs iH'eKuid, 250
Mr/mn no 4 mn B amnyni; no
5 amnyn y KOHTYpHii
YapyHKOBIli ynakoBLi; no 1
KOHTYPHIli YapyHKOBIi
yNakoBLji B MayLi 3 KapTOHY

TOB "tOpis-
Papm”

YkpaiHa

TOB "tOpis-®apm”

YkpaiHa

MepepeecTpauisa Ha
HEeobMeXeHWi TepMiH

MepiognyHicTb NogaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku BiANOBIAHO A0
Mopsaky 34iCHeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
300pOoB’s YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B
MiHicTepcTBi rocTuuii
Ykpainun 19 rpyaHa 2016
poky 3a Ne 1649/29779
(y pepakuii Hakasy
MiHicTepcTBa 0XOpOHHM
3[10pOB’A YKpaiuu Big 26
BepecHs 2016 poky Ne
996), cCTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HavYeHMUN y
nepioguYHOCTI MoAaHHSA
perynsapHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/13685/01/02

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI

BIANbHOCTI [lenapTtamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIAcKOBCbKUM
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NEPENIK
NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONONYHUX MPEMAPATIB), LLLOAO AKNX BY/IN BHECEHI 3MIHU 4,0 PEECTPALINHUX MATEPIAJIB, SKI
BHOCATLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu
04.04.2019 Ne 728

Ne Ha3ssa dopma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUK Bgionycky | peecmpayiliHo2o
3acoby ynakoska) a nocsioYeHHs1
1. AEPO®/TIOCAN NOpOLUOK AN CaHpo3 CnoBeHis Aepodpapm M'm6X HimeuunH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/14833/01/01
dOPCIMIPO iHransawin, gosoBaHui, PapmacbloTiK a TUMY - OHOBNIEHHA BXE 3aTBEP)KEHOro TEKCTY peyenmom

50 mKr/500 mkr/gosy, ans3 a.Aa. MapKyBaHHs MePBUHHOT Ta BTOPUHHOI yNakoBKN
60 nonepefHLO NiKapcbKoro 3acoby, 3 BHECEHHSAM He3HauHWX 3MiH A0
BIAMIPAHNX 03 TEKCTY MapKyBaHHsi. CKOPOYeHHS TekcTy Bpaiins
NopoLLKy y 6nicTepi, BHAC/i40K HEMOX/TIMBOCTI HAHECEHHS HA YNaKOBKY
no 1 6nictepy y
nnacTuKoBoOMy
iHransaujinHomy 3acobi;
no 1 a6o 2
NAacTUKOBUX
iHranayiHMx 3acobu y
KAPTOHHI KOpoO6LLi

2. AEPO®JTIOCAN NMOPOLLOK AN CaHpo3 CnoBeHis Aepodpapm M'mbX HimeuunH BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/14833/01/02

dOoPCMIPO iHranAuin, fo3oBaHui, dapmacbioTik a TUMY - OHOBJ/IEHHA BXE 3aTBEPAKEHOIO TEKCTY peyernmom

50 mkr/250 mkr/gosy, ans3 a.n. MapKyBaHHA NepBUHHOT Ta BTOPUHHOT YNakoBKN
60 nonepeaHLO NiKapcbKoro 3acoby, 3 BHECEHHAM HE3HAYHWUX 3MiH [0
BifMIpSHNX 03 TEKCTy MapKyBaHHs. CKOpoYeHHs TekcTy bpaiins
nopoLLky y 6nictepi; BHACNi0K HEMOX/IMBOCTI HAHECEHHS Ha YNaKoBKY
no 1 6nictepy y
n1acTMKOBOMY
iHransyiiHomy 3acobi;
no 1 a6o 2
N1acTUKOBUX
iHransyinHMx 3acobu y
KapTOHHiiA Kopo6uli

3. A3NBIOT® TabneTku, BKpUTI KPKA, a.4., CnoBeHisi KPKA, a.4., HoBo mecTo, CnoseHis/ BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/13452/01/01
NNiBKOBOIO HoBo mecTo CnoBeHis; KPKA Monbla MonbLa TUny - NofaHHA oHosrieHoro CepTtucpikata R1-CEP peyenmom

060/10HKO0, 1Mo 500
Mr, No 3 TabneTkn y
6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

Cn. 3 0.0., MNMonbLa

2007-230-Rev 01 Big, BXe 3aTBEpPAKEHOr0 BUPOBOHUKA;
3MiHM | TUNY - NogaHHa oHoBneHoro CepTtudpikata R1-
CEP 2007-119-Rev 03 Big BXe 3aTBEpIXEHOIr0
BMPOGHMWKA; 3MiHW | TUMY - 3MiHK, NOB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii 4dY abo €sponeiicbkoi hapmakonei, abo
iHLWOI HaujoHanbHOI thapmakonei aepxasu €C -
npuseaeHHs cneundikauii A®I AuTpomiumHy gurigpat
y Bi4NoBigHICTb A0 MOHorpadii EP, 30kpema: -
BWIYYEHHS NOKasHUKa "Baxki meTanun"; - 3miHa
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dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

Kancynu no 250 mr no

MAT

po3paxyHky Cymu gomiwok G+J+Q 3a nokasHUKOM
"CynpoBigHi AOMILLKM"; 3MiHK | TUNY - NOAAHHSA
oHoBneHoro Ceptugpikata R1-CEP 2007-230-Rev 02
Bif} BX€E 3aTBEPAKEHOIO BUPOBGHUKA

nocsBi0OYeHHs

6 a6o no 10 kancyn B
6nictepi; no 1
6nicTepy B nayui

"Knismegnpen
apar”

YkpaiHa

MAT "Kuismegnpenapart”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - 3MiHa y MeTogax BunpobyBaHHS roTOBOro
NiKapCbKOro 3acoby - BHECEHHSI HE3HAYHMX 3MiH Y
METOAVKM KOHTPOJIKO SIKOCTi FOTOBOTO NiKapCbKoro
3acoby 3a nokasHukamy «Po3umHeHHs» Ta «KinbkicHe
BM3HAYEHHS» HA OCHOBI NPOBeAEeHOI peBatigauil
(3MiHEHI po3Mipy KOMIOHKM Ta 06’eM iHXeKU,T); 3MiHN |
TMny - 3MiHa y napameTpax cneuudikauiin Ta/abo
OONyCTUMUX MEX, BU3Ha4YeHuX y crneumdikayisax Ha Adl,
ab60 BUXigHWUA/NPOMIXHWIA NpoAYyKT/peareHT, LWo
BVIKOPMCTOBYIOTbCSA Y npoueci BupobHuytea Adl -
3BY)XEHHSA AOMYCTUMMX MEX, BUSHAYEHUX Y
cneumnagikauii A®Il 3a nokasHMKoM «CynpoBigHi
OOMILLKM», 3i 3MiHAMW 40 METOAMKN KOHTPOSIO
BiANOBIAHO A0 BMMOr MoHorpadii «Azithromycin» EP;
3MiHKM | TUNY - 3MiHa y MmeTogax BunpobysaHHa APl abo
BVXifHOrO Matepiany/nMpoMiXXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y Npoueci BupobHuutea AdI -
nprBeAeHHs: MeToAMKN KOHTPOoo A®| 3a NoKa3HMKOM
«3a/IMLLKOBI KifIbKOCTI OPraHiyHUX PO3UYMHHUKIB» Y
BIANOBIAHICTb A0 MaTepianis BUPOGHWKA; 3MiHK Il Tuny -
3MiHa y napameTpax crneumdikauiii Ta/abo fonycTumMmux
MeX, BU3Ha4yeHux y crneumdikanisx Ha Ad®l, abo
BWXigHWIA/NPOMDKHWIA NpOAyKT/peareHT, Wwo
BUKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea APl -
BWIYYEHHS TecTy «Baki meTanv» 3i cneundikauii A®|

3a
peyenmom

UA/7234/01/01

Ne Hassa
n/n JliKapcbKo20
3acoby
4. A3VUMEL®
5. A3NTPO3NA
6. | A3UTPO3N],

niodpinizar ana
PO34UHY ON151 iH'EKLLNA
no 500 mr no 1
donakoHy 3
niocpinizaTom y nauui 3
KapToHy

niodpinisat ana

M.BIOTEK
T

M.BIOTEK

Benuka
BpuTaHis

Benvka

MavinaH /labopatopi3
Nimiteq - AinbHnua
cneuianizoBaHnx
nikapcbknx 3acobis

IHAja

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
y3arasibHeHnX faHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0c0o6u 3 hapMakoHarnagy 3asBHuka ons
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cuctemu hapmakoHarnsgy) - NponoHoBaHa peAakLis:
YnoBHOBaXxeHa ocoba 3asBHUKa B YKpaiHi Ans
3pilicHeHHs dpapMakoHarnsagy - Menix OneHa
BopuciBHa. 3MiHa KOHTaKTHUX faH/X YNOBHOBaXKEHOI
ocobu

3a
peyenmom

UA/13997/01/01

PO34MHY ANs iH'EKLIN

N1

BputaHis

MaiinaH /labopatopis
JNimiteq - AinbHNuUs

IHais

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu |
TMny - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI Ta

UA/13998/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
no 500 mr in bulk: 50 cneuianizoBaHnx thapmakoHarnsgy. BeegeHHs abo 3miHv o
dhnakoHiB 3 nikapcbknx 3acobiB y3araslbHeHNX AaHuX Npo cuctemy apmakoHarnsgy
niogpinizatom y (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHIA KOpoo6Li chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLO BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0CO6M, BifnoBiganbHOI 3a
3AilicHeHHA hapMakoHarnagy (BKIYarym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-taiina
cucteMu hapmakoHarnsgy) - NponoHoBaHa peAakLis:
YnoBHOBaXKeHa ocoba 3asBHVKa B YKpaiHi gns
3pjicHeHHs hapmakoHarnagy - MNenix OneHa
BopuciBHa. 3MiHa KOHTaKTHUX faHUX YNOBHOBaXKEHOI
ocobm
7. A3SUTPOMILVH MOPOLLIOK (Cy6CTaHLis) MAT YkpaiHa CiEcMiCi OyWi Kutaii BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | - UA/5320/01/01
y nakeTax noAgiliHmx "Knismegnpen dapmacstoTikan Ko., Jitg, TMny - 3MiHa y Metofax BunpobysaHHA APl a6o
nonieTMNeHoBNX Ans apar” BVXifHOrO Matepiany/nMpoMiXXHOro NpoayKTy/peareHTy,
chapmaLeBTUYHOro LLI0 BUKOPUCTOBYETLCA Y NpoLeci BUpobHMLTBa ADI
3acTocyBaHHS (He3HauHi 3MiHM y 3aTBEPMAXEHNX MeToAaX
BMNpo6yBaHHsA)
8. AUAPIHK® NOpPOLLOK AN NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/14813/01/01
OpasIbHOro PO3UUHY 3i "®apmak” TMny - nogaHHA Hosoro CepTudcpikata R1-CEP 2000- peyenma
CMakoM SIUMOHY Mo 4,8 124-Rev 07 Big HoBOro B1po6Huka ans Ad|
r B cawe; no 10 cawe MapaueTamorn 3 BiANOBIAHUMY 3MiHaMK B crieuuddikauii
B nauui 3 KAPTOHY AdI
9. ANAPIHK® NOPOLLOK ANst NAT YKpaina MAT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn | 6e3 UA/14814/01/01
OpasIbHOIO PO34UHY 3i "®apmak” TMny - nogaHHsA Hosoro CepTudpikata R1-CEP 2000- peyenma
CMaKoM YOpHoT 124-Rev 07 Big HoBOro B1pobHuKa ans Ad|
CMOpoAvHKN 1Mo 5,2 T B MapaueTtamor 3 BiANOBiAHUMM 3MiHaMK B cnieumdoikauii
caule; no 10 calle B ADI
nayuj 3 KapToHy
10. | A1IQAPA Kpem 5 %; no 250 mr B MEJA Ab LBeuis 3M Xenc Kea Nlimitepq, Benvka BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/12999/01/01
calle; no 12 cawe B BpuTaHis TUNYy - 3MiHW Woa0 6e3nekn/edpekTUBHOCTI Ta peyenmom
KOpoO6Lii 3 KapTOHY hapmakoHarnsgy - 3MiHM BHECEHi Y TEKCT MapKyBaHHS
BTOPVIHHOI yNaKoBKM /1iKapCbKOro 3acoby
11. | ANEHOPA® Tabnetku no 70 mr, in KYCYM IHais KYCYM XENTXKEP MNBT IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu |1 - UA/12663/01/01
bulk Ne 7200 (4x1800): XENTXKEP nTa MMy - 3MiHa BUPOBHMKA BMXigHOrO/MPOMIXKHOTO
no 4 TabneTtkm y MNBT NTA NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTHCA Y
6nictepi, no 1800 BMPOGHUYOMY npoueci AdPl, abo 3miHa BUpOOHMKa
6nicTepiB y KapTOHHIi (BKtOvaroun, ae HeobxigHoO, MicLe NPOBeAEHHS
Kopoo6Li KOHTposito sikocTi) APl - BeeHHS 0AaTKOBOro
BMPOBHUKA Ail040T Pe4yOBUMHWN HATPIKD anieHapoHaty
12. | ANEHAPA® Tabnetku no 70 mr, no KYCYM IHAjs KYCYM XENTXKEP MNBT IHAjsa BHECEHHS 3MiH 40 peecTpaviitHux maTepiasis: 3MiHu |1 3a UA/7210/01/02
4 Tabnetkn y 6nictepi, XENTXKEP nTa TUMy - 3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXXHOIO peyenmom
no 1 6nictepy y MNBT NTA npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
KapTOHHI ynakosL,i BMPO6HUYOMY npoLieci AD|, abo 3miHa BUPOOHUKa
(BkntOvaroun, fe HeobxigHO, MicLe NPoBeAEeHHS
KOHTPO0 SIKOCTi) API - BeieHHA A0AaTKOBOro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BMPOGHMKA Ait040i PeYOBMHN HATPIl0 afieHapoHaTy
13. | AJIOPA® TabneTku, BKPUTI HOBEN INAY TypeyunHa HOBEN IIAY CAHAI BE TypeyuunH BHECEHHS 3MiH [10 peecTpauiiiHux maTepianis: 3MiHu | 6e3 UA/5140/02/01
060/10HKO0, N0 100 Mr CAHAI BE TIOXKAPET A.LL. a TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
no 10 TabneTok y TIODKAPET Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI
6nictepi, no 2 a6o 5 A.LL. BUPOGHMKa/iMnopTepa roToBoro Jikapcbkoro 3acoby,
6nicTepiB y KapTOHHIi BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
yrakoBLi NpoBeLeHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
BignoBigae BUPOGHMK/IMNOPTEP, BKIOHAKOUM BUNYCK
cepiit) 3miHa agpecun BMpo6bHuka HOBE/ INTAY CAHAI
BE TIIXKAPET A.LU., TypeuyuuHa, 6e3 3mMiHu micus
BUPOGHMLUTBA
14. | ANIOPA® TabneTku, BKpUTI HOBEN INAY TypeuunHa HOBEN I/1IAY CAHAI BE TypeyuunH BHECEHHS 3MiH 40 peecTpavliiHux maTepiasis: 3MiHu |1 6e3 UA/5140/02/01
060/10HKO0, No 100 Mr CAHAI BE TIOXKAPET A.LL. a TUMy - 3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO peuyenma
no 10 TabneTtok y TIOXKAPET npoayKTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
6nictepi; no 2 abo 5 A.LL. BMPO6HUYOMY npoLieci AD|, abo 3miHa BUPOOHUKa
6nicTepiB y KAPTOHHIi (Bkntovaroun, fe HeobxigHO, MicLe NPoBeAEeHHS
ynakoBLi KOHTpOt0 AKocTi) A®I - BBeleHHA 104aTKOBOro
BMPOGHMKa Ail040T peYOBUHY (CYXMIA eKCTpaKT
nacidgpsiopu) 1o BXe 3aTBepAKEHOr0
15. | AIbAA30N TabneTku, BKPUTI AT YkpaiHa AT "KUIBCbKWN YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 3a UA/9351/01/01
NNiBKOBOIO "KNIBCbKWN BITAMIHHWU 3ABOA" TMny - 3MiHa napameTpiB cneundikauii Ta/abo peyenmom
060n10HKot0, no 400 BITAMIHHAIA [0MNYyCTUMMX MEX FOTOBOrO /iKapCbKOro 3acoby
Mr, N0 3 TabneTkn y 3ABO" (3BY)XXEHHSI fONYCTUMUX MEX); 3MiHM | TNy - 3MiHa
6nictepi, no 1 napameTpiB cneyndikauii Ta/abo AoNyCTUMUX MEX
6nictepy y nauui roTOBOrO /iKapCbKOro 3acoby - BUTYYEHHS NOKa3HWKIB
«Tanbk i aepocun» 3 cneundikavii roroBoro
NiKapcbKoro 3acoby; 3miHun | Tuny - po3gin «Cknag»
akTyanisoBaHo, Macy TabneTkn npuBeaeHo y
Minirpamax 3aMmicTb rpam; 3miHu | Tuny - npueBefeHHs
crneundikauii Ha APl y BigNOBIAHOCTI A0 BUMOT fjit040ro
BuAaHHA EP; 3MmiHu | Tuny - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnsgy - rpagiyHe
306paKeHHS YNakoBKN 3aMiHEHO Ha TeKCT MapKyBaHHS
yNakoBKM likapCbKoro 3acoby. BeefeHHA 3MiH NpoTArom
3-x MicALiB MiCNA 3aTBEPLKEHHS; 3MiHM | TUMy - 3MiHa
napameTpiB cneyndikauii Ta/abo AONyCTUMUX MEX
rOTOBOrO JlikapcbKoro 3acoby (iHLi 3MiHW); CynyTHA
3MiHa: 3MiHa y MeTofax BunpobyBaHHsA roToBoro
NiKapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEPAKEHNX
MeToJax BUMPOOGYBaHHS) - 3MiHM A0 cneuudikauil Ta
MeTofax KOHTPOJIt0 rOTOBOrO JliKapCbKOro 3acoby; 3MiHK
| TMNYy - NpuBeAEHHSA MEeTOAIB BXigHOT0 KOHTposo Adly
BiANoBIAHOCTI A0 pipMKM — BUPOGHUKA
16. | AIbLIU3OH MOPOLLOK A1 PO3UNHY Anemb6iK IHAjs CeHc NNabopartopic lMBT. IHAiA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu || 3a UA/11196/01/01
onsidekuimno1r, 1 dapmac'toTike NTa. TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
oNakoH 3 NOPOLLUKOM Y nc Niviteq thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo

KapTOHHiiA nayui; no 10
NayoK y KapTOHHIl
Kopobui; 1 dpiakoH 3

3060B'A3aHb Ta YMOB BUaui peecTpauiiHoro
NOCBIAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHs 3MiH(M), siki(a) BUMaratTb(€)
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
MOPOLLKOM Y KapTOHHiiA noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
nauui AaHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKifIbKW BUMaraeTbCsl CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiANOBIAHO A0 NiANYyHKTY 1.13 nyHKTY 1, NignyHkTy 2.3
NyHKTY 2 gofaatky 15 ao MNopsaaky npoBefeHHA
eKCnepTu3n peecTpauiiHnx Martepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY peecTpaLiio
(nepepeecTpadito), a TakoX ekcnepTnsn martepiasis npo
BHECEHHS 3MiH 40 peecTpaviiiHMX MaTepiasliB MPOTArom
nii peecTpaviiiHoro nNocBifg4YeHHs, 3aTBEPKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MOS Big 23.07.2015 Ne 460)
17. | AIbLUU30OH NOPOLLOK A1 PO3UNHY Anemoik IHais CeHc Nabopartopic IMBT. IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MmiHu 11 3a UA/11196/01/02
onsiHekuimno 2r, 1 dapmac'toTike nra. TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
h/1akoH 3 MOPOLLKOM Y nc Nimiteq thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
KapTOHHIi nayui; no 10 3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
nayoK y KapTOHHIl nocBifYeHHS, BKOYaoum MNnaH ynpasniHHA pusnkamm
Kopo6ui; 1 dnakoH 3 (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
MOPOLLKOM Y KapTOHHIilA nofasbLLIoro 06rpyHTYBaHHS HOBUMW AOAATKOBUM
navu AaHVMK, L0 MaloTb HaJaBaTUCs KOMNETEHTHUM
OpraHoMm, OCKi/Ibk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BiANOBIAHO A0 MignyHKTY 1.13 nyHKTY 1, nignyHkTy 2.3
NyHKTY 2 gofaatky 15 o MNopsaky npoBefeHHsA
eKcnepTu3n peecTpauiiHnx Martepianis Ha Nikapcbki
3acobu, L0 NoAalTbCA Ha iepxasHy peecTpadiiio
(nepepeecTpavito), a TakoX ekcnepTn3n Matepianis Npo
BHECEHHS 3MiH 0 pEECTPALiiiHMX MaTepiasliB NPOTSArom
Lii peecTpauiiHoOro NocBigYEHHSs!, 3aTBEPAKEHOr0O
Hakazom MO3 Big 26.08.2005 Ne 426 (y peaaxuii Hakasy
MOS Big 23.07.2015 Ne 460)
18. | AMIOKOPAUNH® Tabnetkv no 200 wmr, KPKA, 4.4., CnoBeHis BUPOBHMLTBO «in bulk», CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | 3a UA/10291/01/01
no 10 TabneTok y HoBo mecTo nepBuHHE Ta BTOPUHHE TUny - 3MiHM 3 AKOCTi. [0TOBWIA Nikapcbkunii 3aci6. 3miHM | peyernmom
6nictepi; no 3 abo 6 nakyBaHHs1, KOHTPO/b Ta Yy BUPOGHULTBI. 3MiHa iMnopTepa/3amiHu, Lo CTOCYHTbCA
6nicTepiB y KAPTOHHIi BWNYCK Cepil: BWMYCKY Cepii Ta KOHTPO/IH0 SKOCTI FOTOBOrO NiKapCbKOro
Kopoo6Li KPKA, a.4a., HoBo mecTo, 3acoby (3aMiHa abo AoaaBaHHA AiflbHULI, Ha Kl
CnoBeHis 3[iICHIOETLCSI KOHTPO/IL/BUNPOBYBaHHS cepii) -
BBEAEHHSA A0AATKOBOI AiNbHULI AN19 KOHTPOSIIO cepil
KOHTpO/b cepii (hisnyHi Ta (hi3nyHi Ta XiMi4Hi METOAUN KOHTPOJIK0) FOTOBOro
XiMiYHi METOAN KOHTPONIO): nikapcbkoro 3acoby. 3a3HauyeHHs OyHKLUil paHille
3aTBEPAKEHOr0 BUPOGHMKA.
KPKA, a.4., HoBo mecTo,
CnoseHis
19. | AMoAUNIH- Tabnetku no 5 Mr no TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwmHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/16717/01/01
TEBA 10 TabneTtok y YkpaiHa" 3aBog TEBA TUMy - 3MiHa po3Mipy cepil (BKoYatoumn giana3oH peyenmom
6nictepi; no 3 po3Mipy cepii) roTOBOro fikapCbKoro 3acoby - BBEAEHHS
6NiCTEepPV Y KAPTOHHiI [,00AaTKOBOro po3mipy cepii roToBOro fikapCbKoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
Kopoo6Ui 3acoby. 3anponoHoBaHo: 1 000 000 TabneTtok; 2 000
000 TabneTok; 3miHu | Tuny - 3MiHK BUNPoObyBaHbL abo
[OMNYCTUMUX MEX, BCTAHOBMEHUX Y creuudikayisx, nig
Yyac BMPO6HULITBA FOTOBOTO NiKAPCLKOro 3acoby -
3BY)XXEHHA AOMYCTUMUX MEX Y cneumdikauii nig vyac
BMPOGHMLTBA TabNEeTOK 4717 NoKa3HuKa «TBepaicTb»:
3anponoHosaHo: 90-150H
20. | AMOAMMNIH- Tabnetku, no 10 mr no TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/16717/01/02
TEBA 10 Tabnetok y Ykpaina" 3aBog TEBA TMMy - 3MiHW BUNPOGYBaHb abo JONYCTUMUX MEX, peyenmom
6nictepi; no 3 BCTaHOB/IEHNX Y crnieuudikauisx, nig vyac BMpo6HMLTBa
6nicTepun y KapTOHHiIl rOTOBOrO J1IKAPCbKOro 3ac0by - 3BY)KEHHSI ,ONYCTUMUX
Kopoo6ui MeX y crneumdikayii nig yac BupobHuLTBa TabneTok Ans
nokasHuka «TBepicTb». 3anponoHoBaHo: 80-150H
21. | AHXENIK TabneTtku, BKPUTI Baiiep Al HimeuunHa nepBMHHa Ta BTOPUHHA HimeuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2242/01/01
060/10HKOI0, MO 28 ynakoBKa, KOHTPO/b cepii, a TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSA peyenmom
Tabnetok y 6nictepi 3 BiANOBIAA/IbHMI 3a BUMYCK Ta/abo agpecy MicLUsl NPOBaPKEHHS AiSNIbHOCTI
KanieHAapHo cepil: BUPOBHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
LLKaU1010, B Baiep Al', HimeuunHa BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
nanepoBoMy Mileyky NpoBeAeHHSA KOHTPOJTH0 AKOCTI. (LiSANbHICTb, 3a AKY
B KapTOHHII nauui BMPOGHULITBO BiAnoBiAae BUPO6HMK/IMNOPTEP, HE BKIOHAKOUM BUNYCK
Hepo3dg)acoBaHol cepiil) 3miHa Ha3BW Ta agpecu BUpo6HuKa M3, 6e3
NPOAYKLUIT: 3MiHW MicLl BUPOGHMLTBA
Baiiep Balimap Mm6X i Ko.
KI, HimeuunHa
22. | APTU®DNEKC Kpem, no 20 r, no 40 r ToBapucTBO 3 YkpaiHa ToBapuCTBO 3 06GMEXEHOID YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/13306/01/01
a6o no 100 r y Ty6i; no 06MeXeHo BiAgNOBiga/IbHICTIO TMNy - 3MiHa y MeTogax BUNpoGyBaHHsSi TOTOBOTO peyenma
1 Ty6i y Kopob6uiji 3 BiANOBiAa/bHI "papmMaueBTNYHa nikapcbKoro 3acoby (OHOB/EHHS NpoLieaypuy
KapToHy CTI0 KomnaHis "3gopos'a” BUNPOBYBaHHA /19 NPUBEAEHHS Y BIANOBIAHICTD 3i
"®apmaueBTun 3MiHEHOH0 3arasibHO0 cTatTeto PY abo €Bponeiicbkoi
YyHa KOMMaHis thapmakonei); 3MiHu | Tuny - 3MiHK, NOB'A3aHi 3
"3p0pos'a” HeOoOXiAHICTIO NpUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii oY a6o €Bponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOT thapmakonei aepxasn €C (3MiHa y
cneuudikaLlisix, nos'sa3aHa 3i smiHamu B idY, a6o
€Bponeiicbkiii hapmakonei, abo iHWil HalioHasbHIl
thapmakonei gepxasu €C); cynyTHA 3MiHa: 3MiHa Y
mMeTofax BUNPOByBaHHA AOMNOMIKHOT peYOBUHN
(He3HayHi 3MiHM Y 3aTBEpPAKEHNX METOAAX
BMNPOGYBaHb)
23. | ACUBPOKC TabneTku WwWuny4i no POTA®APM Benuka dapmaEcTika EcToHis BHECEHHS 3MiH [10 peecTpauiliHix maTepianis: 3MiHu | 6e3 UA/14270/01/01
200 wr, no 24 NIMITEL BputaHis MaHythakTypiHr TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenma
TabneTtku y neHani; no (PapmaEcTika thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
1 neHany B KApPTOHHIl MaHydhakTypiHr TOB) NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLT

Kopob6Li; no 2
TabneTku y cTpuni; no
5 a6o 10 ctpunis y
KapTOHHI KOpoo6Li

N8 MeAnYHOro 3acToCyBaHHs
reHepuyHUX/ribpuaHNx/6ionofibHNX nikapcbkmx 3acobis
nicna BHECEHHSA TiEl caMoi 3MiHW Ha pedepeHTHWi
npenapar (3MiHa He NnoTpebye HafaHHA XXOAHUX HOBUX
[04aTKOBUX flaHKX) - 3MiHU BHECEHO [10 iHCTPYKLIT Y
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Hassa

®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
po3ain "MokasaHHs", "MepeposyBaHHsa", "MobiyHi
peaxuir”, "HecyMicHicTb." 3rigHo 3 iHhopMaLieto Woao
MEeAMYHOro 3acToCyBaHHA pethepeHTHOro NikapCbKoro
3aco6y (PAYIMYLIN/, TabneTkn Lwmnydi)
24. | ACMBPOKC TabneTku Wuny4i no POTA®APM Benuka dapmaEcTika EcToHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/14270/01/02
600 wmr, no 12 NIMITEL BputaHis MaHyhakTypiHr TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta peyenma
TabneTok y neHani; no (dPapmaEcrTika thapmakoHarnsgy. 3MiHU y KOPOTKill xapakTepucTumui
1 neHany B KapTOHHiii MaHydaktypiHr TOB) NiKapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT
Kopob6ui; no 2 [ONs MeANYHOro 3acToCyBaHHSA
Tabnetku y cTpuni; no reHepnyHUX/ribpuaHNx/6ionogibHNX nikapcbkmx 3acobis
5 a6o 10 cTpunis y nicnsi BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHUI
KapTOHHI Kopoo6Li npenapar (3miHa He NoTpebye HafaHHsA XOLHUX HOBUX
[0[AaTKOBMX AaHNX) 3MiHM BHECEHO [0 IHCTPYKUIT Y
po3zin "MokasaHHA", a TakoX y po3aim
"MpoTrnokasaHHs", "B3aeMogis 3 iHLIUMY NiKapCbKUMmn
3acob6amu Ta iHWi Buam B3aemogiin”, "Oco6mBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog BariTHoCTi abo
rogyBaHHs rpyaar”, "3aatHicTb BNMBATU Ha LUBUAKICTb
peakLjii Mpy KepyBaHHi aBTOTPaHCMOPTOM abo0 iHWMMK
MexaHismamu”, "Cnoci6 3actocyBaHHs Ta gosun", "4itun",
"Mepepo3sysaHHs”, "MNo6ivHi peakuii”, "HecymicHicTb."
3rigHO 3 iHhopMaLjElo WoA0 MeAUYHOT0 3aCTOCYBaHHS
pedrepeHTHOro Jlikapcbkoro 3acoby (®1YIMYLWN,
TabneTky Wwunyui).
25. | ACNAPKAM Tabnetkn, 50 NAT YkpaiHa MNAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 6e3 UA/4509/01/01
Tabnetok y 6nictepi; "Tanuucpapm” TUMY - OHOBJ/IEHHS BXE 3aTBEPKEHOro TEKCTY peuenma
50 TabneTtok y MapKyBaHHSA BTOPUHHOT Ta NePBUHHOT YNakoBKN
6nictepi, no 1 NikapCbKoro 3acoby, 3 BHECEHHAM MO3HaYeHb OAVHULIb
6nictepy y nauui BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM JliTep NaTUHCLKOro
andasity. BBegeHHs 3MiH NpoOTAromM 6-Tm MicsauiB
nicnsa saTBepAKeHHs
26. | ACTEP Tabnetku no 500 mr/65 "KcaHTic Kinp CaHeka ®apmacbloTikan3 CnoBaubk BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/16604/01/01
mr, no 10 TabneTok y dapma AT a TUMY - NOAAHHS OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI peyenma
6nictepi; no 1, abo no Nimiten" Pecny6nik €sponelicbkiin hapmakonei Ne R1-CEP 2000-124-Rev
2, abo no 3 6nictepu B a 08 [ Ailyoi peYOBMHU Bif BXe 3aTBEPAKEHOTO
nadui; no 12 Tabnetok BMPOOHMKA, SIK HACIAOK BUNYyYEHHS BUPOOHMKA
y 6nicTepi; no 1, abo NPOMIXHOr0o NPOAYKTY
no 2 6nictepu B nayLi
27. | ATOPBACTATWH | nopouok (cybcTaHuis) BE3 Xopsartis BIOKOH NIMITEL, IHAjsA BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | - UA/11714/01/01
KANbLIKO y NoABiAHNX Papmaxem TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuIeHoBmx 4.0.0. Ta/abo agpecu Micus NPOBaKEHHNA AISNbHOCTI
naketax gns BMPOOHUKa (BK/THOYAOUM, 32 HEOOXIAHOCTI, MicLe
BMPOGHMLTBA npoBefeHHs KOHTPO/0 SKOCTi), abo BacHuKa mactep-
HecTepuIbHNUX

nNikapcbknx hopm

dhaiina Ha A®I, abo noctavanbHuka Adl/BuxigHoro
mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikata
BiAMNOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY A0CbeE, 860 BUPOBGHMKA HOBOT
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
[OMOMDKHOT PEYOBMHY (SIKLLLO 3a3HAYEHO Y AOCbE) 3MiHA
aapecy BUpo6HMKa AP| Ta BUTyYEHHS flanokK 3
HanvmcaHHs Ha3Bu
28. | ALETUNCANIUN | Ttabnetku no 500 mr Ne MAT YkpaiHa MAT "Nly6Hucbapm™ YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 6e3 UA/5708/01/01
NOBA KUCNOTA | 10y 6nictepax "Nly6Hupapm” TMNy - 3MiHa NapameTpiB crneumdikauiii Ta/abo peuenma
[0MNYCTUMKX MEX FOTOBOTO NiKapCbKOro 3acoby; 3MiHu |
TUNy - 3MiHa Yy MeToAax BUNpo6yBaHHSA roToBOro
niKkapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPKEHUX
MeTofax BUNPO6YyBaHHS)
29. | BEKAPBOH Tabnetku, no 10 My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/7454/01/01
Tabnetok y 6nictepi; akuioHepHe TOBapuUCTBO "HaykoBo- TMny - npuBeaeHHs cneumdikayii A®l «benagoHn peyenma
no 2 6nictepu y nauui TOBapuCTBO BMPOGHUUNIA LLEHTP eKCTpaKT ryctuii» fo sumor APY/E® 3a noKkasHUKOM
3 KapToHYy "HaykoBo- "BopLyariBcbkuii XiMiko- "Mikpob6iosnoriyHa uicToTa"; 3MiHu | TURY - 3MiHa B
BMPOGHUYNIA thapmaveBTUYHWMIA 3aBOA", ymoBax 36epiraHHst AD| «BenafoHy eKCTpakT rycTuii»;
LeHTp Ykpaina; TOB 3MiHM | TMny - 3amiHa "TepmiHy npugaTHocTi" Ha "Mepiog,
"bopLuariBcbk "Arpochbapm”, YkpaiHa NOBTOPHOrO BUNPoOyBaHHA" ANsi KOHTposo Ad|
uii Ximiko- BenafoHn ekCcTpakT rycTuid; 3MiHW | TUNY - BHECEHHS
hapmaueBTny 3MiH go Cneuudpikauii A®| BenagoHn ekCcTpakT ryctuia
HWiA 3aBog” 3a nokasHukom "BTpata B Maci npv BucyllysaHi"
30. | BENTAAOHN €KCTpaKT rycTuii My6nivHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | - UA/6518/01/01
EKCTPAKT (cybeTaHuis) y 6aHkax, akuioHepHe TOBapuCTBO “"HaykoBo- TMNY - NPUBEAEHHS po3ainy «MikpobionoriyHa ucToTar»
rycTuin y NoABIAHNX TOBapuCTBO BUPOGHUUUIA LEHTP y BiANOBIZAHICTb A0 BUMOr APY; 3MiHK | Tuny - 3MiHa Y
nonieTuIeHoBmx "HaykoBo- "BopLyariBCbKuWii Ximiko- napameTpax cneuyudikaLii Ta/abo AOMyCTUMNX MEX,
naketax gns BUPOBHWYNIA hapMaLeBTUYHWI 3aBOA" BM3HAYeHUX y cneyucpikauisix Ha A®l, abo
hapmaueBTUYHOIO LeHTp BMXiAHWA/NPOMIDKHWIA NpOAYKT/peareHT, Wwo
3acTOCyBaHHA "BopLyariscbk BMKOPUCTOBYIOTbCA Y npoueci BUpobHuytea A®I (iHLwi
WA XiMiKO- 3MiHK); 3MiHW | TUNY - 3MiHA «TEePMiHY NPUAATHOCTI» Ha
chapmaueBTuy «[Mepiog [0 NpoBeAEeHHS NOBTOPHMX BUNPOGYBaHb»;
HWi1 3aBof" 3MiHM | TUny - 3mMiHa ymoB 36epiraHHss A®| Ha OCHOBI
OaHnX OOoCNioKEHHsT CTabiNbHOCTI 3i 3MiHaMy B
MapKyBaHHi ynakoBKu
31. | BEHAAMYCTUH- | nopoluok gns Mictpan AHrnis CiHgaH ®apma C.P./. PymyHis BHECEHHSA 3MiH 10 peecTpavliiiHnx maTepianis: 3miHu | 3a UA/15258/01/01
BICTA NPUroTyBaHHs Kenitan TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
KOHLeHTpaty Ans MeHeaKMeHT Ta/abo agpecu 3asBHMKa (BN1acHMKa peecTpauiiiHoro
NPUroTYBaHHA PO3YUHY Niviten nocBifYeHHs) - 3MiHa agpecu 3asiBHUKa
Ans iHduysin, 2,5
mr/mn, no 25 mr abo
no 100 Mr nopoLuKky y
chnakoHi; no 1
(h1aKOHY Y KapTOHHiiA
Kopobui
32. | BEH3WIBEH3O0A | pigMHa macnsHucta [epxasHe YkpaiHa [JepxasHe lMignpnemcTBo YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | - UA/8008/01/01
T MEQUYHNI abo kpuctanu MignpremcTBo "3aBop, XiMiYHMX peakTuBiB TUNYy - OOMOBHEHHS NapameTpy cneumdikawii
(cybeTaHuis) y "3aBog, "HaykoBO-TeXHONOrI4YHOro «CynpoBigHi AOMILLKM Ta 3a/IMLLIKOBI KiNIbKOCTI
nonieTuIeHoBMX XIMIYHMX KOMMiekcy "[HCTUTyT OpraHiYHUX PO3UMHHUKIB (AvMeTundopmamigy)
KOHTelHepax Ans peakTuBiB MOHOKpucTanis" NOKa3HUKOM «By/ib-Aka iHLWa AOMilLKa» 3 HOPMYBaHHAM
hapmaLeBTUYHOro "HaykoBo- HauioHanbHoi akagemii «He 6inbwe 0,1%» 3 BiANOBIAHMMN 3MiHAMW Y METOAMLL
3acToCyBaHHA TEXHO/OoriYHOr HayK YKpaiHu" BMNpobyBaHHS. BBeAEeHHA 3MiH NPOTATroM 6-T1
0 KoMnaekcy MmicsaUiB nicna 3aTBepAKEeHHs
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
"IHCTUTYT
MOHOKpUcTani
B
HaujioHanbHoT
akazemii Hayk
YKpaiuun"
33. | BEH3OKAIH MOPOLLIOK (Cy6CTaHLis) MpuBaTHe YkpaiHa Yanmkoy CaHnant Kutaii BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu | - UA/12132/01/01
y NOABIAHNX NakeTax 3 akuioHepHe $apmacstoTikan Ko., iTa,. TMny - 3MiHK 3 AKocTi. CepTudikaT BignosigHocTI/IE-
nonieTuneny ans TOBapuCTBO cepTudiikaTt BiANOBIAHOCTI EBPONENChKIl
hapmaLeBTUYHOro “NekxiMm — thapmakonei/moHorpadii. NMogaHHsA HoBOro abo
3acTOCyBaHHSA Xapkis” OHOB/IEHOTO cepTudikaTa BifgnoBigHOCTI a60 BUTyYEHHS
cepTuchikaTa BiANOBIAHOCTI €BpONeichkili hapmakonei:
ans A®l; ansa BuxigHoro
MaTepiany/peareHTy/MpoMbKHOIo NPoAyKTy, L0
BMKOPMCTOBYIOTbCS Y BUPOOHNLTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaTt BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBMeHUIA cepTudikart Bif yxe
3aTBEPKEHOr0 BUPOOHYKaA - [ogaHHA OHOBIEHOTO
CepTudpikaTy BignoBigHOCTI EBponeiickkiii hapmakonel
R1-CEP 2004-008-Rev 05 (nonepeaHs sepcisa R1-CEP
2004-008-Rev 03) Big, BXe 3aTBEPAKEHOTO BUPOGHMKA
Changzhou Sunlight Pharmaceutical Co., Ltd., China
onsa A®| 6eH30KalHy Ta Sk HacnigoK 3MiHa agpecu
BMPOGHMKA Ta TepMiHy npuaatHocTi APl (3aTBepakeHo:
TepmiH NpugaTHOCTI: 2 poku; 3anpornoHoBaHo: TepMiH
nNpUAATHOCTI: 3 POKK)
34. | BETACANIK® masb no 15 r y Ty6i; no MAT YkpaiHa MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/0558/01/01
1 Ty6i B nauyj 3 "KuiBmegnpen TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
KapToHy apar” chapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
YyNaKoBKM NiKapCbKOro 3aco0y LLoA0 3a3HaUYeHHs!
MDKHapPOAHUX NO3HAYeHb OAVHUL BUMIPIOBaHHS.
BBepeHHA 3MiH NpoTArom 6-Tm micawiB nicnsa
3aTBepPAKEHHSA
35. | BIHOKPUT® PO34UH ONS iH'EKLLN, CaHpo3 'mbX ABCTpis BiAnoBiganbHUIi 3a HimeuunH BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu 11 3a UA/12383/01/01
84 mkr/mn; no 0,8 mn BMPOGHULITBO, NakKyBaHHs, a/ AscTpis My - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenmom

(8000 MO) a6o 1 mn
(10000 MO) po3uuHy
AN iH'eKuili B
nonepeaHL0
3anoBHeEHOMY,
rpasyioBaHomy
LUMPWLL, OCHALLeHOMY
NOPLUHEM, iH'EKLIAHO
ro/IKot, KOBNaYykoM Ta
3aXUCHUM MPUCTPOEM
Ans 3anobiraHHs
MOLUKOZKEHHIO TOIKOHO
nicns 3acToCyBaHHs,
a6o 6e3 Hboro; no 1

A4 Oi Ti Bionorika TM6X,

BiANOBIAA/IbHMI 3a BUMYCK

LWadpteHay, ABCTpis

KOHTPO/b Cepil:

HimeyunHa

cepii:
CaHpo3 'm6X - BN

thapmakoHarnisgy. BHeceHHs1 abo 3miHa(n) go
3000B'A3aHb Ta YMOB Buaui peecTpauiiHoro
NOCBiAYEeHHS, BKOYatouy MnaH ynpasniHHSA pu3nkamu
(3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
noAasibLIOro 06r'pyHTYBaHHS HOBUMU J0AATKOBUM
[aHUMK, L0 MatoTb HaAaBaTUCA KOMMETEHTHUM
OpraHoMm, OCKi/IbK/ BYMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHVMM OpraHoMm) - BukoHaHHs1 3060B'si3aHb
BiANOBIAHO [0 MigNYHKTY 2.3 NyHKTY 2 goaatky 15 o
Mopsaky NpoBeAEeHHS eKcnepTu3n peecTpauinHnx
marepianiB Ha nikapcbki 3acobu, Lo NoaaTbCs Ha
LepXaBHY peecTpaLito (nepepeecTpaLito), a Takox
eKcrnepTn3n MaTepianisB NPo BHECEHHS 3MiH 40
peeCTpaL|iiiH1X MaTepianis NpoTsarom Aji
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
LUNPULY Y KOHTYPHIl peecTpaLiiHOro NocBig4YeHHs, 3aTBEPIKEHOr0 Haka3om
6nicTepHil ynakosLi; MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
no 1 KOHTYPHIi 23.07.2015 Ne 460)
6nicTepHil ynakoBLi y
KapTOHHI Kopo6uj; no
0,4 mn (4000 MO), abo
0,6 mn (6000 MO), abo
no 0,8 mn (8000 MO),
a6o 1 mn (10000 MO)
PO34UHY ON15 iH'EKLIN,
B nonepeaHLo
3anoBHEHOMY,
rpagyvioBaHoMy
LUMPWLL, OCHALLEHOMY
NOPLUHEM, iH'EKLiliHOO
rO/IKOK, KOBNAYKoOM Ta
3aXUCHUM MPUCTPOEM
0151 3anobiraHHs
MOLUKOZKEHHIO TOJIKOHO
nicnsA 3acTocyBaHHs,
a6o 6e3 Hboro; no 3
LnpuLa y KOHTYpPHIiA
6nicTepHilt ynakosLi;
N0 2 KOHTYPHI
6nicTepHi ynakoBk/ B
KapTOHHI Kopoo6Lli
36. | BIHOKPUT® PO34nNH ANS iH'EKLN, CaHpos 'mbX AscTpis BiANOBiAabHNI 3a HimeuunH BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu |1 3a UA/12383/01/02
16,8 mkr/mn; no 0,5 mn BMPOGHUWLTBO, NaKkyBaHHs, | a/ ABCTpis TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta peyenmom
(1000 MO) a6o no 1 KOHTPO/b cepil: thapmakoHarnagy. BHeceHHs1 abo 3miHa(u) fo
M (2000 MO) Ali [i Ti Bionorika M'v6X, 3060B'A3aHb Ta YMOB BuAadi peecTpauiiiHoro
PO34uHy ON15 iH'EKUI B HimeuunHa NocBigYeHHs, BKoYaoum MNnaH ynpasaiHHA pu3nkamm
nonepegHsL0 (3acTocyBaHHA 3MiH(M), siKi(a) BUMaratoTb(€)
3arnoBHeHOMY, BiANOBIA&/IbHWI 3a BUMYCK NoAasbLIOro 06r'pyHTYBaHHSA HOBMMU JOAATKOBUM
rpagynosaHomy cepil: AaHUMK, L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM
LINPpWLi, OCHaLLEeHOMY CaHpo3 'm6X - BN OpraHoMm, OCKi/IbK/ BUMara€eTbCsl CyTTEBA OLjiHKa
MOPLUHEM, iH'EKLIIHO0 LadyTeHay, AscTpis KOMMNETEHTHVMM OpraHoMm) - BukoHaHHS 3060B'A3aHb
rO/IKOK, KOBNaYkoM Ta BiNOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2 fopatky 15 go
3aXMCHUM MPUCTPOEM Mopsaky NPoBeAEHHS EKCNEPTU3UN peecTpaLitHnX
0151 3anobiraHHs marepianis Ha nikapcbki 3aco6w, L0 NoJarTbCs Ha
MOLUKOZKEHHIO FOIKOHO AepXaBHy peecTpauito (nepepeecTpaLiiio), a Takox
nicns 3acTocyBaHHS, eKcnepTun3n MaTepianis Npo BHECEHHS 3MiH [0
abo 6e3 Hboro; Mo 3 peecTpauiiHnux maTepianis NpoTArom Aii
Lnpuua y KOHTYpPHIiA peecTpaLiiHOro NocBig4YeHHs, 3aTBEpPIKEHOrO Haka3om
6nicTepHilt ynakosLi; MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
N0 2 KOHTYpHI 23.07.2015 Ne 460)
6nicTepHi ynakoBku y
KapTOHHI KOopoo6Li
37. | BIHOKPUT® PO3YUNH ANS iH'EKLN, CaHpo3 'mbeX AscTpis BiANOBigabHNI 3a HimeuunH BHECEHHS 3MiH 0 peecTpavliinHux maTepiasis: 3miHu |1 3a UA/12383/01/03
336 mkr/mn; no 0,5 mn BMPOBGHMLTBO, NaKyBaHHS, al ABcTpisi TMny - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI Ta peyernmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1

(20000 MO) abo no KOHTpO/b cepii: thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
0,75 mn (30000 MO), A4 [i Ti Bionorika TM6X, 3000B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
abo no 1 mn (40000 HimeuunHa nocBifYeHHS, BKOYatoum MnaH ynpasniHHA pusnkamm
MO) po3suuHy ans (3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
iH'eKUi B nonepeHbL0 BiNOBIaNbHWIA 3a BUNYCK noAasbLLIOro 06rpyHTYBaHHS HOBYMW AOAATKOBUM
3anoBHEHOMY, cepii: [aHUMW, WO MaloTb HagaBaTUCA KOMNETEHTHUM
rpagynosaHomy CaHpo3 'm6X - Bl OpraHoMm, OCKi/Ibki BUMaraeTbCs CyTTEBA OLjiHKa
LUMPWL, OCHALLEHOMY LWadpteHay, ABcTpis KOMNEeTeHTHUM OpraHoMm) - BrukoHaHHA 3060B'A3aHb
NOPLUHEM, iH'EKLiliHO0 BIAMNOBIAHO [0 NiANYHKTY 2.3 NYHKTY 2 goaatky 15 Ao
rO/IKOK, KOBNAYKoM Ta Mopsaky NPoBeAEHHS EKCNEPTU3N peecTpaLinHnX
3aXUCHUM NPUCTPOEM marepianiB Ha nikapcbki 3acobu, Lo NnoaaTbCs Ha
0151 3anobiraHHs LepXaBHY peecTpaLito (nepepeecTpawito), a Takox
MOLUKOKEHHIO OJIKOHO eKcrnepTn3n MaTtepiasliB Npo BHECEHHS 3MiH [0
nicnsa 3acTocyBaHHA, peecTpavuiiHux MaTepiasnis NpoTArom aii
abo 6e3 Hboro; no 1 peecTpaLiiHoro NocBifAYEeHHS, 3aTBEPAXKEHOTO HaKa3oM
abo no 3 nonepegHLO MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big,
3anoBHeHUX LWnpuua y 23.07.2015 Ne 460)
KOHTYpHIli 6nicTepHili
ynakosui; no 1 (1
LUNpUL, Y KOXHI) abo
no 2 (3 wnpuuay
KOXHIili) KOHTYpHiI
6nicTepHi ynakoBku B
KapTOHHiiA Kopo6uli

38. | BIOKNOT A® niodpinizat gns TOB YkpaiHa TOB "BIODAPMA YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3a UA/16249/01/01
PO34UHY ONs1 iH'EKLit "BIO®APMA MNIA3MA", YkpaiHa BUNPAaB/IEHHS TEXHIYHOT NOMUKM B IHCTPYKLIT 4115 peyenmom
no 250 MO, 1 cnakoH MNA3SMA" (BMPOGHMLTBO, NEPBUHHE MeAnyHoro 3actocysaHHA "Cocrtas”
3 niogpinizaTom y Ta BTOPVHHE MaKyBaHHS,
KOMNNekTi 3 BUWMYCK Cepili; BTOPUHHE
PO34YMHHMKOM (BOAA nakyBaHHs, BUMYCK Cepiit)
Ans iH'ekuii) no 5 mny
donakoHi; no 1
donakoHy 3
niodgpinizatom Ta no 1
donakoHy 3
PO3YMHHMKOM pasom i3
3acobamu gns
PO3YMHEHHA Ta
BBefeHHs (1 dinbTp, 1
LUMPWL, OAHOPA30BUiA 3
rOIKOK AN1s iH'eKUiA, 1
Kpunbyara iHdysinHa
cucTema) y naddi 3
KapToHyY

39. | BIOK/IOT A® niodpinisat ana TOB YkpaiHa TOB "BIO®PAPMA YKpaina BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/16249/01/02
PO34UHY A5 iH'eKLin "BIO®PAPMA MNA3MA", YkpaiHa BUNPAaB/IEHHS TEXHIYHOT MOMUIIKM B IHCTPYKLIT 4115 peyenmom
no 500 MO, 1 dnakoH MNA3MA" (BUPOGHMLTBO, NEpPBUHHE Me[uyHoro 3actocysaHHs "Cocras”

3 niogpinizaTom y
KOMMNEKTI 3

Ta BTOPUHHE NaKyBaHHs,
BUNYCK Cepiii; BTOPUHHE
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

pO34MHHKKOM (BOAA
Ans iH'ekuiid) no 10 mn
y dhnakoHi; no 1
hnakoHy 3
niocpinizatom Ta no 1
donakoHy 3
PO3YMHHVKOM pa3om i3
3acobamu ons
PO3UMHEHHS Ta
BBeAeHHs (1 dinbTp, 1
LUNPWL, OAHOPa30BUiA 3
rOMIKOK ANSt iH'eKUild, 1
Kpunbyara iHdysiiHa
cucTema) y nayui 3
KapToHy

nakyBaHHs, BUMYCK Cepiit)

40.

BIOKNOT A®

niodpinizat gns
PO34UHY ON1s1 iH'EKLit
no 1000 MO, 1
chnakoH 3
niocpinizatom y
KOMM/EeKTi 3
PO34MHHKKOM (BOAA
Ans iH'ekuiid) no 10 mn
y dhnakoHi; no 1
hnakoHy 3
niocpinizatom Ta no 1
donakoHy 3
PO3YMHHVKOM pa3om i3
3acobamu ons
PO3UMHEHHS Ta
BBeAeHHs (1 dinbTp, 1
LUMPWL, OAHOPA30BUiA 3
rOIKOK A5 IH'EKUi, 1
Kpunbyara iHdysiiHa
cucTema) y nauui 3
KapToHY

TOB
"BIO®GAPMA
MAA3MA"

YkpaiHa

TOB "BIOPAPMA
MNIA3SMA", YkpaiHa
(BMPOGHMLTBO, NEPBUHHE
Ta BTOPVHHE MakKyBaHHs,
BUWMYCK Cepili; BTOPUHHE
nakyBaHHs, BUMYCK Cepiit)

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis:
BUNPAaB/IEHHS TEXHIYHOT NOMUKM B IHCTPYKLIT A5
MeAn4YHoro 3actocysaHHA "Cocrtas”

3a
peyenmom

UA/16249/01/03

41.

BOTOKC®
KOMIMNEKC
BOTYNIHIYHOIO
TOKCUHY TUMY
A(BIL
CLOSTRIDIUM
BOTULINUM)

MOPOLLIOK A4/15 PO3YUHY
Ans iH'ekuii no 100
oavHUUb-AnnepraH; 1
ch/1akoH 3 NOPOLLKOM B
KapTOHHIA KOopoo6Li

AnnepraH
dapmacbHoTiK
ans IpnaHgis

IpnaHgis

AnnepraH
dapmacbioTikans IpnaHgis

Ipnangis

BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasiis: 3miHu 11
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnsgy. 3MiHM y TepaneBTUYHNX NMoKasaHHSAX
(oopaBaHHSA HOBOrO TepaneBTUYHOIO NokasaHHA abo
3MiHa y 3aTBEepAXEHOMY MOKa3aHHi) - 3MiHW BHECEHO [0
IHCTPYKLUii AN MEAMYHOr0 3aCTOCYBaHHS NiKapCbKoro
3acoby Ao po3giny "lMNokasaHHa", Ta, SK HacigoK, Ao
po3zinis "®apmakonoriyHi BnactusocTi”, "Oco6uBi
3axoam 6esnekn”, "Cnoci6 3acTocyBaHHs Ta fo3n",
"[iTn", "Mo6iuHi peakyii” (BBeAeHHA 3MiH MPOTSAroM 6-Tn
MicALiB Nicsa 3aTBepAKEHHS)

3a
peyenmom

UA/16656/01/01

42.

