MIHICTEPCTBO OXOPOHH 3[IOPOB’Sl YKPAIHU

HAKA3
17.07.2019 Ne 1625
Kuis

IIpo mep>kaBHY peecTpaLiito
(mepepeecTpailito) JlikapCbKUX 3ac00biB
(MeguuHUX iMyHOOiO/TOTiUHKX
TriperniapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosizHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceKi 3acobu»,
nyHKTIiB 5, 7, 9, 10 Tlopsgky mepkaBHOI peecTpallii (repepeecTpallii) JliKapCbKUX
3aco0iB, 3aTBepyKeHOro moctaHoBor Kabinety MinicTpiB Ykpainu Bix 26 TpaBHS
2005 poky Ne 376 «lIpo 3arBepgkeHHs Ilopsaky pmep»kaBHOI peecTparii
(mepepeecTpaiiii) sikapcbkux 3acobiB i po3mipiB 300py 3a iX AepkaBHY peecTpailito
(mepepeecTpaiiito)», ab3aily TpuALATOro MiAnyHKTY 10 myHKTY 4 ITosi0’KeHHSI Mpo
MiHicTepcTBO OXOpPOHM 37I0pOB’ST YKpaiHH, 3aTBep/pKeHOro rnocrtaHoBoro KabiHery
MinicTpiB Ykpaiau Big 25 6epesns 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCIIePTH3U  PeEeCTpalliiHMX  MaTepialiB  JIKApCbKUX  3aco0iB  (MeAUUHMX
iMyHOOio/IOTiYHKMX TIperapariB) Ta KOHTPOJIIO SIKOCTi THX, 1[0 MOZAHI Ha JiepKaBHY
peecTpauitlo  (mepepeecTpalito), NpoBeJeHUMX [JlepkaBHUM  MiJNPUEMCTBOM
«[lep>kaBHUM eKcriepTHUM LieHTp MiHicTepcTBa OXOpPOHM 3[0pOB’Sl  YKpaiHW»,
BUCHOBKIiB 111010 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi JsiKapCchbKoro 3acoby
(MeguuHOrO iMyHOGiO/OTiYHOTO TIpernapary), peKoMmeHAallii Horo Jo Aep»kKaBHOI
peecTpaliii (TepepeecTpaiiii) Ta BHECEHHSI 3MiH [0 peeCTpaLliiiHMX MaTepiaiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCcTH M0 [lep>KaBHOTO DPeeCTPy JiKapChbKuxX 3acobiB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatd) 3rigHO 3
riepesikoM (gomaTok 1).

2. IlepepeecTpyBaTy Ta BHECTH 70 Jlep>kKaBHOTO PeECTPY JiKapChKUX 3acobiB
YKpaiHud iKapchKi 3acobu (MeauuHi iMyHoOGionoriuHi mperapaTtv) 3rigHO 3
riepesiikoM (JJoAaToK 2).

3. BHecTu 3MiHM [0 peecTpauliiHUX MarepiajiB Ta /lep)KaBHOrO peecTpy
nmikapcbKux 3acobiB YKpaiHM Ha JiKapchkKi 3acobu (MeauuHi imyHOOiosioriuHi
riperiapaTH) 3TiJ{HO 3 repeslikoM (JoAaTokK 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).

KOHTpOJ’IB 3d BUKOHAHHSAM IbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

B.o. MinicTpa Y. CYIIPYH



MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX NMPENAPATIB), AKI BHOCATBLCA A0
AEP>XABHOI'O PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopartok 1

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

17.07.2019 Ne 1625

Ne n/n | Ha3ssa nikapcbko2o ®dopma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
3acoby (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo
ynakoska) 20
nocsio4YeHHs1
1. ANb®APEKIH® / niogpinizat gns TOB YKpaina TOB "HaykoBo- YKkpaiHa peecTpadist Ha 5 pokis - He UA/17504/01/01
ALPHAREKIN® PO34MHY ANA iH'eKLili "BANAPTIH BMPOBHMUYA nionszae
IHTEP®EPOH no 3 mnH MOy PAPMA" KOMMaHis i3 3060B'A3aHHAM NPOTArom 5 pokiB micns
ANb®A-2B thnakoHax; in bulk: "IHTepcapmbioTek OTPUMaHHS PEECTPALiiHOrO NOCBIAYEHHS
PEKOMBIHAHTHU no 10 a6o 50, a6o " HafaTn NOpiBHA/bHI AOCMIAKEHHS 3 AKOCTI
A NIOANHN 1000 chnakoHiB y 6e3nekn Ta edheKTUBHOCTI, L0 NiATBEPKYIOTb
KapTOHHI KopooLli oro nopi6HicTb A0 pedhepeHTHOro
6i0TEXHONOrYHOro NiKapcbKoro 3acoby
2. BANEPIAHA TabneTku, BKpUTI TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/17505/01/01
DOPTE NNiBKOBOIO "TepHochapm” "TepHochapm" peuyenma
060/10HKO0, Mo 40 MepiognyHICTb NO4AHHS PEryNsipHO
mr, no 10 TabneTok OHOB/IIOBAHOrO 3BITY 3 6€3Mnekn BiANOBIAHO A0
B 6nicTepi; no 5 abo Mopsaaky 34iicHeHHs chapmakoHarnagy,
10 6nicTepiB y nauui 3aTBEPMXEHOro Haka3om MiHicTepcTea
3 KapToHY OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuii Ykpainu 19 rpyaxsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’'s YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riIHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiogNYHOCTI NOJaHHA peryssipHUX 3BiTiB 3
6e3neku.
3. BOAHKO pO3unH (cy6CTaHLis) TOB "Cnasis Ykpaina TOB "Cnasis Ykpaina peecTpauis Ha 5 pokis - He UA/17506/01/01
MNEPOKCWA, (30%) Yy KaHicTpax, 2000" 2000" nionsieae
KOHTelHepax
noniMepHux ans
chapmav,eBTUYHOTO
3aCTOCYBaHHS
4. rninBino Tabnetky no 50 mr KPKA, a.4., CnoseHisa BUPOGHUK, CnoseHis peecTpauis Ha 5 pokis 3a He UA/17507/01/01
no 15 tabneTtok y Hoso mecTo BifNOBigaNbHWIA 3a peyenmom nionsizae
6nicTepi, no 2 abo 4 BUPOBHMLTBO “in MepioAnyHICTb NOAAHHS PEryNsipHO
6nictepn y bulk”, nepsuHHe OHOBJIHOBAHOTO 3BITY 3 6€3neku BiANOBIAHO A0
KapTOHHi KopobLyi Ta BTOPUHHE Mopsiaky 34iicHeHHst hapmakoHarnagy,
nakyBaHHs, 3aTBEPMAKEHOI0 Haka3oM MiHicTepcTea
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Ne n/n | Ha3sBa nikapcbko2o ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo
ynakoska) 20
nocsi04YeHHs
KOHTPO/b Ta OXOPOHW 3[10pOB’A YKpaiHu Big 27 rpyaHs
BUMYCK Cepii: 2006 poky Ne 898, 3apeecTpoBaHuii B
KPKA, a.4., HoBo MiHicTepcTBi tocTuii Ykpainu 19 rpyaHsa 2016
MecTo, CroBeHis; poky 3a Ne 1649/29779 (y pepakuii Hakasy
BVPOGHWK, MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big,
BiANOBIgaIbHNI 3a 26 BepecHs 2016 poky Ne 996), cTaHOBWTL:
KOHTPO/b Cepii: 3rifHO 3i CTPOKamu, 3a3Ha4YeHNMN y
KPKA, a.4., Hoso nepioguyHOCTI NoJaHHS perynsipHuX 3BiTiB 3
mecT0, C/ioBeHis 6e3neku
5. ETUNMETUNIIAPO | nopoLuok MAT "®apmak” Ykpaina MAT "®apmak” YkpaiHa peecTpauist Ha 5 pokis - He UA/17508/01/01
KCniPUgnHy (cybeTaHuis) B nionsizae
CYKUUHAT MiLLKax
nonieTNeHoBnx
noAagiviHnx ans
dhapmavLeBTN4HOTO
3aCTOCYyBaHHSA
6. MABEHKNAL® Tabnetks no 10 mr B | Apec TpeigiHr | LUseliuapi Brpo6HuK ITania peecTpauist Ha 5 pokis 3a He UA/17515/01/01
anloMiHieBoMy C.A. A (B1pOGHULTBO peyenmom nionsizae
6nictepi Ne 1, Ne 4 Hepo3dgacoBaHoOro
abo Ne 6 npenapary, MepiognyHICTb NOAAHHS PerynsipHo
3anevaTaHomy y nepBuHHe Ta OHOBJIOBAHOrO 3BiTY 3 6€3neKku BiANOBIAHO A0
KapTOHHY BTOPVHHE Mopsaky 34ificHeHHs hapmakoHarnagy,
06KnaanHKy nakyBaHHs, 3aTBEPAKEHOro Haka3oM MiHicTepcTea
KOHTPO/b AKOCTI, OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
BUMYCK Cepiit): 2006 poky Ne 898, 3apeecTpoBaHuii B
Hep®apMa MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs 2016
C.P.N,, Itanis; poky 3a Ne 1649/29779 (y pefakuii Hakasy
Bupo6HMK MiHicTepcTBa OXOpPOHM 340P0B’st YKPAiHM Big,
(KOHTpPOJIb AKOCTI: 26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
BU3HAYEHHSA 3iHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
eNeMeHTHMX nepioANYHOCTI NOAAHHSA PeryssipHUX 3BiTiB 3
[OOMILLOK): 6e3neku.
€spochiHc bionab
C.P.J1., ITanis
7. oA4-TAM Kancynu Aypob6iHA0 IHais Aypo6iHgo ®apma IHais peecTpauis Ha 5 pokis 3a He UA/17510/01/01
NPOJIOHrOBaHoI fii, dapma /14 Nimiten - FOHIT VII peyenmom nionszae
0,4 wr, no 10 MepiognyHicTb NOAAHHA PerynsipHo

Tabnetok y 6nictepi,
no 3 6nictepn y
KapTOHHI Kopo6Li

OHOBJIHOBAHOIO 3BIiTYy 3 6e3neKku BiANOBIAHO A0
Mopsiaky 34iicHeHHs hapmakoHarnaay,
3aTBEPAXEHOro Haka3oM MiHicTepcTea

OXOPOHW 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), CTaHOBUTL:
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Ne n/n | Ha3sBa nikapcbko2o ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo
ynakoska) 20
nocsi04YeHHs
3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku
8. MPErABANIH Kancynu Teepai "KcaHTic Kinp CaHeka CnoBaubka peecTpadist Ha 5 pokis 3a He UA/17511/01/03
KCAHTIC no 300 mr; no 7 dapma dapmacbioTikan3 Pecny6nika peyenmom nidnseae
Kancyn y énicrepi; Nimiten" AT MepiognyHICTb NOLAHHA PerynspHo
no 2, aéo no 4 OHOBJIIOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO A0
6nicTepy B KapTOHHY Mopsaaky 3aiicHeHHs chapmakoHarnagy,
nauky 3aTBEPAKEHOro Hakasom MiHictepcTea
OXOPOHW 3[0POB’A YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.
9. NPErABANIH Kancynu Teepgi "KcaHTic Kinp CaHeka Cnosatbka peecTpauis Ha 5 pokis 3a He UA/17511/01/01
KCAHTIC no75wmr;no7 dapma dapmacbioTikan3 Pecny6nika peuyenmom nionsieae
Kancyn y énicrepi; Nimiten" AT MepiognyHICTb NOLAHHA PerynspHo
no 2, aéo no 4, abo OHOBJIOBAHOrO 3BiTY 3 6€3neKku BiANOBIAHO A0
no 8 6nictepis B Mopsiaky 34ificHeHHs hapmakoHarnisgy,
KapTOHHY nayky 3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’st YKPAiHM Big,
26 BepecHs1 2016 poky Ne 996), cTaHOBUTb:
3iHO 3i CTPOKaMK, 3a3HaYEHNMUN Y
nepioANYHOCTI NOAAHHSA PeryssipHUX 3BiTiB 3
6e3neku.
10. NPErABANIH Kancynu Teepgi "KcaHTic Kinp CaHeka CnoBaubka peecTpauisf Ha 5 pokis 3a He UA/17511/01/02
KCAHTIC no 150 mr; no 7 dapma dapmacbloTikans Pecny6nika peyenmom nionsizae
Kancyn y énicrepi; Nimiten" AT MepiognyHICTb NOAAHHA PerynspHo

no 2, a6o no 4, a6o
no 8 6nictepis B
KapTOHHY nauky

OHOB/IOBAHOIO 3BIiTY 3 6e3neku BiAMNOoBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEpMAXEHOro Hakasom MiHictepcTea

OXOPOHW 340POB’A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B

MiHicTepcTBi tocTuuil Ykpainum 19 rpyaHs 2016

poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’A YKpaiHu Bif,

26 BepecHst 2016 poky Ne 996), cTaHOBUTb:

3rifiHO 3i CTPOKaMK, 3a3HaYEHNMU Y

nepioANYHOCTI NOAAHHS PeryssipHUX 3BiTiB 3
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Ne n/n | Ha3sBa nikapcbko2o ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo
ynakoska) 20
nocsi04YeHHs
6esneku.
11. TPILE®-C NOPOLLIOK AN AAP DAPMA CnonyyeH 3eiicc IHAisA peecTpauif Ha 5 pokis 3a He UA/17543/01/01
pOo34nHy ans nTa e dapmac’ioTikenc peyenmom niosnsieae
iH eKuili y chnakoHax Koponisct Met. N14. MepiognyHICTb NOAAHHS PerynsipHo
Nel a6o NelOy BO OHOBJIHOBAHOrO 3BiTY 3 6€3neKkun BiANOBIAHO A0
KapTOHHI Kopo6Lyi Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBEPXEHOr0 HakasoM MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHUW 340P0B’S YKPaiHU Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3iHO 3i CTPOKaMK, 3a3HaYeHNMN y
nepiognYHOCTI NOJaHHA perynsapHUX 3BiTiB 3
6e3nekn
12. TPILE®D-T3 NOPOLLOK A5 AAP ®APMA CnonyyeH 3eiicc IHais peecTpauist Ha 5 pokis 3a He UA/17525/01/01
po34nHy ans nTa e dapmac’ioTikenc peyenmom niosnsieae
iH ek y donakoHax Koponisct Met. /114. MepiognyHiCTb NOAAHHA perynsipHo
Nel a6o NelOy BO OHOBJIHOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO A0
KapTOHHI Kopo6Lyi Mopsaaky 34iicHeHHs chapmakoHarnagy,
3aTBepXeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[0POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuii Ykpainun 19 rpyaqsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’s YKPaiHu Bif,
26 BepecHsa 2016 poky Ne 996), cTaHOBUTL:
3riIHO 3i CTPOKamu, 3a3Ha4YeHNMN y
nepiogNYHOCTI NOAaHHA perysspHUX 3BiTiB 3
6e3neku.
13. TPOMBOHET®- TabneTkn, BKpUTI MNAT "dapmak” YkpaiHa MNAT "dapmak” YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17513/01/01
DPAPMAK NNiBKOBOIO peyenmom niosnsieae
060/10HKOI0, N0 75 MepiognyHiCTb NOAAHHA PerynsipHo
mr; no 10 TabneTok OHOBJ/IOBAHOTO 3BIiTYy 3 6e3neku BiAMNoBIgHO A0
y 6nicTepi; no 1 abo Mopsaaky 34iicHeHHs chapmakoHarnagy,
3,a60 6, abo 8 3aTBEPAKEHOro Hakasom MiHicTepcTea
6nicTepiB y nayui OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainun 19 rpyaqsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’'s YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAaHHA peryssipHUX 3BiTiB 3
6e3neku.
14. LE®PENIM NOPOLLOK A/1st AAP ®APMA CnonyyeH 3eiicc IHais peecTpauist Ha 5 pokis 3a He UA/17538/01/01
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Ne n/n | Ha3sBa nikapcbko2o ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo
ynakoska) 20
nocsi04YeHHs
PO3YUHY ANs1 iH'EKLLiIA nTa e dapmac’ioTikenc peuyenmom nionsieae
no 1000 mr no 1 a6o Koponisct MeT. NiT4. MepiognyHICTb NO4AHHS PEryNsipHO
10 chnakoHiB y BO OHOBJ/IKOBAHOTO 3BIiTYy 3 6e3neku BiAMNoBIgHO A0
KapTOHHI KopooLyi Mopsaaky 3aiicHeHHs chapmakoHarnagy,
3aTBEpAKEHOro Haka3om MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuii Ykpainu 19 rpyaxsa 2016
poky 3a Ne 1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’'s YKPaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riIHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepiognYHOCTI NOAaHHA perynsipHUX 3BiTiB 3
6e3neku.
15. LE®PTA3SNAUM NOpPOLLOK ANA AAP ®APMA CnonyyeH 3eiicc IHais peecTpauif Ha 5 pokis 3a He UA/17514/01/01
pO34nHy ans nTa e dapmac’ioTikenc peyenmom nionsieae
iH ekuili no 1000 mr Koponisct MeT. NIT4. MepioAnyHICTb NO4AHHS PEryNsipHO
y thnakoHax, no 1 BO OHOBJ/IHOBAHOTO 3BIiTYy 3 6e3neku BiAMNoBIgHO A0
a60 10 chnakoHiB y Mopsaaky 34iicHeHHs chapmakoHarnagy,
KapTOHHI KOpo6Lyi 3aTBEPMAXEHOro Hakasom MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340P0B’'s YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiogNYHOCTI NOAaHHA perynsipHuX 3BiTiB 3
6e3neku
16. LE®YAAP 0.750 I NOpPOLLOK ANA AAP ®APMA Cnony4yeH 3eiicc IHais peecTpauis Ha 5 pokis 3a He UA/17539/01/01
PO3UMHY ANA iH'eKLil nTa e dapmac’ioTikenc peyenmom nionsizae
no 750 mr, no 1 abo Koponisct Mer. N74. MepioAnyHICTb MOAAHHS PErYNSiPHO
10 dpnakoHiB y BO OHOBJ/IHOBAHOTO 3BIiTY 3 6e3neku BiANoBIAHO A0
KapTOHHI Kopo6bLyi Mopsiaky 34iicHeHHs hapmakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTea
OXOPOHW 3[10POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), cTaHOBUTL:
3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepioguyHOCTI NoJaHHA perynspHux 3siTis 3
6e3neku.
17. LE®YPOKCUM 750 | nopoLlok ans AAP ®APMA Cnony4yeH 3eiicc IHais peecTpauist Ha 5 pokis 3a He UA/17542/01/01
Mr pO3unHy ans nTha e dapmac’ioTikenc peyenmom nionszae
iH ekuiri no 750 mr, Koponisct Mer. /174. MepioAMYHICTb NOAAHHS PErynsipHo
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Ne n/n | Ha3sBa nikapcbko2o ®opma sunycky 3asiBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknavys Howmep
3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayiliHo
ynakoska) 20
nocsi04YeHHs
no 1 a6o 10 BO OHOBJ/IOBAHOTO 3BITY 3 6e3neku BigNoBIAHO A0
dhnakoHiB y Mopsaaky 3aiicHeHHs chapmakoHarnagy,

KapTOHHI Kopo6Li

3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHW 3[0POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3iiHO 3i CTPOKaMK, 3a3HaYeHNMUN y
nepioguYHOCTI NoJaHHS perynsipHuX 3BiTiB 3
6e3neku.

HauyanbHUK Bigaginy 3 nutaHb (papmaleBTUYHOI
pianbHoCTI lenapTaMeHTy peasisauii NONiTUK

NMEPENIK

T.M. IacKkoBCbKuUn

Jopatok 2
[0 Hakasy MiHicTepcTBa OXOPOHU
3A0pOB’'A YKpaiHu

17.07.2019 Ne 1625

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAVNYHNX IMYHOBIO/TOINYHUX NPEMAPATIB), AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHI

Ne Hassa dopma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo
3acoby ynakoska) 20
nocsioYeHHs

1. 3-(2,2,2- MOPOLLIOK TOB "HIKO" YkpaiHa Xempio Kutaii MepepeecTpauis Ha HEOBMEXEHWNIA TEPMIH - He UA/9857/01/01
TPUMETUANIIA, | (cybecTaHuis) y IHTepHeLwioHan niosnsieae
PA3UHIN) nakeTax noaBiiHNX Nimiten
MPOMNIOHATY nonieTueHoBMX
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amnyni; no 5 amnyn
y 6nicTepi,
NOKPUTOMY NIBKOH;
no 2 6nictepu y
nauui

hapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepuCTULi NiKapcbKoro 3acoby, TeKCTI
MapKyBaHHS Ta iIHCTPYKLT 4N MeAn4HOro
3acTocyBaHHA Ha nigcTasi perynsipHo
OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCbKoro
3acoby, abo gocnifmxeHb 3 6e3neky 3acToCcyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaLiiiHnii nepiog,
abo 5K pe3ybTar OUiHKN 3BITY 3 AOCNIMKEHD,
npoBeeHnX BignoBigHO A0 NnaHy negiatpuyHux
pocnigmkeds (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAXEHVM OPraHom) - 3MiHu
BHECEeHO A0 [HCTPpyKLUii Ana MeguyHoro
3aCTOCYBaHHSA NiKapcbKoro 3acoby Ao
po3ainis"Cnoci6 3acTocyBaHHs Ta 4031" (BHECEHI
YTOUYHeHHS), "OcobNNBOCTI 3aCTOCyBaHHSA"
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3neku
Aito40i Ta AONOMIKHMX PEYOBUH JTiKapCbKOro
3aco0y.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IHOBAHOrO 3BiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ificHeHHs hapmakoHarnsgy,
3aTBEPKEHOro Haka3oM MiHICTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI HOCTMLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
AVrIaPAT ans
(MENbAOHIN) | chapmaLeBTUYHOro
3aCTOCYBaHHSA
2. L-NIBNHY PO34UH ON151 iH'EKUNA, MAT YkpaiHa MAT YkpaiHa MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH - He UA/9507/01/01
ECUNHAT® 1wmr/mMninbulk:no5 | "Tanuydapm "Tannudapm” nionsizae
M1 B amnyni; no 462 " MepioAnYHICTb NOAAHHS pPerynsapHO
amnynu B KOpoo6i OHOB/IOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
KapTOHHOMY Mopsaaky 3aiicHeHHsA chapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHICTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiogNYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.
3. L-NIBNHY PO34MH ONs iH'EKUIN, MAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH 3a He UA/2131/01/01
ECUVHAT® 1 mr/Mnno5wmns "Tanuudapm "Tanuudapm” 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuyenmom niossieae
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

ANbTABOP

TabneTku no 20 mr,
no 10 TabneTtok y
6nictepi; no 10
Tabnetok y 6nictepi
no 2 6nictepu y
nauuj; no 20 a6o 60
Tabnetoky
KOHTeliHepax
NNacTyKOBUX 3
KPWLLIKOIO 3
KOHTpONEM MepLUoro
pO3KPUTTSA

My6niyHe
akuioHepHe
TOBapUCTBO
"HaykoBo-
BMPOGHUYNIA
LeHTp
"BopLuariscb
KNiA Ximiko-
hapmaneBT
NYHWI
3asof”

Ykpaina

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BMPOGHUUNIA
LeHTp
"BopLyariBcbKuii
Ximiko-
hapmaLeBTUYHN

1 3aBog”

YKpaiHa

MepepeecTpalis Ha HEOBMEXeHWA TepMiH
3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarniagy. 3miHa y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTocyBaHHsA
nikapcbKoro 3acoby B nicisspeecTpaviiiHuii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
npoBeAeHNX BigNOBIAHO A0 NnaHy neaiaTpuyuHmnx
pocnipxeHb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM OPraHoMm) - 3MiHu
BHECEHO A0 [HCTPYKLii Ana MeguyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi”" Ta "OcobmBocCTi
3acTocyBaHHA" BifMnoOBiAHO A0 OHOBMEHOT
iHchopMmawLii 3 6e3nekun 4ityoi pevyoBUHN
nikapcbKoro 3acoby 3rigHo 3 MaTepianamu
peecTpaLiiHoro Aocbe.

MepioAnYHICTL NOAAHHA perynsipHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnsgy,
3aTBepKeHOoro Hakasom MiHicTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWUTbL: 3rifHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiogNYHOCTI NOAAHHS perynsipHUX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/10229/01/01

AHAUNNAN-
DOPTE

Tabnetkv no 10
TabneTok y crpunax;
no 10 TabneTtok y
cTpuni; no 10
CTpuniB y navui 3
KapTOHY

NAT
"MoHdapm"

YkpaiHa

NAT
"MoHdapm"

YKpaiHa

MepepeecTpavis Ha HeOBMEXEHWUIA TEPMIH. 3MiHN |
TMNYy - 3MiHK LWoAo 6e3nekn/edekTMBHOCTI Ta
thapmMakoHarnisgy. 3miHa y KopoTkil
XapakTepucTunLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3acToCcyBaHHS Ha nigcrasi perynsapHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acToCyBaHHSA
niKapcbKoro 3acoby B nicnsipeecTpaviiinii nepiog,

6e3
peyenma

nionsieae

UA/10129/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

abo sK pe3ybTar OUiHKN 3BITY 3 AOCNIKEHDb,
npoBefeHnX BigNoBIAHO 40 NNaHy negiaTpuyuHmX
pocnimkeHb (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OpraHom) 3MiHu
BHECEHO 10 iIHCTPYKLi 415 MegnyHOro
3aCTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"B3aemogis 3 iHWMMKM Nikapcbkumn 3acobamm Ta
iHWi BMAW B3aemogiin", "OcobnmnsocCTi
3actocyBaHHs", "MNepeno3yBaHHsa", "MoGiyHi
peakuii” BignoBigHO A0 OHOBEHOT iHChopMaLi 3
6e3nekn 3acTocyBaHHA [il04MX PEYOBYH

MepiognyHICTbL NOAAHHS perynspHo
OHOB/IOBAHOTO 3BiTY 3 6e3nekn BigNOBIAHO A0
Mopsaaky 34ilicHeHHsA thapmakoHarnsgy,
3aTBEPMAXEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI toCTULLT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

AYPOMOAOKC

TabneTku, BKPUTI
NAiBKOBOO
o60n0oHkoto, no 200
mr, no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA KopooLi

Aypob6iHao
Papwma JITa

IHais

Aypob6iHa0
®apma /114,
FOHIT VI, Briokn
DtaE

IHais

MepepeecTpaLisi Ha HEOBMEXEHMNIA TEPMIH
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHS Ha nigcrasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3Mneku NikapCbLKoro
3acoby, abo Joc/iAKeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ybTar OUiHKN 3BiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBiAHO A0 NNaHy negiaTpuyuHmX
pocnigpxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom) - 3MiHu
BHECEHO [0 IHCTPYKL,i 415 MegnyHOro
3aCTOCyBaHHSA /ikapcbKoro 3acoby y po3ainu:
"Moka3aHHs" (BUYyYEHO NOKa3aHHS "rocTpe
3anasieHHs cepeaHboro Byxa', "OcobanBoCTi
3acTocyBaHHs", "MNepefo3yBaHHs", "Mo6GivHi
peakuii" BignoBiAHO A0 OHOBNEHOT iHChopmMaLi 3
6e3nekun Ajtoyoi pevoBUHN.
MepiognyHICTbL NOAAHHS perynspHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku BigNOBIAHO A0
Mopsaaky 34iicHeHHs chapmakoHarnsgy,

3a
peyenmom

He
nidnsieae

UA/13403/01/02




12

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

3aTBEPAKEHOr0 Hakas3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakaly MiHiCTepcTBa OXOPOHU 340POB’'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

AYPOMOAOKC

TabneTku, BKPUTI
NAiBKOBOO
o60n0Hkoto, no 100
mr, no 10 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHIlA KopooLi

Aypob6iHao
Papwma JITa

IHais

Aypob6iHa0
®apma /114,
FOHIT VI, Briokn
DtaE

IHais

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 4719 MeANYHOro
3acTocyBaHHA Ha NigcTasi perynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKku NikapCbLKOro
3acoby, abo Joc/igKeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ynbTar OUiHKN 3BIiTY 3 AOCNIKEHD,
npoBefeHnX BigNoBIAHO A0 NNaHy negiaTpuyuHmX
pocnigpxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXKEHVNM OpPraHoM) - 3MiHK
BHECEHO [0 iHCTPYKLi 415 MegnyHOro
3aCTOCyBaHHSA /ikapcbKoro 3acoby y po3ainu:
"Moka3aHHs" (BUYyYEHO NOKa3aHHS "rocTpe
3anasieHHs cepeaHboro Byxa', "Oco6anBoCTi
3acTocyBaHHs", "MNepefo3yBaHHs", "Mo6GivHi
peakuii" BignoBigHO A0 OHOBNEHOT iHhopmMaLi 3
6e3nekun Ajtoyoi pevOBUHN.
MepioAnYHICTL NOAAHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnsgy,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHU
304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’'S
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiogNYHOCTI NOAAHHS pPerynsipHUX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/13403/01/01

BEKNO®OPT™
EBOXANEP™

aepo30/1b Ans
iHransawin,
[030BaHuit, 250
MKr/po3y, 1 6anoH 3
[103y104MM
KnanaHom Ha 200

"nakcoCmit
KnsiiH
Ekcnopt
Nimiteq

Benuka
BputaHis

nakco
Benskom
MpopakwH

PpaHuin

MepepeecTpaLisi Ha HEOOMEXEHWIA TEPMIH. 3MiHN
Il Tvny - 3miHn Wwoao 6e3nekn/edeKkTUBHOCTI Ta
hapmakoHarnsgy. 3miHn y KopoTkil
XapakTepucTunLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3aCTOCyBaHHSA Y 3B’A3KY i3 HOBUMUW [aHUMK 3

3a
peyenmom

He
nionsieae

UA/1203/01/01
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n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20

BPOMIEKCWUH

003y Kopobu,i 3
KapToHy

BEP/IH-

AKOCTI, AOKNIHIYHUMU, KNIHIYHMMUW faHuMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0
IHCTPYKLUIi AN MEAMYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "Baaemogis 3
IHLUIMMKW NikapcbKvMKU 3acob6amu Ta iHLWi BUAn
B3aemogiin”, "OcobmMBOCTi 3acToCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rofyBaHHs
rpyaar”, "3aatHicTb BNANBATU Ha LIBUAKICTb
peakLujii Mpy KepyBaHHi aBTOTpaHCNopToM abo
iHLWMMKU MexaHidmamun', "To6IYHI peakuii”
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Ailo40T peyvoBrHM Nikapcbkoro 3acoby 3rigHo 3
maTepianamy peecTpauiiHoro Aocbe

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 310POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

nocsioYyeHHs

8 BEPJ1IH-XEMI

TabneTku, BKpUTI
060/10HKOI0, N0 8 Mr
no 25 TabneTok y
6nicTepi; no 1
6nictepy y
KapTOHHI KopoobLi

XEMI Al

HimeuunHa

Brpo6HMUTBO
Hepo3dgracoBaHo
ro NpoaykKTy,
KOHTPO/b Cepil:
BEP/IH-XEMI
AT, HimeuunHa;
[pareHodhapm
AnoTekep Mo
m6X,
HimeuunHa,
Bupo6bHmuTBO
Hepo3cacoBaHo
ro NPOAyKTY,
nakyBaHHs,
KOHTpPOsb cepii:
MeHapiHi-®oH
XeligeH Mv6X,

HimeyunHa

MepepeecTpauis Ha HEOBMEXEHNA TEPMIH.
3MiHuM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmMakoHarnagy. 3miHa y KopoTkil
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHSA
nikapcbKoro 3acoby B nicisspeecTpaviiiHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
npoBeAeHNX BigNOBIAHO A0 NnaHy neaiaTpuyuHmnx
pocnigkeHnb (PIP) (iHwi 3MiHM) - 3MiHK BHECeHO 0
IHCTPYKLT AN MeAMYHOTo 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis: "®apmakonoriyHi
BnactusocTi", "MpoTunokasaHHs", "B3aemogis 3
HLWIMMKW NikapcbKMKU 3acob6amMu Ta iHLWi BUau
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",

HimeuunHa; "3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHS
MakyBaHHSA: rpyaa” (YyTouHeHHs), "Cnocib 3acTocyBaHHsA Ta
CBICC KANC [03un" (yTouHeHHs), "Mepepno3ysBaHHsA", "Mo6iYHi

'M6X, peakuii” 1wof0 6e3nekn 3acTocyBaHHs ikapCbKoro

6e3
peyenma

nionsieae

UA/9663/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

HimeuuunHa;
MakyBaHHA,
KOHTPO/Ib Ta
BUNYyCK cepil:
BEP/IH-XEMI
Arl, HimeuunHa

3acoby 3rigHO MaTepianiB peecTpaLiiHoro f10CkbE.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

10.

BPOHXO
TAACC KPAM/II

Kpanni ans
nepopasibHOro
3acTocyBaHHs, no
30 MmNy chnakoHi-
KpanenbHuuj; no 1
oNakoHy-
KpanesnbHULi B
KapTOHHIlA KopooLi

[Op. Taiicc
HarypsapeH
M6X

HimeuunHa

[Op. Taiicc
HatypsapeH
M6X

HimeyunHa

MepepeecTpaLis Ha HEOBMEXEHWNIA TEPMIH. 3MiHN
Il Tuny - 3miHN Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU JAaHUMK 3
AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMUN SaHUMK Ta
JaHuMm 3 hapMakoHarnsgy - 3MiHu BHeCeHo A0
IHCTPYKLii 415 MeANYHOro 3acToCcyBaHHSA
nikapcbKkoro 3acoby Ao posginy " Aitn" Ta iHwmx
po3ginis "MpoTunokasaHHs", "Oco6/MBOCTI
3acTocyBaHHs", " 3acTocyBaHHS Y nepiog,
BariTHoCTi abo rogyBaHHs rpyaa” (YTOUHEHHS
iHbopmawii), "3aaTHiCTb BNAMBATK Ha LIBUAKICTb
peakLii npy KepyBaHHi aBTOTpaHcnopTomM abo
iHWKMKU MeXaHi3mamu”, "Crocib 3acTocyBaHHs Ta
[031" (YyTOuHeHHs iHdopmalii), «MepefosysaHHs"
BiANOBIAHO [0 MaTepiasiB peecTpayiiHoro foChe.

MepioAnYHICTL NOAAHHSA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 3ajiiicHeHHs hapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHiCTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/9794/01/01

11.

BANIAON®

TabneTtku
cy6iHrBaUTbHI NO

NAT
"Papmak"

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH. 3MiHN |
TVny - 3MiHKM Woao 6e3nekn/edpeKTUBHOCTI Ta

6e3
peyenma

nionsieae

UA/2713/02/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

0,06 r no 10
TabneTtok y 6nictepi;
no 1 a6o 5 6nictepis
y nauui 3 KapToHy;
no 10 TabneTtok y
6nictepax

thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeAN4HOro
3acTocyBaHHs Ha nigcrasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3NeKn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCcyBaHHS
nikapcbKoro 3acoby B Nic/ispeecTpaviiiHuii nepios,
ab0 Sk pe3ynbTar OLiHKM 3BITY 3 OCNIMKEHb,
npoBefieHMX BiAMOBIAHO A0 NNaHy nefiaTpUyHMX
nocnigpxeHsb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVMM YNOBHOB&XXEHNM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLiT 4115 MEeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby A0 po3ainis:
"MpoTrnokasaHHs", "B3aeMogis 3 iHLMMK
nikapcbkMmn 3acobamMu Ta iHWi BUAn B3aeMogiii",
"3[4aTHICTb BNAMBATMN Ha LWBWUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWKMK
MexaHiaMamu" BignoBigHO A0 OHOB/IEHOI
iHbopMmawii 3 6e3neku Aito4oi pevHoBUHN.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

12.

BO/IbTAPEH
EMYNbrE/lb

emynbrenb Ans
30BHILUHLOIO
3actocyBaHHsa 1 %
no20r,abono50r,
a6o no 100 r y Ty6i;
no 1 Ty6i B
KapTOHHIA KopoobLi

Hosapric
KoHcblomep
Xenc CA

LLiBefiuapis

Hosapric
KoHcbomep
Xenc CA

LLiBefiuapis

MepepeecTpallis Ha HEOBMEXEHN TEPMIH.

MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBEPMAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/1811/01/01

13.

rPANOLUNTPO

cupon, 1,5 mr/ma in

ToBapuctso

YKpaiHa

BCi cTagii

YKpaiHa

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.

He

UA/13784/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
H-BPOHXO bulk: no 10 n a6o no 3 BUPOBHULTBA, MepioAnYHICTb NOAAHHS pPerynsapHO niosnsieae
50 ny metaneBnx 06MEXEHO KOHTPO/b SIKOCTI, OHOB/IOBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
60ukax KEI BignoBigab BWMYCK Cepil: Mopsaaky 34ilicHeHHsA chapmakoHarnsgy,
HiCTIO ToBapuCTBO 3 3aTBEPAKEHOr0 Hakas3oM MiHiCTepcTBa OXOPOHM
"papmavuesT obmexeHor 300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
N4YHa BiANOBiAaNbHICT 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
KOMnNaHis b Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
"3popos'a” «PapmaLeBTUyH pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB’'A
a KoMnaHist YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
«300p0OB'A», CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHMN Y
Ykpaina nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
14. rPMnounTPO cupon, 1,5 mr/mn no ToBapucTBO YkpaiHa BCi cTagii YkpaiHa MepepeecTpavis Ha HEOBMEXEHWIA TEPMIH. 3MiHN | 6e3 nionsieae UA/13783/01/01
H-BPOHXO 100 mn a6o 200 mn 3 BMPOOHMLTBA, Tvny - 3MiHKM Woao 6e3nekn/edheKTUBHOCTI Ta peyernma
y thnakoHi; no 1 06MexeHo KOHTPO/b AKOCTI, thapmakoHarnagy. 3MiHU y KOpOTKili
chnakoHy pasom 3 BignoBiganb BUNYyCK cepil: XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MipHOIO JTOXKKOI Y HICTIO ToBapucTso 3 MapKyBaHHS Ta IHCTPYKUIT 415 MeANYHOro
KOpPOO6Lii 3 KApTOHY; "papmaueBT 06MeXeHoH 3aCTOCYBaHHS reHepUYHNX/TibpuaHMX/6ionoaioHNX
no 5 mn a6o 15 mny nyHa BigNoBifa/IbHICT nikapcbknx 3acobiB nicns BHECEHHA TiET camol
calue; no 20 cawe y KOMMaHis b 3MiHV Ha pedhepeHTHWi1 npenapaT (3MiHa He
KOpOO6LLi 3 KApTOHY "3p0pos'a" «PapmaLeBTUyH noTpebye HafaHHS XOAHMNX HOBMX AOAATKOBUX
a KoMnaHis naHnx) 3MiHVM BHECEHI [0 iIHCTPYKUIi y po3ainu:
«3[0pOB’a», "apMakonoriyHi BnactusocTi”, "OcobanBoCTi
YKpaiHa; 3acTocyBaHHA", "34aTHICTb BNAMBATU Ha
BCi cTagii LIBUAKICTb peakLii npu kepyBaHHi
BMPOGHMLITBA, aBTOTPaAHCNOPTOM abo iHLWUMK MexaHismamm”,
KOHTPO/b AKOCTI: "Cnocib 3acTocyBaHHs Ta f031" (YTOYHEHHS
ToBapucTso 3 iHdhopmauii), "AiTn" (pefaryBaHHs TEKCTY),
obMexeHor "Mo6iuHi peakwyii" BigNoBigHO A0 iHdopMauil Lwoao
BiAgnoBigasbHICT MeAMYHOro 3acToCyBaHHA pedpepeHTHOro
10 "XapkiBCcbke nikapcbkoro 3acoby (CMHEKO., cupon, 1,5
hapmaueBTUyHe Mr/m).
nignpueMcTBo
"340poB'Aa MepioAnYHICTb NOAAHHS pPerynsapHO
Hapoay", OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
YKpaiHa Mopsaaky 34ilicHeHHsA thapmakoHarnsgy,
3aTBEPXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
340pOoB’A Ykpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHiCTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
15. APOTABEPVH Tabnetkn no 0,04 r, MAT YkpaiHa MAT YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/2014/01/01
no 10 TabneTtok y "Ximdhapmsa "Ximhapm3aBog 3MiHM oo 6e3nekn/edekTMBHOCTI Ta peyenma
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

6nictepi, no 1 a6o 2
6nicTepu B nauuj 3
KapTOHY

BOSA,
"YepBoHa
3ipka”

"UepBoHa 3ipKa"

thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTULLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeAN4HOro
3acTocyBaHHs Ha nigcrasi perynsapHo
OHOB/IOBAHOrO 3BITY 3 6e3NeKn Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3neky 3acToCcyBaHHS
nikapcbKoro 3acoby B Nic/ispeecTpaviiiHuii nepios,
ab0 Sk pe3ynbTar OLiHKM 3BITY 3 OCNIMKEHb,
npoBefieHMX BiAMOBIAHO A0 NNaHy nefiaTpUyHMX
nocnigpxeHsb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpPraHoM) - 3MiHK
BHECEHO A0 iHCTPYKLiT 4115 MEeANYHOro
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3zainis
"Cnoci6b 3acTocyBaHHA Ta f031" (YTOUHEHHS
iHdhopmawii), "MobiuHi peakwyii”, "3acTocyBaHHsA y
nepiog, BariTHOCTi abo rogyBaHHs rpyaa”
(yTouHeHHs iHchopmawii) BignoBigHO 4O OHOBNEHOI
iHchopMmawii 3 6e3neku Ajtoyoi pevyoBUHU.

MepioAnyYHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.

16.

ENILEA

TabneTtku, Lo
aucnepryrotbes y
POTOBI NOPOXHWHI
no 10 mr, no 7
Tabnetok y 6nictepi;
no 4 a6o 12
6nictepiB y
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KOHTPO/b Ta
BUNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CrnoseHis;
BUPOBHULTBO,
nepBrHHE Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta
BUNYCK cepil:
xeHedapm
CA, peuis;
BMPOGHMLITBO
abo
BMPOGHULITBO i3

CnoseHis/
Ipeuis/
CnoseHis

MepepeecTpavis Ha 5 poki..

MepioAnYHICTL NOAAHHSA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 3ajiiicHeHHs hapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHiCTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/13686/02/02
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

HaniBNpoAyKTy,
BMPO6GIEHOro
xeHedapm

CA, nepsuHHe
Ta BTOPUHHE

naxkyBaHHs:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;
KOHTpONb cepil
KPKA, a.4.,
HoBo mecTo,
CroseHist

17.

ENILEA

TabneTtku, Lo
aucnepryrotbes y
POTOBI NOPOXHWHI
no5wr, no7
Tabnetok y 6nictepi;
no 4 a6o 12
6nictepiB y
KapTOHHIA KopoobLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KOHTPO/b Ta
BUNYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CrnoseHis;
BUPOBHULTBO,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUNYCK cepil:
xeHedapm
CA, peuis;
BMPOGHMLITBO
abo
BMPOGHULITBO i3
HaniBNpoayKTy,
BMpobeHoro
xernedapm
CA, nepBuHHe
Ta BTOPUHHE
nakyBaHHS:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTpONb cepii
KPKA, a.4.,
HoBo mecTo,
CrnoBeHis

CnoseHis/
Ipeuis/
CnoseHis

MepepeecTpavis Ha 5 poki..

MepioAnYHICTL NOAAHHSA PerynsipHo
OHOB/OBAHOrO 3BiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI FoCTULLT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3rifHO 3i CTPOKaMU, 3a3HaYeHUMN Y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/13686/02/01

18.

ENILEA

TabneTtku, Lo
AVCnepryTbes y
POTOBI NOPOXHWHI
no 20 mr, no 7

TabneTok y brictepi;

KPKA, a.4.,
HoBo mecTo

CnoseHis

KOHTPO/b Ta
BUMYCK cepil:
KPKA, a.4.,
HoBo mecTo,
CnoBeHis;

CnoseHis/
Ipeuis/
CnoBeHis

MepepeecTpavis Ha 5 poki..

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOrO 3BIiTY 3 6e3neku Bi4NOBIAHO A0
Mopsaky 34ilCHEHHs hapmakoHarnsay,

3a
peyenmom

He
nidnsieae

UA/13686/02/03




19

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
no 4 a6o 12 BUPOBHULTBO, 3aTBepKEeHOro Haka3om MiHicTepcTBa OXOPOHU
6nicTepis y nepBuHHE Ta 300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
KapTOHHIli Kopoobui BTOPUHHE 898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
nakyBaHHs, Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
KOHTPO/b Ta pegakuii Hakaly MiHiCTepcTBa OXOPOHU 340POB’'A
BWMYCK Cepil: YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
[xeHedhapm CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
CA, 'peuist; nepiognYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
BMPOGHMLITBO 6e3nekxu.
abo
BMPOGHULITBO i3
HaniBNpoaykTy,
BMpobeHoro
xenedapm
CA, nepBuHHe
Ta BTOPUHHE
nakyBaHHS:
KPKA, 4.4.,
HoBo mecTo,
CnoBeHis;
KOHTpOnb cepii
KPKA, a.4.,
HoBo mecTo,
CnoseHis
19. EHEPIOH® TabneTku, BKPUTI Ne PpaHuis Na6opatopii dpaHuis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN 6e3 nionsieae UA/2097/01/01
06010HKot0, Mo 200 Na6opatyap Ceps’e IHgacTpi Il Tvny - 3miHn Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
mr, no 10 Tabnetok Cepsp’e thapmakoHarnagy. 3MiHU y KOpOTKili

y 6nictepi; no 2
6nicTepy B KOPOOL
3 KapTOHY

XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 4719 MeANYHOro
3acToCyBaHHs Y 3B'A3KY i3 HOBUMM AaHVMu 3
SAKOCTI, AOKNIHIYHUMU, KNIHIYHMMUW faHuMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0
IHCTPYKLUiT A/19 MeAMNYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ainis "MokasaHHsA"
(nopaTkoBe 3acTepexeHHs 3aCTOCyBaHHS) Ta
"Cnoci6 3acTocyBaHHA Ta f031" (BHeCeHi
YTOUYHEHHS LLI0A0 6e3nekn 3acTocyBaHHs)
BiANOBIAHO A0 MaTepianis peecTpauiliHoro JOCbe.

MepioAnYHICTL NOAAHHSA PerynsipHo
OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
Mopsaky 3ajiiicHeHHs hapmakoHarnsgy,
3aTBEpPKEHOro Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHiCTepcTBa OXOPOHU 340pPOB’s
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.
20. EPOTEKC cynosuTopii CninbHe YkpaiHa CninbHe YkpaiHa MepepeecTpayis Ha HEOOMEXEHUA TEPMIH. 6e3 nidnsieae UA/4028/01/01
BariHasbHi i3 YKpaiHCbKO- YKpaiHCbKO- peuyenma
3anaxoM NMMoHa o icnaHcbke icnaHcbke MepioanyHICTbL NoAaHHS perynspHo
18,9 mr, no 5 nignprvemcTs niANPMEMCTBO OHOB/IIOBAHOrO 3BITY 3 6e3neky BiANOBIAHO A0
CynosuTopiiB y 0 "Cnepko "Cnepko Mopsaaky 34ilicHeHHsA thapmakoHarnsgy,
cTpuni; no 1 a6o 2 YkpaiHa" YkpaiHa" 3aTBEpKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
CTpUNK y nauui 3 340pOoB’A Ykpainu Big, 27 rpyaHsa 2006 poky Ne
KapToHy 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3HaYEHMN Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
21. EPOTEKC cynosuTopii CninbHe YkpaiHa CninbHe YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH. 6e3 nionsieae UA/4026/01/01
BariHa/bHi i3 YKpaiHCbKO- YKpaiHCbKO- peyenma
3anaxom nasaHan icnaHcbke icnaHcbke MepiognyHICTb NOAAHHS PerynspHo
no 18,9 mr, no 5 nignpveMcTs niANPUEMCTBO OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO A0
cynosunTopiiB y 0 "Cnepko "Cnepko Mopsiaky 34ificHeHHs hapmakoHarnsagy,
cTpuni; no 1 a6o 2 Ykpaiva" Ykpaiva" 3aTBepXeHoro Haka3om MiHicTepcTBa OXOPOHU
CTpUNK y nauuii 3 300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
KapTOHYy 898, 3apeecTpoBaHunii B MiHICTepCTBI tocTuLil
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 26 BepecHs1 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepioguyYHOCTi NoAaHHA perynsipHux 3siTis 3
6e3neku.
22, EPOTEKC cynosuTopii CninbHe YkpaiHa CninbHe Ykpaina MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 6e3 niosnsieae UA/4027/01/01
BariHasIbHi i3 YKpaiHCbKO- YKpaiHCbKO- peyenma
3anaxom TPosHAW icnaHcbke icnaHcbke MepiognyHICTb NOAAHHS PerynspHo
no 18,9 mr, no 5 nignpuemcTs nignpueMcTBO OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neky BiANOBIAHO A0
CynosunTopiiB y 0 "Cnepko "Cnepko Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
cTpuni; no 1 a6o 2 YkpaiHa" YkpaiHa" 3aTBEpPXEHOro Haka3oMm MiHiCTepcTBa OXOPOHM

CcTpUNN y nayui 3
KapToHy

30,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBi loCTuLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognYHOCTI NOAAHHSA pPerynspHUX 3BITiB 3
6e3neku.
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

23.

IHPE3O/I® 40

pO34nH ONs iHdy3iit
no 250 mn a6o no
500 mn y dpriakoHi;
no 10 donakoHiB y
KapTOHHI Kopobui

BEP/IH-
XEMI Al

HimeuunHa

BEP/NIIH-XEMI
Al

HimeyunHa

MepepeecTpaLis Ha HEOBMEXEHWIA TEPMIH. 3MiHN |
TMny - 3MiHK LWoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3acToCcyBaHHSA Ha nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKu NikapCbKoro
3acoby, abo foc/igKeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
abo sk pe3ynbTar OUiHKN 3BITY 3 AOCNIKEHDb,
npoBefeHnX BigNoBIAHO 40 NNaHy negiaTpuyuHmX
pocnigmkens (PIP) (iHwi 3MiHKM) 3MiHM BHECeHO 4o
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
niKkapcbKoro 3acoby o po3ainis: "®apmakonoriyHi
BnactmsocTi", "MpoTunokasaHHs", "OcobaMBOCTi
3acTocyBaHHs", "Mepeno3yBaHHA", "MoGIYHI
peakuii” oo 6e3nekn 3acTocyBaHHS BignoBigHO
[0 matepianiB peecTpauiiHoro foChe.

MepioAnyYHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300pOoB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nidnsieae

UA/0192/01/02

24,

KANYMIA,

TabneTkn, BKPUTI
NNiBKOBOO
060/10HKO10, M0 50
Mmr no 15 TabneTok y
6nicTepi; no 2 abo 6
6nictepiB y
KapTOHHIW nayv,i

BAT
"lefeoH
PixTep"

YroplmHa

BAT "legeoH
PixTep"

YropLmHa

MepepeecTpayis Ha HeO6MeXeHWA TepMiH. 3MiHK |
TMny - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeAn4HOro
3acTocyBaHHS Ha nigcrasi perynsapHo
OHOBJOBAHOTO 3BITY 3 6e3NeKN NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3aco6y B Mic/isspeecTpaviittuii nepios,
ab0 fK pe3ynbTar OLiHKM 3BITY 3 OCNIMKEHb,
npoBeAeHnX BiAMnoBigHO 40 NnaHy negiatpuyHmux
nocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YNOBHOB&XXEHVM OpraHoM) 3MiHu
BHECEHO A0 iHCTPYKLi y po3ainu "OcobnmnBocTi
3acTocyBaHHSA", "34aTHICTb BNAMBATY Ha
LIBUAKICTb peakwii npy KepyBaHHI

3a
peyerimom

He
nionsieae

UA/2632/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
aBTOTPAHCMOPTOM abo iHWMMU MexaHi3mammn',
"Mo6iyHi peakuii" (yTOYHEHHS) BigNOBigHO A0
OHOB/IEHOI iHhopMaLii 3 6e3nekn gitoyoil
PeYOoBUHM.
MepiognyHICTb NOAAHHS perynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 30POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3nekun
25. Knoais TabneTku, BKpUTI AnsoreH Trokcembypr BMPOGHMLTBO, peuis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/13673/01/01
NAiBKOBOO INKo C.ap.n. nepBuHHE Ta MepioAnYHICTb NOAAHHS pPerynsapHO peuenmom nionsieae
060/10HKOI0, M0 75 BTOPUHHE OHOB/OBAHOrO 3BIiTY 3 6e3MneKn BigNOBIAHO A0
mr no 10 TabneTok y nakyBaHHS: Mopsaky 3ajiiicHeHHs hapmakoHarnsgy,
6nictepi; no 3 abo SAPMATEH 3aTBEpPKEHOro Haka3oMm MiHicTepcTBa OXOPOHU
10 6nicTepiB y nauui C.A,, lpeuis; 340pOoB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
3 KapTOHY BMPOGHMLTBO, 898, 3apeecTpoBaHuii B MiHiCTEPCTBI FoCTULLT
nepBuHHe Ta Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
BTOPVHHE pepakuii Hakasy MiHicTepcTBa 0XOPOHY 340POB’S
nakyBaHHs, Ykpainu Big 26 BepecHs 2016 poky Ne 996),
BUMYCK cepii: CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHMN Y
PAPMATEH nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
IHTEPHELUHN 6e3neku.
CA, lpeuis
26. NAMIHAPII cnaHi (cybcTaHuis) y MpAT YkpaiHa MpAT YkpaiHa MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. - He UA/3613/01/01
CNAHI MiLLKax, ToKax As "Niktpasn” "NikTpasn” niosnsieae
hapmaLeBTUYHOro
3aCTOCYBaHHSA
27. NIOOKAIH PO34UH ON15 iH'EKLIA 3AT YropwumHa 3AT YropwmHa MepepeecTpavis Ha HEOOMEXEeHUI TEPMIH. 3a He UA/0655/01/01
2%no2mne PapmaLesT PapmaueBTUYHU 3MiHM Wwoao 6e3nekn/edekTMBHOCTI Ta peyenmom nionsieae
amnyni; no 5 amnyn WYHWIA 3aBO[,  3aBog ElIC chapmakoHarnsgy. 3miHa y KopoTkili
y 6nictepi; no 2 EriC XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi

6nictepu abo no 20
6nictepiB y
KapTOHHIiA ynakoBL,i

MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3acTOCyBaHHSA Ha nigcrasi perynsapHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapCcbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
ab0 SK pe3y/ibTar OLiHKM 3BTy 3 AOCNISKEHb,
npoBefeHnX BiANOBIAHO A0 NNaHy negiaTpuyuHmX
pocnigpkeHb (PIP) (iHWi 3miHK) - 3MiHM BHECEHO A0
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

IHCTPYKLUiT 418 MeAMYHOro 3aCTOCYBaHHSA
NiKapcbKoro 3acoby A0 po34inis "B3aemogis 3
HLWIMMKW NikapcbKMKU 3acob6amMu Ta iHLWi BUAn
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTi abo rofyBaHHs
rpyAAto” (YTOUHEHHS iHdhopmalii 3 6e3nekn),
"Cnoci6 3acTocyBaHHA Ta A031" (YTOUYHEHHS
iHdpopmawuii), "Mo6iuHi peakwii" BigNoBigHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3nekn aitoyoi Ta
[LOMOMDKHOI PEYOBMHM NiKapCbKOro 3acoby.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TiAHO 3i CTPOKaMW, 3a3Ha4YeHMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3neku.

28.

MAHIHIN® 3,5

TabneTku no 3,5 mr
no 120 TabneTok y
donakoHi; no 1
donakoHy B
KapTOHHIlA KopooLi

BEP/IH-
XEMI Al

HimeuunHa

Brpo6HMUTBO
«in bulk»,
KOHTPO/b cepili:
BEPNIH-XEMI
Al', HimeuuuHa,;
Brpo6HMUTBO
«in bulk»,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepil:
MeHapiHi-®oH
XeigeH M'v6X,
HimeuuunHa;
KoHTposb Ta
BMNYCK Cepiii:
BEPNIH-XEMI
Al', HimeuyunHa

HimeyunHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH. 3MiHN
Il Tuny - 3miHN Woao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3miHu y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTI
MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3aCTOCYBaHHS y 3B’A3KY i3 HOBUMU JAaHUMK 3
AKOCTI, AOKNIHIYHUMMN, KNIHIYHUMUN SaHUMK Ta
AaHvMK 3 chapmakoHarnsagy - 3MiH1 BHECEHO 0
IHCTPYKUIiT AN MEAMYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3AisiB "®apmakonoriyHi
BnactmBocTi", "lMoka3aHHA" (YTOUHEHHS),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknMun 3acobamMu Ta iHLWi BUAn B3aeMogiii",
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Yy
nepiog, BaritTHocTi abo rogyBaHHs rpyaat”
(YyTOUHEeHHS), "34aTHiCTb BN/IMBATY Ha LWBUAKICTb
peaxuii Npu kepyBaHHi aBTOTpaHCcNopTom abo
iHLWMMKU MexaHi3mamMm”, "Cnocib 3aCTOCyBaHHA Ta
[o3n" (pofaBaHHs 6e3neku 3acTtocyBaHHs), "Oitn"
(yTouHeHHs), "Mepeno3yBaHHs", "Mo6IuHI peakwi”
BiANOBIAHO A0 MaTepianis peecTpauiliHoro fOCbe.

MepioanyHICTL NOAAHHS PerynsipHo
OHOB/IHOBAHOIO 3BiTY 3 6e3MNeKn BigNOBIAHO A0

3a
peyenmom

He
nionsieae

UA/9669/01/01
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPMAKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6esneku.

29.

HEPBUNJEKC-
H

PO34NH A1 iH'EKLINA
no 2 M B amny’ii;
no 5 a6o 100 amnyn
y naduji; no 2 Mmn B
amnyni; no 5 amnyn
B OAHOGIYHOMY
6nictepi; no 1
6nicTepy B naui

MpusaTHe
akuioHepHe
TOBapUCTBO

"Jlekxim-
Xapkis"

YkpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"Mekxim-Xapkis"

Ykpaina

MepepeecTpayisa Ha HeO6MeXeHWA TepMiH. 3MiHK |
TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUT 4151 MeANYHOro
3acTocyBaHHS Ha nigcrasi perynsapHo
OHOBJ/OBAHOrO 3BITY 3 6e3NeKN NikapCbKoro
3acoby, abo gocnifmxeHb 3 6e3neky 3acToCcyBaHHS
nikapcbKoro 3aco6y B Nic/isspeecTpaviittuii nepios,
ab0 fK pesynbTar OLiHKM 3BITY 3 4OCNIMKEHb,
npoBeAeHnX BiAMnoBigHO A0 NnaHy negiatpuyHux
npocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHVM YMOBHOB&XKEHNM OpraHoM) 3MiHu
BHECEeHO A0 [HCTpyKUii Ana MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainis:
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbkMun 3acobamMu Ta iHWi BUAn B3aeMogiii"”,
"Cnoci6 3acTocyBaHHs Ta Ao3un", "Mo6iyuHi peakujii"
BiANOBIAHO A0 OHOBMEHOI iHhopMaL,i 3 6e3nekn
Lit040T pevOBUHN.

MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPMKEHOro Haka3om MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/10373/01/01

30.

HIMECUN®

rpaHynv ans
Opa/IbHOT CyCneHsil,
100 mMr/2r;no2rs.

NabopaTtopi
raoTTI
C.n.A.

ITanis

Bupo6bHMLTBO
"in bulk”,
nepBuHHE Ta

Icnanis/
ITanis

[MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH. 3MiHN
Il Tny - 3miHn Woao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsigy. 3MiHW y KOopoTkili

3a
peyenmom

He
nionsieae

UA/9855/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
0[1HOA030BOMY BTOPWHHE XapakTepucTuL, NikapcbKoro 3acoby, TEKCTi
nakeTi; no 9 a6o 15, nakyBaHHs, MapKyBaHHA Ta iHCTPYKLiT 4719 MeANYHOro
abo 30 nakeTiB y KOHTPO/Ib Ta 3aCTOCYBaHHSA Y 3B’A3KY i3 HOBUMYW iaHUMK 3
KapTOHHIlA KopooLi BUNYCK Cepiii: AKOCTI, AOKNIHIYHUMU, KNIHIYHMMUW faHuMK Ta
Na6opatopioc AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0
MeHapiHi C.A., IHCTPYKLT 415 MeAUYHOro 3acTOCyBaHHS
IcnaHis; nikapcbKoro 3acoby Ao po3gainis "®apmMakonorivHi
daiiH Pyac eHa BnactusocTi", "MpoTunokasaHHs", "B3aemogis 3
dapmacbroTrKan HLIMMKW NikapcbKMKU 3acob6amu Ta iHLWi BUAu
3H.T.M. C.N.A., B3aemogiit”, "OcobMBOCTI 3acTOCyBaHHS",
ITanis; "3acTocyBaHHs y nepiof BariTHOCTi abo roflyBaHHs
KOHTpO/b cepii: rpyAA0”, "34aTHICTb BIIMBATU HA LIBUAKICTb
daiin dyac eHg peakLiii Npu KepyBaHHi aBTOTpaHCNOpPTOM ab0o
PapmacbloTukan iHWKMKU MeXxaHi3mamu”, "Crocib 3acTocyBaHHs Ta
3H.T.M.C.NA, [03n" (YTO4HeHHs iHdopmadis), "MobiyHi peakwyii”
ITanis BiANOBIAHO A0 MaTepianiB peecTpauiiHoro foche.
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynspHUX 3BiTiB 3
6e3neku.
31. HONINPEN® TabneTku, BKpUTI Ne PpaHuin Na6opaTopii PpaHuis/ MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/10248/01/01
BI-®OPTE nAiBKOBOO Na6opatyap Ceps’e lHgacTpi, IpnaHgis peuenmom nionsieae
060/10HKOH0, Mo 30 Cepp’e dpaHuis; MepioAnYHICTb NOAAHHS PErysapHO
Tabnetoky Cepp'e OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
KOHTeliHepi, no 1 (IpnaHgis) Mopsaaky 3ailicHeHHs thapmakoHarnsgy,
KOHTelHepy B IHgacTpic NTg, 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHU
KOpPOO6Lii 3 KApTOHY Ipnangis 30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.
32. OMENPA30/ kancynu no 20 mr no MAT YkpaiHa MAT YkpaiHa MepepeecTpauis Ha HeOOMeXeHNA TepMiH. 3MiHK | 3a He UA/0966/01/01
10 kancyny "KviBmegnp "KuiBmegnpenap TMNy - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom niosnsieae
6nicTepi, no 1 a6o 3 enapat" at" thapmakoHarnsgy. 3MiHa y KopoTkili
61icTepy B nayuj XapaKTepuCTULLi NiKapCbKoro 3acoby, TeKCTi
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

MapKyBaHHS Ta iIHCTPYKLiT 4N MeAN4HOro
3acTOCyBaHHS Ha MigcTasi perynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn NMikapCbKoro
3acoby, abo focnigxeHb 3 6e3nekn 3acToCyBaHHsA
nikapcbKoro 3acoby B nicigpeecTpaviitHnii nepiog,
ab0 Sk pe3y/ibTar OLiHKM 3BTy 3 AOCNiSKEHb,
npoBeAeHnX BigNoBIAHO A0 NnaHy neaiaTpuydHmnx
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXXEHUM OpraHom) 3miHu
BHECEHO A0 iHCTPYKL,iT 4115 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0 po3ainis:
"B3aemogis 3 iHWyMKU nikapcbkuMu 3acobamu Ta
iHWi BMAaW B3aemogiin”, "OcobnmsocTi
3actocyBaHHs", "MNepefosysaHHs", "Mo6GiyHi
peakuii” BiANOBIAHO 4O OHOBMEHOT iHGhopMmaLi 3
6e3nekun Ajl4oi Ta OMNOMDKHUX PeYOBUH
npenapary.

MepiognyHICTbL NOAAHHS perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
Mopsaaky 34ilicHeHHsA chapmakoHarnsgy,
3aTBEPAKEHOr0 Hakas3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU 340POB’'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

33.

OPHI3ON®

TabneTtku, BKPUTI
N1iBKOBOIO
060/10HKO0, N0 500
Mmr no 10 TabneTok y
6nictepi; no 1
6nicTepy B naui

NAT
"Kvismeganp
enapar”

YkpaiHa

MAT
"Knismegnpenap
ar"

YKpaiHa

MepepeecTpavis Ha HEOOMEXEHWIA TEPMIH. 3MiHN |
TMny - 3MiHK LWoAo 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpoTkili
XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
MapKyBaHHS Ta iHCTPYKLiT 4719 MeANYHOro
3aCTOCYBaHHS reHepuYHNX/TiopuaHnX/6ionoaioHNX
nikapcbknx 3acobiB nicns BHECEHHA TiET camol
3MiHV Ha pedhepeHTHWi1 npenapaT (3MiHa He
notpebye HafaHHA XOAHVX HOBKX AOAATKOBUX
naHnx) 3MiHVM BHECEHI [0 IHCTPYKLii y po3ain
"Mo6iuHi peakwyii" BigNoBigHO A0 iHchopmav,i
pedhepeHTHOro nikapcbkoro 3acoby (TMBEPAN®,
TabneTku, BKPUTI NNiBKOBOI 060/10HKOD, Mo 500
Mr).

MepioanyHICTL NOAAHHS PerynsipHo
OHOB/IHOBAHOIO 3BiTY 3 6e3MNeKn BigNOBIAHO A0

3a
peyenmom

He
nidnsieae

UA/1140/01/01




27

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPMAKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.

34.

ANArPUN®

TabneTkn, BKPUTI
nniBKOBOKO
060/10HKOH0, N0 75
mr no 10 TabneTok y
6nicTepi; no 3
6nictepn y nauui

[-p Pepgaj'c
Na6opaTtopi
c ity

IHais

[-p Peagi'c
NabopaTtopic
nrh

IHais

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.
3MiHu Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUT 4151 MeANYHOro
3acTocyBaHHS Ha nigcrasi perynsapHo
OHOBJ/OBAHOrO 3BITY 3 6e3NeKN NikapCbKoro
3acoby, abo gocnifmxeHb 3 6e3neky 3acToCcyBaHHS
nikapcbKoro 3aco6y B Nic/isipeecTpaviittuii nepios,
ab0 fK pe3ynbTar OLiHKM 3BITY 3 OCNIMKEHb,
npoBeAeHnX BiAMnoBigHO A0 NnaHy negiatpuyHux
npocnipxeHs (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOB&XXEHVM OpPraHoM) - 3MiHK
BHECEHO A0 iHCTPYKLiT 4158 MeANYHOro
3acTOoCyBaHHSA NikapcbKoro 3acoby y po3ainu:
"Moka3aHHs" (YTOUHEHHSs iHdhopmaLii), "B3aemogis
3 iHWMMW flikapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogiit”, "Ocob6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakwji" BigNOBIAHO 4O OHOBNEHOI
iHchopmaii 3 6e3nekun AjtyoT pevoBUHU.

MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPMKEHOro Haka3om MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/10625/01/01

35.

PEAOUTYKC

KOHLeHTpaT Ans
pO34KHy Ansi
iHdpy3iiA, 10 mr/Mn, in
bulk: no 10 mn (100

O-p Peppi'c
Na6opaTtopi
c g

IHais

[-p Peagi'c
NabopaTtopic
nig,

IHais

MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH.

MepioanyHICTL NOAAHHS PErynsipHo
OHOB/IHOBAHOIO 3BITY 3 6e3MNeKn BigNoOBIgHO A0

He
nionsieae

UA/12906/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
mr) a6o 50 mn (500 Mopsaaky 3ailicHeHHs thapmakoHarnsgy,
Mr) y dh/1akoHi; no 3aTBEPAKEHOro Haka3oM MiHicTepCTBa OXOPOHU
1000 dpnakoHiB y 300poB’A Ykpaiuu Big 27 rpyaHsa 2006 poky Ne
Kopobui 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.
36. PEOAVNTYKC KOHLeHTpaT Ans [-p Pepgaj'c IHAis [-p Pepgpj'c IHAaia MepepeecTpauis Ha HEOOMEXEHU TEPMIH. 3MiHN 3a He UA/12905/01/01
pO34uHy ons Na6opaTtopi NabopaTtopic Il TNy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peyenmom niosisieae
iHdpy3iiA, 10 mr/mn, cn1g nta thapmakoHarnsgy. 3MiHU y KOpoTkili
no 10 mn (100 mr) XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
a6o 50 mn (500 mr) MapKyBaHHS Ta IHCTPYKLUIT 4719 MeANYHOro
y dhnakoHi; no 1 3aCTOCYBaHHSA Y 3B'S3KY i3 HOBUMYW AaHUMK 3
chnakoHy B AKOCTI, JOKNIHIYHAMU, KAIHIYHUMUW AaHMKU Ta
KapTOHHI KopobL; OaHumn 3 dpapmakoHarnsagy - 3MiHuM BHeCeHo 0
no 1 KapTOHHili IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHSA
KopobLi y nikapcbKoro 3acoby [0 po3ginis "®apmakonoriyHi
nNacTyKoBoOMYy B/1ACTVBOCTI"(peAaryBaHHs TEKCTY, YTOYHEHHS
MiLLIKY iHcbopmawii ), "MokasaHHA " (pegaryBaHHs TEKCTY),
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknMun 3acobamMu Ta iHLWi B1UAn B3aeMogiii"”,
"Oco61BOCTI 3aCTOCYBaHHA", "3acTOCyBaHHS Yy
nepiog, BarirTHOCTi Ta rogyBaHHs
rpyAAao” (yTouHeHHs iHchopmauii ), “Mo6ivHi peakuii
" BigNOBiZHO [0 MaTepianiB peecTpawiiiHoro
[OCbE.
MepioanyHICTb NOAAHHS perynspHo
OHOB/OBAHOrO 3BIiTY 3 6e3neKn BigNOBIAHO A0
Mopsaky 3ajiiicHeHHs hapmakoHarnsgy,
3aTBEPXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpainu Big, 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3TifHO 3i CTPOKaMW, 3a3HaYEHMN Y
nepioguyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
37. PO3BATOP TabneTku, BKPUTI CaH IHais CaH IHais MepepeecTpaLisi Ha HEOGMEXEHMIA TEPMIH 3a He UA/13374/01/02
0060/10HKOH0, M0 20 dapmacbioT dapmacbloTukan 3MiHM Wogo 6e3nekn/edhekTMBHOCTI Ta peuenmom nidnsieae
Mr no 7 TabneTtok y nkan IHOacTpi3 thapmakoHarnagy. 3MiHu y KOpoTkili
6nicTepi, no 4 IHpacTpi3 Nimiteq XapakTepucTuLi Nikapcbkoro 3acoby, TEKCTI
6nictepu B JNimiteq MapKyBaHHS Ta IHCTPYKUIT 4719 MeAWYHOoro
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

KapTOHHIlA KOpooLi

3aCTOCYBaHHA reHepuYHUX/TibpnaHX/6ionoaieHNX
nikapcbknx 3acobiB Nic/1s BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW1 NpenapaT (3MiHa He
notpebye HafaHHA XOAHWX HOBUX AOAATKOBUX
AaHnx) - 3MiHN BHECEHI A0 IHCTPYKLi y po3ainn
"®apmakonorivHi BnactmsocTi”, "lMokazaHHA"
(yTOUHeHHS), "B3aemogis 3 iHWUMW NiKapCbKMMU
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogysaHHA rpyaar”, "Cnocio
3acTocyBaHHs Ta gosu", "[itn" (yTO4YHeHHs),
"Mo6iuHi peakwyji" BignoBigHO A0 iHhopmaw,i
pedhepeHTHOro slikapcbkoro 3acoby (Kpectop,
TabneTku, BKPUTI NNIBKOBOK 0GOIOHKOK, MO 5 Mr,
10 wmr, 20 mr a6o 40 wr).

MepioAnyYHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 3aiiicHeHHs hapmakoHarnsgy,
3aTBEPMAKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku

38.

PO3BATOP

TabneTkn, BKPUTI
060/10HKOI0, No 10
Mr 10 7 TabneTok y
6nicTepi, no 4
6nictepu B
KapTOHHIlA KopooLi

CaH
dapmacboT
nkan
IHpacTpi3
Nimiteq

IHais

CaH
dPapmacboTuKan
IHaacTpi3
Nimiteq

IHais

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH
3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT 4151 MeAn4HOro
3aCTOCYBaHHSA reHepUUYHUX/TibpnaHNX/6ionoaieHNX
nikapcbknx 3acobiB Nic/1s BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW1 NpenapaT (3MiHa He
notpebye HafaHHA XOAHNX HOBUX AOAATKOBUX
AaHuvx) - 3MiHN BHECEHI A0 iHCTPYKLi y po3aiin
"®apmakonoriyHi BnactusocTi”, "MokasaHHsA"
(yTOuHeHHs), "B3aemogis 3 iHLWMMW NiKkapCbKMMMN
3acobamu Ta iHLWi BUAY B3aemogiin”, "OcobamBocTi
3acTocyBaHHA", "3acToCcyBaHHsA Yy nepiog,
BariTHOCTi abo rogyBaHHA rpyaar”, "Cnocio
3acTocyBaHHsa Ta gosu", "[itn" (yTOUHeHHs),
"Mo6iuHi peakuyii" BignoBigHO A0 iHhopmawi
pedrepeHTHOro likapcbkoro 3acoby (Kpectop,

TabneTkn, BKPUTI NNIBKOBOK 060I0HKOK, MO 5 Mr,

3a
peyerimom

He
nionsieae

UA/13374/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
10 mr, 20 mr a6o 40 mr).
MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3nekun
39. CUNAEHA®INY | kpucTaniyHwmi letepo IHais leTepo Apar3 IHais MepepeecTpauis Ha HEOOMEXEHWIA TEPMIH - He UA/14018/01/01
LUNTPAT NOpOLLOK [Opar3 Nimiten nionsieae
(cybeTaHuin) y Nimiteq
NoABINHMX
nonieTnaeHoBuUx
naketax ans
dhapmaL,eBTU4YHOro
3aCTOCYyBaHHSA
40. CTOMAHTIIH cnpeii gns poToBOi TeBa I3painb TeBa Yex Yecbka MepepeecTpayis Ha HEOOMEXEHNIA TEPMIH. 6e3 nidnsieae UA/1831/01/01
NMOPOXHUHU, 1,92 dapmaLeBTi IHOacTpi3 c.p.o. Pecny6nika 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenma
mr/mn no 30 My Kaun thapmakoHarnsgy. 3MiHa y KopoTkili
donakoHi; no 1 IHOacTpi3 XapaKTepuCTULi NiKapcbKoro 3acoby, TeKCTi
donakoHy 3 n1p. MapKyBaHHS Ta iIHCTPYKLT 4N MeAN4HOro
MexaHi4YHUM 3acTocyBaHHA Ha nigcTasi perynsipHo
posnuatoBayem, OHOB/IHOBAHOTO 3BITY 3 6e3nekun NiKkapCbKoro

annikaTopom gns
POTOBOI MOPOXKHUHU
Ta KPULLIKOI, KA
3axuae
posnunosay, B
Kopobu,i

3acoby, abo gocnifmxeHb 3 6e3neky 3acTocyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaLiiHnii nepiog,
abo 5K pe3ybTar OUiHKN 3BITY 3 AOCNIMKEHD,
npoBeeHnX BignoBigHO A0 NnnaHy negiatpuyHux
pocnigpkeds (PIP) (3MiHy y3romxeHo 3
KOMMETEHTHUM YNOBHOBAXEHVM OPraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 41158 MeANYHOro
3acTOoCyBaHHSA NikapcbKoro 3acoby A0 po3ainy
"Oco6MBOCTI 3aCTOCyBaHHA" BigMNoBiAHO A0
OHOBJIEHOI iHhopMaLlii 3 6e3nekn aitouol
PEYOBWHM.

MepioAnYHICTb NOAAHHS perynsapHO
OHOB/IOBAHOrO 3BIiTY 3 6e3neku BigNOBIAHO A0
Mopsiaky 34ificHeHHs hapmakoHarnsagy,
3aTBepKeHoro Haka3om MiHicTepcTBa OXOPOHU
340poB’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4eHUMN y
nepioguYHOCTI MoAaHHS perynsipHuX 3BiTiB 3
6e3neku.
41. CTPO®DAHTUH- | po3unH Nns iH'ekuii, MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HeO6MeEXeHUA TEPMIH. 3MiHu | 3a He UA/2352/01/01
AAPHULA 0,25 mr/mn no 1 mn "papmaueBT "papmaueBTNYH TMny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom nionsieae
B amnyni; no 5 nyHa dpipma a thipma hapmakoHarnsgy. 3miHa y KopoTkili
amnyn y KOHTYpPHIiA "fapHuus” "fapHuus” XapaKkTepucTuLi NikapcbKoro 3acoby, TeKCTi
YapyHKOBIl MapKyBaHHS Ta iIHCTPYKLT 4151 MeANYHOro
ynakoBLi; no 2 3acTocyBaHHs Ha nigcrasi perynsapHo
KOHTYPHI YapyHKOBI OHOB/IHOBAHOrO 3BITY 3 6e3nekn NikapCbKoro
ynakoBkM B nauj; no 3acoby, abo focnigpkeHb 3 6e3neky 3acToCcyBaHHA
1 mn B amnyni; no nikapcbKoro 3aco6y B Nic/isspeecTpaviitHuii nepios,
10 amnyny ab0 fK pesynbTar OLiHKM 3BITY 3 4OCNIMKEHb,
KOHTYPHIit npoBeAeHnX BiAMNoBigHO A0 NnaHy negiatpuyHnx
YapyHKoBIl npocnipxeHs (PIP) (3MiHy y3romkeHo 3
ynakosui; no 1 KOMMETEHTHVMM YMOBHOB&XXEHNM OpraHoM) 3MiHu
KOHTYPHIit BHECEeHO A0 [HCTpYKUii ANna MeguyHoro
YapyHKOBIli ynakoBLj 3acTocyBaHHA NikapcbKoro 3acoby ao
B nauuj po3sginis:"®apmakoTepaneBTnyHa rpyna”
(yTOuHeHHs1), "OcobNmnBOCTI 3aCTOCYBaHHSA",
"Mo6iyHI peakuii BiANOBIAHO 4O OHOBNEHOI
iHchopmawuii 3 6e3neku Ajto4oi Ta 4ONOMIXHOT
PeYOoBMH Nikapcbkoro 3acoby
MepioAnyHICTb NOAAHHSA perynsipHo
OHOBJ/IHOBAHOrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iiicHeHHs hapmakoHarnsgy,
3aTBEPAKEHOro Hakasom MiHiCTepcTBa OXOPOHM
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.
42, TAMCYNO3UH rpaHynu MpAT YkpaiHa MpAT YkpaiHa MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH - He UA/13790/01/01
Yy NPOIOHIOBaHOT Aji "TexHonor" "TexHonor" niosnsieae
riAPOXNOPUA | 0,14 % y nakeTax i3

nNiBKN
nonieTnneHoBoil aAnsa
hapmaLeBTUYHOro
3acTocyBaHHsA
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OHOBJIHOBAHOrO 3BITY 3 6e3Mneku NikapCbLKoro
3acoby, abo Joc/iAKeHb 3 6e3nekn 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,

abo sk pe3ynbTar OUiHKN 3BITY 3 AOCNIKEHDb,
npoBefeHnX BigNoBiAHO A0 NNaHy negiaTpuyuHmX
pocnigpxeHs (PIP) (3MiHy y3rompkeHo 3
KOMNETEeHTHUM YNOBHOBAXEHVM OpraHom) - 3MiHu
BHECEHO A0 IHCTPYKUiT 418 MeanyHoro
3aCcTOCyBaHHS NikapcbKoro 3acoby A0 po3ainis
"MpoTunokasaHHA", "B3aemogia 3 iHWMK
nikapcbkrMmn 3acobamu Ta iHLWi B1uan B3aemogii',
"Ocob6nmBOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta 031" (YTOYHEHHs iHdhopmauii),
"Mepepo3ysaHHs", "MobiuHi peakwii" BiANOBIgHO
[0 OHOB/EHOI iHGhopMaLii 3 6e3nekun gjtoyol
PEeYOBUHM NiKAPCbKOro 3acoby.