BOTOKC®
KOMMJIEKC

MOPOLLOK A4/151 PO3YUHY
ans iH'ekuin no 200

AnnepraH
dapmacboTik

Ipnangis

AnnepraH
dapmacbtoTikans lpnaHgis

Ipnangis

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasliB: 3MiHu I
TMny - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI Ta

3a
peyenmom

UA/16656/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BOTYNIHIYHOIO | oguHuub-AnnepraHx; 1 ans IpnaHgis thapmakoHarnagy. 3MiHM y TepaneBTUYHMX NMoKa3aHHSX
TOKCUHY TUny hNakoH 3 NOPOLLUKOM B (oofaBaHHA HOBOro TepaneBTUYHOrO NokasaHHSA abo
A (BIO KapTOHHIA Kopoo6Li 3MiHa y 3aTBEpAXXEHOMY MOKa3aHHi) - 3MiHW BHECEHO A0
CLOSTRIDIUM IHCTpYKLUii AN MEAVYHOrO 3aCTOCYBaHHS NTiKapCbKOro
BOTULINUM) 3acoby Ao po3giny "lMokasaHHA", Ta, AK HacNigokK, Ao
po3zinis "®apmakonoriyHi BnactusocTi”, "Oco6mBi
3axoay 6esnekn”, "Cnoci6 3acTocyBaHHs Ta fosun",
"[iTn", "Mo6iuHi peakuyii” (BBeAEHHA 3MiH MPOTSAroM 6-Tn
MicsLiB Nicns 3aTBEPAKEHHS)
43. | BPOKCIHAK Kpanni oyHi, 0,09 % no CeHrTicc IHAjs Cenricc ®apwma MeT. /14, IHAjsa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/15200/01/01
1,7 mn kpanenb y dapwma MMBT. TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peyenmom
chnakoHi, no 1 nra. thapmakoHarnsgy. BeegeHHs abo 3miHv o
chnakoHy 3 y3aras/ibHeHUX JaHnx Npo cucTemy dapmakoHarnsgy
KpanenbHULE B (BBEAEHHSA y3araslbHEHVX A@HWX NPO cucTemy
KapTOHHIN ynakoBLUi hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34ilicCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ans
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucTeMu chapmakoHarnsgy) - 3miHa ynoBHOBaXEHOT
0cobu BigNoBiganbHOI 3a hapMakoHarnag:
MponoHoBaHa pepakuis: fokTop LWpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KOHTaKTHOI 0co6u BiAnoBiAa/IbHOT
3a hapmakoHarnsg;
MponoHoBaHa pepakuis: TodaH Irop AHaToninosuy.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Co6y,
BiANOBIAA/ILHOT 32 hapmakoHarnsa. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobw, BignoBigaibHOI 3a
hapmakoHarnsg,. 3miHa micus 34iCHeHHss OCHOBHOT
nisinbHOCTI 3 hapmakoHarnagy. 3MiHa agpecu mactep-
dhaiina
44. | BYAEHO®ANbK niHa pekTasibHa, 2 Op. ®anbk HimeuunHa | BignosiganbHuii 3a Bunyck | HimeuunH BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/6964/02/01
Mr/f03Y; KOXHUIA dapma 'mM6X cepiii KIHLEBOIO NPOAYKTY a/ TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
6as10H MICTUTb 5K Ta anbTepHaTBHE Lseiuapi Ta/abo agpecu 3asBHMKA (B/1AaCHMKA peecTpavyiiiHoro
MiHiMym 14 no3 no 1,2 BTOPVHHE NakKyBaHHSA: A NnocBigYeHHs) - 3MiHa agpecu 3asaBHuKa [p. Pasibk
I MiHW peKTanbHoI; No Op. ®anbk Papma MvbX, dapma 'M6X, HimeuuunHa; 3miHu | Tuny -
1 6anoHy 3 403aTOpPOM HimeuunHa; AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
y KOMNAekTi 3 14 Brpo6HWK f030BaHOI agpecu Micus NPoBaKEHHS Aisi/IbHOCTI
annikatopamv ans dopMK, NepBuHHe Ta BUPOBHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
BBEAEHHS NiHN Y BTOPUHHE NakyBaHHSA, BK/IIOYAOUM AiflbHMLi BUMYCKY cepii abo Micue
NAacTUKoOBOMY NIOTKY KOHTPO/b SIKOCTI: NPOBefEHHS KOHTPOSIIO AKOCTI. (AIANbHICTb, 3a AKY
Ta 14 nnacTMKoBMMU Aepo3onb-Cepsic Al BignoBigae BUPOGHMK/IMNOPTEP, BKIOUAKOUM BUNYCK
naketamu gns LLIseliyapis cepii) - 3miHa agpecu BUpo6HuKa [p. danbk apma
ririeHiYHOT yTrni3auii vm6X, HimeyunHa, 6e3 3MiHu Micusa BUPOGHMLTBA
annikaTopis y
KapTOHHI KopoobLli
45. | BABOTEH3 H TabneTkn, BKPUTI KcaHTic Kinp AkTasBic AT Icnangis BHECEHHS1 3MiH 10 peecTpauiiHux maTtepianiB: 3MmiHu | 3a UA/16041/01/01




98

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
NAiBKOBOO dapma TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta peyenmom
o60osoHkoto, 100 NimiTen hapmakoHarnsgy. BeegeHHs abo 3miHu o
mr/12,5 mr no 10 y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
Tabnetok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
no 3 a6o 10 6nicTepis thapMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
Y KapTOHHI navui BiZJNOBIAANbHOI 3a 3AjICHEHHS hapmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMIHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cuctemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
ocobwu BignosiganbHOT 3a hapmakoHarnsg;
MponoHoBaHa pepfakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX [aHnX YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-chalina
46. | BAKCIrPUN CyCneHsis gNns iH'ekujn CaHodi ®paHuisa NOBHUIA LWKN ®paHuia/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu 11 3a UA/16141/01/01
TETPA | no0,5mny MacTtep C.A. BMPOGHMLITBA, YropwwHa/ | Tuny - 3MiHKM 3 SiKocTi. FoToBwMIA Nnikapcbkuii 3aci6. 3mMiHM | peyenmom
VAXIGRIP TETRA | nonepefHb0 3anoBHEHHS, NEPBUHHE Ta Benbris Yy BUPOGHULTBI. 3MiHa iMNopTepa/3miHu, Lo CTOCYHTbCSA
CNAIT-BAKUWHA | 3anoBHeHOMy LUnpuLi BTOPUHHE NakyBaHHS, BWMYCKy Cepii Ta KOHTPOJIK0 SIKOCTi FOTOBOrO NiKapCbKOro
ansa 3 NPUKPINAIEHO0 KOHTPO/b SIKOCTi, BUMYCK 3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKil
MPO®ITAKTUKN ronkoto Ne 1; no 0,5 cepii: 3[iCHIOETLCA KOHTPO/Ib SKOCTI/BUNPOBYBaHHA cepii Ans
revny M1y nonepegHb0 CaHodpi MacTep, ®paHuis; 6i0N0riyHOro/iMyHO0rYHOTO NikapcbKoro 3acoby, Ta
YOTUPbLOXBAN 3anoBHEHOMY LUNpuL 6yAb-AKOT Ai/IbHULL, Ha SIKill 3aCTOCOBYETHLCS
EHTHA, 6e3 ronkm Ne 1 BTOPVHHE NakKyBaHHS, 6i010rYHWIA/IMYHONOTYHWI MEeTOA, BUNPO6YBaHHS) -
IHAKTUBOBAHA KOHTPO/Ib SKOCTI, BUMYCK nofaBaHHsa ginbHuui CAHO®! BIHTPOMM IHAACTPIA,
cepit: ®paHuisa/ SANOFI WINTHROP INDUSTRIE, France
CaHodpi MacTep, PpaHuis; 0715 KOHTPO/IKO SAKOCTi FOTOBOrO NPOAYKTY
3anoBHEHHS, NePBUHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPO/b SIKOCTI:
CAHO®I BIHTPOM
IHOACTPIA, ®paHuis;
BTOPVHHE NaKyBaHHS:
CaHodpi-AseHTic MpaiisiT
Ko. /114., YropLmHa,
BTOPUHHE MaKyBaHHS:
CPHA CA, Benbris
47. | BANAUUKNOBIP | nopoLuok (cybcTaHLis) BE3 Xopsartis LWaHxai ®apma pyn Kutaii BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | - UA/8305/01/01
Y rgPOXNOPUA, | y noagiitHux Papmaxem YaHnkoy KoHi TMny - 3MiHa y 6e3nocepefHiii ynakoBLi A®| - BHECEHHS
nonieTuIeHoBMX [.0.0. dapmacstoTikan Ko., Jitg, 3MiH g0 p. 3.2.S.6. Cuctema
naketax gns KOHTeliHep/3akyrnoptoBaibHWii 3aci6: fofaBaHHSA
thapmaueBTUYHOIO NPOMIXXHOT YNakoBKM — MILLKY 3 a/TlOMiHIEBOT (pO/brn
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
3aCTOCyBaHHSA
48. | BANIEPIAHN TabneTku, BKPUTI NAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/0265/02/02
EKCTPAKT 060/10HKOH 1Mo 20 Mr, "Tanuucpapm” TMNY - 3MiHW BHECEHI B TEKCT MapKyBaHHS NEPBUHHOI Ta peyenma
no 10 Tabnetok y BTOPVHHOT YNakoBKM /liKapCbKOro 3acoby o0
6nictepi, no 5 3a3HaYeHHs MbKHapOoAHUX NO3Ha4YeHb OAVHULbL
6nicTepis y nauui; no BMMIiptOBaHHS. BBeieHHA 3MiH npoTsArom 6-tm micsauis
50 TabneTtok y nicns 3aTBepMAKeHHsA
6nictepax
49. | BAPIIPUKC™ | niodpinisat ana nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/15966/01/01
VARILRIX™ PO34UHY A5 iH'EKLLA AH ExkcnopT BpuTaHis Bionogxikans C.A. TUny - oHoB/ieHHA CepTudikaty BignosigHocTi Ph. Eur. peyenmom
BAKUWHA Ansd no 1 o3i; 1 chniakoH 3 NimiTen oo ryéyartoi eHuedanonarii Ha heTasibHy 6uyavy
MNPO®INAKTUKN | niodinizatom Ta 1 cupoBatky 3 R1-CEP 2000-155-Rev 01 Ha R1-CEP
BITPAHOI BICMIN | amnyna 3 2000-155-Rev 02; 3MiHu | TUNY - OHOB/EHHSA
XXUBA PO34MHHKKOM (BOAA CepTudpikaty BignosigHocTi Ph. Eur. wopao ryéuaroi
ATEHYOBAHA 08 iH'eKUin) B eHuedanonarii Ha cheTanbHy 6ruyady cupoBaTky 3 R1-
nnacTMKoOBOMY CEP 2000-155-Rev 02 Ha R1-CEP 2000-155-Rev 03;
KOHTEliHepi B 3MiHK | TUNy - oHoBeHHA CepTudikaty BignoBigHOCTI
KapTOHHI kopobuj; 1 Ph. Eur. wogo ryéyatoi eHuedanonaTii Ha cheTasibHy
dhnakoH 3 6unyadvy cupoBatky 3 R1-CEP 2000-387-Rev 00 Ha R1-
niocpinizatom Ta 1 CEP 2000-387-Rev 01; 3MiHu | TNy - OHOB/EHHSA
nonepegHL0 Ceptucpikaty BignosigHocTi Ph. Eur. wogo ryéuartoi
HanoBHEHWIA WNpuL, 3 eHuedpanonarii Ha peTanbHy 6uyady cupoBatky 3 R1-
PO34MHHKKOM (BOAA CEP 2000-155-Rev 03 Ha R1-CEP 2000-155-Rev 04.
ONs iH'eKUin) y BHeceHHs pegakuiliHix npaBok y po3ginv 3.2.A.2 Ta
KOMNEKTi 3 ABOMa 3.2R
roskamu B
naacTMKoBOMY
KOHTeliHepi B
KapTOHHI kopobuyj;
100 donakoHiB 3
niocpinizatom Ta 100
amnyn 3 PO3YMHHMKOM
(Boga ans iH'ekuin) (8
YapyHKOBIli yrnakoBLij)
B OKPEMUX KAPTOHHMX
Kopobkax
50. | BEHOPYTUHON NOPOLLIOK (Cy6CTaHLis) My6niyHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiB: 3MiHU 3 - UA/12621/01/01
y NOABIHNX NakeTax 3 aKujioHepHe TOBapUCTBO "HaykoBo- akocTi. CepTudikaTt signosigHocTi/lE-cepTudikar
NAiBKN NOAIETUNEHOBOT TOBapuCTBO BMPOBOHNYMNIA LEHTP BiANOBIAHOCTI €Bponelicbkili hapmakonei/moHorpadii.
ons "HaykoBo- "BopLyariBcbkuid XiMiko- 3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
hapmaLeBTUYHOro BUPOGHNUNIA chapmaneBTUYHMI 3aBOA" BifNOBIAHICTL [0 MoHOrpadii 4PY abo Esponeiicbkol
3aCcTOCyBaHHS LEeHTp thapmakonei, abo iHLWOT HauioHasTbHOT thapmakonel
"BopLuariBcbk nepxasun €C (3MiHa y cneuudikauisx, nos'asaHa 3i
niA Ximiko- 3MiHamu B I®Y, abo €Bponeiicbkili hapmakonei, abo
chapmMaueBTny iHWIM HauioHanbHIn hapmakonei gepxasn €C) -
HWi1 3aBoa” npusBefeHHs crneundikaLii Ta MeTofiB KOHTpoo APl 3a

nokasHukom «MikpobionoriyHa ynctoTa» y BifnoBiAHICTb
0o Bumor EP/A®Y; 3MiHu | Tuny: 3miHm 3 skocTi. AdI.
KoHTponb A®L. 3MiHa y napameTpax cneumdikadlii
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1

Ta/abo foMyCTUMUX MeX, BU3HAYEHNX Y creLudikauisx
Ha A®I, abo BUXiAHWIA/MPOMIXHWI NPOAYKT/peareHT, Lo
BMKOPUCTOBYIOTbCSA Y npoueci BUpobHuytea A®I (iHwi
3MiHW)

— 3MiHU B cneuudikauii APl 3a nokasHNKamu:

- MOKa3HWK «laeHTudikauis» - CnpoLLeHo onuc KpuTepiis
NPUAHATHOCTI (peAakuiiiHi npaBskw);

- BBE/IEHHS NePIOANYHOCTI KOHTPOIO «*KOHTPO/IOKTh
nepLly Ta HaCTYMHY KOXHY N ATY Cepito MOTOYHOIo poky"
N5 nokasHukiB "laeHTudikauis. PnasoHoign” (A.
FAkicHa peakuis), «Mpo30piCTb PO3UNHY», «3aINLLKOBI
KiNIbKOCTi OpraHiyHnX po34mHHUKIB», «HaTpito xnopug»,
«CynbhaTHa 30/1a» Ta «Baxki meTtanu»;

- BUNy4YeHHS BEPXHbOI MeXi 3a NoKa3HWKOM «KinbkicHe
BW3HAYEHHS», OCKINbKM AaHNii NOKa3HKK NOB A3aHWiA 3
MOKa3HNMKOM «KOMMOHEHTHWI cknaf», | pe3ynbTar
6inblwe 100% ansa cybeTaHuil, sika Bignosigae 3a
NOKa3HMKOM «KOMMOHEHTHWI CKNag € HEMOX/IUBUMY, a
TaKOX 3 METO0 y3rofpkeHHs nokasHuka B Adl i
[OKyMeHTaUiT Ha roToBi Nikapcbki 3ac06u, AKi 3 HbOro
BMPO6NAIOTLCA; 3MiHW | TMNy: 3MiHK 3 AKocTi. API.
CrabinbHicTb. 3MiHa nepiogy NOBTOPHUX
BMNpobyBaHb/nepiony 36epiraHHs abo yMoB 36epiraHHs
A®I (3a BiAICYTHOCTI Y 3aTBEP)KEHOMY [OCbE
cepTucpikaTa BiANOBIAHOCTI E€BpoNeiickkili hapmakonel,
LLIO BK/IHOYAE nepios MOBTOPHOr0 BUNPOGYBAHHS)
(nepiog, NoBTOPHOro BUNPO6YBaHHA/Mepiog, 36epiraHHs)
- 36inbLIeHHs abo BBeAEHHS Nepiogy NOBTOPHOrO
BMNpO6YBaHHsA/Nepiony 36epiraHHs Ha OCHOBI
pe3ynbTaTiB fOCNiLKEHb Y peaslbHOMY Yaci - 3aMiHa
«TepMiHy npuaaTHoCTi» Ha «[epiod A0 NpoBeAeHHS
NOBTOPHUX BUMPOBYBaHb» A8 KOHTposo AdI 3
BiANOBIAHWM Y3ropKeHHAM MapkyBaHHs Ad| [litoua
pepakuis - TepmiH npugatHocTi - 3 poku; MponoHoBaHa
pepakuis - MNepiog, 40 NPOBEAEHHSA NOBTOPHUX
BMNpo6yBaHb - 3 pokun

51. | BEHOCMIN kancysm no 200 mr no daec dapwma, Icnanis daec dapma, C.A. Icnarnis BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis: 3miHu | 3a UA/9600/01/01
10 kancyn y 6nictepi, C.A. TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peyenmom
no 6 abo 9 6nictepis y Ta/abo agpecu Micus NPOBaKEHHSA AiSNbHOCTI
KapTOHHIA KOpooLi BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
BK/IIOHA0UM AiNbHULI BUMYCKY cepii abo micue
NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/iMNOPTEP, BKIOYAOUM BUMYCK
cepiii) 3miHa agpecy BUpo6HMKa 13 daec Papma,
C.A., IcnaHis, 6e3 3miHM micus BUpobHuULTBa: BBEAeHHA
3MiH NPOTAroM 5-TK MicsLIB Nic/1s 3aTBEPKEHHS.

52. | BEHTOMIH™ aepo30/1b ANns nakcoCwmitKn Benvka "nakco Bennkom PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/2563/01/01
EBOXANEP™ iHransuin, fo3oBaHui, AnH ExkcnopT BputaHis MpopgakwH, ®paHuis Icnanis TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
100 mkr/gosy; no 200 Nimiteq Ta/abo agpecu micus NPoBamKeHHs AisfIbHOCTI
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
[03y 6anoHi; no 1 "nakco Bennkom C.A., BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
6GasioHy B KapTOHHilA IcnaHis BK/IIOHA0UM AiNbHULi BUMYCKY cepii abo Micue
Kopoo6ui NpOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
cepili) 3miHa agpecu Bupo6Huka N3 Makco Bennkom
C.A., IcnaHis, 6e3 3MmiHM micus BUpobHULTBA. BBEAEHHSA
3MiH NpOTArom 6-TM MicALIB Nic/a 3aTBepPAKEHHS
53. | BIBA/IIEPION Kpanni o4Hi 0,2 % no CEHTICC IHais CEHTICC ®APMA MNBT. IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15939/01/01
2,5mMny DPAPMA TBT. nTA. TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
NNacTUKoBOMY nTA. thapmakoHarnsgy. BeegeHHs abo 3miHv o
chnakoHi 3 y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
KpanesnbHuueto; no 1 (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
h1aKoHy Y KapTOHHIiA thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
nauui BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BignoBiganbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIHYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu BignosiganbHOT 3a hapmakoHarnag;
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KOHTakTHOT 0cO61 BiANOBIAa1bHOT
3a (hapmakoHarnag;
lMponoHoBaHa pepakuisi: TodaH Irop AHaToniioBuy.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/bHOI 3a thapmakoHarnifg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu, BignoBigabHOI 3a
hapmakoHarnsg. 3miHa micus 34iiCHEHHsI OCHOBHOT
LisinbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-
chaiina
54. | BIHBOPOH® TabneTtku, BKPUTI My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/0241/02/01
NAiBKOBOK 060/I0HKOD akujioHepHe ToBapucTBO "HaykoBo- TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib. peyenmom
no 20 wr; no 10 TOBapUCTBO BMPOGHUYUIA LEHTP CuncTeMa KoHTellHep/3aKynoproBasibHUiA 3aci6. 3miHa
Tabnetok y 6nictepi; "HaykoBo- "BopLyariBcbkuii XiMiko- PO3Mipy ynakoBKv roTOBOro MikapCcbKoro 3acoby (3miHa
no 1 a6o no 4 BUPOBHNYNIA hapMaLeBTUYHWI 3aBOA" KiNbKOCTi 0anHMLG (Hanpukiag TabeTok, aMmnyn TOLLo)
6nictepu y nauui LeHTp B ynakoBLi:) - 3MiHa no3a Aiana3oHoM 3aTBepIpKeHUX
"BopLuariBcbk pO3MipiB ynakoBkn. BBeeHHS 04aTKOBOI yNnakoBKy No
WA XiMiKO- 10 TabneTok y 6nicTepi; no 1 6nicTepy B nayuyji, 6e3 3amiH
thapmaueBTuy NepBMHHOTO NakKyBas/lbHOrO MaTepiasty Ta 3
Hui1 3aBoa” BiAMNOBIAHMMM 3MiHAMUN [0 PO34iNy «YnakoBKa.
BBeaeHHs 3MiH NpoTarom 3-x MicAuiB nmicns
3aTBEPAKEHHS.
55. | BIHBOPOH® TabneTku, BKPUTI My6nivHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA/0241/02/02
NNiBKOBOK 060/I0HKOI akuioHepHe TOBapuCTBO “"HaykoBo- MMy - 3MiHKM 3 AKOCTi. FOTOBWIA NliKaPCbKUIA 3aci6. peyenmom
no 40 wr; no 10 TOBapUCTBO BUPOGHUUUIA LEHTP CuncteMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa
Tabnetok y 6nictepi; "HaykoBo- "BopLyariBCbKWiA XimMiko- PO3Mipy YNakoBKy roToBOro fikapcbKoro 3acoby (3MiHa
no 1 aéo no 4 BUPOBHWYNIA hapMaLeBTUYHWI 3aBOA" KiNbKOCTi 0gnHMLG (Hanpukiag Tab1eTok, aMmnyn TOLLo)
6nictepn y nayui LEHTP B yNakoBLi:) - 3MiHa no3a AianasoHoM 3aTBEPAXKEHNX




Hassa

NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina

BUPOOHUK

a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

BIPAKCA

"Bopuyariscbk
i Ximiko-
thapmavueBTuy
HWiA 3aBog”

po3MipiB ynakoBkn. BeefeHHA [,04aTKOBOT yNnakoBkM No
10 TabneTok y 6nicTepi; no 1 6nictepy B nayuj, 6e3 3miH
NepBUHHOIO NakyBaslIbHOro MaTepiasy Ta 3
BiANOBIAHMMY 3MiHAMYW A0 PO34iny «YnakoBKa».
BBefeHHA 3MiH NpoTAarom 3-x micsAuis nicns
3aTBEPKEHHS.

nocsBi0OYeHHs

BIPAKCA

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, MO 125
mr, no 10 Tabnetok y
6nictepi; no 1
6nicTepy B KAPTOHHIl
nauwi

KcaHTic
dPapma
Nimiten

Kinp

Cneuidpap CA

Ipeuis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHst abo 3miHu o
y3arasibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/ILHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0obu 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BOHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BK1HYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cmucTemMu chapmakoHarnsgy) - 3miHa ynoBHOBaXEHOI
0cobu BigNoOBIgaNLHOI 3a thapMakoHarniag;:
MponoHoBaHa pegakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa agpecu macTep-daiina

3a
peyenmom

UA/16000/01/01

BIPAKCA

TabneTtku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 250
Mr, o 7 TabneTok y
6nictepi; no 3
6nicTepn B KApTOHHIA
nauui

KcaHTic
Papma
Nimiteq

Kinp

Cnevuicdap CA

Ipeuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHu [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BigMiHHa Bifg, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobwu BignosiganbHOT 3a hapmakoHarnsg;
MponoHoBaHa pepgakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-chaiina

3a
peyenmom

UA/16000/01/02

TabneTkn, BKPUTI
NNiBKOBOKO
060/10HKOt0, MO 500
Mr, M0 7 TabneToK y

6nicTepi; no 2 a6o 3

KcanTic
Papma
Nimiten

Kinp

Cneuicdap CA

Ipeuis

BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3ara/lbHeHrX faHux Npo cucteMmy dpapMmakoHarisgy
(BBEAEHHS y3aralbHEHUX AaHVX NPO CUCTEMY

3a
peyenmom

UA/16000/01/03
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

6nicTepn B KAPTOHHIA
nauui

chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLO BoHa
BiAMiHHa Bi, yNOBHOBaXKEHOI 0CO6M, BiAnoBiganbHOI 3a
3AiicHeHHA hapMakoHarnagy (BKIYarym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-caiina
cucTemu hapmMakoHarnagy) - 3MiHa ynoBHOBaXXeHOT
0Cco6M BiANOBIfa/IbHOI 3a hapMakoHarnaa:
MponoHoBaHa pegakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXeHOi ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iICHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarisgy.
3miHa agpecu MacTep-chaiina

59.

FANNbBYC®

Tabnetku no 50 mr no
7 TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHI Kopo6Lyj; no
14 TabneTtok y
6nictepi; no 2 a6o 4
6nicTepn B KAPTOHHI
Kopoo6Li

HosaprTic
dapma Al

LLseiuapis

BMPOGHULITBO 38 MOBHUM
uvknom: Hoeapric ®apma
LTeitH AT, LWBeliLapis;
BMPOGHULITBO 38 MOBHUM
uuknom: Hoeaptic
®apmacbiotuka C.A.,
Icnanis; nepsuHHe Ta
BTOPVHHE NaKyBaHHS:
Onnnak 'pyn AT,
LLiBefiuapis; nepsmHHE Ta
BTOPVHHE NaKyBaHHS:
KoHadpapma Al
LLiBefiuapis; nepsmHHE Ta
BTOPVHHE NaKyBaHHS:
IBepc-/li AT, LWBeliyapis;
KOHTPO/b AKOCTI (3a
BUHATKOM TecTy
Mikpo6ioioriyHa uncToTa):
dapmaHanituka CA,
LLiBeiuapis

Lseiuapi
A/ IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
y3arasibHeHnX AaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
thapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT 3a 3MiCHEHHS!
chapmakoHarnsgy: MponoHoBaHa pefakuis:
YnoBHOBaXKeHa 0coba 3asiBHMKa, BignoBigasibHa 3a
thapmakoHarnag — Gabriele Hecker-Barth. KoHTakTHa
ocoba B YKpaiHi yNnoBHOBaXeHOT 0CO6M 3asBHUKaA A1
3pjicHeHHs hapmakoHarnsgy — Opnos B'sauecnas.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6U
3asiBHUKA, BiANOBIAA/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy. 3miHa KOHTaKTHUX AaHWUX KOHTaKTHOT
oco6u, BiANOBIAa/IbHOI 3a 34iiCHEHHA hapMmakoHarnsaay
B YKpaiHi. 3amiHa Micus 34iiCHEHHSI OCHOBHOT
OiSNbHOCTI 3 chapmakoHarnagy. 3amiHa
MicLe3HaxX0KEHHS MacTep-haiina cnctemm
chapmakoHarnsgy

3a
peuyerimom

UA/11241/01/01

60.

FAHUWKNOBIP-
DAPMEKC

niodpinizat gns
pO34unHy ANs iHQy3il
no 500 mr, 1 chnakoH 3
niodgpinizatom y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayui 3

TOB
"®APMEKC
reymn

Ykpaina

TOB "®APMEKC IrPyn"

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo afpecu 3asBHMKA (B/1aCHMKa peecTpaviiiHoro
noceigyeHHs) — 3MiHa agpecy 3asBHVKa (BnacHuka
peecTpaujiiiHoro noceig4eHHs1) BBegeHHSA 3MiH NPOTArom
6-TU MicAUIB NiCNsA 3aTBEPAXKEHHS; 3MiHM | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afpecun Micusa NpoBaKEHHS AisANbHOCTI

3a
peuerimom

UA/14257/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
KapToHY BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOHA0UM AiNbHULi BUMYCKY cepii abo Micue
NpOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
cepiid) — 3MiHa agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMpo6HuKa IMN13 TOB "®APMEKC I'PYI", YkpaiHa, 6e3
3MiHM MiCL BUPOGHMLTBA (3MiHa MOLITOBOrO iHAEKCY Ta
YTOUYHEHHSI HaNMcaHHA aApecn BUPOGHUKA 3rigHO 3
mMarepianamu peectpauiiHoro gocke) BBeeHHS 3MiH
NpPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMAXKEHHS; 3MiHN |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkunii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymMoBax 36epiraHHs roToBOro /ikapCbKoro 3acoby
(36iNbLUEHHA TEepMiHY NPUAATHOCTI rOTOBOro
nikapcbkoro 3acoby) - 415 TOprosoi ynakosku
(nigTBEPOKYETLCA AaHUMK peasibHOro vacy) -
36iNbLUEHHS TepMiHy npuaaTHocTi /13 3 2-x pokis Ao 3-
X pokiB. BBefleHHs1 3MiH NpoTArom 6-T1 MicALIB nicns
3aTBEPMAKEHHS
61. | FEKCAKCUM | CyCneH3is Ans iH'eKuil CaHodpi ®paHuisa 3AT "CaHodpi-ABeHTiC", YropuuHa/ BHECEHHSA 3MiH [0 peecTpaliiiHnux maTepianis: 3MiHu | 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. YropuwuHa (BTOpUHHE PpaHuin UMYy - 3MiHWM BUNPO6YBaHb abo AONYCTUMUX MEX Y peyenmom
BAKUVHA onga nonepegHL0 nakyBaHHs1); CaHodi npoueci BUpobHuuTBa A®I, 10 BCTAHOB/IEHI Y
MPO®ITAKTUKN | 3anoBHEHMX LUnpuuax Mactep C.A., ®paHuis cneumgikalisx (LogasaHHA HOBOrO BUNPOGYBaHHSA Ta
BUNDTEPII, 3 1-eto (6o 2-ma) (noBHMiA LMKN [ONYCTUMUX MeX) - AoAaBaHHS BUNPOGYBaHHSA
MPABLS, oKpeMumu rosikamu Ne BMPOGHULITBA, BUMYCK laeHTudikauisa (bioxiMiyHi Ta ceponoriyHi
KALUTHOKY 1a6o Ne 10 Tay cepir) xapakTtepucTtuku) Haemophilus influenzae tuny b Ha
(ALENONAPHA chnakoHax Ne 10 eTani 1.4 npoM1CNOBOT KyNbTypK; 3MiHW | TUny -
7] KOMMOHEHT), [0faBaHHA BUMPOOYBaHHS Ha HasABHICTb XUTTE34ATHUX
FENATUTY B 6akTepiii Haemophilus influenzae Tuny b Ha eTani 36opy
PEKOMBIHAHTH KNITWH (eTan 1.5 KOHLeHTpaList Wasxom
A, ynbTpadinbTpavii); 3mMiHu | Tuny - foaaBaHHA
noniomMienity BMNpobyBaHHA Flocculating Titer test ana npasueBoro
IHAKTUBOBAHA 6inka nig vac etany ounweHHs (etan 2.9d dinbTpayis);
TA 3MiHK | TuMy - 3MiHK B Npoueci BupobHuytea AdI -
3AXBOPHOBAHDb, [ofaBaHHS TPMBa/IOCTi NPOMDKHOro 36epiraHHs y
CNPUYNHEHNX TEXHOMOrYHOMY NpoLeci BUPO6HMLTBA

HAEMOPHILUS
™ny B
KOH'IOTOBAHA,
AICOPGOBAHA,
PIOKA

KOHLEHTPOBAHOI0 KOH'IOroBaHOro nonicaxapuay
Haemophilus influenzae tuny b; 3miuu Il TUNy - 3mMiHK B
npoueci Bupo6bHuuTea A®I (3miHa CTOCYETLCS aKTUBHOT

PeYOBUHYM 6i0/IOrYHOTO/iMYHOMONYHOTO MOXOKEHHS
ab0 BUKOPUCTaHHSA XiMiYHUX APl y BUPOOBHULTBI
niKkapcbKoro 3acoby 6i010ri4HOro/iMyHOM0rN4YHOro
MOXOPKEHHS, SKa MOXe MaTh 3HaYHUIA BNIMB Ha AKICTb,
6e3neky Ta eqpeKTUBHICTb NikapcbKoro 3acoby, i He
CTOCY€ETbCS MPOTOKOMY) - AoAaBaHHAM 6yAisni V16 Ha
BMPOGHUUIN AinbHUUi Mapci TETyans, ®paHuis, wo

BK/IlOYA€E B ceb6e TEXHOSIONMYHI 30HU OTPUMAHHSA

6ionoriyHoro matepiany Ta noganblui npouecu GinbLu
BMCOKOrO piBHA (OYMLLEHHS, aKTMBAaLlis, KOH'torauist), Ans
OTPUMaHHS reMOoiIbHUX LeTPUMIAHUX rpaHy/l.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
[JonasaHHsA BeH30Ha3n B AKOCTi HOBOI CUPOBWHU A5
KyNbTypasibHOr0 CepefioBuLLa, LLIO BUKOPUCTOBYETLCA B
HOBUX (hepMeHTepax Ta fofasaHHs eTany dinbTpauii
nig yac 360py KNITUHHOT KyNibTypu; 3MiHM |l Tuny - 3MiHa
y 6e3nocepeHili ynakoBui A®| - nogaBaHHsA
anbTepHaTUBHOT HOBOI CUCTEMW YNAKOBKWU/YKYNOpKX ANs
36epiraHHA NPOMDKHOTO MPOAYKTY LETPUMIAHMX FpaHyn
y 6yaisni V16 Ta gogaBaHHA HOBOrO KOHTEHepy Ta
NpPo6OK 3 IHLWNM AKICHUM CKNagoM Ans 36epiraHHs
ouuwieHoro nosicaxapugy Haemophilus (PRP) Ta
nonicaxapugy PRP-AH Ha gogaTok no
BMKOPVCTOBYBaHUX B AaHWii yac y 6yaisni V10 Ta V16;
3MiHuM Il TNy - 3MiHK B Npoueci BUpo6HMUTBa Ad| (3miHa
CTOCY€ETbCS aKTUBHOI PEHOBWHM
6i0/10rYHOr0/iIMyHOMOrYHOrO MOXOAKEHHS abo
BMKOPMCTaHHS XiMiuHMX A®| y BUpOGHMLTBI NikapCbKoro
3aco6y 6i0/10ri4HOro/iMyHOONYHOTO NOXOMKEHHS, SKa
MOX€e MaTu 3HaYHWA BNINB Ha siKiCTb, 6e3neky Ta
eheKTMBHICTb NikapCbKoro 3acoby, i He CTOCYETbCA
NPOTOKOJ/1y) - OHOB/EHHSA BignoBigHWx po3ginis 3T, wo
CTOCYETbCA BUPOOHNLTBA KOHLLEHTPOBAHOIO
KOH’toroBaHoro nosicaxapugy Haemophilus, gns
nNpuBeLEeHHs y BiANOBIAHICTb 3 BaNifoBaHMU
JianasoHamu napameTpis Npouecy BUPOGHULTBA.
PepakTopcbki npaBku 40 maTtepianis 4oCbe 6e3 3MiH Yy
peasnbHili NpakTuLi: peopraHisadis iHcpopmadii,
OHOBJ/IEHHSA (hopMyNtOBaHb, BUNPAB/IEHHS MOMUIIOK,
XPOHO/I0TIYHMX PO30BiXKHOCTEN TOLLO
62. | FEKCAKCUM | CyCneH3is Ans iH'eKuil CaHodpi ®paHuisa 3AT "CaHodpi-ABeHTiC", YropuuHa/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu || 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. YropuwuHa (BTOpUHHE PpaHuin MMy - 3MiHW B npoueci BupobHuutea A®I (3miHa peyenmom
BAKUWHA AnsA nonepeaHsLo nakyBaHHs); CaHodi CTOCYETbLCSA aKTUBHOI PeYOBUHU
MPO®ITAKTUKN | 3anoBHEHMX LUnpuuax Mactep C.A., ®paHuis 6i0N10ri4YHOro/iMyHOOMNYHOr0 NOXOKEHHS 260
BUNDTEPII, 3 1-eto (abo 2-ma) (noBHMiA LMKN BMKOPUCTaHHA XiMiuHMX APl y BUPOGHMLTBI NikapCbKoro
MPABLS, oKpeMumu rosikamu Ne BMPOGHULITBA, BUMYCK 3aco6y 6i0n10riYHOro/iMyHOIOTNYHOTO NOXOMKEHHS, SKa
KALUTHOKY 1a6o Ne 10 Tay cepir) MOXe MaTy 3HaYHW BMN/INB Ha siKiCTb, 6e3neky Ta
(ALEENMONAPHN onakoHax Ne 10 eheKTMBHICTb NMikapCcbKOro 3acoby, i He CTOCyeTbCA
A KOMIMOHEHT), NpOTOKO/1Y) - 3aMiHa MiHOracHWKa, Lo
FENATUTY B BUKOPUCTOBYETLCS B Npoueci hepmeHTauii
PEKOMBIHAHTH AN TEPINHOTO aHATOKCUHY
A!
noniomMmienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUYMNHEHNX

HAEMOPHILUS
™ny B
KOH'IOTOBAHA,
AICOPGOBAHA,
PIOKA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
63. | FEKCAKCUM | CyCneHsis gNns iH'ekuiin CaHodi ®paHuisa 3AT "CaHodpi-ABeHTIC", YropuwwHa/ BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu | 3a UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B Mactep C.A. YropLumHa (BTOpPUHHE PpaHuis TUMy - 3MiHa y MeTogax BunpobysaHHsA A®l abo peyenmom
BAKUWHA Ansa nonepegHL0 nakyeaHHs); CaHodi BYVXiHOro Matepiany/npoMiXXHOro NpoAyKTy/peareHTy,
MPO®ITAKTUKN | 3anoBHeHMX Lunpuuax Mactep C.A., ®paHuis LLIO BUKOPUCTOBYETLCSA Y Npoueci BupobHuutea APl -
DUNOTEPII, 3 1-et0 (260 2-ma) (NoBHMIA LMKN peecTpauist HOBOI cepii pedpepeHTHOro cTaH4apTHOro
NMPABLA, oKpemumu ronkamm Ne BMPOGHULITBA, BUMYCK 3pasky (Batch APG FA491309) ans nposeAeHHsA
KALLTIOKY 1a6o Ne 10 Tay cepii) BMNpoGyBaHHA Antigenicity test ns ounLLeHoro
(ALEENONAPHN onakoHax Ne 10 Pertussis Toxoid. BHeceHHs1 pefakLiiiHux npaBoK A0
1 KOMMOHEHT), posainy 3.2.5.5
FENATUTY B
PEKOMBIHAHTH
Al
noniomMienity
IHAKTUBOBAHA
TA
3AXBOPIOBAHb,
CMPUYMNHEHNX
HAEMOPHILUS
TNy B
KOH'IOTOBAHA,
A[ICOPBOBAHA,
PIOKA
64. | FEMOTPAH® PO3YUH ONS1 iH'EKLLINA, NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3miHu | 3a UA/13975/01/01
50 mr/mn no 5 mn B "®papmak” TUMY - BUNyYeHHS BUpo6HUka APl TpaHekcamosa peyenmom
amnyni; no 5 amnyny kucnota
6nictepi; no 1 a6o 2
6nicTepu B nauuj 3
KapTOHY
65. | FEMOTPAH® PO3YUH AN1s1 iH'EKLLINA, NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/13975/01/02
100 mr/mn, no 5 mn "papmak” TUMY - BUNyYeHHs BUpobHuka A®I TpaHekcamosa peyenmom
a6o no 10 mn B kucnota
amnyni; no 5 amnyn y
6nicTepi; no 1 a6o 2
6nictepu B nauuj 3
KapToHy
66. | MAA3ENAM IC® Tabnetkn no 0,02 r no ToBapucTBO 3 Ykpaina ToBapunCTBO 3 AOA4ATKOBOIO YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/8579/01/01
10 TabneTok y [0AaTKOBOIO BiANOBIAA/bHICTIO TUNY - OHOBJ/IEHHSA NiLeH3iT Ha BUPOOHULTBO; YTOYHEHHS | peyenmom
6nictepi; no 2 BiANOBIA&/bHI "IHTEPXIM" 3a3HavYeHHs agpecy BUPO6HMKa BifNOBIAHO 0 Aito4oil
6nicTepn y nayui 3 cTHo NiueHsii ae NpoBOAMTLCA KOHTPO/Ib/BUNPOOGYBAHHS
KapTOHY "IHTEPXIM" cepii; 3anponoHoBaHo: TOBapUCTBO 3 A04aTKOBOK

signosigasbHicTio "IHTEPXIM"

YkpaiHa, 65025, m Ogeca, 21-i km. CTapoKMiBCbKOT
noporu, 23 - BAPOGHULITBO, 36epiraHHs CUPOBUHN Ta
marepianis;

YkpaiHa, 65025, m. Ogeca, 21-/ kM. CTapoKUIBCbKOT
noporu, 40-A - BAPOGHMLTBO, MEPBMHHE Ta BTOPUHHE
nakyBaHHs, BUNPOBYBaHHSA KOHTPO/IIO AKOCTI
(mikpo6ionoriyHa yncToTa, QI3NYHI/XIMIYHI
BUNPOOYBaHHS), 36epiraHHsi rOTOBOT NPOAYKLL,
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n/n

NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

67.

FNAASENAM IC®

CVPOBUWHM Ta MaTepiasiB; 3MiHW | TUMY - BUNYyYEHHSA
AinbHuUI 3a agpecoro Ykpaina, 65080, Ogecbka 06/1., M
Ogpeca, MMoctgopdcbka fopora, bya. 86, ae
3[JACHIOETLCS BUMPOGYBaHHS KOHTPO/IO SKOCTi (isnyHi/
XiMiuHi, MikpobiosioriyHa unctoTa), 36epiraHHs rotToBoi
NPOAYKLi, Y 3B°A3Ky 3 OHOB/IEHHSAM MiLEeH3iT Ha
BUPOBHNLTBO; 3MiHW | TUNY - BBEAEHHSA
a/bTepHaTMBHOIO BUPOBHMKA BUXIAHOIO /NPOMIXHOro
npogykty OO0 «XMOMM», Wo BUKOPUCTOBYETLCH Y
BMPOGHMYOMY npoueci A®I - foaaBaHHSA BUPOGHMYOT
OinsHkK (y cknagi 3aTBepaKeHol BUPOOHNYOI AinbHNL
TAB "IHTepxiM") 3a agpecoto Ykpaina, 65025, m Ogeca,
21-i km. CTapokuiBcbkoi goporu, 40-A, e
3[i/iCHIOETLCA BUPOOHWLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, 36epiraHHs roToBOI NPOAYKLIT, CUPOBUHM Ta
maTepianis; 3anponoHoBaHo: ToBapuCcTBO 3
[ofaTkoBoto BignosigancHictio "IHTEPXIM", YkpaiHa,
65025, m Opeca, 21-i km. CTapokuiBCbKOT goporu, 23 -
BMPOGHMLTBO, 36epiraHHa CPOBKHM Ta MaTtepianis;
YkpaiHa, 65025, m. Opeca, 21-i km. CTapoKuiBCbKOT
foporu,

40-A - BUPOGHULTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, BUNPOBGYBaHHA KOHTPO/IKO AKOCTI
(mikpobionoriyHa unctota, i3NYHI/XiMIYHI
BMNpPo6YyBaHHS), 36epiraHHs roToBOi NPoAYKL;i,
CMPOBUHM Ta MaTepianis; 3MiHu | TUNy - 3MiHW B Npoueci
BMPOGHULTBA AD| (HE3HAYHA 3MiHa Y NpoLeci
BMPOGHMLTBA ADI) - 3MiHA BHOCUTLCS 3 METOIO
onTUMI3aLii BUPOGHMYOro NpoLecy, Yy 3B A3Ky 3
BBEJlEHHAM a/lbTEPHATUBHOIO BUPOOHWMKA BUXifHOIO
/NPOMDKXHOrO NPOAYKTY, L0 BUKOPUCTOBYETLCA Y
BUpPOGHMYOMY npoueci A®I; 3miHu | TUNy -3MiHW Y
npovLeci BUPO6HULITBA rOTOBOTO NiKapCbKOro 3acoby,
BK/TIOHAI0UN NPOMiIXKHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHMLTBI TOTOBOTO /iKapCbKOro 3acoby -
BBE/IEHHS a/IbTEPHATVBHOTO 061aiHaHHA Npu
npuBeaeHHi TexHosoriyHoro npouecy TM4.1
lomoreHi3auis 3arpysku 415 BUPOGHULTBA FOTOBOrO
nikapcbkoro 3acoby. [logasaHHA [0 36ipHUKA
a/lbTepHaTUBHE 06/1afjHAHHSA 3MiLLyBaYy-rpaHynsaTop

nocsi0OYeHHs

Tabnetku no 0,05 r no
10 Tabnetok y
6nictepi; no 1
6nicTepy y nayui 3
KapToHYy

ToBapucTBO 3
[04aTKOBOKO
BignoBiAa/bHI
CTIO
"IHTEPXIM"

YkpaiHa

ToBapuncTBO 3 40AATKOBOLO
BiANOBIAA/TbHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TUMY - OHOBJ/IEHHS NiLleH3ii HA BUPOOHULITBO; YTOUHEHHS
3a3HavYeHHs agpecy BUPOGHWKa BigNoBIAHO A0 Aito4ol
NiueHsii ae NpoBOAMTLCA KOHTPO/IL/BUNPOBYBaHHS
cepii; 3anponoHoBaHo: TOBapMCTBO 3 A0AATKOBOK
BignosigasbHicTio "IHTEPXIM"

YkpaiHa, 65025, m Ofieca, 21-ii km. CTapoKUiBCbKOT
aoporu, 23 - BUPO6HULITBO, 36epiraHHA CUPOBUHY Ta
Marepianis;

3a
peyenmom

YkpaiHa, 65025, m. Oneca, 21-i km. CTapoKuiBCbKOT

UA/8579/01/02
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KpaiHa

Bupo6Huk
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3acoby

(nikapcbka chopma,
ynakoska)

3asiBHUKa

Kpaina

a

BUPOOHUK

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

68.

rMIo30MIf,

Kancynu no 20 mr; no 1
Kancyniy cawe; no 5

AnsoreH IMKo
C.ap.n

Jiokcembyp
r

Bupo6bHuyTeo M3,

Ipnangis

foporn, 40-A - BUPOOHWLTBO, NEPBMHHE Ta BTOPUHHE
nakyBaHHs, BUNPOBYBaHHA KOHTPO/IKO AKOCTI
(mikpobionoriyHa unctota, i3NYHI/XIMIYHI
BMNpo6yBaHHS), 36epiraHHs roToBOi NPoAYKL;i,
CMPOBUHW Ta MaTepiauis; 3MiHW | TUNY - BUNYYEHHSA
AinbHUUI 3a agpecoto YkpaiHa, 65080, Ogecbka 06/1., M
Opeca, /ocTtaopdcbka gopora, bya. 86, ae
3[jACHIOETLCS BUMPOGYBaHHS KOHTPO/HO SKOCTi (i3nyHi/
XiMi4Hi, Mikpo6ionoriyHa uncToTa), 36epiraHHa roToBol
NPOAYKLi, Y 3B°A3Ky 3 OHOB/IEHHSIM JliLEH3iT Ha
BUPOGHWLTBO; 3MiHW | TUNY - BBEAEHHSA
aNbTepPHaTUBHOIO BUPOGHMKA BUXIAHOTO /MPOMIKHOTO
npogykty OO0 «XMOIM», Wo BUKOPUCTOBYETLCA Y
BMPOGHMYOMY npoueci A®I - foaaBaHHSA BUPOGHMYOT
AiNaHkK (y cknagi 3aTBepaykKeHol BUPOOHNYOI AinbHUL
TAB "IHTepxiM") 3a agpecoto YkpaiHa, 65025, m Ogeca,
21-i km. CTapokuiBcbkoi goporu, 40-A, ae
3[i/iCHIOETLCA BUPOOHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, 36epiraHHs roTOBOI NPOAYKLiT, CUPOBUHM Ta
maTepianis; 3anponoHoBaHo: ToBapuCcTBO 3
[04aTKoBO BignosigansHicTio "IHTEPXIM", YkpaiHa,
65025, m Opeca, 21-i km. CTapokuiBCbKOi foporu, 23 -
BMPOGHULITBO, 36epiraHHs CUPOBKHK Ta MaTepianis;
YkpaiHa, 65025, m. Opgeca, 21-i km. CTapoKuiBCbKOT
foporu,

40-A - BUpOGHMLTBO, NEPBUHHE Ta BTOPUHHE
nakyBaHHs, BUNPOBYBaHHSA KOHTPO/IO AKOCTI
(mikpobionoriyHa unctota, QIi3NYHI/XIMIYHI
BMNpoOYBaHHS), 36epiraHHs rotToBoi NPoAyKL;,
CMPOBUWHW Ta MaTepiasis; 3MiHW | TUMy - 3MiHW B NpoLeci
BMPOGHMLTBA AD| (HE3HAYHA 3MiHa Y NpoLECi

BMPOGHMLTBA ADI) - 3MiHA BHOCUTLCSI 3 METOHO
ONTMMI3aLil BUPOGHNYOro nNpoLecy, y 38 A3Ky 3
BBEJIEHHAM a/IbTEPHATVBHOIO BUPOBHMKA BUXIAHOTO
/NPOMIXKHOrO NPOAYKTY, L0 BUKOPUCTOBYETHCA Y
BMPOGHMYOMY npoueci A®I; 3miHu | TURY -3MiHK Y
npoveci BUPO6bHULITBA rOTOBOTO /iKapCbKOro 3acoby,
BK/THOHAI0UN NPOMiXHUIA NPOAYKT, L0 3aCTOCOBYETLCA
npy BUPOBHULTBI FOTOBOTO NiKapCbKOro 3acoby -
BBE/IeHHS a/lbTepPHaTMBHOTO 061aAHaHHA Npu
npuBefeHHi TexXHosoriYHoro npouecy Tr4.1
"omoreHi3auis 3arpyskv Ans BAPO6HULITBA rOTOBOIO
nikapcbkoro 3acoby. [logaBaHHA 40 36ipHUKa
anbTepHaTUBHE 06/1afjHAHHA 3MilLyBaYy-rpaHynsTop

nocsi0OYeHHs

calle y naJui 3
KapToHYy

nakyBaHHS, TECTYBaHHS,
BUNYCK cepil:
Elilen ®apma Nimites,
Ipnangis

BHECEHHS 3MiH [0 peecTpaviiiHuX maTtepianis: 3MiHu |
UMy - 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkWii 3aci6. 3MiHN
y BUPO6GHULTBI. 3aMiHa abo BBeEHHS [04aTKOBOI

AiNbHULI BUPOGHMLTBA A/19 YacTUHM abo BCbOro

BUPOGHUYOTO NPOLLECY FOTOBOTO JIIKAPCHKOTO 3aco6y

peuyerimom

(4iNbHULA 015 NEPBMHHOIO NakyBaHHS) - 3aMiHa

3a

UA/13832/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
MepBWHHE | BTOPUHHE BMPOGHWYOI AiNbHNL BUPOGHMKA MinmayHT Xenckea
nakyBaHHs: NT4, Ipnaxgis, Wwo BignoBigae 3a nepBrHHE NakyBaHHS
MinmayHT Xenckea /174, IN3; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii
Ipnangis 3aci6. 3miHM y BUpobHMLTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHUL BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BYPOGHMYOTO NPOLECY rOTOBOrO NiKAPCLKOro
3ac00y (AiNbHMLA AN BTOPUHHOTO NakyBaHHS)- 3aMiHa
BUPOBHNYOT AiNbHULI BUPO6HMKa MiniMayHT Xenckea
Nta, IpnaHgis, Wwo siagnosigae 3a BTOPUHHE NakyBaHHSA
N3
69. | rnio3omig Kancynu no 100 mr; no | AnsoreH IMKo | Jllokcembyp Bupo6HuyTeo M3, Ipnangis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/13832/01/02
1 kancyniy cawe; no 5 C.ap.n r nakyBaHHs1, TECTYBaHHS, MRy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3miHM | peyernmom
calle y nauuj 3 BUWMYCK Cepii: y BUPOGHMLTBI. 3aMiHa abo BBefEHHS A0AATKOBOI
KapToHy ElileH ®apma NimiTes, OiNbHULI BUPOBHMLTBA A/19 YaCTUHN ab0 BCbOro
IpnaHgis BMPOBHMYOro NPOLLECY rOTOBOTO JliKapCbKOro 3acoby
(AiNbHULSA ANA NEPBMHHOIO NakyBaHHS) - 3aMiHa
[MepBUHHE | BTOPUHHE BMPOBHNYOT AiNbHULI BUPOGHMKa MiiMayHT Xenckea
nakyBaHHs: Nta, Ipnangis, Wwo signosigae 3a nepByHHE nakyBaHHSA
MinmayHT Xenckea /174, 'N3; 3MiHW | TURY - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKWii
IpnaHgis 3aci6. 3MiHN y BUPO6HMLTBI. 3aMiHa abo BBEAEHHS
[04AaTKOBOI AiNbHULI BUPOGHMLTBA A1 YaCTUHW abo
BCbOr0 BYPOBGHNYOTro NPOLECy roToBOro /iKapCbKoro
3aco6y (4i1bHMUA 415 BTOPUHHOTO NakyBaHHS)- 3aMiHa
BMPOGHWYOI AiNbHNL BUPOGHMKA MinmayHT Xenckea
Nta, IpnaHgis, wo BianoBigae 3a BTOPUHHE NaKyBaHHS
rn3
70. | rnio3omiag kancynu no 180 wmr; no AnBoreH IMKo | Jllokcembyp Bupo6HuyTeo M3, Ipnangis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHu | 3a UA/13832/01/03
1 kancyniy cawe; no 5 C.ap.n r nakyBaHHs1, TECTYBaHHS, TUny - 3MiHM 3 AKOCTi. [0TOBWIA NikapcbkuWii 3aci6. 3miHM | peyernmom
calle y nayui 3 BUNYCK cepil: y BUPOGHULTBI. 3amiHa abo BBeAEHHS [04ATKOBOI
KapTOHY EiileH ®apma JlimiTeq, OiNbHULI BUPOGHMLTBA A1 YaCTMHN abo BCbOro
IpnaHgisa BMPOBHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(4iNbHULA 4N NEPBUHHOIO NakyBaHHS) - 3aMiHa
MepBWHHE | BTOPUHHE BMPOGHWYOI AiNbHNLi BUPO6HMKA MinmayHT Xenckea
nakyBaHHs: N14, Ipnaxgis, Wwo BignoBigae 3a nepeBrHHE NakyBaHHSA
MinmayHT Xenckea /114, N3; 3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKuii
Ipnangis 3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBeAEHHS
[0AaTKOBOI AiNbHUL BUPOGHMLITBA A1 YaCTUHM abo
BCbOr0 BMPOBHMYOro NPOLLECY roTOBOrO NiKapcbkoro
3aco6y (4ibHMUA 415 BTOPUHHOTO NakyBaHHS)- 3aMiHa
BMPOGHUWYOI AiNbHNL BUPOGHMKA MinmayHT Xenckea
Nta, Ipnangis, Wwo BignoBigae 3a BTOPYHHE NakyBaHHS
13
71. | rnio3omig kancynm no 250 mr; no | AnsoreH IMNKo | Jllokcembyp Bupo6HuuTBO M3, Ipnangis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/13832/01/04
1 kancyniy cawwe; no 5 C.ap.n r nakyBaHHs1, TECTYBaHHs, TNy - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3miHM | peyenmom

cawle y nauui 3
KapToHy

BMNYCK Cepil:
Elil'eH ®apma NimiTes,
Ipnangis

MepBUHHE | BTOPUHHE

y BMPOGHULTBI. 3aMiHa abo BBeAEHHS [04ATKOBOI
[iNbHULI BUPOBGHMLTBA A1 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(AiNbHULUA 4N NEPBUHHOIO NakyBaHHS) - 3aMiHa
BMPOBHMYOT AiNbHULL BUPOGHMKA MiiMayHT Xenckea




110

n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

nakyBaHHs:
MinmayHT Xenckea /114,
Ipnangis

NTa, |pnangis, Wwo BignoBigae 3a NepByUHHE NakyBaHHS
IN3; 3MiHW | TUNY - 3MiHK 3 AKOCTi. TOTOBWIA NliKapCbKMii
3aci6. 3miHM y BUpobHMLTBI. 3aMiHa abo BBEAEHHS
[0[aTKOBOI AiTbHULI BUPOGHMLTBA A1 YaCTUHM abo
BCbOr0 BMPOBHMYOro NpoLEecy roToBOro Nikapcbkoro
3aco6y (4ibHMUSA 415 BTOPUHHOTO NakyBaHHS)- 3aMiHa
BMPOGHWYOI AiNTbHNL BUPOGHMKA MinmayHT Xenckea
Nta, Ipnangis, Wwo Bignosigae 3a BTOPUHHE NakyBaHHsA
rn3

72.

rnoay _
HACTOWKA

HacToiika in bulk: no
800 Kr y Ky6oBUx
€MHOCTSIX

TOB "[OKrM
"®apmaueBTn
YyHa habpuka”

YkpaiHa

TOB "OKM
"®apmavueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTepianis: 3MiHu |
TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHorpadii PY abo €sponencbkoi
thapmakonei, abo iHLWOi HalioHa/IbHOI dhapmakonei
nepxasu €C (3MiHa y cneuudikauisx, nos'asaHa 3i
3miHamn B 1Y, abo E€Bponelicbkiin hapmakonei, abo
iHLIA HauioHanbHI dhapmakonei gepxasu €C); 3MiHu |
TMNy - 3MiHa NapameTpiB crneumdikauiii Ta/abo
[0NyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby; CynyTHA
3MiHa: 3MiHa y MeToAax BMNpobyBaHHSA roTOBOro
nNiKkapcbKkoro 3acoby (iHwi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYayM 3amMiHy ab0 JONOBHEHHS))

UA/6182/01/01

73.

rnoay _
HACTOWKA

HacToika no 25 mn
a6o no 50 mn abo no
100 mn y chnakoHax;
no 25 mn a6o no 50
M1 a6o no 100 mny
dnakoHi, no 1
dhnakoHy B nauuj

TOB "[OKnM
"®apmaueBTun
YyHa habpuka”

YkpaiHa

TOB "OKnM
"®apmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3MiHu |
TVNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii PY abo €sponeincbkoi
thapmakonei, abo iHLWOI HauioHa/IbHOI hapmakonei
aepxasu €C (3miHa y cneyudikauisix, nos'sasaHa 3i
3miHamn B 10Y, abo E€Bponelickkiin hapmakonei, abo
iHLLIA HauioHanbHI dhapmakonei gepxasu €C); 3MiHu |
TMNy - 3MiHa napameTpiB crneumdikauiii Ta/abo
[0MYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby; cynyTHA
3MiHa: 3MiHa y MeTofax BUNPo6yBaHHS rOTOBOrO
niKkapcbKoro 3acoby (iHwi 3MiHW y MeTogax
BMNpo6yBaHb (BK/OYa4M 3amMiHy ab0o ONOBHEHHS))

6e3
peyenma

UA/8513/01/01

74.

rMYTAMIHOBA
KUCNOTA

TabneTku, BKPUTI
NAiBKOBOIO
060/10HKOI0, MO 250
mr, no 10 Tabnetok y
6nictepi; no 3
6nicTepun y navui; no
10 TabneTtok y
6nicTtepax

AT

"KMIBCbKWI

BITAMIHHUIA
3ABOA"

YkpaiHa

AT "KNIBCbKIA
BITAMIHHU 3ABOA"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
T™Mny - 3MiHW 3 SIKOCTi. FOTOBWIA NikapcbKuid 3aci6. 3MiHN
Yy BUPOGHMLTBI. 3MiHM Y Npoueci BUPOOHULITBA FOTOBOIO

nikapcbKoro 3aco6y, BKIOUaKUy NPOMiKHUIA NPOAYKT,

LLI0 3aCTOCOBYETLCSA NPY BUPOGHULITBI FOTOBOTO
NiKapcbKoro 3acoby (iHLi 3MiHWn)

- 3MiHM Y Npoueci BUpO6HULTBA: - 3MiHa LlyKpOBOT
060M10HKM TAbNETKN Ha NIBKOBE NOKPUTTS; - 3MiHA
TEXHOJI0MYHOr0 061agHaHHS; 3MiHKM | TRy - 3MiHK 3

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.

3MiHa po3Mipy cepii (Bk1oUYatoun fAianasoH po3mipy

cepii) roToBOro Mikapcbkoro 3acoby (iHLi 3MiHK)-

BBE/JIEHHSI A0AATKOBKX PO3MIpIB cepiil. 3aTBepAXXeHO:

Po3wmipu cepiin TabneTtkn Ne 10
30000 yn. Tabnetkn Ne 3010000 yn.; 3anponoHOBaHO:
Po3mipu cepiii

6e3
peyenma

UA/6723/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
Tabnetkn Ne 10

30000 yn.
[LopatkoBuid po3mip cepii:
Tabnetkn Ne 10
18000 yn.
36000 yn.
54000 yn.
Tabnetkn Ne 30
10000 yn.
[JopnatkoBuii po3mip cepii TabneTtkn Ne 30
6000 yn.
12000 yn.
18000 yn.;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkWii 3aci6.
KOHTPO/1b FOTOBOrO NiKapcbkoro 3acoby. 3miHa y
MeTogax BUnpobyBaHHA rOTOBOTO /TiKapCbKOro 3acoby
(iHWi 3miHW y MeTogax BUNpo6yBaHb (BK/IOYaK4u
3amiHy ab0 [ONOBHEHHS)) - 3MiHA Y MeTofax KOHTPO/I0
'N3, y 38’A3ky 3i 3miHO0 cknagy M13:
- YTOUHEHHS 3a NOKa3HUKOM «Onuc»;
- BUNyYeHHsi metoay C (6apBHUK NaTeHTOBaHWUIA CUHil
V) 3a noka3HUKOM «laeHTudikawis»;

- 3@ NOKa3HUKOM «OHOPIAHICTb [030BaHUX OANHULb»
3aMiHa NPAMOro MeTofy BU3HAYEHHS Ha BU3HAYEHHS
pO3paxyHKOBO — BaroBum MeTOA0M;

- 38 NOKa3HUKOM «PeyoBUHW, BUSBNIOBAHI HIHTIAPUAOM»
- KOPEKLIisi HABaXXOK; pefaKLUiliHi yTOYHEHHS
NpUroTyBaHHS BUNPOOYBaHOro PO34vHy Ta PO34nHY
NOPIBHAHHSA, YTOYHEHHS LWOoA0 NNacTUHKM TLLX;

- HE3HaYHi 3MiHU B METOAML 3a NOKa3HUKOM
«P03unHeHHs», 6€3 3MiHN KpUTEepIiB NPUAHATHOCTI;

- He3HaYHi 3MiH1 Y MeToAML 3a NOKa3HUKOM «MBUY»;

- 3@ NOKa3HUKOM «KinbKiCHe BU3HAUYEHHS», 3aMiHa
MeToay abcopbuiiiHOT CekTpoMeTpii Ha MeTog,
KNCMOTHO — OCHOBHOTO TUTPYBaHHS.
3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.

KOoHTposb roToBOro nikapcbkoro 3acoby. 3miHa
napamMeTpiB cneuudikauin Ta/abo [onycTMMmUX Mex
rOTOBOrO /TiKAPCbKOro 3ac00y (3BY)XXEHHS AONYCTUMUX
MEX) - PO3MEXYBaHHS KpUTEpIiB NPUAHATHOCTI y
cneuundikauii N3 3a nokasHkoM «KinbkicHe
BU3HAYEHHS» HA MOMEHT BUMNYCKY Ta TEPMIH
npugatHocTi; 3miHu |l Tuny - 3MiHK 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. Onuc Ta cknag. 3miHa y cknagi
(4ONOMDKHMX peYOBUHAX) FOTOBOrO NiKapCbKOro 3acoby
(iHLWi 3MiHW) - 3aMiHa B AIKICHOMY Ta KifIbKiCHOMY ckiagi
[LOMOMDKHUX PEYOBUH, Y 3B’A3KY 3 3aMiHOI0 LIyKPOBOI
060/10HKM Ha M/1iIBKOBE NOKPUTTS, a came: 3MiHa
KPOXMaUt0 KapTOM/ISHOTO Ha Lie/ionosy

MiKpOKpUCTanivHy, 36i/IbLLIEHHS KiJIbKICTi NOBIJOHY,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BU/TYYEHHS KMCNOTW CTeapuHOBOT; 3MiHN BHECEHI B
po3ainu "Cknag', "Nikapcbka chopma” Ta K HacniJok - B
po3ain "Ocob6anMBOCTi 3acTOCyBaHHA" B IHCTPYKLitO A/15
MeAMYHOr0o 3aCTOCYBaHHS Ta B TEKCT MapKyBaHHS
yNakKoBKW NiKapCbKoro 3acoby
75. | FNIOKO3A PO3unH NS iHQys3il, MAT YkpaiHa TOB thipma "Hosodpapm- YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/12539/01/01
50 mr/mn no 200 mny "ranunucapm” BiocuHTes", Ykpaina; NAT TUMy - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
nnAawKax "Tanuudpapm”, YkpaiHa hapMakoHarnsay - 3MmiH1 BHeCEeHi B TEKCT MapKyBaHHS
YNaKoBKM NiKapCbKOro 3aco0y LL0A0 3a3HAUYEHHSs
MDKHapPOAHUX NO3HAYeHb OAVHWLE BUMIPIOBaHHS.
BBefeHHA 3MiH NpoTAromM 6-Tm mMicawiB nicns
3aTBepPAKEHHSA
76. | TPABATH necapii no 500 mr, no CninbHe YkpaiHa CnisibHe yKpaiHCbKO- YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/2166/01/01
5 necapiis y cTpuni; no YKpaiHCbKO- icnaHcbke NignpUeEMCTBO TUny - 3MiHa po3Mipy cepil (Bk/toYatoun fiana3oH peyenmom
2 cTpunn y nauui 3 icnaHcbke "Cnepko YkpaiHa" po3Mipy cepii) roToBOro MikapcbKoro 3acoby
KapToHy nigNpPUeEMCTBO (36inbLUeHHs 0o 10 pasiB NOPIBHSAHO i3 3aTBEPKEHUM
"Cnepko PO3MipoMm) - 36iNbLLEHHS PO3MIpY cepil.
YkpaiHa" 3anponoHoBaHo: TeopeTuyHa KiflbkicTb OTPUMaHNX
necapiis: 125,00 kr
77. | BEKCAMETASOH | po3uuH ans iH'ekuii, 4 ToBapucTso 3 YkpaiHa KOHTPO/b SKOCTi, BUMYCK YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/5274/02/01
mr/mn, no 1 ma a6o no 06MeXeHOo cepii: ToBapnCTBO 3 TVNYy - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y peyenmom
2 mn B amnyni; no 5 BiANOBiAa/bHI 06MexeHoH BiANOBIAHICTL A0 MoHOrpadii 4PY abo €Bponeiicbkol
amnyn B nauuj; no 1 cTI0 BiAANOBIAA/TbHICTIO thapmakonel, abo iHLWOoI HaLioHasIbHOI dhapmakonei
M1 abo no 2 mn B "focnigHnii «JocnigHnii 3aBog aepxasun €C; cynyTHs 3MiHa: 3MiHa y MeTogax
amnyni; no 5 amnyn y 3aB0/, «HL1C», YkpaiHa; BCi BMNPO6YBaHHSA [OMOMDKHOI PEYOBUHMW (HE3HAYHI 3MiHN Y
6nictepi, no 1 "rHUIC! cTagii BUpo6HMLTBA, 3aTBEPKEHUX MeToAax BUNpobyBaHb) - NpUBEAEHHS

6nicTepy B nayyi; no 1
M1 B amnyni; no 10
amnyn B navli

KOHTPO/b SIKOCTI, BUNYCK
cepii: ToBapuCTBO 3
06MEXEHOI0
BiAgNOBiga/IbHICTIO
«PapmaueBTMyHa
KoMMaHis «340p0oB'a»,
YKkpaiHa

crneumqikauii Ta MeToAiB KOHTPO/O AONOMIXKHOT
pPEevYoBUHM Y BIANOBIAHICTL A0 BUMOr EP*; 3miHu | Tvny -
3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHSA Y
BigMNOBIAHICTL A0 MOHOrpadii 4Py abo €Bponeiicbkoi
thapmakonei, abo iHLWOI HaLioHa/IbHOI hapmakonei
Aepxasun €C; cynyTHA 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHS AOMOMIXKHOI PEHOBUHM (HE3HAYHI 3MIHN Y
3aTBEpMAXEHNX MeToAax BUNPOobyBaHb) - NPUBELEHHS
cneumdikaLii Ta METOAIB KOHTPOIHO [OMNOMDKHOI
PevYoBMHM y BIANOBIAHICTL A0 BUMMOr EP* abo [dY*;
3MiHM | Tuny - 3MiHa napameTpiB cneyudikaviin Ta/abo
[0NYyCTUMUX MEX A/151 AONOMIKHOT peqoBUHN (iHLL
3MiHK); CynyTHSA 3MiHa: 3MiHa Y MeTogax BUNpoOyBaHHs
[0MOMDKHOT PEYOBMHU (HE3HAUHI 3MiHW Y 3aTBEPIKEHNX
MeTofax BunpobysaHb) - 3MiHU [0 cnevudikalii Ta
MeToZiB KOHTPO/I0 AONOMIKHOT pevoBuHU Boga ans
iH'EKLA, y 3B'A3KY 3 MPMBEAEHHAM 40 BUMOT
[OKyMeHTaLii BUPOOHUKA: - NOKa3HUKN
«MikpobiosioriyHa ynctoTa» Ta «BMiCT 3arasibHOro
opraHiyHOro BYr/1eLo» AOMOBHEHO A0AAaTKOBUMM
Mexamy «PiBeHb nonepepkeHHs». - MOKa3HUK
«bakTepiasibHi eHJOTOKCVHW» AOMNOBHEHO [OAAaTKOBUMU
Mexamu «PiBeHb fji» Ta «PiBeHb NonepemKeHHs»;
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
3MiHM | TUNy - 3MiHa NapameTpiB cneyudikauin Ta/abo
[0MNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby -
BUYYEHHA crieumdikav,ii roToBOro nikapcbkoro 3acoby
NoKasHUKOM «[TiporeHn», y 38’a3Ky 3 NpuBeAeHHAM [0
BMMOT 3arasibHOl cTatTi APY Aito4oro BuaaHHs; 3MiHu |
TUny - 3mMiHa napameTpiB cneyudikauiii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby -
[0NOBHEHHSA cnevmdikavii roToBOro /likapcbKoro 3acoby
nokasHUKoM «bakTepiasibHi eHLOTOKCUMHW», Y 3B'A3KY 3
npuBeeHHsIM A0 BMMOT 3arasibHoi cTaTTi AdY aitodoro
BUAAHHA Ta BBEAEHHS NOCWMNAHHS Ha fitovy pefakLito
OoY* y cneyndpikanito Ta METOAM KOHTPOJIH0 FOTOBOrO
nikapcbKoro 3acoby 3a nokasHukamuy «lgeHTudikauis»,
«[Mpo3opicTb», «KonbopoBiCTb», «pH», «CynpoBifHi
LOMILKM», «O6’eM, L0 BUTATAETLCSA», «CTEPINbHICTLY,
«AHOMaJIbHa TOKCUYHICTb», «MexaHiUHi BK/TIOUYEHHS»,
«KinbkicHe BU3HaYeHHs». KpuTepii NnpuitHATHOCTI Ta
METOAMKM KOHTPOKO 3anunwmnancs 6e3 3miH
78. | BEKCAMETA3OH | po3suvH ans in'ekuiin, 4 MpuBaTHe YkpaiHa MprBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/10236/01/01
Mr/mnno 1 mn B akuioHepHe TOBapucTBO "J1eKXiM- TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y peyenmom
amnyni; no 5 amnyn B TOBapuCTBO Xapkis" BiANOBIAHICTL A0 MoHorpadii PY abo €sponencbkoi
nauuji 3 kapToHy; no 1 "Nlekxim- thapmakonei, abo iHLWOI HauioHasIbHOI dhapmakonei
M/1 B amnyni; no 5 Xapkis" nepxasu €C (3MiHa y cneuudikauisx, nos'asaHa 3i
amnyn y 6nictepi; no 1 3miHamu B IdY, abo €Bponeiickkiin hapmakonei, abo
6nictepy B nayui; no 1 iHLWI HauioHanbHIN thapmakonei aepxasu €C); cynyTHA
M1 B amnyni; no 100 3MiHa: NpyBeAEHHs cneuundikayii Ta MeToAiB KOHTPOSI0
amnyn B navui 3 LYol pevyoBMHN A0 BMMOT MoHorpadii Dexamethasone
KapToHYy sodium phosphate EP 3a nokasHvukamu «EtaHon»,
«Bofa»; 3MiHu | TUNY - NogaHHA HOBOrO cepTudikaTa
BiANOBIAHOCTI E€Bponeiickkili hapmakonei Ne R1-CEP
2008-026-Rev 00 o115 Ajto40i pevyoBUHM Bif, BXe
3aTBEPKEHOro BUPOGHYMKA i3 3aMiHO. TepMiH
nNpuAaTHOCTI 2 poku Ha TepMiH NepekoHTPO/I 2 POKM
79. | AEKCINAHT® Kancynm 3 Takepa CLWA BMPOGHMLITBO AnoHis/ BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |1 3a UA/13660/01/01
MoamdikoBaHUM dapmacbHoTiK Hepo3ghacoBaHOl Ipnangis/ TUNY - 3MiHW 40 IHCTPYKUIT 4151 MeANYHOro peyenmom
BWBIIbHEHHAM TBEpAi anic CLUA, IHk. npoaykuii: Takega ITanisa 3acTocyBaHHs A0 po3giny "MobiuHi peakuii”. BBegeHHA
no 30 mr, no 14 kancyn dapmacbloTikas1 KomnaHi 3MiH NPOTArom 6-T1 MicsALiB NicNA 3aTBEpPAKEHHS
y 6nicTepi; no 1 abo NimiTen, AnoHis;
no 2 6nictepu B BMPOGHULITBO
KapTOHHI KopooLi Hepo3dacoBaHoi
NpOAYKLUIT:
Takepa lpnangis Nita,
IpnaHais; nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
[03BIiN Ha BUMYCK cepii:
[Oendhapm Hosapa C.p.n.,
ITanis
80. | AEKCITAHT® Kancynm 3 Takega CLWA BMPOGHULTBO AnoHis/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHu || 3a UA/13660/01/02
MoandiKoBaHUM dapmacboTik Hepo3d)acoBaHoi Ipnangis/ TUMY - 3MiHX A0 IHCTPYKUIT AN1s MegnyHoro peyernmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
BVBI/IbHEHHAM TBEpPAi anc CLUA, IHk. npoaykuii: Takega ITanis 3acTocyBaHHsA [0 po3ainy "MobiyHi peakuyii”. BBegeHHA
no 60 mr, no 14 kancyn PapmacbloTikas1 KomnaHi 3MiH NPOTArom 6-Tu MicsiLiB NicNA 3aTBepMKEHHS
y 6nicTepi; no 1 abo Nimiten, AnoHis;
no 2 6nictepu B BMPOBHMLITBO
KapTOHHIA Kopoo6Li Hepo3dacoBaHOT
NPOAYKLi:
Takepa lpnangis Nita,
IpnaHais; nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
[03BIi/T HAa BUMYCK cepii:
Hendhapm Hosapa C.p.n.,
ITanis
81. | AMBISNA-M Tabnetku, no 10 Mikpo Jlabc IHgis Mikpo /la6c Nimiteq, IHais BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu Il 3a UA/5130/01/01
Tabnetok y 6nictepi; NimiTen TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
no 6 6nicTtepis B thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
KapTOHHI KOpoo6Li 3000B'A3aHb Ta YMOB BUAaui peecTpauiiHoro
NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
noAasIbLLIOro 06r'pyHTYBaHHS HOBUMW AOAATKOBUM
OaHUMK, Lo MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKifIbK/ BYMaraeTbCsl CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm). BrkoHaHHsA 3060B'A3aHb
BiANOBIAHO A0 NigNyHKTY 1.13 NyHKTY 1, NignyHKTy 2.3
NyHKTY 2 gofaatky 15 o MNopsaaky npoBefeHHsA
eKCcnepTu3n peecTpauiiHnx martepianis Ha nikapcbki
3aco6wu, L0 NOAATLCA Ha AepXaBHY peecTpaLiio
(nepepeecTpauito), a TakoX ekcnepTnsn martepiasis npo
BHECEHHS 3MiH 40 peecTpaviiiHMx MaTepiasliB MPOTAroM
nii peecTpaviiiHoro nNocBifYeHHs, 3aTBEPKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy
MO3 Bif 23.07.2015 Ne 460).
82. | ANKNO-® Kpanni o4Hi 0,1 % no 5 CEHTICC IHais CEHTICC ®APMA MNBT. IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/2905/01/01
My dh/1aKkoHi- DPAPMA TBT. nTA. TMny - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta peyernmom
KpanesbHuuj; no 1 nTAa. hapmakoHarnsgy. BeegeHHs abo 3miHv o

donakoHy-kpanenbHuLi
B nauu,i

y3araslbHeHUx faHux npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
0ocobu BiAgNoBifanbHOI 3a thapmakoHarnsg;
MponoHoBaHa pepakuin: JokTop LWpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI 0cobu BiAnoBiAaIbHOT
3a thapmakoHarnag;
[MponoHoBaHa pepgakuis: TodaH Irop AHaToninoBuY.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,
BiANOBIAA/IbHOT 32 hapmakoHarnsa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0cobw, BignoBigabHOI 3a
hapmakoHarnsg,. 3miHa micus 34iCHeHHsI OCHOBHOT
nisnbHOCTI 3 hapmakoHarnagy. 3MiHa agpecu macrtep-
paiina
83. | ANMKNTODPEHAK Tabnetku no 0,05 r no MAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/0708/01/01
10 Tabnetok y "Ximdhapmsas "UepBoHa 3ipka" MYy - 3MiHa y MeTofax BUNpo6yBaHHS roTOBOro peyenmom
6nictepax; no 10 oA "YepsoHa nNikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAKEHNX
Tabnetok y 6nictepi; 3ipka" MeToAax BUNPOGYBaHHS)
no 1 a6o 3 6nictepn y
nauuj 3 KapToHy
84. | ANMEAPON PO34UH ONS iH'EKLN, NAT YkpaiHa MNAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/4950/01/01
10 mr/mn no 1 mn B "Tanuucpapm” MMy - 3MiHa NapameTpiB crneumdikauiii Ta/abo peyenmom
amnyni; no 10 amnyn y [ONYyCTUMUX MEX A1 AONOMIKHOT PeYOBUHY; CYNyTHS
KOHTYPHIli YapyHKOBIi 3MiHa: 3MiHa y MeToax BUNPOoGyBaHHS AOMNOMiXHOT
ynakosLi, no 1 peyoBuHM (iHLLI 3MiHW Y MeToAax BUNpobyBaHHS
KOHTYPHIli YapyHKOBilA (BKTtOYatoun 3amiHy abo foAaBaHHs)); 3MiHM | Tuny -
ynakoBsLi B nayi; no 1 3MiHa napameTpiB cneuudikauili Ta/abo JonycTUMmX
M1 B amnyni, no 10 MeX rOTOBOr0 /iKapCbKOro 3acoby; CynyTHA 3MiHa:
amnyn y Kopooui 3MiHa y MeToAax BUNPo6yBaHHS rOTOBOrO /iKapCbKoro
3aco06y (iHWi 3MiHM y MeToAax BMNpPo6yBaHb
(BKKOYAOYM 3aMiHy ab60 AONOBHEHHS))
85. | AMMEAPON PO34MH ONs iH'EKLN, NAT Ykpaina NAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/4950/01/01
10 mr/mn no 1 mn B "Tanuuchapm” TUMy - 3MiHN Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom
amnyni; no 10 amnyn y hapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPKEHOr0
KOHTYPHI YapyHKOBIl TEKCTY MapKyBaHHs1 BTOPUHHOT Ta NepBUHHOT yNaKkoBKu
ynakosLij, no 1 NikapcbKoro 3acoby, 3 BHECEHHAM MO3HaYeHb OAVHULIb
KOHTYPHIli YapyHKOBIlA BUMIPIOBaHHS, 3 BUKOPUCTAHHAM iTep NAaTUHCLKOro
ynakoBLi B navi; no 1 andasiTy. BBegeHHs 3MiH NPOTAromM 6-TM MicsLiB
mA B amnyni, no 10 nicns saTBepAKeHHsA
amnyn y kopobui
86. | AMMEKCNA® PO34YMH HALLKIpHWIA, MO MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHiX MmaTepianis: 3MiHu | 6e3 UA/4522/01/01
50 mn 'y donakoHi; no 1 "Tanuuchapm" TUNYy - 3MiHW Woa0 6e3nekn/edpekTUBHOCTI Ta peuenma
chnakoHy B nayui hapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPKEHOr0
TEKCTY MapKyBaHHA BTOPUHHOI Ta NEPBUHHOT YNakoBKM
NiKapcbKoro 3acoby 3 BHECEHHAM MO3Ha4YeHb OAUHNLb
BMMIPIOBaHHS 3 BUKOPUCTAHHAM fliTep STaTUHCLKOro
andasiTy. BBeeHHS 3MiH NpoTArom 6-Tu MicALiB nicns
3aTBEpPAXEHHS
87. | anniPnagAMon pO3unH ANs iH'ekuin, 5 TosapucTso 3 YkpaiHa KOHTPO/b AKOCTi, BUMYCK YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/7465/01/01
Mr/Ma no 2 Mn B o0bMexeHot cepii: ToBapucTso 3 TMny - 3MiHa napameTpis crneumdikayii Ta/abo peyenmom
amnyni; no 5 amnyn y BiANOBiAa/bHI 06MeXeHo [0NyCTUMUX MEX rOTOBOTO J1iKapCbKOro 3acoby
nauuj; no 2 mn B cTI0 BiANOBIAA/TbHICTIO (monoBHeHHSA cnevudikaLyii HOBUM NOKa3HUKOM 3
amnyrni; no 5 amnyn'y "NocnigHnii "[locnigHuii 3aBog, BiAMOBIAHMM METOA0M BUNPOOYBaHHS) - AONOBHEHHS
6nictepi; no 1 3aBo/, "r'HUNC", YkpaiHa; BCi crneuudikaLii roToBoro nikapcbkoro 3acoby NokasHUKOM
6nictepy B nauui "rHUAC! cTagii BUpobHMLTBa, «BakTepianbHi eHA0TOKCUHW», Y 3B'A3KY 3 MPUBEAEHHAM

KOHTPO/b SIKOCTI, BUMYCK
cepii: ToBapuCTBO 3

[0 BAMOT 3arasibHOI cTaTTi dY Ajto4oro BuaaHHs;
3MiHuM | Tuny - 3MiHa NapameTpiB cneuudikaliin Ta/abo




116
Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
06MeXeHOoI0 [OMyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby
BiAgNoBigaIbHICTIO (BUy4yeHHA He3HAYHOro nokKasHvka (Hanpuknag
"®apmaveBTuyHa 3aCTapinioro NokasHvika, Takoro K 3anax Ta cMak, abo
KommMaHis "3gopos's",
YKpaiHa

30/1a» - 3MiHeHO nocuniaHHA 3 A®Y 1.1 Ha EP*, 3miHeHO

ineHT1dpikauis 6apBHMKIB UM CMakoBUX J06aBOK)) -
BU/YYEHHS 3i cneuudikalii roToBOro Nikapcbkoro
3aco6y nokasHuka «[liporeHn», y 38’s13ky 3

BUJAHHSA; 3MiHW | TUNY - 3MiHa NnapameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX NEPBUHHOI
yNaKkoBKM rOTOBOTO /1iKapCbKOro 3acoby (BU/TyYeHHS
He3Ha4yHOro MokasHuKa (Hanpuknag, 3actapinoro
noKasHuKa)) - BUNyYeHHs 3i cneuudikauii nepsuHHOI
yMakoBKM (amnynu CKISHOT) nokasHuka «MBY» 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS, Y 3B’A3KY 3
NPUYNHN HAABHOCTI a/lbTEPHATUBHOIO METOAY
KOHTPOJIHO; 3MiHM | TUMY - 3MiHK, NOB'A3aHi 3
HeobXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTL A0
MoHorpadgii 4dY abo €Bponeiicbkoi hapmakonei, abo
iHLIOT HaujoHanbHOI thapmakonei Aepxasu EC (3MiHa y
crneuudikaisx, nos'a3aHa 3i 3amiHOK BUMOT
MoHorpadii PY abo iHLWOoi HavioHanbHOT thapmakonei
Aepxasu E€C Ha BUMOrn MoHorpadii €BponelicbKoi
thapmakonei); cynyTHs 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX MeToAax BUNPOOyBaHb) - NPUBELEHHS
cneumagikauii Ta MeToAiB KOHTPOJO AONOMIKHOT
PeyoBUHW y BIANOBIAHICTL A0 BUMOr EP*: - Kucnota
BMHHA (32 NOKa3HMKamy «30BHILLHIA BUrNA»,
«PO3UnHHICTb», «[1P0O30pIiCTb PO3UNHY», «BTpaTa B Maci
npu BUCYLLYBaHHI», «CynbgdaTHa 30/1a» - 3MiHa
nocunaHHs 3 @Y 1.1 Ha EP*, 6e3 3miHu kpuTepiiB
NPUAHSATHOCTI Ta METOAIB BUNPOOYBaHHS;
«laeHTudikauis», «KonbopoBiCTb PO3UnHY», «TuTome
onTuYHe obepTaHHA», «lllaBnesa kucnota»,
«Xnopugu», «Cynbatun», «Kanbuiii», «Baxki meTanm»,
«KinbKicHe BU3HauYeHHs» - 3MIHEHO KpuTepil
npuiiHaTHocTi 3 A®Y 1.1 Ha EP*, 6e3 3miHn mMeTopiB
BMNPO6YBaHHS; «MBU» - 3MiHEHO KpuTepii
NPpUIAHATHOCTI Ta MeTogukn 3 AdY 1.1. Ha EP¥); -
MponineHrnikonb (3a NokasHukamu «laeHTudikauis»,
«30BHILLHIN BUrNsA», «[po30picTb PO3UMHY>»,
«KonbopoBICTb PO3UMHY», «KMCAOTHICTb», «Baxki
MeTanm» - 3MiHEHO KpuTepii NpuiAHATHOCTI 3 AdY 1.1 Ha
EP* 6e3 3MiHN MeTogAiB BUNPOGYBaHHS; «PO3UYMHHICTb»,
«BigHOCHa rycTuHa», «MoKa3HMK 3a/I0M/IEHHS»,
«PeyoBuHU, LLIO OKUC/IIOIOTLY, «Boga», «CynbdatHa

nocunanHa 3 dY 1.1 Ha EP* 6e3 3MmiHu kpuTepiis

NPUAHATHOCTI Ta METOAjB BUNPOOYyBaHHS; «PeyoBuHu,
LLI0 BiJHOB/IHOOTLCS» - 3MIHEHO KpPUTEPIi MPUAHATHOCTI

npuBeLeHHsIM A0 BMMOT 3arasibHoi cTaTTi AdY gitovoro
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

Ta MeToau BunpobyBaHHsa 3 AdY 1.1 Ha EP*); 3minHu |
TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BifNOBIAHICTL A0 MOHOrpadii 4PY abo Esponeiicbkol
thapmakonei, abo iHLWOi HauioHa/IbHOI dhapmakonei
Aepxasun EC; cynyTHA 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHA [OMOMDKHOI PEYOBUHW (HE3HAYHI 3MIHN Y
3aTBEPAKEHNX MeToAax BUNPOOyBaHb) - NPUBELEHHS
cneumagikauii Ta MeToAiB KOHTPOJO AONOMIKHOT
PeyYoBUHM Yy BiANOBIAHICTL [0 BUMOT APY: -
MponineHrnikonb (3a nokasHvkamu: «MBY» - 3MiHEHO
KpuTepii NPUAHATHOCTI Ta MeToAM BUNpPoOyBaHHA 3 DY
1.1 Ha A®Y*); - Boga ans iH'ekuiil (3a NokasHUKaMu:
«[Mpo3opicTb», «KonboposicTb», «lnToma
€/1eKTPONPOBIAHICTb», «BMICT 3arasibHOro opraHiyHoro
Byrneu», «<MbU», «bakTepianibHi eHAOTOKCUHW»,
«HiTpaTn» - 3MiHeHO nocunaHHsa 3 AdY 1.2 Ha AdY*
6e3 3MiHM BUMOT Ta MeTOZiB BUNPOGYBaHHS; BUTYyYEHO
NoKasHWK «Badkki MeTanu»); 3miHu | Tuny - 3MiHa
napameTpiB cneundikauiii Ta/abo JonyCTUMUX MeX A4/1s
[O0NOMDKHOT PeYOBUHU (iHLLI 3MiHK); CYNyTHSA 3MiHa:
3MiHa y MeTogax BUNpobyBaHHA AOMNOMDKHOI pEYOBUHM
(He3HauHi 3MiHN Y 3aTBEpPAKEHNX METOAAX
BMNpoOYyBaHb) - 3MiHW A0 crneumndikavii Ta MeTosis
KOHTPO/IO AOMOMIKHOT pevyoBuHY Boga Anst iH'ekuild, y
3B'AA3KY 3 NPUBELEHHAM [0 BUMOT AOKYMeHTau,i
BMPOGHMKA: - MOKa3HWKK «MikpobionoriyHa YncToTa» Ta
«BMICT 3arajslbHOro OpraHiyHoro ByrieL0» AONOBHEHO
[0AaTKOBUMMN Mexamun «PiBeHb nonepemkeHHs»; -
nokasHWK «bakTepiasibHi eHA0TOKCUHWN» [OMNOBHEHO
[04aTKOBMMUN Mexamu «PiBeHb Aii» Ta «PiBeHb
nonepeKeHHs»

88.

ANNPOPON®

emynbCist ANs iH'ekuii
1 % in bulk: no 50 mny
chnakoHi; no 10
dhnakoHiB y Kopobu; in
bulk: no 20 mn B
amnyni; no 5 amnyny
KopoobLi

NAT
"®papmak”

YkpaiHa

BiANOBiAA/IbLHMIA 3a BUMYCK
cepii: CiHTOH XicnaHis,
C.J1., IcnaHis;
BiAnoBiganbHUIi 3a
BMPOBHULTBO, XiMiYHi,
hi3nyHi Ta MiKpOBIOIOTiYHI
BUNPOOYBaHHA Ta
nakyBaHHs: ®peseHiyc
Kabi ABcTpis TM6X,
ABCTpIs

Icnanis/
AscTpis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - 3MiHa y MeTogax BunpobyBaHHS roTOBOro
nikapcbkoro 3acoby (iHWi 3MiHM y MeToAax
BMNPO6YBaHb (BK/OHAKOUM 3aMiHy ab0 [ONOBHEHHS));
3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro
nikapcbKoro 3acoby (415 NpYBEAEHHS Y BiAMNOBIAHICTb 3
LdY abo €Bponeiicbkol hapMakoneew Ta BUTyUYEeHHS
NoCWUIaHHA Ha 3acTapinuii BHYTPILLHIA MeToa
BMNPOGYBaHHSA | ioro HoMep); 3MiHW | TuMny - 3MiHK A0
cneuunagikaLii Ta MeToay KOHTPOJIK0 FOTOBOr0
NiKapCbKoro 3acoby 3a NokasHMKom «POo3Mip 4acTok»

UA/12757/01/01

89.

JVUNPO®ON®

emynbCis AN iH'eKuil
2 % in bulk: no 50 mny
dnakoHi; no 10
haKkoHiB y KOpo6Li

MAT
"®apmak”

YkpaiHa

BiANOBIAA/IbHMI 3a BUMYCK
cepii: CiHTOH XicnaHis,
C./1., IcnaHis;
BiANOBiAa/IbHWIA 3a
BMPOBHULTBO, XiMiYHi,
hi3nuHi Ta MiKkpOBIONOriYHI
BUNPOOYBaHHA Ta

Icnanis/
ABCTpist

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHa y MeTogax BunpobyBaHHSA roToBOro
NikapcbKoro 3acoby (iHwi 3MiHM y MeTogax
BMNpoOyBaHb (BK/OUaUM 3aMiHy abo JOMOBHEHHS));
3MiHM | TUnNYy - 3MiHa y MeTofax BUNpobyBaHHs roToBoro
nikapcbkoro 3acoby (15 NpYBeAEHHS Y BiANOBIAHICTb 3
LY abo €Bponelicbkol hapMakoneeo Ta BUIyYeHHs

UA/12757/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

nakyBaHHs: ®pe3eHiyc
Kabi ABcTpisi TM6X,
ABCTpis

NoCWUIaHHA Ha 3acTapinunii BHYTPILLHIA MeToa
BMNPOGYBaHHSA i ioro Homep); 3MiHW | Tuny - 3MiHK A0
cneuungikaLii Ta MeToay KOHTPOJIK0 FOTOBOrO
NiKapCbKOro 3acoby 3a NokasHMKom «P0o3Mip 4acToK»

90.

ANTUNIH-BIONIK

PO3YUH ONS1 iH'EKLLNA.
20 mr/mn, no 5 mn B
amnyrni; no 5 a6o no
10 amnyn y navui

MAT
"®APMCTAH
OAPT-BIOJNIK

YkpaiHa

MAT "®APMCTAHOAPT-
BIONIK™"

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo
ymoBax 36epiraHHsi roTOBOro NikapCbKoro 3acoby

(36inbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 415 TOproBoi ynakoBKu
(niaTBEPOKYETLCA AAHUMW PEeasIbHOro Yacy) -

36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO J1iKapCbKOro
3acoby. 3aTBepakeHo: 1 pik 6 MicALiB. 3anponoHOBaHO:
2 poku

3a
peyenmom

UA/4076/01/01

91.

DIA3ONIH-
JAPHULA

Tabnetku no 100 mr,
no 10 TabneTok y
KOHTYPHili YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLii B nayui

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

Ykpaina

MpAT "®apmareBTnyHa
ipma "OapHuus”

Ykpaina

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TUNYy - BHECEHHSA 3MiH 0 Cneundikauii/MeTopgis
KOHTPOJIH0 SIKOCTI Ait0H0i peyoBuHU MebrigponiHy;
CynyTHs1 3MiHa: 3MiHa y MeTogax BunpobyBaHHa Ad|
abo BuXigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPO6HMLUTBA ADI (iHLWi 3MiHM Y MeToAax BUNPOGYBaHHSA
(BkNtOYaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOTO/NPOMIXXHOIO NPOAYKTY); 3MiHU | Tuny -
BHECEHHS 3MiH fo Cneumdikayii/MeToaiB KOHTPOIO
AKOCTi FOTOBOrO NiKAPCbKOro 3acoby; CynyTHA 3MiHa:
3MiHa napameTpiB cneuudikauii Ta/abo gonycTuMmx
MeX roTOBOro NiKkapCcbkoro 3acoby. BeegeHHs 3MiH
NMPOTArom 6-Tu MicALiB Nicna 3aTBepAKEHHSA

6e3
peyenma

UA/0278/01/01

92.

AIAHOPM-M

Tabnetku, no 10
TabneTtok y bnicrepi;
no 6 6nicTepis B
KapTOHHiiA KOpo6Li

Mikpo Nlabc
Nimiteq

IHais

Mikpo fla6e NimiTeq,

IHais

BHECEHHS 3MiH 1O peecTpaLiiHnx maTepianis: 3miHu |1
TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
3060B'A3aHb Ta YMOB BUJaui peecTpauiiHoro

NOCBIAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu

(3acTocyBaHHs 3MiH(1), siKi(a) BUMaratoTb(€)
noAasbLIOro 06rpyHTYBaHHSA HOBUMU [OAATKOBUM
AaHUMK, L0 MaloTb HaAaBaTNUCA KOMMNETEHTHUM
OpraHoMm, OCKifIbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom). BrkoHaHHSA 3060B'A3aHb

BiAMOBIAHO A0 NignyHkTy 1.13 NyHKTY 1, nignyHkTy 2.3
NyHKTY 2 gogatky 15 no Nopsaky nposefeHHs

eKcnepTu3n peecTpauiiHnx maTepianis Ha nikapcbki
3acobu, L0 NoAaloTbCA Ha AiepxasHy peecTpadiiio
(nepepeecTpadito), a Takox ekcnepTnsn martepiasis Npo
BHECEHHS 3MiH 10 peeCcTpaLiiiHnx maTepianis NPoTArom
Aii peecTpauiiHoro NocBigYeHHs1, 3aTBepPAKEHOro
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pefakuii Hakasy
MO3 Big 23.07.2015 Ne 460).

3a
peyenmom

UA/5019/01/01

93.

LIHAP

PO34uH A5 iH ek,
50 mr/mn; no 2 mn abo

TOB HB®
“MIKPOXIM”

YkpaiHa

MAT “dapmak”

YKpaiHa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3mMiHa
3asBHMKa (BNacHVKa peecTpauiiHoro nocBig4eHHs)

3a
peyenmom

UA/15275/01/01




119

n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

no 5 mn B amnyni; no
10 amnyn y nauui 3
KapToHy; No 2 M abo
no 5 mn B amnyni; no 5
amnyn y 6nictepi; no 2
6nicTepn y nauui 3
KapToHYy

(BignoBiganbHuiA 3a
BMPOBHULTBO Ta
KOHTPO/b/BUNPOBYBaHHSA
cepii, He BK/IO4aUM
BUNYCK cepil)

TOB HB® “MIKPOXIM”
YKpaiHa

(BignoBiganbHWA 3a BUNYCK

cepii, He BK/lO4aUM
KOHTPO/b/BUNPOGYBAHHSA
cepii)

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BBegeHHs
3MiH NPOTAroM 3-x MicALIB NiCNsA 3aTBEPKEHHS); 3MiHU
| Tvny - 3miHK Woao 6e3nekn/ehekTnBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3araslbHeHUxX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHNX AaHUX NPO cUcTeEMy
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi, SKL0 BoHa
BiAMiHHa Bi, yNOBHOBaXEHOI 0CO6M, BiAnoBiganbHOI 3a
3AiicHeHHA hapMakoHarnagy (BKIUYarym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-caiina
cuctemu chapmakoHarnagy) - 3MiHa yrnoBHOBaXeHOT
ocobu BignoBifasbHOI 3a hapmakoHarnag;: fioua
pepakuis: Kopaepo MNanvHa AHgpiiBHa; MNponoHoBaHa
pepakuis: CteweHko Onbra CepriiBHa. 3MiHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3MiHa agpecy mactep-gaiina; 3amiHu | Tuny - 3MiHun
oo 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnagy (iHwi
3MiHM) - 3MiHW BHECEHI B IHCTPYKLiO 4719 MeANYHOro
3actocyBaHHs J13 y p. «BUPOBHNK»,
«MicLe3HaxomKeHHs1 BUPOOHMKa Ta 1oro agpeca Micus
NpOoBaMKEHHS AiANbHOCTI», «3asBHMKa,
«Micue3HaxomkeHHs 3asaBHVKa Ta/abo npeAcTaBHVKa
3asiBHMKa» 3 BigNOBIAHUMYW 3MiHAMU B TEKCTI
MapKyBaHHS ynakoBLi (BBeAeHHA 3MiH NpOTArom 3-X
MicALiB MiCNsA 3aTBEPAYKEHHS); 3MiHW | TUNY - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYITLCS BUMYCKY cepii
Ta KOHTPO/It0 SIKOCTi FOTOBOTO JliKapCbKOro 3acoby
(3amiHa abo foAaBaHHS BUPOOHMKA, L0 BiANOBIAAE 3a
BBEe3eHHA Ta/abo Bunyck cepii) - He Bkovaroumn
KOHTPO/b/BMNPOGYBaHHSA cepii - 3aMiHa BUPOGHMKa
BiANoBigasbHOro 3a Bunyck cepii MNAT “®apmak”,
Ykpaida Ha TOB HB® “MIKPOXIM”, YkpaiHa Ta
3a3HavYeHHs yHKLUiT BUpobHuka MAT “Papmak”, YkpaiHa
(BBegeHHs 3MiH MPOTAroM 3-X MicsyiB nicns
3aTBEPKEHHS)

94.

AOKCUUUKNIHY

XIKNAT

KpucTanivyHmi
MOPOLLIOK (Cy6CTaHLis)
y NoABiAHNX
nonieTnIeHoBmxX
MilKkax ans
chapmaLeBTUYHOro
3acTOCyBaHHS

TOB
"XapkiBcbke
hapmaveBTny
He
nignpveMCcTBO
"340poB'a
Hapogay"

YkpaiHa

Xebeli [JoHrdheHr
dapwmacstoTtikan Ko., N1ta,.

Kutaii

BHECEHHS 3MiH [0 peecTpaLiitHux maTepianis: 3miHu |
TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecun micusa NPoBamXeHHs OisNIbHOCTI
BMPOOHUKa (BK/THOYAOYM, 38 HEOOXIAHOCTI, MicLe
NpoBefeHHA KOHTPO/0 AKOCTi), abo BacHvKa mactep-
thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha NiKapcbkuid 3acib) 3a BiACYTHOCTI cepTudikaTa

UA/15528/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BiAMOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAXEHOMY A0CbeE, 460 BUPOOHMKA HOBOT
[0MNOMDKHOT pEYOBMHY (SKLLIO 3a3HAYEeHO Y A0CbE) 3MiHa
agpecy BUpo6HvKa Ad®| lokemupmkniHy xiknaT Xebeii
[oHrdpeHr ®apmacbtotikan Ko., /1Ta., Kutaii 6e3 3miHun
MiCL BUPOBHMLTBA.
95. | AONOKCEH TabneTku, BKpUTI €Bpo Benvka IHaoko Pemegic fliviTes IHais BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu | 3a UA/8051/01/01
NNiBKOBOIO Naiidokep N4, BpuTaHin Tuny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Onuc | peyenmom
o060510HKo0; Nno 10 Ta cknag,. 3miHa y cknagi (4OMoMKHNX peyoBuHaxX)
Tabnetok y 6nictepi; roTOBOrO Jlikapcbkoro 3acoby (iHLwi 3miHW). He3HauHa
no 2 a6o 10 6nictepis 3MiHa KiIbKICHOrO | IKICHOTo ckiagy AOMOMDKHUX
Y KapTOHHIl kopoobui peyoBuH y rotoBomy J13 3i 36epexeHHsM 3arasibHoi
Macu.
96. | AOP30OMNTUK Kpansi O4Hi, pO34unH, BapLuaBcbKuii Monbla BapLuaBcbkuii Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/14472/01/01
20 mr/mn no 5 mn thapmavneBTuy thapmaLeBTUYHWI 3aBOS, TUMY - 3MiHW y NpoLLeCi BUPOGHMLTBA rOTOBOrO peyenmom
PO3UMHY Y (pr1akoHi- HWi 3aB0Of Monbtha AT nikapcbKoro 3acoby, BKIOUaKUy NPOMKHUIA NPOAYKT,
KpanenbHuyj; no 1 Monbcha AT LL|0 3aCTOCOBYETLCSA MPU BUPOGHULTBI FOTOBOTO
h1akoHy B KapTOHHii nikapcbkoro 3acoby (iHLi 3MiHN)
Kopo6ui
97. | EKSEMAPVH TabneTku, BKPUTI AnsoreH IMKo | fliokcembyp Bci ctagii npouecy Ipnangis BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA13698/01/01
NNiBKOBOIO C.ap.n r BMpPOGHMLTBA: MRy - 3MiHK 3 AKOCTI. FOTOBWIA NiKapCbKUiA 3aci6. 3MiHK | peyenmom
060/10HKOI0, NO 25 Mr, Eilil'eH ®apma NimiTes, y BUpOGHMLTBI. 3aMiHa abo BBeAEHHS A0AATKOBOI
no 10 TabneTtok y Ipnangis; OiNbHULI BUPOGHMLTBA A1 YaCTUHN ab0 BCbOro
6nictepi; no 3 [MepBUHHE | BTOPUHHE BMPOBHMYOro NPOLLECY rOTOBOTO JliKapCbKOro 3acoby
6nictepu B nauuj 3 nakyBaHHs: (8iNbHULA 0N BTOPUHHOIO NakyBaHHSA). 3amiHa
KapToHy MinmayHT Xenckea /114, BMPOGHWYOI AiNbHNL BUPOGHMKA MinmMayHT Xenckea
Ipnangis Nta, lpnangis, Wwo Bignosigae 3a BTOPYHHE NakyBaHHS
N3.. 3miHu | TMNY - 3MiHK 3 SKOCTI. FOTOBUIA NiKapCbKUiA
3aci6. 3miHM y BUpobOHULTBI. 3aMiHa abo BBEAEHHS
[,04aTKOBOI Ai/TbHUL| BUPOOHULTBA 415 YacTUHU abo
BCbOr0 BMPOBHMYOro NPOLLECy roTOBOro /iKapCbKoro
3aco6by (4inbHUUA 4719 NePBUHHOINO NakyBaHHS). 3amiHa
BMPOBHMYOT AiNbHULI BUPOGHMKA MiiMayHT Xenckea
Nta, Ipnangis, Wwo Bignosigac 3a nepBuHHE NakyBaHHS
rn3.
98. | EKTEPUUVA® po3unH Ans MAT YkpaiHa MAT "dAPMCTAHOAPT- YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB: TEXHIYHA 6e3 UA/5630/01/01
30BHiLLIHBbOIO "PAPMCTAH BIONIK" nomusika (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peuenma
3acTocyBaHHs, no 50 OAPT- BunpasneHo TeXHiYHY NOMW/KY B IHCTPYKUIT Ans
M abo no 250 mn B BIOJIIK" MeAMYHOro 3aCToCyBaHHA; 3a3HavyeHe BUNpaB/ieHHA
NAAWUI CKNSHINA, no 1 BiANOBigae MaTepianam peecTpauiiHoro Aocke
NAAWU B nayui
99. | ENbAENPUN Tabnetku no 5 mr, no OpioH DiHNAHAIA OpioH KopropeiiLuH, DiHNAHAiA BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasnis: 3miHu | 3a UA/5566/01/01
100 TabneTok y KopnopeiLuH DiHNAHAiIA TUNy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkumii 3aci6. 3mMiHM | peyernmom
chnakoHi; no 1 y BUPOOGHMLTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
h1aKoHy B KapTOHHii AnbTepHaTUBHUIA BWMYCKy Cepii Ta KOHTPOJIH0 SKOCTi FOTOBOrO NiKapCbKOro
KopoobLi BMPOGHUK, LU0 3AiICHI0E 3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLLO
NepBUHHE Ta BTOPUHHE BiAnoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
nakyBaHHs1, BUMYCK Cepiii: BK/IOYA0UM KOHTPO/Ib/BUNPOGYBaHHS Cepii - BBEAEHHS
OpioH KopropeiiLiH, aNlbTepHaTUBHOI AiNbHULI OpioH KopnopeiiwH 3a
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
PiHNAHAA agpecoto: [pxoeHcyyHkaTty 7, 24100 Cano, ®iHnAHAsA
BiANoBiAa/IbHOT 3a BUNYCK cepii: BBegeHHS 3MiH
NpoTArom 6-T1 MiCALIB MiCNa 3aTBEPAKEHHS
100, EHANAMNPWA H- Tabnetkn, 10 mr/25 wmr; TOB "TeBa YkpaiHa AT dapmaueBTUUHNI YropwyHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/16668/01/01
TEBA no 10 TabneTtok y YkpaiHa" 3aBog, TEBA TMny - AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW Nikapcbkoro | peyernmom
6nicTepi; no 2 abo no 3acoby - 3arsepmxeHo: EHananpun/ligpoxnopoTiasng-
3, abo no 5, abo no 6, Tesa (Enalapril/Hydrochlorothiazide-Teva);
ab6o no 10 6nictepiB y 3anponoHoBaHo: EHananpun H-Tesa (Enalapril H-Teva)
Kopoo6ui (BBegeHHs 3MiH npoTsAroM 6-Tv micsAuiB nicns
3aTBEPIKEHHS)
101, EXIHALESA PO34UH A5 iH'EKLLA NO Bionoriwe HimeuunHa Bionoriwe Xainbmittesnb HimeuunH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/7368/01/01
KOMMNO3UTYM C | 2,2 mn B amnyni; no 5 Xannbmitrenb Xeenb M'm6X a Tvny - 3MiHa y napameTpax cneuudikauin Ta/abo peyernmom
amnys y KOHTYpHIl Xeenb M'M6X [ONyCTUMMX MEX, BU3HAYeHUX Yy creundikaLiax Ha Adl,

YapyHKOBIli ynakoBL;
no 1 abo 2 KOHTYpHiii
YapyHKOBIli ynakoBLi B
KOpo6Li 3 KapTOHY; NO
2,2 Mn B amnyni; no 5
amnys y KOHTYpHIl
YapyHKOBIli ynakoBLi;
no 20 KOHTYPHUX
YapyHKOBUX YNakoBOK
B KOpPOO6Lii 3 KAPTOHY

ab0 BUXigHWUIA/NPOMIXHWIA NpoayKT/peareHT, LWo
BVIKOPMCTOBYIOTbCSA Y npoueci BUpobHuytea Adl -
[0faBaHHA MokasHuka «Onuc cUpoBUHUY (AeTabHWi
onnc BUKOPVCTAHOro Matepiasy) 415 CUPOBUHN
Musculus bovis; npuBeaeHHs y BigNoBigHICTb A0
MoHorpadii HAB; 3MiHu | Tuny - 3mMiHa napameTpis
cneumdikauin Ta/abo fonycTMMKUX MEX roTOBOro
nikapcbKoro 3acoby - 3MiHM Ao cneuudikawii npu
BUMYCKY Ta A5 TePMiHy NPWMAAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby, a came: 3 METO KOPUryBaHHs
KpUTEpIiiB NPUAHATHOCTI BifOKPEMTIOETLCA NOKA3HUK
«MeXxaHiYHi BKNIOYEHHSA: BUAUMI YacTKn», 3
Bi4NOBIAHVMMN 3MiHAMMW Y METOAaX KOHTPOSIIO AKOCTI;
BHECEHHS pefakLiiiHuX 3MiH fo creumdikalii npu
BUMYCKY Ta A/15 TEPMiHy NpPWAaTHOCTI FOTOBOrO
nikapcbKoro 3acoby n. «bakrepianbHi eHAOTOKCUHM» Ta
«MexaHiuyHi BK/TOUYEHHS: HEBUAUMI YACTKN»; BHECEHHS
NPUMITKN B crieyndikauito npy Bunycky (n. «MexaHiyHi
BK/IIOYEHHSI: BUAVMI YaCTKM») Ta Ha TepPMiH NpUAATHOCTI
3a nokasHukamu «bakTepiasibHi eHAOTOKCUHU» Ta
«MexaHiYHi BK/IIOYEHHSA: BUAMMI YaCTKv»; 3MiHW | Tuny -
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii PY abo €sponencbkol
thapmakonei, abo iHLWOI HauioHa/IbHOI hapmakonei
aepxasun €C — 3miHa y cneumdikayii cuposuHn Sulfur, a
came 3amiHa Bumor HAB moHorpadist «Sulfur» Ha
BuMoru EP moHorpadist «Sulfur for homoeopathic
preparations; 3MiHu | TUNY - 3MiHK, NOB'A3aHI 3
HeoOXiAHICTIO NpMBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii 4®Y abo €sponelicbkoi hapmakonei, abo
iHLWOT HauioHabHOT thapmakonei aepxasu €C - 3MiHN
[0 crneumndikayii gns BuxigHoro matepiany Ta
MaTepUHCLKOT TUHKTYpK Pyrogenium Nosode: 3miHa
BnacHoi MmoHorpadii komnaHii (COM) Ha HAB
(MoHOrpadist Ha CMPOBUHY 1 MaTEPUHCBKY TUHKTYPY) -
3MiHa cneumdikauii 4s1a MaTepUHCLKOT TUHKTYPU
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
Pyrogenium Nosode 3 BnacHoi MoHorpadii komnaHii Ha
BMMOrY [ito4oro BugaHHsa EP (MoHorpadii gns
CVpOBVHY Ta MaTEPUHCBLKOI TUHKTYpK)
102.| SUTAKCEPA® TabneTtku no 5 mr no KPKA, a.4., CnoBeHisi BMPOGHMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/16614/01/01
10 Tabnetok y HoBo mecTo nepBuHHE Ta BTOPUHHE TUny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peyenmom
6nictepi, no 3 abo 6 nakyBaHHs1, KOHTPO/Ib Ta CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHocTi abo
6nicTepiB y KAPTOHHIi BUWMYCK Cepii: ymMoBax 36epiraHHs roToBOro /ikapCcbKoro 3acoby
Kopoobui KPKA, a.4., HoBo mecrTo, (36iNbLUEHHA TEPMIHY NPUAATHOCTI TOTOBOro
CnoseHis; nikapcbkoro 3acoby) - 415 TOpProsoi ynakosku
BiANOBigabHUI 3a (nigTBEPOKYETLCA AaHUMK peasibHOro Yacy) -
nepBuHHE Ta BTOPUHHE 36iMbLUEHHS TepMiHY npuaaTHocTi N3 (415 f03yBaHHA
nakyBaHHA: 5 wr; 10 wr; 15 mr ta 30 wmr): 3aTBepmxeHo: TepmiH
KPKA, a.4, HoBo mecTo, npuaaTHOCTI — 2 pokuW; 3anponoHoBaHo: TepMiH
CnoBeHis; npuaatHocTi — 3 poku (BBeAeHHs 3MiH NPOTAroM 6-Tu
BiANOBiAaIbHNI 3a MiCSLiB NicNsA 3aTBEPAYKEHHS)
KOHTPO/Ib Ccepii:
KPKA, a.4., HoBo mecTo,
CnoBeHis
103.[ S3UTAKCEPA® Tabnetku no 10 Mr no KPKA, a.4., CnoseHis BMPOGHMLTBO "in bulk", CnoBseHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/16614/01/02
10 Tabnetok y HoBo mecTo nepBuHHE Ta BTOPUHHE TUMy - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkunii 3aci6. peyenmom
6nictepi, no 3 abo 6 nakyBaHHs1, KOHTPO/Ib Ta CT1abinbHiCTb. 3MiHa y TepMiHax NpugaTHocTi abo
6nicTepiB y KAPTOHHIi BUNYCK Cepil: ymMoBax 36epiraHHs roToBOro NikapcbKoro 3acoby
KopoobLi KPKA, a.4., HoBo mecrto, (36iNbLUEHHA TEpPMiHY NPUAATHOCTI FOTOBOroO
CnoseHis; nikapcbkoro 3acoby) - 415 TOprosoi ynakoBku
BiANOBigabHUIA 3a (niaTBEPOXYETLCA AAHUMW PeasibHOro yacy) -
nepBuHHE Ta BTOPUHHE 36iNbLUEHHST TepMiHY npuaaTHocTi N3 (415 [03yBaHHA
nakyBaHHA: 5 wr; 10 wr; 15 mr 1a 30 wmr): 3aTBepaxeHo: TepmiH
KPKA, a.n, HoBo mecTo, NpUAATHOCTI — 2 POKK; 3anponoHoBaHo: TepMiH
CnoBeHis; npuaatHocTi — 3 poky (BBeAeHHs 3MiH NPOTAroM 6-u
BiANOBigabHNI 3a MicSLiB NicNsA 3aTBEPAYKEHHS)
KOHTPO/1b Cepil:
KPKA, a.4a., HoBo mecTo,
CnoBeHis
104., S3UTAKCEPA® Tabnetku no 15 mr no KPKA, a.4., CnoBeHis BMPOGHMLTBO "in bulk", CnoseHis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/16614/01/03
10 TabneTtoK y HoBo mecTo nepBuHHe Ta BTOPUHHE ™My - 3MiHK 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. peyenmom
6nicTepi, no 3 abo 6 nakyBaHHs1, KOHTPO/Ib Ta CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHocTi abo
6nicTepiB y KAPTOHHIi BUNYCK cepil: ymMoBax 36epiraHHs roToBOro NikapCcbKoro 3acoby
Kopoo6uLi KPKA, a.4., HoBo mecTo, (36iNbLUEHHs TEPMIHY NPUAATHOCTI FOTOBOrO
CnoBeHis; nNiKapcbKoro 3acoby) - 1151 TOproBoi ynakoBKu
BiAnoBiganbHUI 3a (niaTBEPOKYETLCA AAHUMW PEeasIbHOIO Yacy) -
nepBuHHe Ta BTOPUHHE 36iNbLUEHHA TepMiHy npugaTHocTi N3 (a8 fo3yBaHHSA
nakyBaHHs: 5 wmr; 10 wmr; 15 mr ta 30 mr): 3atBepakeHo: TepMiH
KPKA, a.4, HoBo mecTo, NpUAATHOCTI — 2 POKK; 3anponoHoBaHo: TepMmiH
CnoseHis; npugaTHocTi — 3 pokn (BBefeHHs 3MiH NPOTArom 6-Tu
BIAMOBIAA/IbHWIA 32 MiCAILB Nic/1a 3aTBepAKEHHS)
KOHTPO/1b Cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis
105., SWIAKCEPA® Tabnetkun no 30 Mr no KPKA, a.4., CnoBeHig BMPOGHMLTBO "in bulk", CnoBeHis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MiHu | 3a UA/16614/01/04




123

Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
10 TabneTtok y Hoso mecTo nepBrHHE Ta BTOPVHHE TUMy - 3MiHM 3 AKOCTI. [0TOBWIA NikapcbkWii 3acib. peyenmom
6nicTtepi, no 3 a6o 6 nakyBaHHs1, KOHTPO/Ib Ta CT1abinbHiCTb. 3MiHa y TepMiHax npuaarHocTi abo
6nicTepiB y KAPTOHHIi BMNYCK cepil: ymoBax 36epiraHHsi rOTOBOrO /1ikapCbKOro 3acoby
Kopoo6Ui KPKA, a.4., HoBo mecTo, (36iNbLUEHHS TEPMiIHY MPUAATHOCTI FOTOBOrO
CnoBeHis; nikapcbKoro 3acoby) - 151 TOproBoi ynakoBKu
BiANOBIgaNbHMIA 3a (nigTBEPAXYETLCA AaHUMK peasibHOro vacy) -
nepBrHHE Ta BTOPVHHE 36iNbLUEHHS TepMiHy npugaTHocTi 13 (o158 fo3yBaHHSA
naxkyBaHHs: 5 mr; 10 wmr; 15 mr ta 30 mr): 3aTBepaxeHo: TepMiH
KPKA, 4.4, HoBo mecTo, npuaaTHOCTI — 2 PokuK; 3anponoHoBaHo: TepMiH
CnoBeHis; npugaTHocTi — 3 pokn (BBeAeHHS 3MiH NpoTArom 6-Tu
BiAnoBiganbHUIi 3a MiCALB Nicnsa 3aTBepXEeHHS)
KOHTPONb cepii:
KPKA, a.4., HoBo mecTo,
CnoBeHist
106, 3O/IMIFrPEH® cnpeii HasaslbHUiA MAT YkpaiHa TOB HaykoBo-BMpPO6HMYA YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3miHa 3a UA/15215/01/01
CNPEN [030BaHuii, 2,5 "®apmak” thipma "MIKPOXIM" 3a8BHMKa (BNacHvKa peecTpauiiHoro nocBig4yeHHs) peyenmom

mr/go3sa no 2 mn (20
£03) y chnakoHi; no 1
chnakoHy B naui 3
KapToHy

(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BBeneHHs
3MiH NPOTAroM 6-TW MICALB NiCNs 3aTBEPAKEHHS);
3MiHM | TUny - AAMIHICTpPaTMBHI 3MiHW. 3MiHa Ha3BM

NiKapcbKoro 3acoby - 3MiHN BHECEeHI LLoa0 Ha3BK
nikapcbkoro 3acoby. 3arsepakeHo: EKCEH3A®
(XSENZA) 3anponoHosaHo: 30/IMITPEH® CMPEN

(ZOLMIGREN SPREY). BBefieHHS 3MiH NpOTArom 6-1u

MiCALIB MICNA 3aTBEPAKEHHS; 3MiHM | TUny - 3MiHM Woa0

6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs

ab0 3MiHU [0 y3ara/lbHeHNX AaHuX NPo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXKeHOI
ocob6u, BignoBifanbHOI 3a 3A4iACHEHHS
thapmakoHarnsgy; KOHTakTHOi 0cobm 3
thapmakoHarnagy 3asBHUKa A5 34iCHEHHS
hapMakoHarnagy B YkpaiHi, AKLWO BOHa BigMiHHA Bif,
YNOBHOB&XeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bk/ouatoum KOHTakTHi AaHi) Ta/abo
3MiHM Y pO3MiLLEHHI MacTep-haiina cuctemu
hapmakoHarnisgy) - 3MiHa yrnoBHOBaXXEHOT 0cO6U
BiANOBiAa/bHOI 3a chapmakoHarnag: [itoya pegakuis:
CteueHko Onbra CepriiBHa. [ponoHoBaHa pefakuis:
Kopaepo MNannHa AHgpiiBHa. 3MiHa KOHTaKTHUX JaHuX
yMOBHOBaXeHOT 0cobu, BignosiganbHoOT 3a
hapmakoHarnsg,. 3miHa micus 34iCHEHHSI OCHOBHOT
LisinbHOCTI 3 chapmakoHarnsgy. 3MiHa agpecu mactep-
thaiina (BBegeHHs 3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi

3MiHW) - 3MiHV BHECEHI B TEKCT MapKyBaHHS yNaKkoBOK Y

3BA3KY 3i 3MiHOK Ha3BW NikapCcbKOro 3acoby Ta
3as1BHUKA. MNpUBEAEHHS TEKCTY MapKyBaHHS 40 BUMOT

Hakaly MO3 Ykpainu Big 23.07.2015 p. Ne 460.
JlofiaHHA B IHCTPYKUiO AN MeAMYHOro 3aCTOCYBaHHS
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

N3 p. «3aaBHUK», «MicLe3Hax0MKEHHS 3asBHNKa»
(BBeAEHHS 3MiH NpOTAroM 6-Tn MicsALiB nicns
3aTBEPKEHHS)

107.