MepioAnYHICTL NOAAHHA perynsipHo
OHOB/IOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopsaaky 3aiicHeHHsA chapmakoHarnsgy,
3aTBepKeHOro Hakasom MiHicTepcTBa OXOPOHU
304,0p0B’sA YKpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
43. TIOFAMA® TabneTku, BKPUTI Bbopsar HimeuuunHa [pareHodhapm HimeuyunHa MepepeecTpalis Ha 5 pokis 3a He UA/1523/02/01
nAiBKOBOO Papma AnoTekep Mown 3 06I'pYHTOBaHMX NPUYMH, NOB'A3aHNX 3 peyenmom nidnsieae
o60onoHkoto, no 600 meX i M6X hapmakoHarns oM.
Mmr o 10 TabneTok y Ko.KI MepioAnYHICTb NOAAHHS pPerynsapHO
6nictepi; no 3 abo 6 OHOB/IOBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
6nicTepiB y nayui 3 Mopsagaky 34ilicHeHHs chapmakoHarnsgy,
KapTOHY 3aTBEPAXEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU 340POB’'A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
44, TOC-MAN Tabnetku no 8 CninbHe YkpaiHa NABOPATOPIO IcnaHis MepepeecTpauis Ha HEOOMEXeHUIA TEpMIH 6e3 nionsieae UA/2104/01/01
Tabnetok y 6nictepi; | ykpaiHCbko- C AJIKANA 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta peyenma
no 2 6nictepu y icnaHcbke PAPMA, CJ. hapmakoHarnsgy. 3miHa y KopoTkili
naJui 3 KapToHy nignpuemcTs XapakTepucTuLli Nikapcbkoro 3acoby, TekcTi
0 "Cnepko MapKyBaHHS Ta iHCTPYKLiT 4719 MeANYHOro
Ykpaiva" 3aCTOCYyBaHHSA Ha nigctasi perynsipHo
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayjitiHo
3acoby ynakoska) 20
nocsi0YeHHs
CTaHOBUTb: 3rifHO 3i CTPOKaMW, 3a3HaYEHVMN Y
nepiognyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
45, LUE®PTA3NANM | nopoLlok Ans MpusaTHe YkpaiHa Ksiny Kutali MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. - He UA/13654/01/01
pO3unHy A5 iH'EKUi | aKuioHepHe dapmaueyTikan MepioAnyHICTb NOAAHHSA perynsipHo nionsizae
no 1,0 r; in bulk: 50 TOBapucTBo Ko., 14, OHOBJ/IHOBAHOrO 3BIiTYy 3 6e3neky BiANOBIAHO A0
hNakoHiB 3 "Jlekxim- Mopsaaky 3ailicHeHHs thapmakoHarnsgy,
MOPOLLUKOM Y KOpooL,i Xapkis" 3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHU
30,0p0B’A YKpainu Big 27 rpygHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepPCTBI FoCTULLT
Ykpainu 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTbL: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN y
nepiognYHOCTI NOAAHHSA PerynsapHUX 3BITiB 3
6e3neku.
46. UMHHAPU3VH Tabnetku no 25 mr, MAT YkpaiHa AT "Codhapma” Bonrapis MepepeecTpayis Ha HEOOMEXEHUIA TEPMIH. - He UA/12593/01/01
COdDAPMA in bulk Ne 4000 "BiTamiHn" MepioAWYHICTb NOAAHHS pPerynsapHO niosnsieae
(50x80): no 50 OHOB/IOBAHOrO 3BITY 3 6e3neku Bi4NOBIAHO A0
TabneTtok y 6nictepi; Mopsiaky 34ificHeHHs hapmakoHarnsagy,
no 80 6nicTepis B 3aTBepKeHoro Haka3om MiHicTepcTBa OXOPOHU
noninponineHosil 300poB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
Kopo6ui; in bulk Ne 898, 3apeecTpoBaHuMii B MiHICTepCTBI toCcTuLil
4500 (50x90): no 50 Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
TabneTtok y 6nictepi; pefakuii Hakasy MiHicTepcTBa OXOPOHU 340pPOB’A
no 90 6nicTepis B Ykpainu Big 26 BepecHs1 2016 poky Ne 996),
noninponiseHoB.ii CTaHOBWTb: 3iHO 3i CTPOKaMK, 3a3HaYEHUMN Y
KopooLi nepioguyYHOCTi NoAaHHsA perynsipHux 3siTis 3
6e3nekun
47. UMHHAPU3VH Tabnetku no 25 wr, MAT YkpaiHa Bupo6bHuuTBO Bonrapisi/ MepepeecTpaLis Ha HEOBMEXEHWIA TEPMIH. 3MiHN | 6e3 niosnsieae UA/10290/01/01
CODAPMA no 50 Tabnetok y "BitamiHn" Hepo3cacosaHo YkpaiHa TMNy - 3MiHK LWoAo 6e3nekn/edekTMBHOCTI Ta peyenma
6nicTepi; no 1 T npoaykuji, hapmakoHarnsgy. 3miHa y KopoTkili
6nictepy y nepBrHHa XapakTepucTuLi Nikapcbkoro 3acoby, TekcTi

KapTOHHIiA navui

ynakoeka abo
BMPOGHMLTBO 3a
NOBHUM LIVIK/TOM:
AT "Codhapma”,
Bonrapis;
BTopuHHa
ynakoBka,
[03BiN Ha
BUNYCK cepil:
MAT "BitamiHn",
YkpaiHa

MapKyBaHHA Ta iHCTPYKLIT 4719 MeANYHOro
3aCTOCyBaHHSA Ha nigcrasi perynsapHo
OHOBJIHOBAHOrO 3BITY 3 6e3MneKu NikapCbLKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B Mic/iApeecTpaviitHuii nepiog,
a60 SK pe3y/ibTar OLiHKM 3BTy 3 AOCNILKEHb,
npoBefieHnX BiANOBIAHO 40 NNaHy negiaTpuyuHmX
pocnimkeHb (PIP) (3MiHy y3romxeHo 3
KOMNETEHTHUM YNOBHOBaXEHWM OpraHom) 3MiHu
BHECEHI A0 iHCTPYKLiT y po3ginu: "B3aemogis 3
HLIMMKW NikapcbkMKU 3aco6amMu Ta iHLWi BUAu
B3aemogiit”, "OcobMBOCTi 3acToCyBaHHs",
"Cnoci6 3acTocyBaHHsA Ta 4o3un",
"Mepeno3yBaHHa", "Mo6ivHI peakuii” 3rigHo 3
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Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjitiHo
20
nocsi0YeHHs

JaHuMy wofo 6e3neku filouoi peyoBUHN.

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IOBAHOIO 3BITY 3 6e3neku Bi4NOBIAHO A0
Mopaaky 3aiicHeHHs thapmakoHarnsgy,
3aTBEPAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
304,0p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[10POB’A
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTb: 3riAHO 3i CTPOKaMW, 3a3Ha4YeHVMN Y
nepiognYHOCTI NOAAHHSA perynsipHUX 3BiTiB 3
6e3nekun

HavyanbHUK Bigaginy 3 nutaHb (papmaleBTUYHOI

AianbHocCTI lenapTaMeHTy peasisauii NONiTUK

T.M. IACcKOBCbKUA
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Jopatok 3

[0 Hakasy MiHicTepcTBa OXOpPOHMU
300pOB’'A YKpaiHu
17.07.2019 Ne 1625

NMEPENIK
NIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIOJTOMNYHUX MPENAPATIB), LLOAO AKX BY/I BHECEHI 3MIHU 10
PEECTPAUIMHUX MATEPIANIB, AKI BHOCATBCA A0 AEP>XXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

mr, no 10 TabneTok
y 6nicTepi, no 1

NiKkapcbKoro 3acoby, BKIoYakoun AinbHULI BUNYycKy cepii abo micue
NpoBeAEeHHs KOHTPOJIH SKOCTI. (AisANbHICTb, 3a AKY Bignosigae

Ne Hassa Popma sunycky 3asasHuUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbkoe BionyckKy peecmpayjitiHo2o
0 3acoby nocBi04€eHHs1
1. L-NIBNHY PO3YUH AJ151 iH'EKLLINA, MAT Ykpaina MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3a UA/2131/01/01
ECUMHAT® | 1 mr/mnno5wmnB "Tannudapm” 3miHu | TUny - 3MiHK 3 SKOCTi. FOTOBUIA NiKapCbkuii 3aci6. peyenmom
amnyni; no 5 amnyn KOHTponb AONOMKHUX peyoBMH. 3MiHa napameTpiB cneuudikadlii
y 6nictepi, Ta/abo fonyCTUMUX MeX 4718 AONOMDKHOT pevyoBMHN (iHLLI 3MiHK)
NOKPUTOMY M/1IBKOIO; CynyTHS 3MiHa - 3MiHW 3 AKOCTi. FOTOBWIA NikapCbKUii 3aci6.
no 2 6nictepu y KOHTpO/b AONOMDKHUX peyoBUH. 3MiHa Y MeToAax BUNPOGyBaHHS
naJui; in bulk: no 5 [ONOMDKHOT peqyoBMHM (iHLLI 3MiHX Y MeToAax BUNpoByBaHHS
M B amnyni; no 462 (Brtovatoun 3amiHy abo gopasaHHs)) MprseneHHs cneundikauii
ammny/nv B kKopoo6i Ta MeTOAiB KOHTPOJIH0 Ha JOMNOMKHI pe4oBuHM Boga ans iH'ekuii
KapTOHHOMY Ta lMNponineHrnikons Ao BUMOr MoHorpadiii €sp.®apm. Ans
[0NOMDKHOT peyoBrHM Boga Ans iH'euUili BUNYyYEHHS MOKasHMKa
«pH>» Ta pepakuiiiHi yTOUHEHHS 4718 nokasHuka «Mikpob6ionoriyHmi
MOHITOPUHI», AN5 AOMNOMDKHOT peyoBuHM MponineHrnikonb
pefakLiiiHi yTOUHEHHS A4/15 MOKa3HWKIB «laeHTudikauis» Ta
«PO3YMHHICTb».
2. L-NIBNHY PO3YUH AJ151 iH'EKLLINA, MNAT Ykpaina MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: - UA/9507/01/01
ECUMHAT® | 1 mr/mnin bulk: no 5 "Tannudapm" 3MiHM | TMNY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbkuii 3aci6.
M/1 B amnyni; no 462 KOHTpOonb AOMOMKHUX peyoBMH. 3MiHa NapameTpiB cneuudikadii
amnynu B KOpooGi Ta/abo fonyCTUMUX MEX A8 AONOMDKHOT PpevOoBMHN (iHLLI 3MiHK)
KapTOHHOMY CynyTHS 3MiHa - 3MiHW 3 AKOCTIi. [0TOBUIA NiKapcbkuii 3aci6.
KOHTPO/b fONOMDKHUX PeHOBUH. 3MiHa y MeTofax BUNPObyBaHHS
[ONOMDKHOT peqoBMHM (iHLLI 3MiHM Y MeToAax BUNpPobyBaHHS
(Brtovatoun 3amiHy abo gogasaHHs)) MpuBeneHHs cneundikauii
Ta MeTOAiB KOHTPOJIK0 Ha JONOMKHI pe4oBuHM Boga ans iH'ekuii
Ta lMNponineHrnikons Ao BUMOr MoHorpadilii €sp.®apm. Ans
[0NOMIXHOT peyvoBrHM Boga Ans iH'ekUili BUNYyYEHHS MoKasHuKa
«pH>» Ta pepakuiiiHi yTOUHEHHS 4718 nokasHuka «MikpobionorivyHmia
MOHITOPUHI», ANS OMNOMDKHOI peqoBuHM MponineHrnikonb
pefakLiiiHi yTOYHEHHS A4/15 NOKa3HUKIB «laeHTudikauis» Ta
«PO3UYMHHICTbY.
3. ABU®DJIOK TabneTku, BKPUTI Abpun IHAi AypobiHao ®apma IHAain BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3miHu | TRy - 3a UA/14416/01/01
Cc® NNiBKOBOIO dopmynenwHs Nimiteq - OHIT VII AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu peuyenmom
060n0HKot0, No 250 MeT. N14. MiCLii NPOBaPKEHHSA Aisi/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
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KOHTPOJ1b SAKOCTI:

thapmMakoHarnsay (BK/IKYa4n KOHTaKTHI AaHi) Ta/abo 3MiHW Y

Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
6nicTepy B ynakoBLi BMPOGHMK/IMNOpTEp, BK/OYaoUM BUMYCK Cepiid) - 3MiHa Ha3Bu Ta
azpecy BUpO6bHMYOT AinbHULi M3, 6e3 3MiHM Micus BUpOOHULTBA
4, ABN®DNIOK TabneTku, BKpUTI Abpun IHAis Aypo6iHgo ®apma IHAaia BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14416/01/02
Cc® NNiBKOBOIO dopmynenH3 Nimiteq - FOHIT VII AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
060/10HKO10, N0 500 MeT. N14. MiCLLA MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
mr, no 10 TabneTok NiKkapcbKoro 3acoby, BKIOUakuM AinbHULI BUNYCKy cepii abo Micue
y 6nicTepi, no 1 NnpoBeAeHHSA KOHTPOJIKO AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
6nicTepy B ynakoBLi BMPOGHMK/IMNOPTEp, BK/OYaOUM BUMYCK Cepiid) - 3MiHa Ha3Bu Ta
agpecy BUpo6HMYOT AinbHuui 13, 6e3 3MiH1 MicLA BUPOGHMLTBA
5. ANNEPTEK | Tabnetku, BKpUTI BapLuaBcbkuii Monbwa dapmaveBTUYHUIA Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiiB: NPUBEAEHHS Y 6e3 peyen UA/6422/02/01
® 060/10HKOI0, MO 10 hapmaLeBTUYHN 3aBo/, BiANOBIAHICTb A0 IHCTPYKLUiT AN MeAUYHOro 3aCTOCYBaHHSA ma
Mmr, o 7 a6o no 20 1 3aBOf "Monbhapma” HanucaHHsi YMOB BignycKy B Haka3i MO3 Ykpaiuu Ne 1134 Big
Tabnetok y 6nictepi; Monbtha AT C.A. 17.05.2019 B npoueci BHeceHHs1 3MiH (3MiHu | TUny - 3MiHn
no 1 6nictepy B wopao 6esnekv/ethekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo
KapTOHHI KOpooLi 3MiHM [0 y3ara/lbHeHMX JaHuX NPo cucTeMy dhapMakoHarisgy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy hapmakoHariagy,
3MiHa YNOBHOBAXEHOT 0CO6W, BiAMOBIAabHOI 3a 3AiACHEHHS
chapmakoHarnsgy; KOHTaKTHOi 0cobum 3 thapmakoHarnsgy 3asBHuKa
[AnA 3pjiicHeHHs hapmakoHarnsay B YKpaiHi, K0 BOHa BiAMiHHA
Bif} YNOBHOBaXXeHOI 0c0obu, BiANOBifabHOT 3a 34iiCHEHHSA
thapmakoHarnisgy (BKIoYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MilLEeHHI MacTep-haiiia cuctemu papmakoHarnsgy) 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHYKA, BiAnoBiAabHOT 3a
thapmakoHarnag : fitoua pegakuis : Dr. [zabella Slowik.
MponoHoBaHa pepfakuis : Krzysztof Karpinski). Pepgakuis B Hakasi
- 3a peuenTtom. 3anponoHoBaHa pefakLis — 6e3 peuenTa.
6. AMI®PEHA TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/16620/01/01
IC NNiBKOBOIO [04aTKOBOK [04aTKOBOK 3MiHu | TUNY - 3MiHa Ha3Bu BUPOOHUKa APl MedeHamiHOBa peuyenma
060/10HKOt0, N0 250 BiANOBIga/bHICT BiANOBIAA/LHICTIO Kucnota, 6e3 3mMiHu Micus BUpobHMLTBA
mr no 10 TabneTtok y 10 "IHTEPXIM" "IHTEPXIM"
6nictepi, no 2
6nicTepu y nayui
7. AMI®PEHA TabneTku, BKpUTI ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/16620/01/02
IC NNiBKOBOIO [0aTKOBOKO [04aTKOBOKO 3MiHK | TUNYy - 3MiHa Ha3Bu BUPOOHUKa APl MedeHamiHOBa peuyenma
060/10HKO10, M0 500 BigNoBiga/IbHICT Bi4NOBiAA/IbHICTIO Kncnota, 6e3 3MiHu micus BUpo6HMLTBA
mr; no 10 TabneTtok o "IHTEPXIM" "IHTEPXIM"
y 6nicTepi, no 2
6nicTepu y nayui
8. APFETT Kancynm 3 [enbta Megiken LLiBeiiuapis nepBrHHE Ta HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12811/01/01
ayo mMoandikoBaHUM MpomoyLH3 Al BTOPVHHE IpnaHgis 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
BWBI/TbBHEHHAM nakyBaHHs, BUMYCK thapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHuX
TBEpAi no 75 mr no cepii: npo cucTemy dhapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux
10 kancyny Csicc Kanc Mm6X, npo cuctemy dpapMakoHarnisgy, 3MiHa ynoBHOBaXXeHO! ocobum,
6nictepi; no 1, abo HimeuunHa BiANOBIAANbLHOI 3a 3ilicHEHHS thapmakoHarnsAy; KOHTakTHOT
no 2, abo no 3 BMPOGHMNLITBO ocobu 3 thapmakoHarnsagy 3asBHuUKa A19 34INCHEHHSA
6nictepn y Hepo3dhacoBaHol hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
KapTOHHI/ KopoobLi NpPoAYKUii, yNOBHOB&XeHOT 0cobu, BignoBiAanbHOT 3a 34iNCHEHHS
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
Temmnep IpnaHgis pO3MilLeHHI MacTep-haiina cuctemu dpapmakoHarnsgy) 3miHa
NimiTen, lpnaxais yNOBHOBaXXEHOT 0C06M 3as1BHUKA, BiAMOBIAa/IbHOI 3a 3AiACHEHHS
nepBUHHE Ta thapmakoHarnagy: Litova pegakuisi: TepeHTbeB OnekcaHap
BTOPUHHE tOpiioBuy. NponoHoBaHa pedakuis : PoruHcbka OneHa MaBniBHa.
nakyBaHHS: 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6U 3asBHUKA,
[JpareHodapm BIANOBIAA/IbHOI 3a 34iiCHEHHSA thapmakoHarnagy.
Anotekep Mo
'm6X, HimeyyrHa
9. ACMAHEKC | nopotuok gns LWepinr-Mnay LLiseiiuapis KoHTponb skocTi, Benbrisi/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3miHu | Tuny - 3aa UA/9255/01/01
® iHransujn, CeHTpan Ict Al BTOPVHHE CiHranyp AIMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
[030BaHwWin, 200 nakyBaHHs1, BUMYCK 3asBHUKa (B/1ACHMKa peecTpaLiiHOro NocBigYEHHS) Y TOYHEHHS
MKr/go3y; no 30 go3 cepii: agpecu 3asBHMKa (BNacHMKa peecTpauiiniHoro NocBigveHHs):
abo no 60 0o3 B LepiHr-Mnay
iHranaTopi Na6o H.B.,
TBucTxennep®, Benebris;
ynakoBaHoMmy B Bupo6Huik in bulk,
a/IOMIHIEBY (honbry; nepBuHHe
no 1 ynakosaHomy nakyBaHHS:
iHranaTopy B MCA IHTepHeLwHn
KapTOHHIA KOpooLi M6X (chinis
Cinranyp),
CiHranyp
10. ACMAHEKC | nopoLuok ans Lepinr-Mnay LBeliuapis KoHTponb skocTi, Benbrisi/ BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 3aa UA/9255/01/02
® iHranauin, CeHTpan Ict Al BTOPVHHE CiHranyp AAMIHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuyenmom
[030BaHwni, 400 nakyBaHHs1, BUMYCK 3asBHUKa (B/1ACHMKa peecTpaL,iiHOro NocBigYeHHS) Y TOYHEHHS
MKr/no3y; no 30 o3 cepi: afpecy 3asBHVKa (B/laCHUKA peeCTpaLiiiHoro noceigyYeHHs):
a6o no 60 go3 B LLepiHr-Mnay
iHransTopi Na6o H.B.,
TBUCTXenep®, Benbrisi;
ynakoBaHoOMy B Bupo6HuK in bulk,
a/IOMIHIEBY (honbry; nepBuHHe
no 1 ynakosaHomy nakyBaHHS:
iHranaTopy B MC[ IHTepHeLwHN
KapTOHHIlA Kopoo6Li vm6X (chinis
Cinranyp),
CiHranyp
11. ACMAHEKC | nopoLuok ans LWepiHr-Mnay LLiBeiiuapis KoHTpOsb SIKOCTI, Benbris/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/9255/01/01
® iHransauin, CenTtpan lct Al BTOPVHHE Cinranyp 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
[030BaHuin, 200 nakyBaHHS, BUMYCK thapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX AaHNX
mkr/go3y no 30 fo3 cepii: npo cucTemy dhapmakoHarnsgy (BBeeHHs y3araibHEHUX AaHuX
a6o no 60 fo3 B LWepiHr - Mnay npo cuctemy papMakoHarnagy, 3MiHa ynoBHOBaXXeHOT 0ocobum,
iHransTopi Na6o H.B., BiANOBIAANbHOI 3a 34iiCHEHHS thapmakoHarnsay; KOHTakTHOT
TBuCTxelinep®, Benbris 0cobu 3 chapmakoHarnsagy 3asBHUKa A5 34iINCHEHHSA
ynakoBaHoMmy B Bupo6HuiK in bulk, hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
anoMiHieBy honbry; nepBUHHe YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
no 1 ynakosaHomy nakyBaHHs: hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
iHranaTopy B MC/, IHTepHeLwHn PO3MilLEHHI MacTep-thaiina cucteMun papmakoHarnsgy) 3miHa
KapPTOHHI KOpooLyi 'm6X (chinis MicLsi 34iICHEHHA OCHOBHOI Aisi/IbHOCTI 3 ddapMakoHarisay.
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
CiHranyp), 3miHa MicLe3HaxomkeHHs MacTep-aiina.
CiHranyp
12. ACMAHEKC | nopoLuok gns LWepinr-Mnay LLiseiiuapis KoHTponb skocTi, Benbrisi/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/9255/01/02
® iHransujn, CeHTpan Ict Al BTOPVHHE CiHranyp 3MiHu | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
[030BaHwWii, 400 nakyBaHHs1, BUMYCK chapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3arasibHEHNX AaHNX
Mkr/go3y no 30 gos cepii: npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
abo no 60 0o3 B LepiHr-Mnay npo cmuctemMy chapmakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobw,
iHranaTopi Na6o H.B., BiANOBiAANbLHOI 32 3iicCHEHHS thapMakoHarnaay; KOHTakTHOT
Teuctxeinep®, Benebris ocobu 3 hapmakoHarnsay 3asBHVKa AN 34iCHEHHS
ynakoBaHoMmy B Bupo6Huik in bulk, thapmMakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
a/IOMIHIEBY (honbry; nepBuHHe yNOBHOBaXKEHOT 0Cc0O6M, BiANOBiAaNLHOT 3a 34iCHEHHS
no 1 ynakosaHomy nakyBaHHs: hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
iHranaTopy B MCA IHTepHeLwHn pO3MilLEeHHI MacTep-haiina cuctemu papmakoHarnsgy) 3miHa
KapTOHHIA KOpooLi M6X (chinis MicLs 3AiACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
Cinranyp), 3miHa MicLue3HaxomkeHHs MacTep-caiina.
Cinranyp
13. ACMNIPUH TabneTku, BKPUTI Baviep LBeliuapis Baviep AT, HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHnux maTepianis: 3miHu | TRy - 6e3 UA/7802/01/02
KAPAIO® KMLLKOBOPO3YMHHO KoHcbiomep Kep HimeuumnHa; AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu peyenma
o60n0Hkoto, no 300 Al Baiiep MiCLii NPOBaPKEHHSA Ais/IbHOCTI BUPO6HUKa/iMnopTepa roToBoro
Mmr, no 14 TabneTok BitTTepdensp, NiKkapcbKoro 3acoby, BKIOYakoun AinbHULI BUNYycKy cepii abo micue
y 6nicTepi, no 2 'm6X, HimeuunHa NpoBeAEeHHS KOHTPOIO SKOCTI. (AisNbHICTb, 3a Ky Bignosigae
6nictepu B BMPOGHUK/iMNOpPTEp, BK/IOYAOUM BUMYCK cepili) - 3MiHa agpecu
KapTOHHI navui BUpo6HMKa Baiiep bitTepcensa Mm6X, HimeuunHa, 6e3 3miHun
MicLA BUPOGHMLTBA. 3MiHM BHECEHI B IHCTPYKLiO A/19 MeAMYHOro
3aCTOCYBaHHS LLOAO MiCLEe3HAXO0MKEHHSA BUPOOHNKA, K HACNif0K
— BIANOBIAHI 3MiHW Y TEKCT MapKyBaHHs NiKapCbKoro 3acoby
14. ATOPBACT | Tabnetku, BKpUTI TOB "TeBa YkpaiHa TeBa ®apma Icnanis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/16377/01/01
ATUH- NNiBKOBOIO YkpaiHa" C.JLY. 3MiHM | TUNY - NoA4aHHA HOBOTO cepTudikaTa BignoBigHOCTI peuenmom
TEBA 060/10HKO10, Mo 10 €sponelicbkiin hapmakonei Ne RO-CEP 2018-059-Rev 00 ans
mr no 10 TabneTtok y Aitoyoi pevoBuHM Atorvastatin calcium trihydrate gns HoBoi
6nictepi no 3 a6o 6, BMPOGHUWYOI AiNbHUL Bif BXEe 3aTBEPXEHOr0 BUPOOHUKA; 3MiHU |
abo 9 6nicTepiB y TUMY - BBEAEHHSA Nepiogy NOBTOPHOro BUNPO60ByBaHHA 36 Micsuis
Kopoobui 07151 HOBOI BMPOGHWYOT AinbHuui A®l TEVA PHARMACEUTICAL
INDUSTRIES LTD.(CEP Ne RO-CEP 2018-059-Rev 00); 3miHu |
TUNY - NOAAHHS HOBOTO cepTudikaTta BignoBigHOCTI €Bponelickkili
dapmakonei Ne R1-CEP 2010-366-Rev 00 ans gito4oi peyoBuHu
Atorvastatin calcium trihydrate Big HOBOro BUpo6HuKa; 3miHu | Tuny
- NoA@HHS OHOBJ/IEHOTO cepTudhikaTa BigNoBIAHOCTI EBPONENChKiit
hapmakonei Ne R1-CEP 2011-234-Rev 00 ans Aito4oi peyoBuHu
Bif] BXXE 3aTBEPAKEHOIO BUPOBGHUKA
15. ATOPBACT | Tabnetku, BKpUTI TOB "TeBa Ykpaina TeBa dapma Icnanis BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTepiais: 3a UA/16377/01/02
ATUH- NNiBKOBOO Ykpaina C..Y. 3MiHM | TUNY - NOAAHHA HOBOrO cepTudikarta BiANOBIAHOCTI peyenmom
TEBA 060/10HKO0, MO 20

mr no 10 TabneTok y
6nictepi no 3 abo 6,
abo 9 6nictepiB y
Kopobui

€sponelicbkiin papmakonei Ne RO-CEP 2018-059-Rev 00 ans
Lito4oi pevoBuHM Atorvastatin calcium trinydrate onst HoBoOI
BMPOGHWYOI AiNbHML Bif BXe 3aTBEPIXEHOr0 BUPOOHMKA; 3MiHM |
TUNy - BBEEHHA nepioy NOBTOPHOrO BUNPO60BYBaHHS 36 MicsLUIB
015 HOBOI BUPO6HWYOI AinbHuli A®I TEVA PHARMACEUTICAL
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

INDUSTRIES LTD.(CEP Ne RO-CEP 2018-059-Rev 00); 3miHu |
TUNYy - NOAAHHA HOBOTO cepTudikaTa BiAnoBigHOCTI EBponeichkili
dapmakonei Ne R1-CEP 2010-366-Rev 00 ans gito4oi peyoBuHu

Atorvastatin calcium trihydrate Big HOBOro BUpo6HVKa; 3MiHK | TUNY
- NoZlaHHsi OHOBJ/IEHOTO cepTudpikaTa BiANoBiAHOCTI EBPONEACHKIi
dapmakonei Ne R1-CEP 2011-234-Rev 00 ans Aitlo4oi peyoBuHu

Bif} BXXe 3aTBEPAXEHOI0 BUPOBGHUKA

16.

17.

ATOPBACT
ATUH-
TEBA

ATOPBACT

TabneTtkn, BKpUTI
NNiBKOBOO
060/10HKO0, MO 40
Mmr no 10 TabneTok y
6nictepi no 3 abo 9
6nictepiB y kopobu,i

TOB "TeBa
YkpaiHa"

YkpaiHa

Tesa dPapma
C.Yy.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis:
3MiHM | TUNy - NoAaHHA HOBOro cepTudpikaTta BiANOBIAHOCTI
€sponelicbkin dhapmakonei Ne RO-CEP 2018-059-Rev 00 ans
nitoyoi pevoBuHK Atorvastatin calcium trinydrate ans HoBoI
BMPOGHNYOI AiNbHUL Bif BXE 3aTBEPKEHOr0 BUPOOHMKA; 3MiHN |
TUMY - BBEAEHHSA Nepiogy NOBTOPHOro BUNPO60BYBaHHA 36 MicsuiB
0151 HOBOI BUPO6HMYOT ainbHuui A®l TEVA PHARMACEUTICAL
INDUSTRIES LTD.(CEP Ne RO-CEP 2018-059-Rev 00); 3miHu |
TUNy - NOAAHHA HOBOTO cepTudikaTta BiAnoBigHOCTI EBponechkili
hapmaxonei Ne R1-CEP 2010-366-Rev 00 ans gito4oi pevyoBuHu
Atorvastatin calcium trihydrate Big HOBOro BUpo6HMKa; 3MiHK | TUNY
- NofaHHs OHOBJ/IEHOTO cepTudiikaTa BiANOBIAHOCTI EBPONEACHKIi
hapmakonei Ne R1-CEP 2011-234-Rev 00 ans gito4oi pevyoBuHu
Bifl BXX€ 3aTBEPAXEHOr0 BUPOOHMKA

3a
peyenmom

UA/16377/01/03

ATUH-
TEBA

TabneTku, BKPUTI
nAiBKOBOO
o6onoHkoto, no 80
mr no 10 TabneTtok y
6nictepi no 3 a6o 9
6nicTepiB y Kopobu,i

TOB "TeBa
YkpaiHa"

YKpaiHa

Tesa dPapma
CJLYy.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis:
3MiHM | TUNY - NOAAHHA HOBOrO cepTudikara BiANOBIAHOCTI
€ponelicbkiii hapmakonei Ne RO-CEP 2018-059-Rev 00 ans
nitoyoi pevoBuHK Atorvastatin calcium trinydrate ans HoBol
BMPOGHWYOI AiNbHUL Bif BXE 3aTBEPKEHOr0 BUPOOHMKA; 3MiHN |
TUMy - BBEAEHHS nepiody NOBTOPHOrO BUNPOGOBYBaHHS 36 MicsUIiB
01151 HOBOI BUPOGHMYOT AinbHuli A®I TEVA PHARMACEUTICAL
INDUSTRIES LTD.(CEP Ne RO-CEP 2018-059-Rev 00); 3miHu |
TMny - NOAaHHA HOBOTO cepTuduikaTa BignoBigHOCTI €EBPONEChKiii
thapmakonei Ne R1-CEP 2010-366-Rev 00 ans gito4oi pevyoBuHu
Atorvastatin calcium trihydrate Bif HOBOro BUpo6HuKa; 3MiHK | TUNY
- MOAAHHS1 OHOB/IEHOIO cepTudikaTa BigNOBIAHOCTI EBpONenchbkil
thapmakonei Ne R1-CEP 2011-234-Rev 00 ans gito4oi pevyoBuHu
Bifl BX€ 3aTBEPAKEHOr0 BUPOOHNKA

3a
peyenmom

UA/16377/01/04

18.

ATPOIPEN

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKOI0, M0 75
mr no 10 TabneTtok y
6nictepi; no 1, 3 abo
6 6nicTepiB y navui 3
KapTOHy

My6niyHe
akuioHepHe
TOBap1CTBO

"HaykoBo-
BVPOGHWYNIA

LeHTp
"Bopuyariscbkuii
Ximiko-

dhapmMaLeBTUYHN

YkpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYNIA
LeHTp
"BopLyariBcbkuii
Ximiko-
chapmaLeBTUYHUIA

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUMy - 3MiHW BUNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneundikauisx, nig yac BUPO6HULTBA FOTOBOIO
nNiKapcbKoro 3acoby (BUyYeHHs1 HECYTTEBOrO BUMPOOYBaHHS B
npoueci BUPOOHULTBA); 3MiHU | TUNY - HE3HAYHI 3MiHX B MeTo4ax
BMNPOGYBaHHA roTOBOrO JlikapcbKoro 3acoby T. "CynpoBigHi
[OMILWKV" - [OAATKOBO BBEAEHO (hOPMY N PO3PaxyHKY BMICTY
[LOMILLIOK

3a
peyenmom

UA/6567/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
i1 3aBOA" 3aBog"
19. ATTEHTO® | Tabnetku, BKpUTI MeHapiHi Jokcembypr BUPOBHMLTBO in HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/13780/01/01
20/5 NNiBKOBOIO IHTEepHeLwoHan bulk, nakyBaHHs1, 3MiHu | TMNy - 3MiHK Wo[0 6e3nekn/edeKkTUBHOCTI Ta peyenmom
060/10HKO0, MO 20 OnepenwoHc KOHTpO/Ib Ta chapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX AaHNX
mr/ 5 mr; no 14 Niokcembypr BUNYCK Cepili: npo cucTemy dhapmakoHarnsgy (BBeeHHs y3araibHEHUX AaHuX
TabneTtok y 6nictepi; [aiui CaHkio npo cuctemy papMakoHarasgy, 3MiHa ynoBHOBaXXeHOT 0cobm,
no 1 a6o 2 6nictepu Opoyn Mm6X, BiANOBIAANbLHOI 3a 34ilicCHEHHS thapMakoHarnsay; KOHTaKTHOT
B KapPTOHHIi KopobLi HimeuuunHa; 0ocobu 3 hapMakoHarnsay 3asBHuKa gisi 34iicCHEHHS
3 MapKyBaHHAM nakyBaHHs, thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YKpaiHCbLKOH MOBOIO KOHTPONb Ta yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
BUMYCK Cepiii: hapmakoHarnagy (BKiovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
BEPNIH-XEMI AT, po3MileHHI MacTep-haiina cucteMmn hapmakoHarisgy) 3miHa
HimeuunHa KOHTaKTHUX JaHuX YMOBHOBaXeHOI 0cobu, BiAnoBiaanbHOT 3a
dhapmakoHarnag.
20. ATTEHTO® | Tabnetku, BKpUTI MeHapiHi JNokcembypr BMPOBHMLTBO in HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis: 3a UA/13780/01/02
40/10 N1iBKOBOO IHTepHeLLoHan bulk, nakysaHHs, 3MiHu | TURY - 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
060/10HKO0, MO 40 OnepeiiwoHc KOHTpO/b Ta hapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3arasibHEHUX JaHuX
mr/ 10 mr; no 14 Jlrokcembypr BMNYCK Cepi: npo cucteMy papMakoHarnsay (BBeAEHHS y3arasibHEHNX JaHWX
Tabnetok y 6nictepi; C.A. [Jaiui CaHkio npo cmuctemMy chapmakoHarnsay, 3MiHa ynoBHOBaXKeHoi ocobw,
no 1 a6o 2 6nictepu tOpoyn Mmo6X, BiANOBIAANLHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
B KApPTOHHIli Kopoou,i HimeuumnHa; 0cobu 3 hapmakoHarnsgy 3asBHvKa 415 34iCHEHHS
3 MapKyBaHHAM nakyBaHHs, thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YKparlHCLKO0 MOBOIO KOHTpO/b Ta YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOI 3a 34iICHEHHS
BMNYCK Cepi: thapmakoHarnisgy (BKIoYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
BEPNIH-XEMI AT, pO3MilLeHHI MacTep-haiiia cucteMu papmakoHarnsgy) 3miHa
HimeuunHa KOHTaKTHUX JaHuX YNOBHOBaXKEHOI 0cobu, BifnosifanbHOT 3a
dhapMakoHarnsng.
21. ATTEHTO® | Tabnerku, BKpUTI MeHapiHi TNokcemobypr BMPOGHMLTBO in HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/13781/01/01
40/5 NNiBKOBOO IHTepHeLoHan bulk, nakyeaHHs, 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO0, M0 40 OnepenLwoHc KOHTPO/Ib Ta thapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX AaHNX
mr/ 5 mr; no 14 Niokcembypr BUNYCK Cepili: npo cucTemy dhapmakoHarnsgy (BBeeHHs y3araibHEHUX AaHuX
Tabnetok y 6nictepi; C.A. [aiuvi CaHkio npo cuctemy thapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHOT ocobw,
no 1 a6o 2 6nictepu tOpoyn Mm6X, BiANOBIAANbHOI 3a 34iiCHEHHS thapmakoHarnsay; KOHTakTHOT
B KapTOHHIi kopobui HimeuuunHa; ocobu 3 hapMakoHarnsay 3asBHuUKa ansi 34iicHeHHS
3 MapKyBaHHAM nakyBaHHs, hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YKPaiHCbKOK MOBOHO KOHTPO/b Ta YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
BUMYCK Cepiii: hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
BEPNIH-XEMI AT, PO3MilLEHHI MacTep-thaiina cucteMun papmakoHarnsgy) 3miHa
HimeuunHa KOHTaKTHUX JaHuX YMOBHOBaXXEHOI 0cobw, BifnoBiganbHOT 3a
hapmakoHarnsag.
22. ALUMKNOBI NOPOLLOK NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiais: - UA/10020/01/01
PY (cybcTaHuis) y "KviBmegnpenap "KviBmegnpenapa 3miHu |l Tuny - 3MiHn 3 akocTi. A®Il. KoHTponb AdL. 3miHa y
HATPIEBA 6ifoHax at" T napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUEHUX
Cinb atOMiHIEBMX AN y cneumdikauisx Ha A®l, abo BUXIAHNIA/NPOMIXHWIA
CTEPW/IbH | dhapmaueBTUYHOrO NpoAyKT/peareHT, WO BYKOPMCTOBYIOTLCA Y NpoLeci BUpo6HULTBA
A 3acTOCyBaHHA A®I (BUNyYeHHs napameTpa cneuudikadii, skuii Moxe mMaTu

CYTTEBUIA BB Ha AKiCTb A®| Ta/abo roToBoro Nikapcbkoro
3aco6y) BuIyYeHHs 3i cneyndikauii A®| nokasHmka «AHOMaslbHa
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
TOKCUYHICTb», 3 BiAMOBIAHUM METOAOM KOHTPO/IH
23. BIHOKPUT PO34MH ANA H'EKLN, CaHpio3 F'm6X AscTpis BifNOBiganbHWA 3a | HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/12383/01/01
® 84 mkr/mn; no 0,8 BVMPOGHMLTBO, ABCTpis 3MiHM | TMNy - 3MiHa po3mipy cepii (BkIovatoumn gianasoHun) Ad| peyenmom
mn (8000 MO) a6o 1 nakyBaHHs, ab0 NpOMiXHOro NPoAyKTY, SKuUiA 3aCTOCOBYETLCS Y MPOLECI

mn (10000 MO)
PO34nNHY A5 iH'EKLIA
B nonepegHL0
3arnoBHeHOMY,
rpagyiosaHomy
Lwnpuwi,
oCHaLLleHOMy
nopLUHEM,
iH'EKLiAHOIO rOJIKOt,
KOBMaykoM Ta
3aXMCHUM
NPVUCTPOEM ANA
3anobiraHHsA
MOLLKOKEHHIO
ro/IKOto nicnsa
3acTocyBaHHsl, abo
6e3 Hboro; no 1
LUMPULLY Y KOHTYPHIiA
6nicTepHiit ynakosLi;
no 1 KOHTYpHIl
6nicTepHiin ynakosLi
Y KapTOHHiIli KOpoobLLi;
no 0,4 mn (4000
MO), a6o 0,6 mn
(6000 MO), abo no
0,8 mn (8000 MO),
a6o 1 mn (10000
MO) po3uunHy ans
iH'eKuin, B
nonepegHL0
3arnoBHeHOMY,
rpagyiosaHomy
Lwnpuwi,
oCHaLLleHoMy
nopLUHEM,
iH'EKLiAHOIO rOJIKOt,
KOBMaykoM Ta
3aXMCHUM
NPVCTPOEM ANA
3anobiraHHsA
MOLLKOKEHHIO
ro/IKOt nicnsa
3acTocyBaHHsl, abo
6e3 Hboro; no 3

KOHTPO/Ib cepil:
A [ii Ti Bionorika
v6X, HimeuunHa
BiAnoBigabHMI 3a

BMNYCK cepil:
CaHpo3 M'mM6X -
BN WadhteHay,

AscTpis

BUpo6HMUTBa ADI - 3miHa po3mipy cepii ADI; 3miHu | Tuny - 3MiHa y
mMeTofax BunpobysaHHs APl abo BrXigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, LWo BUKOPUCTOBYETLCA
y npoveci Bupo6HuyTBa A®I - 3MiHa y MeToAax BUnpobyBaHHS
A®I| 3a nokasHukom «Host cell protein»; 3miHu | TUny - 3miHa y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX, BU3HAUEHNX
y cneymdikanisx Ha A®l, abo BUXIAHNIA/NPOMIXHWIA
NpoAyKT/peareHT, WO BYKOPUCTOBYIOTLCA Y MpoLeci BUpO6HULTBA
A®| - BUnyyeHHs 3i cneumdikauii APl nokasHnka «rDNA»
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
Lnpuua y KOHTYpHIl
6nicTepHiil ynakosLi;
N0 2 KOHTYPHI
6nicTepHi ynakoBku
B KApPTOHHIi Kopobui
24. BIHOKPUT PO34UNH A5 iH'EKLIN, CaHpo3 M'mbeX ABCTpIs BignosiganbHuii 3a | HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/12383/01/02
® 16,8 mkr/mn; no 0,5 BVMPOGHMLTBO, ABCTpIS 3MiHuM | TUNY - 3MiHa po3mipy cepil (BkNoYatoun dianasoHu) Ad| peyenmom
M (1000 MO) a6bo nakyBaHHs, ab0 NPOMiXHOro NPOAYKTY, SKUIA 3aCTOCOBYETLCS Y MPOLECI
no 1 mn (2000 MO) KOHTPONb cepii: BMpO6HUMLTBA AP - 3MiHa po3mipy cepii A®I; 3miHu | Tuny - 3miHa y
PO34UHY A5 iH'EKLLA Ali [j Ti Bionorika mMeTofax BUnpobyBaHHs AdD| abo BrXigHOro
B nonepeaHsL0 'M6X, HimeuunHa mMartepiany/npomiKHOro NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
3arnoBHEHOMY, BiANOBIAaIbHWI 3a y npouieci BUpo6HuUTBa AdI - 3MiHa y MeTodax BUNpo6yBaHHS
rpagyioBaHomy BUNYCK cepil: A®| 3a nokasHukom «Host cell proteinx»; 3miHu | TUNYy - 3miHa y
Lnpuwi, CaHpo3 'm6X - napameTpax cneuudikauii Ta/abo AONYCTUMUX MEX, BU3HAUYEHNX
ocHaleHomMy BN Wadtenay, y cneuudikauisx Ha A®l, abo BUXIAHNIA/NPOMIXHWIA
NOpLUHEM, ABCTpIA NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLLECi BUPOGHMLITBA
iH'EKLIiHOO TO/KOMD, A®I - BunyueHHs 3i cneundikauii A®I nokasHuka «rDNA»
KOBNaykoMm Ta
3aXUCHUM
NPUCTPOEM AN
3anobiraHHs
MOLUKOKEHHIO
rosIKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 3
LUMPMLLA Y KOHTYPHIlA
6nicTepHiin ynakosLi;
N0 2 KOHTYpPHi
6nicTepHi ynakoBku
Y KapPTOHHiIli kopobui
25. BIHOKPUT PO34UH A5 iH'EKLLNA, CaHpo3 M'm6X ABCTpiIs BignoBiganbHuii 3a | HimeuunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/12383/01/03
® 336 mkr/mn; no 0,5 BVMPOGHMLTBO, ABCTpis 3MiHV | TUNY - 3MiHa po3Mipy cepii (Bkovatoun gianasoHun) Ad| peuyenmom
M1 (20000 MO) abo nakyBaHHs, a60 NPOMIKHOTO NPOAYKTY, SIKMIA 3aCTOCOBYETLCA Y NPOLECi

no 0,75 mn (30000
MO), a6o no 1 mn
(40000 MO)
PO34UHY A5 iH'EKLLIA
B nonepeaHL0
3arnoBHeHOMY,
rpagyioBaHomy
Lnpuwi,
OCHalLleHoOMy
NOpLUHEM,
iH'eKLiAHOIO rONKOtO,
KOBMaykom Ta
3aXUCHUM
NpUCTPOEM ANS
3anobiraHHs