30/IMIFPEH®
CNPEMN

cnpeii HasasIbHUIA
[030BaHwuit, 5 mr/go3a
no 2 mn (20 go3s) y
chnakoHi; no 1
donakoHy B nauui 3
KapToHy

MAT
"®apmak”

YkpaiHa

TOB HaykoBo-BMpO6HMYA
hipma "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasiis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiiHoro nocBigyeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BeegeHHs
3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPAKEHHS);
3MiHU | TUNY - AOMIHICTpaTMBHI 3MiHW. 3MiHa Ha3BK
NiKapCbKOro 3acoby - 3MiHN BHECEHI W00 Ha3Bu
nikapcbkoro 3acoby. 3aTBepmkeHo: EKCEH3A®
(XSENZA) 3anponoHosaHo: 30/IMITPEH® CMPEW
(ZOLMIGREN SPREY). BBegeHHs 3MiH NpOTArom 6-tu
MiCALIB MiCNA 3aTBEPPKEHHS; 3MiHM | TUny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy. BeegeHHs
ab60 3MiHN [0 y3arasibHEHNX AaHUX NPo cucTemy
thapmakoHarnsgy (BBefeHHs y3araslbHeHUX faHux npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXKeHOI
0co6w, BignoBiganbHOI 3a 34iMCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3
dhapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOB&XEHOI 0CO6W, BiANOBIAA/ILHOI 32 34iiCHEHHS
hapMakoHarnagy (Bkiovatoum KOHTaKTHI AaHi) Ta/abo
3MiHM Yy PO3MILLLEHHI MacTep-thaiina cuctemm
hapmakoHarnsgy) - 3miHa yrnoBHOBaXeHOoi 0cobu
BiANOBiAa/IbHOT 32 hapmakoHarnsazg: [iova pefakuis:
CreueHko Onbra CepriiBHa. [MponoHoBaHa pegakuis:
Kopaepo MNannHa AHgpiiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOB&XEHOT 0Co6MU, BiANOBiJaNbHOI 3a
hapmakoHarniag. 3miHa Micusi 34ilCHEHHS OCHOBHOI
OisnbHOCTI 3 chapmakoHarnagy. 3MiHa agpecu mactep-
thaiina (BBeAeHHS 3MiH NpOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHK Wo8o
6e3nekn/edeKTBHOCTI Ta hapmakoHarnsagy (iHuwi
3MiHM) - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBOK Y
3BSI3KY 3i 3MIHOK Ha3BM /iKapCbKOro 3acoby Ta
3asBHUKa. MNpuBeAEeHHS TEKCTY MapkyBaHHS 40 BUMOT
Haka3y MO3 Ykpainu Big 23.07.2015 p. Ne 460.
[ofaHHA B IHCTPYKUiO 4151 MEANYHOIO 3aCTOCYBaHHS
N3 p. «3aaBHUK», «MicLe3HaxX0MKEHHS 3asBHNKa»
(BBEAEHHS 3MiH NPOTAroM 6-Tn MicsLiB nicns
3aTBEPKEHHS)

3a
peyenmom

UA/15215/01/02

108,

IMYHO-TOH®

cupon no 100 mny
6aHUi; no 1 6aHui y
nauyuj; no 100 mn a6o
200 My hnakoHi; no
1 chnakoHy y nauui

NAT
"Tanuucpapm”

YkpaiHa

MNAT "Tanuudapm”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TUMY - OHOBJ/IEHHSA BXE 3aTBEPKEHOIO TEKCTY
MapKyBaHHSA BTOPUHHOT Ta NePBUHHOT YNakoBKN
NikapcbKoro 3acoby (BHECEHHA No3HayYeHb OANHULb
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM JliTep NAaTUHCLKOro
andasiTy). BBeAeHHS 3MiH MPOTAroM 6-Tu MicsAUiB nicns
3aTBepKEHHs

6e3
peyenma

UA/2179/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
109.] IMYHO-TOH® cupon in bulk: no 100 MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH IO peecTpaviiiHiX maTepianis: 3MiHu | - UA/9511/01/01
My 6aHuj; no 48 "Tanuuchapm” TUMNY - OHOB/IEHHA BXE 3aTBEPAKEHOrO TEKCTY
6aHoK y Kopobi MapKyBaHHS BTOPVHHOI Ta NEPBUHHOI yNakoBKu
KapToHHOMY; no 200 NiKapcbKoro 3acoby (BHECEHHSA No3HayYeHb OANHULb
My dprakoHi; no 30 BMMIPIOBaHHS, 3 BUKOPUCTAHHSM JliTep NaTUHCLKOro
hnakoHiB y kopobi andasiTy). BBeeHHA 3MiH NPOTAroM 6-Tu micswiB nicns
KapTOHHOMY 3aTBEPMAKEHHSA
110, IHFABIPUH Kkancynu no 90 mr,no 7 | AN "CTALA- YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHa 6e3 UA/10409/01/01
Kancyn y énictepi, no YKPAIHA" 3as1BHMKa (BN1acHMKa peecTpaLiitHOro NoceBig4YeHHs) peyenma

1 6nicTepy B nauuj 3
KapTOHY

(3rigHo Hakasy MO3 Big 23.07.2015 Ne 460): 3miHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(AinbHULA, Ha SAKi NpoBOAATLCS Oy Ab-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY CEpIli, KOHTPOJIHO SKOCTI,
NepBUHHOTO Ta BTOPMHHOIO NakyBaHHSA, A1
HecTepwIbHUX flikapcbknx 3aco6iB) CynyTHS 3MiHa -
3MiHu 3 sKoCTi. [OoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BUPOGHMUTBI. 3amiHa abo BBeLeHHS A04aTKOBOT
AiNbHULI BUPOGHMLTBA A/19 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(8iNbHWLA 4N BTOPUHHOIO MakyBaHHS) - 3MiHU 3 SIKOCTI.
[oTOBWIA NikapcbkWin 3aci6. 3MiHWM Y BUPOOHULITBI.
3amiHa abo BBeAEHHS [OAATKOBOI Ai/TbHULL
BMPOGHMLUTBA A/151 YacT1HM abo BCbOro BUPOOHNYOTr0O
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHUUA ans
NepBUHHOIO NakyBaHHs). 3MiHW | Tuny - 3MiHW 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6 Y 3B'A3KY 3 TUM, LLIO
3aTBepAXeHnl BUpoOHUK TOB «MAKI3-OAPMA»,
Pacilicbka ®epepauis He Mae NigTBEPAXKEHOrO B YKpaiHi
CepTuchikaty HBI1, 3anponoHOBaHO 3aMiHUTU
3aTBEPKEHOr0 BUPOOHUKA Ha HOBOTO - MpAT
«TexHosnor», YkpaiHa, Ansi BApo6HULITBA FOTOBOTO
nikapcbkoro 3acoby. Ha 3anponoHoBaHiii BUpo6HNii
AiNbHULI NPOBOAATLCA BCi eTany BUPO6HMLTBA,
BK/IHOYAK0UM NEPBUHHE, BTOPUHHE MakKyBaHHS,
KOHTPONb/BUNPOBYBaHHSA cepil Ta BUNYCK cepii Ha
PVHOK. 3MiHV Y BUPOOHULTBI. 3MiHa iMNopTepa/3MiHun,
LLIO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOIO AKOCTI
roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
BMPOGHMKA, LU0 BiANOBIAAaE 3a BBE3EHHA Ta/abo BMMYCK
cepii) - Bktouatoum KOHTPOb/BUNPOGYBaHHS cepii Y
3B'AI3KY 3 TUM, LU0 3aTBepAKeHnii BUpobHuk TOB
«MAKI3-®APMA», Pociiicbka ®epfepauis He mae
nigTBepmxeHoro B YkpaiHi Ceptudikaty HBIM,
3anpornoHoBaHO 3aMiHUTU 3aTBEPAXKEHOTO BUPOGHUKA
Ha HOBOrO - MPAT «TexHonor», Ykpaida, ans
BMPOBGHULITBA rOTOBOTO NiKapCbKoro 3acoby. Ha
3anponoHoBaHili BUPOGHWUIl AiNbHULI NPOBOASTLCS BCi
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

111,

IHXKECTA® OKCI

eTany BUPOBGHMLITBA, BK/THOYAIOUN NEPBUHHE, BTOPUHHE
nakyBaHHs, KOHTPONb/BUNPOGYBaHHSA Cepii Ta BUMYCK
cepii Ha pUHOK. 3MiHu | TUNY - 3MiHN LWOAO
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs
ab0 3MiHU [0 y3aralbHeHNX AaHUX NPo cucTemy
hapmakoHarnsgy (BBeAeHHs y3aranibHeHUX faHux npo
cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXKeHOI
ocobu, BignoBifanbHOI 3a 3A4iACHEHHSA
thapmakoHarnsgy; KOHTakTHOT 0cobm 3
thapmakoHarnagy 3asBHUKa A5 34ICHEHHS
thapmakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOI 33 34iICHEHHS
chapmakoHarnsgy (Bk/ouatoum KOHTakTHi gaHi) Ta/abo
3MiHM Y pO3MiLLEHHI MacTep-haiina cuctemu
hapmakoHarnsay) [ivoya pegakuis: YNnoBHOBaXeHa
ocoba 3asBHUKa, BiANOBIAa/IbHA 3a dhapMakoHariaa:
LLinnosa EneHa BonogumipisHa; NponoHoBaHa
pefakuis: YnosHoBaxeHa ocoba 3asBHUKA,
BiAnoBiganbHa 3a dhapmakoHarnag: Mpycebkuii
CraHicnas BonogmmupoBuy. 3MiHa KOHTakKTHUX SaHuX
YMOBHOBaXEHOI 0COobY.

nocsi0OYeHHs

PO34UH NS iH'EKLN
12,5% B eTunoneari
no 1 mn B amnyni; no 5
a6o 10 amnyn y nauuj;
no 1 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepn y navui
3 KapTOHY

MAT
"®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis: 3MiHu |
TMNy - 3MiHa y napameTpax cnewudikauiin Ta/abo
O0NyCTUMUX MEX, BU3Ha4YeHuX y crneumdikavisax Ha Adl,
ab0 BMXigHWUA/NPOMIKXHWIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTea APl (iHwi
3MiHW) - BHECEHHS 3MiH B nMpouec BUpobHuuTBa Adl;
3MiHM | TNy - 3MiHa y MeTogax BunpobyBaHHA APl abo
BUXIOHOIO MaTepiasy/NnpoMiXHOro NpoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCSA Y Npoueci BUpobHuutea API
(iHWi 3MiHM y MeTogax BUNpobyBaHHsA (BK/OYa0um
3amiHy abo fonoBHeHHs) ADIl a6o
BWXi4HOr0/MPOMIXXHOr0 NPOAYKTY) - BHECEHHS 3MiH A0
MeTogiB BunpobysaHHsA A®I; 3miHu | TUNY - 3miHa Y
napameTpax crneuudikauii Ta/abo AONyCTUMUX MEX,
BM3HAYEHNX Y cneupudikauisx Ha A®l, abo
BWXigHWIA/NPOMDKHWIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y NpoLeci BUpobHuutea AdI
(BUAyYEHHA HE3HAYHOr0 NOKa3HMKa SIKOCTi (Hanpuknag,
BW/TYYEHHS 3aCTapifioro NokasHuka)) - BUTy4YeHHs
KOHTPO/IH0 SIKOCTI 3i Cneuundikavii / MeTogis
BMNPOGYBaHHS; 3MiHu | TUNy - 3MiHa y meTogax
BMNpo6YyBaHHA rOTOBOr0 NikapcbKoro 3acoby (ans
npuBefeHHs y BiANoBigHICTL 3 dY abo EBponeiicbkoro

hapMakoneern Ta BUIYYEHHS NOCUIaHHSA Ha 3acTapinuii
BHYTPILLHIA MeToA BUNPOBYBaHHS i ioro Homep); 3MiHn |

TMNy - 3MiHa NapameTpiB crneumdikauiii Ta/abo
[0NyCTUMMX MEX rOTOBOTO JiKapCbKOro 3acoby -
BHECEHHS 3MiH fo Cneuundikavii/ MeTogais
BMNPO6YBaHHSA rOTOBOIO JIiKApChbKOro 3acoby

3a
peyenmom

UA/8922/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

112.

IHOKAIH

Kpanni ouHi 0,4 % no 5
MY ¢hriakoHi-
KpanesibHuuj, no 1
ch1akoHy-KkpanenbHuLj
B KapTOHHII nauui

CEHTICC
®APMA MMBT.
NTA.

IHgis

CEHTICC ®APMA MBT.
nTa,

IHais

BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6esnekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
thapmakoHarnagy, 3miHa ynoBHOBaXKeHoi ocoowu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3AiliCHeHHs hapMakoHarnagy B YkpaiHi, K0 BOHa
BiAMIHHA BiJ YNOBHOBaX€EHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3[ificHeHHs hapMakoHarsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MileHHI MacTep-thaiina
cmuctemMu chapmakoHarnagy) - 3MmiHa ynoBHOBaXEHOT
ocobu BignoBifanbHOT 3a thapmakoHarnag;
MponoHoBaHa pepakuis: foktop LWpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KOHTaKTHOI 0co6u BiANOBiAa/IbHOT
3a hapmakoHarnsg;

MponoHoBaHa peaakuis: TocdhaH Irop AHaToniioBny;
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,
BiANOBIAA/IbHOT 32 hapmakoHarnsa. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0cobw, BignoBigabHOI 3a
hapmakoHarnsg,. 3miHa micus 34iCHeHHsT OCHOBHOT
nisnbHOCTI 3 hapmakoHarnagy. 3MiHa agpecu macrtep-
paiina

3a
peyenmom

UA/2909/01/01

113.

IHCMIPOH

cupon, 4 mr/mn no 150
M1y hnakoHi, no 1
hNakoHy 3 JIOKKO0
MipHOIO Yy nauui

NAT
"Tanuuchapm”

YkpaiHa

MAT "ranuudpapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TUNY - OHOB/IEHHS BXE 3aTBEPKEHOr0 TEKCTY
MapKyBaHHs BTOPVHHOI Ta NEPBUHHOI YNakoBKY
NikapcbKoro 3acoby, 3 BHECEHHAM MO3HaYeHb OAVHULIb
BUMIpIOBaHHS, 3 BUKOPUCTAHHAM NiTep NaTUHCbKOro
andasity. BBegeHHs 3MiH NpoTAromMm 6-Tm mMicsAuiB
nicns saTtBepAKeHHs

3a
peyenmom

UA/9922/01/02

114,

IHPTAMA®EPTUA

H®

PO34UH A5 iH'EKLLA No
2 mn B amnynax Ne 10

TOB "HIP"

Ykpaina

TOB "HIP"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |1
TMny - 3MiHa napameTpis crneumdikayin Ta/abo
[OMYyCTUMMX MEX roTOBOrO Nikapcbkoro 3acoby (3miHa
3HaX0ANTLCA N03a 3aTBEPAKEHUMUN LONYyCTUMUMM
Mexamu cneuudikauii) — 3MiHn y cneuudikawi
roTOBOrO /liKapcbKoro 3acoby nif yac 36epiraHHsa 3a
po3ainom «Onue»; 3MiHK | Tuny - 3MiHa napameTpis
cneumdikauin Ta/abo AoNycTUMKX MEX roTOBOrO
NikapCbKoro 3acoby; CynyTHS 3MiHa: 3MiHa y MeTodax
BMNPOGYBaHHS rOTOBOrO J1iKapCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpKEHX MeTogax BUNpobyBaHHS)

— 3MiHW BMMOT cneumdikaLii roToBOro JlikapcbKkoro
3aco6y 3a nokasHVKoMm «CTyniHb 3a6apB/ieHHs» Ta
4acToTV BUNPOGYBaHHS 3a NoKasHUKamun «Cyxuii
3a/IMWOK», «[YCTUHA», «[MOKa3HUK 3a/10MIEHHS» (i3
BM3HAYEHO NEPIOAMNYHICTIO, KOXHA AecaTa cepist);
3MiHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro
nNiKkapcbKoro 3acoby (iHwi 3MiHM y MeTogax

3a
peyenmom

UA/0611/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BMNpoOyBaHb (BK/OUAUM 3aMiHy abo JOMOBHEHHS));
CynyTHS 3MiHa: 3MiHa NapameTpiB cneuwudikauii Ta/abo
[0NYyCTUMMX MEX FOTOBOTO NiKapCbKOro 3acoby — 3aMiHa
nokasHuka «[liporeHu» Ha nokasHuk «bakrepiasbHi
€HOO0TOKCUHM» cneumdikaLii roToBOro /ikapcbkoro
3aco0y; 3miHu |l Tuny - 3MiHa napameTpiB crneuudikav,ii
Ta/abo fonyCTMMUX MEX roTOBOrO JIiKapCbKOro 3acoby
(BVNYYEHHSI MOKa3HWKA, SKMIA MOXe MaTu iICTOTHUIA
BM/IMB Ha SKICTb FOTOBOrO NiKapCbKoro 3acoby) —
BUIyYEHHSA 3i cneyudikauii roToBoro Mikapcbkoro
3ac00y NokKasHMKa SKOCTi «AHOMasIbHa TOKCUYHICTb»;
3MiHM | TRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy — po3gin «lpadiyHe oopmaeHHs
YMakoBKM» 3aMiHEHO PO3Ai/1IoM «MapKyBaHHs»
115, IHOOPC TabneTtkn, BKPUTI "KcaHTic Kinp CaHeka ®apmacbloTikan3 CnoBaubk BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 3a UA/16335/01/01
NAiBKOBOO dapma AT a TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKOH0, 10 50 Mr NimiTen" Pecny6nik thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
no 4 a6o no 10 a y3arasibHeHnX AaHux nNpo cuctemy hapmakoHarnsgy
Tabnetok y 6nictepi; (BBEAEHHSA y3araslbHEHUX AaHVX NPO CUCTEMY
no 1 6nictepy B thapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocobu,
KapTOHHI nayvj; no 4 BiANOBIAA/IbHOI 3a 34iiCHEHHSA thapmakoHarnagy;
abo no 10 Tabnetok y KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHVKa Ans
6nictepi; no 2 3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
6nicTepn B KAPTOHHIN BigMiHHa Big, yNOBHOBaXKEHOT 0CO6MU, BifNOBigaIbHOI 3a
nauuj; no 4 TabneTkn y 3piicHeHHs hapMakoHarnsay (BK/IH0YaKUM KOHTaKTHI
6nictepi; no 3 [aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
6nicTepn B KAPTOHHIW cucTemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
nauuj; no 1 tabnetuiy ocobwu BignoBiganbHoOT 3a hapmakoHarnsg;
6nictepi; no 1 MponoHoBaHa pefakuis: IBaH Kimnpiy / lvan Cimprich.
6nicTepy B KAPTOHHIl 3MiHa KOHTaKTHUX faHWUX YNOBHOBaXEHOI 0cobwm,
nauuj; no 4 TabneTkn y BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3miHa micus
6nictepi; no 5 3[iiCHEHHS1 OCHOBHOI AifiNIbHOCTI 3 hapMakoHarnsay.
6nicTepiB B KAPTOHHIN 3MiHa agpecu macTep-haiina
nauui
116. IH®OPC TabneTtku, BKPUTI "KcaHTic Kinp CaHeka ®apmacbloTikan3 CnoBaubk BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/16335/01/02
NNiBKOBOIO Papma AT a TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyernmom
060/10HKO0, No 100 Mr NimiTen" Pecny6nik thapmakoHarnsgy. BeegeHHs abo 3miHv o
no 4 a6o no 10 a y3arasibHeHUx faHvx npo cuctemy chapmakoHarnagy

TabneTtok y 6nictepi;
no 1 6nictepy B
KapTOHHIiA nauvi; no 4
ab6o no 10 TabneTok y
6nictepi; no 2
6nicTepn B KAPTOHHIA
nauuj; no 4 TabneTkn 'y
6nictepi; no 3
6nicTepn B KAPTOHHIA
nauuj; no 1 tabnetuiy
6nictepi; no 1

(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;

KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobwu BignosiganbHOT 3a hapmakoHarnsg;
NponoHoBaHa pegakuis: IBaH Kimnpiy / lvan Cimprich.
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
6nicTepy B KapTOHHIi 3MiHa KOHTaKTHUX AaHnX YNOBHOBaXEHOI 0co6H,
naJui; no 4 TabneTkm y BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
6nictepi; no 5 3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
6nicTepiB B KAPTOHHIl 3miHa agpecy macTep-caiina
nauui
117, INIAAKPUHY NOPOLLIOK (Cy6CTaHLis) MAT YkpaiHa Menagjona, C.J1. Icnanis BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | - UA/15171/01/01
riAPOXNOPUL, y NOJieTUIEHOBNX "ranunucapm” TMny - 3MiHK 3 akocTi. A®I. CTabinbHicTb. 3MiHa nepiogy
MOHOrIAPAT naketax gns NOBTOPHKX BUNpobyBaHb/nepioay 36epiraHHa abo ymoB
hapmaLeBTUYHOro 36epiraHHa APl (3a BigCYTHOCTI y 3aTBEPAKEHOMY
3acTOCyBaHHS [ocbe cepTudpikaTa BignoBiAHOCTI EBpONECHKiIi
chapmakonei, Lo BK/IKYaE nepiog, NOBTOPHOTO
BMNpo6yBaHHS) (Nepiog NOBTOPHOTO
BMNpoGyBaHHs/nepiog 36epiraHHs) - 36inbLIeHHS abo
BBE/JEHHS nepiogy NOBTOPHOro BUNpobyBaHHs/nepioay
36epiraHHsA Ha OCHOBI pe3ynbTaTiB AOC/iIMKEHD Y
peasibHOMYy Yaci - 36iNbLUEHHS nNepioay A0 NPOBEeAEHHS
NOBTOPHUX BUNpobyBaHb AP (InigakpuHy rigpoxnopuay
MOHoOrigpar): 3aTBepAKeHHO: 3 pokM 3anponoHoBaHo: 4
pOKU
118, IPUPPUH Kpanni o4Hi 2,5% no 5 CEHTICC IHais CEHTICC ®APMA MNBT. IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/7687/01/01
My dh/1aKkoHi- DPAPMA TBT. nTA. TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyernmom
KpanesibHuui, no 1 nTAa. thapmakoHarnsgy. BeegeHHs abo 3miHv o
chnakoHy y KapTOHHIl y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
nauui (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUcTemy
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocoou,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobwu BignosiganbHOT 3a hapmakoHarnsg;
MponoHoBaHa pepakuin: JokTop LWpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI 0cobu BiAnoBiAaIbHOT
3a thapmakoHarnag;
MponoHoBaHa pepakuisi: TodhaH Irop AHaTtoniioBuy;
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BiANOBIAabHOI 3a thapMakoHarnisfg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u, BignoBiganbHOI 3a
hapmakoHarnsg. 3miHa micus 34iiCHeHHs1 OCHOBHOT
LisinbHOCTI 3 chapmakoHarnsagy. 3MiHa agpecu mactep-
chaiina
119., KAHOECAPTAHY | nopoluok (cybcTaHLis) MAT YkpaiHa [KnaHr Toany KuTaii BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | - UA/11349/01/01
UMNEKCETUN y NOABIAHNX "Kuismegnpen dapmacbotukan Ko., /174. TMNy - AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHsI
nosieTuIeHoBMX apar” Ta/abo agpecy MicLsl NPOBaKEHHS AiSNIbHOCTI
nakeTtax ansa BMPOOGHUKa (BK/IHOYaKOUK, 38 HEOOXIAHOCTI, MicLe
chapmaLeBTUYHOIo NpOBefieHHs KOHTPOJO SIKOCTI), ab0o BNacHMKa mactep-

3aCToCyBaHHA

(paiina Ha A®I, a6o noctayanbHuka Adl/BuxigHoro
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
mMarepiany/peareHTy/npoMiKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbkuii 3acib) 3a BiACyTHOCTI cepTudikaTa
BiAMNOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAXEHOMY A0Cbe, 860 BUPOOHMKA HOBOT
[0MNOMDKHOT pEYOBUHY (SKLLLO 3a3HAYEHO Y OCHE) -
3MiHa agpecu BupobHuka Ad| (3amiHa topuanyHoi
azpecy BUpo6HMKa Ha hakTUUHY), 6e3 3MiHM MicLs
BMPOGHMULITBA
120, KANEUUTABIH- TabneTku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex IHaacTpis c.p.o. Yecbka BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/16478/01/02
TEBA NNiBKOBOIO YkpaiHa" Pecny6nik TUMy - 3MiHW Y Npoueci BUPOOHULITBA rOTOBOIO peyenmom
060s10HKO0, No 500 Mr a NikapcbKoro 3acoby, BKAOUaKUy NPOMKHWI NPOAYKT,
no 10 Tabnetok y LL|0 3aCTOCOBYETLCSA MPU BYUPOOGHULTBI FOTOBOTO
6nictepi; no 12 NiKapcbKoro 3acoby - BNpoBaMKeHHs cTagil Bonorol
6nicTepis y kopobu, rpaHynsuii ans TabneTok kaneuutabiHy, BKpUTUX
N/1iBKOBOK 060/OHKOIO, L0 BUPOOIAIOTLCA 3
BMKOpPUCTaHHHAM A®I Big nocTadasibHuKa Sicor; 3MiHn |
TMny - 3MiHa y MeTogax BunpobyBaHHS roTOBOro
NikapcbKoro 3acoby - He3HauHi 3MiHU y MeTofi
BUNPOBYBaHHA «P0O34YMHeHHA». MpuHLMN MeToay Ta
KpUTEpIii NPUAHATHOCTI 3a/IMLLIATECA HE3MIHHUMU
121, KANEUWTABIH- TabneTku, BKpUTI TOB "TeBa YkpaiHa TeBa Yex IHgacTpi3 c.p.o. Yecbka BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/16478/01/01
TEBA NNiBKOBOIO YkpaiHa" Pecny6nik TMNy - 3MiHa y MeTofax BUNpo6yBaHHS roTOBOrO peyenmom
060/10HKOI0, N0 150 mr a NiKapcbKOro 3acoby - He3HauHi 3MiHU y MeTOofi
no 10 TabneTok y BUNPOOYBaHHA «PO34YMHEHHA». MpuHLMN MeToay Ta
6nicTepi; no 6 KpUTepii NPUAHATHOCTI 3a/INLLIAOTLCA HE3MIHHUMU
6nicTepis y kopobui
122, KANPEOMIUVH niodpinizar ana M.BIOTEK Benuka MaiinaH /labopatopi3 IHais BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 3a UA/13983/01/01
PO3UMHY AN5 iH'eKUil nTa BputaHis Nimiten - AinbHKUyA TMny - 3MiHK LWoAo 6e3nekn/edeKkTNBHOCTI Ta peyenmom
no 1,0 r, 1 donakoH 3 cneuianizoBaHnx thapmakoHarniagy. BeegeHHs abo 3MiHu o
niodpinizatomM y nauui nikapcbknx 3acobisB y3ara/lbHeHNX AaHux npo cuctemy apmakoHarnsgy
(BBEIEHHSA Y3araslbHEHUX AaHWX NPo cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 thapmakoHarnsay 3assHuka Ans
3fiicHEeHHS dpapMakoHarnisay B YkpaiHi, SKLWO BOHA
BiAMIHHA Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAa/IbHOI 3a
3AilicHeHHs hapMakoHarnagy (BKIUYaym KOHTaKTHi
[AaHi) Ta/abo 3miHM Y po3MileHHI MacTep-ghaiina
cuctemu papmakoHarnsgy) - NponoHoBaHa peaakLis:
YnoBHoBaXKeHa ocoba 3asBHVKa B YKpaiHi gns
3pilicHeHHs1 dpapMakoHarnsagy - Menix OneHa
BopuciBHa. 3MiHa KOHTaKTHUX flaHUX YNOBHOBaXKEHOI
ocobm
123 KANPEOMIUVH niodpinizat gns M.BIOTEK Benwuka MavinaH /labopatopi3 IHAjsA BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | - UA/13983/01/02
PO34UHY ON151 iH'EKLLA nTa BpuTaHia Nimiten - AinbHUUA TMny - 3MiHK Woao 6esnekn/ehekTUBHOCTI Ta

no 1,0 r in bulk: 50
h1akoHiIB 3
niodpinizatom y

cneuianizoBaHnx
nikapcbknx 3acobis

thapmakoHarnagy. BeegeHHs abo 3miHu o
y3ara/lbHeHrX faHux Npo cucteMmy gpapMakoHarisgy
(BBEAEHHS y3araJlbHEHUX AaHVX NPO CUCTEMY
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dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

KapTOHHIA KOpoo6Li

PO34UH A5 iH ek,

TOB "Pik-

YkpaiHa

chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI ocobw,

BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLO BoHa

BiAMiHHa Bi, yNOBHOBaXKEHOI 0CO6M, BiAnoBiganbHOI 3a

3AiicHeHHA hapMakoHarnagy (BKIYarym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-caiina

cucTemmn hapmakoHarnsigy) - MponoHoBaHa peaakuis:

YnoBHOBaXKeHa ocoba 3asBHVKa B YKpaiHi gns
3piicHeHHs hapmakoHaragy - MNenix OneHa
BopuciBHa. 3MiHa KOHTaKTHUX faHUX YNOBHOBaXKEHOI
ocobm

nocsi0OYeHHs

100 mkr/Mnno 1 mny
dnakoHi; no 4 abo 5
h1akoHIB y maui

TabneTtku, BKPUTI

Papm”

"KcaHTic

Kinp

TOB "®apmigesn”

NartBis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu |1
UMy - 3MiHa BUPOBHUKA BUXiZHOr0/NMPOMIDKHOIrO
NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTbLCA Y
BMPO6HUYOMY npoLeci A®I, abo 3miHa BUPOOHUKa
(BKtOYatoum, ae Heo6XiAHO, Micue NPoBeAEeHHS
KOHTponto sikocTi) APl (3a BigcyTHOCTI cepTudikata
BiAMOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEpAXEHOMY [OCbE)(BBEAEHHS HOBOTO BUPOGHUKA
A®I| 3 HagaHHAM MacTep-thaiina Ha Adl) - BBeAEeHHSA
a/IbTepHaTVBHOIO BUPOoGHMKa AdI

3a
peyenmom

UA/16148/01/01

Ne Hassa
n/n JliKapcbKo20

3acoby
124, KAPBETOLUVH
125., KAPAlONIN
126, KAPAlONIN

NAiBKOBOO
060/10HKO0, M0 5 Mr;
no 10 Tabnetok y
6nicTepi, no 3, abo no
10 6nicTepiB B naui

TabneTkn, BKPUTI

Papma
Nimiteg"

"KcaHTic

BMPOGHUK, BiANOBiAaIbHUIA
3a BUPOGHMLTBO rOTOBOI
nikapcbKoi hopmu,
KOHTPONb cepii, NepBUHHE
Ta BTOPVIHHE MakKyBaHHS,
BUNYCK cepil:
Na6opaTtopioc NIKOHCA,
C.A., IcnaHisi; BUPOGHMK,
BiANOBiAa/IbHWIA 3a
Mikpo6ionoriyHuii
KOHTPONb AKOCTI:
NABOPATOPIO AP. ®.
EYEBAPHE, AHAJICIC,
C.A., IcnaHisi; BUPOGHMK,
BiANOBiAa/IbHWIA 3a
BTOPVHHE NaKyBaHHS:
ATAIC ®APMA C.N,
IcnaHis; BUPOBHWK,
BignoBiganbHUii 3a
BTOPUHHE MaKyBaHHS:
MAHAHTIAN IHTEMPA,
C.J1.K0., Icnanis

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHVX fiaHnX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeEMY
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBIAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
ocobwu BignosiganbHOT 3a papmakoHarnsg;
MponoHoBaHa pepfakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-haiina

3a
peyenmom

UA/16793/01/01

NNiBKOBOKO
060/10HKO10, 10 10 Mmr;
no 10 TabneTtok y

6nictepi, no 3, abo no

Papma
Nimiten"

Kinp

BMPOGHUK, BiANOBIAA/TbHWIA

3a BUPOGHMLTBO rOTOBOI
nikapcbKoi hopmu,

KOHTPO/b Cepii, NepBUHHE
Ta BTOPVHHE NakKyBaHHS,

Icnanis

BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0
y3ara/lbHeHrX faHux Npo cucteMmy dpapMmakoHarisgy
(BBEAEHHS y3aralbHEHUX AaHVX NPO CUCTEMY

3a
peyenmom

UA/16793/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
10 6nicTepiB B nauui BVNYCK Cepil: chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI ocobw,
Na6opaTtopioc NIKOHCA, BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
C.A., IcnaHisi; BUPOGHWK, KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
BiANOBiAA/IbHWIA 32 3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLO BoHa
Mikpo6ionoriyHuii BiAMiHHa Bi, yNOBHOBaXKEHOI 0CO6M, BiAnoBiganbHOI 3a
KOHTPONb AKOCTI: 3AiicHeHHA hapMakoHarnagy (BKIYarym KOHTaKTHi
NABEOPATOPIO AP. ®. [aHi) Ta/abo 3MiHM y po3mileHHi macTep-caiina
EUEBAPHE, AHANICIC, cucTemu hapmMakoHarnagy) - 3MiHa ynoBHOBaXXeHOT
C.A., IcnaHisi; BUPOGHUK, 0Cco6M BiANOBIfa/IbHOI 3a hapMakoHarnaa:
BiANOBigaIbHUI 32 MponoHoBaHa pegakuis: IBaH Kimnpiu / lvan Cimprich.
BTOPWHHE NaKyBaHHS: 3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0Co6y,
ATAIC ®APMA C.J1, BigNoBigasIbHOI 3a dhapmakoHarnsg. 3miHa micus
IcnaHis; BUpOGHMK, 3[iICHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarisgy.
BiAnoBiganbHUIi 3a 3miHa agpecu MacTep-chaiina
BTOPVHHE MaKyBaHHS:
MAHAHTIAN IHTEFPA,
C.J1.K0., IcnaHis
127, KAPAlIONIN TabneTkun, BKpUTI "KcaHTic Kinp BMPOGHUK, BiANOBIA&IbHNUIA Icnanis BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/16793/01/03
NAiBKOBOO dapma 3a BUPOGHMLTBO rOTOBOI TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
060/10HKO10, M0 20 Mr; NimiTen" nikapcbkoi dhopmu, thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
no 10 TabneTok y KOHTPO/b cepii, NeEPBUHHE y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
6nictepi, no 3, abo no Ta BTOPVHHE NakyBaHHS, (BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
10 6nicTepiB B navuj BUNYCK cepil: thapmMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0cobu,
Na6opaTtopioc NNIKOHCA, BiANOBIAA/bHOI 3a 34iiCHEHHSA thapmakoHarnagy;
C.A., IcnaHisi; BUPOBHMK, KOHTaKTHOI 0cobu 3 chapMakoHarnagy 3asBHuka gns
BiAnoBiganbHUIi 3a 3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
MiKpob6ionoriyHuii BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
KOHTPO/b SKOCTI: 3piicHeHHs hapMakoHarsay (BK/IH0YaUM KOHTaKTHI
NNABOPATOPIO AP. ®. [aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
EYEBAPHE, AHANICIC, cucTemn ghapMakoHarnisgy) - 3MiHa ynoBHOBaXXEHOT
C.A., IcnaHisi; BUPOGHUK, 0co6M BiAMOBIfaIbLHOI 3a hapMakoHariaa:
BiAnoBiganbHUIi 3a MponoHoBaHa pefakuis: IBaH Kimnpiy / lvan Cimprich.
BTOPUHHE NMakyBaHHA: 3MiHa KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0Co6H,
ATAIC ®APMA C.1, BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
IcnaHis; BUPOOHMK, 3[iiCHEHHS1 OCHOBHOI AifiNIbHOCTI 3 hapMakoHarnsgy.
BiANOBIAa/IbHWI 32 3MmiHa agpecu macTep-aiina
BTOPVHHE NaKyBaHHS:
MAHAHTIAN IHTEFPA,
C.J1.K0., Icnanis
128, KAPAlONIN TabneTku, BKpUTI "KcaHTic Kinp BMPOGHWK, BiANOBIAAIbHUIA IcnaHis BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/16793/01/04
NNiBKOBOIO dapmva 3a BUPOGHULITBO roTOBOI TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta peyenmom
060/10HKOI0, MO 40 wMr; Nimiten" nikapcbkoi hopmu, thapmakoHarnsgy. BeegeHHs abo 3miHu o
no 10 TabneTok y KOHTPO/b Ccepii, NepBUHHE y3araJibHeHVX faHux Npo cucTemy dhapmakoHarnsgy
6nictepi, no 3, a6o no Ta BTOPVHHE NaKyBaHHS, (BBEAEHHSA y3araslbHEHVX A@HWX NPO cucTeMy
10 6nicTepis B naui BWNYCK Cepil: thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
Na6opaTtopioc NNIKOHCA, BiANOBIAANLHOI 3a 34iiCHEHHA thapmakoHarnagy;
C.A., IcnaHist; BUPOGHMK, KOHTaKTHOI 0c06U 3 hapmakoHarnsay 3asiBHUKa A5
BiANOBIAA/IbHWI 32 3AiicHEHHS dpapMakoHarnisay B YkpaiHi, KO BOHA
MiKpOGionorivyHniA

BigMiHHa Bif YNOBHOBaXKEHOI 0COOM, BiNoBigaNbHOI 3a
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
KOHTPO/Ib SIKOCTI: 3pificHeHHs hapMakoHarisay (BK/IHYaKuM KOHTaKTHI
NNABOPATOPIO AP. ®. [aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
EYEBAPHE, AHANICIC, cucTemn goapMakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
C.A., IcnaHisi; BUPOBHUK, ocobwu BignosiganbHOT 3a hapmakoHarnsg;
BiAnoBiganbHUii 3a MponoHoBaHa pepfakuis: IBaH Kimnpiy / lvan Cimprich.
BTOPUHHE NaKyBaHHA: 3MiHa KOHTaKTHUX [aHnX YNOBHOBaXEHOI 0co6H,
ATAIC ®APMA C.1, BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3miHa micus
IcnaHis; BUPOOHUK, 3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsay.
BignoBiganbHUii 3a 3miHa agpecu MacTep-chalina
BTOPVHHE NaKyBaHHS:
MAHAHTIAN IHTEMPA,
C.J1.K0., Icnanis
129. KAPI3OH PO34uH HaLLKipHui 0,5 Jepmadchapm Himeuunna | mibe MM6X ApuHaimittens | HimeuunH BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/10950/01/01
mr/1 r no 15 mn a6o 30 Al a TMNy - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHSI peyenmom
mn abo 50 mny Ta/abo agpecu Micus NPOBaKEHHS AISNbHOCTI
dhnakoHi 3 BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
KpanesibHULEe Ta BK/IIOYA0UY AiNbHULI BUMYCKY cepii abo micue
KoBMmaykom; no 1 NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
h/1aKoHY B KapTOHHii BiANOBIAAE BMPOGHMK/iMNOPTEpP, BKIOYAOUM BUMYCK
nauui cepiid). 3MiHa agpecy MicLsi NPOBAPKEHHS AiNIbHOCTI
BMpo6HUuKa 13 mibe MM6X ApuHaimittens, HimeuunHa,
6e3 3MiHN MicLA BUPOGHMLTBA. 3aTBEPAXKEHO:
MioHxeHepLiTpacce 15, 06796, bpeHa, HimeuunHa;
Muenchener Str 15 06796 Brehna, Germany
3anponoHoBaHo: MioHxeHepLuTpacce 15, bpeHa,
CakcoHis-AHxanbT, 06796, HimewunHa; Muenchener
Strasse 15, Brehna, Sachsen-Anhalt, 06796, Germany
130., KACAPK® Tabnetku no 32 mr no NAT YkpaiHa MAT "KuiBmegnpenapat" YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/12457/01/01
10 Tabnetok y "KuiBmegnpen MMy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nictepi; no 3 apat"” hapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
6nictepy B nayvj yNaKkoBKM MiKapCbKOro 3acoby LLoA0 3a3HaveHHs
MDKHapPOAHUX NO3HAYEHb OAVHULL BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nmicas
3aTBEPMAKEHHS
131, KACAPK® Tabnetku no 16 mr no MAT YkpaiHa MAT "Kuismegnpenapat” YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA/12457/01/02
10 Tabnetok y "Kuismegnpen MRy - 3MiHW WoA0 6e3nekn/etheKTMBHOCTI Ta peyenmom
6nictepi; no 3 apar” hapMakoHarnsgy - 3MmiH/ BHECeHi B TEKCT MapKyBaHHS
6nictepu B nauLj yNakoBKM NiKapCbKOro 3acoby WoA0 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAMHUL BUMIPIOBaHHS.
BBeeHHs1 3MiH NpoTAroM 6-T1 micAuis nicns
3aTBEPLPKEHHS
132 KACAPK® Tabnetku no 8 Mr no MAT YkpaiHa MAT "KuiBmegnpenapar" YkpaiHa BHECEHHS 3MiH IO peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/12457/01/03
10 Tabnetok y "KuiBmegnpen TUNYy - 3MiHW Woa0 6e3nekn/edpekTUBHOCTI Ta peyenmom
6nictepi; no 3 a6o 9 apar” hapMakoHarnsay - 3MiH1 BHECEHI B TEKCT MapKyBaHHS
6nicTepiB y nauui YMakoBKM NiKapCbKOro 3acoby W00 3a3HauYeHHs
MDKHapPOAHUX NO3HAYeHb OAVHUL BYMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMAKEHHSA
133.| KBEHTAKE/Ib D5 | kpanni gns CAHYM- HimeyuunHa CAHYM-Kenbbek Tm6X i HimeyuunH BHECEHHS 3MiH 10 peecTpaLiiiHux MaTepiasis: 3MiHu 11 6e3 UA/11595/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

nepopasibHOro Ta
MicL,eBoro
3acTocyBaHHs no 10
My dh/1akoHi 3
KpanenbHuLeto; no 1
(h/1aKOHY B KQpPTOHHiiA
nauui

Kenbb6ek
'm6X i Ko. KI

Ko. KI

a

TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
3060B'A3aHb Ta YMOB BUadi peecTpauiiHoro
NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBUMU [OAATKOBUM
AaHUMK, L0 MaoTb HaAaBaTnUCA KOMMNETEHTHM
OpraHoMm, OCKifIbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom). BrkoHaHHS 3060B'A3aHb
BiANoOBiAHO Ao mignyHKTy 1.13 nyHKTY 1, mignyHkTy 2.3
NyHKTY 2 gogatky 15 no Nopsaky nposefeHHs
eKCnepTun3n peecTpauiiHnx matepianis Ha nikapcbki
3acobw, L0 NoAaloTbCA Ha AiepXaBHy peecTpaLiiio
(nepepeecTpadito), a Takox ekcnepTnsn martepiasnis npo
BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis NpPoOTArom
Oji peecTpaviiiHoro NocBigyYeHHs, 3aTBEpPAKEHOrO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pefakuii Hakasy
MO3 Big 23.07.2015 Ne 460).

peyerima

134,

KETOHAN®

kancynm no 50 mr no
25 kancyn y gonakoHi;
no 1 dnakoHy B
KapTOHHI KOpoo6Li

CaHpos
dapmacbHoTiK
ans a.4.

CnoBeHisi

BMPOGHMLTBO 3@ NOBHUM
LMK/TOM:
ek ®apmavneBTNYHa
KoMnaHisi 4.4., CnoBeHis

[03BIiN Ha BUMYCK cepii:
Nek C.A., Nonbwa

CnoBeHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOOGHULTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro

3acoby (3amiHa abo fofaBaHHS BUPOOHUKA, LLLO

BiAnoBigae 3a BBe3eHHA Ta/abo Bunyck cepii) - He
BK/THOYAI0UN KOHTPO/Ib/BUNPOBYBaHHSA cepii - BBeAeHHS

[0[aTKOBOro BUPO6HMKa, Lo Bignosigae 3a BUNycK
cepii, lex C.A., MonbLua: BBEAEHHSA 3MiH NPOTArOM 6-Tu

MicALIB Mic/A 3aTBepKEHHS. 3MiHu | Tuny - 3MiHK 3
AKOCTi. FOTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.

3amiHa abo BBeAeHHSA [,04aTKOBOI AiNbHUL
BMPOBHMLTBA [151 YaCTUHM ab0 BCbOro BUPOGHNYOro
npouecy roToBoro /ikapcbkoro 3acoby (iHLWi 3MiHK)
3a3HavYeHHs PYHKL AN BXe 3aTBEPAXEHOr0
BMpo6HUKa 13 Jlek dapmMaLeBTUYHA KOMNaHIs 4.4,
CnoBeHis, a came: BUPOGHMLITBO 3@ MOBHUM LIMK/IOM:
BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsAuiB nicns
3aTBEPMKEHHA. 3MiHK | Tuny - 3MiHW WoA0
6e3nekun/edekTBHOCTI Ta thapMakoHariagy (iHwi
3MiH1) OHOBJIEHHS BXXE 3aTBEP)KEHOTO TEKCTY
NepBUHHOT Ta BTOPVHHOI YNakoBKU 06yMOB/IEHO
BHECEHHSM 3MiH [j0 TEKCTY MapKyBaHHS. BBegeHHS 3MiH
nNpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS.

3a
peyenmom

UA/8325/03/01

135.

KETOHAN®

kancynm no 50 mr no
25 kancyn y gonakoHi;
no 1 dnakoHy B
KapTOHHI KopooLi

CaHpos
dapmacbHoTiK
ans3 a.4.

CnoseHis

BMPOGHMLITBO 3@ NOBHUM
LMKnom: Jlek
dapmaueBTUYHA KOMNaHis
0.4., CnoBeHis;
[,03BiN Ha BMNYCK cepil:
Nex C.A., Monba

CnoseHis

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
y3ara/lbHeHrX faHux Npo cucteMy gpapMakoHarisgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTEMY
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiNOBiAA/IbHOI 32 3AjCHEHHSI hapMaKoHarnsay;

3a
peyenm
om

UA/8325/03/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarsay (BK/IH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemu chapmakoHarnagy) - 3miHa KOHTaKTHUX JaHux
YMOBHOB&XEHOI 0C06W, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnsgy. 3miHa MicLs 3AilACHEHHSI OCHOBHOI
LisinbHOCTI 3 hapmakoHarnagy. 3MiHa agpecu mactep-
dharina cuctemu chapmakoHarasgy

136.

KUCMOTA
CANILUMOBA

NopoLLOoK (cybcTaHLis)
y nakeTax nanepoBux
KomMb6iHOBaHWX abo
nonieTMNeHoBUx ans
BMPOGHULITBA
HecTepubHNX
nikapcbknx hopm

NAT
"®papmak”

YkpaiHa

Hosauun CAC

PpaHuis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
Tmny - 3MiHK 3 akocTi. CepTudikaT BignosigHOCTI/IE-
cepTuduikaT BiANOBIAHOCTI EBpONeNnchbkili
thapmakonei/MoHorpadii. NMogaHHsa HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEHHS
cepTucpikaTa BiANOBIAHOCTI E€Bponeiickkili hapmakonei:
ansa A®l; ansa BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BMKOPMCTOBYIOTHCS Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBMeHUIA cepTudikar Bif yxe
3aTBEPAKEHOr0 BUPOBHMKA, NOJaHHA OHOB/IEHOTO
CepTudpikaTy BignoBigHOCTI EBponeiickkiii hapmakonel
R2-CEP 1993-008-Rev 05 (nonepeaHs Bepcisa R2-CEP
1993-008-Rev 04) Big BXe 3aTBEpPIKEHOTO BUPOOHMKA
NOVACYL SAS ana A®l kucnotu caniunnosoi
BHACMIAOK 3MiHW aMIHICTPATUBHOI aapecu BUPOBHNKA.

UA/12603/01/01

137,

Knoaa

TabneTku, BKpUTI
NAiBKOBOIO
060/10HKO0, N0 75 Mr
no 10 TabneTok y
6nictepi; no 3 a6o 10
6nicTepi y nauui 3
KapToHy

AnsoreH IMNMKo
C.ap.n.

Trokcembyp
r

BUPOBHNLITBO, NEPBUHHE,
Ta BTOPVHHE NaKyBaHHS,
BWMYCK Cepii:
®APMATEH C.A., I'peuis

BVMPOGHULTBO, NEPBUHHE,
Ta BTOPVHHE NakyBaHHS,
BUNYCK cepil:
®APMATEH
IHTEPHELUHN C.A.,
peuis

Ipeuis

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKiil XxapakTepucTumui
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi
ONA MeNYHOro 3acToCyBaHHs
reHepUUHNX/TIGPUAHNX/6IONOAIGHMX NTiKapCbKMX 3ac06iB
nicnsi BHECEHHS Tiel camoi 3MiHU Ha pedhepeHTHUI
npenapar (3miHa He noTpebye HafilaHHA XOAHUX HOBUX
[0[ATKOBUX AaHWX) - 3MiHW BHECEHI 10 IHCTPYKUIT Y
po3ginu "dapmakotepaneBTUYHa rpyna” (LLoao Hassu),
"®apmakonoriyHi BnactusocTi”, "MNMokasaHHs"
(yTouHeHHs iHdopmaui), "MpoTrunokasaHHs",
"B3aemogis 3 iHWMMWK flikapCbKuMy 3acobamu Ta iHLLi
BMAM B3aemogiit”, "Ocob/IMBOCTi 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs Ta gosu”, "Oitn"
(peparyBaHHs), "Mo6iuHi peakwii" 3rigHO 3 iIHopMaLieo
LLI0A0 MEANYHOrO 3aCTOCYBaHHA peddepeHTHOro
nikapcbkoro 3acoby (Mna.ikc, TabNeTKM, BKPUTI
NNiBKOBOI 060/10HKOID, MO 75 Mr) BBeeHHS 3MiH
NpoTArom 6-T1 MiCALIB Micna 3aTBEPMAKEHHS

3a
peyenmom

UA/13673/01/01

138.

KOAENCUH

Tabnetku no 10

TOB "®apma

YKpaiHa

TOB "®apma Crapt”

YKpaiHa

BHECEHHS 3MiH 0 PeECTPaLiiHNX MaTepianiB: 3MiHu Il

3a

UA/11812/01/01
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n/n

Hassa

NliKapcbKo20

3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

Tabnetok y 6nictepi;
no 1 6nictepy B nauuj
3 KAPTOHY

Crapt”

TUMy - BBEEHHS HOBOrO BMpobHuka APl Hatpito
rigpokap6oHary

peuyerimom

139,

KONNOCENTUH

TabneTku BariHabHi,
no 6 TabneTok y
6nictepi, no 3
6nictepm B KOopobLi

TOB "TeBa
YKpaiHa"

YkpaiHa

BMPOGHMLITBO 3@ NOBHUM
uukiom: Slabopatopis
MAKOP, ®paHuis;
KOHTPO/b cepii (TiNbKu
MiKpOGionoriyHe
TecTyBaHHs): KoHdapma
®paHc, PpaHLis; [03BIN HA
BMNyCK cepil: TeBa
PapmacbioTukans oepon
B.B., Higepnanau

®paHuia/
HigepnaH
an

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu |
TUNYy - OHOBNEHHA cepTudikarty BignosigHocTi (CEP) Big,
3arBepmxeHoro BupobHuka Bayer AG (R2-CEP 1995-
017-Rev 04) gns BuxigHoro matepiany Estradiol
Hemihydrate; 3miHu | TUNY - 3mMiHa BUPOGHMKA
BVIXiZHOro/NnpoMKHOro NpoAyKTy/peareHTy, Lo
BMKOPUCTOBYIOTbCS Y BUpPO6HNYOMY npoueci Adl, abo
3MiHa BMPOGHWMKa (BKNOYatouu, ae HeobxigHo, micue
NPOBELEHHS KOHTPOIO AKOCTI) AP - BBEAEHHS [i/TbHNL
A®I| (npomecTpuH) Sicor de Mexico Ta BHECEHHS
YTOUYHEHHS B afipeci BXe 3aTBepKeHOl AiNbHUL
Monachem, 061aBi BUPO6HUYI AiNbHULj HaNexaTtb
komnaHii TEBA, rpyna BUpo6HUYMNX ginbHnub Ad|
TEBA-TAPI. Agpeca Ta Ha3Ba BUpobHuka APl He
3MiHIOBaNach; 3MiHu | Tvny - OHOBNEHHA cepTudikaty
BignosigHocTi (CEP) Big 3aTBEpAXEHOr0 BUPOGHUKA
BuxigHoro matepiany Estradiol Hemihydrate
VALDEPHARM R1-CEP 2009-241-Rev 01; 3MmiHu | TUny
- 3MiHa nepiogy MOBTOPHUX BUNpPObyBaHb/Nepiogy
36epiraHHa abo ymoB 36epiraHHa AP| - 3MiHM YMOB
36epiraHHa A®I 3 "He Buue 30° C " Ha "3rigHO yMOB
[,0BroCTPOKOBOrO BMBYEHHS cTabinbHOCTI (25°C/60%
RH)" 3 meTOl0 yMOB 36€piraHHa APl ANs pi3HUX PUHKIB
CBITY, e 3apeeCcTPOBaHO NiKapCbKuii 3aci6. OHOBNEHHSA
po3giny 3.2 S.7 CTabinbHicTb; 3MiHW | TMNY - 3MiHN B
npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
BMpobHUUTBa API)

3a
peyenmom

UA/3481/01/01

140.

KOMBIHUN®

oyo

Kpansi O4Hi/ByLUHI No 5
M1y hnakoHax-
KpanenbHUUAX 3
KPYILLIKOHO-
ckapudikaTtopom Ne 1;
y thnakoHax 3
npo6kKot-
KpanesibHULEHo i
KpuLukoro Ne 1

CEHTICC
®APMA TMBT.
NTA.

IHAis

CEHTICC ®APMA MBT.
7o,

IHAja

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MmiHu Ao
y3arasibHeHnX faHux Npo cucTemy dhapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0c0o6u 3 hapMakoHarnagy 3asBHuka ons
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucTemu dhapmMakoHarnagy) - 3MiHa ynoBHOBaXXeHOT
0co6u BignoBiganbHOI 3a hapMakoHarnag:
MponoHoBaHa pepakuis: flokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KOHTaKTHOI 0co6u BiAnoBiAa/IbHOT
3a hapmakoHarnag:

MponoHoBaHa pepakuis: TocaH Irop AHaToninosuy.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0Co6!,

3a
peyenmom

UA/11313/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BiANOBIA&/IbHOI 3a hapMakoHarifg. 3MiHa KOHTaKTHUX
[aHuX KOHTaKTHOI ocobu, BignoBiganbHOT 3a
hapmakoHarnsg. 3miHa micus 34iiCHeHHs OCHOBHOT
AisnbHOCTI 3 hapmakoHarisagy. 3MiHa agpecu mactep-
dpaiina
141.| KOHTPUBEH PO34UNH NS iH'EKLIN, TOB "3 YkpaiHa TOB "3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | 3a UA/10355/01/01
10 000 KIO/mn; no 1 "BIO®APMA" TMny - 3MiHa napameTpiB crneumdikayii Ta/abo peyenmom
MA B amnyni; no 5 [0MyCTUMUX MEX rOTOBOTO NiKapCbKoro 3acoby
amnyn y 6nictepi; no 2 (3BY)XEHHS AONYCTUMUX MEX) - 3MiHW Y MeTogax
6nictepun y nauui 3 BMMNPO6YBaHHSA rOTOBOrO /iKapCbKOro 3acoby; 3miHu |
KapToHy; Mo 5 mn B TUNY - 3MiHW Y MeToAax BUNPOGYBaHHS roTOBOrO
amnyni; no 5 amnyn'y NiKapcbKoro 3acoby BUTy4YeHHss MeToay BUNpPoOyBaHHSA
6nictepi; no 1 BMICTY BUCOKOMOJTYNIEKY/IAPHMX AOMILLOK METOA0M
6nictepy B nayui 3 €KCK/TH3MBHOI Xpomartorpadii, HasiBHWiA
KapToHy anbTepHaTUBHWI MeTog - BEPX; 3minu Il Tuny -
BBE/iEHHS a/bTEPHATNBHOIO BUPOOHMKa AD| 10 Bxe
3aTBEPAKEHNX
142, KOMNAKCOH 40 PO3YUNH ANS iH'EKLN, TeBa I13painb KOHTPOb cepii (TiNbku I3painb/ BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/6307/01/02

40 mr/mn, no 1 mn PapmaLeBTika 6ioforiyHe TECTyBaHHS): YropwmHa/ TMny - 3MiHa napameTpiB crneumdikauii Ta/abo peyenmom
pPO34MHY B n lHpacTpi3 AGIK N1T4., I13painb; Benuka [0MYyCTUMUX MEX NePBUHHOT yNakoBKM roTOBOIO
nonepegHL0 nra. KOHTPO/b cepii BputaHis/ nikapcbkoro 3acoby - 3MiHa B cnevudikawii
HanoBHEHOMY LINpULY; (aHaniTMyHe TecTyBaHHA Higepnax 6pOMOYTNIOBOrO MOPLUHSA LINPULY: AOMNOBHEHHSA

no 1 wnpuuy B
6nicTepi; no 12
LUNPULIB B KAPTOHHI
KopobLi

Ta BYBYEHHSA an
cTabinbHocTi): A3is
Kewmikan IHgacTpi3 /T4,
I13painb; KOHTposb cepii
(Tinbkn GionoriyHe
TecTyBaHHs): AT
dapmaLeBTUYHUI 3aBOA,
TEBA, YropwuHa;
BMPOGHMLITBO 3@ NOBHUM
umknom: HopToH Xenckea
Nimiteq T/A ABEKC
$apmacbioTukans tok,
Benvka bBputaHisi;
KOHTPO/b cepii (aHaNiTUYHI
BUMNPOOYBaHHA Ta
BMBYEHHS CTabisIbHOCTI):
MnaHTekc N14, 13painb;
BMPOGHMLITBO 3@ NOBHUM
umknom: Tesa
dapmauesTikan IHgacTpi3
Nt1A4., 13painb; KOHTPONb
cepii (TiNIbkK
Mikpob6iosnoriyHe
TecTyBaHHsA): TeBa
dapmaueBTikan IHAacTpi3
NtA., 13painb; KOHTPOsb
cepii (NOBHe TeCcTyBaHHs,

cneumdikaLii HOBUM NokasHUKOM «laeHTudikauis B -
3arasibHa 30/1a» 3 BifnoBigH/M METOAOM
BMNPO6YBaHHS; - OMOBHEHHSA cneuudikaLii HoBUM
nokasHukom «laentudikauis (IR)» (EP) 3 signosigHum
MeTOA0M BUNPOBYBaHHS; - AOMOBHEHHS crevumdikawi
HOBWM MOKa3HUKOM «Bu3HauyeHHs Konbopy» (USP) 3
BiANOBIAHUM METOA0M BUNPOOYBaHHS; - LONOBHEHHS
cneungikavii HOBUM NOKA3HUKOM «3O0BHILLHI BUTNS4,
pO34urHy - BusHaueHHss MyTHOCTI/onanecueHuii» (USP) 3
Bi4NOBIAHMM METOLOM BUNPOOYBaHHS; - BHECEHHS
pefakuiiH1X 3MiH WoA0 30BHILLHBLOIO BUTASAY PO3UMHY
(EP) «standard Il» 3amiHEHO 6inbLL TOYHUM
hopmMystoBaHHAM «suspension I1»; 3miHu | Tuny - 3miHa
y MeTogax BunpobyBaHHsA roTOBOrO NikapCbKoro 3acoby
- 3MiHa y MeTO/i BU3HAYEHHS HakTepiasbHUX
eHpoTokcuHiB (QDP0001316): soaaBaHHsS
nonepegkyBasibHOI MeXi BMICTY eHAOTOKCUHIB Alert
Limit: nofaBaHHA KaTanoroBMx HOMepIB Ha TUTY/TbHY
CTOpiHKy Bacterial endotoxin test; OHOBNIEHHS
3arasibHoro metogy QGMO0000014 (meTog KQCL gns
BM3HAYEHHS baKTepiaslbHUX eHA0TOKCHHIB):
npuBeLeHHss MeToay [0 HOBOro (hopmaTy, OHOBJIEHHS 3
METOI MOSICHEHHS | PO3LUMPEHHSA POGOUNX IHCTPYKLiN,
BUMpPaBIEHHA APYKAPCLKUX MOMUIIOK; HE3HAYHI 3MiHN Y
3aTBePMKEHNX MeToAax BUNPoByBaHHA Aitoyol
peyoBuHM FNatupamepy aueTary: OHOB/IEHHS M.
«HaniBKifIbKiCHOro BUNPo6yBaHHA Ha BMICT 3a/IULLKIB
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n/n

Hassa
NliKapcbKo20

dopma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

3acoby

ynakoska)

BK/THOYAIOUN Ha
CTepUbHICTb Ta
H6akTepianbHi
€HAO0TOKCUHW, ane OKpiM
6i0N0riYHOro TeCTyBaHHS):
dapmaxewmi b.B.,
Higepnanan

6pomoBaHoro TMpo3mHy Metogom BEPX (Limit Test for
Determination of Brominated Tyrosine Residues by
HPLC SI-14949) — foaaBaHHsA TEPMiHY NPUAATHOCTI
CTaHJapTHNX PO3YMHIB 3 METOH rapaHTyBaHHS
36EepeXEHHS X BNacTUBOCTEN

6e3

UA/2553/01/01

143,

KOPBANONH®

Kpanni opaneHi, no 25
My hakoHi; no 1
ch1akoHy B naui; no
50 mn 'y donakoHi; no 1
donakoHy B nauuj

NAT
"papmak”

YkpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - BUNYYEHHS BUKNALEHHS NOBHOI METOAMKM 3a
nokasHukom «MikpobiosoriyHa YnctotTa» B MeToaax

KOHTPO/II0 Ajit040T pevyoBUHN eTUI0BOro eqipy a-
6pomi3oBasnepiaHOBOI KMC/IOTU Ta AOAAHO NOCUIAHHSA

Ha 3arasibHi cTaTTi dY [0 3aTBEpAKEHOr0 NocuaHHs

Ha EP; 3miHun | TUny - 3mMiHa y MeTofax BUNpobyBaHHsA

A®| abo BMXigHOro marepiany/npoMiKHOro

NpoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC

BUPO6HMUTBA AD| (HE3HAYHI 3MiHY Y 3aTBEPKEHMX
MeTofax BUNPOOYBaHHS); 3MiHM | TUNy - 3MiHKN B NPOLIECI
BMPOGHMLTBA AD| (He3HAYHA 3MiHa Y NpOLECi
BUpO6HMUTBA API) - 3MiHM B Npoueci BUPOOHULTBA Ha
BMPOGHUUIN nnowaayi y m. LocTtka; 3mikm | Tuny -
BW/TyHEHHSA BUKNALEHHS NMOBHOI METOAMKM 3a
nokasHukom «MikpobionioriyHa ynctota» B MeTofax

KOHTPO/IO Aito4oi peyoBuHY heHobapbitany Ta fogaHo

nocunaHHs Ha 3arasibHi ctaTTi Y 0o 3aTBepAXeHoro

nocunaHHA Ha EP; 3MmiHn | Tuny - 3MiHEHO YacToTy
BMNPOoBYyBaHHA 3a NOKa3HUKOM «MikpobionoriuHa
yMcToTa» B creumdikaii Ha gitody peyoBMHY €TUI0BOrO
edipy a -6pomizoBasiepiaHOBOI KMUCNOTH i3 BU3HAYEHOO
NepiogUYHICTIO — NepLly Ta KOXHY AeCATY HaCTYMHi
cepii; 3MiHu | TUNY - BUTYYeHHS BUK/TAAEHHS NOBHOT

MEeTOAMKM 3a NoKa3HUKOM «MikpobionoriyHa YncToTa» B

MeToZax KOHTPOSIO AitoH0i pevoBUHM Ol M'ATK Ta
[0[aHo NocunaHHA Ha 3arasbHi cTartTi 4PY ao
3aTBEPKEHOro nocunaHHa Ha EP; 3miHu | Tuny -
BW/TyYEHHS BUKNAAEHHA NMOBHOT METOAMKN 3a
nokasHukom «MikpobiosoriyHa YnctoTa» B MeToaax
KOHTPO/O Ait0HOi peYOBUHM Ol XMeNto Ta A04aHO
nocunaHHA Ha 3arasbHi cTaTTi AdY A0 3aTBEPAKEHOTO
nocunaHHsA Ha EP; 3miHm | Tvny - 3MiHEHO yacToTy
BUNPOBYBaHHA 3a NoKa3HUKOM «MikpobionoriyHa
ynctoTa» B cneyudikauii Ha Aitody peyoBuHy
cheHobapbiTany i3 BU3HAYEHOK NEePIOAUYHICTIO — NepLuy

Ta KOXHY M'ATY HacTynHi cepii

peyenma

3a

UA/13535/01/01

144,

KCAMIONI®

rens no 15r, 30 r abo
60 r y dpnakoHi; no 1
(h/1aKOHY Y KapTOHHilA
Kopoo6ui

NEO ®dapma
AIC

[Janis

JIEO dapmacbloTikasl
Mpogaktc Nitg. A/IC (IEO
dapma A/C)

[JaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3miHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX AaHux npo cuctemy chapmakoHarnsgy

(BBEfIEHHS] y3ara/lbHEHUX AaHUX NMPo cUcTemy

peuerimom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOI ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLO BoHa
BiAMiHHa Bi, yNOBHOBaXKEHOI 0CO6M, BiAnoBiganbHOI 3a
3AiicHeHHA hapMakoHarnagy (BKIYarym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-caiina
cuctemu chapmakoHarnsgy) 3miHa KOHTakTHOI 0co6u
3as1BHIKA, BiANOBifaIbHOI 3a 34iiCHEHHS
hapmakoHarnsgy B Ykpaini. [itoua pegakuis:
Copokonetosa Anna.
MponoHoBaHa pepakuis: Haymosa IpuHa
OnekcaHApiBHa. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI 3a 34iACHEHHS
hapmakoHarnagy B YKpaiHi. 3miHum | tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asBHUKa (BNacHWKa peecTpaviiniHoro
NOCBiYEHHS) - 3MiHA HaliMEHYBaHHS Ta afpecu
3asBHMKA.
145, KCAHTUHONY PO3YUH ONS1 iH'EKLLNA, NAT YkpaiHa MAT "Tanuucpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/4963/01/01
HIKOTUHAT 150 mr/mn no 2 mn B "Tanuucpapm” MRy - 3MiHK WoAo 6e3nekn/etheKTMBHOCTI Ta peyenmom
amnyni, no 10 amnyn y thapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPAKEHOro
KOHTYPHIlA YapyHKOBIlA TEKCTY MapKyBaHHs1 BTOPUHHOT Ta NepPBMHHOT yNaKkoBKu
ynakoBLi, no 1 NiKapcbKoro 3acoby, 3 BHECEHHAM MO3HAa4YeHb OAVHULLb
KOHTYPHIli YapyHKOBIi BMMIPIOBaHHS, 3 BUKOPUCTAHHAM J1iTep NaTUHCbKOro
ynakoBLi B naydi; no 2 andasity. BBegeHHsA 3MiH NpoTAromM 6-Tn mMicauis
M B amnysni, no 10 nicns saTBepAKeHHsA
amnyn y kopobui
146., KCE®OKAM® NOPOLLOK A1 PO3UUHY Takepa ABCTpis BTOPVHHE NakKyBaHHA Ta ABcTpisi/ BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/2593/02/01
Ans iH'ekuii no 8 mr; 5 ABcTpia M'm6X BWMNYCK Cepii: HimeuunH Tuny - AAMiHICTpPaTMBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro | peyenmom
(h/1aKOHIB 3 MOPOLLKOM Takepa ABCTpist TM6X, a 3acoby( 6yno KCE®OKAM)
Y KapTOHHIli kopobLi ABCTpIs BBefeHHs 3MiH NpoTAroM 6-Tu micsAuiB nicns
3aTBEPIKEHHS.
BMPOGHMLITBO
Hepo3ghacoBaHOl
NpoAyKLuii, NnepBuHHe
nakyBaHHs:
Baccepbyprep
ApuHalimiTTenbsepk MNmoX,
HimeuunHa
147, KCIrgyo TabneTkn, BKPUTI AcTpa3eHeka LBewis BMPO6HMLTBO in-bulk, CLIA BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/15983/01/01
MPONTIOHI NNiBKOBOO Ab KOHTPO/b SIKOCTI, TUMy - 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
060/10HKOIO, nepBrHHE Ta BTOPUHHE

NPOSIOHroBaHOI Aji No
10/1000 wmr; no 7
Tabnetok y 6nictepi;
no 4 6nictepn y
KAPTOHHI KOpoOLLi

nakyBaHHs1, BUMYCK cepii:
AcTpa3eHeka
dPapmacbsroTukanc JM,
CLUA; BUPOGHMLTBO in-
bulk: Bpicton-Maviepc

NpoBaPKEHHSA Ais/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
HEeOoO6XiAHOCTI, MicLe MPOBEAEHHST KOHTPO/IO SIKOCTI), abo
BNacHuKa macTep-ghaiina Ha A®l, abo noctavasibHUKa
Adl/BuxigHoro matepiasny/peareHTy/npPoOMiIXXHOIo
NPOAYKTY, WO 3aCTOCOBYIOTbCS y BUPOOHULTBI ADI -
3MiHa Ha3BW Ta agpecyn BUPOOHUKA Ailo40l pevoBUHM
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
CkBi66 MaHydhakTypiHr [JanarnidnosunH
KomnaHi, CLUA
148, KCIrayo TabneTkun, BKpUTI AcTpa3eHeka Lseujis BMPOGHMLTBO in-bulk, CLWA BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | 3a UA/15984/01/01
MPONOHI NAiBKOBOO Ab KOHTPO/b SKOCTI, TUMy - 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus peyenmom
060/10HKOH, nepBuHHE Ta BTOPUHHE NpoBaPKEeHHSA AiSIbHOCTI BUPOOHMKa (BK/ItOYaroun, 3a
NPOMOHIOBaHOI Aji No nakyBaHHs1, BUMYCK cepii: HEeoO6XiAHOCTI, MiCLLe MPOBEAEHHST KOHTPOIO SIKOCTI), abo
5/1000 wr; no 7 AcTpa3eHeka BNacHuka mactep-ghaiina Ha A®l, abo noctavasibHUKa
Tabnetok y 6nictepi; dapmacbroTukanc M, Adl/BnxigHoro matepiasny/peareHTy/npoMixxHOro
no 4 6nictepu y CLUA; BMpo6HULTBO in- NPOAYKTY, L0 3aCTOCOBYOTbCA Y BUPOOHULTBI ADI -
KapTOHHIA KOpoo6Li bulk: BpicTton-Maiiepc 3MiHa Ha3BU Ta agpecy BUPOGHMKA AiloH0i pevyoBUHU
CkBi66 MaHydhakTypiHr [anarnicnosvH
Komnani, CLLA
149, KCIrgyo TabneTku, BKpUTI AcTpa3eHeka LBeuis BMPOGHMLTBO in-bulk, CLWA BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/15985/01/01
MPOJIOHI NNiBKOBOIO ABb KOHTPO/b SIKOCTI, TMNy - 3MiHa HaliMeHyBaHHs Ta/abo afpecu micus peyenmom
060/10HKOI0, nepBuHHE Ta BTOPUHHE NpPOoBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IKOYaoum, 3a
NPOMIOHIoBaHoTi Aji No nakyBaHHs, BUMYCK cepii: HeoObXiAHOCTI, MicLie NPOBELEHHS KOHTPOJIIO SKOCTI), abo
10/500 wmr; no 7 AcTpa3eHeka B/lacHUKa mMacTep-ghaiina Ha A®I, abo noctavyasibHUKa
Tabnetok y 6nictepi; dapmacbioTukanc M, Adl/BnxigHoro matepiany/peareHTy/MPOMiXHOro
no 4 6nictepu y CLUA; BMpo6HULTBO in- NPOAYKTY, L0 3aCTOCOBYIOThLCA Y BUPOOHULTBI ADI -
KapTOHHI Kopoo6Li bulk: BpicTton-Maiiepc 3MiHa Ha3BuW Ta agpecy BUPOOHUKA Aito40T PpeyoBMHN
CkBi66 MaHnydhakTypiHr [anarnidnosunH
KomnaHi, CLUA
150., KCUSAN® TabneTku, BKPUTI FOCB ®apuwim | LUBelilapis BMPOG6HMK in bulk: FOCB Lseliuapi BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 6es UA/9127/01/01
NNiBKOBOIO C.A. dapuwim C.A., LWeeiiuapis; s/ ITanis TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenma
060/10HKOI0, M0 5 Mr nepBUHHE Ta BTOPUHHE chapmakoHarnsgy. BeegeHHs abo 3miHn [o
no 7 abo 10 Tabnetok nakyBaHHs, BUPOOHUK y3arasibHeHVX fiaHnxX Npo cuctemy hapmakoHarnsgy
y 6nicTepi; no 1 abo 2 BiANOBIAA/IbHMI 3@ BUNYCK (BBEAEHHSA y3aras/lbHEHUX AAHUX MPO cUcTemMy
6nicTepun y KapTOHHiIl Ta KOHTPOJ/Ib AKOCTI cepil: thapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
Kopoo6uLi Elicika ®apmacbloTukan3 BiZiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnaay;
C.P.N, Itanis KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHVKa 415
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicCHEHHS1 dpapMakoHarnsay (BKIHYaum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cuctemu dhapmakoHarnagy) - 3MiHa KOHTakTHOT 0co6u
3as1BHMKA, BiAMNOBIAA/IbHOI 32 34iACHEHHS
thapmakoHarnaay: MNponoHoBaHa pefakuis: YpeTil
Cepriii IBaHOBMY. 3MiHa KOHTAKTHUX A@HWUX KOHTaKTHOI
ocobm
151, KYPKYMIH C3 EKCTPaKT cyxuii NAT YkpaiHa Cawmi /1a63 Nimiteq, IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | - UA/15881/01/01
KOMIMJIEKC (cybeTaHuin) y nakeTti 3 | "KuiBmeanpen TUny - 3MiHa y 6esnocepeHili ynakoui A®I - 3MiHK
nonieTuneHy HU3bKOI apar” 3anponoHoBaHi Ao BHeceHHs B P/l Ta MKA Ha Adl 3a
WinbHoCTI Ansa pO3A4inoM «YnakoBKa», a caMe: yTOYHeHHS iHchopmaLi
hapmaueBTUYHOro LLIOA0 MeToAy 3aKpUTTA NEPBUHHOIO Ta BTOPUHHOIO
3acTOCyBaHHSA TNy nNakyBaHb (NakeT NOMIeTUIEHOBI HU3bKOT
LWiNbHOCTI) 3rigHo iHhopmaLii 3 malicTep-chaiiny
BVMPOGHMKA Ta BUNPAaB/IEHHAM HEMNPaBU/IbHOTO
nepeknagy 3 aHrainceKoi MoBu po3sginy 3.2.S.6.
152.| NAKTYBIT® cupon 3,335 r/5 mn no TOB "HOpis- YKpaiHa TOB "HOpig-Papm” YKpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | 6e3 UA/12566/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
100 mn abo 200 mn'y Papm” MMy - 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro peyenma
chnakoHax nikapcbkoro 3acoby (OHOBNEHHS NpoLeaypu
nonimepHux; no 1 BUNPOBYBaHHA 4719 NPUBEAEHHS Y BIANOBIAHICTD 3i
chakoHy B nauui* 3 3MiHeHo0 3arasibHoto cTartTeto JPY abo €sponeiicbkol
KapToHY. *(MOXnBe hapmakonei); 3MiHuU | TUny - BUK/TIOYEHHSA KOMNaHil
[ofaTkoBe BKNafaHHsA «lHanko C.M.A.», ITanis, BUpoOHUKa fit040i peYOBUHN
B Mayky MipHOro NakTynosa
npucTpoto); no 2 mn, 5
M/ Y KOHTeliHepax
0AHOA030BMX; No 10
KOHTEWHepiB y nayui
153.[ JIEBOKC-500 TabneTtkn, BKPUTI Tynin Nla6 IHgis Tynin Nla6 Met. /114. IHais BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 3a UA/15680/01/01
NAiBKOBOO MpaiBiT TUMy - 3MiHa po3Mipy cepii (BK/OYatoum gianasoH peyenmom
060/10HKOH0, 10 500 Mr NimiTen po3Mipy cepil) roToBOro NikapcbKoro 3acooby -
no 10 Tabnetok y 36i/IbLLEHHST PO3MIPY Cepii FOTOBOTO JliKapCbKOro 3acoby
6nictepi; no 1 (3anponoHoBaHo: 75000 Tab1eTok)
6nicTepy B KAPTOHHIi
navji
154, NEBOMILETUH NOPOLLOK A1 PO3UUHY NAT YkpaiHa MAT "KuiBmegnpenapat” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/2952/02/01
Ans iH'ekuii no 0,5, "KuiBmegnpen MMy - 3MiHK WoA0 6e3nekn/edhekTMBHOCTI Ta peyenmom
h1aKoHM 3 NMOPOLLIKOM apar” hapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
yNaKkoBKM MiKapCbKOro 3acoby LL0A0 3a3HaveHHs
MDKHapPOAHUX NO3HAYEHb OAVHULL BUMIPIOBAHHS.
BBefeHHs 3MiH NpoTArom 6-T MicAuiB nicas
3aTBEPMKEHHHS
155, NEBOMILEETUH MOPOLLOK A1 PO3UNHY MAT YkpaiHa MAT "Kuismegnpenapat” YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA/2952/02/02
onsid'ekuinno 1,0, "Kuismegnpen MRy - 3MiHW WoAo 6e3nekn/etheKTMBHOCTI Ta peyenmom
ch/1aKoHW 3 MOPOLLIKOM apar” chapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
yNakoBKM NiKapCbKOro 3acoby WoA0 3a3HaYeHHs
MDKHapOAHUX NO3HAYeHb OAMHULL BUMIPIOBaHHS.
BBeeHHs1 3MiH NpoTAroM 6-T1 micAuis nicns
3aTBEPAKEHHHSA
156., NEBOMNPO PO34uH NS iHdy3il, ToBapucTBo 3 YkpaiHa MprBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu |1 3a UA/14730/01/01
500 mr/100 mn, no 100 06MeXeHOo TOBapucTBo "IHdy3ia" TUMy - 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbkunii 3aci6. peyenmom
mn abo 150 mny BiANOBIA&/bHI CucTema KoHTeliHep/3akynoptoBasibHUlA 3aci6. 3MiHa
naawui, no 1 naswuiy cTio «EC PO3Mipy YNakoBKu roTOBOro MikapcbKoro 3acoby (3MiHa
nauui PAPMA» Macwu/o06'eMy BMICTy KOHTeliHepa 6araTtoi030B0ro
CTepW/ILHOTO Nlikapcbkoro 3acoby (abo 04HOL4030BOrO,
4aCcTKOBOro BUKOPWCTaHHS) Ta 6aratof030B0ro
nikapcbKoro 3aco6y 6ion10riYHoro/iMyHoN0rivyHoro
NOXOKEHHS AN NapeHTepasibHOro 3aCTOCYBaHHS) -
BBE/EHHSA 40AAaTKOBOI ynakoBku no 150 mn y naswui, 3
BiANOBIAHWUMY 3MiHaMW Y p. «YNakoBKa». [epBUHHWIA
nakyBaslbHWI1 MaTepian (CKSHI NASALWKM Ta NPo6KM
rymoBi) He 3MiH1BCS (BBeAeHHS 3MiH NpoTArom 3-x
MicALiB Nic/a 3aTBepAXeHHS)
157.| NEBO®/IOKCAL, | nopoLuok (cybcTaHuis) leTepo [par3 IHAjs leTepo [pars flimiteq IHAjs BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiis: BHECEHHS - UA/13662/01/01

HY TEMITIAPAT

y NoABIAHNX
nosieTUIEHOBMX

Nimiten

3MiH [0 peecTpauiiiHux maTepiasis: 3miHu Il Tuny -
3MiHuM 3 aKocTi. A®l. BUpo6HMUTBO (iHLWi 3MiHW) - B
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
nakeTtax gnsa 3B'A3KY 3 HaAaHHAM OHOB/eHoi Bepcii DMF:
hapmMaueBTUYHOIO 3aTeBepaxeHo DMF AP-01, 3anponoHosaHo DMF
3aCcTOCyBaHHA AP(EM) Big 20 nunHs 2018 p. Bigbynmcs 3MiHn B MKA
A®I: yTouHeHO npu3HayeHHs A®l; nepioa
NepeKoHTPOSII0 Ta YMOBM 36epiraHHs; cknag, Ta
He3HauHi 3MiH1 B MeTOAax KOHTPOO AKOCTI
158.) NIAOKAIHY PO3YUH ANS iH'EKLN, MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/4364/01/01
rigpoxnoruvj 20 mr/mn no 2 mn B "Tanuuchapm” MMy - 3MiHK WoAo 6e3nekn/epekTUBHOCTI Ta peyenmom
amnyni, no 10 amnyn y hapmakoHarnsgy - OHOB/IEHHS BXe 3aTBEPIKEHOr0
KOHTYPHI YapyHKOBIl TEKCTY MapKyBaHHS1 BTOPUHHOT Ta NePBUHHOT yNakoBKu
ynakosLi, no 1 NikapcbKoro 3acoby, 3 BHECEHHAM MO3HaYeHb OAVHULIb
KOHTYPHIli YapyHKOBIi BMMIPIOBaHHS, 3 BUKOPUCTAHHAM NiTEP NAaTUHCHKOTO
ynakoBLji B nayui; no 2 andasiTy. BBefjeHHA 3MiH NpoTArom 6-Tn micsAyis
mn B amnyni, no 10 nicns 3aTBepAKeHHsA
amnyn y kopobui
159., NIHE3ONIANH TabneTku, BKpUTI NAT YkpaiHa MAT "KuiBmegnpenapat” YkpaiHa BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3miHu 11 3a UA/14297/01/01
NNiBKOBOIO "KuiBmegnpen UMy - 3MiHa BUPOBHUKA BUXiZHOr0/MPOMIXKHOIO peyenmom
060/10HKOI0, N0 600 Mr apar” NpoayKTy/peareHTy, WO BUKOPUCTOBYIOTHCA Y
no 10 TabneTok y BMPO6HUYOMY npoLeci A®I, abo 3miHa BUPOOHUKa
6nictepi; no 1 (BKtovaroum, ae Heo6XiAHO, MicLe NPOBeAEHHS
6nictepy B nauui KOHTpO/t0 sikocTi) API - BBEAEHHS [04aTKOBOro
BMpo6GHMKa A®I (niHe3onig), 3 BiANOBIAHMMN 3MiHaMY B
crneundikauii Ta MmeTogax BunpobysaHHsa AdI
160., NIHKOUWH PO34MH ONs iH'EKLN, Mcpaiizep IHK. CLWA Mdpaiizep MeHrohekuypuHr Benbris BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/10038/01/01
300 mr/mn no 2 Mny Benbris HB TUMy - 3MiHa Ha3BW Ta agpecu BUpobHuka Ad| peyenmom
hnakoHi; no 1 (NinkomiuwmKy rigpoxnopugy) 6e3 3MiHu Micus
hNakoHy B KAPTOHHIl BMPOGHMLUTBA
Kopo6Ui
161.) NIHKOLUWH PO3UMH ANA iH'EKLl, Mdcpaiizep IHK. CLWA Mdcpaiizep MeHodekaypuHr Benbris BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu |1 3a UA/10038/01/01
300 mr/mnmo 2 Mny Benbris HB TUMY - 3MiHW A0 IHCTPYKLIT 4718 MeANYHOro peyenmom
donakoHi; no 1 3acTocyBaHHA A0 po3ainis "Oco6/MBOCTi
ch/1akoHy B KapTOHHiiA 3actocyBaHHs", "MobiuHi peakuii”. BBegeHHA 3MiH
Kopo6ui npoTsArom 3-X MicsiliB nicnsa 3aTBepoKeHHs
162, NONEPAMIAY NnopoLUoK (cybcTaHLis) NAT YkpaiHa OnoH C.n.A. ITania BHECEHHS 3MiH [10 peecTpaLjiiiHuX maTepianiB:3miHu | - UA/5774/01/01
rigPoOXnoprPna y nakeTax noAggiiHnx "Knismegnpen My - AGMIHICTPaTVBHI 3MiHW. 3MiHa HAiMEHYBaHHSs
nosieTuNeHoBMxX ans apat"” Ta/abo agpecy MicLs NPOBaKEHHS AiSNbHOCTI
hapmaLeBTUYHOIO BMPOOHUKa (BK/THOYaKOUK, 38 HEOOXIAHOCTI, MicLe
3aCTOCYBaHHA NpOBeAEHHSA KOHTPO/IO AKOCTI), ab0o BNacHUKa mactep-
thaiina Ha A®I, abo noctavanbHuka A®Il/BrxigHOro
MaTepiany/peareHTy/NpoMbKHOIo NPOAyKTY, LLO
3aCTOCOBYIOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y
[0CbE Ha NniKapcbkuid 3acib) 3a BiACYTHOCTI cepTudikaTa
BiANOBIAHOCTI €Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [OCLE, a60 BUPOOHMKA HOBOI
[0MOMIKXHOT peYOBMHM (SKLLLO 3a3HAYEHO Y AOCHE) -
3MiHa Ha3BM BUPOGHMKa AP| nonepamigy rigpoxnopuay,
6e3 3MiHn Micusa BUpOBHMLTBA
163. NOPATAAVH- cupon, 5 mr/5 mn no ToBapucTBO 3 YkpaiHa BCi cTagii BUpO6GHMLTBA, YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3MiHu | 6e3 UA/0100/02/01
340POB'A 100 My dpakoHi; no 06MeXeHO KOHTPO/b SIKOCTi, BUNYCK TMNYy: 3MiHM 3 AKOCTi. FOTOBMIA SliKapCbKMiA 3aci6. peuenma
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Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
1 donakoHy 3 MipHOIO BiANOBIA&/bHI cepii: CuncTemMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa y
JIOXKOI B KOpOOL 3 CTb ToBapuCTBO 3 06MEXEHOI NepBWHHIlA yNakoBLji rOTOBOro Jlikapcbkoro 3acoby (Tun
KapToHy; no 5 mn a6o «dapmaLeBTn BiANOBIAA/IbHICTD KOHTeliHepa abo [0AaBaHHA HOBOTO KOHTeliHepa) -
10 mn y cawe; no 20 YyHa KOMMaHis «®dapmavleBTUYHa TBepai, M'sKi Ta HeCTepPUIbHI pigki fikapcbki hopmun
calle y Kopobu,i 3 «3[10poB’A» KOMNaHis «30poB’s», CynyTHSA 3MiHa:
KapToHy YkpaiHa 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. Cuctema

BCi cTagii BUpobHMLUTBa,
KOHTPONb AKOCTI:
ToBapnCTBO 3 06MEXEHOI0
BignoBigasIbHICTb
«XapkiBCcbke
thapmaueBTUYHe
nianpueMcTBO «340pPOB’A
Hapoay»,

YkpaiHa

KOHTeliHep/3akyrnopoBaibHWii 3aci6. 3MiHa
noctavasibHUKa nakyBaslbHUX MaTepianis abo
KOMMMEKTYOUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3amiHa abo
[ofaBaHHA noctavasibHUKa)

CynyTHSA 3MiHa:
3MiHU 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo foNycTUMKX MEX rOTOBOrO
NiKapcbKoro 3acoby (40NOBHEHHA cneuudikauii HoBUM
NMOKa3HWKOM 3 BifMoBiAHM METOLOM BUMPOOYBaHHS)
- flofjaBaHHSA [0 3aTBEPAKEHOr0 HOBOrO BMAY
nakyBaHHs no 5 mn a6o 10 mn y cawe, no 20 cawe y
KOpOo6Li 3 KapTOHY. FK HacnigokK:

- BBEJEHHS1 40AATKOBMX NOCTaYa/IbHWKIB NaKyBaslbHOro
marepiany (Martepias KOMGiHOBaHWA);

- BBeZeHHSA A0 cneuudikalii Ta MeToaiB KoHTpontio M3
HOBOro nokasHuka «OfHOPIAHICTb A030BaHNX OAUHULL
(ana cawe) (BeegeHHs 3miH NnpoTArom 3 micAuiB nicns
3aTBEPMKEHHS); 3MiHU | Trny: 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynopoBasibHWiA 3aci6. 3miHa po3mipy
yMakoBKM FOTOBOTO NiKapCbKOro 3acoby (3miHa
Macwu/o6'eMy BMICTy KOHTeliHepa 6araTto1030B0ro
NiKapcbKoro 3acoby A5 HenapeHTepasibHOro
3acTocyBaHHs (260 04HOL030BOr0, YAaCTKOBOrO
BUKOPUCTAHHS)) -
3MiHa po3mipy Ta 06’emy ynakosku /13, a came
[0aBaHHA HOBOTO BMAY NaKyBaHHS; 3MiHN | Tuny: 3MiHn
3 AKocTi. FoTOBWIA Nnikapcbkuii 3aci6. 3MiHN Y
BMPOOHULTBI. 3MiHa po3Mmipy cepii (Bknoyarun
AianasoH po3Mipy cepii) roToBOro JlikapCbkoro 3acoby
(3mMeHLweHHA ao 10 pasiB) - BBEEHHA [0AaTKOBUX
po3MmipiB cepili npenapaty ans uexy ®XL, (ginbHuus
MP/1®CiA) Bupo6H1Ka TOBapnCTBO 3 0OMEXEHO
BignoBiganbHICTIO "®apmaleBTUYHa KOMNaHis
"3p0poB'a", YKpaiHa, Ta 3a3HayeHHsAM Y TUC. YnakoBOK
[719 HOBOTO BMAY NakKyBaHHS.
3arBepaKeHo:

Brpo6HuK:
ToBapncTBO 3 0OMEXEHOI0 BiAMOBIAA/IbHICTIO
«®apmaLeBTUYHa KomnaHis «340poB’a»
Liex ®XL (ainbHuus MPIPCIA)
Po3wmip cepii cknagae:
3,500 Turc. yn. (350,000 n1) no 100 ma y dpakoHi Ne 1
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1

3anponoHoBaHo:

ToBapucTBO 3 0OMEXEHOI0 BiAMNOBIfA/IbHICTHO
«XapkiBcbke hapmaleBTUYHe NiANPUEMCTBO «340POB’s
Hapoay»

3,365 Turc. yn. (350,000 n) no 100 mn y donakoHi Ne 1
B1po6HuK:

ToBapncTBO 3 0OMEXEHOI0 BiAMOBIAA/IbHICTIO
«®apmaLeBTUYHa KomnaHis «340poB’a»

Liex ®XL, (ainbHuus MPIPCIA)

Po3wmip cepii cknagae:

3,500 Turc. yn. (350,000 n) no 100 mn y donakoHi Ne 1
NS NaKkyBaHHA Yy calle:

1,750 Tmc. yn. (350,000 n) no 10 mn Ne 20 (1*20)*
[opatkoBsi po3mipu cepiii:

1,100 Tmc. yn. (110,000 n) y cawe no 5 mn Ne 20 (1*20)
0,550 Tnc. yn. (55,000 n) y cawe no 5 ma Ne 20 (1*20)
0,275 Trc. yn. (55,0 n) y cawe no 10 mn Ne 20 (1*20)
ToBapuCcTBO 3 06MEXEHOI0 BifNOBIAASBHICTIO
«XapkiBcbke hapmaLeBTUYHe NiANPUEMCTBO «340POB’'s
Hapoay»

3,365 Turc. yn. (350,000 n) no 100 mn y cdhnakoHi Ne 1;
- 3MiHW | TUNY: AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalimeHyBaHHs Ta/abo agpecu 3asaBHUKa (BNacHuka
peecTpaviiiHoOro NoCBigYEHHS)-

YTOYHEHHS Y BUKTaAeHHi agpecy 3asBHvKa, BiANOBIAHO
00 niueHsii Ha Bupo6HULTBO /13. BBEAEHHSA 3MiH
npoTArom 3-x MicAuiB Micas; 3miHv | Tuny:
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
agpecu Micusi NPoBaKEHHS Aii/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro slikapcbkoro 3acoby,
BK/IOUAKOUM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHSA KOHTPOJIH0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBiAae BUPOGHMK/IMNOPTEP, HE BKIHOYAKOYN BUMYCK
cepili) - yTouHeHHs1 agpecn Bupo6Huka M3 (micus
NpoBapKeHHSA AisIbHOCTI) TOBApUCTBO 3 06MEXEHOD
BiANOBiAa/IbHICTb «PapmaLeBTUYHa KOMMaHis
«3[0pOoB’A», Y BigMNOBIAHICTb A0 MiLeH3ii Ha
BMPO6HULTBO /13. BupobHUya AinbHUUsA Ta BCi
BMPOGHUWUYI onepauii 3a/TMLLNANCSH HE3MIHHUMMU.
BBefeHHs 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPKEHHS; 3MiHW | TUNY: AAMIHICTPaTUBHI 3MiHU.
3MiHa HalimeHyBaHHA Ta/abo agpecu Micus
NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa/imnopTepa
roToBOro NikapcbKoro 3acoby, BKIYAKUN AiNbHALL
BWMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPO/TIO AKOCTI.
(misnbHicTb, 3a Ky BignoBigae BUPoGHMK/iMnopTep,
BK/1H0HAKUM BUMYCK CEPiid) - yTOUHEHHS agpecy Micus
NPOBaXEHHS AisNbHOCTI BUPO6HUMKa /13 ToBapmcTBO 3
06MeXeHOH0 BifnoBifanbHICTb «XapKiBCbke
hapMaueBTUYHe NigNPUEMCTBO «340P0B’s Hapody» (BCi
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

cTafii BAPO6HMLTBA Ta KOHTPO/Ib SIKOCTI), Y
BiANOBIAHICTb A0 NiLeHsiT Ha BUpo6HMLTBO N13.
Bupo6Huua AinbHuus Ta BCi BUPO6HUYI onepawi

3aMLWINANCA HE3MIHHUMW. BBEIeHHA 3MiH NPOTArom 3-x
MiCAILiB Nicns 3aTBepPIKEHHS

164.

MABTEPA®

PO34nH AN4 iH'EKLi No
1600 mr/13,4 mn; no
13,4 mn y chnakoHi; no
1 donakoHy y
KapTOHHIA KOpoo6Li

®.XothpmaHH
-Jla Pow NlTa

LLseiuapis

®.XothcpmanH-/15 Pow JiTg,

Lseiuapi
A

BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3minu |l
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
3060B's13aHb Ta YMOB Buadi peecTpauiiiHoro

NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu

(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
NoAasbLIOro 06r'pyHTYBaHHSA HOBMMU JOAATKOBUM
AaHUMK, L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKiflbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHom) BrkoHaHHs 3060B'A3aHb
BiAgnoBigHo Ao nmignyHkTy 1.8.2 nyHkTy 1.8 fogatky 5 fo
Mopsaky NPoBeAEHHS EKCNEPTU3UN peecTpaLitHnX
marepianis Ha nikapcbki 3acobu, Lo noganTbCs Ha
LepXaBHy peecTpavito (nepepeecTpadiio), a Takox
eKcnepTun3n MaTepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro NoCBiAYeHHs, 3aTBEPAXKEHOIO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
23.07.2015 Ne 460)

3a
peuyerimom

UA/14231/01/02

165.

MA3b [IP.
TAWCCA 3
YXVBOKOCTOM

ma3b no 20, 50 r a6o
100 ry 6aHui; no 1
6aHLi B KApTOHHIl
Kopoo6Li

[Op. Taiicc
HarypsapeH
6X

HimeuunHa

[,03BiN Ha BMNycK cepii: Ap.
Talicc HatypsapeH M'M6X,
HimeyuunHa; BUPOGHNLITBO

Hepo3dacoBaHOT
npoAykLii, nepBrHHe Ta

BTOPWHHE NnakyBaHHs: [p.
Taiicc HatypBapeH 'M6X,

Himeyunna

HimeuunH
a

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TMNYy - 3MiHW BUNPOGYBaHb abo A0NYCTUMUX MEX Y
npoueci BUpo6HuUTBa A®I, L0 BCTAHOB/EHI Y
cneundikaLisax - BUTy4eHHs NokasHunka «BigHocHa
rycTuHa» B npoveci Bupo6Huutea A®l; 3miHu | Tiny -
3MiHa y meTogax BunpobyBaHHs APl abo BMXigHOro
mMaTepiany/npomiKHOro nNpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y MpoLieci BUpobHuuTBa A®I — 3miHa
mMeToAy KOHTposto AP, a came: 3aMiHa igeHTUdiKauil
HaCTOIKM XMBOKOCTY 3 MeToay TLIX Ha BEPX; 3miHu |
TUMy - 3MiHW BUNPO6YBaHb abo A0NYCTUMUX MEX,
BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa
roTOBOrO /iKapCbKOro 3acoby - BUTy4YEeHHS HECYTTEBOrO
BMNPOGYBaHHSA B NpOLECi BUPOGHMLTBA NikapCbKoro
3aco6y IPC 7 (koHTponbHuMii 3pa3ok KA) Ta IPC 8
(pe3epBHi 3pa3ku KHA); 3miHu | TUny - 3miHa napameTpis
cneuudikauin Ta/abo [oNyCTUMUX MEX AJ151 AONOMIXHOT
pPeyYoBUHM — AONOBHEHHS cneuudikauii 4ONoMKHOI
peyoBuHN CBUHAYOrOo Xunpy OpraHonienTU4HUMm
nokasHuKkammn «30BHiLLHIl BUrNag», «Konip» ta
«3anax»; BUIy4YeHHs 3i cneumdikaii 4onoMiXHOT
peyoBMHM CBUHAYOrO XMpY nokasHuka «Konip
NoBi6oHa», OCKINbKK KOMip, sIK OKpemuii napameTp
cneungikavii, BA3HaYa€TbCS OpraHoeNnTUYHNM
MEeTOA0M; 3amiHa nokasHuka cneumdikaulii 4ONOMiKHOI

6e3
peyenma

UA/2333/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

peyoBuHN CBUHAYOrO XUpY "BislbHi XMpHI Kncnotun" Ha
nokKasHukK "KucnoTtHe ymcnio” 3 BigNoBiAHUM METOA0M
BMNpo6yBaHHsA 3rigHo EP. O6uasa napameTpu
XapakTepusyloTb KUCNOTHICTb JOMNOMDKHOI PEHOBUHM
CBWHSAYOTO XMpPY; 3MiHK | TUMy - 3MiHa Y MeToAax
BMNPOGYBaHHA roTOBOrO /IiKAPCbKOro 3acoby —
KOpUryBaHHA MeTofy TeCTyBaHHSA NPUAATHOCTI cucTemu
Npy BU3HAYEHHI ifEHTUYHOCTI Ta BMICTY HACTOWKN
XVBOKOCTY Y 3aTBEPKEHNX MeToAaxX BUNPOGYBaHHSA
roTOBOrO /liKapCbKOro 3acoby; KOpUryBaHHs MeToay
TecTyBaHHSA NPUAATHOCTI CUCTEMU MPU BU3HAYEHHI
ilEHTMYHOCTI Ta BMICTY TOKOdheposny auetaTy y
3aTBEPAKEHNX METOAAX BUNPOBYBaHHSA rOTOBOrO
nikapcbKoro 3acoby; 3MiHu Il Tuny - 3mMiHa napameTpis
cneumdikauii Ta/abo LONYCTUMUX MEX FOTOBOTO
NiKapCbKOro 3acoby - PO3LMPEHHS JOMYCTUMUX MeX (+
10 %) B cneuudikaLii roToBOro slikapcbkoro 3acoby 3a
NokKasHNKOM «KifnbKicHe BU3HauYeHHs. Tokodhepon
auetar», Ta BHECEHHS HE3HAYHUX PeAakLiiHNX NpaBok
[0 creundikaLii; BBeAeHHs cnevuundikadii Ha TepMiH
NPUAATHOCTI TOTOBOrO JiKAPCbKOro 3acoby

166.

ME/TIOKCA
KCAHTIC

no 10 TabneTok y
6nictepi, no 1 a6o no
2, a6o no 3, abo no 5,
abo no 6, abo no 10
6nicTepiB y KAPTOHHIi
navu

KcaHTic
dPapma
Nimiten

Kinp

CaHeka ®apmMacbtoTikan3

AT

Cnosaubk
a
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpavjiiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemMy
hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cmucTeMu chapmakoHarnsgy) - 3miHa ynoBHOBaXEHOT
0cobu BigNoOBIgaNbLHOI 3a thapMakoHarniag;:
MponoHoBaHa pepgakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MmiHa agpecu macTep-doaiina

3a
peyenmom

UA/16277/01/01

167.

METOTPEKCAT

OPIOH

Tabnetkv no 2,5 mMr no
30 a6o no 100
TabneTok y dh/1akoHi;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

OpioH
Kopnope/iLuH

PiHNAHAIA

BMPOGHUK, L0 3AiICHI0E
BMPOGHULITBO 3@ MOBHUM

uukiom: OpioH

KopnopeiilwH, ®iHnsaHais;
BMPOGHUK, LLO 3AiICHI0E

BUNyck cepii: OpioH

KopnopeiiH, ®iHnsHais

PiHnaHaisa

BHECEHHS 3MiH [J0 peECTpaLjiiiHMX MaTepiasiB: TeXHIYHA
nomuska B po3gini «PapmakonoriyHi BNacTUBOCTI»
IHCTPYKLUT 4118 MeANYHOro 3acTOCyBaHHA NikapCbKoro
3acoby

3a
peyenmom

UA/7608/01/01

168,

METOTPEKCAT

OPIOH

Tabnetku no 10 mr no
30 a6o no 100

OpioH
KopnopeiwH

diHNAHAIA

BMPOOBHUK, LLIO 34iCHI0E
BMPOGHMLTBO 3@ NOBHUM

iHnAHgis

BHECEHHS 3MiH 40 peecTpaLiiHux maTepiasiiB: TEXHIYHA
nomuaka B po3gini «P@apmakosioriyHi BN1acTuBOCTi»

3a
peyenmom

UA/7608/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
TabneTok y o/iakoHi; uuknom: OpioH IHCTPYKL|i 415 MeQMYHOro 3aCTOCYBaHHS /iKapCbKOro
no 1 pnakoHy B KopnopeiilwH, ®iHnaHais; 3acoby
KapTOHHiiA Kopo6L; BUPOGHWK, LLO 3AiiiCHI0E
BMMYCK cepii: OpioH
KopnopeiiwH, ®iHnsaHais
169., MET®OPMIH- Tabnetkn no 500 Mr no TeBa I13painb TOB TeBa OnepeiuH3 Monbla BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 3a UA/7769/01/01
TEBA 15 TabneTtok y dapmavueBTika MonaHg TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
6nictepi; no 2 n lHpacTpi3 thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
6nictepm y kopobuj nrp. y3arasibHeHVX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
thapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHST hapmakoHarnsagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[iicCHeHHs1 hapMakoHarsay B YkpaiHi, SKL0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-chaiina
cuctemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeEHOT
0Cco6M 3as1BHMKA, BignoBigasibHOT 3a 34iCHEHHS!
thapmakoHarnagy: MNponoHoBaHa pegakuis — Orit Stern-
Maman. 3miHa KOHTaKTHVX JaHUX YNOBHOBaXKEHOI
ocobwm.
3MiHa MicLs 3AiICHEHHSI OCHOBHOI AisiNIbHOCTI 3
dhapmakoHarnisgy. 3miHa agpecu MmacTtep-haaa
170, MIAPIALUN Kpanni o4Hi 1 % no 15 AJIKOH- Benbris AnkoH-KyBpbop Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/2928/01/01
MY hakoHi- KyBpbop TUMY - NOAAHHSA OHOB/IEHOTO cepTudlikaTa BiANoOBIAHOCTI | peyenmom
KpanenbHuui "pon- €sponelicbkin hapmakonei Ne R1-CEP 1998-077-Rev
TeliHep®"; no 1 08 gns aitoyoi peyoBuHM Tropicamide Bif BXe
chnakoHy-kpanenbHuLi 3aTBEPAXEHOr0 BUPOGHUKA; 3MiHM | TNy - NnogaHHA
B KOPOOGLii 3 KapTOHY OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI €EBponeicbkii
thapmakonei Ne R1-CEP 1998-077-Rev 09 ans gito4oi
peyoBuHM Tropicamide Big BXe 3aTBEpPAKEHOr0
BMPOGHMKa i3 3MiHOI Ha3Bu BnacHnka CEP Ta 3miHa
Ha3BMW Ta afipecy BUPOOHNYOI AiflbHNL
171, MIKAPAUNC® Tabnetku no 80 mr no Bepixrep HimeuunHa BepiHrep IHrenbxaim HimeuunH BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | 3a UA/2681/01/01
7 TabneTok y 6nictepi; IHrenbxanm dapma 'm6X i Ko. KT, a/ Mpeuis TMNy - NOAAaHHSA OHoBNeHoro CepTuddikaty BignoBiAHOCTI | peyernmom
no 2 a6o no 4 IHTepHeLHN HimeuuuHa; BepiHrep €Bponeiicbkili hapmakonei R1-CEP 2009-054-Rev 01
6nicTepy B KAPTOHHIl 6X IHrenbxaiim Ennac A.E., Bifl BXe 3aTBeppKeHOro BUpo6Huka ans A®l sHacnifok
Kopobui peuist 3MiHM Ha3BuM BnacHnka CEP Ta Buy4eHHs BUPOGHUKIB
172, MIKAPAUCINO Tabnetku, 40 mr/12,5 BepiHrep HimeyunHa BMPOBHULTBO, NEPBUHHE HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/0465/01/01
C® Mr no 7 Tabnetok y IHrenbxaim Ta BTOPVHHE NaKyBaHHS, a/ Mpeuis TUMY - NOAAaHHA oHoBNeHoro CepTudikarty BiANoBIgHOCTI | peyenmom
6nictepi; no 4 IHTEpHeLWHN KOHTPO/Ib SKOCTi Ta BUMYCK €Bponeiicbkii hbapmakonei R1-CEP 2009-054-Rev 01
6nicTepun y KapTOHHiIl m6X cepii: bepiHrep IHrenbxaiim Bif, BXXe 3aTBEepAXeHoro BupobHuka ans A®l BHacnigok
KopobLi dapma 'mb6X i Ko. KT, 3MiHM Ha3BM BnacHuka CEP Ta Buny4eHHs BUPOGHUKIB
HimeuunHa; BepiHrep
IHrenbxaiim Ennac A.E.,
peuis
173 MIKAPAUCMO Tabnetkn, 80 mr/12,5 BepiHrep HimeuunHa BMPOGHULITBO, NEPBUHHE HimeuunH BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/0465/01/02
C® Mr 10 7 TabNeToK y IHrenbxainm Ta BTOPVHHE NakKyBaHHS, a/ Mpeuis TUNY - N0AAaHHA oHoBNeHoro CepTudiikaty BiANOBIAHOCTI | peyernmom
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Kpaina
BUPOOHUK
a

Bupo6Huk

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

6nictepi; no 4
6nicTepn y KapTOHHiIl
Kopoo6ui

IHTEpHeLHN
6X

KOHTPO/1b SIKOCTi Ta BUMYCK
cepii: bepiHrep IHrenbxaiim
dapma 'm6X i Ko. KT,
HimeuunHa; BepiHrep
IHrenbxaiim Ennac A.E.,
peuis

€poneiicbkiii hapmakonei R1-CEP 2009-054-Rev 01
Bif, BXXe 3aTBEepAXeHoro BupobHuka ans A®l BHacnigok
3MiHM Ha3BW BnacHvka CEP Ta BUny4YeHHs BUPOOHUKIB

174,

MIKOMAKC® 150

Kancynu no 150 mr Ne
1,Ne 3: no 1 a6o no 3
Kancynu y énictepi; no
1 6nictepy B
KapTOHHIA KopooLi

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

Yecbka
Pecny6nik
a

TOB "3eHTiBa"

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:
BUNPaB/IEHHs1 YMOBM BiAMNycKy B Hakasi MO3 YkpaiHu
«[Mpo gepxxaBHy peecTpauito (nepepeecTpaL,iio)
NiKapCbKnX 3ac06iB (MeANYHMX iIMYHOBIONOTIYHKX
npenapariB) Ta BHECEHHSI 3MiH 0 peECTpaLinH1X
3ac06iB» Ne 6 Big 02.01.2019 B npoLeci BHECEHHS 3MiH:
3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudiikata
BiAnoBiaHOCTI €Bponelickbkiin hapmakonei R1-CEP
2007-256-Rev 03 CEP Big y>xe 3aTBEPAKEHOTO
BMPOGHMKA

6e3
peyenma —
Ne 1;
3a
peyenmom
—Ne 3

UA/4155/01/01

175,

MIKO®DIH®

cnpeii HawkipHuiA, 10
mr/rno 30 mny
donakoHi 3
posnuntoBayem; no 1
hNnakoHy B KAPTOHHIl
ynakoBLii

HOBEN INAY
CAHAI BE
TIOXAPET

AL

TypeyunHa

HOBEN I1IAY CAHAI BE TypeuunH
TIOKAPET A.LL. a

BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu 11
TMny - 3MiHK LWoAo 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB Buadi peecTpauiiHoro

nocBigYeHHS, BKYaoum MnaH ynpasniHHA pusnkamm

(3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
nofasbLIoro 06rpyHTYBaHHS HOBUMW AOAATKOBUM
AaHVMK, L0 MatoTb HaJaBaTUCs KOMNETEHTHUM
OpraHoMm, OCKIifIbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMNEeTeHTHUM OpraHoMm) - BrukoHaHHsA 3060B'A3aHb
BiANOBIAHO A0 MigNyHKTY 2.3 NyHKTY 2 goaatky 15 o
Mopsaky NPoBeAEHHS eKCNEPTU3N peecTpaLinHnX
martepianis Ha nikapcbki 3acobu, L0 NoJarTbCs Ha
LEPXaBHY peecTpaLito (nepepeecTpawito), a Takox
eKkcnepTun3n MaTepianis Npo BHECEHHA 3MiH 40
peecTpavuiiHux maTepiasnis NpPoTArom fAii
peecTpaLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
23.07.2015 Ne 460)

6e3
peyenma

UA/5305/03/01

176.

MIKO®DIH®

Kpem no 15 ry Ty6i, no
1 Ty6i y KAPTOHHIl
ynakoBLi

HOBEN INAY
CAHAI BE
TIOXAPET

A.LL.

TypeuyuunHa

HOBE/ INIAY CAHAI BE TypeuunH
TIKAPET A.LL. a

BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHu I
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
3060B'A3aHb Ta YMOB Buadi peecTpauiiiHoro

NoCBiAYeHHS, BK/oYatoum MNnaH ynpasniHHA pu3nkamm

(3acTocyBaHHs 3MiH(1), SKi(a) BUMaratoTb(€)
NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMU JOAATKOBUM
OaHVMK, L0 MalTb HaJaBaTUCS KOMNETEHTHUM
OpraHoMm, OCKifIbKW/ BUMaraeTbCsl CyTTEBA OLjiHKa
KOMMETEHTHVMM OpraHoMm) - BukoHaHHs 3060B'A3aHb
BiAMNOBIAHO A0 NiANYHKTY 2.3 NYHKTY 2 gogatky 15 ao
Mopsaky NPoBeAEHHS EKCNEPTU3UN peecTpaLinHnX
mMartepianiB Ha fikapcbki 3aco6y, L0 NogarTbCs Ha
AepXaBHY peecTpauito (nepepeecTpaliito), a Takox

6e3
peyenma

UA/5305/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
€KCnepTn3n matepianis Npo BHECEHHS 3MiH [0
peecTpavuiiHux maTepianis NpoTArom aii
peecTpaLiiHoro NocBigYeHHs1, 3aTBEPIKEHOTO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
177 MIKO®IH® Tabnetkn no 250 mr no | HOBEN I/1AY TypeyunHa HOBEN I/IAY CAHAI BE TypeyuuH BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiB: 3MiHu I 3a UA/5305/02/02
4 Tabnetkn y 6nictepi, CAHAI BE TIOXKAPET A.LL. a TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom
no 1 6nictepy y TIOXKAPET thapmakoHarnagy. BHeceHHst abo 3miHa(u) fo
KapTOHHIN ynakoBsLi; A.LL. 3060B's13aHb Ta YMOB Buadi peecTpauiiiHoro
no 14 Tabnetok y NOCBiAYEHHS, BKOYatouy MNnaH ynpasniHHSA pusnkamu
6nictepi, no 1 a6o 2 (3acTocyBaHHA 3MiH(1), siKi(a) BUMaratoTb(€)
6nicTepun y KapTOHHIl NoAasbLIOro 06r'pyHTYBaHHSA HOBMMU JOAATKOBUM
ynakoBLi AaHUMK, L0 MatoTb HaAaBaTUCA KOMMNETEHTHUM
OpraHoMm, OCKiflbk/ BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHVMM OpraHoMm) - BukoHaHHS 3060B'A3aHb
BiANOBIAHO A0 MigNyHKTY 2.3 NyHKTY 2 goaatky 15 go
Mopsaky NPoBeAEHHS EKCNEPTU3UN peecTpaLitHnX
marepianis Ha nikapcbki 3acobu, Lo noganTbCs Ha
LepXaBHy peecTpavito (nepepeecTpadiio), a Takox
eKcnepTun3n MaTepianis Npo BHECEHHS 3MiH [0
peecTpauiiHux maTepianis NpoTArom Aii
peecTpaLiiHoro NoCBiAYeHHs, 3aTBEPAXKEHOIO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big
23.07.2015 Ne 460)
178, MOBIHA3A®-10 TabneTku, BKpUTI Mosi Xenc LLBeiuapis CaBa Xesnckea /114, IHAis; IHajia/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/11619/01/01
Mmr 060/10HKOH, m6X Megaiton ®apmacboTikan YropwumHa My - AGMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT peyenmom
KMLLKOBOPO3YMHHI N0 n1a., YropwmHa LinbHUUi (BKIOYatoun AinbHUL 4ns AdDl, npomibkHOro
10 mr no 10 TabneTok npoAaykKTy abo roToBOro slikapcbkoro 3acoby, AinbHuLi
y 6nicTepi; no 1 abo 3 [0N151 NPOBE,EeHHSA NaKyBaHHS, BUPOOHMKa,
6nicTepn B KAPTOHHI BiANOBIA&/IbHOrO 3a BMNYCK Cepiii, MicLie NpoBeAEeHHS
KopooLi KOHTPO/H0 cepii) abo nocTavanbHyKa BUXigHOTO
MaTepiany, peareHTy abo fOMOMDKHOI PEHOBUHM (SKLLO
3a3Ha4yeHo y A0CbE) - BUTYYEeHHS BUPOOHWKIB /13
Knesa CA, peuis Ta Bannec ®apmacbtoTikasic MBeT.
Nta., IHais (BBefeHHA 3MiH NpOTArom 6-Tv MicsuiB nicns
3aTBEPKEHHS)
179., MOBIHA3A®-20 TabneTku, BKPUTI Mosi Xernc LBeiuapis CaBa Xenckea JIta, IHAis; IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 3a UA/11619/01/02
Mmr 060/10HKOI0, 6X Megiton ®apmacbioTikan YropLumHa TMnNy - AAMIHICTPaTUBHI 3MiHW. BuiyyeHHs BUpOBGHUYOT peyenmom
KMLLKOBOPO3YMHHI N0 Nt4., YropwpHa OinbHUUI (BKIOYatoun dinbHUL 4ns AdDl, NpomibkHOro
20 mr no 10 TabneTok npoAykTy abo roToBOro slikapcbkoro 3acoby, AinbHuLi
y 6nicTtepi; no 1 a6o 3 AN NpoBeieHHA NakyBaHHS, BUPOOHUKA,
6nicTepn B KAPTOHHIN BiANOBIAA/IbHOIO 3a BUMYCK CepiiA, MicLie NPOBeAEeHHS
KopooLi KOHTPO/H0 cepil) abo nocTavanbHyka BUXigHOTo
MaTepiany, peareHTy abo fOMOMDKHOI PEHOBUHM (SKLLO
3a3HaYeHo Yy AOCLE) - BUSTyYEHHST BUPOOHMKIB MN13
Knesa CA, peuis Ta Bannec ®apmacbtoTikasc MeT.
Nta., IHAis (BBeAeHHs 3MiH NpoTArom 6-T1 MicALiB nicns
3aTBEPKEHHS)
180., MOJAEN/b NPO TabneTku, BKpUTI TeBa 13painb BMPOBHMULITBO CyntaHart BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | 3a UA/13889/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
NAiBKOBOO dapmavueBTika Hepo3acoBaHOT MOAYKLT, OwmaH/ TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta peyenmom
060M10HKO0, MO 21 N lHpacTpis nepBUHHA Ta BTOPUHHA Xopsarist chapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
Tabnetui y 6nictepi; nrp. ynakoBka, KOHTPO/b cepii: y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
no 1 a6o 3, abo 6 OmaH ®apmacbloTukasl (BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
6nictepis B KOpooOLi Mpopaktc Komnaxi TOB, thapMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
CyntaHat OmaH; f,03Bif1 Ha BiZJNOBIAANbHOI 3a 3AjICHEHHS hapmakoHarnsay;
Bunyck cepii: MNIBA KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHuKa Ans
XpBaTtcka f.0.0, XopBartis 3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMIHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cuctemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
0Cco6M 3as1BHMKA, BignoBigasIbHOT 3a 34iACHEHHS
thapmakoHarnagy: MNponoHoBaHa pegakuis — Orit Stern-
Maman. 3miHa KOHTaKTHVX JaHUX YNOBHOBaXKEHOI
ocobwm.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3miHa agpecu Mactep-caiina
181 MOAENNb TabneTku, BKpUTI TeBa I3painb BMPOOHMLITBO CynraHar BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/14092/01/01
TPEHA, NNiBKOBOIO dapmaLeBTika Hepo3dacoBaHOl OwmaH/ TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta peyenmom
060/10HKOI0, N0 24 n lHgacTpis npoayKuii, NnepBnHHa Ta XopsarTis thapmakoHarnsgy. BeegeHHs abo 3miHv o
CBIT/10-POXEBUX nTg. BTOPMHHA ynaKoBka, y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(akTMBHWX) TAbneTKN KOHTpO/b cepii: OmaH (BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
Ta no 4 6innx dapmacbioTvkan MNpogakrc thapmakoHarnagy, 3miHa ynoBHOBaXKeHOi ocobw,
Tabnetku (nnauebo) y KomnaHi TOB, CyntaHat BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
6nictepi; no 1 OMaH; [03BiN1 Ha BUMYCK KOHTaKTHOI 0co6M 3 hapmakoHarnsay 3asBHuKa A5
6nictepy B KOpo6Lyi cepii: M/1IBA XpBatcka 3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
[.0.0., XopBarTis BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cmucTeMu chapmakoHarnsgy) - 3miHa ynoBHOBaXEHOT
0cobu 3asiBHUKA, BiANOBIAa/IbHOI 3a 34iACHEHHS
thapmakoHarnagy: NponoHoBaHa pegakuis — Orit Stern-
Maman. 3miHa KOHTaKTH/X JaHUX YNOBHOBaXKEHOT
ocobu.
3MiHa Micus 3[iICHEHHST OCHOBHOI AiSNIbHOCTI 3
dhapMakoHarnisgy. 3miHa agpecy MacTep-haiina
182, MOMELEPM® Masb, 1 mr/rno 15ry TOB YkpaiHa dapmsasog €nbcha A.T. Monbwa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/10968/01/01
Ty6i, no 1 Ty6i B "BAJIEAHT TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
KapTOHHI KopooLi PAPMACHIO 3acTocyBaHHA y po3ainu "TMpoTunokasaHHA",
TIKAN3" "Oco6mBocTi 3acTocyBaHHSA", "Mo6IuHI peakwii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaLi 3 6e3nekun Aitoyol
peyoBuHW. BBeAeHHA 3MiH NPOTArom 6-T1 micsauis
nicnsa 3aTBepAKEHHs
183, MOHKACTA® TabneTkn XyBasibHi Mo KPKA, 4.4., CnoBeHisi BMPO6HMUTBO "in bulk", CnoseHisi BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 3a UA/13943/01/01
4 mrno 7 Tabnetok y HoBo mecTo nepBUHHE Ta BTOPUHHE TNy - 3MiHW 3 SIKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. 3miHn | peyenmom

6nictepi; no 2 abo no
4, abo no 8 6nicTepiB y
KAPTOHHI KOpoOLLi

nakyBaHHs1, KOHTPOsIb cepii
Ta BMNYCK cepil:
KPKA, a.4., HoBo mecTo,

y BUPOBGHULTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIK0 SKOCTi FOTOBOrO NiKapCbKOro
3aco6by (3amiHa abo goAaBaHHs AiNlbHUL, Ha AKil
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

CnoBeHis

KPKA MonbLa Cn. 3 0.0.,
MonbLa

BMPO6HMUTBO "in bulk”,
nepBrHHE Ta BTOPVHHE
naKyBaHHs:

KPKA, a.4., HoBo mecTo,
CnoBeHis

KOHTpPO~b cepii:
KPKA, a.4., HoBo mecTo,
CnoseHis

3[iICHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
BBE/IEHHS1 A0AATKOBOT AiNIbHULL BignoBifabHili 3a
KOHTposb cepii KPKA, a.4., HoBo mecto, CnoseHis
MoexoBa yniya 5, 8501 HoBo mecTo, CnoBeHis; 3miHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUpPOGHMLTBI. 3aMiHa abo BBefeHHA A0AATKOBOI
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOBHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(8inbHULA NS BTOPMHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI AiNIbHALA 4151 BTOPUHHOIO NakyBaHHS
KPKA, a.4., HoBo mecTo, CnoBseHisi HoBomelLka Lecta
22, 8310 LeHTepHe, CnoBeHist; 3MiHn | Tuny - 3MiHK 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeeHHA [0AAaTKOBOI Ai/TbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOrO
npoLecy rotToBOro Nikapcbkoro 3acoby (4inbHUuA ans
NepBUHHOTO NakKyBaHHS) - BBeAEHHS AOAATKOBOI
AiNbHUUA ANna nepBuHHOro nakysaHHsa KPKA, a.4., Hoso
mMecTo, CnoBeHisa HoBomellka uecta 22, 8310
LLleHTepHe, CnoBeHist; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOGHULITBI.
3amiHa ab0 BBeAEHHS 4OAATKOBOI Ai/TbHULL
BMPOBHMLTBA 15 HACTUHM abo BCbOro BUPOGHUYOrO
npoLecy roToBOro /likapcbKoro 3acoby (4inbHUUS, Ha
AKili NpoBOAATLCA OyAb-AKi BUPOGHMYI cTagii, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NePBUHHOIO
Ta BTOPVHHOTIO NakKyBaHHSA, A/151 HECTEPUSIbHUX
NiKapCcbKyx 3acobiB) - BBEAEHHS [0AATKOBOI AiNIbHUL,
Ha SiKiii NpoBoAATLCA 6yAb-Ki BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO
Ta BTOPMHHOIO NakKyBaHHSA, /151 HECTEPUSIbHUX
nikapcbkunx 3acobis KPKA, a.4., HoBo mecto, CroBeHist
Hosowmeluka uecTa 22, 8310 LLeHTepHe, CnoBeHis

184,

MOHKACTA®

TabneTku XxyBasibHi No
5 Mr no 7 TabneTok y
6nicTepi; no 2 abo no
4, abo no 8 6nicTepiB y
KapTOHHIA KOpooLi

KPKA, 8.4,
HoBo mecTo

CnoBeHisi

BMPOGHMLTBO "in bulk",
nepBuHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPO/b cepii
Ta BUNycCK cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis

KPKA Monsbwa Cn. 3 0.0.,
MonbLa

BUPO6HMUTBO "in bulk”,
nepBrHHE Ta BTOPVHHE
nakyBaHHs:

KPKA, a.4., HoBo mecTo,
CnoseHis

KOHTPO/b cepil:

CnoBeHis

BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTtepianis: 3MiHu |
TUny - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUPOBGHULTBI. 3MiHa iMnopTepa/3miHu, WO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIK0 AKOCTi FOTOBOTO NiKapCbKOro

3acoby (3aMiHa abo AofaBaHHA AiflbHUL, Ha SKil
3[iICHIOETLCSA KOHTPO/b/BUNPOBYBaHHS cepii) -
BBE[EHHS [OAATKOBOI AifIbHULi BignoBigasibHii 3a
KOHTpOsb cepii KPKA, a.4., HoBo mecto, CnoBeHis
MoBxoBa yniua 5, 8501 HoBo mecTo, CnoBeHist; 3MiHK |
UMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkuWii 3aci6. 3MiHN
y BUPO6GHULTBI. 3aMiHa abo BBeEHHS [04aTKOBOI
AiNbHULI BUPOGHMLTBA A/19 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(8iNbHULA AN BTOPUHHOIO NakyBaHHS) - BBEAEHHS
[0[aTKOBOI AiTbHNLA 4715 BTOPUHHOIO NakyBaHHSA
KPKA, a.4., HoBo mecTto, CnoBeHisi HoBoMelLka Lecta
22, 8310 LeHTepHe, CnoBeHist; 3MiHK | Tuny - 3MiHK 3

3a
peyenmom

UA/13943/01/02
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

KPKA, a.4., HoBo mecTo,
CnoseHis

AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3amiHa abo BBeeHHA [0AAaTKOBOI Ai/TbHULL
BMPOGHMLTBA A1 YACTUHM abo BCbOro BUPOBHNYOrO
npoLecy rotToBOro Nikapcbkoro 3acoby (4inbHUuA ans
NepBUHHOTO NakKyBaHHS) - BBeAEHHS AOAATKOBOI
AiNbHUUA ANa nepBuHHOro nakysaHHsa KPKA, a.4., Hoso
mMecTo, CnoBeHis HoBomellka uecta 22, 8310
LLleHTepHe, CnoBeHist; 3MiHW | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKMiA 3aci6. 3MiHW Y BUPOGHULITBI.
3amiHa ab0 BBeAEHHS 4OAATKOBOI Ai/TbHULL
BMPOBHMLTBA 4151 YACTUHM abo BCbOro BUPOGHUYOro
npoLecy roToBOro /ikapcbKoro 3acoby (4inbHUUS, Ha
AKili NpoBOAATLCA OyAb-AKi BUPOGHWYI cTagii, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NePBUHHOI0
Ta BTOPVHHOTIO NakKyBaHHSA, A1 HECTEPUSIbHUX
NiKapCbKyx 3ac06iB) - BBEAEHHS [0AATKOBOI AiNIbHUL,
Ha SiKiii NpoBoAATbLCA 6yAb-Ki BUPOOHMYI cTagil, 3a
BUHATKOM BUMYCKY Cepili, KOHTPO/IO AKOCTi, NEPBUHHOIO
Ta BTOPVMHHOIO NakKyBaHHSA, /151 HECTEPUSIbHUX
nikapcbknx 3acobis KPKA, a.4., HoBo mecto, CnoBeHis
Hosowmeluka uecTa 22, 8310 LLeHTepHe, CnoBeHis

185.