KOHTPO/b cepii:
A i Ti Bionorika
'M6X, Himeuunna
BiANOBiAabHMI 3a

BUNYCK cepil:
CaHpo3 'mM6X -
BN WadhteHay,

AscTpist

BMPOGHULTBA ADI - 3MiHa po3mipy cepii A®I; 3miHu | Tuny - 3MiHa Yy
mMeTofax BunpobysaHHsa AP| abo BrXigHOro
mMaTtepiany/MpomiKHOro NPOAyKTy/peareHTy, W0 BUKOPUCTOBYETLCS
y npoueci BUpo6bHMuTBa AdI - 3MiHa y MeToAax BUNpoGyBaHHS
A®I 3a nokasHukoM «Host cell protein»; 3miHu | TUNY - 3MiHa y
napameTpax crneundikauii Ta/abo AoNyCTUMUX MEX, BU3HAYEHMNX
y cneumdikayisx Ha A®l, abo BUXiAHNIA/NPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLLECi BUPOGHMLITBA
ADI - BUyUeHHs 3i cneymdikavii APl nokasHnka «rDNA»
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
MOLUKOKEHHIO
rosIKoto nicns
3acTocyBaHHs, abo
6e3 Hboro; no 1 abo
no 3 nonepegHLO
3anoBHEHUX LWnpuua
Y KOHTYpHIlA
6nicTepHiil ynakosLi;
no 1 (1 wnpuyy
KOXHili) abo o 2 (3
LUNpULLA Y KOXHIlA)
KOHTYPHI 6nicTepHi
yNaKkoBkM1 B
KapTOHHI KOopoo6Li
26. BYCTPUKC | cycneHsia gnsa nakcoCmiTKns Benuka nakcoCmiTKNsiH Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTepiasiis: 3a UA/15071/01/01
™ nonio iH'ekuin no 1 gosi H EkcnopT BpuTaHis Bionogxikans C.A. 3MiHM | TUMY - Y3rofKeHHs1 MaTepianiB peecTpayiiiHoro AockE 3 peyenmom
KOMBIHOB | (0,5 mn/go3sy) no 1 Nimiteq BYPOBHMYOI MPAKTUKOIO LLIOAO AOKYMEHTALT, fKa
AHA [03i y nonepefHb0 BMKOPVCTOBYETbLCS MNPV KOHTPOAi SKOCTi NPV BUPOGHMLITBI
BAKUVHA HanoBHeHOMY NPOMIXHOr0 NPOAYKTY iIHAKTUBOBAHOr0 MOHOB&/IEHTHOTO
ansa wnpuyi; no 1 noniosipycy (IPV). BHeceHHs1 pefakLiiiHux npaBokK Ao po3giny
MNPO®PINAK | nonepedHbo 328524
TUKA HanoBHeHOMY
ONODTEPII, LUNPULLY Y KOMIEKTI
NMPABLA, 3 IBOMa rosikamu B
KALUTHOKY | nnactukosomy
(AUENKONA | KoHTeliHepi; no 1
PHWIA KOHTeliHepy y
KOMIMOHE KapTOHHIA Kopoo6Li
HT) TA
noniomie
Ty
(IHAKTUBO
BAHA)
(AACOPBO
BAHA, 3I
SMEHLLEH
nv
BMICTOM
AHTUIEHIB
)
27. BANEPIAH €KCTPaKT rycTuii MAT YkpaiHa MAT "Fanunucpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: - UA/6809/01/01
n (cybcTaHuis) B "Tanmucgapm" 3MiHu | TUNy - 3MiHK 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHM B NpoLeci
EKCTPAKT 60oukax noniMepHmX BMpo6HULTBa AP| (He3HaYHa 3MiHa Y npoLeci BupobHuuTea AdI)
ryctum Ana BUpobHULTBA BHECEHHS 3MiH [j0 po3giny 3.2.S.2. Mpouec BrpobHuuTBa AdI,
HecTepuIbHNX 30Kpema: BUKNaAEHHS TEKCTY KOPOTKOro ONWUCY TEXHO/ONYHOTo
nikapcbknx opm npotecy Ta TEXHOMOTYHOI CXeMn BUPOo6HULTBAa AP| B HOBIl
pegakuii
28. BEPOPAB | | nopouwiok ans CaHodpi Nactep PpaHuis NOBHWIA UMK/ PpaHuis/ BHECEHHS1 3MiH 0 peeCTpaLiiHNX MaTepiaiB: 3a UA/13038/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
VERORAB cycneHsii gns C.A. BVMPOGHMLTBA, YropuHa 3MiHM | TUMy - 3MiHK B npoueci BUpobHuuTBa A®| - 3MiHa po3UKnHY, peyenmom
BAKUUHA iH'ekyjn no 1 KOHTPO/1b SIKOCTI, LLIO BUKOPUCTOBYETLCS A/151 CaHiTapHOI 06po6ku/36epiraHHs
AHTUPABI hnakoHy 3 BTOPVHHE ynbTpadinbTpayiiHoi Membpaxu; 3miHu | Tuny - 3mMiHa nepiogy
YHA nopolukom (1 gosa) nakyBaHHs, BUMYyCK NMOBTOPHMX BMNPOGYBaHb/nepiogy 36epiraHHA abo ymoB
IHAKTUBO Ta 1 nonepeaHbLO cepii: CaHodi 36epiraHHa A®| - 3MEHLIEeHHS1 TepMiHY NPUAATHOCTI Aito4oi
BAHA 3anoBHeHOMy Mactep, ®paHuis; PEeYOBUHM Ta HOBI TEPMIHW NPUAATHOCTI 415 MPOMIKHUX NPOAYKTIB
CYXA wnpuuy (0,5 mn), NOBHUIA LMK Ail040T PEYOBVHN 4NN Y3rOAKEHHS 3 BUPOOHNYOK MPaKTUKOLO;
O MICTUTb BUPOGHMLTBA, 3MiHM Il TNy - 3MiHa y 6e3nocepeHiit ynakosui A®I - 3miHa
po3unHHKK (0,4 % KOHTPO/b AKOCTI NepPBNHHOT YNakoBKM A1 Ai04O0T PEYOBMHU Ta MPOMIXKHUX
PO34MH HaTpito PO34MHHVKA B NPOAYKTIB Ail040T PeYOBUHU
xnopugy), B amnynax: FAYNT
KapTOHHI ynakosLyi; ®APMA N1IBPOH,
no 5 donakoHiB 3 ®paHuisa; NoBHUIA
nopotukom (1 fo3a) LMK
Yy KOMMAEKTi 3 BUPOGHMLTBA,
po3unHHKKoM (0,4 % KOHTPO/b AKOCTI
PO34MH HaTpito PO34MHHVKA B
xnopugy) B amnynax Lnpuuax:
no 0,5 mn Ne5 B CAHO®I
KapTOHHIA ynakoBLi BIHTPOMN
IHOACTPIA,
dpaHuis;
BTOPWHHE
nakyBaHHS:
CaHodpi-ABeHTiC
MpaiisiT Ko. /T4,
YropumHa
29. BOAA ANA PO3YMHHUK ANs NAT Ykpaina MAT "Tannudapm™ Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasliB: NPUBEAEHHS Y 6e3 UA/10078/01/01
IH'EKLLIA napeHTepasibHOro "Tanuudpapm" BiAANOBiAHICTb A0 peecTpauiiHUX JOKYMEHTIB HanuCaHHA peuyenma
3aCTOCYBaHHA Mo 5 peecTpauiiiHoro Homepa B Hakasi MO3 Ykpaituu Ne 1194 Bipg,
M/1 B amnyni; no 5 29.05.2019 B npoueci nepepeecTpauii. 3 TEXHIYHMX 06CTaBVH B
amnyn y 6nictepi, no NPOEeKTi Hakasy He 6yB 3a3HaYeHWii peecTpaLiiiHuiA Homep.
2 6nicTepu B nau; Pepakuis B Hakasi — peecTpauiiHnii Homep BiACYTHIN.
no 2 mn B amny/i; 3anponoHoBaHa pegaxuis - UA/10078/01/01.
no 10 amnyny
6nictepi, no 1
6nicTepy B nayui
30. BOTPIEHT TabneTku, BKPUTI HoBapric ®apma | Lseliuapis BMPOGHUK Benuka BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/12035/01/01
™ NNiBKOBOIO Al Hepo3dacoBaHol BpwuTanis/ 3MiHK || TUNY - 3MiHK A0 IHCTPYKLT 4719 MeAMYHOro 3aCTOCYBaHHS peuyenmom
060n0HkKot0, No 200 npoaykuii: Mnakco IcnaHis nikapcbkoro 3acoby A0 po3ainis "B3aemMogis 3 iHLLIMMK

Mr, no 30 TabneTok
y thnakoHi, no 1
donakoHy B
KapTOHHilA KOpo6Li

OnepeiiwHe HOK
NimiTeq, Benuka
BpurtaHis;
BMPOGHWK ANs
nakyBaHHs Ta
BUNYCKY cepii:
nakco Bennkom
C.A., IcnaHis

nikapcbkvMK 3acobamu Ta iHLWi BuAK B3aemogiii", "OcobamMBOCTi
3acTocyBaHHs", "Mo6ivHi peakuii". BBeAeHHS 3MiH MPOTAroM 3-x
MiCAILiB MicNs 3aTBEPIKEHHS
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
31. BOTPIEHT TabneTku, BKpUTI HoBaprtic ®apma | LUBeiiuapis BMPOGHUK Benuka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12035/01/02
™ NNiBKOBOIO Al Hepo3chacoBaHol BpuTaHis/ 3MiHK |l TUNY - 3MiHK A0 IHCTPYKLT A9 MeAWNYHOro 3aCTOCYBaHHSA peuenmom
06010HKOt0, N0 400 npoaykuii: Fnakco Icnanis nikapcbkoro 3acoby A0 po3ainis "B3aemogis 3 iHWnMK
mr, no 30 TabneTok OnepeiiwHc HOK nikapcbkvMu 3acobamu Ta iHWi BUAy B3aemogiii”, "OcobnmBocTi
y thnakoHi, no 1 NimiTen, Benuka 3acTocyBaHHSA", "Mo6ivHi peakuii". BBegeHHS 3MiH NpoTAroM 3-x
chakoHy B BpuTaHis; MiCALIB MiC/1A 3aTBEPLKEHHS
KapTOHHIA Kopoo6Li BMPOGHWK ANs
nakyBaHHS Ta
BWMNYCKy Cepil:
"nakco Bennkom
C.A., IcnaHis
32. FEKCABIT Apae, no 50 gpaxe AT Ykpaina AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 6e3 UA/4914/01/01
Y KOHTelHepax "KNIBCbKW BITAMIHHMAIA 3MiHK | TUNy - nogaHHA HoBoro Ceptudiikaty RO-CEP 2013-165- peyenma
(6aHoukax); no 50 BITAMIHHUIA 3ABOA" Rev 01 ana A®l MipnaoKcuHy rigpoxiopua, Big, Bxe
[Apaxe B KOHTeliHepi 3ABO" 3aTBepaxeHoro Bupo6bHuka Jiangxi Tianxin Pharmaceutical Co.,
(6aHouui), mo 1 Ltd., Kutai, ik Hacnifgok Buny4YeHHs 3i cneyudikadii A®| KOHTposb
KOHTEliHepy 3a NoKa3HVKOM "Baxki MeTanin" ana BupobHuka Jiangxi Tianxin
(6aHouui) y navui; Pharmaceutical Co., Ltd., Kutai
no 1 kr gpaxe B
nakeri
nonieTuaeHosomy
noaginHoMy
33. FEKCAKCWU | cycneHsia gns CaHodi MacTep PpaHLin 3AT "CaHodi- PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/13080/01/01
M/ iH'ekuin no 0,5 mn (1 C.A. ABEHTIC", 3MiHK | TUNy - 3MiHa y NapameTpax crneungikauii Ta/abo peuyenmom
HEXAXIM [03a) B nonepeaHbo YropLmHa [ONyCTUMMX MEX, BU3HaUYeHnX y cneyudikadisx Ha Adl, abo
BAKUVHA 3anoBHEHNX (BTOpPUHHE BVXiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS Y
ansa wnpuyax 3 1-eto nakyBaHHs); npoueci Bupo6Huutea A®I - fogaBaHHa BUNpobyBaHHa Residual
NPO®PINAK | (abo 2-ma) CaHodpi Nactep dermonecrotic activity test 4N KOHTPOIO SAKOCTi Ha eTari BUMYCKy
TUKN OKpeMuMW rosikamu C.A., ®paHuis NPOMIXXHOr0 NPOAYKTY HATUBHOMO OUYULLEHOrO (dislaMEHTHOro
ONODTEPII, Ne 1 a6o Ne 10 Tay (MOBHWIA LUK remarnioTuHiHy (FHA) Ta BUTyYeHHS LibOro TeCcTy Npu KOHTPOST
NnPABLUA, hnakoHax Ne 10 BMPOGHMLTBA, AKOCTi Ha eTani BUNycKy afi,copb0BaHOro O4nLLEHOrO
KALLJTHOKY BUMNYCK cepir) hinameHTHOro remarnoTuHiHy (FHA); 3BYy)XXeHHSI fONyCTUMUX MEX,
(ALENONA BM3HAUYEHUX y cneyudikauii 4ns BOAM, O BUKOPUCTOBYETLCS Y
PHUIA npoueci BupobHuLTBa aHTureHiB Bordetella pertussis 3 Water
KOMIMOHE (purified) Ph.Eur.0008 Ha Water (highly purified) Ph.Eur.1927;
HT), 3MiHK | TUNY - OHOB/EeHHSA ME-cepTudikaTy BiANOBIAHOCTI
FENATUTY €Bponelicbkiin hapmakonei ans detanbHOI 6uyayoi cupoBaTkm 3
B R1-CEP 2000-155-Rew 03 (Invitrogen corporation) Ha R1-CEP
PEKOMBIH 2000-155-Rew 04 (Life Technologies corporation) y 3B’A3Ky i3
AHTHA, 3MiHOK Ha3BY BUPOGHMKA; 3MiHM Il TMny - 3MiHK B NpoLieci
nosniomie BMPO6HUMLTBA AP - ONTUMI3aLis YMOB BUPOOHULITBA HATUBHOIO
nry oumuieHoro FHA, sika npoBoAnTbLCS A5 3a6e3neyeHHst BU4aEeHHS
IHAKTBO BMNpo6yBaHHA Residual dermonecrotic activity test Ta BHeceHHs
BAHA TA pepakuiiiHnx NpaBok Ao po3ainis moayns 3: 3.2.5.2.2, 3.2.5.2.3,
3AXBOPHO 3.25.24,3.285.25,3.25.2.6,3.25.3.2,3.25.4.1,3.2.54.2,
BAHb, 3.25.4.3,3.2.5.44,32.5.45,3.2A.1, 3.2.A.1; 3amiHa
CNPNYNHE niHoracHwKa, siKuii BUKOPUCTOBYETLCS Y Npoueci dhepmeHTavi
HUX aHTureHiB Bordetella pertussis 3 DC1520 Ha MeAunyHy niHOracHy
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
HAEMOPHI C-eMy/bCilo Bif, TOrO X NocTavyasibHUKa
LUS TUnNy
B
KOH'toroes
AHA,
AACOPBEO
BAHA,
PIOKA
34. FEKCACIP | cnpeii OpOMyKO3HUIA, Na6opaTopii PpaHuin Na6opaTtopii dpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/6180/01/01
EN 750 mr/30r,no 30 r Bywapa Bywapa 3miHu | TUNy - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
y aepo30/1bHOMY Pekoppari Pekoppari KOHTeliHep/3aKynopoBasibHWi 3aci6. 3MiHa ByAb-AKOT YacTUHN
thnakoHi; no 1 mMarepiany NepBMHHOI YNakoBKW, L0 HE KOHTaKTY€E 3 FOTOBUM
chnakoHy B NikapcbkvM 3ac060M (Hanpuknag Koip KpULLEYOK 3 KOHTPOEM
KapTOHHIA KOpooLi NepLLOro BiAKPUTTSA, KOMIP KOAOBUX Kifleub Ha amnynax,
KOHTeliHepa A5 ronok (pisHi Buay nnactmack) (3mMiHa, sika He
BMN/IMBAE Ha KOPOTKY XapakTepucTyKy Nikapcbkoro 3acoby)
OHoBeHHsA po3giny 3.2.P.7 Cuctema
KOHTeliHep/3aKynoptoBasibHWI 3aci6; BHECEHHS 3MiH Yy po3nutoBay
(Spray applicator): BuganeHHs HedyHKLiOH&/TbHOTO e/leMEHTY —
MONAWHTY (40AATKOBOrO NAACTUKOBOTO KifbLs), KU HE KOHTaKTye
3 rOTOBMM NiKapCbKUM 3acob60M. Matepian posnutoBada
3a/MWAETbCA 63 3MiH.
35. rHO- TabneTku, BKPUTI M'ep ®abp PpaHLin Mep ®abp PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/2976/01/01
TAPOUN®DEP | 060/10HKOH, MegmnkameHT MegmkaMeHT 3MiHu | TMNYy - 3MiHK WoA[0 6e3nekn/edeKkTBHOCTI Ta peuyenmom
OH NPOIOHIOBaHHOT Ail; MpoaakLuH hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHnX
no 10 TabneTok y npo cuctemy thapmakoHarnsgy (BBeieHHs y3arasibHEHUX AaHnX
6nictepi; no 3 npo cuctemy papMakoHarsgy, 3MiHa ynoBHOBaXXeHOT 0cobm,
6nictepu y BiANOBIAANbLHOI 3a 3ilicCHEHHS thapMakoHarnsay; KOHTakTHOT
KapTOHHilA KOpo6Li 0cobu 3 thapmakoHarnsgy 3asBHUKa AN1A 34iICHEHHSA
hapMakoHarnisagy B YkpaiHi, SIKLLO BOHA BigMiHHA Big,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MileHHI MacTep-haiisia cucteMmn hapmakoHarisgy) 3miHa
KOHTaKTHUX laHWX YNOBHOBaXeHOI 0co6y BiANOBIAAILHOI 3a
34iicHeHHA hapMakoHarnaay 3asBHuKa.
36. rnopy HacToiika, no 25 mn ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 6e3 UA/10638/01/01
HACTOWKA | a6o no 50 mn, a6o 06MeXeHo 06MeXeHo AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuyenma
no 100 mny BiANOBIga/bHICT BiANOBIAA/LHICTIO 3asBHUKA (B1aCHMKa peeCTpaLiiiHOro NocBigYeHHs) - 3MiHa agpecu
chnakoHax 10 "apmaneBTyHa 3asBHMKa (BBeAeHHS 3MiH MPOTAroM 6-Tu MicsLiB nicns
"papmMaueBTUYH KOMnaHis 3aTBEPMKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
a koMnaHis "3popos'a” HaliMeHyBaHHS Ta/abo afpecy MicuA NPOBaMXXEHHS Ais/IbHOCTI
"3popos'a” BMPOGHMKa/iMnopTepa roToBoro /ikapcbKoro 3acoby, BKIoUaun

OinbHULI BUNYCKY cepii abo MicLe NpoBeAeHHS KOHTPOHO SKOCTI.
(aisnbHICTb, 3a AKy BigNoBigae BUPOOHUK/IMNOPTEP, BKIKOYAKOUN
BWMNYCK Cepiii) - 3MiHa agpecy BUpo6HMKa ToBapnCTBO 3
06MEeXeHOH0 BignoBigansHiCcTo "®apmaleBTMyHa KOMMaHis
"340poB'a", 3MiHW BHeCeHi B po3ginu "BupobHuk" Ta
"Micue3HaxomKeHH BUPOOHMKA Ta oro agpeca Micusi
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asasHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

NPOBaKEHHS AiS/TIbHOCTI" B IHCTPYKLiO A1 MEANYHOTO
3aCcTOCyBaHHS NikapcbKoro 3acoby, K HacNiAoK - BiANOBIAHI 3MiHU
B TEKCTI MapKyBaHHS yMakoBKM fikapcbKoro 3acoby (BeegeHHs
3MiH NPOTArom 6-Tn MICALB NiCNs 3aTBEPMKEHHS); 3MiHM | Tuny -
3MiHK 3 siKoCTi. FoToBWMIA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWii 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO /liKapCbKOro 3acoby (BUyYEeHHS yNnakoBKN NEBHOIO
po3Mipy) - BUTy4eHO chnakoHu nonimepHi no 50 mn ta 100 mn Ta
chnakoHm i3 ckna no 25 mn, no 50 ma 1a no 100 M B KAPTOHHIi
Kopob6Lji 3 MaTepiasniB peecTpauiiiHoro fJOChE 3 BiAMNOBIAHUMM
3MiHamMu [0 po3Ainy “Ynakoska”; 3MiHW BHECEHI B pO34in
"YnakoBka" B iIHCTPYKLitO 4151 Me4MNYHOTO 3aCTOCYBaHHS
NiKapCbKoro 3acoby y 3B'A3Ky 3 BUyYEHHSIM NEBHOTO PO3Mipy
yNakoBKU, K HACNIAOK - BUTyYEHHS TEKCTY MapKyBaHHSA 415
BiANOBIAHOI YNakoBKu likapcbkoro 3acoby (BeeAeHHs 3MiH
NpPOTArom 6-TM MicALB Nic/1A 3aTBepAKEHHS)

37.

rPUMNEKC
AKTMB
MAKC

TabneTkn no 4 abo
10, abo 12 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHI kopo6Lyj;
no 10 a6o 12
Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHIA Kopoo6Li

tOHina6, M

CLWA

EBepToaxeH
Naiich CaeHcus
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX AaHnX
npo cuctemy thapmakoHarnsagy (BBeieHHs y3arasibHeHUX AaHnX
npo cuctemy papMakoHarasgy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAANLHOI 3a 34iliCHEHHS thapMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuUKa gisi 34iicHeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BKiovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MilLeHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI 0Co6MU, BignoBiganibHOI 3a
3[iicCHEHHs1 hapMakoHarnsay

6e3
peuyenma

UA/11429/01/01

38.

AENAKIH®

cupon, 57,64 mr/mn,
Ne 1: no 150 mny
thnakoHi; no 1
donakoHy 3
[03y04nMm
NPUCTPOEM 3
Npo6Koto-
afanTopom B
KapTOHHilA KOpo6Li

TOB "CaHochi-
ABEHTIC
YkpaiHa"

YkpaiHa

HOHiTep NikBig
MaHydekuypiHr

dpaHuis

BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis:
3MiHM | TUNy - 3MiHa napameTpiB cneyudikayin Ta/abo gonycTummnx
MeX MepBUHHOI YNaKOBKWN rOTOBOrO MiKapCbKOro 3acoby -
[LOMOBHEHHS cneumdikayii HOBUM NOKA3HMKOM 3 BifNoOBigHNM
MeToA0M BUMNPOBYBaHHs «lY-igeHTudikauis» ans wnpuua 3
METO0 MOKPALLLEHHA AKOCTI LUNPULLA; AONOBHEHHSA crneumdikawii
HOBMM MOKa3HUKOM 3 BifNOBIAHUM METOA0M BUNPOGYBaHHS
«BumiptoBas1bHi TECTU»; AONOBHEHHSA crieuudikaLii HoBUM
NMOKa3HMKOM 3 BifjNOBIAHUM METOAOM BUNPOGYBaHHS
«[MponyckaHHS CBiT/1a» BiANoBIgHO A0 Aitoyoi pedakuii EP «3.2.1.
CknsiHa Tapa ans hapMaueBTUHHOMO BUKOPUCTAHHS»;
[OMOBHEHHA cneumdikaLlii HOBUM MOKa3HNKOM «3O0BHILLHIl
BUMNS4» 3 BiANOBIAHNM METOAOM BUNPOOYBaHHS «BidyanbHui
ornsAg»; AONOBHEHHN cneuudikalii HOBUM NMOKa3HUKOM 3
BiANOBIAHUM MeToA0M BUNpobyBaHHA «IepeBipka 06’'eMy» AnA
LUNpYLUa 3 METO MOKPAaLLEHHS AKOCTI LWNPpULA; BUTYyYEHHS
nokasHunka «MuLL'ak» i3 cneuudikaLii KOpUYHEBOro CK/ISIHOTO
chnakoHy Tvny Ill; 3MiHK | TUNY - 3MiHa NPUCTPOIB ANA
BMMIipIOBaHHA 4031 abo BBEAEHHS NiKapCbKOro 3acoby - 3miHa

3a
peyenmom

UA/3817/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
MapKyBaHHS Ha [03YH4OMY NPUCTPOI, AOMOBHEHHSA A03yBaHHAM
57.64 Mn Mr/MA 3 OTPUMAHHSIM HOBOTO cepTudikaTy
39. ANKNO®DE TabneTkn, BKpUTI "FOHik IHais HOHiK IHais BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiais: 3a UA/3939/03/01
HAK €BPO 060/10HKO0, PapmacboTuKa dPapmacboTuKan 3MiHW | TUMY - OHOBJ/IEHHSA BXe 3aTBEpPXEHOro TEKCTY MapKyBaHHS peyenmom
KMLLKOBOPO34YMHHI N0 Na6opatopis" Nab6opaTtopi3 NepBMHHOT Ta BTOPMHHOI YNakoBKY JlikapCbKoro 3acoby a cave,
50 mr no 10 (BiggineHHs (BipgineHHs dipmmn BUJTYYEHHS 3 MEPBUHHOI YNakoBKWN TEKCTY MapKyBaHHsA
Tabnetok y 6nictepi, ipmun "Ox. B. "x. B. Kemikan3a aHrNincLKo MOBOK Ta A0A4ABaHHSA 3HaKy Npo peLenTypHe
no 1, a6o no 2, abo Kemikans eHp, eHf 3aCTOCYBaHHS NiKapCbKOro 3aco6y Ha BTOPWHHIN yrNakoBLi.
no 10 6nicTepiB y dapmacbloTrKan dapmacboTvKan3 BBefeHHs 3MiH NpoTArom 3-x MicALIB MiC/A 3aTBEPAKEHHSA
KOpPOOLii 3 KApTOHY 3/11a.") nrtp.™)
40. AN®EPENI NnopoLUokK no 3,75 mr INCEH ®APMA PpaHuis NOPOLLIOK: PpaHuis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/0695/01/02
H® Ta PO3YMHHUK AN BMPOGHULTBO Ta ITanisa 3MiHu | TURY - 3MiHK 3 aKkocTi. A®l. BUpo6HMLTBO. 3MiHK peuyenmom
cycneHsii gns nakyBaHHs: BMNPOGYBaHb abo A0NYCTUMUX MEX Y NpoLeci BUpobHuuTea Adl,
iH'eKuin INCEH ®APMA LLIO BCTAHOBNEHI Y cneuuaikayisax (iHLWi 3MiHW) BHECEHHSA 3MiH 40
NpPO/IOHrOBaHOIo BIOTEK, ®paHuis; maTepianiB peecTpaLiiiHoro fOCbe: OHOBNEHHSA p. 3.2.5.2.4.
BUBINIbHEHHS, 1 raMmma- KOHTPO/Ib KpUTMYHUX CTagilh i NPOMIXXHOT NPOAYKLT, BK/OUYaoun
hNakoH 3 NMOPOLLUKOM BUNPOMiHIOBaHHS: OHOB/IeHUWn MeTog BEPX.
y KOMNJIEKTi 3 INMCEH ®APMA
PO3YMHHMKOM MO 2 BIOTEK, ®paHu,is;
M/1 B amnyni, CTEPIOXEHIKC
Lnpuuom ansa ITANIA C.IN.A,
0/IHOPa30BOro ITanis; BTOpUHHE
BUKOPWCTaHHA Ta nakyBaHHsl,
ABomMa ronkamu (y KOHTPO/b AKOCTI
GnicTepHil Ta BMNyCK
ynakoBLi) y nikapcbKoro
KapTOHHilA KOpo6Li 3aco6y: IMCEH
®APMA BIOTEK,
PpaHuis;
PO3UYMHHUK:
BUPOGHMLTBO,
nepBuHHe
nakyBaHHs Ta
KOHTPO/1b SKOCTI:
CEHEKCI,
PpaHLis;
BTOPWHHE
nakyBaHHS Ta
BUMYCK Cepii:
INCEH ®APMA
BIOTEK, ®paHuis
41. AVNDEPENI nopoLuok no 0,1 mr INCEH ®APMA PpaHLin MOPOLLIOK - PpaHLin BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/0695/02/01
H® Ta PO3YMHHUK oNs BVMPOGHMLTBO, 3MiHn | TURy - 3MiHn 3 akocTi. A®l. BUpo6GHMLUTBO. 3MiHM peyenmom
pO34nHy Ans TeCcTyBaHHS, BUNpobyBaHb abo AONYCTUMUX MEX Y npoLieci BUpobHuuTBa A®I,
iH'ekuili, no 7 nakyBaHHs, BUMYCK LLIO BCTaHOB/EeHI y cneuudikauisx (iHLWi 3MiHW) BHECEHHS 3MiH A0
h/1aKoHIB 3 cepii: INCEH marepianiB peecTpauiiHoro JOCbE: OHOBMEHHSA p. 3.2.5.2.4.
nopoLukom Ta 7 ®APMA BIOTEK, KOHTPO/b KPUTUYHKX CTafili i MPOMIXHOT MPOAYKLi, BK/IHOUYaKoum
amnyn 31 mn PpaHLis; OHOB/IeHUiA meTos BEPX.
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
PO34MHHYMKA (PO34NH PO3YNHHWUK -
Hatpito xnopugy 0,9 BUPOGHMLTBO,
%) y KapTOHHIi nepBuHHe
Kopoobui naKkyBaHHs Ta
KOHTPO/b SKOCTI:
CEHEKCI,
dpaHuis;
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii: INCEH
®APMA BIOTEK,
PpaHuis
42, AIA30/IH- apaxe no 50 mr; no TOB "®OPC- Ykpaina MAT "BiTamiHn" Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMX MaTepiasliB: 3MiHa 3asBHUKa 6e3 UA/15429/01/02
CB-®APMA | 10 gpaxey PAPMA (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, peuyenma
6nictepi; no 2 ANCTPUNBIOLWLH 23.07.2015 Ne 460); 3miHun | Tvny - 3MiHW WwWoao
6nictepu B navuj 3 " 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
KapToHy [10 y3arasibHeHNX AaHnx Npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX NMPO cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/IbHOI 32 34iiCHEHHS
chapmakoHarnsgy; KOHTaKkTHoi 0cobu 3 chapmakoHarnsgy 3asBHuUKa
AnA 3pjiicHeHHs hapmakoHarnsagy B YkpaiHi, AKLWO BOHA BiAMIHHA
Bifl yNOBHOBaXeHOI 0CO6MU, BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnagy (BK1ovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
pO3MilLEeHHI MacTep-ghaiina cuctemu hapmakoHarnsagy) - 3miHa
yMOBHOBaXeHOT 0cobw, BignoBiganbHOT 3a hapmakoHarnsg;: girova
pefakuis - Luronesa MapiaHHa BikTopiBHa, MponoHoBaHa
pefakuis - lwyk Hatanka MNetpiBHa. 3MiHa KOHTAKTHUX AaHNX
yMOBHOBaXeHOT 0cobw, BignoBiganbHoT 3a hapmakoHarnsag,. 3miHa
Micus (agpecw) 34iACHEHHS] OCHOBHOT Aisi/IbHOCTI 3
hapMakoHarnsgy, MicuesHaxoKeHHs macTep-dalina cucremm
chapmakoHarnsgy 3asaBHUKa
43. AIA30/IH- Apacke no 100 mr; no TOB "®OPC- Ykpaina MAT "BitaMiHn" YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis: 3MiHa 3asBHMKa 6e3 UA/15429/01/01
CB-®PAPMA | 10 gpaxey dAPMA (BnacHvKa peecTpauiiniHoro noceig4yeHHs) (3rigHo Hakasy MO3 Big peyenma
6nictepi; no 2 ANCTPUNBIOLWH 23.07.2015 Ne 460); 3MiHu | TNy - 3MiHK Woa0

6nictepu B nauui 3
KapTOHY

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX AaHvx npo cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cuctemy hapmakoHariagy,
3MiHa YNOBHOBaXXEHOI 0CO6U, BifNOBIAANLHOI 32 34jiACHEHHS
chapmakoHarnsgy; KOHTaKTHoOi 0cobu 3 thapmakoHarnsgy 3asBHuKa
[AnA 3pjiicHeHHs hapmakoHarnsay B YKpaiHi, SKL0 BOHA BiAMiHHA
Bif} YNOBHOBaXXeHOI 0cobu, BiANOBifaNbHOT 3a 34iliCHEHHSA
hapmakoHarnisgy (BKIoYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHW Y
pO3MiLLEeHHI MacTep-ghaiina cucteMu hapmakoHarnsagy) - 3miHa
YNOBHOB&XEHOI 0CO6MU, BigNoBifabHOI 3a (hapMakoHarnsg: giroya
pegakuis - Luronesa MapiaHHa BikTopiBHa, MPONoOHOBaHa
pepaxuis - lwyk Hatanka MNetpiBHa. 3MiHa KOHTAKTHUX AaHUX
yrnoBHOBaXeHOT 0cobu, BignosifanbHOT 3a hapmakoHarnag,. 3miHa
Micus (agpecy) 34iiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
thapmakoHarnsgy, MicLiesHaxokeHHss MacTep-haiina cucrtemu
chapmakoHarnsgy 3asaBHUKa
44, NOKCOPYB | KoHUeHTpart ans EBEBE ®apma ABCTpIs EBEBE ®apma ABCTpis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/1379/01/01
ILMH pO34uHy ons lec.m.6.X. Hdor. lec.m.6.X. Hopr. 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
"EBEBE" iHcpys3iiA, 2 mr/mn; no KIr KIr BUPOGHMLTBI. 3MiHM BUNPOOYBaHb abo A0MYCTUMUX MEX,
5 mn (10 wmr), no 25 BCTAHOB/IEHUX Y cneyudpikauisix, nig yac BUPOGHULTBA FOTOBOMO
M (50 wmr), no 50 mn nikapcbKoro 3acoby (iHwi 3MiHM) 36inbLIeHHs Yacy dinbTpauii B
(200 wmr), a6o no 100 npoueci BupobHuuTea M3 (3 < 13 roguH J0 < 24 roguHK).
mn (200 mr) y
donakoHi; no 1
donakoHy B
KapTOHHI/ Kopoobui
45, OOKCTOPE | KoHueHTparT A O-p Peppi'c IHais O-p Peppi'c IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3MiHK 3a UA/16701/01/01
a po3unHy gns Na6opatopic Na6oparopic J/1Tg, 3 AKocTi. FOTOBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
iHdysilA, 20 mr/mn; nTg (BMpo6HNuniA KOHTeliHep/3aKynoptoBasibHNIA 3aci6 (iHLWi 3MiHW) - NPUBEAEHHS
no 1 mn (20 mr) a6o Big4in - 7) Onu1cy yrnakoBKM FOTOBOTO NiKapCbKoro 3acoby (BBeAEHHS
4 mn (80 mr) y MPOMIXHOI YNakoBKM - N1ACTUKOBOrO N10TKa) Y BigNOBIAHICTb A0
donakoHi, no 1 MaTepianisB peecTpawiiiHoro gocke. Martepiasi NepBMHHOI YNakoBKW
donakoHy y 3a/MLIAETbCA HE3MIHHUM (BBeeHHS 3MiH NPOTArom 6-Tv MicALiB
nAacTUKOBOMY I0TKY nicns 3aTBepmaXeHHs)
Y KapTOHHIV Kopobui
46. EBEPO/IM | Tabnetku no 2,5 mr TOB Ykpaina nepBuHHeE, IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/17149/01/01
YC-BICTA no 5 tabneTtok y "®GapmaueBTNYH BTOPVHHE Yuni 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 6 a KoMnaHis nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHuX
6nictepiB y Bicta" KOHTPO/1b SIKOCTI, npo cuctemy dpapMakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHuX
KapTOHHili KOpo6Li BUNYCK cepil: npo cuctemy thapmakoHarnsgy, 3mMiHa ynoBHOBaXKeHO|T ocobw,
CiHTOH XicnaHisi, BiANOBIAANLHOI 3a 34iliCHEHHS thapMakoHarnsay; KOHTakTHOT
C. /1. Icnawis, 0cobu 3 chapmakoHarnsagy 3asaBHUKa 415 34iINCHEHHSA
BVMPOGHMLTBO, thapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
nepBuHHE, YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
BTOPVHHE hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHn y
nakyBaHHs: CiHTOH PO3MiLLEHHI MacTep-thaiina cucteMun papmakoHarnsgy) 3miHa
Yuni Nitga. Ywni YMOBHOBaXeHOI 0cobu, BignosiganbHOI 3a hapmakoHarnsag: ditoua
pepakuis: Ay6au TeTsaHa BikTopiBHa; MpornoHoBaHa pejakuis:
CotHikoBa CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX AaHUX
yMOBHOB&XeHOT 0cobw, BignosiganbHOT 3a hapmakoHarnsag,. 3miHa
MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLIe3HaX0KEeHHsi MacTep-dhaiina
47. EBEPO/IM | Tabnetku no 5 mr no TOB YkpaiHa nepBuHHE, Icnanis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/17149/01/02
YC-BICTA 5 TabneTok y "papmMaueBTUYH BTOPVHHE Yuni 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peuenmom
6nictepi; no 6 a koMnaHis nakyBaHHs, thapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHEHUX JaHuX
6nictepiB y Bicra" KOHTPO/Ib SKOCTI, npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
KapTOHHIA KOpooLi BUNYCK cepil: npo cuctemy dpapMakoHarnagy, 3mMiHa yrnoBHOBaXXeHOo! 0cobum,
CiHTOH XicnaHis, BiANOBIA&NbHOI 3a 34iiCHEHHS thapMakoHarnsAy; KOHTakTHOT
C. /1. IcnaHis, ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iiCHEHHS
BUPOGHMLTBO, hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
nepBuHHeE, yMNOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS

BTOpPWHHE

thapmakoHarnsay (BK/IYa4M KOHTaKTHI AaHi) Ta/abo 3MiHM Y
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
nakyBaHHs: CiHTOH pO3MilLeHHI MacTep-haiina cuctemu dpapmakoHarnsgy) 3miHa
Yuni Ntpga. Yuni YNOBHOBaXEHOT 0co6MU, BiAnoBifanbHOI 3a hapmakoHarnag,: dirova
pepakuis: flybau TeTaHa BikTopiBHa; MNponoHoBaHa peAakuis:
CotHikoBa CgiTriaHa BikTopiBHa. 3MiHa KOHTaKTHUX JaHUX
YNOBHOBaXEHOT 0CO6M, BigNoBifanbHOI 3a hapMakoHarnsg. 3miHa
MicLs 34iiCHEHHSA OCHOBHOI Aisi/IbHOCTI 3 (papMakoHarnsgy. 3miHa
MicLle3Hax0MKEHHS1 MacTep-chainna
48. EBEPO/IM | Tta6netku no 10 mr TOB Ykpaina nepBuHHeE, IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/17149/01/03
YC-BICTA no 5 TabneTtok y "®GapmMaueBTUYH BTOPVHHE Yuni 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
6nictepi; no 6 a KoMmnaHis nakyBaHHs, hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHuX
6nictepiB y Bicta" KOHTPO/1b SIKOCTI, npo cucteMy papMakoHarnsay (BBeAeHHs y3araslbHeHUX AaHuX
KapTOHHI/ KopoobLi BMNYCK cepil: npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobwm,
CiHTOH XicnaHig, BiANOBIAANLHOI 3a 34iliCHEHHS thapMakoHarnsay; KOHTakTHOT
C. 1. IcnaHis, ocobu 3 hapMakoHarnsay 3asBHuKa gisi 34iicHeHHS
BVMPOGHMLTBO, hapmakoHarnsgy B YKpaiHi, SKL0 BOHa BigMiHHA Bif,
nepBuHHe, yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iCHEHHS
BTOPVHHE hapmakoHarnagy (BK1ovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu y
nakyBaHHs: CiHTOH po3MileHHI MacTep-haiina cucteMun hapmakoHarisgy) 3miHa
Yuni Ntpa. Ynni yMOBHOBaXeHOI 0cobu, BignoBiaanbHOI 3a hapmakoHarnsag: ditoua
pepakuis: Ay6au TeTsHa BikTopiBHa; MponoHoBaHa pefakuis:
CotHikoBa CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX AaHUX
yMOBHOBaXeHOT 0cobu, BignoBigansbHoT 3a hapmakoHarnsag,. 3miHa
MicLs 34iliCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoKEHHS MacTep-haina
49, EKOHA30/1 | nopoLiok TOB Ykpaina MMC I3OXEM PpaHuin BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | Tuny - - UA/13577/01/01
Y HITPAT (cybcTaHuis) y "®APMEKC AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
nakeTax noABiHMX reyn" MicList MPOBaPKEHHS AisiNIbHOCTI BUPOGHYMKA (BKItOHatouu, 3a
noslieTuIeHoBMX HeobXiAHOCTI, MicLle NPOBEAEHHSI KOHTPOJIH AKOCTI), @60 BnacHuka
ona macTep-goaiina Ha A®l, abo noctavasnbHuka Adl/BuxigHoro
chapmaLeBTU4YHOro maTepiasty/peareHTy/npoMiXKHOIo NPOAYKTY, L0 3aCTOCOBYIOTLCA Y
3aCTOCyBaHHSA BMPOGHMLTBI AP (SKLLO 3a3HAYEHO Y JOCLE Ha NikapCbkuii 3acio)
3a BifiCYTHOCTI cepTudpikaTa BignoBigHOCTI EBponelickkiii
hapMakonei y 3aTBepA)KeHOMY A0CkbE, ab0 BUPOOHMKA HOBOI
[0MOMDKHOT PEYOBMHM (SIKLLO 3a3HAYEHO Y 0CbE) - 3MiHa Ha3Bu Ta
afpecy Bupo6Huka APl (EkoHasony HiTparty)
50. ENEYTEPO | eKkcTpakT pigkuii MAT YkpaiHa MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/9750/01/01
KOKA (cybcTaHuis) y "Tanuudpapm" 3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. BUpo6bHMLTBO. 3MiHW B NpoLeci
EKCTPAKT 604kax noniMepHmX BMpO6HULTBA AP| (He3HaYHa 3MiHa Y npoLeci BUpobHuuTea API)
PIAKNIA ANns BUpo6HNLTBA BHECEHHS 3MiH 0 po3ainy 3.2.S.2. Mpouec BupobHuyTBa AdI,
HecTepuIbHNX 30Kpema: BUKNaAEeHHS TEKCTY KOPOTKOro ONMUCY TEXHO/ONYHOro
Nikapcbknx hopm npoLecy Ta TEXHOMOrYHOI cxeMy BUPOGHMLTBA AD| B HOBIl
pegakuii
51. E/NNOHBA PO34UH A5t iH'EKLLIA LWepiHr-Mnay LLiBeiiuapis BetTtep ®apma- HimeyunHa/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 3a UA/13125/01/01
no 100 mkr/0,5 mn; CeHTtpan lct Al ®epTuryHr MmoX i Higepnangy | 3minHu | TURYy - 3miHa y meTogax BunpobysaHHs APl abo BrXigHOro peyenmom

no 0,5 ms1 po3uvHy B

Ko.KI', HimeyunHa

marepiany/npomiKHOro NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS

nonepegHsL0 (BizyasibHa y npoveci Bupo6HuuTBa A®I - 3MiHM y MeToAax BUNpobyBaHHSA
HanoBHEHOMY iHcnekuis); BeTtep A®| T. BU3HayeHHs NoxigHUX BiNKiB KIITUH SEYHNKA KNUTACbKOrO
wnpuvyi; no 1 dapma-dPepTUryHr XOM siuka (MeTog dhepmeHTaTBHOro aHanisy (CHO-EIA))
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

52.

E/TIOHBA

nonepegHL0
HanoBHEHOMY
LNpULY pas3om 3i
CTEPUIbHOID
iH'EKLIAHOIO rO/IKO0
Yy BigKpuTOMY
NAacTKoBOMY NOTKY
B KapPTOHHIi Kopo6Li

v6X i Ko KI,
HimeuyunHa
(KoHTponb sKocTi,
TecTyBaHHSA
CTepWbHOCTI Ta
6akTepianbHNX
€HO0TOKCUWHIB
roToBOro
nikapcbKkoro
3aco6y (KOHTpob
SKOCTI), Bisya/ibHa
iHcnekuis); BeTtep
dapma-dPepTUryHr
v6X i Ko. KT,
Himeuunna
(Bupo6HuuTBO
Hepo3chacoBaHol
npoaykuii Ta
nepBuHHa
ynakoBka,
KOHTPO/Ib SIKOCTI,
TecTyBaHHSA
CTepWbHOCTI Ta
6akTepianbHNX
€HO0TOKCUWHIB
roToBOro
nikapcbKkoro
3aco6y (KOHTpob
SKOCTI), BisyasibHa
iHcnekuis); H.B.
OpraHoH,
HigepnaHnaun
(KOHTpONb AKOCTI
Ta TeCTyBaHHsA
cTabifibHOCTi ,
BTOPUHHA
ynakoBka, A03Bin
Ha BUMycK cepii)

[0AaBaHHA a/lbTEPHATUBHOIO NocTadasibHuka «Sera Care» gns
peareHTiB 3,3,5,5 — TeTpameTun6eH3nanHy (TMB) Ta nepokcuay
ceyoBuHu (UP); 3MiHM | Tuny - 3mMiHa y MeTogax BunpobyBaHHs
roTOBOrO slikapcbkoro 3acoby Ad| 1. ImyHoakTuBHicTb (EICA-CA) -
3MiHM NPO6OoNIArOTOBKM CTaHAaPTHUX 3paskiB, pO60UNX PO3UUHIB
(BUKOPUCTaHHS CBIXXOrO KOHTPO/ILHOTO 3pa3ka Ta CTaHdapTy
NOPIBHSAHHSA 3aMiCTb 3aMOPOXEHWX 3paskiB)

PO34nH NS iH'EKLR
no 150 mkr/0,5 mn;
no 0,5 mn po3yvHy B

LWepinr-Mnay
CeHTpan Ict Al

LLiseiiuapis

Bettep ®apma-
depTuryHr Mmo6X i
Ko.KI", HimeyunHa

HimeuunHa/
HigepnaHgn

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHM | TUny - 3MiHa y MeToAax BunpobyBaHHsA A®l abo BuxigHoro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS

nonepeaHL0 (BisyasibHa y npoueci BUpo6HuLUTBa AdI - 3MiHM Y MeToAax BUNPOGYyBaHHS
HanoBHEHOMY iHCnekuis); BeTTtep A®| T. BU3Ha4YeHHs NOXiAHUX BINKiB KMITUH SSEYHNKA KNTACbKOro
wnpuyi; no 1 dapma-dPepTuryHr XOM siuka (MeTog hepMeHTaTUBHOro aHanisy (CHO-EIA))
nonepegHL0 v6X i Ko KI, [0faBaHHA aflbTePHATMBHOIO NnoctavasibHNKa «Sera Care» ans
HanoBHEHOMY HimeyunHa peareHTiB 3,3,5,5 — TeTpameTun6eH3nanHy (TMB) Ta nepokcuay
LINpu1LYy pasom 3i (KoHTponb fAkocTi, ceyoBuHU (UP); 3MiHK | TUny - 3MiHa y MeTogax BUNpPobyBaHHS
CTEepPW/ILHOK TEeCTyBaHHs roTOBOrO Jlikapcbkoro 3acoby A®I 1. ImyHoakTusHicTb (EICA-CA) -

3a
peyerimom

UA/13125/01/02
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n/n

NiKapcbKo2
0 3acoby

iH'E€KLiHOO rO/KoK
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53.

EPMYLMH®

y BiiKpUTOMY

TBEpAi kancyn no

nAacTKoOBOMY NIOTKY
B KapPTOHHI kopo6Li

YAB "MPA"

JlnToBCcbka

6akTepiasibHUX
€HOO0TOKCUHIB
roToBOro
nikapcbKoro
3acoby (KOHTpo/b
AKOCTI), BidyasibHa
iHCnekuis); BeTTtep
Papma-PepTuryHr
m6X i Ko. KT,
HimeuyunHa
(Bupo6HuytBo
Hepo3dacoBaHoi
npoaykuii Ta
nepBuHHa
ynakoBska,
KOHTPO/b SKOCTI,
TecTyBaHHs
CTepWbHOCTI Ta
6akTepiasibHUX
€HOO0TOKCUHIB
roToBOro
nikapcbKoro
3aco6by (KOHTpo/b
AKOCTI), BidyasibHa
iHcnekuis); H.B.
OpraHoH,
HigepnaHngm
(KOHTPO/b AKOCTI
Ta TecTyBaHHs
CTabiNbHOCTI ,
BTOPWHHA
ynakoBka, [03Bin
Ha BUMYCK cepii)

3MiHV NPO6OMIArOTOBKM CTaHAAPTHUX 3paskiB, PO60UNX PO3UMHIB
(BMKOPUCTAHHS CBIXOrO KOHTPO/IbHOTO 3paska Ta CTaHfapTy
NOPIBHAHHSA 3aMiCTb 3aMOPOXEHWX 3paskiB)

300 mr no 10 kancyn
y 6nicTepi; no 2 abo
no 6 6nictepis y
KOpOO6Lii 3 KapTOHY

Pecny6nika

BMPOBHULTBO
Hepo3dacoBaHOl
npoaykuii,
KOHTPO/b Ta
BUMYCK Cepiii:
EAMOHA ®APMA

C.P.N., Itanis;
nepBrHHE Ta
BTOPWHHE
nakyBaHHs:
NAMMN CAH
MPOCMEPO CIMA,
ITania

ITanis

thapmakoHarnagy 3assHuka. [livoua pegakuis - Martynas Juzenas.

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy. BeefeHHa abo 3MiHM [0 y3araslbHEHNX AaHnX
npo cucTemy dhapmakoHarnsgy (BBefeHHs y3araibHeHUX AaHuX
npo cuctemy papMakoHarasgy, 3MiHa ynoBHOBaXXeHOT 0cobm,
BiANOBIAANLHOI 3a 34iliCHEHHS thapMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuKa gisi 34iicHeHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
hapmakoHarnagy (BK1ovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MilLeHHI MacTep-ghaiina cuctemun hapmakoHarnsgy) 3miHa
yMOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS

3a
peyenmom

lMponoHoBaHa pepgakuis - Gediminas Zvicevicius. 3miHa

UA/14088/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI 0cobu
54. EPMYLUVH® | nopowiok ans YAB "MPA" JNnToBCcbka BTopuHHe Yecbka BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/14153/01/01
opasibHOT CycneHsii, Pecnybnika | nakyBaHHs, BUMYCK | pecny6nika/ 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
175 mr/5 mn, 1 cepit: ITanis hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHuX
ch/1aKoH 3 NOPOLLKOM AnxeniHi ®apma npo cucTemy dhapmakoHarnsgy (BBeeHHs y3araibHEHUX AaHuX
3 MipHUM Yecbka npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobwm,
KOHTeliHepom y pecny6nika c.p.o., BiNOBIAAIbHOI 3@ 34iICHEHHS hapmakoHarnaay; KOHTaKTHOI
KopobLi 3 KapTOHY Yecbka 0ocobu 3 hapMakoHarnsay 3asBHuKa gisi 34iicCHEHHS
Pecny6nika thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
Brpo6HMLUTBO yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
Hepo3dhacoBaHol hapmakoHarnagy (BKiovaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu Y
NpPOAYKUii, po3MmilLeHHI MacTep-ghaiina cuctemun papmakoHarnsgy) 3miHa
nepBuHHe yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
nakyBaHHs, thapmakoHarnagy 3asasHuka. [livoua pegakuis - Martynas Juzenas.
KOHTPO/b MponoHoBaHa pepgakuis - Gediminas Zvicevicius. 3MiHa
cepii/TecTyBaHHsA KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0COOU.
HanoBHEHWX
h1aKoHIB:
dynToH
MeauunHani
C.n.A,, lTania
LopaTkoBuii
KOHTpONb cepil
/TecTyBaHHsA
HanoBHEHWX
hNaKoHIB:
EpmoHg ®apmva
C.p.n., Itania
55. ECMEPOH PO3UMH ANA H'EKLN, Lepinr-Mnay LBeliuapis B1po6HMLTBO in Higepnangn BHECEHHS 3MiH [0 peecTpaviiiHnx maTepianis: 3MiHu | Tuny - 3a UA/7719/01/01
® 10 mr/mn; no 5 mn CeHTpan Ict Al bulk, / AAMIHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu peuyenmom
(50 mr) y dpnakoHi; nepBYHHE/BTOPUH HimeyunHa/ 3a8BHMKa (BNacHyKa peecTpaLiiHoro NocBigYeHHs) YTOUHEHHS
no 10 chnakoHiB y He nakyBaHHs, CnosavunHa afpecu 3asBHUKa (BNacHKa peecTpauiliHoro NocBif4eHHs)
KapTOHHI KOpooLi KOHTPO/b SKOCTI
Ta BUNYCK cepil:
H.B. OpraHoH,
HigepnaHgu;
Brpo6HMLTBO in
bulk, nepeuHHe
nakyBaHHSA Ta
KOHTPO/b SKOCTI:
Circbpig, XamenbH
M6X, HimewunHa,
AnbTepHaTUBHUIA
KOHTPO/1b AKOCTI:
XawmesibH pAc a.c.,
CnosayunHa
56. ECMEPOH PO3UMH ANA H'EKLN, LWepinr-Mnay LBeliuapis B1po6HMLTBO in Higepnangn BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/7719/01/01
® 10 mr/mn; no 5 mn CeHTpan Ict Al bulk, / HimeuunHa/ 3MiHuM | TMNY - 3MiHK WoAo 6e3nekn/edeKTUBHOCTI Ta peyenmom
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
(50 mr) y cpnakoHi; nepBuHHe/BTOpNH | CnoBayuvHa | dhapmakoHarnisgy. BeegeHHs abo 3mMiHM [0 y3arasibHeHWX AaHnX
no 10 dpnakoHiB y He nakyBaHHS, npo cucTemy dhapmakoHarnsgy (BBeeHHs y3araslbHeHUX AaHuX
KapTOHHI/ KopoobLi KOHTPO/b AKOCTI npo cuctemy thapmakoHarnsgy, 3MiHa ynoBHOBaXKeHO| ocobwm,
Ta BUMyCK cepii: BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
H.B. OpraHoH, 0cobu 3 chapmakoHarnsagy 3asBHUKa 415 34iINCHEHHSA
Higepnangm thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
Brpo6HMLTBO in yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
bulk, nepsuHHe hapmMakoHarnagy (BKiovatoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
nakyBaHHs Ta po3MiLeHHI MacTep-haiina cucteMmn hapmakoHarisgy) 3miHa
KOHTPO/b SKOCTI: MicLS 34iiCHEHHS OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy.
Circhpig, XamenbH 3MiHa MicLe3HaxoMKeHHs1 MalicTep-chaiina
'm6X, HimeyunHa
AnbTepHaTUBHUIA
KOHTPO/b SKOCTI:
XamersbH pgc a.c.,
CrnoBayunHa
57. E®EPA/TTA | cynosutopii YIMNCA CAC PdpaHuis YIMNCA CAC dpaHuis BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/5237/03/01
H pekTasibHi no 80 mr 3MiHKM | TUNY - NO4AHHS OHOBIEHOTO cepTudikaTa BignoBigHOCTI peyernma
no 5 cynosutopiis y €sponelicbkin hapmakonei Ne R1-CEP 1996-039-Rev 04 ans
6nictepi; no 2 Aitoyoi pevoBuHM Paracetamol Bif Bxe 3aTBepaKeHOoro
6nictepu B BMPOGHWKA, AN AKOro Bigdynack 3mMiHa Ha3Bu 6e3 3MiHu agpecu
KapPTOHHII KOpooOLyi BMPOGHMKA
58. E®PEPA/TTA | cynosuTopil YMNCA CAC, PpaHLin YMNCA CAC PpaHLis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 6e3 UA/5237/03/02
H pekTasibHi no 150 mr 3MiHKM | TUNY - NO4AHHS OHOBIEHOTO cepTudikaTa BignoBigHOCTI peyenma
no 5 cynosutopiis y €sponelicbkinn papmakonei Ne R1-CEP 1996-039-Rev 04 ans
6nictepi; no 2 Aitoyoi peyoBrHY Paracetamol Bif BXxe 3aTBepXEHOro
6nictepun B BMPOGHMKA, A5 AKOTO Bigdynack 3mMiHa Ha3BW 6e3 3MiHN agpecu
KapPTOHHI KOpoOLyi BMPOGHMKA
59. E®PEPA/TTA | cynosuTopil YMNCA CAC PpaHLin YMNCA CAC PpaHLin BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 6e3 UA/5237/03/03
H pekTanbHi no 300 mr 3MiHM | TUMY - NOAAHHA OHOBNIEHOTO cepTudikarta BifnoBigHOCTI peyenma
no 5 cynosutopiis y €sponelicbkiin hapmakonei Ne R1-CEP 1996-039-Rev 04 ans
6nictepi; no 2 aitoyoi pevoBuHM Paracetamol Big Bxe 3aTBepAKEHOro
6nictepu B BMPOGHWKA, A1 AKOro Bigdynack 3mMiHa Ha3Bu 6e3 3MiHu agpecu
KapTOHHI Kopoo6Li BUpPOGHMKa
60. EXIHALEI HacTolka MAT Ykpaina MAT "rannuchapm" Ykpaina BHECEHHS 3MiH [0 peecTpaLliiiHux maTepiasis: - UA/12517/01/01
NYPNYPOB | (cy6cTaHuis) B "Tannudapm” 3MiHu | TUny - 3MiHM 3 skocTi. A®l. BUpo6HMUTBO. 3MiHM B MpoLeci
ol 60uKax nosaiMepHUx BMpOo6HULTBa AP| (He3HaYHa 3MiHa y npoueci BUpobHuuTea Adl)
HACTOWMKA | ans supo6HuuTBa BHECEHHS 3MiH 0 po3giny 3.2.S.2. Mpouec BnupobHuuTBa AdI,
HecTepuIbHNX 30Kpema: BUKIaAEHHS TEKCTY KOPOTKOro ONWUCY TEXHO/ONYHOro
nikapcbknx oopm npoLiecy Ta TEXHOMOTYHOI CXeMU BUPO6HULTBA AP| B HOBIl
pegaxuil.
61. 3BIPOBOK | HacToiika NAT Ykpaina MAT "Tannudapm* Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/12515/01/01
HACTOWMKA | (cy6cTaHuis) B "Tanuudapm" 3MiHu | TUNYy - 3MiHK 3 AKkoCTi. A®l. BUpo6bHMLTBO. 3MiHM B npoLeci

60oukax noniMepHmNX
AN BUpo6HMLTBA
HecTepuIbHNX
nikapcbknx hopm

BMpobHUUTBa AP| (He3HauyHa 3MiHa y npoueci BupobHuutea AdI)
BHECEHHS 3MiH [0 po3ainy 3.2.S.2. Mpouec B1upobHuuTBa AdI,
30KpemMa: BUKNaAEHHS TEKCTY KOPOTKOrO ONWUCY TEXHO/ON4YHOro

npouecy Ta TEXHOMONYHOI cxeMun BUPOGHMLTBa ADI B HOBIlA
pegakuii
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
62. 3EPBAKCA | nopowok ans Mepk Wapn i LLiBeiiuapis BMPOGHMLTBO 3a CLUA/ BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16362/01/01
® KOHUEHTpaTy Ans Joym IAEA NOBHWM LK/IOM dpaHuin AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
pPO34UMHYy Ans 6X Crepi-®apwma, 3a8BHMKa (BNacHvKa peecTpauiiHoro NocBigYeHHs) - 3MiHa Ha3Bu
iHcpysiiA, 1 1/0,5; no NNC, CWA; Ta agpecy 3asiBHVKa
10 donakoHiB 3 anbTepHaTUBHWIA
NOPOLUKOM Y BUPOBHMK:
KapTOHHIA Kopoo6Li BTOPUHHE
nakyBaHHsl,
BiANOBIAaIbHWI 3a
BMMYyCK cepil
Na6opaTtopii Mepk
LWapn i foym
LLIn6pe, PpaHujis
63. 3NOMIUWNH | TabneTtku, BKpUTI KYCYM IHAis KYCYM IHpis/ BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/10672/01/01
® 060/10HKO0, N0 250 XENTXKEP NBT XENTXKEP MNBT Ykpaina 3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIN Nikapcbkuii 3aci6. 3MiHN Y peyenmom
Mr no 6 abo no 21 nTa NTA, IHpia BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn dianasoH po3mipy
Tabnetuiy énictepi; abo cepil) rotToBOro nikapcbkoro 3acoby (36inbLueHHs 0o 10 pasis
no 1 6nictepy y TOB "KYCYM MOPIBHAHO i3 3aTBEPAXEHUM PO3MiIPOM) BBEAEHHS [0AaTKOBOro
KapTOHHI ynakoBL,i PAPM", YkpaiHa po3mipy cepii [N13 agns Bupo6Huka TOB "KYCYM ®APM", YkpaiHa
4ns nosyBaHHA 250 mr. 3aTBepaxeHo: Po3mip cepii: 100 000
Tabnetok 3anponoHoBaHo: Po3mip cepii: 100 000 Tabnetok 200
000 TabneTok
64. 3UOMIUUH | TabneTku, BKPUTI KYCYM IHais KYCYM IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/10672/01/02
® 060/10HKOH0, Mo 500 XENTXKEP NBT XENTXKEP NBT YkpaiHa 3MiHu | TUNY - 3MiHK 3 AKOCTI. [OTOBWMIA Nikapcbknii 3aci6. 3MiHn y peuyenmom
Mr no 3 Tabnetkn y nTa NTA, IHaia BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IKoYatoumn dianasoH po3mipy
6nictepi; no 1 abo cepil) rotToBOro nikapcbkoro 3acoby (36inbLueHHs 0o 10 pasis
6nictepy y TOB "KYCYM NOPIBHSAHO i3 3aTBEPAKEHMM PO3MIPOM) BBEAEHHS 404ATKOBOroO
KapTOHHIA ynakoBLi PAPM", YkpaiHa po3mipy cepii 113 agns Bupo6Huka TOB "KYCYM ®APM", YkpaiHa
Ansa fnosysaHHsa 250 mr. 3aTteepmxeHo: Po3mip cepii: 100 000
Tabnetok 3anpornoHoBaHo: Po3mip cepii: 100 000 Tab6netok 200
000 TabneTok
65. 30KOP® TabneTkun BKpUTI Mepk Wapn i LLBeliuapis Brpo6HMK Benuka BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/0645/01/01
DOPTE NAiBKOBOO [oym lgea IHk Hepo3dacoBaHoi Bputanis/ 3MiHn | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
060/10HKO0 10 40 Mr npoaykuii, HigepnaHan thapmakoHarnagy. BeefeHHa abo 3miHM [0 y3arasibHEHUX faHUX
no 14 tabnetok y KOHTPO/1b AKOCTI: npo cuctemy thapmakoHarnsgy (BBeeHHS y3arasibHeHUX AaHnX
6nictepi; no 2 Mepk Wapn i npo cmuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXKeHOT ocobw,
6nictepu B [oym Nimitepn, BiANOBIAANbLHOI 3a 34iiCHEHHSA (hapMaKoHarnsay; KOHTakTHOT
KapTOHHilA KOpo6Li Benuka bBpuTaHis 0cobu 3 thapmakoHarnsgy 3asBHUKa 15 34iNCHEHHSA
MakyBaHHs, chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
BUNYCK cepil: YMNOBHOBaXXEHOT 0c0obM, BiANOBiAaNbHOT 3a 34iNCHEHHS
Mepk Wapn i hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
Joym B.B., pO3MilLeHHI MacTep-dhaiina cuctemu papmakoHarnsgy) 3miHa
Higepnanau MicLs 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLIe3HaX0KeHHsi MacTep-dhaiina
66. 30/1EB-500 | TabneTtku, BKpUTI €Bpo Nlaiidkep IHAis ®AC NimiTeq, IHAaia BHECEHHS 3MiH 40 peecTpauiiiHMX MaTepiasliB: 3MiHa 3asBHUKa 3a UA/8777/01/02
NNiBKOBOIO MpaiiBiT MimiTes (BnacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, peuenmom

06010HKot0, Mo 500
Mr, o 5 TabneTok y

23.07.2015 Ne 460) BeegeHHS 3MiH NpOTArom 3-x MicAuiB nicns
3aTBEPMAKEHHS
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
6nictepi; no 1
6nictepy y
KapTOHHI/ Kopoobui
67. 30/1EB-500 | TabneTtku, BKpUTI €Bpo Naiidkep Benuvka $AC Nimiteq, IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/8777/01/02
NNiBKOBOIO Nt BpuTaHis 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edpekTMBHOCTI Ta peuenmom
06010HKOt0, Mo 500 thapmakoHarnagy. BunyyeHHsa gosysaHHs 250 mr 3 maTepianis
Mr no 5 TabneTok y peecTpauiiiHoro gocke. BBeeHHs 3MiH NpoTsArom 3-x micsiuis
6nictepi; no 1 nicnsa 3aTBepAXeHHS
6nictepy B KOPOOL;i
68. 30/IEB-750 | TabneTku, BKpUTI €Bpo Naiidkep IHgis $AC Nimiteq, IHais BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB: 3MiHa 3asiBHUKA 3a UA/8777/01/03
NNiBKOBOIO MpaiBit MimiTes (BnacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big peuyenmom
060/10HKOI0, N0 750 23.07.2015 Ne 460) BeefeHHS 3MiH NpoOTArom 3-x Micauis nicns
Mr, Mo 5 TabneTok y 3aTBEPKEHHS
6nictepi; no 1
6nictepy y
KapPTOHHI KOpooL
69. 30/1EB-750 | Tabnetku, BKpUTI €Bpo laiidkep Benuka $AC Nimiteq, IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/8777/01/03
NNiBKOBOIO nig BpuTaHis 3MiHKM | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom
060/10HKO0, N0 750 thapmakoHarnagy. BunyyeHHsa gosysaHHsa 250 mr 3 maTepiasis
Mr no 5 TabneTtok y peecTpauiiiHoro gocke. BBeeHHst 3MiH NpoTsArom 3-x micsiyis
6nictepi; no 1 nicns 3aTBepkKeHHs
6nictepy B KOpoO6LLi
70. 3oyni TabneTku, BKpUTI Lepinr-Mnay LLiBeiiuapis Brpo6HMLUTBO ®paHuia/ BHECEHHS 3MiH 10 peecTpavyiiiHix maTtepianis: 3MiHu | Tuny - 3a UA/14120/01/01
NNiBKOBOIO CeHTpan Ict Al Hepo3dhacoBaHol HigepnaHan AIMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
060510HKo0, 2,5 NPOAYKUii, 3a8BHMKa (BNacHvKa peecTpauiiHoro NoCBifYeHHs) - YTOUHEHHS
mr/1,5 mr no 28 nepBuHHA Ta agpecy 3asBHKKa (BNacHvKa peecTpauiiHoro nocBig4eHHs)
Tabnetok y énictepi BTOPVHHA
(24 (aKkTunBHI) ynakoBKa,
Tabnetku 6inoro KOHTPO/b AKOCTI
Konbopy Ta 4 Ta TeCTyBaHHsA
(nnaue6o) TabneTkn CTabinbHOCTI:
YKOBTOTO KOJ1bOpY); [Oenbdapm Minb
no 1 6nictepy B CAC, ®paHuis;
KapTOHHI KOpooLi KoHTpOsb siKoCTi
pasom 3 Ta TeCTyBaHHsA
KaneHgapem cTabinbHOCTI:
HakKNekow 3 AHAMMN H.B. OpraHoH,
TUXHSA Higepnanaw;
Bunyck cepii:
Mepk Wapn i
Joym B.B.,
Higepnanau
71. 3oyni TabneTku, BKpUTI LWepinr-Mnay LLiseiiuapis Brpo6HMUTBO ®paHuia/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/14120/01/01
NNiBKOBOIO CeHTpan Ict Al Hepo3dhacoBaHol Higepnangy | 3miHu | Tuny - 3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peyenmom
060/10HKOM, 2,5 npoaykuii, KOHTelHep/3aKynoptoBasibHKA 3aci6. 3MiHa nocTavasibHKKa
mr/1,5 mr nepBrHHa Ta nakyBaslbHUX MaTepianis a60 KOMMNAEKTYOUNX (SKLLO 3a3HaYeHo B
no 28 TabneTok y BTOPVHHA [ocbe) (BUyYeHHs noctadasibHnka) OHoBNeHwWin po3gin 3.2.P.7.
6nictepi( 24 yNaKoBKa, CucTeMa KoHTelHep/3akynoproBasibHUiA 3aci6: BUAaNEHHS
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
(axkTuBHI) TabneTkM KOHTPO/b AKOCTI iHchopmawii Lo nocTavanbHYKIB NakyBasibHOTO Martepiany Ta
6inoro konbopy Ta 4 Ta TeCcTyBaHHS 06’eiHaHHA 3 OKpeMMX AoAaTKiB LLOA0 NakyBasibHUX MaTepianis B
(nnaue6o) Tabnetku cTabinbHOCTI: €4VHWIA po3gin.
YKOBTOrO KOJ1bOpY); [Jenbdapm Minb
no 1 6nictepy B CAC, ®paHuis
KapTOHHI KOpooLi KoHTpOosb siKoCTi
pasom 3 Ta TeCTyBaHHsA
KaneHgapem cTabinbHOCTI:
HakKNekow 3 AHAMMN H.B. OpraHoH,
TUXHSA Higepnangn
Bunyck cepii:
Mepk Wapn i
Joym B.B.,
Higepnanau
72. I30-MIK® 5 | Tabnetku TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTepiasiis: 3a UA/3186/03/01
Mr cy6niHreanbHi no 5 "MIKPOXIM" "MIKPOXIM" 3MiHM | TUNy - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro peyenmom
Mr no 50 TabneTok y nikapcbkoro 3acoby (iHwWi 3MiHM y MeTogax BUNpobyBaHb
6aHui, no 1 6aHuj y (BKtOYaKOUM 3aMiHy abo [ONOBHEHHS))
nadui 3 KapToHy
73. INOH® mMasb, no 251, 50T, Llecpa HimeuyunHa Bunyck cepii: HimeuyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 6e3 UA/16843/01/01
KNACIK 100 ry Ty6i Ne 1 ApuHaimiTTeNb Llecpa 3MiHn | TURY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenma
m6X i Ko. KI ApuHaiimiTTens hapmakoHarnisgy. BeegeHHs abo 3MiHM [0 y3ara/ibHEHUX JaHMX
v6X i Ko. KT, npo cuctemy dpapMakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHuX
HimeuunHa npo cuctemy dpapMakoHarnsgy, 3MiHa ynoBHOBaXXeHO! ocobum,
Bupo6bHMLTBO BiANOBIAa/IbHOT 3a 34iICHEHHS (hapMakoHariagy; KOHTakTHOI
Hepo3acoBaHoro 0co6m 3 thapmakoHarnsagy BHECEHHS 3MiH 40 peecTpauiiHux
NPOAYKTY, marepianis:
nepBuHHe Ta 3anBHUKa 419 3AiiCHEHHS hapMakoHarnagy B YKpaiHi, AKLO BOHa
BTOPVIHHE BiAMIHHA Bif YyNOBHOBaXeHOI 0cO6U, BiAMNOBIAa/IbHOI 3a
nakyBaHHs: 3aiicHeHHs chapmakoHarnsgy (BKIHYaKUM KOHTaKTHI faHi) Ta/abo
eTon 3MiHM Yy PO3MiLLIEeHHI MacTep-ghaiina cuctemmn oapMakoHarnsay)
lesyHaxaitcndne 3MiHa KOHTaKTHOT 0CcO6M 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
re- yHa chapmakoHarnsgy B Ykpaini. [litova pefakuis: KpacoBcbkuii Tumyp
dapmanpogykre JleoHigoBuy. NponoHoBaHa peAakuist: BoWTeHKo AHTOH
'vm6X, HimeuunHa leopriiioBuY. 3MiHa KOHTaKTHUX AAHUX KOHTaKTHOT 0co6m
3aABHUKA, BiAMNOBIAANbLHOI 3a 3AiiCHEHHs hapmakoHarnagy B
YKpaiHi.
74. IH®AHPUK | cycneHsis (DTPa- "nakcoCmiTKns Benuka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/15832/01/01
C™ IMB XIB | IPV) gns iH'ekuii no H Excnopt BpuTtaHis Bionogxikans C.A. 3MiHU | TUNY - Y3roMKEHHS MaTepianiB peecTpauiiHoro focke 3 peyenmom
1 0,5 mn (1 gosa) Ta Nimiteq BMPOGHMYOI0 MPaKTMKOIO LLIOAO AOKYMEHTALT, sika
INFANRIX™ | niocpinizaT (Hib), BMKOPUCTOBYETbLCS MPY KOHTPONi SIKOCTi NPV BUPOOHMLTBI
IPV HIB cycneHsis (DTPa- NPOMIXHOr0 NPOAYKTY iIHAKTUBOBAHOr0 MOHOBa/IEHTHOTO
KOMBIHOB | IPV) gns iH'ekuiin no noniosipycy (IPV). BHeceHHs1 pefakuiiiHuX NpaBokK A0 po3giny
AHA 0,5mn (1 po3a) y 3.2.5.24
BAKUVHA nonepegHL0
Aanda HanoBHeHOMY
MPO®INIAK | oaHopa3oBoMy
TUKN wnpuui Nely
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
DNODTEPII, KOMM/IEKTi 3 ABOMA
NnPABLUA, ronkamm Ta
KALWWIKOKY | niocinizat (Hib) y
(AUENONA | donakoHi Nel, wo
PHWNIA 3Mily0TbCS nepes
KOMIMOHE BUKOPUCTaHHAM: NO
HT), 1 nonepefHbO
noniomie HanoBHeHOMY
Nty TA 0flHOpa3oBOMYy
3AXBOPHO LINPULY Y KOMMIEKTI
BAHb, 3 IBOMa rosikamu Ta
3BYAHUNKO | 1 chnakoHom 3
M AKNX € niogpinizatom (Hib) y
HAEMOPHI | BakyyMHiii
LUS CTepusbHIl
INFLUENZA | ynakosuj; mo 1
ETVNY B BaKyyMHiii
CTepusIbHIli ynakoBLi
Y KapTOHHiIli kopobui
3 MapKyBaHHsAM
YKparlHCbKO MOBOIO
75. IHOE3O/I® | po3unH ANs iHdy3il BEPNIH-XEMI HimeuyunHa BEPIIH-XEMI Al HimeuyunHa BHECEHHS 3MiH 40 peecTpaliiiHMX MaTepiasiB: 3MiHW | TUMy - 3MiHK 3a UA/0192/01/02
40 no 250 mn a6o no Al y MeToAax B1npobyBaHHS rOTOBOro NiKapCbKoro 3acoby T. peyenmom

500 Mn y dhiakoHi;
no 10 chnakoHiB y
KapTOHHIA KOopooLi

KinbkicHe BU3Ha4YeHHs KCUNITy foAaBaHHSA aflbTePHATUBHOIO
MeToay TUTPYBaHHSA HaTPIlo rigpokcuaom (BapiaHT 2) A0 BXe
3aTBEPKEHOr0 TUTPYBaHHS HaTpito TiocynbdaTom (BapiaHT 1), T.
laeHTudbikaLis ioHIB kanito, HaTpilo AoAaBaHHS anbTepHaTUBHOIO
MeToAy ATOMHO-eMICIHOT CNeKTPOMETPIT A0 BXe 3aTBEepAKEHOI0
ATOMHO-abcop6L;iiiHOI cnekTpoMeTpii, T. KiflbkicHe BU3HAYEHHS
iOHIB HaTPIlo, Kanito foAaBaHHSA aflbTEPHATUBHOIO METOAY
Monym siHoi ATOMHO-eMICi/iHOT CneKTpoMEeTpIT J0 BXe
3aTBEPAXEHOr0 MeTofy ATOMHO-abCcop6OLiiiHOT cnekTpoMeTpis;
pefakuiiHi npasku, T. KiflbkicHe BU3HAYEHHS iOHIB MarHito
[ofaBaHHA albTEPHATUBHOIO MeToay ATOMHO-abCcop6LiHOT
cnekTpomeTpis (BapiaHT 1) A0 BXe 3aTBep)KEHOro MeToay
ATOMHO-abcopbUiliHOT cnekTpomeTpis (BapiaHT 2). BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB MiCNA 3aTBEPIKEHHS; 3MiHM | TUNY - 3MiHK
BMNpOo6yBaHb abo AOMYCTUMUX MEX, BCTAHOBEHUX Y
cneumdikauisix, nig yac BUPOOHULTBA FOTOBOrO NiKapCbKoro
3aco06y - 3MiHW BUNPOGYBaHb y NpoLeci BUPOOHULITBA - BUNYYEHHS
BMICTY IOHIB Kanito, HaTpito, MarHito, KCUITy, OCKISIbKM KOHTPO/b
NPOBOAUTLCS Ha BUMYCK Cepil rOTOBOro NiKapCbKoro 3acoby; 3MiHu
| TMny - 3mMiHa y MeTofax BUNPo6yBaHHS NEPBUHHOT YNaKkoBKK
roTOBOrO J1iKapCbKOro 3acoby - fofaBaHHs aflbTePHATUBHOIO
METOAY KOHTPO/II0 3a T. 3arasibHUil BMICT 30/11 /11 TyMOBMX
npo6ok (in-house) Ao Bxe 3aTBepmxeHoro metoay (EP. 3.2.9);
3MiHu Il TNy - 3MiHa Yy NePBUHHIA YNakoBL,i FOTOBOTO JliKapCbKOro
3ac00y - 3MiHU AKICHOTO Ta KifIbKiCHOro cknagy ryMmoBux Npo6ok
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
76. IHOE3O/I® | po3uvH ANs iHdy3il BEP/TIH-XEMI HimeuunHa BEP/IH-XEMI AT HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiaslis (MOBTOPHUIA 3a UA/0192/01/02
40 no 250 mn a6o no Al posrnag): 3miHu | Tuny: 3MiHn 3 KoCTi. FTOTOBUIA Nikapcbkuii 3aci6. peuenmom
500 mA 'y orakoHi; CrabinbHicTb. 3MiHa y TepMiHax npugaTHocTi abo ymosax
no 10 chnakoHiB y 36epiraHHsa roToBOro NiKapCbKoro 3acoby (36ibLIeHHS TEPMiHY
KapTOHHiA KOpoo6Li NpUAATHOCTI FOTOBOTO JiKAPCLKOro 3acoby) - 1 Toprosoi
ynakoBku (NiATBEPAKYETbCS AAHNMMN PEaSIbHOIO Yacy) -
36inbLUeHHs TepMiHy npugatHocTi ans [N3. 3aTtBepxeHo: 24
Micsij. 3anponoHoBaHo: 36 MicAuiB. BBeeHHS 3MiH NPOTArom 6-
TN MiCALB NicNs 3aTBEpMKEHHSA. 3MiHM | Tuny: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. CTabinbHICT. 3MiHa Yy TepMiHax
npuaatHocTi abo ymoBax 36epiraHHs roTOBOro NikapcbKoro 3acoby
(3miHa B ymoBax 36epiraHHs roTOBOro NikapcbKoro 3acoby abo
nicns po34YMHEHHA/BIHOB/IEHHS) - 3MiHA B yMOBax 36epiraHHs
roToBOro fikapcbkoro 3acoby, a came 3aTBepmxeHo: «3bepiratu
npu Temneparypi He Buwe 25°C Ta y 3axuweHomy Bif 4ii ceitna
Micui!». 3anponoHoBaHo: «36epiratn Npu Temneparypi He BuULLE
30°C! 36epirati do1akoHM y 30BHILLHI/ YNakoBLi Bif Aji cBiTNa».
«He 3amopoxyBaTtu!» 3MiHV BHECEHI B iIHCTPYKLIitO 4151 MELUYHOTO
3acTocyBaHHs y pp. "TepMiH NpuaaTHocT" Ta "YMoBU 36epiraHHsA",
K HACNiJOK — BIAMOBIAHI 3MiHU Yy TEKCT MapKyBaHHS yNakoBKu
nikapcbkoro 3acoby. BeeAeHHsi 3MiH NpOTArom 6-Tn MicsuiB nicns
3aTBEPAKEHHS.
77. IPUHOTEK KOHUEHTpaT ans MicTtpan Kenitan AHrnisA AkTasic ITanis ITania BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | Tuny - 3a UA/14240/01/01
AH-BICTA NpUroTyBaHHA MeHeKMeHT C.n.A. AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHsA Ta/abo agpecu peyenmom
pO34MHy ons Nimiten MiCLii NPOBaPKEHHS AiSNIbHOCTI BUPOOHUKa/iMnopTepa roToBoro
iHcpys3iiA, 20 mr/mMn no NiKapcbKoro 3acoby, BKIOYaouM AinbHULI BUNYCKy cepii abo micue
5 mn (100 mr) a6o NpPOBeAEHHS KOHTPOIHO AKOCTI. (4isNbHICTb, 3a Ky Bignosigae
no 15 mn (300 mr), BMPOGHMK/IMNOPTEpP, BK/KOYAKYM BUMYCK CEpIili) - YTOUHEHHS
a6o 25 mn (500 mr) aapecy BupobHuka AkTasic Itania C.n.A., Itanis 6e3 3MiHu micus
y donakoHi; no 1 BMPO6HMLTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB nicas
donakoHy B 3aTBepPKEHHS)
KapTOHHI KOpoo6Li
78. KAM®OPH onia gnsa MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis: 6e3 UA/0725/01/01
AoniAa 30BHILUHBbOIO dapmaLeBTuyHa dapmaueBTUyYHa 3MiHM | TUNy - 3MiHa Ha3BW BUpo6HUKa A®| Kamchopy pauemiyHor, peyenma
3actocyBaHHs 10 %, habpuka habpuka "Biona" 6e3 3MiHN MicLA BUPO6HMLTBA
no30mny "Biona"
dhnakoHax; no 30 mMn
y donakoHi, no 1
donakoHy B mauuji 3
KapTOHyY
79. KAPBIAOH TabneTkun, BKPUTI Mikpo /la6c IHAiA Mikpo labc IHAaia BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/14874/01/01
- MR NAiBKOBOO Nimiteq Nimiteq 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom

060/10HKOI0 3
mMoandikoBaHUM
BMBI/TbHEHHAM MO 35
Mr no 10 TabneTok y
6nictepi; no 10
6nicTepiB B

BUPOGHUUTBI. 3MiHa po3mipy cepii (BKIYaloumM gianasoH po3mipy
cepil) roToBOro NikapcbKoro 3acoby (iHLWi 3MiHK) 3MiHa po3mipy
cepii N3
3aTBEPAXEHO: MiHIMasIbHUIA po3mip cepii 150 000 TabneTok —
MakcuMasbHuiA po3mip cepii 1 500 000 TabneTok;
3anponoHoBaHo; 500 000 Ta6netok (5 000 ynakoBoK)




61

Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
KapPTOHHIW nayuj
80. KAPI3OH PO3YUH HaLLKIpHWiA Oepmadchapm Al HimeuunHa Mibe Mmb6X HimeuunHa BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3MiHK 3a UA/10950/01/01
0,5 mr/1rno 15 mn ApuHarimitTens oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHa y peyenmom
a6o 30 mn abo 50 KOPOTKIili XapakTepucThL,i NikapCbKOro 3acoby, TeKCTi MapKyBaHHS
M1y hnakoHi 3 Ta IHCTPYKUIT AN MegMYHOro 3aCToCyBaHHA Ha NigcTasi perynspHo
KpanesibHMLer Ta OHOB/OBAHOTO 3BITY 3 6e3neKn Nikapcbkoro 3acoby, abo
KoBnaykom; no 1 JocnimkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby B
donakoHy B nicnsipeecTpauiiinii nepiog, abo sik pe3ynbTaT OLiHKW 3BiTYy 3
KapTOHHIM nayui JocnigpKeHb, NpoBeAeHVX BIANOBIAHO A0 NiaHy negiaTpuyHmnx
pocnigpkeHb (PIP) (3MiHY y3rof)XeHo 3 KOMNEeTEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHI [10 IHCTPYKLiT y
po3ginu: "OcobmBOCTI 3acTocyBaHHS", "IMoGiYHI peakuji” - 3rigHO 3
OaHyMK Wwoao 6e3neky Aitoyoi pevyoBUHU. YTOUHEHO
chopmyntoBaHHA hapmakoTepaneBTUYHOT rpynu 3rigHo 3
Knacudpikatopom chapm. rpyn. i kogis ATX BOO3. 3 iHCTpyKLUii
BW/Iy4eHO iHhopMaLito Npo 3asBHKKa; 3MiHK || Tuny - 3MiHK WoA0
6e3nekn/edheKTUBHOCTI Ta papmakoHarnsgy. 3MiHu y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
IHCTPYKLT AN MEAUYHOTo 3aCTOCYBaHHA Y 3B'A3KY i3 HOBUMM
OaHuMK 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHAMW faHUMU Ta faHuMu 3
hapMakoHarnsay - 3MiH1 BHECEeHi 40 IHCTPYKLUiT y po3ain
"Moka3saHHA"; Ta po3ainu: "dapmakosoriyHi BNacTueocCTi",
"MpoTmnokasaHHA", "B3aemMogis 3 iHLWIMMKU NikapcbkrMy 3acobamu
Ta iHWi BMAM B3aemogiin”, "OcobamBoCTi 3acTocyBaHHA" (Y T. 4.
"3acTocyBaHHs y nepioA BariTHOCTi abo rogyBaHHs rpyaar”,
"3[aTHICTb BNAMBATU Ha LWUBUAKICTb peakLii npy kepyBaHHi
ABTOTPAHCMOPTOM iHLIMMK MexaHizmamun", "Cnoci6 3acToCyBaHHs
Ta gosu" (y T. u. "[itn"), "Mepeno3yBaHHs", "MobiuHI peakwyii;
Po3gain "Aitn". 3MiHK 3rigHO 3 MaTepiasiamy peecTpaLiiHoro
[OCbE.
81. KBITIB eKCTpaKT piakunii NAT Ykpaina MAT "Tannudapm” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: - UA/12458/01/01
POMALLKWN (cybeTaHuis) B "Tanuudgpapm" 3MiHu | TUNYy - 3MiHK 3 AKoCTi. A®l. BUpo6bHMLTBO. 3MiHM B npoLieci
EKCTPAKT 604Kax NosiMepHUX BMpOoGHULTBa A®| (HE3HA4YHAa 3MmiHa Y npoueci BUpobHuuTBa AdI)
PIAKNIA 3 KpyiLKamu ans BHECEHHS 3MiH [0 po3ainy 3.2.S.2. Mpouec B1upobHuuTBa AdI,
BMPOGHULITBA 30Kpema: BUKIafeHHS TEKCTY KOPOTKOro ONucy TEXHO/OMNYHOro
HecTepuIbHNX npoLecy Ta TEXHOMOrMNYHOI cxeMn BUPOBHMLTBA AD| B HOBIl
Nikapcbknx popm pegakuii
82. KETOPO/IA | po34vH ANs iH ekuiid, ToBapucTBO 3 Ykpaina BiiNOBIfaNbHWIA 32 YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3miHu | TRy - 3a UA/17057/01/01
K- 30 mr/mn, no 1 mn B obmexeHot BMPOGHMLTBO Ta AIMIHICTPaTMBHI 3MiHWN. BryuyeHHs1 BUPOGHMYOI AinbHNL peyenmom
MIKPOXIM amnyni, no 5 amnyn BignoBigasbHICT KOHTPONb/BUNPOBY (BKNoYatoum ginbHULi ons APl NPOMiKHOIO NPOAyKTY abo
y kaceri, no 2 0 HaykoBso- BaHHSA cepii, He roTOBOrO /iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
KaceTu y nauyj 3 BMPOGHMYA BK/IOYA0UM nakyBaHHs1, BUpOGHYKa, BiANoBiAaNbHOIO 3a BUMYCK Cepiid, Micue
KapToHy hipma BUNYCK cepil: npoBefileHHA KOHTPOJI0 cepil) abo noctavyanbHUKa BUXiAHOMO
«MIKPOXIM>» MpuBaTHe marepiany, peareHTy abo A0NOMIKHOT PEYOBUHM (SKLLO 3a3HaYeHo
akKujioHepHe y [OCbE) - BUTYYEHHS BUPOOHMYOI AibHNLi «TOBapucTBO 3
TOBapUCTBO 06MeXeHoIo BiAnoBigabHICTI0O HaykoBO-BMpO6GHUYa thipma
«Jlekxim-XapkiB», "MIKPOXIM" (nabopartopis 6ionoriyHoro aHanisy)» 78 rotosoro
YKpaiHa; niKkapcbKoro 3acoby 3a agpecoto: Ykpaida, 93009, JlyraHcbka 0611.,
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
BiANOBiAaIbHMI 3a M. Py6ixHe, Byn. MoyaiBcbka, 9 (3a/mwnniace 3aTBepakeHa
BUNYyCK cepii, He BUPOGHMYa AinbHULSA [NpuBaTHE akLioHepHe ToBapuCTBO "JlekxiMm-
BK/IHOYa0UU Xapkis", LLIO BUKOHYE TaKy camy (OyHKLIO, L0 i1 BUTYYEHWi1)
KOHTPO/b/BUNPOBY BBefeHHS 3MiH NpOTArom 6-TU MiCALIB MiCNs 3aTBEpPMXEHHS
BaHHA cepii:
ToBapucTeo 3
06MeXeHO
BigNoBiAa/IbHICTIO
HaykoBo-
BMPOGHMYa hipma
«MIKPOXIM>,
Ykpaina
83. KNEKCAH® | po3uvH Ans iH'eKuil, TOB "CaHodhi- Ykpaina CAHO®I PpaHuin BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/7182/01/01
10 000 aHTK-Xa ABEHTIC BIHTPOMM BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: peuenmom
MO/mn, Ne 10 (2x5): YkpaiHa" IHOACTPIA 3MiHu Il TNy - 3MiHK B Npoueci BUpo6bHuuTBa Ad| (3miHa
no 0,2 Mny wnpuy- CTOCYETbCSA aKTMBHOI PEYOBMHU 6i0NO0riYHOro/iMyHOs0rNYHOT0
[003i i3 3aXMCHO0 NOXOKEHHS 260 BUKOPUCTaHHSA XiMidHMX APl y BUPOBHULTBI
CUCTEMOIO TOJIKK, Mo nikapcbkoro 3acoby 6i010riYHOro/iMyHOOMNYHOTO NOXOMAXKEHHS,
2 wnpuy-go3n y AKa MOXXe MaTu 3HaYHWIA BNIMB Ha AKICTb, 6e3neky Ta
6nictepi, no 5 epeKTMBHICTb NikapcbKoro 3acoby, i He CTOCYETbLCSA NPOTOKOY)
6nictepiB y
KapTOHHI kopo6uyj;
no 0,4 mny wnpuu-
[03i i3 3aXMCHOI0
CMCTEMOIO FO/IKW; NO
2 Wwnpuy-aosuy
6nictepi; no 5
6nictepiB y
KapTOHHI KOopoo6Li
84. KNEKCAH® | po3uuH ans iH'eKuili TOB "CaHochi- Ykpaina CaHodhi-ABeHTIC HimeyunHa/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/10143/01/01
300 no 10 000 aHTK-Xa ABEHTIC Hoiunang MmoéxX, IcnaHis 3MiHu Il TNy - 3MiHK B Npoueci BUpo6HMuTBa Ad| (3MiHa peuyenmom
MO/mn Ne 1 (no 1 YkpaiHa" HimeuunHa CTOCYETLCSA aKTMBHOT PEYOBWHN 6i0N0rYHOro/iMyHOOMNYHOIo
6araTo030BOMY SAMAP XENC NMOXO)KEHHS 260 BUKOPUCTaHHS XiMiuHuX ADI - BBEAEHHS
dhnakoHy no 3 M B KEAP CEPBICI3 [04,aTKOBOro npotecy BupobHuytea Adl, skuii byae
KapTOHHiiA Kopo6Ly) MAOPUA, CAY., BMKOPWCTOBYBATUCS HA OCTAHHLOMY eTani CyLWiHHA APl ans
IcnaHis npinbHUU Aventis Pharma Manufacturing Pte Ltd., Singapore, a
came: fofaBaHHs MPOoLeCy BiAHOB/IEHHS LLMSXOM PO34YMHEHHS B
[LeniporeHHii o4nLLEHI BOAI 3a/IULLIKIB €HOKCUNAapUHY HaTpito, Ak
3a/IMLLINNCA B PO3NUIIIOBAVIBHIN CyLuapLi, CNpsiMOBaHe Ha
NigBULLEHHS NPOAYKTUBHOCTI NPOLLECY BUPOOHULITBA LLISAXOM
360py Ad®I, sika nonepeaHLO BTpayasiacs Npy OUULLLEHHI
06nagHaHHSA
85. KNnoanoE PO34UH ANS iH KL, yopna TypeyuunHa Medap Inau CaH. TypeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/16930/01/01
H 25 mr/mano 3 mny MEOMUNH A.L. 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta peyenmom
amnynax, no 5 INAY CAH. BE thapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHuX
amnyn y KOHTYpHIiA TIOK. A.LL. npo cuctemy dpapMakoHarnsgy (BBeAeHHs y3arasibHeHUX JaHuX

YapyHKOBIl

npo cuctemy dpapMakoHarasgy, 3MiHa ynoBHOBaXXEHOT 0cobu,
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
ynakosLj; 1 BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
KOHTYpHa YapyHkoBa 0cobu 3 chapmakoHarnsagy 3asBHUka A1 34iRCHEHHSA
ynakoBka B thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
KapTOHHIA Kopoo6Li yMOBHOB&XeHOT 0cobu, BigNoBiganbHOT 3a 34iACHEHHS
hapmakoHarnagy (BKiovaoUun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MilLeHHI MacTep-thaiina cuctemmn hapmakoHarnsagy) 3miHa
yMOBHOBaXeHOT 0cobu BiANOBiAa/IbHOI 3a hapmakoHarnsag: fitoya
pegfakuis: XtoceliH Torisni / Mr. Huseyin Tonyali. NMponoHoBaHa
pegakuis: Mescim Inbk6axap fiHuens / Mrs. Mevsim llkbahar
Dincel. 3MiHa KOHTAKTHUX AaHWX YNMOBHOBaXEHOI 0co6H,
BiANOBIAa/IbHOT 3a hapmakoHarnsag. 3MiHa KOHTaKTHUX AaHnx
KOHTaKTHOI 0co6W, BiANOBIAA/ILHOI 3a thapmakoHarnsag. 3miHa
MicLS 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLIe3HaXO/DKEHHSI MacTep-chaiina.
86. Knoaia TabneTku, BKpUTI AnsoreH IMNKo TNMokcembypr BVMPOGHMLTBO, pevis BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/13673/01/01
NNiBKOBOIO C.ap.n. nepBrHHE Ta AIMIHICTPaTMBHI 3MiHW. BryuyeHHsI BUPOGHMYOI AinbHNL peyenmom
060/10HKO10, M0 75 BTOPVHHE (BKNtovatoum ginbHULi ons APl NPOMXHOIO NPOAyKTY abo
mr no 10 TabneTok y nakyBaHHs: roToOBOro Nikapcbkoro 3acoby, AifbHULi 4715 NPOBEAEHHS
6nictepi; no 3 abo PAPMATEH C.A,, nakyBaHHs1, BUpOGHYKa, BiANOBiAaNbHOIO 3a BUMYCK Cepiid, Micue
10 6nicTepiB y nauui Ipeuist; npoBefieHHA KOHTPO/I0 cepil) abo nocTtavyanbHUKa BUXiAHOMO
3 KapTOHY BVMPOGHMLTBO, marepiany, peareHTy abo A0NOMIKHOT PEYOBMHM (SKLLO 3a3HaYeHo
nepBrHHE Ta y [OCbE) - BUTyYeHHSI BUPOGHMYOI AinbHuui N3 BignosiganbHoi 3a
BTOPVHHE Bunyck cepii - PAPMATEH C.A., peuis
nakyBaHHs, BUNYyCK
cepii:
PAPMATEH
IHTEPHELLUHN
CA, Npeuis
87. KONEOAH Kpanni opasibHi, YOPNA TypeyunHa YOPNA TypeyunHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/16448/01/01
po34yrH no 10 mny MEANUNH MEANLUWH INAY 3MiHu | TMNYy - 3MiHK WoA[0 6e3nekn/edeKTBHOCTI Ta peuyenmom
donakoHi INAY CAH. BE CAH. BE TIAX. hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHnX
KpanenbHuui; no 1 TIOXK. A.LL. ALl npo cuctemy thapmakoHarnsgy (BBeieHHS y3arasibHEHUX AaHnX
donakoHy B npo cuctemy papMakoHarssgy, 3MiHa ynoBHOBaXXeHOT 0cobm,
KapTOHHIlA Kopoo6Li BiANOBIAANbLHOI 3a 3ilicCHEHHS thapMakoHarnsay; KOHTakTHOT
0ocobu 3 chapMakoHarnsay 3asBHuUKa gisi 3ailicHeHHS
hapMakoHarnisaay B YkpaiHi, SIKLWLO BOHA BigMiHHA Big,
yMNOBHOBaXXeHOT 0cobM, BiANoBiAaNbHOI 3a 34iACHEHHS
hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
po3MiLeHHI MacTep-haiisia cucteMmn hapmakoHarisgy) 3miHa
yNOBHOBaXeHOT 0cobu BiANOBiAabHOI 3a hapmakoHarnsag: fitoya
pepakuis: XtoceiiH ToHisni / Mr. Huseyin Tonyali. MponoHoBaHa
peaakuist: MeBcim Inbkbaxap AiHuens / Mrs. Mevsim llkbahar
Dincel. 3MiHa KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0co6H,
BiANoBiAaNbHOI 3a thapmakoHarnsag,. 3miHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0Cco6W, BignoBigasibHOI 3a hapMakoHarisg,. 3miHa
MicLS 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLie3HaxXopKeHHsi MacTep-dhaiina
88. KOJZIOMIUW | nopoliok ans TOB "TeBa YKpaiHa Bupo6HMLTBO [aHis/ BHECEHHS 3MiH 40 peecTpaLiiHnX MaTepiasiB: 3MiHW | TUNy - 3MiHK 3a UA/7533/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
H IH'eEKLIA pO34nHy ons YkpaiHa" Hepo3dacoBaHoro Benuka 3 AKOCTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa peyenmom
iH'ekwii, iHdysiin abo NpOAYKTY, BpuTaHis/ iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOsI0
iHranauin no 1 000 nepBrHHa YropwmHa SIKOCTi FOTOBOrO MikapCcbKoro 3acoby (3amiHa abo foaaBaHHSA
000 MO 10 yrakoBKa, AiNbHULI, Ha 5Kl 3[iCHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) -
donakoHIB 3 KOHTPO/b cepil: [ofaBaHHA AinbHULL, Ha SKIl 3LiICHIETLCA KOHTPOSIb cepii Kcenis
NOpPOLLKOM B Kcenis dapmacbioTikens /14, YroplwmHa. 3miHu | Tuny - 3MiHW 3 AKOCTI.
KapTOHHIA Kopoo6Li dapmacbloTikens A®|. BupobHuLTBO. 3MiHa BUPOGHMKA BUXIAHOrO/MPOMIXXHOIO
AnC, [laHis; NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
BTopuHHa npoueci Ad®l, abo 3miHa BUpO6HMKa (BK/IOUAOUYM, Ae HEOOXiAHO,
yrakoBKa, [03BiN MicLe NpoBefeHHs KOHTposo skocTi) AdI (3a BigcyTHOCTI
Ha BUMYCK cepii: cepTudikaTa BiANoOBiAHOCTI EBponeiickkili hapmakonei y
MeH 3aTBEPKEHOMY [OCbE)(3MiHW A0 3aX0fiB, NOB'A3aHUX 3
dapmacbloTikan KoHTponem A®l, abo JofaBaHHA AibHULI, A€ NPOBOANTLCS
Cepsices JlimiTeps, KOHTPONb/BUNPOBYBaHHS cepii) - BHECEHHS 3MiH 40 MaTepianis
Benuka BputaHis; peecTpauiiHoro gocbe p. 3.2.S.2.1. BUpo6bHUKU: BBEAEHHS
KOHTpO/b cepii: [04AaTKOBOT aflbTePHATUBHOT AiNbHUL, Ha AKill 34iACHIOETLCA
Kcenis KOHTPO/b AKOCTI Ta AOCNiMKEeHHA cTabinbHOCTI ans APl
dapmacbloTikens KonictumeTaTty Hatpito Kcenis ®apmacbioTikens /1T4., YropwuHa
J14., YropwmHa
89. KO/TIOMIUW | nopoliok ans TOB "TeBa Ykpaina Bupo6bHMLTBO [anis/ BHECEHHS 3MiH [j0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3MiHK 3a UA/7533/01/02
H IH'€KLIA PO34UMHYy Ans YkpaiHa" Hepo3dacoBaHoro Benuvka 3 AKOCTi. FoTOBWIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa peyenmom
iH'ekuin, iHdysin abo NpPOAYKTY, BpuTania/ iMnopTepa/3miHu, L0 CTOCYIOTLCA BUNYCKY Cepii Ta KOHTPOJII0
iHransyii no 2 000 nepBuHHa YropwmHa SIKOCTi rOTOBOrO MikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
000 MO 10 ynaKkoBKa, AiNbHULI, Ha 5K 3[JCHIOETLCA KOHTPOL/BUNPOBYBaHHS cepii) -
donakoHiB 3 KOHTPO/b Cepil: [ofaBaHHA AinbHULI, Ha SKIl 34iICHI0ETLCA KOHTPOSIb cepii Kecenis
NOpPOLLKOM B Kcenis dapmacbioTikens /1T4., YropwuHa. 3MiHu | Tuny - 3MiHM 3 SKOCTI.
KapTOHHI KOpooLi dapmacboTikens A®|. Bupo6HMUTBO. 3MiHa BUPOBHMKA BMXiAHOTO/MPOMIXKHOIO
AnC, [laHis; NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
BTopuHHa npoueci A®l, abo 3miHa BUpo6HMKa (BKIKOYaoUK, ae HeobXiaHo,
ynakoBka, [03Bin MicLe NpoBefeHHs KOHTPOoo skocTi) APl (3a BigcyTHOCTI
Ha BUMYCK cepii: cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
MeH 3aTBEPKEHOMY [1OCLE)(3MiIHN A0 3axX0AiB, NOB'A3aHUX 3
dapmacbloTikan KoHTponem A®l, abo gofasaHHsA fibHULI, Ae NPOBOANTLCS
Cepsices JlimiTepg, KOHTPO/b/BMNPOGYBaHHS cepii) - BHECEHHSA 3MiH A0 MaTepianis
Benvka BpuTaHis; peecTpauiiiHoro gocke p. 3.2.S.2.1. BUpO6HUKU: BBELAEHHS
KOHTPONb cepii: [0AAaTKOBOI aNlbTePHATUBHOT AiNbHUL, Ha AKill 34iACHI0ETbCA
Kcenia KOHTPO/b SKOCTi Ta AOC/iIKEHHSA cTabinbHocTi aAns Ad|
dapmacbloTikens KonictumeTtarty Hatpito Kceniss ®apmackioTikens /1T4., YropwuHa
Jita., YropuwymHa
90. KOHTPAXI TabneTku, BKPUTI AT "Apamepn Monbwa BVMPOGHMLTBO, Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasiiB: NPUBEAEHHS Y 6e3 UA/15823/01/01
CT nAiBKOBOO Papma” nepBuHHe Ta BiANOBIAHICTb A0 IHCTPYKLUiT AN MeANYHOro 3aCTOCYyBaHHSA peyenma
ANEPDKI® | 060/10HKOI, MO 5 MI BTOPUHHE HanucaHHsi YMOB BignycKy B Haka3i MO3 Ykpaiuu Ne 1194 Big
no 10 TabneTok y nakyBaHHs: 29.05.2019 B npoueci BHECEHHA 3MiH (3MiHV | TUNY - 3MiHW WOA0
6nictepi; no 1 3aknag 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
6nictepy B dapmaueBTUYHUIA [0 y3araslbHeHNX AaHvx npo cuctemy hapmakoHarnagy
KapTOHHIi KopobL; Apameq dapma (BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy hapmakoHarnagy,
no 7 TabneTtok y C.A,, MonbLya; 3MiHa YNOBHOBaXEHOT 0CO6W, BiAMOBIAabHOI 3a 3AiACHEHHS

6nicTepi; no 1

NepBuUHHE Ta

chapmakoHarnagy; KOHTakTHoT 0co6y 3 dapMakoHar/Isay 3asiBHUKa




65

Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
6nictepy B BTOPUHHE [AnA 3pjiicHeHHs hapmakoHarnsay B YKpaiHi, KO0 BOHA BiAMIHHA
KapTOHHIA KOpooLi nakyBaHHs, Bifl yNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI 3a 34iiCHEHHS
KOHTPO/b AKOCTI hapmakoHarnsagy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
Ta BUNyCK cepii: po3MilLieHHi MacTep-chaiina cuctemm hapmakoHarnsgy) - 3miHa
Mab6'aHiLbKni KOHTaKTHUX OaHUX YNOBHOBa&XEHOT 0CO6U 3asBHUKA,
hapmaueBTUYHNMi BiANOBIAaNbHOI 3a 34ilicHeHHS thapmakoHarnagy. 3MiHa
3aBog Monbca KOHTaKTHUX AaHWX KOHTaKTHOT 0CO6MU, BignoBiganibHOI 3a
A.T. MNonbla 3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi. 3amiHa Micus 34ilicHeHHs
OCHOBHOI Aii/IbHOCTI 3 thapmakoHarnsgy. 3amiHa
MicL,e3HaxoMKeHHs1 MacTep-haiina cuctemy papmMakoHarnisay).
Pepakuis B Hakasi — 3a peLienTom. 3anponoHoBaHa pegakLis —
6e3 peuenTa.
91. KCUMOrAM | Ttabnetku no 10 wmr, Bbopsar ®apma HimeuyunHa ApTesaH ®apma HimeuyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/6557/01/01
A® no 10 TabneTtok y v6X i Ko.KI 'm6X i Ko. KI 3MiHu |l TUNy - BBEAEHHA HOBOro BUpobHuKa A®I keunamigy, 3 peuenmom
6nictepi; no 3 abo HajaHHAM macTep-gainny Ha A®| 4oaaTKoBO A0 Xe
no 5, a6o no 10 3aTBEPAKEHOTO BUPOOHMKA
6nictepiB y
KapTOHHI/ KopoobLi
92. KCUMOrAM | Ttabnetku no 20 wmr, Bbopsar ®apma HimeuyunHa ApTesaH ®apma HimeuyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/6557/01/02
A® no 10 TabneTtok y v6X i Ko.KI m6X i Ko. Kl 3MiHu |l TUNy - BBEAEHHA HOBOro BUpo6HMKa A®I keunamigy, 3 peyenmom
6nictepi; no 3 abo HaJaHHAM MacTep-goaiiny Ha APl [oaaTKoBO A0 Xe
no 5, a6o no 10 3aTBEPAKEHOr0 BUPOBHUKA
6nictepiB y
KapPTOHHI KOpooLi
93. KCUMNOIrAM | tabnetku no 40 mr Bbopsar ®apma HimeuyunHa ApTesaH ®apma HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3a UA/6557/01/03
A® no 10 TabneTtok y v6X i Ko.KI m6X i Ko. KI 3MiHu |l TUNy - BBEAEHHA HOBOro BUpobHMKa A®I keunamigy, 3 peyenmom
6nictepi; no 3 abo HajaHHAM macTep-gainy Ha AD| 4oaaTKoBO A0 Xe
no 5, a6o no 10 3aTBEPAKEHOT0 BUPOGHUKA
6nictepiB y
KapPTOHHI KOpooLyi
94. KYBAH® TabneTkn po3UYnHHI BioMapiH IpnaHgis BUPOBHULTBO HimeyunHa/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | TUny - 3a UA/12202/01/01
no 100 wmr; no 30 IHTEepHeLHN Hepo3dacoBaHOl Ipnangis AAMiHICTpaTVBHI 3MiHW. 3MiHA HaliMeHyBaHHs Ta/abo agpecu peyenmom
abo no 120 Nimiteq NpoAyKuUii, MiCLil MPOBaPKEHHS AiS/IbHOCTI BUPOOHUKa/iMnopTepa roToBoro
Tabnetok y nepBuHHe NiKapcbKoro 3acoby, BKIOYaouM AibHULI BUNYCKy cepii abo micue
noslieTuIeHoBOMY nakyBaHHs y NpoBeAEHHS KOHTPOIO AKOCTI. (AisNbHICTL, 3a AKy Bignosigae
chnakoHi; no 1 chnakoHu Ta BMPOGHUWK/IMNOpTEpP, HEe BK/IKOYaK4M BUMYCK Cepili) - 3MiHa Ha3Bu

donakoHy y
KapTOHHI/ KopoobLi

KOHTPO/b SKOCTI
nikapcbKkoro
3acoby:
Ekcenna M6X
eHp Ko. KT,
HimeuuunHa;
KOHTPO/b SKOCTI
nikapcbKkoro
3acoby (MikpobHe
TEeCTyBaHHs):
Na6op JIC CE eHf
Ko. KI', HimeyunHa

BMPOGHUYOT AinbHUU ana M3 Nabop /IC CE eHg, Ko. KT,
HimeuumnHa, BignoBifasIbHOT 3a KOHTPO/Ib SAKOCTI NiKapCbKOro
3acoby (MiKpo6GHe TecTyBaHHs), 6e3 3MiHV MicLA BUPOOHMLTBA
(BBeAEHHS 3MiH NPOTAroM 6 MicsAUIB NicNs 3aTBEPKEHHS)
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
abo
CI'C IHcTUTYT
dpeseHiyc Mv6X,
HimeyuunHa;
MapKyBaHHsI
hnakoHis Ta
BTOPWHHE
nakyBaHHS:
MinnmayHT
Xenckeap /14,
IpnaHgis
abo
BioMapiH
IHTEepHeLwHN
Nimitea, lpnangis;
BignoBiaanbHWi1 3a
BUMYCK cepil:
BioMapiH
IHTEpHELLHN
NimiTen, lpnaxgis
95. NAPEPOM cynosuTopii no 1 TOB "3 Ykpaina TOB "®3 YkpaiHa BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiais: 3a UA/13779/01/03
AKC 000 000 MO o 3 "BIODPAPMA" "BIODAPMA" 3MiHu |l TUNY - 3MiHW BHECEHO B iHCTPYKLiO 418 Meguy4HOro peyenmom
cynosutopiino 1ry 3acTocyBaHHA NiKapcbkoro 3acoby Ao po3sainy "Cnocié
KOHTYPHIl 3acTocyBaHHA Ta Aosun"
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIll yrnakoBLi
B NauLli 3 KapTOHY;
no 5 cynosuTopiis
no 1 1y KOHTYpHIWA
YapyHKOBIl
ynakosL; no 1 a6o
N0 2 KOHTYpPHi
YapyHKOBI YNakoBKu
B Naylj 3 KApTOHY
96. NA®PEPOM cynosuTopii no 3 TOB "3 Ykpaina TOB "®3 Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/13779/01/04
AKC 000 000 MO o 3 "BIO®APMA" "BIOPAPMA" 3MiHY Il TUNY - 3MiHW BHECEHO B IHCTPYKLiIO 415 MeANYHOro peuyenmom

cynosutopiino 1ry
KOHTYPHil
YapyHKOBIl
ynakoBLi; no 1
KOHTYPHil
YapyHKOBI ynakoBLi
B NauLii 3 KApPTOHY;
no 5 cynosutopiis
no 11y KOHTYpHiiA
YapyHKOBIl

3aCToCyBaHHSA NiKapcbKoro 3acoby Ao po3sginy “Cnocié
3acTocyBaHHsA Ta Ao3n"
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
ynakoBLi; no 1 abo
N0 2 KOHTYpPHIi
YapyHKOBI YNaKoBKM
B MayLi 3 KApTOHY
97. NEBO®J10 NOPOLLIOK ToBapucTBO 3 Ykpaina LLlaHtoi LI3MHCUHB Kutali BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: - UA/10977/01/01
KCAUUHY (cybcTaHuis) y 06MexeHo dapmacboTrKan 3MiHW | TNy - NnpuBefeHHs Cneundikauii Ha Ad|
FEMIFIAPA noABiNHMX BignosiganbHicT Ko, NTA, JNeBodynokcauuHy remirigpat fo sumor moHorpadii USP Ha
T nosieTuIeHoBMX 10 "Toproea Levofloxacin, a came, Buny4yeHHs 3i Cneyucpikauii A®| nokasHuka
MiLLKax Anas KOMMaHis «Baxki meTanu» BifgnoBigHO A0 MOHorpadii Ta opuriHabHMX
hapmMaueBTUYHOIO "Aspopa" mMarepianis BUPOGHMKa
3acTocyBaHHS
98. NEH3ETTO | cnpeii BAT "lepneoH YropLumHa lFepeoH PixTep PymyHis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3a UA/17185/01/01
® TpaHcAepManbHUNA, PixTep" PymyHis A.T. 3MiHu | TMNYy - 3MiHK WoA[0 6e3nekn/edeKTBHOCTI Ta peuyenmom
po3uuH, 1,53 hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHNX JaHnX
Mmr/gosy; npo cuctemy thapmakoHarnsagy (BBeieHHs y3arasibHeHUX AaHnX
no 8,1 M/ po3unHy npo cucTemy dhapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi ocobu,
(56 £o3) y cknssHoMy BiANOBIAANbLHOI 3a 3iicCHEHHSA thapMakoHarnsay; KOHTakTHOT
chnakoHi, skuit 0cobu 3 thapmakoHarnsgy 3asBHUKa 415 34iCHEHHSA
3ab6e3neveHnii hapMakoHarnisaay B YkpaiHi, SIKLWLO BOHA BigMiHHA Big,
[03YH04MM HACOCOM YNOBHOB&XXEHOI 0CO6U, BifNOBIAabHOT 3a 34iCHEHHS
3 pO3NW/IOBAYEM i hapmakoHarnsagy (Bkovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn y
aKTmBaTopom; no 1 po3MiLeHHI MacTep-haiisia cucteMmn hapmakoHarisgy) 3miHa
donakoHy B yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iACHEHHS
annikaTtopi 3 thapmakoHarnsagy. Aitoya pegakuis: Judit Szell. NMponoHoBaHa
KOHIYHUM pegakuisi: Attila Olah. 3miHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
KyMoNbHUM ocobu, BiAnoBiganbHOI 3a 34iiCHEHHS hapMakoHarnsay.
OTBOPOM, LU0
3aKpuBaeTbCA
KPYLLIKOIO, sika Mae 3
BHYTPILLIHBOT
CTOPOHU
nornHarvy
npoknagky; no 1
annikaTopy B
KapPTOHHI KOpoOLyi
99. NETEPO TabneTkun, BKPUTI [eTepo /1a63 IHAiA leTepo /1a63 IHAaia BHECEHHS 3MiH [0 peecTpaliiiHux maTepianis: 3MiHW | TUNY - 3MiHK 3a UA/14176/01/01
NAiBKOBOO Nimiteq Nimiteq wopo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy. 3miHm y peyenmom

060/10HKOM0, M0 2,5
Mmr no 10 TabneTok y
6nictepi; no 1 abo
no 3 6nictepu B
KOpOoO6Lii 3 KapTOHY

KOPOTKIili XapakTepucTuL,i NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
Ta IHCTPYKUIT 4718 MEeANYHOro 3aCTOCYyBaHHS
reHepuyHuX/ribpnaHnx/6ionodibHNX nikapcbkmx 3aco6is nicns
BHECEHHS TiEl caMoi 3MiHM Ha peddepeHTHUIA Npenapar (3mMiHa He
noTpebye HafaHHS XO4HUX HOBUX A0AATKOBUX AAHWX) - 3MiHU
BHECEHO [0 iHCTPYKLiT AN151 MeANYHOro 3aCTOCYBaHHS MiKapCbKoro
3acoby A0 po3ainis: "dapmakonoriyHi BnactmeocTi”, "MNokasaHHA",
"MpoTrnoka3saHHA", "B3aeMogis 3 iHLIMMY NikapCbkuMn 3acobamu
Ta iHWi B B3aemogiii”, "OcobanMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepios BariTHOCTi abo rogyBaHHs rpyaar”,
"34aTHICTb BIAMBATY Ha LIBMAKICTb peakLil Npu KepyBaHHi
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asasHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

aBTOTpaHCnopToM abo iHWuMK MexaHismamu", "Cnoci6
3acTocyBaHHSA Ta o3un”, "MepenosysaHHsA", "Mo6iYHI peakuii”
BiANOBIAHO A0 iHGopMaLii pethepeHTHOro NikapCcbKoro 3acoby
demapa, TabneTku, BKpUTI NAiBKOBOK 060/10HKO0, MO 2,5 M.
BBefeHHA 3MiH NpoTArom 3-x MicsiLiB Nicns 3aTBEPKEHHS

100.

NniBOCTOP

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, No 10
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 7 6nictepis y
nauuj

AT

"KNIBCBbKN

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHHUA
3ABOA"

Ykpaina

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHU | TUNY - 3MiHK BUNPO6YBaHb abo JONYCTUMUX MEX,
BCTaAHOB/IEHUX Y cneuudikauisx, nig yac BUPO6HULITBA FOTOBOIO
niKkapcbKoro 3acoby - BHECEHHS 3MiH A0 crneundikauii nig yac

BUPOGHULTBA FOTOBOrO /iKapChKOro 3acoby - MPOMiXHA MPOAYKLs.

Maca gns TabnetysaHHsa: B po3aini "Onuc" BUyYeHO BU3HAYEHHS
"OAHOPIAHICTL", BUNYYEHHS KOHTPOJIHO SIKOCTI 32 NMOKa3HUKOM
"BTparta B Maca npu BUCYLLYBaHHI" (KOHTPO/Ib NPOBOAUTLCA Ha
cTagii Cylika rpaHynsTy), 3a3HaqyeHHs NPOBEeAEHHS KOHTPOSIO 3a
nokasHukom "OAHOPIAHICTb BMICTY Ait040i peyoBMHW" Npu
BavlifaLii TexHonoriyHoro npowecy (KOHTPO/b 3a NOKa3HWKOM
"O[HOPILHICTb A030BaHMX OAVHULL" NPOBOAUTLCA Ha eTani
Hepo3chacoBaHoT NPOAYKLi), 3a nokasHnkoM "KifbkicHe
BM3HAYEHHS" OAMHULI PO3MIPHOCTI NepeBeieHo 3 rpamiB y
Minirpamu, BignoBiAHO BiAKOPWroBaHi po3paxyHKoBi hopmynu; -
Hepo3chacoBaHa NPoAyKLis: BBEAEHHS KOHTPO/IIO SKOCTi 3a
NoKasHWKOM "laeHTudikauia", akTyanizoBaHo BUKIaAeHHS po3ainy
"Po3unHeHHs" Ta "OfHOPIAHICTL A030BaHUX OAMHULL" BiANOBIAHO
crneungikauii roToBOro slikapcbkoro 3acoby, 3a NOKa3HMKOM
"KinbkicHe B13HaueHHs" Ta "CepefHs Maca TabneTkn" oguHuL,i
PO3MipHOCTI NepeBeAeHo 3 rpamis y Minirpamu, BiANOBiLAHO
BiAKOpWroBaHi po3paxyHKoBi hopmynu, B po3aini "YMoBu
36epiraHHA" BHECEHHS pefaKLUifiHUX NpaBok; 3MiHU | TUMY - 3MiHK Y
npoueci BUPOGHULITBA rOTOBOTIO MiKapCbKOro 3acoby, BKIYaoum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPW BUPOOHULITBI
rOTOBOrO J1iKapCbKOro 3acoby - 3MiHa TepMiHy NpUAATHOCTI
NPOMIiXHOI Ta Hepo3dacoBaHoi NPOAYKLiT

3a
peyenmom

UA/6452/01/01

101.

NniBOCTOP

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, Mo 20
mr, no 10 TabneTok
y 6nicTepi; no 3 abo
no 7 6nictepis y
nauui

AT

"KNIBCBKN

BITAMIHHWA
3ABO/]

YkpaiHa

AT "KWTBCBKIAI
BITAMIHHU
3ABOJ"

YKkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis:
3MiHU | TUNY - 3MiHK BUNPOBYBaHb abo JONYCTUMUX MEX,
BCTAHOB/IEHVX Y cneuundikauisax, nig yac BUPO6HMLTBA FOTOBOrO
niKapcbKoro 3acoby - BHECEHHS 3MiH A0 crneundikauii nig yac
BMPOOHMLTBA FOTOBOTO MiKapCbKOro 3acoby - NPOMiXHA NPOAYKLS.
Maca gns TabnetysaHHsa: B po3aini "Onuc" BUIy4eHO BU3HAYEHHS
"OAHOPIJHICTL", BHECEHHS pefaKLiiHNX NpaBoK, po3ain
O/ HOPIAHICTb 4030BaHMX OAMHULL" 3aMIHUTW Ha po34in
"OfHOPIAHICTb BMICTY Ajl040I Pe4OoBUHKN" Ta 3a3HAYEHHS
NpoBefileHHA KOHTPOJI0 NMPpu BanifaLii TEXHOIOMYHOro npouecy
(KOHTPO/Ib 32 NOKa3HWKOM "OfHOPIAHICTL 4030BaHUX OAUHULL"
NpoBOAMTLCSA Ha eTani Hepo3dacoBaHo! NPOAYKLT), MOKa3HUKOM
"KiflbKicHe BM3Ha4YeHHA" OANHWLj PO3MIPHOCTI NepeBefeHo 3
rpamiB y minirpamu, BinoBiAHO BiAKOPUIoBaHi po3paxyHKOBI
hopmynu. - MpomikHa npoaykuis. TabneTkn-aapa: BUIyYeHH
KOHTPOJIH SIKOCTi 3@ MOKA3HMKOM "P034mHeHHs", "OgHopigHiCTb

3a
peyenmom

UA/6452/01/02
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asasHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

[030BaHMX 0AuHULb, "KinbKicHe BU3Ha4YeHHS" Ta NnepeHeceHHs 40
cneuungikauii Ha Hepo3schacoBaHy npoaykLito - Hepo3dacoBaHa
NPOAYKLisi: BBEAEHHS KOHTPO/IHO AKOCTi 38 MOKa3HMKOM
"laeHTudikayia”, "Po3umHeHHs", "O4HOPIAHICTb A030BaHMX
oanHUUB, "KinbkKicHe BU3Ha4YeHHS" , 3a NoKa3HUKoM "CepefHs
mMaca TabneTkn" oAnHWLI PO3MIPHOCTI MepeBefeHo 3 rpamis y
Minirpamu, BiZNOBIAHO BiAKOPUroBaHi po3paxyHKoBi hopMynu;
3MiHK | TUNYy - 3MiHK y NpoLeci BUPOGHULTBA rOTOBOTO J1iKapCbKOro
3ac06y, BKIIOYAKUM NPOMDKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA MpU
BMPOGHMLTBI FOTOBOTO NiKAPCbKOro 3acoby - 3MiHa TEPMiHY
NpUAATHOCTI NPOMIXHOI Ta Hepo3dhacoBaHOl NpoayKLuil

102.