MOHKACTA®

TabneTku, BKpUTI
NiBKOBOIO
060/10HKO0, 10 10 Mr
no 7 TabneTtok y
6nictepi; no 2, abo no
4, abo no 8 6nictepis y
Kopoo6Li

KPKA, 8.4,
HoBo mecTo

CnoBeHisi

BMPOGHMLTBO "in bulk",
NnepBYHHe Ta BTOPUHHE

nakyBaHHs1, KOHTPO/b cepii

Ta BUNycCK cepil:
KPKA, a.4., HoBo mecTo,
CnoseHis

KPKA Monsbwa Cn. 3 0.0.,
MonbLa

nepBuHHE Ta BTOPUHHE
nakyBaHHs:

KPKA, a.4., HoBo mecTo,
CnoseHis

KOHTpO/b cepii:
KPKA, a.4., HoBo mecTo,
CnoseHis

CnoBeHis

BHECEHHS 3MiH [0 peecTpaviiiHiX MmaTepianis: 3MiHu |
TUny - 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN
y BUpOGHMLTBI. 3aMiHa abo BBeAEHHSA A0AATKOBOI
AiNbHULI BUPOGHMLTBA A1 YacTUHM abo BCbOro
BMPOBGHMYOro NpoLecy rotToBoro Nikapcbkoro 3acoby
(8inbHULSA NS BTOPMHHOIO NakyBaHHS) - BBEAEHHS
[04aTKOBOI AifIbHALA 415 BTOPUHHOIO NakyBaHHS
KPKA, a.4., HoBo mecTo, CnoBseHisi HoBomelLka Lecta
22, 8310 LLeHTepHe, CnoBeHist; 3MiHn | Tuny - 3MiHM 3
AKOCTI. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULITBI.
3MiHa iMnopTepa/3miHu, L0 CTOCYHTLCS BUMYCKY cepii
Ta KOHTPO/It0 SIKOCTi FOTOBOTO J1iKapCbKOro 3acoby
(3amiHa abo fodaBaHHS AiNbHUL, HA SKil 34IACHIOETLCA
KOHTPONb/BUNPOGYBaHHS cepil) - BBEAEHHS A04aTKOBOI
AiNbHULI BignosiganbHili 3a koHTponb cepii KPKA, a.4.,
Hoso mecTo, CnoseHis MoBxoBa yniya 5, 8501 Hoso
MecTo, CoBeHis; 3MiHU | TRy - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbkWin 3aci6. 3MiHW Y BUPOOHULITBI.
3amiHa ab0 BBeAEHHS [OAATKOBOI Ai/TbHULL
BUPOGHMLTBA A/151 YacT1HM abo BCbOro BUPOOHNYOTr0o
npoLecy rotToBOro Nikapcbkoro 3acoby (AinbHUUA ans
NMepBUHHOTO NaKyBaHHS) - BBeAieHHS AOAaTKOBOT
OiNbHULI AINbHULA 415 NEPBUHHOIO nakyBaHHA KPKA,
4.4., HoBo mecTo, CnoBeHis HoBomellka uecTta 22,
8310 LUeHTepHe, CnoBeHist

3a
peyenmom

UA/13942/01/01

186.

MYKANTUAH®

Tabnetkn no 50 mr no
10 Tabnetok y
cTpunax; no 10

NAT
"lranuucapm”

Ykpaina

MAT "Tanuucapm”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
chapmakoHarnsay - OHOBIEHHS BXE 3aTBEPAKEHOro

6e3
peyenma

UA/1982/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
TabneTok y cTtpumni, no TEKCTY MapKyBaHHs1 BTOPUHHOT Ta NePBUHHOT yNakoBKu
3 cTpunu B navi; no NikapcbKoro 3acoby (BHECEHHA No3HayYeHb OANHULb
30 TabneTtok y BMMIPIOBaHHS 3 BUKOPUCTAHHAM fliTep STAaTUHCLKOro
KOHTeliHepi, o 1 andasiTy). BBegeHHs 3MiH NpPOTAroM 6-Tu MicsLiB nicns
KOHTelHepy y naui; 3aTBEpPAKEHHS
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi,
no 3 6nictepu B nayui
187, HEMPOKCOH® PO3YUH ANS iH'EKLN, MAT YkpaiHa MAT "ranuudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/12114/01/01
500 mr/4 mn no 4 mn B "Tanuuchapm” MRy - 3MiHK WoA0 6e3nekn/eekTUBHOCTI Ta peyenmom
amnyni; no 5 amnyn B thapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
6nictepi; no 2 YMaKoBKM NiKapCbKOro 3acoby W00 3a3HauYeHHs
6nictepn B nayuj MiXXHapPOAHNX NO3HAYEHb OAMHNLb BUMIPHOBAHHS.
BBegeHHA 3MiH NpoTAromM 6-Tu MicsauiB nicns
3aTBEPAKEHHSA
188. HEMPOKCOH® PO3YUH ANs1 iH'EKLLINA, NAT YkpaiHa MAT "Tanuucpapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/12114/01/02
1000 mr/4 mn no 4 mn "Tanuuchapm” MRy - 3MiHW LWoA0 6e3nekn/etheKTMBHOCTI Ta peyernmom
B amnyni; no 5 amnyn chapmakoHarnsgy - 3MiHM BHECEHI B TEKCT MapKyBaHHS
B 6nicTepi; no 2 yNakoBKM NiKapCbKoro 3acoby LWoA0 3a3HaYeHHs
6nictepu B nayuj MiXHapOAHMX NMO3HAaYeHb OAUHULIb BUMIPIOBAHHS.
BBepeHHA 3MiH NpoTAromM 6-Tn micawiB nicns
3aTBEPAKEHHSA
189. HIMEOAP® Tabnetkn no 100 wr, MpAT Ykpaina MpAT "dapmayeBTmyHa YkpaiHa BHECEHHS 3MiH 40 peecTpavyiiHnx martepianis: 3MiHu | 3a UA/9104/01/01
no 10 TabneTok y "®hapmaueBTu thipma "OapHuus” TMny - AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro | peyernmom
KOHTYPHIli YapyHKOBIlA YyHa dhipma 3aco6y - 3MiHM BHeCeHi LWoao Ha3sw J13. 3aTBepaKeHo:
ynakoBLi; no 3 "fNapHuua” HIMECYNIA-JAPHWUA HUMECYNA-JAPHLUA
KOHTYPHIi YapyHKOBI (NIMESULIDE-DARNITSA) 3anponoHoBaHo:
yNakoBkM y navui HIMEOAP® HUMEJAP® (NIMEDAR®). BBeieHHS 3MiH
NpoTSArom 6-T MicSILiB Mic/si 3aTBEPAKEHHS.
190., HITPOMIHT® cnpei 3AT YropwuHa 3AT dapmaueBTUYHWIA YropwumHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/7912/01/01
cy6niHrsansHuii, 0,4 dapmaneBTny 3aBog, ElIC T™Mny - 3MiHW 3 IKOCTi. FOTOBWIA Nnikapcbkuii 3aci6. peyernmom
mr/go3y no 10 r (180 HWi 3aB0Of CuncTeMa KoHTelHep/3aKynoproBasibHUiA 3aci6. 3miHa y
[,03) pO34nHY B ErC NepBUHHIl yNakoBL,i roTOBOrO JlikapcbKoro 3acoby
npo30opomy 6aoHi 3 (AKicHWIA Ta KiNbKiCHWIA cknag) - M'ski Ta HecTepUbHi
umknoonediH piaki nikapcbki hopMu - BBEAEHHSA AOAATKOBOT
cononivepy, 3 ynakoBKuW: 6asioHa antoMiHIEBOIO 3 4,03Y0UMM
[03y04NUM NPUCTPOEM, NPUCTPOEM, 3 PO3MMUIIIOKOYOID TONIOBKOIKD Ta 3aXUCHUM
3 pO3NWJIHOYOID KOBMa4koM, kv, 6yB 3apeecTpoBaHunii B YKpaiHi
ro/I0BKOIO Ta palliHe, 3 BiANOBIAHUMW 3MiHAMW Y P. «YNaKoBKa»
3aXMCHMM KOBMayKoM, (BBegeHHsA 3MiH npoTsArom 6-Tv micsAuiB nicns
3 KOHTPOJIEM NEPLLIOro 3aTBEPKEHHS)
BIIKPUTTSA Y KApTOHHIiA
Kopob6ui; B
antoMiHiEBOMY 6anoHi
3 103YH0UMM
NPUCTPOEM, 3
PO3NWIOKYO0
rosI0BKOI0 Ta
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
3aXMCHMM KOBMAYKoOM,
Y KapTOHHIli kopobLi
191.( HILEProsniH TabneTtkn, BKPUTI MNAT Ykpaina NAT "Tanuudapm” YKpaina BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 3a UA/5252/01/01
060/10HKOI0, NO 10 Mr "lranuucapm” TUMy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
no 10 TabneTtok y hapMakoHarnsay - 3MmiH1 BHECEeHi B TEKCT MapKyBaHHS
6nictepi; no 3 yMakoBKM NiKapCbKOro 3acoby LWoA0 3a3HaYeHHs
6nictepu B nayui MiXXHapOAHMX MO3HaYeHb OAVHULIb BUMIPHOBAHHS.
BBepeHHA 3MiH NpoTAromM 6-Tm mMicawiB nicns
3aTBepPAKEHHSA
192, HOBOMAPUH® PO34UH ONS iH'EKLN, [bkeHodhapm Benuka LeHaxeH Tekgoy Kutaii BHECEHHS 3MiH 1O peecTpaLiiiHux maTepianis: 3miHu | 3a UA/9061/01/01
100 mr (10 000 aHTu- ntp, BpuTaHis dapmacsiotukan Ko., Nitg TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom
thakTop Xa MO)/mn no Ta/abo agpecu 3asBHMKa (BNacHUKa peectpauiiHoro
0,2 mn (20 mr), abo no noceigyeHHs) 3MiHa agpecu 3asaBHNKa
0,4 mn (40 mr), abo no
0,6 mn (60 mr), abo no
0,8 mn (80 mr), abo no
1,0 mn (100 mr) y
nonepegHL0
HanoBHEHOMY LINpULY;
no 2 wnpuum B
6nictepi; no 1
6nicTepy B KapTOHHIi
Kopo6ui; no 0,2 mn (20
mr), a6o no 0,4 mn (40
mr), a6o no 0,6 mn (60
mr), abo no 0,8 mn (80
Mr) y nonepegHb0
HanoBHEHOMY LINpULY;
no 2 wnpuum B
6nictepi; no 5
6nicTepiB y KAPTOHHIi
Kopobui
193, HONINPEN® TabneTkn, BKPUTI ne dpaHuis JTabopatopii Ceps'e dpaHuisn/ BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB: 3MiHu || 3a UA/5650/01/01
APrIHIH NNiBKOBOO NABOPATYA IHoacTpi, ®paHLis; Ceps'e Ipnangis TUNY - 3MiHW [0 IHCTPYKUIT 4151 MegnyHOro peyenmom
060/10HKOI0; No 14 abo P CEPB'E€ (Ipnangis) IHaacTpic T4, 3acTocyBaHHsA A0 po3dinis "MpoTunokasaHHs",
no 30 TabneTok y Ipnangis "B3aemMogjs 3 iHWMMK NiKapCbkMK 3acobamu Ta iHLi
KOHTeliHepi; no 1 BMAM B3aemogiin”, "OcobMBOCTi 3aCTOCyBaHHA",
KOHTelHepy B KOpobLi "Mo6iuHi peakuji”. BBegeHHA 3MiH NPOTAromM 6-Tn
3 KapTOHY MicsiLiB NicnsA 3aTBepAKEHHs
194, HONINPEN® TabneTku, BKPUTI ne PpaHuis Na6opatopii Ceps'e PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |1 3a UA/5650/01/02
APTHIH ®OPTE NNiBKOBOIO NNTABOPATYA IHpacTpi, PpaHuis; Ceps'e Ipnangis TUMY - 3MiHW [0 IHCTPYKLIT 418 MeANYHOro peyenmom
060/10HKOI0; No 14 abo P CEPB'E (Ipnangis) IHgacTpic /T4, 3acTocyBaHHA A0 po3ainis "lMpoTunokasaHHs",
no 30 TabneTok y IpnaHgis "B3aemMopis 3 iHLWMMU NiKapCbKMK 3acob6amu Ta iHLi
KOHTelHepi; no 1 BMAM B3aemogiii", "Oco6IMBOCTi 3aCTOCYBaHHA",
KOHTeliHepy B kopobu,i "Mo6iuHi peakuyji”. BBegeHHA 3MiH NPOTAromM 6-Tn
3 KapToHY MicsiliB nicna 3aTBepAKEeHHs
195 HOOBYT® NOPOLLIOK (Cy6CTaHLis) ToBapucTso 3 YkpaiHa ToBapuCcTBO 3 A0AATKOBOK YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu | - UA/15496/01/01
y NoABIAHNX [04aTKOBOK BiAgNoBiga/IbHICTIO TMny - 3MiHK 3 aKkocTi. A®l. BUpo6bHMLUTBO. 3MiHa
nosieTUIEeHoBMX BiANoBiAA/bHI "IHTEPXIM" BUPOGHMKA BUXIAHOTO/NPOMIXHOro NpoAyKTYy/peareHTy,
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
naketax gns CTIO LLI0 BUKOPUCTOBYHOTLCA Y BUPOGHMYOMY npoueci AdI,
hapmMaueBTUYHOIO "IHTEPXIM" ab0 3miHa BUpPOGHKMKa (BKIOYakouu, e HeobXifHo,
3acToCyBaHHsA MicLie NPOBeAEHHS KOHTPOSIO siKocTi) AdI (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBpONEChbkili
thapmakonei y 3aTBepKeHOMY [A0CLE)(3MiHN [0
3ax0p4iB, NOB'A3aHMX 3 KOHTPoneMm Adl, abo foAaBaHHSA
AinbHUUI, fie NPOBOANTHLCS KOHTPO/b/BUNPOGYBaHHS
cepil) - 3amiHa AiNbHULI, Ha AKili 34iACHI0ETbCS
BMNPOGYBaHHS KOHTPOIO cepii 3 AiNbHULL 3a agpecamu
YkpaiHa, 65080, Ogecbka 0651., M. Ogeca,
Nioctpopdicbka gopora, 6ya. 86 Ta YkpaiHa, 65025, M.
Ogeca, 21-ii km. CTapokuiBCbKOT foporu, 23 Ha
AinbHULO 3a agpecoto YkpaiHa, 65025, m. Opeca, 21-i
KM. CTapokuiBcbkoi goporu, 40-A. 3MiHun | Tuny -
AfMiHICTpaTUBHI 3MiHU. BuyyYeHHs BUPOGHMYOT
OinbHWLUI (BKOYaoumn ginbHULi ana A®l, npomikHoro
NpoAyKTY abo roToBOro NiKapcbKoro 3acoby, AiNbHULL
AN NpoBeeHHs NakyBaHHS, BUPOOHUKA,
BiANOBIAA/ILHOIO 3a BMMNYCK Cepiii, MiCLie NpOBEAEHHS
KOHTPO/H0 cepil) abo nocTayanbHyKa BUXigHOTo
MaTepiany, peareHTy abo fOMOMDKHOI PEHOBUHM (SKLLO
3a3HayeHo y A0CbE) - BUyYEHHS AiNbHULI YKpaiHa,
65080, Ofecbka 06:., M. Ofeca, /liocTaopdcbka
fopora, 6ya. 86, ae 34ilicHOETbCS 36epiraHHs ToTOBOI
NpoAyKLii Ta BUNYCK cepii, a TakoX BUTyYEHHS
IOPUANYHOI agpecy BUpobHUKa
196., HYPO®DEH® Kancynm m'ski no 400 PekkiTT Benuka BiANOBIAA/IbHWI 32 Benuka BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 6e3 UA/14179/01/01
EKCNPEC mr, no 10 kancyn y BeHkizep BputaHis nakyBaHHs Ta BUNyck cepii: | BpuTaHis/ TUMy - NOAAHHA HOBOrO cepTudikaTa BiANOBIAHOCTI peyenma
DOPTE 6nictepi, no 1 Xenckep PekkiTT BeHkizep Xenckep HigepnaH €sponelicbkiin hapmakonei Ne R1-CEP 2000-087-Rev
6nicTepy B KapTOHHIi IHTepHeLHN IHTepHewwHn NimiTea, an 02 gna pjroyoi pevosuHm Ibuprofen Big HoBoro
Kopoo6Li Nimiten Benuka BpuTaHis; BMPOGHMKA JOAATKOBO [0 3aTBEPMAKEHOr0 BUPOOHUKA
BiAnoBiganbHUIi 3a AdI
BMPO6HMLTBO in bulk:
MateoH Codpmxenc B.B.,
Higepnanan
197.| O3YPAEKC® iMnnaHTart gns AnnepraH IpnaHgjs AnnepraH Ipnangis BHECEHHS 3MiH 40 peecTpaLiiHux maTepiasis: 3MiHu |1 3a UA/12292/01/01
iHTpaBiTpeasIbHOro PapmacbHoTiK dPapmacbioTikans IpnaHgis TUNY - 3MiHW [0 IHCTPYKUIT 415 MegnyHoro peyenmom
BBeAEHHS, 700 MKr, No an3 lpnaHgis 3acToCyBaHHSA A0 po3ainis "Cnocib 3acTocyBaHHA Ta
1 annikatopy, Wwo fo3n", "Mo6iuHi peakuji”. BBeAeHHS 3MiH NPOTArom 6-Tu
MICTUTb iMMaHTaT, MiCALiB Micns 3aTBEPIKEHHS
pa3oMm 3 nakeToMm-
noraivHa4yem Bosoru, y
naker i3 gponbru; no 1
nakerty i3 dosnbru B
KapTOHHI KopoobLli
198. ONTAP® 3 MI' Tabnetku no 3 mr, no MeHapiHi Tokcembyp BMPOGHMLTBO "in bulk": ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepiasiB: TeXHIYHA 3a UA/6108/01/03
30 TabneTtok y IHTepHeLLoHa r YCB Nimiteq, IHgjs; nomuska y Cneuudpikauii MKA y Bumorax fo tecty peyenmom
6nictepi; no 1 abo no n BMPO6HMUTBO "in bulk", MaeHTudmkaums rmmmenuprga
2 bnictepu B OnepeiLoHc KiHLleBEe nakyBaHHS1, BUMYCK
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
KapTOHHIA KOpoo6Li TNMokcembypr cepiii: A. MeHapiHi
MaHydakTypiHr JloricTikc
eHg Cepsicec C.p.J1.,
ITanis; kKOHTpoNb cepii: A.
MeHapiHi MaHyaKTypiHr
NoricTikc eHg, Cepsicec
C.p.J1., Itanis
199., OMHITPOMN® PO34UH ONs1 iH'EKL, 5 CaHpo3 'moX ABCTpis BMpPO6HUUTBO in bulk, ABCTpIs BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |1 3a UA/12754/01/01
mr/1,5 mano 1,5 mny nakyBaHHs: CaHgo3 MmoX - TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
KapTpumxi; no 1, 5 abo BN Wadptenay, ABCTpis; 3acTOCyBaHHS A0 po3ainy "B3aemogis 3 iHwWyumMm
10 kapTpuaxiB y BiANOBIAA/IbLHMIA 3a BUMYCK nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMoSiid",
KapTOHHI KOpOOL cepii: CaHgo3 'v6X - BN "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
KyHanb, ABCTpIst aosun’”
200., OMHITPON® po3uunH ans iH'ekuii 10 | CaHgos M'meX ABCTpis BMpPO6HUUTBO in bulk, ABCTpis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |l 3a UA/12754/01/02
mr/1,5mnno 1,5 mny nakyBaHHs: CaHgo3 MM6X - TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
KapTpumxi; no 1, 5 abo BN WadpteHay, ABCTpis; 3acTocyBaHHA [0 po3ainy "B3aemogis 3 iHWuMu
10 kapTpuaxis y BiAANOBiAAIbHMI 3a BUMYCK nikapcbkMM 3acobamu Ta iHLWi BUAW B3aeMoSiid",
KapTOHHI KOpOOL cepii: CaHgo3 'v6X - BN "Oco6nmBoCTi 3acTocyBaHHA", "Cnocib 3acTocyBaHHA Ta
KyHanb, ABCTpist aosun’”
201, OPTO®EH- TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapuCcTBO 3 06GMEXEHOID YKpaiHa BHECEHHS 3MiH [0 pEECTpaLiiiHUX MaTepiasiB: TeEXHIYHA 3a UA/7252/01/01
340POB'A 060/10HKOH, 06MeXeHOo BiAgNOBiga/IbHICTIO noMusIKa B iHCTPYKUIT 4151 MEAMYHOIO 3aCTOCYBaHHS peyenmom
KMLLKOBOPO34MHHI, N0 BiANOBiAa/bHI "papmMaueBTNYHa nikapcbkoro 3acoby y p. "/likapcbka dhopma”
25 mr no 30 Tabnetok CTIO KoMnaHis "3go0pos'a”
y 6nicTepi; no 1 "®hapmaueBTu
6nicTepy B kopobuj 3 YHa KOMMaHisi
KapToHy; no 10 "3p0pos'a”
TabneTtok y 6nicrepi;
no 3 6nictepu B
KOpo6Li 3 KApTOHY
202, OPTO®EH- TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii BUPO6GHMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHuX MmaTepiasliB: TEXHIYHA 3a UA/7252/01/02
3400POB'A 060/10HKOH, 06MeEXeHOo KOHTPO/b AKOCTi, BUMYCK NOMU/IKa B IHCTPYKUIT ANS MEAWYHOIO 3aCTOCYBaHHS peyenmom
DOPTE KMLLKOBOPO3UMHHI, N0 BiANOBIA&/bHI cepii: ToBapucTso 3 nikapcbkoro 3acoby y p. "/likapcbka dopma”
50 mr no 10 TabneTtok CTIO 06MeXeHoI0
y 6nicTepi; no 1 abo "®hapmaueBTu BiAgNoBigaIbHICTIO
no 3 6nictepu B YHa KOMMaHis "®apmaueBTMyHa
KapTOHHIA KOpoo6Li "3nopos'a” KommMaHisa "3gopos's",
YkpaiHa; BCi cTagji
BMPOGHULITBA, KOHTPO/Ib
AKOCTi: TOBapnCTBO 3
06MeXeHot
BiANOBIAA/TbHICTIO
"®APMEKC IrPy1",
YKpaiHa
203.| OCTEOIeEHOH TabneTkn, BKpUTI Mep dabp ®paHuisa Mep ®abp MegnkameHT PpaHuin BHECEHHS 3MiH 10 peecTpavjiiiHux maTepianis: 3miHu |l 3a UA/2977/01/01
NNiBKOBOIO MegankameHT MpogakwH TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta peyenmom

060/10HKO10, M0 10
TabneTtok y énicrepi;
no 4 6nictepu B
KapTOHHI ynakoBLi

thapmakoHarnsgy. 3MiHU y KOPOTKill XxapakTepucTuLi
NiKapCbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLi

AN MeAUYHOro 3acTOCYBaHHS y 3B’A3KY i3 HOBUMM
[aHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHAMUW faHUMK Ta
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

JaHnuMu 3 dhapmakoHarnifgy - 3MiHu BHECEHO A0
IHCTPYKLT ANA MeAUYHOro 3acTOCyBaHHA NikapCbKoro
3acoby A0 po3ainis "Moka3aHHA" (YTOYHEHHS
iHchopmawii), "MpoTrnokasaHHs", "B3aemogist 3 iHLWMMK
nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco611BOCTI 3acTocyBaHHSA", "3acTocyBaHHs y nepios
BariTHoCTi abo rogyBaHHs rpyaat”, "Cnocid
3acTocyBaHHA Ta gosun”, "Oitn" (3aTBepaxeHo: OcKinbku
[0CBif, 3aCTOCYBaHHA OCEIH-TiApOoKCManaTuToBoil
CrMOMyKn OiTAM 06MeXeHnli, pekoMeHaauii Wwoao o3 Ta
CXEM JliKkyBaHHS fiTei e He po3po6eHi;
3anponoHoBaHo: OCTEOreHOH NpuU3HaYatoTb AiTAM
cTapLue 6 pokiB. B 3anexHocTi Big, Biky Ta noTpebi y
KasibLito, flikap npu3Hayae A060BY 03y 1-2 Tabnetku),
"MepeposysaHHsa", "Mo6iyHI peakuii”. BBefeHHS 3MiH
npoTsarom 3 MicsLiB Nic/s 3aTBepAKEHHs

204.

ODPTOJIK

Kpansi o4Hi no 5 mn
abono 10 mny
nnacTKoBOMy
donakoHi-KpanenbHUL;
no 1 dnakoHy-
KpanesnbHuui y
KapTOHHIM nayi

CEHTICC
®APMA TMBT.
nTg.

IHais

CEHTICC ®APMA MBT.
N7,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO CMCTeEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BigMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BiANoBigaNbHOI 3a
3fiicHeHHs hapmakoHarnfay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu BignosiganbHOT 3a hapmakoHarnag;
MponoHoBaHa pepakuis: JokTop LpikaHT Fayp / Dr.
Shrikant Gaur. 3miHa KOHTakTHOT 0cO61 BiANOBIAa1bHOT
3a (hapmakoHarnag;
lMponoHoBaHa pepakuisi: TodaH Irop AHaToniioBuy.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/bHOI 3a thapmakoHarnifg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu, BignoBigabHOI 3a
hapmakoHarnsg. 3miHa micus 34iiCHEHHsI OCHOBHOT
LisinbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-
chaiina

6e3
peyenma

UA/5782/01/01

205.

MAKNITAKCEN
AMAKCA

KOHLeHTpaT ans
pO3unHy ANs iHQysil,
6 mr/mn no 5 mn, 16,7
M1 a6o 50 mny
dnakoHi; no 1
h/1aKoHY B KapTOHHii
Kopo6bLi

Amakca
®apma 1T/,

Benvka
BputaHis

KOHTPO/Ib Ta BUMYCK cepii:
AkBiga Nm6X, HimeuunHa;

BMPOGHULTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHsA: CamsHr
Biothapmac’ioTikens

KopnopeiiwH, Pecny6nika

Kopes; Bpo6HMLTBO in

bulk, nepBvHHEe NakyBaHHS:

HimeuunH
al
Pecny6nik
a Kopes

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro
3acTocyBaHHSA y po3ginu: "MpoTunokasaHHaA",
"B3aemopis 3 iHLIMMKU NiKapCbkrMK 3acob6amm Ta iHLi
BMAW B3aemogiin", "OcobnmsocTi
3acTocyBaHHA"(Migpo34in "3acTtocyBaHHsA y nepios
BariTHOCTI abo rogyBaHHs rpyaat™), "MobivHi peakwyii”
3rigHO 3 4aHMMK WoA0 6e3neKn 4ityoi pevyoBrHN

3a
peyenmom

UA/15145/01/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

OHkoTek ®apma
MpopaykuioH Mv6X,
HimeuumnHa; BTOPUHHE
nakysaHHs: Komcpacc
'M6X, HimeuuunHa,;
BTOPUHHE NaKyBaHHS:
BeHyc ®apma 'm6X,
HimeuunHa

206.

NAKNITAKCEN-
DAPMEKC

KOHLeHTpaT ans
pO34uHy ANs iHQy3il,
6 mr/mn no 5 mn (30
mr), 16,7 mn (100 wmr),
35 mn (210 wmr), 41,7
M (250 mr), 43,4 mn
(260 wmr) abo 50 mn
(300 mr) y donakoHi; no
1 chnakoHy y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLji y nayui 3
KapTOHY

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC IrPyn"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu |
TUMy - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbkWii 3acib.
CurcTeMa KoHTellHep/3aKynoproBasibHUiA 3aci6. 3miHa
PO3Mipy ynakoBKv roTOBOrO JlikapCbKOro 3acoby
(BMlyYEHHS yNnakoBKM NEBHOTO PO3MIpY) - BUyHYEHHS
ynakoBok J13 Maknitakcen-dapmekc (no 30 KOHTYPHUX
YapyHKOBUX YNakoBOK y KapTOHHI kopobui Ta no 30
h/1aKoHIB y KapTOHHIli kOpobLi 3 meperopogkamu)

3a
peuyerimom

UA/13787/01/01

207.

MAHTEHON

masb, 50 mr/r, no 30 r
y Ty6i; no 1 1y6i B
KapTOHHI ynakoBL,i

“Xemochapm”

AL

Pecny6nika
Cepbis

BMPOGHWK rOTOBOIO
nikapcbkoro 3acooy,
nepBUHHE, BTOPUHHE
nakyBaHHs1, KOHTPO/1b

cepii: "Xemodpapm" Afl,
Bpuau, Biaain BMpo6Huya
ninbHuus LWabau,

Pecny6nika Cepbis;

BMPOGHWK, BiANOBIAAIbHUIA
3a BMNYCK cepil:

«Xemodthapm» All,

Pecny6nika Cepbis

Pecny6nik
a Cepbis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHW y NPoOLLeCi BUPOGHMLTBA rOTOBOrO
NikapCbKoro 3acoby, BK/IHOHaOUM NPOMIKHUIA NPOAYKT,
LL|0 3aCTOCOBYETLCSA MPU BYUPOGHULTBI FOTOBOTO
NiKapcbKoro 3acoby - He3HauHi 3MiHM Y NpoLieci
BMPOBHMLITBA /liKapCbKoro 3acoby, a came 3MiHa
Temneparypu NpoTaroMm goasn roMoreHisadii; 3miHm |
TUMY - BBEAEHHS TEPMiHY NPUAATHOCTI NiKapCbKoro
3aco0y Micns NepLuoro po3kpuTTA. 3anponoHosaHo: P.
«YMOBW 36epiraHHsA»: 36epirati npu Temneparypi He
BuLLe 25° C y HeOCTYNMHOMY ANS AiTei micu.
Micnsa nepLioro po3kpuTTS Nikapcbkuii 3acib 36epiratn'y
3aKpuTIil Ty6i Npy TemnepaTtypi He BuLe 25° C Ta
BMKOpUCTATV NpoTArom 3 micsiuis. BBeAeHHsA 3MiH
NMPOTArom 6-Tu MicALiB Nicna 3aTBepAKEHHSA

6e3
peyenma

UA/7848/01/01

208.

NMANABEPVH

PO3UMH ANA iH'EKLN,
20 mr/mnno 2 mn B
amnyni; no 10 amnyn y
nauvj 3 KapToHy 3
neperopogkamu; no 2
M1 B amnyni; no 100
amnyn y kopobui 3
KapToHy 3
neperopogkamu; no 2
M B amnysi; no 5
amnyn y 6nictepi; no 2
6nicTepn y naydi 3

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MpuBaTHe aKuioHepHe
TOBapuUCTBO "J1eKXiM-
Xapkis"

YkpaiHa

BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu |
TUNy - 3MiHa y MeTofax BUNpobyBaHHS roToBOro
nikapcbkoro 3acoby (iHLi 3MiHM y MeToAax
BMNpobyBaHb (BKOYaoUM 3aMiHy abo JOMNOBHEHHS));
3MiHK | TUNY - 3MiHa y NapameTpax crneungikauiii Ta/abo
[OMyCTUMMX MeX, BU3HAYEHUX Y creundikaLiax Ha Adl,
ab0 BUXigHWIA/NPOMIDXHWI NpoAyKT/peareHT, LWo
BUKOPWCTOBYIOTbCSA Y NpoLeci BUpobHuuTea Ad|
(3BYXXEHHA [OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikaLii); cynyTHA 3MiHa: 3MiHa y meTofax
BMNPo6yBaHHs APl abo BUXigHOro
Marepiany/npomixXHOro NpoAyKTy/peareHTy, Lo

3a
peyenmom

UA/13332/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
KapToHy BUKOPVCTOBYETLCA Y NpoLeci BupobHuytea AdI
(He3HauHi 3MiHK y 3aTBEpPKEHUX MeTofax
BMNpo6yBaHHSA)
209., MEPEKNC po3uunH ans TOB YkpaiHa MprBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 6e3 UA/6318/01/01
BO/AHIO 3 % 30BHiLLIHBLOIO "YKpaiHCbka TOBapucTBO "Bionik" TUny - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. peuenma
3actocyBaHHs 3 % no hapmavueBTny Cuctema KOHTelHep/3aKkynopoBasibHWiA 3aci6. 3MiHa
50 Mn y dpniakoHax, no Ha KomnaHis" PO3Mipy YNakoBKu roTOBOro MikapcbKoro 3acoby (3MiHa
100 mn y 6aHKax Macwu/o6'eMy BMICTy KOHTeliHepa 6araTto/1030B0ro
nosimMmepHnx abo NiKapcbKoro 3acoby Ans HenapeHTepasibHOro
chnakoHax 3acTocyBaHHA (260 04HOL030BOr0, YaCTKOBOrO
nonimMmepHux, no 200 BVKOPUCTaHHS)) - BBEEHHA [10AATKOBOI YNakoBKU Mo
My dhnakoHax 200 mn y chnakoHax nonimepHux (PBM-200), 6e3 3miHK
noniMepHMX NepBUHHOTO MakKyBas/IbHOrO Matepiasny nakoHy,
(3aKynoptoBasibHWiA 3aci6 (KpULLKK) 3aMLumnBest 6e3
3MiH), 3 BifNOBIAHUMY 3MiHAMM A0 pP. «YNakoBKa»
210. NIPALEETAM- TabneTku, BKpUTI MpAT YkpaiHa MpAT "®apmaveBTuyHa YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/3225/01/01
OAPHMLUA 060/10HKO0, M0 200 Mr | “"dapmaneBTn hipma "OapHuus" TUNYy - 3MiHW Nepiogy NOBTOPHMX BUNPOGyBaHb AdI, peyenmom
no 10 TabneTok y YyHa dhipma 3aMponoHOBaHO: TEPMiH NEPEKOHTPOIO: 5 pokiB; 3MiHK |
KOHTYPHIli YapyHKOBIi "AapHnus” TUNy - BUNyYeHHs 3i cneyudikauii A®| nokasHuka
ynakoBLi; no 6 AHOMasIbHa TOKCUYHICTb; CYNyTHS 3MiHa: 3MiHa Y
KOHTYPHUX YapyHKOBUX mMeTogax BunpobysaHHs APl abo ByXigHOro
ynakoBkax y navui mMaTepiany/npomiKHOro nNpoayKTy/peareHTy, Lo
BUKOPUCTOBYETLCS Y npoLeci BUpo6HuLTBa A®I (iHLWi
3MiHM B MeTofax BUNPOGyBaHHSA (BKIOHAKUN 3aMiHy
ab0 [ONOBHEHHS) 415 peareHTy, L0 He CPUYKHAE
iCTOTHOro BN/AMBY Ha siKicTb A®I); 3MiHM | TUNY - 3MiHK Y
napameTpax cneuudikadii, metogax BunpobysaHHs Ad|
T. MiKpOGIONOTiYHA YMCTOTA, Y 3B A3KY 3 NPUBEAEHHAM Y
BiANOBIAHICTb A0 BUMOT ADY; cynyTHA 3MiHa: 3MiHa Y
mMeTogax BunpobysaHHs APl abo BUXigHOro
mMaTepiany/npomiKHOro nNpoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTa AdI
(He3HauHi 3MiHWN Y 3aTBEpPAKEHNX MeToAax
BUMNPOOYBaHHS)
211.| NIPALEETAM- Tabnetku no 400 wmr; MpAT YkpaiHa MpAT "®apmareBTnyHa YkpaiHa BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | 3a UA/3225/01/02
AAPHULUA no 10 TabneTtok y "®bapmaueBTn ipma "JapHuus” TVNy - BWIYYEeHHS 3 cneyudikauii Ta meTogis peyenmom
KOHTYPHili YapyHKOBIi yHa hipma BMNpobyBaHb A®| nokasHmka AHOMasIbHa TOKCUYHICTb;
ynakosLi; no 3 "AapHnus” CynyTHsl 3MiHa: 3MiHa y MeTogax BunpobysaHHa AP|

KOHTYPHIi YapyHKOBI
YyNakoBKM y naul

ab0 BUXigHOro martepiasy/npoMiHOro
NPoAyKTy/peareHTy, LU0 BUKOPUCTOBYETLCS Y NPOLLEC
BMPO6HULTBA ADI (iHLWI 3MiHK B MeToAax BUNPOOYyBaHHSA
(BK/THOYAOYM 3aMiHy ab0 [ONOBHEHHS) AJ/18 peareHTy,
LLIO He CNPUYMHSE ICTOTHOrO BNAMBY Ha AKiCTb A®I);
3MiHM | Tuny - 3MiHa y MeTtoax BunpobysaHHsA AdI T.
CynyTHi AOMILLKM, 3a/IULLKOBA KiNIbKICTb OpraHivyHmnx
PO34YMHHWKIB, KiNbKiCHWI BMICT - YTOYHEHHS Ta
peakuiiiHi npaBkun y BifNOBIgHICTL A0 BUMOr AdY;
3MiHM | TUNY - 3MiHM Nepiogy NOBTOPHMX BUNPOGYBaHb,
3anNpoNOHOBAHO: TEPMiH NepeKOHTPOI: 5 pokiB
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
212 NIPNAOKCUHY PO3YUH ANS iH'EKLN, ToBapucTBo 3 YkpaiHa ToBapMCTBO 3 0OMEXEHO YkpaiHa BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu | 3a UA/8736/01/01
rigpoxnoprPup, - 50 mr/mn, no 1 mn B 06MeXeHOo BiAgNoBigaIbHICTIO TUMY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y peyenmom
340POB'A amnyni; no 10 amnyny | BiAgnoBigasibHi "®GapmMaLeBTNYHa BifNOBIAHICTL A0 MOHOrpadii 4PY abo Esponeiicbkol
KapTOHHI Kopo6uji 3 CTIO KomnaHis "3gopos'a” thapmakonei, abo iHLWOi HauioHa/IbHOI dhapmakonei
neperopogkamu; no 1 "®hapmaueBTu nepxasu €C - 3MiHM y cneyudikauii Ha APl
M B amnysi; no 5 YHa KOMNaHis MipnAoKCHHY rigpoxnopug, a came BUyHEHO NOKa3HUK
amnyn y 6nictepi; no 2 "3nopos'a” AKOCTI “Badkki MmeTann”, y 3B'A3Ky 3 NpyBEAEHHAM [0
6nicTepn B KApTOHHIA BMMOT MOHorpadii fitoyoro BugaHHs EP; 3miHu | Tuny -
Kopobui; no 1 mn B 3MiHK y cneyudpikauii Ta MeTogax BXigHOro KOHTPO/I0
amnyrni; no 10 amnyn y SIKOCTi AOMOMDKHOT peyoBMH Boga ans iH'ekuiii “in bulk”
6nictepi; no 1 3a nokasHMKoM «MBUY», «bakTepiasibHi eHO0TOKCUHM»
6nicTepy B KAPTOHHIiA Ta BWITYYEHO MOKa3HUK «BaxkKi MeTasin», y 3B'A3Ky 3
Kopoo6Li npuBeAeHHSM Y BiANOBIAHO A0 BUMOT [il04Oro BUAAHHS
[OdY; cynyTHA 3MiHa: 3MiHa y MeToAax BUNpobyBaHHS
[OMNOMDKHOT peYOBUHY (HE3HAYHI 3MiHU Y 3aTBEPLKEHNX
MeToAax BUNpo6yBaHb); 3MiHM | TUMY - 3MiHa
napamMeTpiB cneyudikauin Ta/abo [onycTMMUX Mex
rOTOBOrO /1iKapCbKOro 3acoby (iHLUi 3MiHW) - 3MiHW Y
cneumdikauii Ta MeToAax KOHTPOSIO SIKOCTi FOTOBOroO
nNikapcbKoro 3acoby: - 3a NoKa3HMKOM «CynpoBifHi
OOMILLKV» - METOAMKY BM3HaYeHHs TLUX 3amiHeHo
BEPX, - 3a noka3Hukom «lgeHTudikayis. MipngokcnHy
rigpoxnopua» 3amiHa MeToauky Bu3HadeHHs TLUX Ha
BEPX, y 3B'a3ky 3i 3miHamu y po3gini «CynpoBifHi
[LOMILLKM»; CYNyTHS 3MiHa: 3MiHa y MeToAax
BMNPOGYBaHHSA roOTOBOrO iKapCbKoro 3acoby (iHLUi 3MiHK
y MeTogax BunpobyBaHb (BK/IOYaouM 3amiHy abo
[OMOBHEHHS))
213.| NPAMINEKC Tabnetku no 0,25 wr, TOB "dapma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/13248/01/01
no 10 TabneTok y Crapt” TMny - nogaHHA oHosneHoro CEP ana Adl peyenmom
6nictepi; no 3 Mpaminekcony gurigpoxnopugy MoHorigpaty Ne R1-
6nicTepun y KapTOHHiIl CEP 2011-127-Rev 02 Big 3aTBEpAXEHOr0 BUPOBGHNKA
nauui
214, NPAMINEKC Tabnetkn no 1,0 mr, mo | TOB "®apma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/13248/01/02
10 Tabnetok y Crapt" TMNYy - NnogaHHs oHosneHoro CEP ansa A®l peyenmom
6nictepi; no 3 Mpaminekcony gurigpoxnopugy MoHorigpaty Ne R1-
6nictepun y nauui 3 CEP 2011-127-Rev 02 Big 3aTBEpPAXEHOr0 BUPOOHUKA
KapToHy
215, NPEAHITON Kpem, 0,25 % no 10, [Lepmachapm HimeuyunHa | mibe M'M6X ApuHainmiTtensb | HimeuyunH BHECEHHS 3MiH 40 peecTpaLiiHnx MmaTepiasiiB: TEXHIYHA 3a UA/10283/03/01
a6o 30r,a6050ry Al a nomusKa y MeTofiax KOHTPO/IK SIKOCTI, siki Bynn peyenmom
Ty6i; no 1 Ty6i B JonyLLeHi Npu nepepeecTpaLii ikapcbkoro 3acoby npu
KapTOHHIN navuj nepeHeceHHi iHhopMmaLii 3 MaTepianis peecTpauiiHoro
pocke (po3gin 3.2.P.5.1): kpuTepii NPUAHATHOCTI y
cneumaikaLii Ha TepMiH NPMAATHOCTI 3@ NOKa3HUKOM
«KinbKicHe BM3Ha4YeHHs1 6EH3NI0BOrO CNMPTY»
NMOMUW/IKOBO ByNW 3a3HaueHi KpuTepii NPUIAHATHOCTI ANs
cneumdikaLii Ha BUNyck
216, NPO3EPVH PO34YUH ANS iH'EKLN, ToBapucTBo 3 YkpaiHa KOHTPO/Ib SKOCTI, BUMYCK YkpaiHa BHECEHHS 3MiH IO peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/6253/01/01
0,5 mr/mn; no 1 mn B 06MEXEHOK cepii: ToBapuCTBO 3 TMNy - 3MiHa NapameTpiB cneumdikauiii Ta/abo peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
amnyrni, no 10 amnyny | BignoBigasbHi 0bMexeHot [OMYCTUMMX MEX A/151 AOMOMDKHOT PEYOBUHW; CYMyTHS
naJui 3 KapoHy; no 1 cTHo BiAgNoBigaIbHICTIO 3MiHa: 3MiHa y MeToAax BUNpobyBaHHA [ONOMIKHOT
M B amnysni, no 10 "LocnifHnii "[locnifHnii 3aBog, PEeYOBUHMN (HE3HAYHI 3MIHW Y 3aTBEPAKEHNX MeTofax
amnyn y 6nictepi, no 1 3aB0[, "r'HUC", YkpaiHa; BCi BMNpo6yBaHb); 3MiHU | TUMY - 3MiHa NapameTpiB
6nictepy B nayui 3 "rHUAC" cTagii BUpobHMUTBA, cneumdikauin Ta/abo [oNycTUMKX MEX rOTOBOrO
KapToHy KOHTPO/b SKOCTI, BUMYCK nNikapcbKoro 3acoby; CynyTHA 3MiHa: 3MiHa y MeTogax
cepii: ToBapucTso 3 BMNPOBYBaHHSA rOTOBOrO /iKApPCbKOro 3acoby
06MeXeHoI0 (oHOBNEHHA NpoLiedypy BUNPobyBaHHA Ans
BiANOBIAA/TbHICTIO npuBeLEHHS Y BIANOBIAHICTb 3i 3MIHEHOIO 3arasibHO
"®apmaveBTuyHa ctarTeto JPY abo €sponeiicbkoi hapmakoner); 3MiHu |
KoMnaHis "3gopos'a”, TUMY - BUYYEHHS NoKasHuKa «MikpobionoriyHa
YkpaiHa ynucToTa» 3 cneundikadii BXiAHOr0 KOHTPOSIKO NEPBUHHOT
YMaKoBKM (amMnynu CKAsHI); 3MiHW | TUny - 3MiHK,
NnoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y BiANOBIAHICTD
[0 MoHorpadii dY abo €Bponeiicbkoi dhapmakoner,
abo iHWoi HauioHanbHOI hapmMakonei gepxasu €C
(3miHa y cneuudikauisix, nos'sa3aHa 3i 3miHamu B JPY,
abo €ponelicbkiin hapmakonei, abo iHLii
HaujioHanbHili hapmakonei gepxasu €C); cynyTHsS
3MiHa: 3MiHa y MeToAax BUNpobyBaHHA [ONOMIKHOT
PEeYOBUHMN (HE3HAYHI 3MIHW Y 3aTBEPAKEHNX MeTofax
BMNPO6YBaHb)
217. NPONKOTEKC PO34UH A5 iH ek, IBCA IHcTuTyT | LUBeliyapis IBCA IHCTUTYT BioXimik Lseiiuapi BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu 11 3a UA/14719/01/01
25 mr/mnnolmny Bioximik C.A. C.A. a MRy - 3MiHK 3 AKOCTI. FOTOBWIA Nlikapcbkuii 3aci6. Onuc | peyernmom
dhnakoHi; no 7 (Bunyck cepii; Ta cknag,. 3miHa y cknagi (4oMoMiKHUX peyoBUHaX)
(h/1aKOHIB B KApPTOHHIlA BMPOBHULTBO rOTOBOrO roTOBOrO NikapCcbKoro 3acoby (iHLWi AONOMiKHI
Kopobui nikapcbkoro 3acoby, peYoBUHM) - AKICHI ab0 KiNIbKICHI 3MiHM LLOA0 OAHIET a60
nepBUHHE Ta BTOPUHHE [AeKiNbKOX AOMOMDKHUX PEYOBUH, SKi MOXYTb 3HA4YHO
nakyBaHHs) BM/IMHYTU Ha 6e3neky, SKiCTb ab60 e(PeKTUBHICTb
rOTOBOTO JIiKAPCbKOro 3acoby - 3MiHW y CK1agi roTOBOro
NiKapCbKoro 3acoby - BBeAieHHs1 Haf/INLLKY AOMNOMDKHOT
peyosuHn HPBCD ans oTpyMaHHA MOJIAPHOro
CniBBIAHOLLEHHS rigpokcunponinbeTaaekc/nporecTepoH
2.2 3amicTb 2.0, Wo 3abe3neyye OTPMMaHHS PO3YMHY
6e3 yTBOpPEeHHS ocafy; 3MiHW BHECEHI B iHCTPYKLitO ANns
MeAMYHOro 3acTocyBaHHA y p. "Ckniag" (gitouyi
PeYOoBUHM), K HAC/IAOK — BiAMOBIAHI 3MiHW Y TeKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby (BBegeHHs
3MiH NPOTArom 6-TW MiCcALiB NiCNs 3aTBEPAKEHHS)
218. NPOMNEC® PO34uH A8 iH'EKLA No TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux maTepiasis: 3MiHu |1 3a UA/3647/01/01
2 mn B amnynax Ne 10 TUMy - BUNYYEHHN 3i cneyudikallii roToBoro fikapcbkoro | peyernmom

3acoby nokasHMKa SKOCTi «AHOMasIbHa TOKCUYHICTb;

3MiHM | TUNy - 3MiHa NapameTpiB cneyudikauiin Ta/abo
[0MyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby; CynyTHS

3MiHa: 3MiHa y meTogax BUNpo6yBaHHS roTOBOro
nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEepPAKEHNX
MeTofax BUNpo6yBaHHS); 3MiHu I Tuny - 3MiHa
napameTpiB cneyndikauii Ta/abo AoNyCTUMUX MEX

rOTOBOrO NKapPCbKOro 3acoby (3MiHa 3HaXoAUTLCS N03a
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
3aTBEPKEHUMM JONYCTUMUMU MeXxamu cneuudikauii);
3MiHK | TUNY - 3aMiHa nokasHuka «lliporeHn» Ha
nokasHuk «bakTepiasibHi eHAOTOKCUHUY» cneumdikauii
rOTOBOrO JlikapCcbkoro 3acoby; 3miHu | Tuny - 3MiHa ymoB
36epiraHHa roToBOro JlikapcbKoro 3acoby; 3miHu | Tuny -
3MiHM Woao 6e3nekun/ehekTnBHOCTI Ta
hapmakoHarnsagy — po3gin «lpadiyHe odopmieHHs
YMakoBKM» 3aMiHEHO PO3Ai/1IoM «MapKyBaHHs»
219.| NPOCMAH® PO34nH opasibHUiA, 35 EHrensrapg HimeuunHa EHrensrapg, HimeuunH BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 6es UA/0672/03/01
PO34MH BIj, Mr/5 mano 5 mn ApuHaiimitTen ApuHaiimittens Nv6X & a MRy - 3MiHW B npoueci BupobHuutea A®I - 3miHa B peyenma
KALUTHO PO34MHY OpasibHOro y b 'M6X & Ko. Ko. KI npoLeci BUPOGHULITBA CYXOro eKCTPakTy JIMCTA NaoLla,
CTuKy; no 21 a6o 30 K y 3B'A3Ky 3 ONTMMI3aLi€d TEXHOOMYHOTO Npouecy
CTUKIB Y KApTOHHIlA CKOPWUroBaHO HEKPUTUYHI TEXHIYHI MOKA3HMKM npouecy
KopoobLi CYLLIHHSI EKCTPAKTY, OCHOBHWIA NPOLLEC EKCTPaKLiil
3aUIMLIAETLCA HE3MIHHUM; 3MiHM | TUMY - 3MiHa Y
mMeTogax BunpobysBaHHs Ad| abo BrXigHOro
MaTepiany/npomMiKHOro nNpoayKTy/peareHTy, Lo
BVIKOPVCTOBYETbLCS Y NPOLEeCi BUPO6HMLTBA AD| -
He3HauHi 3MiHVM B METOAMLj BUNPO6YBaHHS 3a
nokasHUKoM «KinbkicHe BU3HaYEHHS» ADI cyxuii
€KCTPaKT AINCTA ML, L0 BUKOHYETLCA METOL0M
BEPX, y 3B’A3Ky 3 NpyA6aHHAM HOBOTO 061aaHaHHS.
KpuTepil NpUAHATHOCTI HEe 3MIHUANCS; 3MiHK | TUny -
3MiHa y MeTogax BunpobyBaHHSA rOTOBOrO /iKapCbKOro
3aco6y (He3HauHi 3MiHM Y 3aTBEpKEHMX MeToax
BMNPOGYBaHHs). KpuTepii NpUiAHATHOCTI He 3MiHUAMCS
220.| NPOTAPIron® NMOPOLLOK A1 PO3UNHY TOB "McTok- Ykpaina BMPOGHULITBO, NEPBUHHE Ykpaina BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | 6e3 UA/15042/01/01
0151 iHTpaHasaibHOro Mnoc" Ta BTOPVHHE NakKyBaHHS, TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenma
3acTocyBaHHA No 0,2 T, KOHTPO/b SIKOCTI, thapmakoHarnsgy (iHwi 3miHun) - BHeceHi 3miHn B
1 chnakoH 3 NOpPOLLKOM BiANOBiAa/IbHMI 3@ BUNYCK IHCTPYKLi10 418 MeQUYHOro 3acToCyBaHHS NikapCbkoro
Y KOMMJIEKTi 3 cepit: 3acoby y po3ain "Cnocib 3acTocyBaHHs Ta Ao3n"
PO34MHHMKOM MO 10 TOB "UcTok-oc”, (4ONOBHEHO ONMCaHHAM NpoLecy BBELAEHHS
M (Boda A5 iH'eKLii) Ykpaina NPUIroTOB/IEHOTO PO34MHY 3a AOMNOMOroK Ha3aslbHOro
B 0[JHOZ1030BOMY posnutoBayva); 3MiHu Il Tuny - 3MiHK 3 SKOCTi. MeaunyHi
KOHTEliHepi 3 BUPOBHMK PO3UMHHUKA: NpUCTPOI (IHLWi 3MiHK) - BBEAEHHA A0AaTKOBOI yNakoBKN
KPWLLIKOIO- BMPOGHULITBO, NEPBUHHE Yy KOMNEKTi 3 Ha3aUTbHUM PO3NutoBaYeM, KNI
KpanenbHULE y nakyBaHHS, MapKyBaHHS, BK/1aa€eTbCsA B KOPOOKY 3 KapTOHY, 6€3 3MiHW SKICHOro
KopobLi 3 KapToHy; 1 KOHTPO/b SIKOCTi: Ta KiflbKICHOro cknaay nakyBasibHOro matepiasy
h1akoH 3 MOPOLLUKOM Y TOB "lOpia-®apm", NepBUHHOT YNakoBKW Ta 3aKynopioBasibHOro 3acoby 3
KOMNMNEKTi 3 Ykpaina BiAMNOBIAHMMU 3MiHAMU Y P. «YNaKoBKa»; 3MiHW BHECEHI
PO34MHHMKOM MO 10 B pO3Zin "YnakoBka" B IHCTPYKLiO 4519 Me4UYHOro
M (Boda A5 iH'eKLii) 3aCTOCyBaHHA NMikapcbKoro 3acoby, y 3B'A3Ky 3
B 0[}HO,030BOMY BBEleHHAM [0AaTKOBOI YNakoBK/ Y KOMMNEKTI 3
KOHTelHepi 3 Hasa/IbHM PO3MusoBaYeM Ta sk Hacnifok
HasaslbHUM 3aTBEPMKEHHS TEKCTY MapKyBaHHS [0AaTKOBOI
posnunoBadYem y yNnaKkoBKm
KOpo6Li 3 KApTOHY
221.| PEBALMO TabneTkn, BKPUTI Mcpaiizep IHK. CLWA dapeBa AMOYya3 dpaHuis BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn | 3a UA/6839/01/01

NNiBKOBOK

TMNy - 3MiHa y MeToflax BUNPOGYBaHHS! TOTOBOrO

peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
060/10HKOI0, MO 20 Mr, NikapcbKoro 3acoby (BUy4eHHS MeTOAY BUMPOOYBaHHS,
no 15 TabneTtok y AKLLO BXeE 3aTBepAKeHNA aslbTepHaTUBHUIA MeTop) -
6nictepi, no 6 BWyYEHHS OCHOBHOI MeToaukn TM-1459A aHanisy
6nicTepiB y KAPTOHHIi nikapcbKoro npenapary nifg, Yyac BUMycKy 3a J0MOMOrot
KopooLi cnekTpockonii B 6/1kHil iHdbpayepBoHili obnacTi (B14-
cneKkTpocKonii) AN KiNbKICHOrO BU3HAYEHHS.
3aTBepKeHnin Ha faHunii Yac anbTepHaTUBHUIA METOoS
(BEPX), S 189.1, 6yae npu3HayeHa, ik OCHOBHa
aHaniTMYHa meToavKa. 3aTBEepAKEHHUIA Ha faHuii Yac
anbTepHaTuBHU MeTog, IY-cnekTpockonii (1 3.973) byae
npu3HaYeHnii, SK OCHOBHA aHaniTUyHa MeToamka ans
cungeHadiny. NoToyHa OCHOBHA aHaNiTUYHa MeToAMKa
BW3HAYEHHS 3a [0NOMOro0 CMEKTPOCKONIT Y 6IMKHbOMY
iHppayepsoHOoMy fiana3oHi (BIY-cnekTpockonii) | 2.055
6yfie npusHayeHa, K anbTepHaTUBHWIA METOL;
BW/TyYEHHSI OCHOBHOI MeToaukun TM-1475A aHanisy
nikapcbKoro npenapary nig Yac BAMycKy 3a A0MOMOro
BIY-cnekTpockonii 4na BU3Ha4YeHHs1 BMICTY BOAW.
3aTBepKeHnin Ha faHuii Yac anbTepHaTVBHUIA METOoS
Kapna ®iwepa (KP), W 1.51, 6yae npusHayeHui, sk
OCHOBHa aHasliTU4yHa meToanka. BBefeHHA 3MiH
npoTsArom 3-X MicsiliB nicnsa 3aTBepoKeHHs
222.| PEHHI® 3 TabneTku XyBasibHi No Baiiep LLseiiuapis Lenbdhapm Manaps PpaHuis BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3miHu | 6e3 UA/7798/01/01
MEHTO/IOBM 12 Tabnetok y KoHcbomep MYy - 3MiHa y MeTogax BUNpo6yBaHHsSi rOTOBOIO peyenma
CMAKOM 6nictepi 3 Kep Al nikapcbKoro 3acoby (He3HayHa 3MiHa Y 3aTBEpPAKEHNX
nepdpopadieto, no 1 MeToAax BUNPOGYBaHHS) - BHECEHHS peAakLiiHnX
abo no 2 6nictepu B YTOYHEHb 10 METOAUKMN «HeliTpanisytoua EMHICTb».
KapTOHHI Kopo6Lj; no AHaniTuyHa MeToAuka Ta KpuTepii NPUAHATHOCTI He
6 Tabnetok y 6nictepi, 3MiHWUuCA
no 2 abo no 4
6nicTepy B KApTOHHIA
Kopobui
223.| PUKOHPEL TabneTku, BKpUTI [-p Pegpj'c IHAjs [-p Peppaj'c Nabopatopic IHAjsa BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | 3a UA/16733/01/01
NNiBKOBOO JNabopaTopic Nta, BupobHuya ginbHuus TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKOH0, 10 50 Mmr, ntp, - thapmakoHarnagy. BeegeHHs abo 3MiHu fo
no 10 TabneTok y y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
6nictepi, no 1 a6o 3 (BBEAEHHA y3araslbHEHUX AaHUX MPO cucTemy
6nictepmn y Kopobui hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cuctemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI
0Cco6M 3asiBHMKA, BignoBigasibHOT 3a 3MiNCHEHHS!
thapmakoHarnsgy: NponoHoBaHa pegakuis — Dr. Chetan
Karoo. 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu
224, PUKOHPEL TabneTkn, BKPUTI [-p Peagi'c IHAis [-p Peaai'c Jlabopatopic IHAja BHECEHHS1 3MiH 10 peecTpauiiHux maTtepianis: 3miHu | 3a UA/16733/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
NAiBKOBOO NabopaTopic Ntp, BupobHnya ginbHuus TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta peyenmom
060/10HKot0, No 200 nrg - hapmakoHarnsgy. BeegeHHs abo 3miHu o
mr, no 10 Tabnetok y y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
6nictepi, no 1 a6o 3 (BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
6nictepun y Kopobui thapMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMIHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cuctemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
0Cco6M 3as1BHMKA, BignoBigasIbHOT 3a 34iACHEHHS
thapmakoHarnsgy: NponoHoBaHa peakuis — Dr. Chetan
Karoo. 3MiHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI 0cobu
225, PUTMOHOPM® TabneTku, BKpUTI A6GOTT HimeuunHa A66BI Joiunang MM6X i HimeuunH BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3MiHu |1 3a UA/8928/01/01
NNiBKOBOIO Nab6opaTtopi3 Ko. KI, HimeuunHa; damap | a/ ®paHuis TUNY - 3MiHW [0 IHCTPYKUIT 4151 MeANYHOro peyenmom
060/10HKOI0, N0 150 Mr 6X NioH, ®paHujsa 3acTOCyBaHHSA A0 po3ginis "OcobnmsocTi
10 TabneTtok y 3actocyBaHHsa", "lMepefo3yBaHHA".
6nictepi; no 5 BBepeHHA 3MiH NpoTAromM 6-tu mMicawiB nicns
6nicTepIB Y KAPTOHHIN 3aTBepPAKeHHA
Kopo6ui
226. PO3APT TabneTtku, BKPUTI TOB "TeBa YkpaiHa AkTasic 1T/, ManbTa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/11647/01/01
NAiBKOBOO YkpaiHa" TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
060/10HKOI0, N0 5 Mr, 3acTocyBaHHA y po3ain "B3aemogis 3 iHwumu
no 10 Tabnetok y nikapcbkrMKM 3acobamMm Ta iHLWi BUAK B3aeMogiid"
6nictepi; no 3 a6o 9 BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3 6e3nekun Aitoyol
6nicTtepiB y kopobu, peyoBuHW. BBeAEHHA 3MiH NPOTArom 3-X Micauis
nicnsa 3aTBepAKEHHs
227.| PO3APT TabneTkn, BKPUTI TOB "TeBa YKkpaina AkTaBic 1T/, ManbTa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | 3a UA/11647/01/02
NNiBKOBOO YkpaiHa" TUNY - 3MiHW [0 IHCTPYKUIT 4151 MenyYHOro peyenmom
060/10HKOI0, MO 10 wMr, 3acTocyBaHHs y po3gin "B3aemogis 3 iHwmmu
no 10 TabneTtok y nikapcbkMK 3acobamu Ta iHWi BUAY B3aemogin”
6nictepi; no 3 abo 9 BiANOBIAHO A0 OHOBEHOT iHGhopMaLii 3 6e3neku Aitoyol
6nicTepis y kopobu peyosuHV. BBeAeHHA 3MiH NpoTArom 3-x Micauis
nicns saTBepAKeHHs
228. PO3APT TabneTku, BKPUTI TOB "TeBa YkpaiHa AkTasic NT[, ManbTa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/11647/01/03
NNiBKOBOIO YkpaiHa" TUMY - 3MiHW [0 IHCTPYKLIT 418 MeANYHOro peyenmom
060/10HKOI0, MO 20 Mr, 3acTocyBaHHs y po3din "B3aemogis 3 iHwmmn
no 10 TabneTtok y nikapcbkrMKM 3acobamMu Ta iHLWi BUAn B3aeMogiid"
6nictepi; no 3 a6o 9 BiAANOBIAHO A0 OHOBMEHOI iHChopMaLii 3 6e3nekun Aitoyol
6nictepiB y kopobui peyoBuHV. BBeAEHHS 3MiH NpoTArom 3-x Micsuis
nicns 3aTBepAKeHHsA
229, PO3APT TabneTtkn, BKPUTI TOB "TeBa Ykpaina AkTasic T[], ManbTta BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 3a UA/11647/01/04
NAiBKOBOO YkpaiHa" TUMY - 3MiHW [0 IHCTPYKLIT 4719 MeAN4HOro peyenmom
060/10HKO10, 10 40 Mr, 3acTocyBaHHA y po3ain "B3aemogis 3 iHwWumu
no 10 TabneTok y nikapcbkrMm 3acobamu Ta iHWi BUAn B3aemogiii”
6nictepi; no 3 abo 9 BiANOBIAHO A0 OHOBMEHOT iHGhOpMaL,i 3 6e3nekun Aitoyol
6nicTepiB y Kopobui peyoBuHW. BBeE€HHA 3MiH NPOTArom 3-X MicsliB
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
nicns saTBepAKeHHs
230.] PO3YBACTATUH | Tabnetku, BKpUTI TeBa I13painb TeBa ®apmaueBTikan 13painb BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/14036/01/01
-TEBA NAiBKOBOO dapmaveBTika IHpacTpi3 N1a. TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
060/10HKOI, N0 5 Mr n lHgacTpi3 3acTocyBaHHs y po3giu: "MpoTunokasaHHs",
no 10 TabneTtok y nra. "B3aemopis 3 iHLIMMU NiKapCbKMK 3acob6amm Ta iHLi
6nictepi; no 3 BVAM B3aEMOIi" BiAMNOBIAHO A0 OHOBMEHOI iHchopMmaLi
6nictepmn y kopobuj 3 6e3neku gitoyoi peyoBmHY. BBegeHHSA 3MiH
npotArom 3-X MicsiliB nicnsa saTBepAXeHHsA
231.| PO3YBACTATUH | TabneTtku, BKpUTI TeBa I13painb TeBa ®apmaueBTikan 13painb BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 3a UA/14036/01/02
-TEBA NNiBKOBOKO PapmaLeBTika IHpacTpi3 fTg,. TUNY - 3MiHW [0 IHCTPYKUIT 415 MegnyHoro peyenmom
060/10HKOH0, 10 10 Mr n lHpacTpi3 3acToCyBaHHSA y po3ainu: "MpoTunokasaHHA",
no 10 TabneTok y nra. "B3aemogis 3 iHWMMK fikapCbKumy 3acobamu Ta iHLLi
6nictepi; no 3 BVAM B3aEMOI" BiAMOBIAHO A0 OHOBMEHOI iHChopMmaLi
6nictepmn y Kopobui 3 6e3neku Aitoyoi pevosuH. BBegeHHA 3MiH
npotArom 3-x MicauiB Nicns 3saTBepAKEeHHs
232 PO3YBACTATWH | Tabnetku, BKpUTI TeBa 13painb TeBa ®apmaueBTikan 13painb BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3miHu | 3a UA/14036/01/03
-TEBA NAiBKOBOIO PapmaveBTika IHpacTpis N14. TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenmom
060/10HKOH, M0 20 M N lHgacTpi3 3acTOCyBaHHSA y po3ainu: "MpoTunokasaHHsA",
no 10 TabneTok y nra. "B3aemogis 3 iHWMMWK NlikapCbKMMy 3acobamu Ta iHLLi
6nictepi; no 3 BWAW B3aeMOAiiA" BiANOBIAHO [0 OHOBMEHOI iHchopmaLi
6nicTepun y Kopobu,i 3 6e3neku AitoHoi pevoBuH. BBeAeHHSA 3MiH
npoTarom 3-x mMicAuiB Nicna 3aTBepAKeHHs
233.| PO3YBACTATUH | TabneTtku, BKpUTI TeBa 13painb Tesa ®apmaueBTikan 13painb BHECEHHSA 3MiH 10 peECTpaLiiiHx maTepianis: 3MiHu | 3a UA/14036/01/04
-TEBA NNiBKOBOIO dapmavueBTika IHpacTpi3 7. TUMY - 3MiHW [0 IHCTPYKLIT 4718 MeAN4HOro peyenmom
060/10HKO0, NO 40 Mr n lHpacTpi3 3acToCyBaHHSA y po3ginu: "MpoTunokasaHHA",
no 10 TabneTok y nra. "B3aemogis 3 iHWMMK flikapCbKumy 3acobamu Ta iHLLi
6nictepi; no 3 BVAM B3aEMOIi" BiAMNOBIAHO A0 OHOBMEHOI iHhopMmaLi
6nictepun y Kopobui 3 6e3neku Aitoyoi pevosuH. BBeAeHHA 3MiH
npotsarom 3-x MicaLUiB Nicns 3saTBepAKEeHHsA
234, PO3Y®ACT TabneTku, BKpUTI CKAH IHAjs BadHa ®apmacbioTikanc IHAjsa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/15659/01/01
NNiBKOBOIO BIOTEK NTA, nra. TUMy - 3MiHW BUNPO6YBaHb abo A0NYCTUMUX MEX, peyenmom
060/10HKOI0, N0 10 Mr BCTAHOB/IEHNX Y cneundikauisx, nig vyac BMpobHMUTBa
no 10 TabneTok y rOTOBOrO JliKapCbKOro 3acoby; CynyTHs 3MiHa: 3MiHa
6nictepi; no 3 napamMeTpiB cneumgikalin Ta/abo [onycTUMmUX Mex
6nicTepun y kapTOHHIl rOTOBOrO /1iKapCbKOro 3acoby - JONOBHEHHS
yrakoBLi BMNPOGYBaHHSA Nif Yac BUPO6HMLITBA TeCcTOM «KisbkKicHe
BU3HAYEHHS aHTMOKCMAAHTY. Bytunrigpokcutonyon" i
BWyYEHHS 3a3HaYeHoro TecTy 3i crneumdikauii roToBoro
nNikapcbKoro 3acoby 3 BiANOBIAHUM OHOB/IEHHAM
3aTBEPMKEHNX METOZAIB KOHTPOSIIO SIKOCTI NiKapCcbKoro
3acoby
235.| PO3Y®ACT TabneTku, BKpUTI CKAH IHais BadhHa PapmacbloTikasic IHais BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/15659/01/02
NNiBKOBOIO BIOTEK NTA, nra. TUMy - 3MiHW BUNPOGYBaHb abo A0NYCTUMUX MEX, peyenmom

060/10HKOI0, N0 20 Mr
no 10 TabneTok y
6nictepi; no 3
6nicTepV Y KapPTOHHIN
ynakoBLii

BCTAHOB/IEHNX Y cneuudikauisx, nig vyac BMpo6bHMUTBa
roTOBOrO /liKapCbKoro 3acoby; CynyTHsa 3MiHa: 3MiHa
napamMeTpiB cneuudikaLin Ta/abo gonycTumMmnx Mex

rOTOBOrO /1iKapCbKOro 3aco0by - AONOBHEHHS
BMNPOGYBaHHSA Nif Yac BUPOOHULITBA TeCTOM «KislbkicHe
BU3HAYEHHS aHTMOKCMAAHTY. Bytunrigpokcutonyon" i
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BW/TyYEHHS 3a3HAaYeHOro TecTy 3i crnevmdikalii roToBoro
nikapcbKoro 3aco6y 3 BiANOBIAHUM OHOB/IEHHSIM
3aTBEPKEHNX METO/iB KOHTPO/IHO SKOCTI MiKapCbKOro
3acoby

236.

CANTODANBK

TabneTku, BKPUTI
060/10HKOH,
KVLLKOBOPO34MHHI, N0
500 wr; no 10
TabneTtok y 6nicrepi;
no 5 a6o no 10
6nicTepiB y KopobL,i 3
KapTOHYy

Op. dasnbk
dapma M'm6X

HimeuunHa

BiANOBiAA/IbLHMIA 3a BUMYCK
cepiii KIHLEBOro NPoAyKTy
Ta a/lbTepHaTUBHE
BTOPWHHE NaKyBaHHS:
[p. danbk dapma Mv6X,
HimeuuunHa;
BUPOGHMKM [,030BaHOI
dopmu, NepBrHHE,
BTOPWHHE NakKyBaHHSA Ta
KOHTPO/Tb SKOCTI:
NosaH ®apma M'vbX,
HimeuuunHa;
KaraneHT HimeyunHa
LLlopHaopd M6X,
HimeuuunHa;
BMPOOHUK [030BaHOI
dhopmMK, KOHTPOSIb AKOCTI:
PoTtTengopd dapma
'M6X, HimeuunHa,;
BMPOOHUK BiANOBIAAIbHUI
3a NepBUHHEe, BTOPVHHE
nakyBaHHs Ta KOHTPO/b
AKOCTI:
PoTtTengopd Papma
'M6X, HimeuynHa

HimeuunH
a

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
MRy - 3MiHM 3 AKOCTI. [OTOBWIA Nikapcbkumii 3aci6. 3MiHN
y BUpPOGHMLTBI. 3aMiHa abo BBefEHHS A0AATKOBOI
AOiNbHULI BUPOGHMLTBA A/19 YaCTUHN ab0 BCbOro
BVMPOGHWNYOrO MPOLECY rOTOBOrO /iKapCbKoro 3acoby
(iHWWIi 3MiHW) - 3a3HAYEHHSI BUPOOHMYOI AibHNL,
PotteHzopc ®apma Mv6X, Lo po3TalloBaHa 3a
agpecoto Am dnairengan 3, 59320 EHHirepnox,
HimeuyunHa (BMpo6HWK BiANOBIAa/IbHAI 3@ MEPBUHHE,
BTOPWHHE NakKyBaHHS Ta KOHTPOJIb AKOCTI). YTOUHEHHS
hYHKLi BXE 3aTBEPAKEHNX BUPOOHNUMX AiIbHULD
PotTengopd ®apma M'mbX, HimeuunHa (BupobHuk
[,030BaHOi hopMK, KOHTPOJIb AKOCTI), JTo3aH ®apma
vm6X, HimeuunHa Ta KataneHT HimewunHa LopHaopd
vM6X, HimeyumHa (KOHTPO/Ib SKOCTI)

3a
peyenmom

UA/3745/04/02

237.

CAHOPWVH

Kpanni HasasibHi,
emMynbcis, 1 mr/mn, no
10 mn y dnakoHi; no 1
hnakoHy pasom i3
KPYILLIKOHO-
KpanenbHULE B
Kopoo6ui

"KcaHTic
Papma
NimiTen"

Kinp

Tesa Yex IHgacTpis c.p.o.

Yecbka
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cucTemy
hapMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOT 32 34iCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, K0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/TbHOI 3a
3piicHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI
ocobwu BignoBigansbHOT 3a hapmakoHarnsg;
MponoHoBaHa pegakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0co6H,
BiAgnoBigasibHOI 3a hapmakoHarnsag. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisNIbHOCTI 3 hapMakoHarnsay.
3miHa agpecu macTep-darina

6e3
peyenma

UA/2455/01/01

238,

CAHOPWH

cnpeli HazanbHUIA,

"KcaHTic

Kinp

TeBa Yex IHAACTpI3 c.p.o.

Yecbka

BHECEHHS1 3MiH 10 peecTpauiiHux maTtepianiB: 3MmiHu |

6e3

UA/2455/04/01
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

po3uuH, 1 mr/mn no 10
MY ¢priakoHi 3
MeXaHi4YHUM
posnuntoBayem; no 1
dhnakoHy pasom 3
annikatopom gns
MOPOXHWHW HOCA B
Kopoobui

Papma
NimiTen"

Pecny6nik
a

TMny - 3MiHK Woao 6e3nekn/edeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3MmiHn [0
y3arasibHeHVX fiaHnX nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
thapMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarnsay B YkpaiHi, SKLo BoHa
BiAMIHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0HYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHI MacTep-thaiina
cuctemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
ocobwu BignosiganbHOT 3a hapmakoHarnsg;
MponoHoBaHa pepfakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX [aHnX YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-chalina

peyerima

239.

CAHOPWUH

Kpanni Haza/bHi,
po3unH 0,5 mr/mn no
10 mn 'y donakoHi 3i
cKkna; no 1 conakony,
ocHaLLleHoMy
KpanesibHuLEeto Ta
KPULLIKOIO Y KapPTOHHIl
Kopoobui

"KcaHTic
dPapma
Nimiten"

Kinp

TeBa Yex IHaacTpis c.p.o.

Yecbka
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTemy
thapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0bu 3 hapMakoHarnagy 3asBHuka ans
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cmucTeMu chapmakoHarnsgy) - 3miHa ynoBHOBaXEHOT
0cobu BigNoOBIgaNLHOI 3a thapMakoHarniag;:
MponoHoBaHa pegakuis: I1BaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6!,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MmiHa agpecu macTep-doaiina

6e3
peyenma

UA/2455/02/01

240.

CAHOPWH

Kpanni HasasbHi,
po3uuvH, 1 mr/mn no 10
My doriakoHi, no 1
dhnakoHy pasom i3
KPULLIKOIO-
KpanenbHULE B
KopoobLi

"KcaHTic
Papma
Nimiteg"

Kinp

TeBa Yex IHgacTpi3 c.p.o.

Yecbka
Pecny6nik
a

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TMny - 3MiHK WoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3MmiHu [o
y3araslbHeHUx faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTEMY
chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocoou,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLo BoHa
BigMiHHa Big, yNOBHOBaXEHOI 0CO6MU, BiANOBiAaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
AaHi) Ta/abo 3MiHM Y po3MilleHHi MacTep-doaiina

6e3
peyenma

UA/2455/03/01
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Ne Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6Huk
n/n JliKapcbKo20 (nikapcbka gpopma, 3asiBHUKa
3acoby ynakoska)

Kpaina Peecmpayjitina npoyedypa Ymosu
BUPOOHUK
a

Homep
BionycKky | peecmpayitiHo2o
nocsioYeHHs

cmucTemMu chapmakoHarnagy) - 3MmiHa ynoBHOBaXEHOT
ocobu BignoBiganbHOI 3a hapMakoHarnsa:
MponoHoBaHa pegakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu macTep-daiina
241 CAHOPUH cnpeii HasaslbHUiA, "KcaHTic Kinp TeBa Yex IHAacTpi3 c.p.o. Yecbka BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/2455/04/02
po3unH 0,5 mr/mn no Papma Pecny6nik TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta peyenma
10 mn y donakoHi, no 1 Nimiten" a thapmakoHarnsgy. BeegeHHs abo 3miHv o
chnakoHy pa3om 3 y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
ansikatopom gns (BBEAEHHSA y3araslbHEHUX AaHVX NPO CMCTeMy
MOPOXHWHW HOCA B chapmakoHarnsgy, 3miHa ynoBHOBaXeHoT ocoou,
KopoobLi BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BignoBiganbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIHYauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucTemu hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
0ocobu BigNoBifasbHOI 3a thapmakoHarnsg;
MponoHoBaHa pegakuisi: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-haiina
242 CAHOPUH- Kpanni HasasbHi no 10 "KcaHTic Kinp BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHn | 6e3 UA/6611/01/01
AHANEPTIH My doniakoHi; no 1 Papmva Pecny6nik TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuyenma
(h/1aKOHY B KapTOHHii NimiTen" a thapmakoHarnagy. BeegeHHs abo 3MiHu fo
Kopoo6ui y3arasibHeHVX AaHux npo cuctemy apmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
hapmMakoHarnsgy, amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
0co6Wu BiAMNoBIgabHOI 3a hapMakoHariaa:
MponoHoBaHa pegakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0co6H,
BiAnoBigasibHOT 3a hapmakoHarnsag. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisNbHOCTI 3 hapMakoHarnsay.
3miHa agpecu macTep-darina

TeBa Yex IHgacTpi3 c.p.o. Yecbka

243.| CAHOPUH- Tabnetku wmnydi 600 "KcaHTic Kinp CaHeka ®apmacbloTikan3 CnoBaubk BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/16834/01/02
BPOHXO Mr no 6, a6o no 10, Papma AT a TMny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenma
ab6o no 20 TabneTok y Nimiteg" Pecny6nik thapmakoHarniagy. BeegeHHs abo 3MiHu o

Ty6i, no 1 Ty6i B a y3arajibHeHVX AaHuX Npo cucTemy hapmakoHarnsgy




Hassa

169

n/n

NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

KapTOHHY nauky; no 10
Tabnetok y Ty6i, no 3
Ty6U B KAPTOHHY Mauky

(BBEAEHHSA y3araslbHEHVX AaHNX NPO cucTemy
thapMakoHarnagy, 3amMiHa ynoBHOBaXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHSA (hapmakoHarnsay;

KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHuKa gns
3[iiCHEeHHs1 hapMakoHarsay B YkpaiHi, AKLo BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6MU, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnisay (BK/IH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-thaiina
cuctemMu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOI
ocobwu BignosiganbHOT 3a hapmakoHarnsg;
MponoHoBaHa pefakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX [aHnX YNOBHOB&XEHOI 0co6H,
BiANOBIAa/IbHOI 32 hapMakoHarnfg. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-chalina

244,

245,

CAHOPWH-
BPOHXO

Tabnetku wunydi 200
Mr no 6, a6o no 10,
ab6o no 20 TabneTok y
Ty6i, no 1 Ty6i B
KapTOHHY nauyky; no 10
Tabnetok y Ty6i, no 3
Ty61 B KAPTOHHY Nauky

"KcaHTic
dPapma
Nimiten"

Kinp

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
My - 3MiHK Woao 6e3nekn/eddekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3aras/ibHeHNX JaHnx Npo cucTemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HUX NPO cucTeMy
hapMakoHarnsay, 3amMiHa yrnoBHOBaXeHOT 0cobu,
BiANOBIAA/bHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuka ons
3[iiCHeHHs hapmMakoHarnsay B YkpaiHi, AKLO BoHa
BiAMIHHA BiJ YNOBHOBaXeHOi 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cmucTeMu chapmakoHarnsgy) - 3miHa ynoBHOBaXEHOT
0cobu BigNoOBIgaNLHOI 3a thapMakoHarniag;:
MponoHoBaHa pegakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXXEHOT 0Coby,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MiHa agpecu macTep-daiina

6e3
peyenma

UA/16834/01/01

CEAABIT®

Tabnetkn, no 10
TabneTtok y 6nicrepi;
no 2 6nictepu B navuj
3 KapTOHY

MAT
"Knismegnpen
apar”

Ykpaina

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMY - 3MiHK Woao 6e3nekn/eddeKkTMBHOCTI Ta
chapmakoHarnsgy - 3MmiHM BHECEHI B TEKCT MapKyBaHHS
yNaKkoBKW NiKapCbKOro 3acoby LL0A0 3a3HaueHHs
MiXHapOAHMX NMO3HAaYeHb OAUHULIb BUMIPIOBAHHS.
BBepeHHA 3MiH NpoTAromM 6-Tn micawiB nicns
3aTBEPAKEHHSA

6e3
peyenma

UA/7821/01/01

246.

CELANTIH
nnoc

Tabnetkv no 10
Tabnetok y 6nictepi;
no 1 a6o 2 a6o 5
6nicTepiB y navyi
KapTOHHiii; no 20
Tabnetok y 6nictepi;
no 1 6nictepy B nauuj

KapPTOHHIl

BankaHdapma
-AynHunua AT

Bonrapis

Bupo6Huk Kpaina
BUPOOHUK
a
CaHeka ®apmacbHloTikan3 CnoBaubk
AT a
Pecny6nik
a
MAT "Kuismegnpenapart” YKpaiHa
BankaHdapma-AynHuus Bonrapis
AT

BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu |
TUMY - NOAAHHA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkiii hapmakonei R1-CEP 2001-356-Rev 04
4N Ailo40i PeHOBMHW Bifl BXXe 3aTBEP)KEHOro
BMPOGHUKaA

6e3
peyenma

UA/3271/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
247 CUNAEHA®INY KpucTaniyHmi letepo [par3 IHAjs leTepo [pars flimiteq IHAjsA BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu |1 - UA/14018/01/01
LUNTPAT NnopoLUoK (cybcTaHLis) NimiTen MYy - 3MiHKU 3 AKOCTi. A®l. BUpOOHMLTBO (iHLLi 3MiHK) -
y NoABiHMX MopaHHA oHoBNEeHoro MacTep-chaiina Ha A®I Big
nonieTNeHoBux 3aTBEPKEHOr0 BUPOBGHMKA 3 ypaxyBaHHSA NOTOUHUX
naketax gns BMMOT MOHorpacii EP 3 BignoBigH1Mu 3miHamu 1o
hapmaueBTUYHOro cneumdikaLii Ta METO/AIB KOHTPOIO 3a NOKa3HUKaMu:
3acTOCyBaHHS «Onuc», «PO3YMHHICTb» NPUMBEAEHO Y BiANOBIAHICTb A0
BUMOr MoHorpadii EP; «laeHTudikauis» 10NOBHEHO
NoKa3HUKOM «PeHTreHiBCbka AudpakLyisi NOPOLLKy»
meTogom EP 2.9.33; «BmicT Boan», «CynbghaTHa
30/1a», pefakLiiiHi npaBkn 6e3 3MiHW KpUTepIiB
NPUIAHATHOCTI Ta MeToAiB BUNpobyBaHHs; «CynpoBigHi
OoMilwky meTogom BEPX» 3MiHeHi kpuTepii
NPUAHSATHOCTI BiAgnoBigHo o Bumor EP Ta ICH Q3A;
«KifbkKiCHe BM3HAYEHHS» AOMOBHEHO Y NepepaxyHKy Ha
6€e3BOAHY i BiflbHY Bif 3a/TMLLKOBUX PO3YNHHIKIB
peyoBuHy Ta nocunaHHAM Ha meTog EP 2.2.29
mMeTogom BEPX, BHYTpILLHil MeToA, 6€3 3MiHU KpUTepiiB
NPUAHATHOCTI; BBEAEHO MOKa3HWKM «Jomiwka E
MeTogom TLUX» 3rigHo BUMOr MoHorpadii EP;
BUyYEHO 3i cneyudikauii nokasHukn «Temnepartypa
nnaeneHHs», «Baxki meTann», «Bmict MNC 1a MPC
MeTofoM YEPX-MC», «BMICT rigpasuHy MeTtoaomM
BEPX», «BMicT Hikesto metogom ICM-MC», «BmicT
JINMOHHOI KUC/10TU>»
248. CIMMNOHI® PO3YUH ONs1 iH'EKLLIIA TOB YkpaiHa BMPOOHULITBO NiKapCbKOro cuwA/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu |1 3a UA/15841/01/01
100 mr/mn, no 0,5 mn "[DXOHCOH i 3aco6y, nepBMHHa Lseiuapi TMMY - 3MiHW A0 IHCTPYKUiT ANS MefUYHOro peyenmom
a60 1,0 mn1 po3umnHy y JDxOHCOH ynakoBska: bakcTtep A 3acTocyBaHHA A0 po3giny "Cnocib 3acTocyBaHHs Ta
nonepegHsL0 YkpaiHa" PapmacbloTukan no3un", "OcobnmBocTi 3acTocyBaHHsA","Mo6IYHI peakuii”

HaMOBHEHOMY LUNPUL
i3 cknaTnny 13
ryMOBUM
HaKOHEYHVKOM Ta
rOMIKOK, BKPUTOIO
KOBMAYKOM 3
NpUCTPOEM ANA
BBeAeHHs UltraSafe;
no 1 wnpuuy B
KapTOHHI kopo6uyj;
no 0,5 mn a6o 1,0 mn
PO3UMHY y
nonepegHL0
HanoBHEHOMY LINpuL
i3 cknaTuny 13
ryMOBUM
HaKOHEYHVKOM Ta
rO/IKOK, BKPUTOIO
KOBNaykoM, y pyuui 3
aBToiH'ekTOpOM; MO 1
pyuLli B KAPTOHHIl

ContowmnHs JIN1C, CLUA;
BTOPMHHA ynaKoBka,
Bunyck cepii: Cinar AT,
LLisefuapis
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
Kopo6ui
249. CYMAMEA® TabneTtku, Wo TOB "TeBa YkpaiHa MNIBA XpBaTcka 4.0.0. Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15994/01/02
aucnepryoTses, no YkpaiHa" MMy - 3MiHa y cknagi (40NOMDKHUX peYOBMHAX) peyenmom
250 wmr, no 6 TabneTok roTOBOrO Jlikapcbkoro 3acoby (cmakoBi ob6aBku abo
y 6nicTepi; no 1 6apBHYIKN) - foAaBaHHSA, BUTYYEHHS abo 3amiHa
6nicTepy B KOpobui
250., CYMAMEA® Tabnetku, LWo TOB "TeBa YkpaiHa MNIBA XpBaTcka 4.0.0. Xopsaris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/15994/01/03
aucnepryoTses, no YkpaiHa" MRy - 3MiHa y cknagi (4ONOMDKHUX pevyoBUHAX) peyenmom
500 mr; no 3 TabneTkn roTOBOro fikapcbkoro 3acoby (cMakoBi 06aBku abo
y bnicTepi; no 1 abo 6apBHUKN) - AOAABaHHS, BUTyYeHHs abo 3amiHa
no 2 6nictepu B
Kopobui
251 CYMAMEA® Tabnetku, LWo TOB "TeBa YkpaiHa MNIBA XpsaTcka 4.0.0. Xopsaris BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15994/01/04
avcneprytoTses, no YkpaiHa" MMy - 3MiHa y cknagi (40NOMDKHUX peyoBMHAX) peyenmom
1000 wmr; no 1 roTOBOro JikapcbKoro 3acoby (cMakoBi 406aBku abo
Tabnetui y 6nictepi; 6apBHUKN) - AOAABAHHS, BUTy4YeHHs1 abo 3amiHa
no 1 a6o no 3
6nicTepn B KOpoobUi
252.| CYNPINNIEKC® Tabnetku no 10 mr, no KYCYM IHais KYCYM XENTXKEP MNBT IHais BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MmiHu 11 3a UA/9162/01/01
10 TabneTtoKy XEJTXKEP nTa My - 3MiHa BUPOGHYVKa BUXiAHOTO/MPOMIXHOIO peyenmom
6nictepi, no 1 a6o no MBT NTA, npoayKTy/peareHTy, WO BUKOPUCTOBYIOTHCA Y
3 6nictepu B BMPO6HUYOMY npoLieci A®I, abo 3MiHa BUPOGHUKa
KapTOHHIlA ynakoBLi (BKtOYaroun, fe HeobXiaHO, MicLe NPOBeAEHHS
KOHTponto sikocTi) APl (3a BigCyTHOCTI cepTudpikata
BiANOBIAHOCTI E€Bponeiickkili hapmakonei y
3aTBEPAKEHOMY [0CbE)(BBEAEHHS HOBOTO BUPOGHMKA
A®| 3 HagaHHAM MacTep-chaiina Ha Adl) — BeAeHHS
[0AaTKOBOTrO BYPOGHYMKA Ait040i PEHOBMHU I30KCYNPUHY
rigpoxnopuay
253 TAMINYN® Kancysnu, no 10 kancyn MPODPAPMA ManbTa AT «[piHOekc» Natsis BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 6e3 UA/8943/01/01
y 6nictepi, no 1 IHTepHeLUHN TUNY - 3MiHY BHECEHI B TEKCT MapKyBaHHS YrakoBKu peuenma
6nicTepy B KapTOHHIi TpeanHr nNikapcbKoro 3acoby LoA0 KiNbKOCTi Ail04oi peyoBuHM Ta
nauwi Nimiten iHchopMmaLito WoAo WTpUx-Kody Ta I0roTvNy KOMMaHii.
BBeeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS
254, TBIHPUKC™ CYCNeH3is ANs iH'ekujiit nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/13056/01/01
BAKUWHA Ansd no 1 nosi (1 mn/go3sy) y AH ExkcnopT BpuTaHis Bionogxikans C.A. My - 3MiHW B npoLeci BUpobHuutea Ad| - BUIyYeHHS peyenmom
MPO®ITAKTUKN nonepegHL0 Niviten eTany fofaBaHHSA CUNIKOHY A0 niHoracHuka Antifoam
FENATUTIB A HanoBHEHOMY LUNPUL SAG471 gnsa ctepuwnisauii i0ro aBToK/1aByBaHHAM
(HAKTUBOBAHA | Ne 1y komnnexTi 3 nepep BMKOPUCTaHHAM Mif yac npouecy depmeHTauii
)IB TrOJIKOI0 npu BUPOBGHULTBI @aHTUreHy renatuty B, 6e3 3miHn y
(AACOPBOBAHA npoeci BUpo6HULITBa
)
255.| TENMNPEC Tabnetku, no 20 mr; no "KCAHTIC Kinp NOBHWIA LMK Icnanis BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn | 3a UA/15893/01/01
14 TabneTtok y SAPMA BMPOGHULITBA, BUMYCK TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo no NIMITEL" cepii: JABOPATOPIOC hapmakoHarnsgy. BeegeHHs abo 3miHu Ao

7 6nictepiB y
KapTOHHI navui

NIKOHCA, C.A., IcnaHis;

KOHTPO/Tb AKOCTI:
NNABOPATOPIO AP. ®.

y3aras/ibHeHNX JaHnx Npo cuctemy dapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX A@HNX NPOo cucTemy
hapmakoHarnsgy, 3miHa ynosHOBaXKeHoi ocobu,
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

EUEBAPHE, AHANICIC,
C.A., IcnaHis

BiANOBIAA/bHOI 3a 34iiCHEHHA thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuka ons
3AilicCHeHHs hapMakoHarnagy B YkpaiHi, K0 BoHa

BiAMIHHA BiJ YNOBHOBaXeEHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarsay (BK1HYaUM KOHTaKTHI

[aHi) Ta/abo 3MiHM y po3MileHHI MacTep-chaiina
cmucTemMu chapmakoHarnagy) - 3MmiHa ynoBHOBaXEHOT

ocobu BignoBiganbHOI 3a hapmakoHarnsa:
MponoHoBaHa pepgakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,

BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.

3miHa agpecu macTep-darina

256.

TENMNPEC

Tabnetku, no 40 mr, no
14 TabneTok y
6nicTepi; no 2 abo no
7 6nictepiB y
KapTOHHIM nayui

"KCAHTIC
®APMA
NIMITEL"

Kinp

NOBHUIA LMK
BMPOGHULITBA, BUMYCK
cepii: JABOPATOPIOC
NIKOHCA, C.A., IcnaHis;
KOHTPO/b AKOCTI:
NABOPATOPIO AP. ®.
EYEBAPHE, AHAICIC,
C.A., IcnaHis

IcnaHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUxX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO cMcCTeMy
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YkpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0CO6MU, BiAnoBiganbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucTemu dhapmMakoHarnsgy) - 3MiHa ynoBHOBaXXEHOT
ocobwu BignosiganbHOT 3a hapmakoHarnag;:
MponoHoBaHa pegakuisi: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnag. 3miHa micus
3[iiCHEHHSI OCHOBHOI AiANbHOCTI 3 hapMakoHarsgy.
3miHa agpecu MacTep-chaiina

3a
peyenmom

UA/15893/01/02

257.

TENNPEC

Tabnetkn, no 80 mr, no
14 TabneTtok y
6nictepi; no 2 abo no
7 6nictepiB y
KapTOHHIM navi

"KCAHTIC
DAPMA
NIMITEL"

Kinp

NOBHWI LMK
BMPOGHULITBA, BUMYCK
cepii: TJABOPATOPIOC
NIKOHCA, C.A., IcnaHis;
KOHTPO/b SKOCTI:
NNABOPATOPIO AP. ®.
EUEBAPHE, AHANICIC,
C.A., IcnaHis

IcnaHis

BHECEHHS 3MiH [0 peecTpaviiiHix maTtepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3arasIbHeHUX AaHuX Npo cucTemy
hapmMakoHarnsgy, 3amMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iNCHEHHS hapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapMakoHarnagy 3asBHuKa gns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs hapMakoHarnAay (BK/IHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cuctemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHOI
0co6u BiAMNoBIgabHOI 3a dhapMakoHariaa:
MponoHoBaHa pegakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXEHOI 0Co6M,
BiZNoBigaNbHOI 3a thapmakoHarnsag. 3MiHa micus

3a
peuerimom

UA/15893/01/03
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
3[iICHEHHS1 OCHOBHOI AiANbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu MacTep-chaiina
258. TENMPEC NNKOC | Ttabnetku no 40 "KCAHTIC Kinp JTABOPATOPIO AP. ®. Icnanis BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3miHn | 3a UA/15949/01/01
mr/12,5 mr no 14 PAPMA EUEBAPHE, AHANICIC, TMny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom
Tabnetok y 6nictepi; NIMITEL" C.A., IcnaHist (KOHTPO/1b thapmakoHarnagy. BeegeHHs abo 3MiHu Ao
no 2 abono 7 akocTi); TABOPATOPIOC y3arasibHeHVX AaHux nNpo cuctemy hapmakoHarnsgy
6nicTepiB y KAPTOHHIi NNIKOHCA, C.A., IcnaHis (BBEAEHHSA y3araslbHEHUX AaHVX NPO CUCTEMY
nauui (NOBHMIA LMKN thapmMakoHarnsagy, 3mMiHa ynoBHOBaXeHOT ocobu,
BMPOBHMLTBA, BUMYCK BiANOBIAA/IbHOT 32 34iCHEHHS hapmakoHarnsagy;
cepii) KOHTaKTHOI 0CO6U 3 chapmakoHarnsay 3asiBHUKa A5
3[iiCHEeHHs1 hapMakoHarsay B YKpaiHi, Ko BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BK/IH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
cucTemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
ocobwu BignoBiganbHoOT 3a hapmakoHarnsg;
MponoHoBaHa pefakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHnX YNOBHOBA&XEHOI 0Co6H,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AifNIbHOCTI 3 hapMakoHarnsay.
3miHa agpecu macTep-goarina
259 TENNPEC NMKOC | tabnetku no 80 mr/25 "KCAHTIC Kinp NABOPATOPIO AP. ®. IcnaHis BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/15949/01/02
Mr o 14 tabneTok y PAPMA EUEBAPHE, AHANICIC, TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta peyenmom
6nicTepi; no 2 abo no NIMITEL" C.A., IcnaHis (KoHTposib thapmakoHarnsgy. BeegeHHs abo 3miHv o
7 6nictepiB y aKocTi); IABOPATOPIOC y3arajibHeHUX AaHux Npo cuctemy dpapmakoHarnsgy
KapTOHHIM nayi JNNIKOHCA, C.A., IcnaHis (BBELEHHSA y3araslbHEHUX AAaHUX NPO cUcTemy
(noBHMIA LMKN thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOi ocobw,
BMPOGHMLITBA, BUMYCK BifJNOBIAAbHOI 3a 34jICHEHHS hapmakoHarnaay;
cepii) KOHTaKTHOI 0c06U 3 hapmakoHarnsay 3asiBHUKa A5
3[iiCHeHHs hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi macTep-tharina
cucTemu dhapmMakoHarnagy) - 3MiHa ynoBHOBaXXeHOT
0co6wu BigNoOBIgaNLHOI 3a hapMakoHarniag;
MponoHoBaHa pegakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu macTep-doaiina
260. TENMPEC N/KOC | Ttabnetku, no 80 "KCAHTIC Kinp NTABOPATOPIO OP. ®. IcnaHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/15949/01/03
mr/12,5 wr, no 14 PAPMA EUEBAPHE, AHANICIC, TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
Tabnetok y 6nictepi; NnIMITEL" C.A., IcnaHist (KOHTPOS1b

no 2 abo no 7
6nicTepIB Y KAPTOHHIN
nauui

akocTi); TABOPATOPIOC
NNIKOHCA, C.A., IcnaHis

BUPOGHULITBA, BUMYCK

(NoBHMIA LMKN

cepii)

hapmakoHarnsgy. BeegeHHs abo 3miHu o
y3ara/lbHeHUX AaHuX Npo cuctemy apmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NP0 CMCTEMY
thapmakoHarnsay, 3mMiHa ynoBHOBaXeHoi ocobu,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHuKa A5

3ilicHeHHs1 dpapMakoHarnsay B YkpaiHi, SKLLIO0 BOHA
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
BiAMIHHA BiJ YNOBHOBaX€EHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3pificHeHHs1 hapMakoHarnsay (BKIHYaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLeHHI MacTep-chaiina
cucTemMu chapmakoHarnsgy) - 3MiHa ynoBHOBaXEHOT
ocobu BignoBiganbHOI 3a hapMakoHarnsa:
MponoHoBaHa pepgakuis: I1BaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBAXXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3AiiCHEHHA OCHOBHOI AisSiNIbHOCTI 3 hapmakoHarnsgy.
3miHa agpecu macTep-daiina
261. TEHOXOMN TabneTku, BKPUTI Makneopc IHais Makneoac IHais BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/13279/01/01
NNiBKOBOIO PapmMacboThK dapmacboTukanc Jimiteq, TMny - 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta peyenmom
060/10HKOH0, Mo 300 aunc Nimiteq, thapmakoHarnsgy. BeegeHHs abo 3miHv o
mr, no 30 TabneTok y y3arasibHeHUX JaHvx npo cuctemy chapmakoHarnagy
chnakoHi; no 1 (BBEAEHHSA Y3araslbHEHUX AaHVX NPO cMcTemy
h/1aKoHY B KapTOHHii thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
ynakoBLi BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BiANoBigaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucTemn hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobwu, BignoBigasbHOI 3a dhapmakoHarnaa:
nponoHoBaHa pegakuis - Dr Sukhada Wadkar (LUykxaga
Bagkap). 3MiHa KOHTaKTHUX JaHWX YNOBHOBAXEHO!
ocobu, BiAnoBigasibHOI 3a hapmakoHariag. 3MiHa
KOHTaKTHOI 0co6W, BiANOBIAa/IbHOI 3a hapMakoHarnsg B
YKpaiHi: nponoHoBaHa pejakuis - MiTeubka /o608
BanepiiBHa. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0cobu,
BiANOBiAA/IbHOI 32 hapmakoHarnsag B YkpaiHi
262. TETPAMON Kancynu no 6 kancyny MPOPAPMA ManbTa AT "TPIHOEKC" NartBis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 6e3 UA/13734/01/01
6nictepax; no 6 IHTepHeLUHN TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro peyenma
Kancyn y 6nictepi, no TpegnHr 3acTocyBaHHA y po3ainu: "Bsaemogia 3 iHWMu
5 6nictepiB y NimiTen nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMoSiid",
KapTOHHII nayuj; no 6 "Oco6nmBoCTi 3acTocyBaHHA", "Mo6iYHI peakuii” 3rigHO 3
Kancyn y énictepi, no JaHumMu wopo 6e3nekn fitoyoi peyosuH. BBegeHHs
5 6nictepiB y 3MiH NPOTArom 6-T1 MicsALiB NicNA 3aTBEPAKEHHSA
KapTOHHI nayui, no 10
KapTOHHWX Ma4oK y
KapTOHOMY KOpo6Li
263.| TIHTOCAH® Kpansi opasbHi no 20 Pixapa ABCTpIst Pixapg BittHep Al ABCTpis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | 6e3 UA/13949/01/01
mn abo 50 mn, abo BiTTHep Al Tuny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. Onuc peyenma

100 mn 'y chnakoHi-
KpanenbHuyj; no 1
dhnakoHy-KkpanenbHuUi
B KapPTOHHIli ynakoBLji

Ta cknag,. 3miHa y cknagi (4OonoMiKHUX peyoBuHaxX)
roTOBOrO /liKapCbKoro 3acoby (iHLWi 3MiHK) - NpUBEAEHHS
cknagy AONOMbKHUX pedyoBuH /13 y BiANOBIAHICTL A0
[OKyMeHTaLii BUPO6HUKa, 30Kpema: 3a3HavyeHHs Boaun
OYMLLEHOT; 3MiHK | TURY - 3MiHW WOA40
6e3nekn/edpeKTBHOCTI Ta hapMakoHaraagy (iHui
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

3MiHM) - 3aMiHa rpag)ivyHOro 306paXkeHHs YNakoBOK Ha

TEKCT MapKyBaHHs NepBMHHOI Ta BTOPUHHOI YNakoBOK 3

BiANOBIAHUMY 3MiHamK po3ainy "IpadidyHe 306paKeHHs:
yNakKoBKM» Ha po3ain "MapkyBaHHs"

264.

TIOAAPOH®

Tabnetkn, no 10
TabneTtok y énicrepi;
no 3 abo no 6
6nicTepiB y navui

NAT
"lanuucapm”

YkpaiHa

MAT "Tanuuchapm”,
YkpaiHa; MAT
"KniBmegnpenapar”,
YKpaiHa

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TUMY - 3MiHW A0 IHCTPYKLIT 418 MeANYHOro
3aCTOCYBaHHS A0 po3ainis "dapMakonoriyHi
BnactusocTi", "MpoTunokasaHHs", "MobivHi peakuii”
(peparosaHo Ha3By Ajl040T peyoBrHN). BBEAEHHS 3MiH
NpoTSArom 6-Tv MicsLiB Nicnsi 3aTBePAKEHHS!

3a
peyenmom

UA/6326/01/01

265.

TOMOTEKAH

niodpinizat ana
pO3unHy ANs iHQy3il
no 1 mr, 1 pnakoH 3
niocpinizatom y
KapTOHHI Kopoo6Li

TOB "TeBa
YkpaiHa"

Ykpaina

CiHgaH ®apma CP/

PymyHis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |
TUMy - 3MiHa ByAb-AK0T YaCTUHN MaTepiasly NepBUHHOT
YNakoBKMU, LLIO HE KOHTaKTYE 3 FOTOBUM NiKapCbKUM
3aco60M (3MiHa, fika He BNAvBae Ha KOPOTKY
XapaKTepUCTUKY NiKapCbKOro 3aco06y) - BHECEHHS 3MiH
[0 p. 3.2.P.7. Cuctema KoHTeliHep/ 3aKynoproBabHui
3aci6: 3amiHa YiTKMX BUMOT 40 KPULLKX (D1akoHy,
BK/IO4AI0UM KONIP KPULLIKK, BiNbLU 3arasibHUMK, WO He
3a3HavatoTb KOMIp KPULLKK 3 BiAMNOBIAHMMMN 3MiHAMU Y p.
«YnakoBka» MK$ nikapcbkoro 3aco6y; 3miHu Il Tuny -
3MiHa napameTpiB cneundikauilii Ta/abo JonycTUMmX
MeX roTOBOro JliKapCbKOro 3acoby - 3MiHu B
cneuudikaLii rotoBoro nikapcbkoro 3acoby:
Cneuudpikauis A. (fliodinisar) n. «Bmict Bogn» -
PO3LUMPEHHA MeXi BMICTY BOAM NPOTArOM TEPMIHY
npuaatHocTi 3 3,5% [0 4,5% (npuBefeHHs y
BIAMOBIAHICTb 4O MaTepianiB peecTpaviiiHoro 4OChbe).
Cneuudpikauis B. (BigHoBNeHWIA po3unH)/mMeToam
KOHTPONSA AKOCTI N. «MexaHiyHi BK/TIYEHHS: HEBUANMI
YacTKu» - NMPUBELEHHS AONYCTUMUX MEX BMICTY
HEeBUAMMUX MeXaHiYHWNX 4acToK 40 Bumor EP.
BunpaBneHHst gpykapcbkoi NOMUKN B TEOPETUYHIl
Maci BMICTy doiakoHy 3aTsepgkeHo 20,84 mr/dn.;
3anpornoHoBaHo: 30,90 mr/ch1. BBeAE€HHA 3MiH
npoTArom 6-T1M mMicauiB nicnsA 3aTBepAXeHHSA

3a
peyenmom

UA/8234/01/01

266.

TOMNOTEKAH

niodpinisat ana
pO34uHy ANs iHQy3il
no 4 mr, 1 donakoH 3
niodpinisatom y
KapTOHHIA Kopoo6Li

TOB "Tesa
Ykpaina"

YkpaiHa

CiHgaH ®apma CPJ1

PymyHis

BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu |
TUMy - 3MiHa 6yab-K0T YaCTUHU MaTepiasly NepBUHHOT
YNakoBKMU, LLIO0 He KOHTaKTYE 3 TOTOBUM NiKapCbKUM
3aco6oM (3MiHa, sika He BMN/IMBAE Ha KOPOTKY
XapaKTepPUCTUKY NikapCbKOro 3acoby) - BHECEHHS 3MiH
o p. 3.2.P.7. Cnctema KoHTeliHep/ 3aKynoptoBasibHUiA
3aci6: 3amiHa YiTKMX BUMOT 40 KPULLKX (h/1akoHy,
BK/IO4AK0UM KOMIP KPULLIKK, BifbLU 3arasiHUMK, WO He
3a3HavatoTb KONIp KPULLIKKL 3 BifNOBIAHUMUK 3MiHAMW Y P.
«YnakoBka» MKS nikapcbkoro 3acofy; 3miHu Il Tuny -
3MiHa napameTpiB cneuudikauiii Ta/abo JonycTUMmX
MEX roTOBOro /iKapCbKoro 3acoby - 3MiH1 B
crneungikauii rotoBOro nikapcbkoro 3acoby:
Cneupndpikauis A. (Jliocpinizat) n. «Bmict Bogu» -

3a
peyenmom

UA/8234/01/02
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
PO3LUNPEHHS MEXi BMICTY BOAW MPOTSArOM TEPMiHY
npugatHocTi 3 3,5% [0 4,5% (npuBefeHHs y
BiZANOBIAHICTL A0 MaTepianiB PeeCTpaLiiHOro AOCLE).
Cneuudpikauis B. (BigHoBneHuii po3unH)/meToam
KOHTPONSA AKOCTI N. «MexaHiYHi BK/TIOYEHHS: HEBUANMI
YacTKW» - NPUBEAEHHS AOMYCTUMUX MEX BMICTY
HEBUAMMUX MeXaHiYHNX YacToK 0 Bumor EP.
BunpaBneHHs gpykapcbkoi NOMUMKN B TEOPETUYHIl
Maci BMICTY doiakoHy 3aTBepgykeHo 75,75 mr/dn.;
3anponoHoBaHo: 75,60 mr/con. BBeaeHHs 3MiH
npoTArom 6-T1 mMicauiB nicnsa 3aTBepAXeHHsA
267.| TPUAEPM® mMasb no 15ra6o 30r LepiHr-Mnay LLsenuapis LWepinr-Mnay Na6o H.B. Benbris BHECEHHS 3MiH [0 peecTpaviiiHuX maTtepianis: 3MiHu | 3a UA/2022/02/01
y Ty6i; no 1 Ty6i B CeHtpan lct TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
KapTOHHIA KOopooLi Al Ta/abo aapecu micusa NPOBamXeHHs OisNIbHOCTI
BMPOGHMKa/iMnopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOUAOUM AiNbHUL BUMYCKy cepii abo micue
NPOBeAEeHHS KOHTPOJIH0 AKOCTI. (LiSANbHICTb, 3a AKY
BiANOBIAAE BUPOGHMK/IMNOPTEP, BKOYAOUM BUMYCK
cepii)
YTOUYHEHHS Ha3BM BUPOOHUKa MN13, 6e3 3miHu1 Micus
BMPOGHMLTBA. TEPMIH BBEAEHHS 3MiH NPOTAroM 6-Tn
MicALB Nic/1a 3aTBEPAKEHHS.
268.| TPUMETA3UAWNH | Tabnetku, BKpUTI MpAT YkpaiHa MpAT "®apmaresTuyHa YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/2256/01/01
-AAPHULA 060/10HKOI0, N0 20 Mr, "®apmauesTu dipma "apHuus” TUMY - BUNYYEHHS BUPOOHWNYOT AiNbHULI (BKIOYa0UM peyenmom
no 10 TabneTok y yHa hipma AinbHULUI Ana A®Il, npoMiXXHOro NpoAykTy abo roToBoro
KOHTYPHili YapyHKOBIi "OapHnus” NiKapcbKoro 3acoby, AinbHUL 415 NPOBEeAeHHS
ynakosLi; no 6 nakyBaHHs, BUPOOHYKa, BiAMNoBiAaNbHOIo 3a BUMYCK
KOHTYPHUX YapyHKOBUX cepiid, Mmicue NpoBefeHHs KOHTPO/THO cepil) abo
yNakoBOK y nauyi noctavasnibHUKa BUXigHOro martepiasny, peareHty abo
[L,OMOMDKHOT PEYOBUHM (AIKLLO 3a3HAYEHO Y AOCLE) -
BUyYEHHS BUPOOHUKa AD| TpumeTasnamHy
avrigpoxnopug
269. TPUXONON® Tabnetkn no 250 mrno | dapmaueBTnd Monbwa dapmaueBTUYHMI 3aBOS Monbwa BHECEHHS 3MiH 40 peecTpaviiHnx martepianis: 3MiHu | 3a UA/1306/01/01
10 TabneTtok y HWi1 3aBOf "MONb®APMA" C.A. TMny - AQMiHICTPaTVBHI 3MiHW. BuiyyeHHs BUpOGHUYOT peyenmom
6nictepi; no 2 "TMIONNb®APM AiNbHULI (BKNOYatoum AinbHUL Ana A®l, npomikHoro
6nicTepn B KAPTOHHIN A" C.A. NPOAYKTY abo rOTOBOro NiKapCbKoro 3acoby, AislbHUL
nauui NS NpoBefeHHA NakyBaHHA, BUPOOHNKa,
BiZJNOBIAALHOrO 3a BUMYCK Cepild, MicLie NpoBeAeHHs
KOHTPO/0 cepii) abo nocTadasibHMKa BUXIGHOTO
Marepiany, peareHTy abo AONOMiXHOT peYOBUHU (SIKLLO
3a3HayYeHo y 0CbE) BUAANEHHS BUpOobHMKa /13
MegaHa ®apma AkuioHepHe ToBapucTeo, MNonbLya.
BBeeHHs 3MiH NpoTAroM 6-T1 micAuis nicns
3aTBEPKEHHS.
270 YHOETAB TabneTku, BKpUTI AT YkpaiHa AT "KMNIBCbKNW YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHiX maTtepianis: 3MiHu | 6e3 UA/4834/01/01
060/10HKot, No 10 "KNIBCbKWN BITAMIHHU 3ABOA" TUNYy - BUNyYeHHs BUpoOHUuka A®I (Kucnotu peyenma
Tabnetok y 6nictepi; BITAMIHHNIA ackop6iHOBOT); CynyTHA 3MiHa: 3MiHa Yy napameTpax
no 3 6nictepu B nauuj; 3ABO4" cneumdikauiin Ta/abo foNyCTUMKUX MEX, BUSHAUYEHNX Y

no 50 TabneTtok y

cneumdikauisix Ha A®|, abo BUXigHWIA/NPOMIXKHWIA
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

KOHTeliHepi (6aHouLi);
no 1 KoHTeiHepy
(6aHouL) B nayLj

npoAyKT/peareHT, WO BUKOPUCTOBYHOTLCS Y NPoLeCi
BMPOGHMLUTBA ADI (iHLLI 3MiHK) - Yy 3B’A3KY 3 BUSTYYEHHSIM
BMpo6HMKa AP| (Kncnotn ackopbiHOBOI) BigKOpUroBaHo
pO34iN “3a/IMLLKOBI KiTbKOCTi OpraHiyHNX PO34MHHKKIB"
Ta p. “ TepMiH npugaTHoCTi"

271,

YPOJIECAH®

cupon no 90 mny
6aHkax Ne 1; no 90 mn
a6o 180 mny
donakoHax Ne 1

MNAT
"ranunucapm”

YkpaiHa

NAT "Tannadapm’”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TUMY - OHOBJ/IEHHA BXe 3aTBEPKEHOIO TEKCTY
MapKyBaHHS BTOPUHHOT Ta NepBMHHOT ynakosku /13
(BHECEHHS NO3HAYeHb OAUHULIb BUMIPIOBAHHS, 3
BMKOPUCTaHHSAM JliTep NaTUHCLKOro andasiTy).
BBefeHHA 3MiH NpoTAromM 6-Tm mMicawiB nicns
3aTBepPAKEHHSA

6e3
peyenma

UA/2727/01/01

272,

YPONECAH®

cupon in bulk: no 90
My 6aHKax Ne 48; no
180 mn y dhnakoHax Ne
30

NAT
"Tanuucpapm”

YkpaiHa

MNAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu |
TUMY - OHOBJ/IEHHSA BXE 3aTBEPKEHOIO TEKCTY
MapKyBaHHA BTOPVMHHOT Ta NEPBUHHOI YNakosku J13
(BHECEHHs No3Ha4YeHb OAUHULIb BUMIPIOBAHHS, 3
BMKOPUCTAHHAM fliTep NaTUHCLKOro andasity).
BBegeHHA 3MiH NnpoTArom 6-Tu Micsauis nicns
3aTBepAKEHHS

UA/9518/01/01

273.

DAPMAKCOH

PO3UMH ANA iH'EKLN,
250 mr/mn no 2 mn abo
4 mn B amnyni, no 5
amnyn B nauui 3
KapToHYy

TOB
"®OAPMACEN"

YkpaiHa

KoHTpornb, BUMNycK cepii:
TOB "HIKO",
YKpaiHa

HeposdacoBaHnii
NpoAYKT, NepBUHHA
ynakoBKa, BTOPUHHA
ynakoBKa, KOHTPO/b:

JEMO CA
PAPMACDBIOTIKAN
IHOACTPI, Mpeuist

Ykpaina/
Ipeuis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHa
3as1BHMKa (B/1acHMKa peecTpaLiitHoro NocBigYeHHs)
(3rigHo Haka3y MO3 Big 23.07.2015 Ne 460) (BeeneHHs
3MiH NPOTArom 3-X MiCALIB NiCNA 3aTBEPKEHHS); 3MIHM
| TMNy - 3MiHK WoA0 6e3nekn/edPeKTNBHOCTI Ta
chapmakoHarnsgy. BeegeHHs abo 3miHn [o
y3arasibHeHVX fiaHnxX Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPOo cucTemy
chapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocoow,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0cobK 3 thapMakoHarnagy 3assHuKa 4ns
3[iiCHeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BifAMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiAMNOBIAa/IbHOI 3a
3[ilicCHEHHS1 dpapMakoHarnsay (BKIHYaum KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MmileHHi MacTep-caiina
cucTemMu thapmakoHarnagy) - 3MiHa KOHTakTHUX AaHnx
YOB®. 3miHa micus 34iAiCHEHHS] OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy. 3miHa Homepy Ta agpecu
3HaXOMKEHHs1 MacTep-ghalina

3a
peyenmom

UA/13932/01/01

274,

®EHICTUN FENb

renb 0,1%,no30ry
Ty6i; no 1 Ty6i y
KapTOHHiiA Kopo6Li

FCK
KoHcbromep
Xenckep C.A.