NniBOCTOP

TabneTkn, BKpUTI
NNiBKOBOK
060/10HKO10, No 40
mr no 10 TabneTok y
6nictepi; no 3
6nictepu y nayui

AT

"KNIBCBbKN

BITAMIHHWIA
3ABOJ"

Ykpaina

AT "KI/I'I'BCbKI{II/I
BITAMIHHUA
3ABOA"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHU | TUNY - 3MiHK BUNPO6YBaHb abo JONYCTUMUX MEX,
BCTaAHOB/IEHUX Y cneuudikauisx, nig yac BUPO6HULITBA FOTOBOIO
niKapcbKoro 3acoby - BHECEHHS 3MiH A0 crneumdikauii nig yac
BMPOOHWLTBA FOTOBOTO /iKaPCbKOro 3acoby - NPOMiXHA NPOAYKLS.
Maca gns TabnetysaHHsa: B po3aini "Onuc" BUIyYeHO BU3HAYEHHS
"ofHopigHICTL"; po3ain " OAHOPIAHICTL A030BaHVX OAUHMLB"
3aMiHUTK Ha po3ain "OfHOPIAHICTE BMICTY Ail040T pevoBuHU" Ta
3a3HavYeHHs NPoBeAEeHHS KOHTPO/IIO NPy Banigalii TEXHONOrYHOro
npouecy (KOHTPOb 3a NOKa3HMKOM "OAHOPIAHICTL [030BaHNX
OAVHWLB" NPOBOAMNTLCA Ha eTani Hepo3dacoBaHol NPoAyKLii); -
MpomixHa npoaykuis. TabneTkn-aapa: BUNYyYEHHS KOHTPOSO
AKOCTI 38 NOKa3HMKOM "Po3unHeHHs", "OgHopIgHICTb [030BaHNX
OAMHWLb, "KinbkKicHe BU3HaYeHHA" Ta NepeHeceHHsa 4o
cneuundikauii Ha Hepo3sdacoBaHy NpoayKLito. - Hepo3gacoBaHa
NPOAYKLisi: BBEAEHHS KOHTPO/IH0 AKOCTi 38 MOKa3HMKOM
"lpeHTudpikauis”, "Po3unHeHHs", "OHOPIAHICTE [030BaHNX
OAunHWLb, "KinbkicHe BU3HaYeHHS"; 3MiHW | TMNy - 3MiHK y npoLeci
BMPOOGHMLTBA FOTOBOrO NiKapCbKOro 3acoby, BKIOUaUn
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOBHULITBI
roTOBOroO NikapcbKoro 3acoby - 3MiHa TepMiHy NPUAATHOCTI
NPOMiXHOI Ta Hepo3chacoBaHOi NpoAyKLi

3a
peyenmom

UA/6452/01/03

103.

nrorona
PO34MH 3
rNILEPUH
OoM

pO34nH
OpPOMYKO3HWUIA No 25
r'y chnakoHax; no 25
r'y conakoHi, no 1
hnakoHy B navi 3
KapToHy

TOB
"TepHodchapm"

YKpaiHa

TOB
"TepHodhapm"

YKpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis:
3MiHN Il TUNY - BBEAGHHS HOBOrO BUPOGHMKA Anst A Mog,
ORGANICA Feinchemie GmbH Wolfen, HimeuyunHa (KOHTpO/ib
AKOCTi, BTOPMHHE NakyBaHHs, BignoBifasibHWIA 3a BUMNYCK cepii B
06ir), Atacama Minerals Chile S.C.M., Yuni (Bupo6HMLTBO,
KOHTPO/1b SIKOCTIi, NEPBUHHE NaKyBaHHA) 3 HaAaHHAM MalicTep-
dhaiina Ha AdI

6e3
peyenma

UA/0343/01/01

104.

MATHIKYM

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOH,
KMLLKOBOPO3YMHHI,
no 10 TabneTok y
6nictepi; no 5
6nicTepis y nauui

AT

"KNIBCbK

BITAMIHHWA
3ABOJ"

Ykpaina

AT "KUTBCbKUIA
BITAMIHHUIA
3ABO["

YkpaiHa

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:
3miHu | Tvny - 3miHu 3 skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BignoBigHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa BigNoBIgHOCTI a60
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeicbkiii
thapmakonei: ana A®l; ans BUxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHMUTBI API; 4151 AONOMIXKHOI pEHOBUHM

6e3
peyenma

UA/7038/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
(cepTudpikaT BignoBigHOCTI €Bponelickkiii dhapmakonei) - Hosuii
cepTuaikaT Bif BXe 3aTBepKEHOro BUPOOHMKa -
nogaHHsa Hosoro Ceptucpikaty RO-CEP 2013-165-Rev 01 gns Ad|
MipugoKCcuHy rigpoxnopug Bif BXe 3aTBEpPAXEHOr0 BUPO6HUKa
Jiangxi Tianxin Pharmaceutical Co., Ltd., KuTaii, sik Hacnigok
BU/TyYEHHS 3i cneuudpikauii APl KOHTPONb 3a NOKA3HUKOM "Badkki
MeTanu" ansa Bupo6Huka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kntaii.
105. | MEAPOJTTI PO34UH A5 iH'EKLIN, YOPNA TypeyunHa dapmaBixH CaH. TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/14770/01/01
H 30 mr/mMnno 1 mn MEOMLUNH Be Tigx. A.LL. 3MiHu | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom
PO34MHy B amnyni; INAY CAH. BE hapmakoHarnagy. BeefeHHs abo 3miHM [0 y3arasibHEHUX faHUX
no 5 amnyny TIOXK. A.LL. npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
KOHTYpHilA npo cucTemy dhapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT ocobu,
YapyHKOBIl BiZANOBiAANbLHOI 32 3iicCHEHHS thapMakoHarnsay; KOHTakTHOT
ynakosui; no 1 ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
KOHTYPHIl thapmMakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YapyHKOBIli ynakoBLi YMNOBHOBaXXEHOT 0C06M, BiANOBiAaNLHOT 32 34iCHEHHS
B KQpPTOHHI kopo6Lyi hapmakoHarnsgy (Bkuvatouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-haiina cuctemu papmakoHarnsgy) 3miHa
YNOBHOBA&XEHOT 0CO6M BigNOBiAaNbHOI 3a hapMakoHarnag: ditoua
pegakuis: XtoceliH Torisni / Mr. Huseyin Tonyali. NMponoHoBaHa
pepakuis: Mescim Inbk6axap AiHvens / Mrs. Mevsim llkbahar
Dincel. 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0cobu,
BiANOBiAaNbHOI 3a thapmakoHarnsag,. 3miHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0co6W, BiANOBIAA/IbHOI 3a hapMakoHarnsg. 3miHa
MicLs 34iliCHEHHA OCHOBHOI AisiNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLie3HaxXoKEHHs MacTep-haina
106. | MEKCUKOP | kancynu no 100 wmr, TOB "34PABO" Ykpaina MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/4971/02/01
® no 10 kancyny AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenmom
6nictepi; no 2 3as1BHMKa (B/1acHMKaA peecTpaviiiHoro NoceigvyeHHs). 3miHa agpecu
6nictepu B nayuj 3 3asBHuKa TOB "3PABO", YkpaiHa
KapToHy
107. | METAKAPT | po3uuH Ans iH'eKUii, YOPNA4 TypeuunHa Mecpap Inay CaH. TypeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/15530/01/01
VH 1r/5mn;no5mnB MEANUNH A.LL. 3MiHu | TUNYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
amnyni; no 5 amnyn ITAY CAH. BE hapmakoHarnsgy. BeefeHHs abo 3MiHW A0 y3arasibHEHUX JaHux
B KOHTYPHIli TIOK. A.LL. npo cuctemy chapmakoHarnsgy (BBeAeHHS y3arasibHEHUX AaHnX
YapyHKOBIM npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi ocobu,

ynakosLi; no 1 a6o 2
KOHTYPHIi YapyHKOBI
yNakoBKW B
KapTOHHilA KOpo6Li

BiNOBIAANbLHOI 3a 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
thapmMakoHarnagy B YkpaiHi, AKLO BOHa BigMiHHA Bif,

YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOT 33 34iICHEHHS
hapmakoHarnsgy (Bko4vatouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-haiisia cucteMu papmakoHarnsgy) 3miHa

YNOBHOBaXXEHOT 0CO6M BigNoBigaNbHOI 3a hapMakoHarnag: ditoya
pegpakuis: XtoceliH Torisni / Mr. Huseyin Tonyali. NMponoHoBaHa
pegakuis: Mescim Inbk6axap LiHuens / Mrs. Mevsim llkbahar
Dincel. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXKEHOI 0cobu,
BiANOBiAa/IbHOT 32 hapmakoHarnsg. 3MiHa KOHTaKTHUX AaHUX
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
KOHTaKTHOI 0co6W, BiANOBIAA/IbHOI 32 hapMakoHarnsag. 3miHa
MicLs 34iliCHEHHSA OCHOBHOI AisiNIbHOCTI 3 hapMakoHarnsgy. 3miHa
MicLie3HaXO[KEHHS MacTep-chainna.
108. | MINAPANE PO34UH ANs iH'EKLiA, ToBapucTBO 3 Ykpaina ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/11215/01/01
KC- 100 mr/mnno 5 mn B 06MmexXeHo 06MeXeHOo 3MiHu |l TUny - 3MiHa BUPOGHMKA BUXiZHOrO/MPOMIKHOTO peuenmom
3400POB'A amnyni; no 10 BiANOBIga/IbHICT BiANOBIAA/ILHICTIO npoayKTy/peareHTy, Lo BUKOPUCTOBYOTbLCS Y BUPOOHNYOMY
amnyn y kopobui 3 10 "papmMmaueBTUYHa npoueci A®l, abo 3miHa BUpo6HuKa (BKIOHaun, e HeobxiaHo,
KapToHy; no 5 mn B "papmMaueBTUYH KOMnNaHis MicLle NpoBeAEeHHS KOHTPOsIO AkocTi) AdI (3a BiACYTHOCTI
amnyni; no 5 amnyn a koMnaHis "3popos'a” cepTtudpikaTa BiANOBIAHOCTI EBpoNeiichkili hapmakonei y
y 6nicTepi; no 2 "3p0poB'a” 3aTBEPMAKEHOMY [0Chbe)(BBEAEHHS HOBOrO BUPOOHMKa AD| 3
6nictepu B KOPOOLL HaZaHHAM macTep-haiina Ha A®I); cynyTHS 3MiHa: 3MiHa Y
3 KapTOHY napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX, BUIHAUEHNX
y cneuudikayisx Ha A®l, abo BUXIAHNIA/MPOMIXHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLLECi BUPOGHMLITBA
A®| (iHWi 3miHW); 3MiHa y MeToAax BunpobyeaHHA APl abo
BUXIZAHOrO MaTepiany/NpoMiKHOro NpoAyKTy/peareHTy, LWo
BMKOPWUCTOBYETLCA y NpoLeci BUpobHMLTBa AD|; BBEAEHHSA HOBOrO
BMpOo6HMKa AP| MenbaoHito gurigpaT ToBapMCTBO 3 0GMEXEHOID
BignosiganbHicTio “PAPMXIM”, 3 HafaHHAM MacTep-daiina Ha
A®I. Ak Hacnigok, BHECEHHA 3MiH A0 cneuudikauii Ta meTogis
BXiIHOro KOHTposto APl MenbAoHilo AurigpaT 3a NOKasHUKOM
“3annLKoBa KiflbKiCTb OpraHiyHMX po3ynHHKKIB” Ta “pH”
BiANOBIAHO A0 BUMOr HOPMAaTMBHOT AOKYMEHTALLT BUPOBGHMKa
109. | M-M- NOPOLLOK A5 Mepk Wapn i LLIBeliyapis BMPOGHUK BaKLVHN CLlA/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/14950/01/01
PBAKCIMPO | cycneHsii gns Joym IAEA in bulk Ta Hinepnangy | 3minu | Tuny - 3MiHK 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
® iH'eKLilA; M6X nepsuHHe KOHTelHep/3aKynoproBasibHWIA 3aci6 (iHwWi 3MiHK) loaaBaHHs
BAKUWHA 1 cbrakoH 3 nakyBaHHS: a/ibTepHaTMBHMX h/1aKOHIB A151 PO3YMHHKMKA, HE 06PO6IEeHNX 3 %
ansa nopotukom (1 fo3a) Mepk Wapn i cynbaToM aMoHito, BUpobHuLTBa Ompi, Mekcuka i Schott, CLUA
NPO®PINAK | Ta 1 dnakoH 3 [Joym Kopn., CLLA
TUKN PO34MHHMKOM (BOAA BTOPUHHE
KOPY, Ans iH'ekuiid) no 0,7 nakyBaHHs1, BUMYCK
EMIAEMIYH | MmNy KapTOHHIl cepii BakUMHM Ta
oro Kopobui; 1 dhiakoH 3 PO3UMHHMKA
MNAPOTUTY | nopowkom (1 posa) Mepk Wapn i
TA Ta 1 nonepeaHsLo [Joym B.B.,
KPACHYXW | HanoBHeHwWi wnpwy, Higepnanan
XNBA 3 PO3YNHHUKOM

(Bofa ans iH'exuii)
no 0,7 mn B
KOMNeKTi 3 ABOMa
rofikaMu y KapTOHHIl
Kopobui; 10
dhnakoHiB 3
nopotukom Ta 10
onakoHIB 3
PO34MHHMKOM (BOAA
Ans iH'ekuiit) no 0,7
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
M/1 B OKpEMUX
KapTOHHWX
Kopobkax.
MapKyBaHHsA
YKpaiHCbKOI
MOBOH.
110. | MOMETA3 cnpeii HasasTbHUiA, TeBa 13painb BMPOGHMLTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/15611/01/01
OH-TEBA cycneHsis, 50 dapmaveBTikan NOBHUM LK/IOM: Pecny6nika/, 3MiHu | TUNY - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. peuenmom
mkr/go3a no 10 r (60 IHpacTpis 174, Tea Yex Benuvka KOHTpO/b AONOMDKHMX peyoBUH. 3MiHa Y MeToAax BUNpPoGyBaHHSA
[03) Yy (hNakoHi 3 IHoacTpi3 c.p.o., BpuTaHis [OONOMDKHOT PeYOBMHN (HE3HAUHI 3MiHU Y 3aTBEepIKEHNX MeToAax
[03yt0UnM cripeit- Yecbka BMNpo6yBaHb) He3HauHi 3MiHW y BHYTPILLHIl MeToauui 3a
Hacocom Ta Pecny6nika; NMOKa3HUKOM «P03Mip 4acToK», L0 BUKOPUCTOBYETHLCS A5
posnutoBayem, KOHTpO/b cepii 3a KOHTPOJTIO AKOCTi [OMNOMIKHOI peqoBuHM «Lientonosa
3aKpUTUM NOKa3HUKOM MiKpOKpMCTaniyHa Ta HaTpito kapmenosa.
KOBMa4kom; no 1 "BU3HaYeHHA
chnakoHy B MOMETa30Hy
KapTOHHIA KOpooLi dypoaty y Masimx
Kpannsx/yactkax':
MenbbypH
CaiHTueik
Nimitea, Benuka
BputaHis
111. | MOPKBU €KCTPaKT rycTuii MAT YkpaiHa MAT "Fanunuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: - UA/13985/01/01
AVKOI (cybcTaHuis) B "Tannudapm" 3MiHM | TUNy - 3MiHK 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHN B MpoLeci
nnoaiB i 60oukax noniMepHmX BMpo6HULTBa AP| (He3HaYHa 3MiHa Y npoLeci BupobHuuTea AdI)
HArAoK Ana BUpobHMLTBaA BHECEHHS 3MiH [j0 po3giny 3.2.S.2. Mpouec BrpobHuuTBa AdI,
KBITIB HeCcTepubHUX 30Kpema: BUKIaAEeHHS TEKCTY KOPOTKOrO OMMCY TEXHOJ/IOMNYHOro
EKCTPAKT nikapcbknx hopm npotecy Ta TEXHOMOTYHOI CXeMn BUPOo6HULTBAa AP| B HOBIl
ryctum penakuji
112. | MYKANTUH | Tabnetkn no 50 wr; ToBapucTBo 3 YkpaiHa BCi cTagil YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3miHn 6e3 UA/5779/01/01
no 30 TabneTok y 06MeXeHoto BMPOOHMLTBA, 3 AKocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema peyenma
6aHLi abo BiANOBIga/bHICT KOHTPO/1b AKOCTI, KOHTelHep/3aKynopoBasibHWiA 3aci6. 3MiHa PO3Mipy ynakoBKu
KOHTeliHepi; mo 1 10 "[ocnigHwii BMNYCK Cepil: roTOBOrO JliKapCbKOro 3acoby (3MiHa KiflbKOCTi 0ANHMLb
6aHLi abo 3asop, "rHU/1C" ToBapucTBO 3 (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3MiHa nosa
KOHTelHepy y nauui 06MeXeHot0 Jiana3oHoM 3aTBepKeHVX PO3MipiB yNakoBKU - BBEAEHHS

3 KapToHy; no 10
Tabnetok y
KOHTYPHUX
6e34apyHKOBUX
ynakoskax; no 30
TabneTok y 6aHkax
abo KoHTeliHepax;
no 10 TabneTtok y
6nictepax; no 10
Tabnetok y 6nictepi;
no 1, a6o no 3, abo
no 10 6nictepis B
nadui 3 KApTOHY

Bi4NOBiAA/IbHICTIO
"[locnigHwii 3aBog
"rHunNC,
YKpaiHa;

BCi cTagii
BVMPOGHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTso 3
06MeXeHoI0
BiANoBiAa/IbHICTIO
"papmMaLeBTUYHa
KOMNaHis

[04aTKOBUX PO3MIpiB YNakoBOK 3 HOBVM TUMOM MEPBUHHOIO
nakyBaHHs: no 10 TabneTok y 6nicTtepi; no 10 TabneTok y 6nicTepi,
no 1 6nictepy y nadui 3 kapToHy; no 10 Tabnetok y 6nictepi, no 3
6nictepw y nayui 3 kapToHy; no 10 TabneTok y 6nictepi, mo 10
6nicTepiB y nayui 3 KapToHy (BBeAeHHs 3MiH NPOTArom 3-X MicAuis
nicnsa 3aTBepXeHHs); 3MiHv | Tuny - 3MiHKU 3 AKOCTi. FoToBUIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopioBasibHUIA 3aci6.
3MiHa y NepBUHHIiA yNakoBL,i rOTOBOrO JlikapcbKoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHsi HOBOTO KOHTelHepa) - TBepai, M’k
Ta HecTepusbHI pigki nikapcbki hOpMy - BBEEHHS [OAATKOBOrO
TUNY NePBMHHOTO NakyBaHHSA - 6icTep 3 NAIBKK
NONIBIHIIXOPUAHOI Ta PONLIV aTOMIHIEBOI Bif, [OAATKOBUX
BMPOGHUKIB: - dhosibra antoHimieBa: TOB "AnTpeig”, Ykpaina; @Ol
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

"3p0pos'a",
YkpaiHa

PomaHnoB C.B., YkpaiHa; TOB "AJIbAEKCA", YkpaiHa; - nniBka
nonigiHinxnopugHa: HUA XIANG PLASTIC CO, LTD., Kutaii
(BBegeHHsa 3MiH MPOTAroM 3-x micsAiB Nicns 3aTBepAyKeHHs)

CynyTHS 3MmiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopioBasibHUIA 3aci6. 3MiHa nocTavyaibHUKa
nakyBa/lbHUX MaTepianis abo KOMMIEKTYUUX (SKLLO 3a3HaYeHO B
[ocbe) (3aMiHa abo AoaBaHHsA nocTavyasibHUKa); 3MiHW | Tuny -
3MiHM 3 siKoCTi. [0TOBMIA Nikapcbkuii 3acib. Cuctema
KOHTelHep/3aKynoptoBasibHWiA 3aci6. 3MiHa nocTavasibHrKa
nakyBaslbHUX matepianiB ab0 KOMMIEKTYHUUX (SKLLO 3a3HAYEHO B
[ocbe) (3aMiHa abo foAaBaHHs NocTavya/lbHUKA) - BBEAEHHS
[04aTKOBUX NOCTaYasIbHUKIB NEPBUHHOTO NakKyBaHHS, SK Hac/ifoK
3MiHa SIKICHOro Ta KiflbKicHOro cknagy, hopmu Ta po3mipy
nakyBa/lbHOro martepiasny: - 6ymara, namiHoBaHa NoAieTU/IEHOM,

[N KOHTYpHOT 6e34apyHKoBOi ynakoBku: TOB "AJIbAEKCA",

YkpaiHa; - koHTeliHep (20 M), KpULKa 0 KoHTeilHepy (20 mn) -
TOB "ACC - XapkiBnnact", YkpaiHa (BBegeHHs 3MiH NpoTarom 3-x
MiCALIB MicNsA 3aTBEpPAKEHHS)

CynyTHA 3MiHa
- 3MiHK 3 AKOCTi. FOTOBUIA NikapCbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBabHWi 3aci6. 3MiHa Yy NepBUHHI ynakoBLj
rOTOBOrO JliKapCbKOro 3acoby (siKicHUiA Ta KinbKicHWIA cknag) -
TBepai nikapcbki hopmu;

- 3MiHVM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3acib. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa hopMu abo po3mipy
KOHTEliHepa un 3aKynoptoBasibHOro 3aco6y (NepBUHHOT yNakoBKN)
(HecTepunbHi nikapcbki 3acobm);

- 3MiHUM 3 AKOCTi. [OTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopioBasibHUIA 3aci6. 3miHa napameTpis
cneundikauii Ta/abo AONYCTUMKX MEX MEPBUHHOI YNaKoBKM
rOTOBOrO NiKapcbkoro 3acoby (iHLUi 3MiHK)

113.

M'ATN
NEPLEBOI
ncTA

nuctano50ry
naykax 3 BHYTPIiLIHIM
naketom; no 1,5ry
inbTp-NakeTi; no
20 hinbTp-nakeTiB y
nauii

MpAT
dapmaLeBTuyHa
habpuka
"Biona"

Ykpaina

MpAT
dapmaueBTUyYHa
thabpuka "Biona"

Ykpaina

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHW | TUMY - 3MiHW B TEKCT MapKyBaHHA BTOPUHHOI YNakoBKu
nikapcbKoro 3acoby (po3LwwmpeHHs iHdopmaLiT). BBegeHHs 3MiH
NpoOTAroM 3-x MicsILB NiCNSA 3aTBEPAKEHHS

6e3
peyenma

UA/2261/01/01

114.

HATPIIO
JOVNKNODE
HAK-KB

Kancysm Teepgi no
25 wmr, no 10 kancyn
y 6nicTepi; no 3
6nicTepn B nauLi

AT

"KNIBCBKN

BITAMIHHWA
3ABOJ"

YkpaiHa

AT "KWTBCBKIAI
BITAMIHHU
3ABOJ"

YKkpaiHa

BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis:
3MiHUM | TUNY - BUNYYEeHHS noka3HuKa «Po3umHHICTb» (4PY 1.4.) 3i
cneumdpikauii A®PI, ockinbku 3rigHo fo OPY* Leii TecT He €
060B’A3KOBOI0 BUMOTO; 3MiHU | TUNY - NOAAHHS HOBOTO
cepTudikaTy BignoBigHocTi EBponelicbkoi hapmakonei Ne RO-
CEP 2014-009-Rev 00 Big, HOBOro BUpo6HUka A®Il HaTpito
onnodheHak, ik Hac/igoK, BHECEHHS YTOUYHEHHS A0 cneumdikaui
Ta MeTofiB KOHTPOs0 A®I (3aNNLLKOBI Ki/IbKOCTI OpraHiuyHmX
PO3YMHHVIKIB), YNAKOBKM Ta TEPMiIHY NpuAaTHOCTI BIANOBIAHO A0
3asBneHoro CEP; 3miHM | Tvny - HE3HAYHI 3MiHW Y MeTogax

3a
peyenmom

UA/2091/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
BUMNPOOYBaHHA rOTOBOTO /iKAPCHKOro 3acoby 3a MOKa3HUKOM
«MBUY», y 3B’A3KY 3 ONTUMI3aLli€0 KOHTPOSIIO AKOCTI (3MEHLUEHHS
KIIbKOCTi PO34MHIB 718 NPo6oNiAroTOBKM Ta Ki/IbKOCTi 3paskiB A1
3aKnafeHHs B apxiB)
115. | HATPIO Kancynu Teepai no AT Ykpaina AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/2091/01/01
ANKNO®E 25 wmr, no 10 kancyn "KNIBCbKM BITAMIHHUIA 3MiHK | TNy - 3MiHa y NapameTpax crneungikauiii Ta/abo peyenmom
HAK-KB y 6nicTepi; no 3 BITAMIHHUIA 3ABOA" OONYCTUMKUX MEX, BUSHAYEHNX y crieumdikalisax Ha Adl, abo
6nictepn B nauLi 3ABO4" BVXiAHWIA/NPOMIDXHUIA NPOAYKT/peareHT, Wo BUKOPUCTOBYOTLCS Y
npoueci BupobHuuTea AP (iHWi 3MiHW); CynyTHS 3MiHa: 3MiHa y
mMeTofax BUnpobyBaHHs AdD| abo BrXigHOro
mMartepiany/npomiKHOro NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS
y npoueci Bupo6bHuuTBa A®| (He3HaYHI 3MiHN Y 3aTBEPAKEHNX
MeTogax BUNpobyBaHHs)
116. | HI®YPOKC TabneTkn, BKpUTI TOB YkpaiHa TOB YKpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/14644/01/01
A3NA 060/10HKO0, M0 0,1 1 "TepHodhapm" "TepHodchapm" 3MiHK | TUNY - 3MiHa y MeToAax BUNpobyBaHHS rOTOBOro peuyenmom
Ne 10, Ne 30 (10x3) nikapcbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpPPKEHNX MeToAax
y 6nictepi BUNPOOGYBaHHS)
117. | HOBOKC® PO34uH AN1A iHdy3il OPrAHOCWVH O6'egHaHi MpvBaTHE YkpaiHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiastis: 3MiHW | Tuny - 3miHn 3a UA/16886/01/01
0,5% no 100 mn a6o | NTANDPCAEHCU Apabebki akuioHepHe oo 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. 3miHa y peuenmom
150 mn y nAawui; no 3 (E® 3ET CI) Emipatu TOBapuCTBO KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TEKCTi MapKyBaHHS
1 nnqwyi y nayui «IHdpy3is» Ta iHCTPYKUIiT 4519 MEeANYHOro 3aCTOCYyBaHHSA Ha MigcTaBi perynsipHo
OHOBJIHOBAHOTO 3BITY 3 6e3MeKn Nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn 3acTocyBaHHS MikapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sik pe3ynbTaT OLiHKM 3BTy 3
nocnigpkeHb, NpoBeAeHnX BiANOBIAHO A0 NnaHy negiatpuyuHmnx
pocnigpkeHb (PIP) (3MiHy y3rofykeHo 3 KOMNeTEHTHUM
YMOBHOB&XEHVIM OpraHoM) - 3MiHVW BHECEHO A0 iHCTPYKLiT Ans
MeAUYHOr0o 3aCTOCYBaHHS NikapCbKoro 3acoby y po3ginu:
"MokaszaHHsA" (iHhopmavuisa 3 6e3nekn), "OcobMBOCTI
3acTocyBaHHs", "Cnoci6 3acTocyBaHHs Ta go3un" (iHpopmauis 3
6e3neku), "MobivHi peakuii" BigNOBIAHO 4O OHOBNEHOI iHChopMaLi
3 6e3neku Aiyoi peyoBnHY (BBeAEHHSA 3MiH NPOTAroM 3-X Micsuis
nicns 3aTBEPAKEHHS)
118. | HOBO- PO34MH OpasIbHUIA, TeBa 13painb TeBa Uex Yecbka BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis: 6e3 UA/9976/01/01
NACUT no 100 mny dapmaueBTikan IHpacTpis c.p.o. Pecny6nika 3MiHn | TURY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI Ta peyenma
chnakoHi; no 1 IHpacTpi3 /174, hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHuX

doNakoHy 3 MipHUM
KOBNaykoMm B
Kopob6ui; no 5 mny
calue; no 30 calle B
Kopoo6ui

npo cuctemy chapmakoHarnsgy (BBeAEeHHS y3araJibHEHUX AaHNX
npo cuctemy dpapMakoHarasgy, 3MiHa ynoBHOBaXXeHOT 0cobum,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
ocobu 3 hapMakoHarnsay 3asBHuUKa ansi 34iicHeHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiganbHOT 3a 34iACHEHHS
hapmakoHarnagy (BKiovaoun KOHTaKTHI AaHi) Ta/abo 3MiHu Y
po3MiLeHHi MacTep-goaiina cuctemu chapmakoHarnsgy) ditoua
pejakuisi: YnoBHoBaxeHa ocoba 3asBHUKa, BiAgnoBigasibHa 3a
hapmakoHarnag — Dr. Hedva Voliovitch MD, PhD. MponoHoBaHa
pejakuisi: YnoBHoBaxeHa ocoba 3asBHMKa, BiANoBigasibHa 3a
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Ne

HasBa

®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
dhapmakoHarnsg — Orit Stern-Maman. KoHTakTHa ocoba 3asBHMKa,
BignoBifgasibHa 3a hapmakoHarnsg - buctposa OkcaHa BitaniiBHa.
3MiHa KOHTaKTHMX AaHNX YNOBHOBAXEHOT 0CO6U, BiAnoBigabHOT
3a thapmakoHarnsg. 3miHa KOHTaKTHUX AaHUX KOHTakTHOI ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3MiHa MicuA 34iCHEHHSR
OCHOBHOI Aisi/IbHOCTi 3 dhapmakoHarnsgy. 3miHa
MiCLIe3HaXO/DKEHHSI MacTep-chaiina.
119. | HOPMOINP Tabnetkn no 10 AT Ykpaina AT "KUIBCbKUI Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHW | Tuny - 3MiHn 3a UA/3668/01/01
EC Tabnetok y 6nictepi; "KNIBCbKW BITAMIHHMAIA 3 AKOCTi. FoToBWIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
no 2 6nictepu y BITAMIHHUIA 3ABOA" TepmiHax npuaaTHoOCTi abo ymoBax 36epiraHHs roToBOro
nadui; no 10 3ABO" NiKapcbKoro 3acoby (36iNbLUeHHs TEpMiHY NPUAATHOCTI FOTOBOrO
TabneTtok y nikapcbkoro 3acoby) - [ins Toprosoi ynakosku (NigTBEPAKYETHCA
6nictepax OaHUMW peasibHOro Yacy) - 36i/bLUeHHS TEPMiHY NPUAATHOCTI
roTOBOrO JliKapCbKOro 3acoby Ha OCHOBI MO3UTVBHUX PE3Y/bTATIB
[0BroCTPOKOBYMX AOC/iKEHb CTabiNbHOCTI y peasibHOMY Yaci:
3arBepkeHo: TepMiH NPUAATHOCTI. 2 POk 3anponoHOBaHO:
TepmiH npugaTHocTi. 3 poku (BBegeHHs 3MiH MpoTsArom 6-Tu
MicSLIB MicNs 3aTBEPAKEHHS)
120. | OKCO/IHO | ma3b, 2,5 mr/r no 10 TOB Ykpaina TOB YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 6e3 UA/14265/01/01
BA MA3b ry T1y6i; no 1 Ty6i B "TepHodhapm" "TepHodchapm” 3MiHu | TUNy - BBegeHHA PC3 cy6CTaHLii OKCoNiHy B MeTogax peyenma
nauuj 3 KapToHy KOHTPO/II0 Ha roTOBWIA Nikapcbkuii 3aci6 Ta MPOMIXHWIA
NpoayKT(Ki/IbKicHe BU3HAYEHHS)
121. | OHBPE3 MOPOLLIOK A5 HoBaprtic ®apma | LUBeiiuapis BMPOGHMLTBO 3a Lseinuapis/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasiis: 3a UA/11706/01/01
BPU3XAIN | iHransujii, Teepai NOBHUM LK/IOM: IcnaHis 3MiHu |l TUNy - 3MiHa BUPOBGHMKA BUXiLHOrO/MPOMIKHOIO peuenmom
EP Kancynu no 150 mkr HosapTic ®apma

Ne 10 (10x1), Ne 30
(10x3) y 6nicTepax 3
1 iHransAiTopom

LTeiiH A,
LLiBeiiuapis
KOHTPO/b AKOCTI
(3a BUHATKOM
Tecty
MikpobionoriyHa
yncToTa):
dapmaHanituka
CA, LWseiiyapis
KOHTPO/b SIKOCTI
3a NOKa3HUKaMu:
"Onuc BmicTy",
"O60/10HKa";
nepBuHHe Ta
BTOPWHHE
nakyBaHHS, BUMYCK
cepii:
HosaprTic
PapmacboTuka
C.A., IcnaHia
nepBuHHe Ta

NpoAyKTy/peareHTy, Lo BUKOPUCTOBYIOTHCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpo6HuKa (BKOUaoun, ae HeobxiaHo,
MicLLe NpoBeAeHHS KOHTPOsIo AkocTi) A®I (3a BiACYTHOCTI
cepTudikaTa BignoBigHOCTI E€Bponeiicbkii hapmakonei y
3aTBEPKEHOMY [OCLE)(BBEAEHHS HOBOTO BUPOGHUKa ADI, Konn
He nogaeTbesa Mactep-chaiin Ha A®I Ta Lo BUMarae 3Ha4yHol 3MiHU
[0 BiANOBiAHOro po3ainy Aocbe Ha AdI)
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

BTOPVHHE
nakyBaHHS:
KoHadhapma Al
LLiBeliyapis

122.

OHBPE3
BPU3XAUN
EP

NOPOLLOK AN1A
iHransuin, Teepai
Kancynu no 300 mkr
Ne 10 (10x1), Ne 30
(10x3) y 6nicTepax 3
1 iHranATopom

HosapTic ®apma

LLIBeiiuapis

BMPOGHMLTBO 3a
MOBHVM LMK/IOM:
Hosaprtic ®apma
LTeiiH A,
LLiBeiuapis
KOHTPO/b SIKOCTI
(3a BUHATKOM
Tecty
Mikpo6ionoriyHa
yucToTa):
dapmaHaniTuka
CA, Weeiiyapis
KOHTPONb SIKOCTI
3a NokKasHuKamu:
"Onuc BMmicTy",
"O60M0HKa";
nepBrHHE Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
Hosapric
dPapmacbioTrKa
C.A., IcnaHis
nepBuHHe Ta
BTOPWHHE
nakyBaHHs:
KoHadhbapma AT,
LBeiiuapis

Lseiiuapis/
Icnanis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis:
3MiHM Il TNy - 3MiHa BUPOGHYMKA BUXiAHOTO/MPOMIXHOrO
NPOAYKTy/peareHTy, L0 BYUKOPUCTOBYOTLCSA Y BUPOGHUYOMY

npoueci A®l, abo 3miHa BUpo6HMKa (BK/IKOYaKo4K, ae HeobXiaHOo,

MicLe NpoBefeHHs KOHTPOo skocTi) APl (3a BigcyTHOCTI

cepTudikaTa BiANOBIAHOCTI EBponeiickkili hapmakonei y
3aTBEPAXEHOMY [LOChE)(BBEAEHHS HOBOTO BUPOGHUKa AP, Konn

He nogaeTbcst MacTep-goaiin Ha A®| Ta WO BMMarae 3Ha4HOT 3MiHM
[0 BignoBigHoro posainy gocbe Ha A®l)

3a
peyenmom

UA/11706/01/02

123.

OHBPE3
BPU3XAN
EP

MOPOLLOK A/1A
iHransuin, TBepai
Kancynu no 150 mkr
Ne 10 (10x1), Ne 30
(10x3) y 6nicTtepax 3
1 iHransATopom

HoBapTic ®apma
Al

LLiBeliyapis

BMPOBHMLTBO 3a
NMOBHWM LMK/IOM:
HosapTic ®apma
LTeliH A,
LLiBeiuapis
KOHTPONb SIKOCTI
(3a BUHSITKOM
Tecty
Mikpob6ionoriyHa
yucToTa):
dapmaHanituka
CA, LWseiiyapis
KOHTPO/b AKOCTI
3a NoKasHUKamu:
"Onuc BmicTy",
"O6010HKa";

LLiseliyapisi/
IcnaHis

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis:
3MiHM | TUNy - 3MiHa napameTpiB cneuudikayin Ta/abo gonycTummnx
MeX A/15 AONOMDKHOT PEHOBUHY - 3BY)KEHHSA A0NYCTUMUX MEX ANA
[LOMOMDKHOI PEYOBMHM (/1TaKTO3a MOHOTIAPAT) NoKa3HMKa
"Amorphous lactose"; 3By)XeHHS AONYyCTUMUX MeX A1 LLOMOMIXKHOIT
peyoBUHM (1TaKTO3a MOHOriApaT) NokasHuka Po3mip yacTok (MeTofg
nasepHoi AndIpakLii); 3BY>KEHHS 4ONYCTUMUX MEX 4151 [OMOMDKHOT
PeYOBUHM (/1aKTO3a MOHOTIAPAT) - 3a Noka3HUKOM "KinbkicTb Ginky
(y Burnagj Hitporeny"); AONOBHEHHA cnevudikaLlii HoBUM
NOKa3HMKOM 3 BifjNOBIAHUM METOA0M BUNPOGYBaHHA 415
[0MOMDKHOT peYOBMHU (/1aKTo31 MOHorigpar) fo Tecty CynyTHi
OOMILLKM; 3MiHK | TURY - 3MiHa Y MeToAax BUNPOOyBaHHSA
[OMNOMDKHOI PEYOBMHW - HE3HAYHI 3MiHW Y 3aTBEPKEHNX MeTodax
BMNpPo6YyBaHb 47151 AONOMIKHOI PEYOBUHM (/1TaKTO31 MOHOTiAPaT)
BU3HAYEHHSA BMICTY 6inky (MeTofoM KenbAans) - ontumisawis
MeToAy BUNPO6YBaHb; HE3HAYHI 3MiHWN Y 3aTBEPKEHNX METofax

3a
peyenmom

UA/11706/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
nepBuHHE Ta BMNpOGYBaHb AN AONOMDKHOI peYOBMHY (/1TaKTO3K MOHOrigpar) T
BTOPVHHE "CynyTHi JoMilLKK"- onTUMI3aLisa meToay BUNpo6yBaHb; 3MiHu |
nakyBaHHs, BUMYCK TUMY - 3MiHW, NOB'A3aHI 3 HEOOXIAHICTIO MPUBEAEHHS Y
cepii: BiANOBIAHICTb A0 MoHOrpadii 4PY abo €Bponeiicbkol
Hosapric thapmakonei, abo iHLWOT HalioHabHOT thapmakonei aepxasn €C -
PapmacboTuka npuBefeHHs cneundikauii 4ONOMKHOI peyoBUHMN (NakKTo3n
C.A., IcnaHis MOHoriapar) Ao BUMOr MoHorpadii EP
nepBuHHe Ta
BTOPUHHE
nakyBaHHS:
KoHachbapma AT,
Lliseiuapis
124. | OHBPE3 NOpOLUOK ANs HoBaprTic ®apma | LlBeiiuapis BMPOGHMLTBO 3a LBeiiuapis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/11706/01/02
BPU3XAWNN | iHransujii, Teepai Al NOBHUM LK/IOM: IcnaHis 3MiHM | TNy - 3MiHa napameTpiB cneyudikayiin Ta/abo gonyctummnx |  peyenmom
EP Kancynu no 300 mkr HoBapTic ®apma MeX A/15 AONOMDKHOT PEYOBUHY - 3BY)KEHHS AONYCTUMUX MEX AN
Ne 10 (10x1), Ne 30 LLTeliH A, [OMOMDKHOT PEYOBMHM (/1aKT03a MOHOTIAPAT) NoKasHuKa
(10x3) y 6nicTepax 3 LLBeiiuapis "Amorphous lactose"; 3By)XeHHS AONYCTUMUX MEX A1 LONOMIXKHOI
1 iHransiTopom KOHTPO/b SKOCTI PEYOBUHM (/TaKTO3a MOHOTIAPAT) NokasHMKa Po3mip yacTok (MeTog
(3a BUHATKOM nasepHoi AndipakLii); 3BYXXeHHS ONYyCTUMUX MeX A5 [OMOMDKHOT
Tecty pPEeYOBUHM (NaKTo3a MOHOriApaT) - 3a NOKa3HUKOM "KinbKiCcTb 6inKy
Mikpob6ionoriyHa (y Burnagj Hitporeny"); AONOBHEHHS cnevudikaLii HoBUM
4yncToTa): NOKa3HUKOM 3 BifjNMOBIAHUM METOA0M BUNPOGYBaHHA 415
dapmaHanituka [0MNOMDKHOT peYOBMHU (N1aKTo3M MOHorigpar) fo Tecty CynyTHi
CA, Weeiiyapis OOMILLKY; 3MiHW | TUMY - 3MiHa Y MeToAax BUNpobyBaHHS
KOHTPO/b SIKOCTI [OMNOMDKHOI PEYOBMHW - HE3HAYHI 3MiHW Y 3aTBEPKEHNX MeTodax
3a NoKasHVkamu: BMNPO6YBaHb A1 AONOMDKHOT PEYOBMHU (S1TaKTO3M MOHOTIAPAaT)
"Onuc BmicTy", BM3HAYEHHS BMICTY 6inky (MeTogom Kenbaans) - ontumisavis
"O60/0HKa"; MeToAy BUNPOOYBaHb; HE3HAYHI 3MiHN Y 3aTBepAKEHUX MeTofax
nepBrHHE Ta BMNPOBGYBaHb A5 AONOMDKHOT PEYOBMHU (1akTO3M MOHOrigpaT) T
BTOPVHHE "CynyTHi [lomilukn"- onTumisauis metogdy B1UnpobyBaHb; 3MiHu |
nakyBaHHs, BUMYCK TUMY - 3MiHWU, NOB'A3aHi 3 HEOOXiAHICTIO MPUBEAEHHS Y
cepii: BiANOBIAHICTL A0 MoHOrpadii 4dPY abo €Bponeicbkoi
HosaprTic thapmakonei, abo iHLWOi HauioHasIbHOI dhapmakonei gepxasn EC -
PapmacboTuka npuBefeHHA crneundikavii 4ONOMiIXHOI pevyoBUHY (1aKTo3n
C.A., IcnaHis MOHoOrigpar) Ao BUMor moHorpacii EP
nepBrHHE Ta
BTOPWHHE
nakyBaHHS:
KoHadhapma Al
LLiBelinapis
125. | OPEB® Kancysm M siki no BepiHrep HimeuunHa MepBuHHE HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiiH1ux maTepianis: 3miHu | TRy - 3a UA/16115/01/01
100 wmr, no 10 IHrenbxainm (6nictepn) Ta AZMiHICTpaTVBHI 3MiHX. 3MiHa Ha3BW JliKapCbKOro 3acoby - peuyenmom
Kancyn y 6nicrepi, IHTEpHeLLHN BTOPUHHE 3aTtBepmkeHo: OPEB 3anponoHoBaHo: OPEB® (BBeaeHHs 3MiH
no 6 6nictepis y M6X nakyBaHHs, npoTArom 6 micsLiB Nicns 3aTBEPAXKEHHS )
KapTOHHIN ynakoBuUi MapKyBaHHS,

KOHTPO/1b AKOCTI,
KOHTPO/1b AKOCTI
3a NOKa3HMKOM
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Ne Hassa ®dopma BUnycKy 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs

MikpobionoriyHa
yucToTa Ta BUNyck
cepilt nikapcbkoro

3acoby:
BepiHrep
IHrenbxanm
dapma MmoX i
Ko.KI, HimeuunHa;
Brpo6HMLUTBO,
ynakoBska Ta

KOHTPONb SIKOCTI
(3a BMK/IIOYEHHSIM

Mikpo6ionoriyHol

4yncToTU) Kancyn

bulk (He
po3chacoBaHoi
npoaykui):
KatasneHt
HimeuunHa
E6epb6ax MvbX,
HimeuuunHa;
AnbTepHaTuBHI
OinbHULUI oNns
BTOPWHHOTO
nakyBaHHS Ta
MapKyBaHHS:
LLiteremaHH
JNboHdepnakyHreH
yHA NloricTiwep
Cepsic e. K.,
HimeuuunHa;
®apm/lor dapma
NopyxicTik TM6X,
HimeuuunHa;

AnbTepHaTUBHI

nab6opartopii ans

npoBefeHHs

KOHTPO/O AKOCTI
(3a BMK/IIOYEHHSIM
Mikpob6ionoriyHoi

YACTOTW):
AeHp Em
LTabTect MMOX,
HimeuuunHa;
HysicaH 'M6X,
HimeuuunHa;

AnbTepHaTMBHa
nabopartopia ans

NpoBefeHHs
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

KOHTPOO AKOCTI
Mikpo6ionoriyHoi
4ynecToTn:
CIC Inctutyt
PpeseHiyc MvbX,
HimeuuunHa;
Na6op N+C AT,
HimeyunHa

126.