LLBeiuapis

BMPOGHMLITBO 3@ NMOBHUM
LMKIOM:
HoBapTic KoHcblomep
Xenc CA

LBeiiuapi
o

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu |
TMny - AAMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu 3asBHMKA (B/lacCHMKA peecTpaviiiHoro
nocsigyeHHs) BBegeHHs 3MiH npoTArom 6 micsuis nicns
3aTBEPKEHHSA. 3MiHU | TUNY - AOMIHICTPATUBHI 3MiHU.
BunyyeHHs BUPOGHWYOI finbHUL (BKIHOYAK0UN fiNbHAL
ana A®l, npomiKHOro NpoAykTy abo roToBoro
nikapcbKoro 3acoby, AiNbHUL 4718 NPOBEAEHHS
nakyBaHHs, BUPOOHYKa, Bi4NOBiAaNbHOIO 3a BUMYCK
cepiid, Mmicue NpoBefeHHs KOHTPO/TIO cepil) abo
noctayanibH1Ka BUXiAHOTO MaTepiany, peareHTy abo

6e3
peyenma

UA/0894/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
[OMOMDKHOT peYOBMHM (SIKLLLO 3a3HAYEHO Y AOChE)
BunyyeHHs BUPOGHWYOI AinbHULi ansa 13 deHicTun
rens PAMAP A.B.E., 3ABO/, ABJIOH -48-i1 kM,
JEPXABHOI IOPOIrN A®IHN-NAMIA, Tpewis
BiANoBigas/IbHOI 3a KOHTPO/b AKOCTI cepil - foAaTkoBa
AiNbHWLUA MiKpo6ioNoriYHoro TectyBaHHs. BeeAeHHsA
3MiH NpoTArom 6 MicsALiB NicnsA 3aTBEpAKEHHS. 3MiHu |
TMny - AOMiIHICTPaTVBHI 3MiHW. BuiyyeHHs BUpOGHUYOT
AiNbHULUI (BKAOYatoum AinbHUL Ana APl npomikHoro
npoAaykTy abo roToBOro slikapcbkoro 3acoby, AinbHWLi
NS NpoBefeHHA NakyBaHHsA, BUPOBHNKa,
BiZJNOBIAAILHOTO 3a BUMYCK Cepili, MicLie NpoBeAeHHs
KOHTPO/I0 cepii) abo nocTayabHyKa BUXigHOTO
mMaTepiany, peareHTy abo [OMNOMDKHOI PEHOBUHM (AKLLO
3a3HayvyeHo y 0Cbe) BunyyeHHs BUPOOHMYOT AinbHUL
ons M3 dexictnn rens PAMAP A.B.E., 3ABO/,
ABJIOH -49-ii KM, IEPYXABHOI JOPOIN A®IHU-
NAMIS, Mpeuis BigNOBiAaNILHOTO 3a NOBHUI LUK
BMPOGHMLTBA. BBEAEHHS 3MiH NpoTArom 6 micsuis nicns
3aTBEPKEHHS.
275, ®NAMIAE3® TabneTkun, BKpUTI OpraHocuH IHAjs EsepTogxeH faiid IHAjs BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasliB: TEXHIYHA 3a UA/7061/01/01
NNiBKOBOIO Nand CaeHcus Jliviteq, nomusika B 3aMiHax go MK peyenmom
060/10HKO0, Mo 10 CaeHcus MBT.
TabneTtok y énicrepi; nra.
no 1, a6o no 3 abo no
10 6nicTepiB y
KapTOHHIM nayui
276.| ®NAMIAE3® TabneTku, BKpUTI OpraHocuH IHais EBepTomKeH flaiid IHais BHECEHHS 3MiH [0 peecTpaLjiiiHuX MaTepiasiB: TeXHIYHA - UA/7062/01/01
NNiBKOBOIO Naiidp CaeHcus Jliviteq, nomusika B 3MmiHax go MK
060/10HKoI, in bulk: CaeHcms lBT.
2500 TabneTok y nrp.
naketax i3 ponbru
atoMiHiEBOT
277.| ®NOPUCEA- cupor, no 50 mn, no ToBapucTBO 3 YkpaiHa BCi cTafii BUPOGHMLTBA, YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | 6e3 UA/8853/02/01
3400POB'A 100 mn a6o no 200 mn 06MeXeHo KOHTPO/b SIKOCTi, BUMYCK TUMy - 3MiHK 3 AKOCTI. FOTOBWIA Nikapcbkunii 3aci6. peyenma
y chnakoHi; mo 1 BiANOBiAa/IbHI cepit: Cuctema KOHTeiHep/3aKynoptoBasibHWiA 3aci6. 3miHa y
h/1aKoHY B KapTOHHii cTIo ToBapnCTBO 3 0OMEXEHO NepBWHHIlA yNakoBLji rOTOBOrO Jlikapcbkoro 3acoby (Tvn
Kopo6ui; no 10 may "®apmavesTu BiAANOBIAA/TbHICTIO KOHTeliHepa abo [0AaBaHHA HOBOTO KOHTeliHepa) -
cawle, no 20 cawe y YyHa KOMMaHis "hapMaueBTNYHa TBepai, M'sIKi Ta HeCTepusbHi piaki nikapcbki hopmu.
KapTOHHIA Kopoo6Li "3p0pos'a” KoMnaHis "3gopos'a”, CynyTHS 3MiHa - 3MiHW 3 AKOCTi. [OTOBWIA NiKapCbKuii
YkpaiHa 3aci6. CucTeMa KoHTeliHep/3akynoptoBasibHUlA 3aci6.

BCi cTafii BUPOGHMLTBA,
KOHTPONb AKOCTI:
ToBapnCTBO 3 06MEXEHOI0
BiANoBifasIbHICTIO
"XapkiBcbke
hapmaueBTNyHe
nignpuemcTeo "340poB'a

3MiHa nocTavasibHUKa NakyBaslbHUX MaTepiasiiB abo
KOMM/IEKTYOUMX (SIKLLO 3a3Ha4YeHOo B AOCbE) (3amMiHa abo
[0faBaHHA nocTavyasibHUKa)- 3MiHM 3 AKOCTi. FOTOBWMiA
nikapcbknii 3aci6. KOHTPOb roTOBOrO /1iKapCbKoro
3acoby. 3miHa napameTpiB cneyudikauiin Ta/abo
[0MYCTUMMX MEX FOTOBOrO NiKapCbKoro 3acoby
(AONOBHEHHST cneumdikaL,ii HOBMM NOKa3HUKOM 3
BiANOBIAHMM MeToA0M BUNPo6yBaHHs) BBEAEHHS HOBOI




179

n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsi0OYeHHs

Hapoay”,
YKpaiHa

yMakoBKM (calle 3 KOMGIHOBaHOro marepiany
(PET/AL/PE)): no 10 mn y catue 3 KOMGiHOBaHOro
marepiany, no 20 calle B KOPO6Li 3 KAPTOHY Bif HOBMX
BVMPOGHWKIB NakyBanbHoOro marepiany NAT
«YKprnacTuk», YkpaiHa, AT «TexHonorisa», YkpaiHa,
Constantia Patz Ges.m.b.H, Austria (3aTBepgXeHi
ynakoBku o 50 mn, no 100 mn, no 200 mn 'y chiakoHi,
no 1 conakoHy B KOpOOGLii 3 KApTOHY). HK HACiOK,
AofasaHHA creymdikalii Ta MeTOZiB KOHTPOSIHO SKOCTI
"'N3 nokasHyrkoM «OAHOPIAHICTL MacK (4Ns cawe)» 3
BiAMNOBIAHUM METOA0M BUNPOOYBaHHS; YTOYHEHHS
Ha3BW nokasHuka «O6’emM BMICTY ynakoBku (415
thnakoHiB)». BBeAeHHS 3MiH NpOTAromM 3-X MicauiB nicns
3aTBEPMKEHHS. 3MiHM | TUny - 3MiHK 3 AkoCTi. [oTOoBWMIA
nikapcbkuii 3aci6. Cucrema
KOHTeliHep/3aKyrnoptoBanbHuii 3aci6. 3MiHa po3mipy
yMakoBKM rOTOBOTO NiKapCbKoro 3acoby (3miHa
Macwu/o6'eMy BMiCTYy KOHTeliHepa 6araTtofj030B0ro
NikapcbKoro 3acoby N5 HenapeHTepaibHOro
3acTocyBaHHA (260 04HO030BOr0, YaCTKOBOrO
BMKOPUCTaHHS)) BBEA,EHHS HOBOrO PO3Mipy yNakoBku No
10 mn y cawe, no 20 calue B KOpo6Li 3 KapTOHY, 3
BiANOBIAHMMM 3MiHaMK Y p. «YnakoBka» MKA /13.

278.

®NYLAP®-
JAPHULA

Kpem, 1 mr/rno15ry
Ty6i; no 1 Ty6i B navu,i

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

YkpaiHa

MpAT "®apmaveBTnyHa
thipma "AapHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasnis: 3miHu |
TUMy - 3MiHM 3 AKOCTI. [0TOBWIA Nikapcbknii 3acib.
CT1abinbHiCTb. 3MiHa y TepMiHax npuaartHocTi abo
ymoBax 36epiraHHs roToBOro NikapCcbkoro 3acoby

(36iNbLUEHHs TEPMiHY NPUAATHOCTI FOTOBOrO
niKapcbKoro 3acoby) - [11s Toprosoi ynakoBku
(nigTBEPAKYETLCA AaHUMK peasibHOro vacy) -

36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTartis
[LOBrOCTPOKOBMX AOCAIAKEHD CTAbINIbHOCTI Y peasibHOMy
yaci:

BBefeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMny - 3MiHM 3 AKOCTI. [OTOBMIA
nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (3miHa y 3aTBepAXKeHOMY NPOTOKOAi
CTabiNIbHOCTi) 3MEHLLEHHS YaCcTOTW AOC/IAKEHHS
ctabinbHocTi MN3 ¢/1YUAP®-OAPHUNLIA, Ha ocHOBI
aHanisy CTaTUCTUYHMX AaHnx 3aTBepmxeHo: KoHTponb
06pasLoB OCYLLECTBNAETCA C NepnoanyHocTbio: 0 mec.,
3 mec., 6 mec., 9 mec., 12 mec., 18 mec., 24 mec.
3anponoHoBaHo: KOHTpO1b 06pasL0B NPOBOAUTCS C
nepvoanyHocTtbio: 0 mec., 12 mec., 24 mec., 36 Mec.

3a
peuyerimom

UA/6215/01/01

279.

DITYUNHAP®

Masb, 0,25 mr/r no 15 r
y Ty6i; no 1 Ty6i B
KapPTOHHII KOpoOLyi

TOB
"BAJIEAHT
PAPMACHIO

Ykpaina

dapmsasog €nbcha A.T.

MonbLa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus NPoBamKeHHs AisfIbHOCTI

3a
peyenmom

UA/1720/01/01
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dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

TabneTtkn no 5 mrin

TIKANZ"

BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/IIOHA0UM AiNbHULi BUMYCKY cepii abo Micue
NpOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
cepiii) - 3MiHa aapecy BMpo6HuKa 13 dapm3asog,
Enba A.T., NonbLa, 6e3 3MiHKM MicusA BUPOGHMLITBA.
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micasa
3aTBEPKEHHS.

nocsBi0OYeHHs

bulk: no 10 Tabnetok y
6nictepi, no 10
6nictepiB y
KOHTeliHepi; in bulk: no
100 TabneTok y
KOHTeliHepax

Tabnetku no 5 Mr no

"KcaHTic
Papma
NimiTen"

"KcaHTic

Kinp

AT

CaHeka ®apmacbloTikan3

CnoBaubk
a
Pecny6nik
a

BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHu fo
y3arasibHeHVX AaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHNX NPo cucTemy
thapMakoHarnsgy, 3mMiHa ynoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOT 32 34iCHEHHST hapmakoHarnsagy;
KOHTaKTHOI 0cobK 3 hapMakoHarnagy 3asBHuka gns
3[iiCHeHHs1 hapMakoHarnsay B YKpaiHi, AKL0 BoHa
BiAMIHHa Bif YNOBHOBaXeHOI 0CO6U, BiAMOBIAA/IbHOI 3a
3piicHeHHs hapMakoHarnsay (BKIH0YaKUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-thaiina
cucTemu chapmakoHarnsgy) - 3MiHa yrnoBHOBaXeHOT
0ocob6u BignoBifanbHOI 3a hapmakoHarnsg;
MponoHoBaHa pefakuis: IBaH Kimnpiy / lvan Cimprich.
3MiHa KOHTaKTHUX AaHnX YNOBHOB&XEHOI 0Co6H,
BiANOBIAa/IbHOI 32 hapMakoHarnsg. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AifiNIbHOCTI 3 hapMakoHarnsgy.
3miHa agpecu macTep-doarina

3a
peuyerimom

UA/16684/01/01

Ne Hassa

n/n JliKapcbKo20
3acoby

280. ®PPI-AN

281.| ®PI-AN

282, ®YIIKYTAH

10 Tabnetok y
6nictepi, no 1 abo no
2, a6o no 3, a6o 9
6nicTepiB y KAPTOHHIi
nauu

Papma
Nimiten"

Kinp

AT

CaHeka ®apmacbloTikan3

Cnosaubk
a
Pecny6nik
a

BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu Ao
y3arasibHeHNX faHux Npo cucTemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTemy
hapMakoHarnsay, amMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAANLHOI 3a 34iliCHEHHA hapmakoHarnagy;
KOHTaKTHOI 0c0o6M 3 hapMakoHarnagy 3asBHuKa ans
3[jiCHeHHs hapMakoHarnsay B YkpaiHi, AKLo BoHa
BiAMIHHA BiJ YNOBHOBaXeHOI 0CO6U, BiAMOBIAa/IbHOI 3a
3[iicHeHHs1 hapMakoHarnsay (BKIHYaUM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi macTep-tharina
cucTemu dhapmMakoHarnagy) - 3MiHa ynoBHOBaXXeHOT
0co6w BignoBiganbHOI 3a hapMakoHarnag:
MponoHoBaHa pepgakuis: IBaH Kimnpiu / lvan Cimprich.
3MiHa KOHTaKTHMX AaH1X YNOBHOBaXEHOT 0Co6y,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOI AiANbHOCTI 3 hapmakoHarnsgy.
3MmiHa agpecu macTep-doaiina

3a
peyenmom

UA/16683/01/01

Masb2%no5r, 15T,
a6o 301y Ty6i; no 1

Ty6i B KAPTOHHI nayLi

[Jepmadapm
Al

HimeuunHa

Mi6e TM6X ApuHaimiTTenb

HimeuunH
a

BHECEHHS 3MiH 10 peeCTpaLiiH1X MaTepianiB: TeXHIiYHA
nomMusIKa B MapKyBaHHi BTOPUHHOT YNakoBKu: y po3gaini

13

3a
peyenmom

UA/10307/02/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
283.| ®YPOCEMIJ, Tabnetku no 40 wmr, no ToBapucTBo 3 YkpaiHa ToBapMCTBO 3 0OMEXEHO YkpaiHa BHECEHHS 3MiH IO peecTpaviliHix maTepianis: 3MiHu | 3a UA/5153/02/01
10 Tabnetok y 06MeXeHOo BiAgNoBigaIbHICTIO TUNy - NOfaHHA HOBOrO cepTudikaTa BiANOBIAHOCTI peyenmom
6nictepi; no 5 BiANOBIA&/bHI "[locnifHnii 3aBog, €Bponeiicbkiii hapmakonei R1-CEP 1999-137-Rev 07
6nicTepiB y nauui 3 CTIO "T'HUNC", YkpaiHa (BCi ana A®l doypocemig, Bif, HOBOro BUPO6HMKa A04ATKOBO
KapToHy "OocnigHnii cTagii BUpobHMUTBA, [0 3aTBepKEHOro BUpo6bHuKa A®I; 3MiHu | Tuny -
3aB0O/, KOHTPO/b SKOCTI, BUMYCK 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO NPUBEAEHHSA Y
"rHUaCct cepii); ToBapncTBO 3 BiANOBIAHICTb A0 MoHorpadii APY abo €Bponeiicbkol
06MeXeHo thapmakonei, abo iHLWOI HalioHas/IbHOI hapmakonei
BiANOBIAA/TbHICTIO fepxasun €C; cynyTHA 3MiHa: 3MiHa y meTofax
"®apmaveBTuyHa BMNpo6yBaHHA A®| abo BuXigHOrO
KoMnaHis "3gopos'a”, MaTepiany/npomiKHOro nNpoaykTy/peareHTy, Lo
YkpaiHa (Bci cTagii BVIKOPWCTOBYETbLCS Y NpoLeci BUpo6HMLTBa AD| -
BMPOGHMLTBA, KOHTPO/b npuBefeHHs cneyndikauii Ta MeToaiB KOHTpoo Ad| y
SAKOCTI, BUMYCK cepii); BigNoBiAHICTb A0 BUMOr MoHorpadii Furosemide EP 3a
ToBapuCTBO 3 OOMEXEHOID nokasHukamu: "PO3UMHHICTL", «laeHTudikavis»;
BiANOBIAA/IbHICTIO BHECEHO 3MiHV Y METOAM KOHTPOJTIO 3@ NOKa3HUKaMu
"®APMEKC IPYyI", «CynpoBiaHi AOMILLIKWN», «KinbkKiCHe BU3HAYEHHS»;
YkpaiHa (Bci cTagii BBE/EHO 0 crneumndikaii nokasHuky «MNpo3opicTb» Ta
BMPOGHMLTBA, KOHTPO/b «KonbopoBicTb» 3 BiANOBIAHUM METOA0M
AKOCTI, BUNYCK cepil) BMNPOBYBaHHS; BU/TYYEHO MOKa3HMKM cnevmdikauii
«Baxki meTanu» Ta «Temnepartypa nnasB/eHHs» 3
BiANOBIAHMMMN MeToAaMN BUNPOGYBaHHS
284. XnopooIninT cnpeii no 15 mny ToBapucTBO 3 YkpaiHa BCi cTagii BUpobHMuTBa, YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTtepianis: 3miHu | 6e3 UA/1556/03/01
KOHTelHepi 3i ckna 06MeXeHo KOHTPO/b SKOCTi, BUMYCK TMny - 3MiHa napameTpiB cneundikauii Ta/abo peyenma
abo nnactmacu, no 1 BiANOBIA&/bHI cepii: ToBapucTso 3 [OMNyCTUMMX MEX FOTOBOTO /iKapCbKOro 3acoby
KOHTelHepy y nauui 3 CTo 06MeXeHoI0
KapTOHY "AocnigHnii BiAgMNOBiga/IbHICTIO
3aB0Of, "[locnigHuii 3aBog,
"rTHUnNC" "r'HUNC", YkpaiHa; BCi
cTagii BUpo6HMLTBA,
KOHTPO/b SIKOCTI, BUMYCK
cepii: ToBapuCTBO 3
06MEXeHOI0
BiAgNoBiga/IbHICTIO
"®apmaueBTnyHa
KommnaHis "3gopos'sa",
YKpaiHa
285. XNorPo®ININT po34uH cnupToBwuii, 10 NAT YkpaiHa MAT "Tanuucapm” YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/4551/02/01
mr/mn, no 100 mny "lranuucapm” TUNY - 3MiHW BHECEHi B TEKCT MapKyBaHHSA MEPBUHHOI Ta | peyenmom
donakoHi (CknsHoMy BTOPUHHOI YMakoBKM NikapCbKoro 3acoby Loao
abo nonimepHomy), no 3a3HaYeHHs MbKHapOoAHUX NO3Ha4YeHb OAVHULL
1 donakoHy B nauu; no BMMIiptOBaHHSl. BBeieHHA 3MiH npoTsArom 6-tm micsauis
100 mn y 6aHui, no 1 nicns sarsepkeHHsA
6aHLi B navui
286. XNOPO®ININT pPO34MH cnMpToBUiA, 10 NAT YKpaina NAT "Tanuudgapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn | - UA/9519/01/01
mr/mn, in bulk: no 100 "Tanuuchapm” TUNY - 3MiHU BHECEHI B TEKCT MapKyBaHHS NepBUHHOI Ta

My dNaKoHi
cknsiHomy abo
nosnimepHomMy, abo

BTOPVHHOI YNaKoBKM JiKapCbKOro 3acoby Loao
3a3Ha4YeHHs MXXHapOAHWX NMO3HAaYEeHb OAUHULIb
BUMiptOBaHHs. BBeAEeHHA 3MiH NPOTArom 6-Tn micauis
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
6aHLi, No 48 6aHOK nicns saTBepMAKeHHsA
ab0 (pr1akoHiIB y KOpOooi
287.| XYMOAAP® b CyCneHsis gNns iH'ekuii, MpAT "Mo YkpaiHa MpAT "lMNo BUPOGHMLTBY Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/1155/01/01
100P 100 MO/mn no 3 mny BMPOGHMLTBY iHcyniHiB "IHOAP" TMny - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro peyenmom
KapTpuaxi; no 3 abo iHCYniHIB nNiKkapcbKoro 3acoby (iHwi 3MiHW y MeTogax
no 5 kapTpuaxis y "IHOAP" BMNPOGYBaHb (BK/IOYaUM 3amiHy abo AOMOBHEHHS)) -
nauti 3 kapToHy; no 10 onTMMI3aLis METOAMKMA KOHTPO/O 38 NOKA3HVKOM
M1y ¢hnakoHi; no 1 "CTepw/bHICTL", Ha NiacTasi po3pobaeHnx
chnakoHy B navui 3 eKCneprMeHTa/IbHNX JaHnX Ta pesynbTaTis
KapToHy; Mo 5 mny nigTBEPKEHHS NPUAATHOCTI METOANKN Y 3MIHEHNX
donakoHi; no 1 a6o no ymMoBax TecTyBaHHs BiAnNoBiAHO A0 BuMor n.2.6.1 AdY
5 dhnakoHiB y nauui 3 2.0
KapTOHY
288. XYMOAAP® b CyCneHsist gNs iH'eKUiiA, MpAT "Mo YkpaiHa MpAT "MNo BUPOGHULTBY YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | - UA/13721/01/01
100P 100 MO/mn in bulk: Ne BMPOGHMLTBY iHcyniHis "IHOAP" MMy - 3MiHa y MeTogax BUnpobyBaHHS roTOBOro
100, Ne 200 (no 5 mny iHCYniHIB nikapcbkoro 3acoby (iHLWi 3MiHM y MeToAax
dhnakoHi; no 100 a6o "IHOAP" BMNPO6YBaHb (BK/IOYaUM 3aMiHy abo [JONOBHEHHS)) -
200 chnakoHis y ONTUMI3aLisi METOAMKN KOHTPO/TO 38 MOKa3HUKOM
Kopo6i); in bulk: Ne "CTepwibHICTb", Ha MigcTaBi po3po6eHUx
100, eKcrneprvMeHTalbHUX AaHuX Ta pe3y/bTaTiB
Ne 200 (no 10 mny NiATBEPLKEHHS NPUAATHOCTI METOANKM Y 3MIHEHUX
dhnakoHi; no 100 a6o ymoBax TeCTyBaHHs BiAnoBiAHO A0 BUMoOr n.2.6.1 AdY
200 donakoHiB y 2.0
KOpo6i)
289. XYMOAAP® b CyCneHsist oNs iH'ekuiid, MpAT "Mo YkpaiHa MpAT "lNo BUPOGHMLTBY YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | - UA/13721/01/01
100P 100 MO/mn in bulk: Ne BMPOGHULITBY iHcyniHis "IHOAP" TMny - 3MiHa y MeTogax BunpobyBaHHSA roToBOro
100, Ne 200 (no 5 mny iHCYniHIB NiKkapcbKoro 3acoby (iHwi 3MiHM y MeTogax
chnakoHi; no 100 a6o "IHOAP" BMNpOGYBaHb (BK/IOYakUM 3amiHy abo AOMOBHEHHS)) -
200 chnakoHis y npusefeHHs BUNpobyBaHHA 3a NOKa3HUKOM
Kopo6i); in bulk: Ne «BakTepiasibHi eHA0TOKCMHW» Y BiAMNOBIAHICTb A0 BUMOT
100, n.2.6.14 (metog A) A®Y 2.0
Ne 200 (no 10 mny
cnakoHi; no 100 abo
200 donakoHiB y
KOpo6i)
290, XYMOJOAP® b CyCneHsis oNs iH'ekuii, MpAT "Mo YkpaiHa MpAT "lMNo BUPOGHMLTBY YkpaiHa BHECEHHS 3MiH O peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/1155/01/01
100P 100 MO/mn no 3 mny BUPOBHULTBY iHcyniHiB "IHOAP" TMNYy - 3MiHa y MeTofax BUNpo6yBaHHS roToOBOro peyenmom
KapTpuaxi; no 3 abo iHCYniHIB NikapcbKoro 3acoby (iHLi 3MiHW y MeTogax
no 5 kapTpuaxis y "IHOAP" BMNpOGYBaHb (BK/THOYaK4M 3amiHy abo AOMOBHEHHS)) -
nauui 3 kapToHy; no 10 npvBeAeHHs BUNPOGYBaHHSA 3a NMOKa3HNKOM
My chnakoHi; no 1 «BakTepiasibHi eHAO0TOKCUMHM» Y BiAMNOBIAHICTb [0 BUMOT
chnakoHy B nauui 3 n.2.6.14 (metog A) Aoy 2.0
KapToHy; Mo 5 mny
donakoHi; no 1 abo no
5 chnakoHiB y nauui 3
KapToHy
291, XYMOAAP® K25 CyCneHsis gNns iH'ekuii, MpAT "Mo YkpaiHa MpAT "lMNo BUPOGHMLTBY Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | 3a UA/1533/01/01
100P 100 MO/mn no 3 mny BMPOGHNLTBY iHcyniHiB "IHOAP" TMny - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOroO peyenmom
KapTpuaxi; no 3 abo iHCYNiHIB NiKkapcbKkoro 3acoby (iHwi 3MiHW Yy MeTogax
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
no 5 kapTpuaxis y "IHOAP" BMNPOGYBaHb (BK/IHOYaK4M 3amiHy abo AOMOBHEHHS)) -
nauui 3 kKapToHy; no 5 ONTMMI3aLisa METOAMKMA KOHTPO/O 32 NOKa3HKOM
My chnakoHi; no 1 "CTepwnbHICTb", Ha nigcTasi po3po6eHnx
ab6o no 5 dhiakoHiB y eKCNeprMEeHTa/TbHNX faHuX Ta pesy/bTaTiB
nauui 3 kapToHy; no 10 NigTBEPKEHHS NPUAATHOCTI METOANKN Y 3MiHEHNX
My chakoHi; no 1 ymMoBax TecTyBaHHS BifnoBigHo Ao sumor n.2.6.1 AdY
chnakoHy B nauui 3 2.0
KapToHy
292, XYMOAAP® K25 CyCneHsis gNns iH'ekuii, MpAT "Mo YkpaiHa MpAT "MNo BUPOGHMLTBY YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis: 3MiHu | - UA/13722/01/01
100P 100 MO/mn in bulk: Ne BMPOGHMLTBY iHcyniHiB "IHOAP" TUny - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro
100, Ne 200 (no 5 mny iHCYniHIB nNiKkapcbKkoro 3acoby (iHwi 3MiHW y MeTogax
chnakoHi; no 100 a6o "IHOAP" BMNPOGYBaHb (BK/IOYa4M 3amiHy abo AOMNOBHEHHS)) -
no 200 dhnakoHiB y ONTUMI3aLisi METOAMKN KOHTPOJTHO 3a MOKa3HVKOM
Kopo6i); in bulk: Ne "CTepw/bHICTL", Ha NiacTasi po3pobieHnx
100, Ne 200 (no 10 mn eKCneprMeHTa/IbHNX JaHnX Ta pesynbTaTis
y donakoHi; no 100 a6o NiATBEPLKEHHS NMPUAATHOCTI METOAMKM Y 3MIHEHNX
no 200 chnakoHiB y ymMoOBax TecTyBaHHs BiAMNoBiAHO A0 BuMor n.2.6.1 AdY
KOpo6i) 2.
293.| XYMOJAAP® K25 CyCneHsis ANs iH'ekuUiid, MpAT "Mo YkpaiHa MpAT "lNo BUPOGHNLTBY YkpaiHa BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/1533/01/01
100P 100 MO/mn no 3 mny BUPOBHULTBY iHcyniHiB "IHOAP" TMNy - 3MiHa y MeTofax BUNpo6yBaHHS roTOBOrO peyenmom
KapTpuaxi; no 3 abo iHCYniHIB NikapcbKoro 3acoby (iHwi 3MiHM y MeTogax
no 5 kapTpugxis y "IHOAP" BMNpOGYBaHb (BK/THOYaUM 3amiHy abo AOMOBHEHHS)) -
nauui 3 kKapToHy; no 5 npvBeAeHHs BUNPOGYBaHHSA 3a NMOKa3HUKOM
My chnakoHi; no 1 «BakTepianbHi eHAO0TOKCUMHM» Y BiAMNOBIAHICTb [0 BUMOT
ab6o no 5 h/1akoHiB y n.2.6.14 (metog A) A®Y 2.0
nadui 3 kKapToHy; no 10
My hnakoHi; no 1
dhnakoHy B nauuj 3
KapToHy
294, XYMOAAP® K25 CyCneHsist A4S iH'eKuil, MpAT "Mo YKkpaina MpAT "“INo BUPOGHULTBY YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | - UA/13722/01/01
100P 100 MO/mn in bulk: Ne BMPOGHMLTBY iHcyniHiB "IHOAP" TMNy - 3MiHa y MeToAax BUNpobyBaHHSA rOTOBOro
100, Ne 200 (no 5 mny iHCYniHIB nNikapcbKkoro 3acoby (iHLi 3MiHW y MeTogax
cnakoHi; no 100 abo "IHOAP" BMNPOOYBaHb (BK/IOUAKOUM 3aMiHy ab0 [OMOBHEHHS)) -
no 200 chnakoHiB y nprBeAeHHs BUNPOGYBaHHSA 3a NMOKa3HNKOM
Kopo6i); in bulk: Ne «BakTepiasbHi eHA0TOKCMHW» Y BIANOBIAHICTL A0 BUMOT
100, Ne 200 (no 10 mn n.2.6.14 (metog A) oY 2.0
y donakoHi; no 100 a6o
no 200 chnakoHiB y
KOpo6i)
295.| UENb T mMasb no 50 r y Ty6i; no Bionoriwe HimeyunHa Bionoriwe Xainbmittesnb HimeuuunH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 6e3 UA/0020/03/01
1 1y6i B kOpO6ULi 3 XalinbMiTTens Xeenb M'm6X a TMNy - 3MiHa y napameTpax cneyudikauiin Ta/abo peyenma
KapToHY Xeenb M'M6X OONyCTUMKX MEX, BU3Ha4YeHuX y crneumdikayisax Ha Adl,

ab0 BMXigHWUA/NPOMIXHWIA NpoayKT/peareHT, LWo
BVIKOPVCTOBYIOTbCSA Y npoueci BupobHuytea AdI -
BUyYEHHS 3i cneuudikauii 4719 MaTepUHCLKOI TUHKTYpY
Symphytum officinale TecTy "niponiauguHosi ankonoigun"
BiAgnosigHo Ao sumor HAB; AONOBHEHHS crieumdikavi
[ANa MaTepyHCbKoT TMHKTYpY Symphytum officinale
HOBMM MOKa3HMKOM SIKOCTi BU3Ha4eHHs1 Escherichia coli
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n/n

Hassa
NliKapcbKo20
3acoby

dopma sunycky
(nikapcbka chopma,
ynakoska)

3asiBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOOHUK
a

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

(EP 2.6.13); 3miHu | TUny - 3miHa y MeTogax
BMNPO6YBaHHSA rOTOBOrO J1iKApCbKOro 3acoby - 3MiHW Y
crneundikavii roToBoro nikapcbKoro 3acoby - fogaBaHHs
anbTepHaTUBHOIO MeToAy BunpobyBaHHs "la3oBa
xpomatorpadis” (EP .2.2.28) ans T. KifibkicHe
BU3HAYEHHS €TaHONY; peaakLiiiHi npaBkn B ONKUCI
[0MyCTUMMX HOPM Ta B MOcunaHHi cneuudikadii 3a T.
onuc, B A3KICTb, NYCTUHA, MiKpObio/ioriyHa YncToTa;
3MiHM | TUNY - 3MiHK, NOB'A3aHI 3 HEOOXIAHICTIO
npuBeAeHHS Yy BiANOBIAHICTb A0 MoHorpadii AdY abo
€Bponeiicbkoi hapmakonei, abo iHLWOoT HalioHaIbHOT
thapmakonei gepxasu E€C - npuBeAeHH: creumdikavii
Ans cuposvHK Sulfur BiANOBIAHO A0 BUMOr MOHOrpadii
"Sulfur for homoepathic preparations" EP; npusegeHHs
cneumdikauii 4nsa BuxigHoro martepiany Acidum
Thiocticum BignoBigHoO A0 BUMOr MoHorpadii EP;
npuBefeHHs cneuudikauii Ana Ait4oi pevyoBuHN
Natrium diethyloxalaceticum trituration D1 3a T.
KisbKicHe BM3Ha4yeHHs BignoBigHo ao sumor EP, 2. 2. 20

296.

LEPYKAN®

Tabnetku no 10 mr no
50 TabneTok y
chnakoHi, no 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

TeBa
dapmaveBTika
n lHgacTpis
nra.

13painb

MIBA XpBatcka 4.0.0.

Xopsaris

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu |
TMny - 3MiHK LWoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHv o
y3arasibHeHUX faHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA Y3araslbHEHUX AaHVX NPO CMCTeEMY
thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHOi ocobwu,
BiANOBIAANLHOI 3a 34iiCHEHHSA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHuKa 415
3[iicCHeHHs1 hapMakoHarisay B YKpaiHi, SKLo BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOI 0CO6MU, BiANoBigaNbHOI 3a
3fiicHeHHs hapmakoHarnsay (BKIH0YauM KOHTaKTHI
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-caiina
cucTemn hapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
0cobu 3asBHUKA, BiANOBIAAUIbHOI 3a 3AIICHEHHS
hapmakoHarnsgy: MNponoHoBaHa pegakuis — Orit Stern-
Maman. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOI
ocobu. 3miHa Micus 3[iCHEHHSI OCHOBHOI AiSNIbHOCTI 3
dhapMakoHarnisgy. 3miHa agpecy MacTep-haiina

3a
peyenmom

UA/2297/01/01

297,

LETPUMAK

TabneTtku, BKPUTI
NAiBKOBOO
060/10HKO0, M0 5 Mr,
no 30 TabneTok y
dnakoHi, no 1
h1aKoHy Y KapTOHHIiA
ynakosLi; no 10
TabneTtok y 6nictepi,
no 1 a6o 3 6nictepn y
KapTOHHI KOopoo6Lli

Makneoac
PapmMacboThK
ac Nlimitepq,

IHais

Makneogac
dapmacbioTrkanc Jlimiteq,

IHais

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu |

TMny - 3MiHa B yMOBax 36epiraHHs NikapcbKoro 3acooy.

3anponoHoBaHo: 36epiraT Npu Temneparypi He BuULLe
30° C B opuriHasibHili ynakoBLi

6e3
peyenma

UA/16082/01/01

298.

LMKNOMES,

Kpansi o4Hi 1 % no 5
MA Y bnakoHi-

CEHTICC
PAPMA TBT.

IHgis

CEHTICC ®APMA MNBT.

N1,

IHais

BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn |
TMny - 3MiHKM Woao 6e3nekn/eddeKTUBHOCTI Ta

3a
peyenmom

UA/2911/01/01
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYyeHHs1
KpanesnbHuui; no 1 nTAa. thapmakoHarnsgy. BeegeHHs abo 3miHv o
chnakoHy-kpanenbHuL y3arasibHeHUxX faHvx npo cuctemy chapmakoHarnagy
B KapPTOHHII nayyi (BBEAEHHSA y3araslbHEHUX AAHUX MPO cUCTEMY
chapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOi ocobw,
BiANOBIAANLHOI 3a 34iiCHEHHA (hapmakoHarnaay;
KOHTaKTHOI 0C06U 3 chapmakoHarnsay 3asiBHUKa 415
3[iiCHeHHs1 hapMakoHarisay B YkpaiHi, SKLO BoHa
BiAMiHHa Bif, yNOBHOBaXEHOI 0CO6M, BifnoBiganbHOI 3a
3AilicHeHHA hapMakoHarnagy (BKIYarym KOHTaKTHi
[aHi) Ta/abo 3MiHM y po3mileHHi MacTep-taiina
cucTemu chapmMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOT
ocobu BignosiganbHOT 3a hapmakoHarnag;:
MponoHoBaHa pepakuis: JokTop LpikaHT Mayp / Dr.
Shrikant Gaur. 3miHa KoHTakTHOI ocobu BiAnoBiaaIbHOT
3a (hapmakoHarnag;
MponoHoBaHa pepakuisi: TodhaH Irop AHaToniioBuy.
3MiHa KOHTaKTHUX faHuX YNOBHOBaXeHOI ocobu,
BiANOBIAa/bHOI 3a hapmakoHarnfg. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0co6u, BignoBiga/ibHOI 3a
hapmakoHarnsg,. 3miHa micus 34iCHeHHSI OCHOBHOT
LisinbHOCTI 3 hapmakoHarnsgy. 3MiHa agpecu mactep-
charina
299. UMNPO®IOKCA | Kpan/i O4Hi Ta BYLLUH, ToBapucTBO 3 YkpaiHa BCi cTagii BUpobHMuTBa, YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/4759/01/01
LUWH 3mr/mano5wmny 06MexeHo KOHTPO/b AKOCTi, BUMYCK TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HalilMeHyBaHHS peyenmom
chnakoHi; no 1 BignoBiAa/bHI cepii: Ta/abo agpecy MicLs NPOBaKEHHS AiANbHOCTI
hNakoHy B KOMM/IEKTI cTo ToBapuCTBO 3 06MEXEHOID BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
3 KPULLIKOKO- «JocnigHnii BiAgMNOBiga/IbHICTIO BK/IIOYAK0UM AiflbHMLi BUMYCKY cepii abo micue
KpanesbHULE B 3aB0Of, «JocnigHnii 3aBog NpoBeLeHHS KOHTPO/IIO AKOCTI. (AiANbHICTb, 3a AKy
Kopo6ui; no 10 mny "rHUAC" "rHUNCY, BignoBigae BUPOGHMK/IMNOPTEP, BKIOHAKOUM BUNYCK
chnakoHi; no 1 Ykpaina cepiii) - 3MiHa NOLLTOBOTO iHAEKCY B afpeci BUPOOHUKa
h1aKoHy B KOMM/IEKTi TOB «®APMEKC I'PYT1», 6€3 3MiH/ hakT4YHOro micus
3 KPULLIKOHO- BCi cTagii BUpobHMuTBa, NPOBaPKEHHSA AiSIbHOCTI
KpanesnbHULE B KOHTPO/b AKOCTi, BUMYCK
Kopoo6Li cepii:
ToBapnCTBO 3 06MEXEHOI0
BiANOBIAA/TbHICTIO
"®APMEKC IPYy1",
YKpaiHa
300., LNTUKOMIH NMOPOLLIOK (Cy6CTaHLis) TOB "HIKO" Ykpaina Kariniv [IkeH'toiH Kutaii BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | - UA/13807/01/01
HATPIO y NOABIAHNX Baiiokemikan TMny - AGMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nonieTuIeHoBMX dapmac'otikan Ko., /114. Ta/abo afpecy 3asBHMKA (B/laCHMKa peecTpaviiiHoro
naketax gns nocBifYeHHs) 3MiHa agpecy 3asBHUKa
BMPOGHULITBA
CTepu/IbHUX Ta
HecTepuIbHUX
NiKapcbknx popm
301, LUNTO3AP® niogpinizat gns Mdpaiizep IHk CLWA AxTasic ITania C.n.A. ITanisa BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3miHu | 3a UA/4840/01/02
PO34UMHY ANs iH'EKLR TMNy - AAMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHsI peyenmom

no 100 wmr; 1 cpnakoH 3

Ta/abo agpecu micus NPoBaKeHHs AisiNIbHOCTI




Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1
niogpinizatom Ta 1 BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
amnyna 3 BK/IIOHA0UM AiNbHULi BUMYCKY cepii abo Micue
PO3YMHHUKOM (CnnpT NpOBeLEHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
6eH31noBMiA, Boga Ans BiANOBIAAE BMPOGHMK/IMNOPTEP, BKIOYAOUM BUMYCK
iH'ekyjin) o 5 mny cepiid) - 3miHa agpecu BupobHuka 13 AkTasic ITanis
KapTOHHiiA Kopo6Li C.n.A,, Itania, 6e3 3miHn micus BUpo6HULTBA
(BBegeHHs 3MiH MPOTAroM 3-X MicsyiB nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) - 3amiHa rpad)iyHOro 0)OpM/IEHHS NEPBUHHOI Ta
BTOPVHHOT YNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BiANOBIAHMMY 3MiHamu 40 po3ginis MKA N3 (po3ain
«["pachiuHe 0hopMIEHHS YNaKoBKM» 3aMiHEHO pPO3ZifioMm
«MapkyBaHHs») BBeieHHS 3MiH NpoTAroM 3-x Micsilis
nicns 3aTBepkKeHHs
302, LUATO3AP® niodpinizat gns Mdpaiizep IHK CLA AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | 3a UA/4840/01/01
PO34UHY ON151 iH'EKLLA TMNy - AAMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHSsI peyenmom
no 1000 wmr; 1 conakoH Ta/abo agpecy Micus NPOBaKEHHS AiSNbHOCTI
3 niogpinizaTom y BMPOGHMKa/imnopTepa roToBoro fikapcbkoro 3acoby,
KapTOHHIA KOpooLi BK/IIOYA0UM AiNbHULI BUMYCKY cepii abo micue
NPOBELEHHS KOHTPOJIIO AKOCTI. (4iANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/iMNOPTEP, BKIOYAOUM BUMYCK
cepiid) - 3miHa agpecu BupobHuka 13 AkTasic ITanis
C.n.A., Itanis, 6€3 3MiH1 Micusi BUpO6HMLUTBA
(BBegeHHs 3MiH MpPOTAroM 3-X Micsyis nicns
3aTBEPKEHHS); 3MiHM | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHLwi
3MiHM) - 3amiHa rpad)iyHOro 0)OpM/IEHHS NEPBUHHOI Ta
BTOPVHHOT YNakoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BiANOBigHMMY 3MiHamy 40 po3ginis MKA N3 (po3ain
«[I"pachiuHe 0hopMIeHHS YNaKoBKu» 3aMiHEHO pPO3Zifiom
«MapkyBaHHs») BBejeHHS 3MiH NpoTAroM 3-x MicsiLis
nicns 3aTBepkeHHs
303.| YEBPELO eKCTpaKT piaknii NAT YkpaiHa MNAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | - UA/9745/01/01
EKCTPAKT (cybeTaHuis) y 604kax "Tanuucpapm” TMNy - 3MiHa y napameTpax cneuudikauiin Ta/abo
PIAKWIA nonimepHux ans O0NyCTUMUX MEX, BU3Ha4YeHuX y crneumdikanisx Ha Adl,
BMPOGHULITBA ab0 BMXigHWUA/NPOMIXHWIA NpoayKT/peareHT, LWo
HecTepubHNX BUKOPVCTOBYIOTbLCS y Npoueci BUpobHuuTea Adl;
nNikapcbkunx chopm CynyTHs 3MiHa: 3MiHa y MeTogax BunpobyBaHHa Ad|
abo BuxigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPO6HMLUTBA ADI (iHLWI 3MiHM Y MeToAax BUNPOGYBaHHS
(BkNtOYaKOUM 3aMiHy abo foMoBHeHHS) APl abo
BUXIAHOTO/NPOMIXHOr0 NPOAYKTY) — BHECEHHS 3MiH 0
crneundikavii Ta MeToAiB KOHTPOHO SIKOCTI T.
«MikpobionoriyHa YncToTa» NPUBEAEHHSM Y
BignosigHICTb A0 BUMOr ADY/EP 5.1.8
304, AHYMET TabneTkn, BKPUTI Mepk Wapn i LLIBeliyapis nepBrHHA Ta BTOPUHHA HigepnaH BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHn | 3a UA/11003/01/01
NNiBKOBOK [oywm lgea IHK ynakoBKa, 403BiN Ha on/ TUMY - BUNYYEeHHA BUPOGHWNYOI AinbHULI (BKIKOYaum

peyenmom
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Ne Hassa ®dopma surnycKy 3asiBHUK KpaiHa Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka gpopma, 3asaB8HUKa BUPOGHUK BionycKky | peecmpayitiHo2o
3acoby ynakoska) a nocsioYeHHs1

o6osoHkoto, no 50 BMNYCK cepii: Mepk LWapn i Benuka AinbHUUi Ans A®Il, npomixXHOro NpoAykTy abo roToBoro
Mmr/500 wmr, no 14 [oym B.B., HigepnaHaw; BpuTanis/ NiKapcbKoro 3acoby, AinbHUL 415 NPOBeAeHHS
Tabnetok y 6nictepi; BMPOGHMULITBO CLUA/ nakyBaHHs, BUPOOHYKa, Bi4NOBiAaNbHOIO 3a BUMYCK
no 4 6nictepv B Hepo3dacoBaHo| Icnanis cepiid, Mmicue NpoBefeHHs KOHTPO/TIO cepil) abo
KapTOHHIA Kopoo6Li nNpoAayKLUii: nocTavasnibHvKa BUXIiQHOrO MaTepiany, peareHTy abo

Ecika KsiH6opo JlimiTes, [OMNOMDKHOT PEYOBUHM - BUNyYEHHS BUPOOHUKa Ad|

Benuka BpuTaHisi; MateoH

MyepTo Piko, IHK., MNyepTo

Piko, CLLA; nepBuHHa Ta

BTOPMHHA ynaKoBKa:
®poccT 16epuka, C.A.,
Icnanis
305., AHYMET TabneTtku, BKPUTI Mepk Wapn i LLseiiuapis nepBuHHa Ta BTOPUHHA HigepnaH BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHu | 3a UA/11003/01/02

NAiBKOBOO [Joywm lgea IHK ynakoBka, [,03Bif1 HA aw/ TUMY - BUNYYEHHS BUPOOHWNYOT AiNbHWLI (BKIOYAOUM peyenmom
o6onoHkoto, no 50 BMNYyCK cepii: Mepk LWapn i Benuka AinbHULUI Ans A®Il, npoMixXHOro NpoAykTy abo roToBoro
Mmr/850 mr, no 14 [oym B.B., HigepnaHau; BpuTaHis/ NiKapcbKoro 3acoby, AiNbHULI 415 NPOBeAeHHS
Tabnetok y 6nictepi; BMPOOHMLITBO CLUA/ nakyBaHHs, BUPOOHYKa, Bi4noBifaNbHOIo 3a BUMYCK
no 4 6nictepv B Hepo3dacoBaHol Icnarnis cepiid, Mmicue NpoBefeHHs KOHTPO/TIO cepil) abo
KapTOHHIA KOpooLi NpOAYKLUIT: nocravasnibHUKa BUXigHOro martepiasny, peareHTy abo

Ecika KsiH6opo JlimiTes, [OMNOMDKHOT PEYOBUHW - BUNyYEHHS BUPOOHUKa Ad|

Benuka BpuTaHisi; MateoH

MyepTo Piko, IHK., MNyepTo

Piko, CLUA; nepBuHHa Ta

BTOPMHHA ynaKkoBKa:
dpoccT 16epuka, C.A.,
Icnanis
306. AHYMET TabneTku, BKpUTI Mepk Wapn i LLBeiuapis nepBrHHa Ta BTOPUHHA HigepnaH BHECEHHS 3MiH 10 peecTpaviliHix maTepianis: 3MiHu | 3a UA/11003/01/03

NNiBKOBOIO Joywm lgea IHK ynakoBka, [03BiN Ha onl TUMY - BUNYYEHHA BUPOBHNYOI AiNbHULI (BKIOYAOUm peyenmom
o60noHkKoto, no 50 BMMYCK cepii: Mepk LWapn i Benvka AinbHUUi ana A®Il, npomixXHOro npoAykTy abo rotoBoro
mr/1000 wmr, no 14 [oym B.B., HigepnaHaw; BpuTania/ nikapcbKoro 3acoby, AiNbHULI 4518 NPOBEAEHHS
Tabnetok y 6nictepi; BMPOBHULITBO cuwA/ nakyBaHHs1, BAPOOHMKaA, BiNOBIAaNLHOIO 3@ BUNYCK
no 4 6nictepu B Hepo3dg)acoBaHol Icnanis cepiii, micLe NpoBeAEHHST KOHTPOSIO cepii) abo
KapTOHHIA KopooLi NPOAYKLUIT: nocTavasnbHvKa BUXIQHOrO MaTepiany, peareHTy abo

Ecika KBiH60po NimiTepa,
Benuka BpuTaHis; MateoH
MyepTo Piko, IHK., MNyepTo

Piko, CLUA; nepBuHHa Ta

BTOPUHHA ynakoBKa:
®poccT I6epuka, C.A.,
Icnanis

[ONOMDKHOT PEYOBMHN - BUNYYEHHS BUPOGHNKa ADI

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI
AisnbHoCTI [lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. NIacKkoBCbKUu
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MEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEP)XABHIN PEECTPALLI, NEPEPEECTPALLI TA

BHECEHHI 3MIH O PEECTPALINHUX MATEPIANIB
TA OEP)XABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

AopaTok 4
A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

Ne

Ne Hassa ®Popma sunycky 3asasHUK Kpaina Bupo6HuK Kpaina Miocmasa Mpoyedypa
n/n JliKapcbKO20
3acoby
1. ABAPIH Kancynm m'ski Ne20 META TainaHpg, MEFA TAN®CANEHCI3 TainaHg 3acigaHHsa HEP Ne BigMoBUTM y fiepaBHili peecTpauii - peecTpalis Ha 5 pokiB
y 6nictepax NAN®CAVEHCI3 Ma6nik KomnaHi Nimiteq, 3 Big 14.02.2019 BiAMOBa BifNOBIAHO [0 BUCHOBKY [lenapTaMeHTy dhapmaueBTUYHOT
Mab6nik KomnaHi (NOBHMIA LYKN LisANIbHOCTI.

Nimiteq BMPOGHMLITBA) Martepianu peecTpauiiHoro Aocbe 3 XiMi4HOI, hapmaueBTUYHOT Ta
6ionoriyHoi  foKkyMeHTauii (MaTepiasin WOoA0 SKOCTi JTiKapCbKoro
3acoby) He BignosigalwTe BuMoram [lopsigky NpoBeAEeHHS
ekcnepTM3n marepianis Ha nikapcbki 3acobu, Lo noAarTbCs Ha
OepXaBHy peecTpauilo (nepepeecTpauiio), a TakoX eKCrnepTusu
Martepianisa Npo BHECEHHA 3MiH [0 peecTpauiliHux Martepianis
npoTsArom  Aii  peecTpauiiHOro  nocBiAYEHHsl, 3aTBEPAKEHOro
HakazoM MO3 YkpaiHu Ne 426 Big 26.08.2005 3i 3MiHamu

2. KAPBOINA KOHLleHTpar ans Akkopf, Xenckea Benuka Akkoppg, Xenckea Jlimitep, , Benuka 3acigaHHa HTP Ne BigMoBUTY y 3aTBEPAXEHHI - BUNPaB/IeHHS TEXHIYHOT NOMUKK:
pOo34nHy AN nra., BputaHis Benuka BpuTaHis Bputanisa/ | 8 Big 21.02.2019 3aTtBeppkeHo: Akkopg Xenckea Jliviten, Benuka Bputanis,
iHdpysii, 10 mr/mn, (BTOpUHHE NakyBaHHSA); IHais/ BTOPWHHE NakyBaHHA: AiNbHUUA 3a agpecoto byaisna C, Xoymding,
no 5 mn, a6o no 15 Akkoppg, Xenckea Jlimitepg, 6i3Hec napk, Xoymaoping Poya, Xasexinn, CB9 8QP, Benuka
M7, abo no 45 mn, Benvika BpuTtaHis BpuTaHis;
abo no 60 mny (BignoBifanbHWiA 3a BUNYCK 3anponoHoBaHo: Akkopg, Xernckea Jlimiten, Benvka bputaHis,
thnakoHi; no 1 cepii); IHTac BTOPMHHE MakyBaHHA: [AinbHuUUA 3a agpecoto byaisna C&D,
h/1aKoHy B dapmacbtoTikana Jlimites, Xoymaping 6isHec napk, Xoymcping Poya, Xasexinn, CB9 8QP,
KapTOHHI Kopo6Lyi IHAiA (BUPOOHNLTBO Benvka bBputaHif, OCKi/IbkM 3riAHO 3asBM NPO  AepXKaBHY

roTOBOr0 NikapCbKoro peecTpauito i posginy 3.2.P.3.1., fAki MIiCTATbCA B apxiBHUX
3acoby, nepBuHHe MaTepianax peecTpauiiiHoro gocbe, came bygina C 3a3HavaeTbCs
nakyBaHHHS, BTOPVHHE AK AiINbHWALS 4719 BTOPUHHOIO NakyBaHHSA
nakyBaHHs1, KOHTPO/Tb
AKocTi cepil
(anbTepHaTUBHWIA
BUPO6HUK)); IHTaC
dapmacbtoTikana Jlimites,
IHAiA (BUPOOHNLTBO
roTOBOrO NiKapCbKoro
3acoby, nepBuHHe
nakyBaHHs1, KOHTPO/Tb
SAKOCTI cepii)
3. MEPOMEHEM - | nopowok gns MicTtpan Kenitan AHrnis DAKTA PAPMACBLHOTICI ITanis 3acigaHHa HTP Ne BigMoBUTN y 3aTBEPKEHHI - BUNPAaB/IEHHSI TEXHIYHOI NOMWIIKA Y
BICTA NpUroTyBaHHs MeHeXmeHT C.InaA., 8 Big 21.02.2019 MKA y posigini «BupobHuku»: 3aTBepgkeHa pepakuis “"dakta
po3unHy anA Nimiteq dapmachbHoTicCi C.N.A. lTania",

iH ekt no 500 mr
a6o no 1000 mr; 1

nponoHoBaHa pegakuia "dakta ®apmacstoTici C.IM.A., ITanisa, ALC
Lo6dpap C.n.A, ITanis.
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina lliocmasa lpoyedypa
n/n JNliKapcbKO20
3acoby
a6o 10 chnakoHis 3 3asBfieHa npoueaypa BWUNPaBfIEHHA TEXHIYHOT NOMWKM  WoA0
MOPOLLKOM Y BUPOOHWKiB /13 y MeTofax KOHTPO/O SKOCTI, HE PEKOMEH0BaHO
KapTOHHI KopooLli 00 3aTBEpKEHHS, OCKI/IbKM 3anpornoHoBaHa pegfakuisi TexHiYHOT
NOMWUSIKM He BiAMOBIgAE MaTepiasiaM peecTpayiiHoro  [oChbe
(apxiBHMM MaTepianam)

4, POAUHIP NOpPOLLOK A5 POTA®APM TypeyunHa dapmaBixH CaH. Be Tipk. | TypeyunHa | 3acigaHHa HEP Ne BiamoBuTY y AepXaBHili peecTpauii - peecTpauis Ha 5 pokis
opasibHOI cycneHsil INAYNAPI NTA,. A.LL. 22 Big 13.12.2018 BiAMOBa Ha eTani cnewiani3oBaHoi ekcnepTu3n BiAMOBIAHO A0
no 125 mr/5 mn, LTI BVCHOBKY [lenapTameHTy hapMaLeBTUYHOI [isIbHOCTI:

250 mr/5 mn no 60 ) o .
mn, 100 Mn y «MaTepianu ~ peecTpauiiHoro  A0cbe Mogayns III._ AKICTb,
dhnaxoi; no 1 npeacTaBneHi y HefoCTaTHLOMY 06CA3i ANA MOXNMBOCTI 3pobuTn
hnaKoHy 3 MipHOIO BMOTMBOBAHWI BWCHOBOK LLOAO AKOCTi FOTOBOTO  liKapCbKOro
NOXKOIO B KOPOGLYj 3acoby.»

5. TAMCAMNPOCT Kancynm 3 YOPNLA Ipysis YOPA4 MEANLINH I1AY TypeuunHa | 3acigaHHa HEP Ne BigmoBuTuK y AepxaBHiii peecTpauii - peecTpauis Ha 5 pokis
MoAMdiKoaHNM MEOVUNH NTg CAH. BE TIK. A.LL. 22 Big 13.12.2018 BigMOBa Ha eTani cnewjasi3oBaHOi ekcnepTusy BiAMNoBigHO [0
BUBI/IbHEHHSAM, BUCHOBKY [lenapTameHTy (hapMaLeBTUYHOI Ais/IbHOCTI: "Matepianu
TBepgi, no 0,4 wr, peecTpauiiiHoro gocke Mogyna |ll.  HAkicTb, npeacTaBneHi y
no 10 kancyny HefoCTaTHbOMY 06CA3i A1 MOXIMBOCTI 3p06UTU BMOTUBOBAHWI
6nictepi, no 2, 3 BMCHOBOK LL,OZI0 SIKOCTi FOTOBOrO NiKapCbKoro 3acoby"
abo 9 6nicTepiB y
KapPTOHHI KOpoOLyi

6. LUNPO®DNOKC | kpanni ouHi Ta ToBapucTso 3 YkpaiHa ToBapuCTBO 3 OOMEXEHOI0 YkpaiHa 3acifgaHHa HTP Ne BigmoBuUTM y 3arBeppKeHHi - 3MiHM | Tuny - 3MiHM 3 AKOCTI.

AUVH BYLUHI 3 Mr/mn no 5 06MEXEHO BiAgNOBiga/IbHICTIO 6 Big 07.02.2019 FoToBUIA nikapcbkuii 3aci6. Onuc Ta ckiag. 3MiHa y cknagi

My donakoHi; no 1
chnakoHy B
KOMM/IEKTI 3
KPULLKOO-
KpanenbHuLe B
Kopo6ui; no 10 mny
thnakoHi; no 1
chnakoHy B
KOMM/IEKTI 3
KPULLKOO-
KpanenbHuLe B
KopoobUi

BiANOBIAA/IbHICTIO
"[locnigHwnii 3aBog,
"rTHUCY,

"OocnifHnii 3aBog
"'HU/C", YkpaiHa (BCi
cTagji BUpobHUUTBa,
KOHTPO/b SIKOCTi, BUNYCK
cepii); ToBapucTeo 3
0bMexeHoto
BiANoBigasIbHICTIO
"®APMEKC IrPyn",
YkpaiHa (Bci cTagii
BMPOGHMLITBA, KOHTPO b
AKOCTI, BUMYCK Cepi)

(BONOMIKHMX pevyoBMHaX) rOTOBOrO fikapcbkoro 3acoby (iHLwi
OOMOMDKHI peyoBMHM) - 3amiHa OfHIEl AOMOMDKHOI PeyoBUHM Ha
HWY 3 TUMKX camuMy (DYHKLIOH/TBHUMU XapakTepucTukaMn 1a Ha
Tomy camomy piBHi (B.1l.a.3. (6)-6. IB), ockinbku 3asiBNeHa 3MiHa
nos'a3aHa 3i 3MiHow TexHonorii /13 Wofo 3MiHU  pexumy
cTepunisaii, ika He PeKOMeHAYETbCA [0 3aTBEPMKEHHS; - 3MiHK |
TMNy - AAMIHICTpaTMBHI 3MiHW. BunyyeHHs BMPOGHMYOT AiNbHULI
(Brntovatoun AinbHuui ans A®l, NpoMixXHOro NpPoaykTy abo rotoBoro
Nikapcbkoro 3acoby, [AiNbHWLi  AN1s NPOBEAEHHS  MakyBaHHS,
BMPOGHMKA, BiAMoBifaNIbHOIO 3a BUMYCK Cepiil, MicLe NpoBeAeHHS
KOHTpOMt0  cepii) abo noctadasibHWKa BUXIAHOTO — Marepiany,
peareHTy ab0 [OMOMDKHOI PEeYOBMHU (SKLLO 3a3HAYeHO Y [0ChE)
(A.7. 1A) (BunyyaroTbes dhyHKUiT: BCi cTagii BUpOOHULITBA | KOHTPOb
AKOCTi BUPOGHMKa TOBapUCTBO 3 OOMEXEHOW BiANOBifaSIbHICTIO
"NocnigHnii 3aBog "MHLJIC", YkpaiHa), OCKiNbki 3asiB/ieHa 3MiHa
nos'a3aHa 3i 3MiHOWO TexHonorii /13 WwoAo 3MiHU  pexumy
cTepunisauii, fska He PeKOMeHAYETLCA [0 3aTBEPMKEHHS; - 3MiHN I
TNy - 3MiHM 3 AKOCTi. [OTOBWIA nikapCbkuil 3aci6. 3MiHM Yy
BMPOGHMLTBI. 3MiHM Yy npoueci BUPOGHULITBA FOTOBOMO JliKapCbKoro
3aco0by, BK/IHOYAOUM NPOMDKHUIA NMPOAYKT, LLO 3aCTOCOBYETHLCA Mpw
BMPOOGHMLTBI FOTOBOrO JlikapCbkoro 3acoby (cyTTeBa 3MmiHA Yy
npoueci BUPOOHMLTBA, Sika MOXe MaTu iCTOTHWUIA BAWMB Ha SKICTb,
6e3neky Ta edeKTMBHICTb Jikapcbkoro 3acoby) (B.11.6.3. (6) II)
( 3miHa BMPOGHMLTBA 3 BMKOPUCTAHHAM (iHILWHOT cTepunisaujii Ha
cTepunizytouy inbTpalilo B acenTUYHMX YMOBax BUPOGHMLTBA),
OCKi/IbKM NiCAsi BUCYHYTUX 3ayBaXXeHb He 6yN0 HafaHO HasexHe
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n/n

Hassa
JNliKapcbKO20
3acoby

Popma sunycky

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

lMiocmasa

lpoyedypa

06r'pyHTYyBaHHA BignosigHo go A®Y 5.1.1. i gepeBa piweHb,
3a3HaveHoro B pgogatky A HactaHoBm 42-3.1: 2004 «Jlikapcbki
3acobu. PapmaueBTWYHA Ppo3pobKa» i MOBHWIA  KOMMNEKT
BiANOBIAHOT AOKYMeHTau,ii

HauyanbHUK Bigainy 3 nutaHb (papmauleBTUYHOI

pisnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm

T.M. JIacKOBCbKUM
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