ODEB®

Kancysm M siki no
150 wmr, no 10
Kancyn y 6nictepi,
no 6 6nictepis y
KapTOHHI ynakoBL,i

BepiHrep
IHrenbxainm
IHTepHeLLHN

6X

HimeyunHa

MepBuHHE
(bnicTepn) Ta
BTOPWHHE
nakyBaHHs,
MapKyBaHHS,
KOHTPO/b SKOCTI,
KOHTPO/b SKOCTI
3a NOKa3HUKOM
Mikpo6ionoriyHa
yncToTa Ta BUMYCK
cepiii nikapcbKoro
3acoby:
BepiHrep
IHrenbxaim
dapma M'vbX i
Ko.KI, HimeuuuHa;
Brpo6HMLTBO,
ynakoBka Ta
KOHTPO/b AKOCTI
(3a BUK/IIOYEHHAM
Mikpo6ionoriyHol
YACTOTW) Kancyn
bulk (He
po3dacoBaHoi
npoaykuii):
KataneHt
HimeuyunHa
E6epbax MvbX,
HimeuuunHa,;
AnbTepHaTUBHI
OinbHUU Ans
BTOPWHHOTO
nakyBaHHS Ta
MapKyBaHHS:
LLiteremaHH
NboHdhepnakyHreH
yHA JloricTiwep
Cepsic e. K.,
HimeuuunHa,;
Papm/lor Papma

HimeyunHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapcbKoro 3acoby -
3aTtBepmkeHo: OPEB 3anponoHoBaHo: OPEB® (BBefeHHs 3MiH
npoTArom 6 micsALiB Nicns 3aTBEPAXKEHHS )

3a
peyerimom

UA/16115/01/02
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
JlopxicTik TM6X,
HimeuuunHa,;
AnbTepHaTUBHI
nabopartopii gns
npoBefeHHs
KOHTPOSHO SIKOCTI
(32 BUKJTHOUEHHAM
Mikpo6ionoriyHoi
4YNCTOTH):
A eHp Em
LTabTecT MMOX,
HimeuuunHa;
HysicaH TmM6X,
HimeuuunHa,;
AnbTepHaTMBHa
naboparopia ans
npoBefeHHs
KOHTPOSHO SIKOCTI
Mikpob6ionoriyHoi
4yncToTU:
CIrC Ivctutyt
dpeseHiyc M6X,
HimeuuunHa,;
Na6op N+C AT,
HimeyunHa
127. | OPOP® TabneTtkn, BKpUTI OpraHocuH IHais EBepTomxeH IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/7732/01/01
NNiBKOBOIO Nalidy CaeHcms Naiich CaeHcus 3MiHK | TUNY - 3MiHK y NpoLeci BUPOGHMLTBA FOTOBOTO JTiKapCbKOro peuyenmom
06010HKO0, Mo 10 Met. /T4, NimiTeq, 3aco0y, BK/OYatoUy NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MpU
TabneTtok y 6nictepi, BMPOBHMLTBI rOTOBOrO Nikapcbkoro 3acoby; 3MiHU y npoLeci
no 1 6nictepy B BMPOGHULTBA FOTOBOrO NiKapCbKOro 3acoby y 3B A3Ky 3
KapTOHHI navi OoNnTMMI3aUi€eto NpoLecy Ha cTagji rpaHynsuii, BUCYLLYBaHHI
BO/IOTMX FpaHyn, NoApiGHEHHS, NepeMiLLyBaHHS, NpecyBaHHs,
NOKPUTTS TabNeToK NNIBKOBOK 060M0HKO; 3MiHK || TURY - 3MmiHa
BMPOGHMKA BUXIAHOr0/NPOMIKHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYIOTLCSA Y BUpOo6HMYOMY npoueci A®I, abo 3miHa
BMPOGHMKa (BK/KOYakouu, e HeobXifHo, MicLe NpoBeaeHHs
KOHTpOs0 skocTi) A®I - BBeAEHHSA HOBOro BUpPOGHMKa AdI
( opHigasony)
128. | OPOP® TabneTkn, BKpUTI OpraHocuH IHgis EBepTomKeH IHais BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: - UA/7733/01/01
NNiBKOBOIO Naiicp CaeHcus Naiicp CaeHcnz 3MiHM | TUNy - 3MiHW y NpoLLeci BUPOGHMLTBA rOTOBOTO /ikapCbKOro
060n10HKot0, in bulk: MeT. 114, Nimiten 3aco0y, BK/OYatoUy NPOMKHWA NPOAYKT, L0 3aCTOCOBYETHLCS MPU

no 2500 TabneTok y
nakeTi, no 1 nakety
y kopobuj i3
rogpokapToHy

BMPOBHMLTBI TOTOBOTO MiKapCbKoro 3acoby; 3MiHM y npoLeci
BMPOGHMLITBA FOTOBOrO J1iKapPCbKOro 3acoby y 3B S3Ky 3
onTuMi3aLieto npouecy Ha cTagii rpaHynsauil, BUCYLLYBaHHi
BOJIOTMX rpaHy/, NoApiGHEHHS, NepeMilLyBaHHSs, NpecyBaHHs,
NOKPUTTS TabNeToK N/1iBKOBO 060MOHKOKD; 3MiHM Il TUMY - 3MiHa
BMPOBHMKA BUXIAHOro/NPOMIDKHOTO NPOAYKTY/peareHTy, Wwo
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
BMKOPVCTOBYHOTbCSA Y BUpOoOHNYOMY npoueci A®l, abo 3miHa
BMPOGHMKa (BKIKOYalouM, e HeobXiAHO, MicLe NpoBeAeHHs
KOHTpPO0 skocTi) AP - BBeAEHHSA HOBOro BUPOGHMKa AdI
( opHigasony)
129. | MEHTAKCW | nopoLuok CaHodpi MNactep PdpaHuis CaHocpi MNacTep, PpaHuis/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/13010/01/01
M® Haemophilus ®paHuis; CAHO®I YropLmHa 3MiHM | TUny - 3MiHa y MeTodax BunpobysaHHA A®l abo BuxigHoro peyenmom
BAKUWHA influenzae Tuny b Ta C.N.A., Itanis; mMartepiany/npomiKHOro NPoAyKTy/peareHTy, LWo BUKOPUCTOBYETLCA
ansa cycneHsis gns CaHodpi-ABeHTIC y npoveci BUpo6bHuuTBa AD| - BHECEHHA aHaNiTUYHUX 3MiH A0
APO®PINAK | iH'ekuiii (0,5 mn), no MpaisiT Ko. meToAdy Molecular size distribution, Skuii BUKOHYETLCS NPU BUNYCKY
TUKN 1 chnakoHy 3 Nta.yropuwuHa A®I (nonicaxapug Haemophilus influenzae Tuny b, koH'toroBaHwuii 3
ONODTEPII, nopoLukom Ta 1 npasLeBMM NPOTEIHOM) Ta Npu BUNPOGYBaHHI CTabiIbHOCTI;
NMPABLA, nonepeaHL0 He3HauHi 3MiHM y meTogi BunpobysaHHsA Polysaccharide/Protein
KALUTHOKY | 3anoBHeHoMy ratio test; He3HauHi 3mMiHW y MeToai Free polysaccharide content
(ALENONA | wnpuyy (0,5 mn) 3 test; He3HauHi 3MiHK A0 MeToAy Free tetanus content test;
PHUI MPUKPINIEHOD He3HauHi 3MiHn [0 meTogy Phosphorus content test; He3HauHi
KOMMOHE ronkoto (abo 2 3MiHM 0o MeToay BU3HaveHHs Residual EDAC (Ethyl-
HT), OKpemMnmu ronikamu), dimethyaminopropyl carbodiimide) and EDU (Ethyl-
noniomie O MICTUTb dimethyaminopropyl urea) limit test; He3HauHi 3MiHK A0 MeToay
nry cycneHsito ans BM3Ha4yeHHs Residual Phenol limit test; He3HauHi 3mMiHW 00 MeToAYy
IHAKTBO iH'EKLLI, B KAPTOHHIl Sucrose content test; 3miHu Il TUNY - 3MiHa y napameTpax
BAHA TA Kopob6Li abo B cneuudikaLin Ta/abo AoNyCTUMUX MEX, BUSHAUYEHNX Y
BAKUUHA cTaHAapTHO- cneuudikauisix Ha A®l, abo BUXigHWI/MPOMIXHWIA
ana €KCMOPTHilA NPOAYKT/peareHT, Lo BUKOPUCTOBYTLCA Y NPOLLECi BUPOGHMLITBA
MPO®INAK | ynakoBui, sika A - BuganeHHs koedivieHTy po3noginy KD 3 meToay
TUKN MIiCTUTbCA Y BMnpobyBaHHA Molecular size distribution test, ke BUKOHYETbCA
IHOEKLIIA, KapTOHHIA KOopooLi npu BMNYCKY Ta Nif Yac BUNpobyBaHb CTabiNbHOCTI 4151 aKTUBHOI
CNPUHNHE cy6cetaHuii PRP-T (nonicaxapug Haemophilus influenzae tuny b,
HUX KOH'IOroBaHuii 3 MpaBLeBUM NPOTETHOM)
HAEMOPHI
LUS TUny
B
KOH’HOroB
AHA,
AACOPBO
BAHA
130. | NO/INHY TpaBano50ry MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 6e3 UA/2264/01/01
rPKOIro naykax 3 BHyTpilWHIM | PapmaLeBTUyHa dapmaueBTUyYHa 3MiHM | TUNY - 3MiHW B TEKCT MapKyBaHHSA BTOPUHHOT yNakoBKN peyenma
TPABA nakeTom habpuka thabpuka "Biona" nikapcbKoro 3acoby (po3LwmpeHHs iHchopmMadil). BegeHHs 3MiH
"Biona" NpOTArom 3-x MicsLUIB Nic/1s 3aTBEPAKEHHS
131. | NPEBEHAP | CycneHsis gns Mcpaiizep CLWA Baet Benvka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/15864/01/01
®13]/ iH'ekwUiii no 1 posi Eiu.Ci.Mi. dapmaceyTumKaic, BputaHis/ 3MiHM | TNy - AAMIHICTPaTUBHI 3MiHW. BUnyyeHHs BUPOGHMYOT peyenmom
PREVENAR | (0,5 mn) KopnopeiiwH Benuka BpuTaHis Benbrisi/ AinbHUUI (BKAOYaoum AinbHuui Ana A®l, npoMixxHOro npoaykTy
®13 Mo 1 posi (0,5mn) y Mdpaiizep Ipnangis/ ab0 roToBOro NiKapcbkoro 3acoby, AiNbHULL 4158 NPOBEAEHHS
BAKUVHA nonepeaHL0 MeHtodekuypuHr CWA nakyBaHHs, BAPOOHWKa, BifjNOBIAaIbLHOMO 3a BUMYCK Cepili, MicLe
MHEBMOK HarnoBHEHOMY Benebria HB, NpoBeAEHHS KOHTPO/TIO cepil) abo nocTavasnbHKKa BUXIAHOTO
OKOBA wnpuyi; no 1 Benbris MaTepiany, peareHTy abo AOMNOMIKHOI PEHOBUHM (AKLLO 3a3HAYEHO
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
MONICAXA | nonepedHbO Mcpaiizep Ipnexg, y focbe) BunyyenHs ginbHuui Molecular Epidemiology (15300
PUOHA HanoBHEHOMY $apmaceyTumkanc, Bothell Way NE, Lake Forest Park, WA 98155, United States) sik
KOH’IOIOB | wnpwuuy Ta ofHii IpnaHgis anbTepHaTUBHOI Nabopatopii 415 BUNPOOOBYBAHHS CTEPU/BLHOCTI
AHA BiJOKpEM/IEHIli ronui Bakctep CRM197-koH'toraTiB MHEBMOKOKOBMX MoJlicaxapugis.
(TPUHAALL B iHAMBIAYyaIbHOMY PapmaceyTumkan
ATUBAJNEH | yoxniy 3akputomy ContowmHe N1J1C,
THA nnacTMKoBOMY CWA
AACOPEO KOHTeliHepi; no 1
BAHA) Nn1acTMKOBOMY
KOHTEliHepy y
KapTOHHI Kopobui 3
MapKyBaHHSM
YKpaiHCbKOK Ta
aHrnilicbkoto
MOBaMm
132. | NPErHIN® NOpoLUOK ANA LWepiHr-Mnay LLiBeiiuapis Bupo6HuuTBO 3a HigepnaHgn BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3miHu | TNy - 3a UA/3483/01/01
po3unHy ans iH'ekuii | CeHtpan lct Al NOBHWM LUK/IOM / AIMiHIiCTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHsA Ta/abo aapecu peuenmom
no 1500 MO; 3 (nopowok ans CWA 3asBHMKa (BNacHvKa peecTpaLiiHoro NocBig4YeHHs) YTOUHEHHS
donakoHu 3 pPO34nHYy AN agpecy 3asBHKKa (BNacHvKa peecTpauiiHoro nocBig4eHHs)
nopoLukom Ta 3 iH eKUil),
hnakoHu 3 1 mn BTOPUHHE
PO34MHHYMKA (PO34NH nakyBaHHS Ta
Hatpito xnopugy 0,9 BUNYyCK cepil
%) B KAPTOHHIi (PO34MHHUK
ynakoBLii (PO34uH HaTpilo
xnopugy 0,9 %):
H.B. OpraHoH,
HigepnaHgu;
Bupo6HMLTBO,
KOHTPO/b AKOCTI
Ta BUNYCK cepil,
nakyBaHHs
(PO3u4nHHUK in bulk
(PO34uH HaTpilo
xnopugy 0,9 %):
Lbxy6inaHt
XonnictepCraep
JINC, CWA
133. | NPErHIN® NOPOLLOK A5 LWepiHr-Mnay LLiBeliyapis Bupo6HMLTBO 3a HigepnaHgn BHECEHHS 3MiH 4,0 peecTpaviiHnx matepianis: 3mMiHu | Tuny - 3a UA/3483/01/02
po3unHy ans iH'ekuin | CeHtpan lct Al NOBHVM LK/IOM / AZMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuyenmom
no 5000 MO; 1 (nopowok ans CWA 3asBHUKA (B/1ACHMKa peeCTpaLiiHOro NOCBiAYEHHS) Y TOYHEHHS

h/1aKoH 3 NOPOLLKOM
Ta 1 donakoH 3 1 mn
PO34MHHYMKA (PO3YNH
Hatpito xnopugy 0,9
%) B KAPTOHHIi
ynakoBLi

pO34nHy ANA
iH eKuil),
BTOPWHHE
nakyBaHHSA Ta
BUNYyCK cepil
(PO3YMHHUK
(pO34mH HaTpilo

agpecy 3asiBHMKa (BNacHvKa peecTpauiitHoro noceig4eHHs)
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

xnopugy 0,9 %):
H.B. OpraHoH,
Higepnangy;
Brpo6HMLTBO,
KOHTPONb SIKOCTI
Ta BMNycK cepii,
nakyBaHHS
(pO34nHHUK in bulk
(pO34rH HaTpito
xnopugy 0,9 %):
Lbxy6inaHT
XonnictepCraep
JINC, CWA

134.

MPE®EMIH

TabneTkn, BKpUTI
NNiBKOBOIO
o060n0HkKoto, no 20
mr, no 30 TabneTok
y 6nicTepi; no 1 abo
no 3 6nictepu B
KapTOHHIA KOpooLi

Amakca dapma
nTa

Benvka
BpuTtaHis

BUPOGHMLTBO,
nakyBaHHsl,
KOHTPO/b SIKOCTI
Ta BUNYCK cepiit:
Makc Lennep
3boHe AT,
LLieiiuapis;
KOHTPO/Ib SKOCTI:
Na6op Uonnixrep
AT, LLseliuapis;
nepBuHHe Ta
BTOPWHHE
nakyBaHHSl,
MapKyBaHHS:
lHcaHa CA,
LLieiiuapis;
KOHTPO/Ib Cepili:
IHTepnabop Benn
Ar, Liseiiua

LLIBeiiuapis

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis:
3MiHM | TUNY - BHECEHHS pefakLUiiHX NpaBoK A0 3aTBEPAKEHOrO
TEKCTY MapKyBaHHS Ha BTOPVHHIN ynakoBL,i: A0AaBaHHA
iHbopmaLii woa0 3acTocyBaHHS (3riAHO 3aTBEPMAKEHOI IHCTPYKLI
00 nikapcbkoro 3aco6y). BBeAeHHs 3MiH MPOTAroM 6-Tu micsAuiB
nicnsa 3aTBepiKeHHs

6e3
peuyenma

UA/14671/01/01

135.

NMPAYENN
TPABA

TpaBano 50 ry
naykax 3 BHYTPILIHIM
naketom; no 1,5ry
inbTP-NakeTi; no
20 nakeTiB y nayuj

MpAT
dapmaLeBTuyHa
habpuka
"Biona"

YkpaiHa

MpAT
dapmaueBTUyYHa
habpuka "Biona"

YKkpaiHa

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis:
3MiHK | TUNY - 3MiHW B TEKCT MapKyBaHHS BTOPUHHOT YNaKOBKM
nikapcbKoro 3acoby (po3LmpeHHs iHdopmallii). BBeAeHHS 3MiH
NpOTArom 3-x MicsLIB Nicn1s 3aTBEPAKEHHS

6e3
peyenma

UA/2265/01/01

136.

NMPOBIPOH
®

Tabnetku no 25 mr
no 20 TabneTok y
6nictepi; no 1
6nictepy y
KapTOHHI navui

Baiiep Al

HimeyunHa

Baiiep Baiimap
m6X i Ko. KI

HimeyunHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | Tuny: 3miHn
3 sIKOCTi. FOTOBWMIA Nnikapcbkuii 3acib. Cructema koHTeliHep/
3aKynoproBasibHUiA 3aci6. 3miHa chopmn abo po3mipy KoHTeliHepa
4K 3aKyNoprBa/IbHOrO 3acoby (MepBUHHOIT YNakoBKK) (HECTEPUbHI
nikapcbki 3ac06m) - 3miHa po3mipiB 6nicTepa, 6e3 3MiHu
NepBMHHOTO NakyBaslbHOro Martepiasty (3aTBepaKeHo: po3mMip
6nicTepa (LuMprHa X goBxuHa 31 X 75 MM; 3anpornoHOBaHo:
po3miH 6nicTepa (LwmpuHa X goBxunHa 39 x 105 mm)). BeegeHHs
3MiH NPOTAroM 4-X MIiCAUB NicNs 3aTBEpPMKEHHS. 3MiHW | Tuny:
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. CucTeMa KoHTelHep
/3aKynoproBasibHWiA 3aci6. 3mMiHa po3Mipy ynakoBKM rOTOBOrO

3a
peyenmom

UA/3058/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
nikapcbKoro 3acoby (3MiHa KislbKOCTi OAMHULL (Hanpuknag,
TabneTtok, amnyn TOLLO) B ynakoBLi. 3MiHa y Aiana3oHi
3aTBEPMKEHNX PO3MIPIB YNaKOBKV — 3MiHa KiIbKOCTi TabNeToK y
6nicTepi Ta KisIbKOCTi 6nicTepiB y nayui, 63 3MiHUM NEPBUHHOIO
nakyBa/lbHOro Martepiany, 3 BignoBigHVMUN 3MiHAMW Y p.
«YnakoBka». 3aTBepaKeHo: «no 10 TabneTtok y 6nictepi; no 2
6nicTepun y kapTOHHIlA NayLi». 3anponoHoBaHo: «no 20 TabneTok y
6nicTepi; no 1 6nicTepy y KApTOHHIl nayLyi»
3MiHN BHECEHO B IHCTPYKL,iIO 415 MEANYHOro 3acTOCyBaHHSA
nikapcbKoro 3acoby y p. "YnakoBka". BBefeHHs 3MiH NpoTArom 4-x
MiCALB Nic/a 3aTBEPIAKEHHS.
137. | NPOBIPOH | Tabnetkn no 25 wmr, Baviep ®apma HimeuunHa Baliep Balimap HimeuyunHa BHECEHHS 3MiH 4,0 peecTpaLiiHnX maTepiais: 3a UA/3058/01/01
® no 20 TabneTok y Al v6X i Ko. KI 3MiHu | TURNY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHU Y peyenmom
6nictepi; no 1 BUPOGHMLTBI. 3MiHM BUNPOOYBaHb abo A0MYCTUMUX MEX,
6nictepy y BCTAHOB/IEHVX Y cneumdikauisx, nig yac BUPO6HMLTBA FOTOBOrO
KapTOHHI navui NikapcbKoro 3acoby (BU1yYeHHs HeCyTTEBOrO BUNPOOYBaHHS B
npoueci BMpobHULTBa) Ha cTagii 2.2.MNpecyBaHHA TabneTok
BM/IyYEHO [OAATKOBI TECTYBaHHA Ha Macy, TOBLLMHY Ta CTilKiCTb
Ha CTUCKaHHSA, SIKi NPOBOANANCH KOXHI 30 XBUMNH. A Takox y
po3ain 3.2.P.3.3.0n1c BUpO6GHMYOro npoLecy Ta KOHTPOsIo
npoLecy BHeCEHO pefakuiiiHi npaskn. 3miHW | Tuny - 3MiHW 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. Onuc Ta cknad. 3miHa y cknagi
(4ONOMDKHMX peyoBUHAX) FOTOBOrO NiKapCbKoro 3acoby (iHLi
[OMOMDKHI pe4oBUHM) - ByAb-ska He3HauHa 3MiHa KislbkiCHOro
cKknagy AOMOMIKHUX PEYOBWH Y rOTOBOMY flikapCbkoMy 3acobi -
BHECEHO YTOUYHEHHS A0 po3ainy 3.2.P.1.0nuc i cknag nikapcbkoro
3ac06y CTOCOBHO KifIbKICHOTO ckiiagy AOMOMKHUX PEYOBUH MarHito
CTeapaTy Ta NakTo3un MOoHorigpaTy. A Takox y po3gini
3.2.P.3.2.Cknap Ha cepito BHECEHO pefakLiiiHi npaBku (4iTko
po3NMcaHo ckiag AirUnx Ta OMOMIKHUX PEYOBUH Ha 3aTBEPAKEHI
po3Mipu cepiid).
138. | MPOCTA/A | HacTolika gns TOB YkpaiHa MpAT "Bionik" YKpaiHa BHECEHHS 3MiH 0 peEECTpaLiiiHMX MaTepiasliB: yTOUHEHHS 6e3 UA/1194/01/01
A nepopasibHoro "YKpaiHCcbka cTaTycy pek/iamyBaHHA JlikapCbKOro 3aco6y B Hakasi MO3 peyenma
3acTocyBaHHs no hapmaueBThyHa YkpaiHu Ne 1396 Big 13.06.2019 B npoveci nepepeectpadii.
100 mMn y chnakoHi KoMnaHis" Pepakuis B Hakasi — f,03B0N1EHO. 3anponoHoBaHa pefakyis —
abo y 6aHL; i3 3a60pPOHEHO.
cknomacu; no 1
donakoHy abo 6aHLi
B MayLi 3 KApTOHY ;
no 100 mny
hnakoHi abo y 6aHLi
nosliMepHiit; no 1
thnakoHy abo 6aHLi
B Nayuj 3 KapTOHY
139. | PEAAUTYK | KoHUeHTpaT ans [O-p Peppi'c IHais [-p Pepgpj'c IHais BHECEHHS 3MiH 10 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/12905/01/01
(o3 pO34MHy oNns Na6opaTtopic Na6opaTopic /T4, AAMiHIiCTpaTMBHI 3MiHWN. 3MiHa HaliMeHyBaHHs Ta/abo aapecu peuenmom
iHcpy3iid, 10 mr/mn, nig MiCList MPOBaMKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro

no 10 mn (100 mr)

NiKapCbKoro 3acoby, BKIYauM AibHULI BUNYCKY cepii abo Micue
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
a6o 50 mn (500 mr) NpPOBeAEHHS KOHTPOJIO SKOCTI. (AisNbHICTb, 32 AKy BignoBigae
y thnakoHi; no 1 BMPOGHUK/iMNOPTEp, BK/OYAKOUM BUMYCK cepili) - 3MiHa agpecu
donakoHy B Bnpo6Huka MNN3 A-p Peagai'c Nabopatopic /1Ta, IHAiS, 6€3 3MiHN
KapTOHHI kopo6uyj; Micus BUpobHULTBa (BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB nicns
no 1 KapTOHHii 3aTBEPKEHHS)
Kopobui y
nNacTKoBoOMy
MiLLIKY
140. | PEAAUNTYK | KoHueHTpaT ans [-p Pepgai'c IHAis [-p Peppj'c IHAaia BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - - UA/12906/01/01
(o3 pO34MHy N Na6opatopic Na6oparopic J/ITg AIMiHIiCTpaTMBHI 3MiHK. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
iHcpysiiA, 10 mr/mn, in Nt MiCLLA MPOBaKEHHS AiANbHOCTI BUPOGHMKa/imnopTepa rotoBoro
bulk: no 10 mn (100 NiKkapcbKoro 3acoby, BKIOUakuM AinbHULI BUNYCKy cepii abo mMicue
mr) a6o 50 mn (500 NnpoBeAeHHSA KOHTPOJIK0 AKOCTI. (4isANbHICTb, 3a AKY Bignosigae
Mr) y dh1akoHi; no BMPOGHMK/iMNOPTEP, BK/OYAOUM BUMYCK cepili) - 3MiHa agpecu
1000 chnakoHiB y BuUpo6Huka N3 A-p Peagai'c labopatopic /1Ta, IHAiS, 6€3 3MiHN
Kopoo6Li Micus BUpo6bHULTBa (BBEAEHHS 3MiH NPOTArom 6-Tu MicALiB nicns
3aTBEPKEHHS)
141. | PEMMAKC- | TabneTku XyBasibHi AT Ykpaina AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH 4,0 peecTpaviiHnx martepiasnis: 3MiHu | Tuny - 6e3 UA/11362/01/01
KB 3 M'ATHAM CMakoM; "KNIBCbKW BITAMIHHMIA 3MiHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa y peyenma
no 6 TabneTok y BITAMIHHWIA 3ABOA" TepMiHax NnpuaaTHoOCTi abo ymoBax 36epiraHHs roToBoro
6nictepi; no 3 3ABOL" NiKapcbKoro 3acoby (36iNbLIEeHHst TepMiHY NPUAATHOCTI FOTOBOrO
6nictepun y nauui nikapcbkoro 3acoby) - 15 ToproBoi ynakoBku (MigTBEPAXKYETLCA
JaHnMK peasibHOro Yacy) 36inbLUEeHHS TEPMiIHY NpuaaTHOCTI
roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3y/bTaTiB
[OBroCcTPOKOBUX AOC/iIKEHb CTabiNbHOCTI y peasibHOMY Yaci:
3arBepKeHo: TepMiH NpUAATHOCTI. 2 POk 3anponoHOBaHO:
TepMiH NpuaaTHOCTI. 3 pokv BBeAeHHS 3MiH NpoTArom 6-tu
MicSILIB NicNs 3aTBEPAKEHHS.
142. | PEMMAKC- | TabneTtku XyBaslbHi AT Ykpaina AT "KUIBCbKW YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHnx maTtepianis: 3MiHu | Tuny - 6e3 UA/12125/01/01
KB 3 anesibCUHOBUM "KNIBCbKWM BITAMIHHNIA 3MmiHu 3 SKocTi. FoToBMIA Nnikapcbkuii 3aci6. CTabinbHiCTb. 3miHa y peyenma
CcMakoM; no 6 BITAMIHHUIA 3ABOA" TepMiHax npuaaTHoCcTi abo ymoBax 36epiraHHA roToBoro
Tabnetok y 6nictepi; 3ABOA" nNikapcbKoro 3acoby (36iMbLUeHHs TepMiHY NpuAaTHOCTI rOTOBOro
no 3 6nictepu y nikapcbkoro 3acoby) - 415 Toprosoi ynakoBku (MigTBEPAKYETLCA
nauui [aHMU peanibHOro vacy) 36inbLUEHHSt TepMiHY NpuaaTHOCTI
roTOBOrO JliKaPCbKOro 3ac00y Ha OCHOBI MO3UTVBHUX Pe3y/bTaTiB
[OBroCcTPOKOBMX AOC/ifKEHb CTabiNbHOCTI y peasibHOMY Yaci:
3arBepKeHo: TepMiH NPUAATHOCTI. 2 PoK1 3anponoHOBaHO:
TepmiH NpuaaTHOCTI. 3 pokv BBeAeHHS 3MiH NPOTArom 6-Tu
MiCALIB Nic/1A 3aTBEPAKEHHS.
143. | PEMMAKC- | TabneTtku XxyBasbHi AT Ykpaina AT "KNIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 6e3 UA/12126/01/01
KB 3 M&J/IMHOBUM "KNIBCbKM BITAMIHHUIA 3MiHM 3 iKoCTi. [0TOBWMIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y peyernma
cMakom; no 6 BITAMIHHWIA 3ABOA" TepMiHax NpuaaTHocTi abo ymoBax 36epiraHHs roToBoro
Tabnetok y 6nictepi; 3ABO4" nikapcbKoro 3acoby (36inbLUeHHS TepMiHy NPUAATHOCTI FOTOBOro

no 3 6nictepun y
naui

nikapcbkoro 3acoby) - 151 ToproBoi ynakoBku (NiATBEPAKYETLCS
[aHVMU peanibHOro vacy) 36inbLUEHHS TePMiHY NpuaaTHOCTI

roTOBOro NikapcbKoro 3acoby Ha OCHOBI MO3UTUBHUX pe3ybTarTiB
[0BrOCTPOKOBUX AOCAIMKEHb CTAbINBHOCTI Y peasibHOMY Yaci:
3areepakeHo: TepMiH NpMAATHOCTI. 2 pokM 3anponoHOBaHo:
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
TepMiH NpuaaTHoOCTI. 3 pokv BBegeHHs 3MiH NpoTArom 6-tm
MicALB Nic/a 3aTBEPAKEHHS.

144. | PE®AKTO niocpinizat gna MPANIEP CLIA BMPOBHULTBO Icnanis/ BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiais: 3a UA/15929/01/01
A® (BYNO: pO34MHy AN EVY.CLMI. niodpinizaty 3a HimeuyunHa 3MiHK |l TUNY - 3MiHK A0 IHCTPYKLUiT 4719 MeAWNYHOro 3aCTOCYBaHHSA peyenmom
PE®AKTO iH ekuili no 250 MO; KOPMOPENLLH NOBHUM LMK/IOM; nikapcbKoro 3acoby Ao po3zinis "®apmakonoriyHi BnactneocTi”,
AF) 1 donakoH 3 KOHTPO/b AKOCTI "Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHI peakuii"(KniHiYHi

niocpinizatom y
KoMmMekTi 3 1
nonepegHL0
HarnoBHEHUM
LUNPULIOM 3
PO3YMHHMKOM MO 4
M/ (HaTpito xnopug,
(9 mr/mn), Boga ans
iH eKuin), 1
afiantepom Ans
hnakoHy, 1
cucTemoro ans
iHdoysii, 2
TamnoHamm 3i
cnupTtom, 1
nnactupem ta 1
MapneBoro
noAyLLEYKOI B
KapTOHHI kopo6uyj;
1 chnakoH 3
niochinizatom y
KOMMekTi 3 1
nonepeAHL0
HanoBHEHUM
LLNPULIOM 3
PO34YMHHMKOM MO 4
M/ (HaTpito xiiopug
(9 mr/mn), Boga ans
iH ekuii), 1
afantepom Ans
donakoHy, 1
cucTemoro ans
iHcpysii, 2
TamnoHamm 3i
cnupTtom, 1
nnactupem Ta 1
Mapnesolo
NnoAyLLEYKOIO B
KapTOHHI/ KopoobLi

PO34MHHMKA (OKPIM
[OCTiIKEeHHs cnnn
TepTs NOpLUHSA),
nakyBaHHS
PO3YMHHMKA Y
Habip;
BignoBiAanbHWi1 3a
BMNYCK cepil:
Baet ®apma C.A,,
Icnaxis
anbTepHaTnBHa
nabopartopia Ans
TecTyBaHHSA
npenapary 3a
NOKa3HUKOM
CTEepPW/IbHICTb:
Na6opaTtopis
bionab, C./.,
Icnais
BMPOBHULTBO
PO34YMHHVKA B
wnpuuax Ta
KOHTPONb SIKOCTI
(okpim
LOCNIAKEHHSA
repMeTUYHOCTI,
cunn TepTa
MOPLLHSA),
BizyaslbHWiA
KOHTpPO/b
PO3YMHHYIKA:
BetTep ®apma-
®epTuryHr NM6X &
Ko. KI', Himewunna
BizyaslIbHWiA
KOHTpPO/b
PO3YMHHMKA,
KOHTPONb SIKOCTI
PO34mMHHMKa (OKpiIM
LOCNIAKEHHSA
repMeTUYHOCTI,
cunn TepTs

LOCNiIKEHHNA BUNAAKIB YTBOPEHHS iHriGiTopiB dhakTopa VIII); 3miHu
Il TUNY - 3MiHW [0 IHCTPYKLIT 4719 MeAWNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis "®apmakosioriyHi BlacTnBocTi”,
"Cnoci6 3acTocyBaHHA Ta fo3m”, "INo6ivHi peakuii” (KniHiuHi
[OCNiPKEHHS 3aCTOCYBaHHS Y MONEPeAHbO iKOBaHUX AiTeli BikoM
[0 <12 pokiB). BBefeHHs 3MiH NpoTArom 3 Micauis nicas
3aTBepKEHHs




87

Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

MOPLUHSA):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI' HimeuunHa
BizyasIbHUIA
KOHTpONb
PO3YMHHWKA,
KOHTPONb SIKOCTI
PO34mMHHMKa (OKpiIM
OOCNiMKEHHs
repMeTUYHOCTI,
cunm TepTa
MOPLUHSA):
Betep ®apma-
®epTuryHr NM6X &
Ko. KT, HimeuunHa
BizyasIbHUIA
KOHTPONb
PO3YMHHWKA,
KOHTPONb SIKOCTI
PO34mnHHMKa (OKpiIM
OOCNiMKEHHs
repMeTUYHOCTI,
cunm TepTa
NOpLUHS)):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI' HimeuunHa

145.

PEDAKTO
A® (BY/O:
PEDAKTO
AF)

niocpinizat ana
po3unHy ans

iH ey no 500 MO;
1 chnakoH 3
nioghinizatom y
KomMnaekTi 3 1
nonepeaHLo
HanoBHEHUM
LUMPULIOM 3
PO34YMHHMKOM Mo 4
M/ (HaTpito xiiopug
(9 mr/mn), Boga ans
iH ekuii), 1
afantepom Ans
donakoHy, 1
CMCTEMOIO AN
iHcpysii, 2
TamnoHamu 3i
cnupTom, 1

NPOANSEP
EAY.CLII
KOPMOPENLLH

CLWA

BMPOBHULTBO
niocpinisaty 3a
MOBHVM LVK/IOM;
KOHTPO/b AKOCTI
PO34mMHHMKa (OKpiIM
JOCnifKeHH:A cunn
TepTs NOPLUHS),
nakyBaHHs
PO3UMHHKKE Y
Habip;
BiANOBIAaIbHWI 3a
BUNYCK Cepil:
Baet ®apma C.A,,
Icnanis
aflbTepHaTuBHa
nab6opartopis ans
TecTyBaHHs
npenapary 3a
NOKa3HUKOM

IcnaHis/
HimeyunHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis:
3MiHW Il TURY - 3MiHX [0 IHCTPYKUIT A4N18 MEANYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3AiiB "®apmakonoriyHi BnacTmeocTi”,
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6i4HI peakuii” (KniHiuHI
OOCNigKEHHA BUNAAKIB YTBOPEHHS iHriGiTopis dhakTopa VIII); 3miHn
Il TUNYy - 3MiHW [0 IHCTPYKLIT 4719 MeAWNYHOr0 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis "®apmakonoriyHi BnacTnBocTi”,
"Cnoci6 3acTocyBaHHA Ta fo3mn”, "MNobiynHi peakuii” (KAiHiYHI
[OOCMiHKEHHS 3aCTOCYBaHHS Yy MoNepeaHbo MiKoBaHWUX AiTeli BikoM
00 <12 pokiB). BBefieHHA 3MiH NpoTsArom 3 micsLiB nicns
3aTBEPKEHHS

3a
peyenmom

UA/15929/01/02
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs

nnactupem ta 1
Map/ieBoI0
noAyLIEYKo B
KapTOHHI kopo6uyj;
1 chnakoH 3
nioghinizatom y
KomnnekTi 3 1
nonepegHLo
HanoBHEHUM
LUMPULIOM 3
PO34YMHHMKOM Mo 4
M/ (HaTpito xiopug
(9 mr/mn), Boga ans
iH ekuin), 1
afanTepom ans
thnakoHy, 1
cMcTEMOLo Ans
iHcy3ii, 2
TamnoHamm 3i
cnupTtom, 1
nnactupem Ta 1
Map/1eBOI0
noAyLLIEYKoLo B
KapTOHHI/ Kopoo6Li

CTEPUSIBHICTB!
Nab6opaTtopis
bionab, C./.,
IcnaHis
BUPOBHULTBO
PO34MHHVKA B
Lwnpuuax ta
KOHTPONb SIKOCTI
(okpim
OOCNiMKEHHs
repMeTUYHOCTI,
cunm TepTa
MOPLUHS),
Bi3yaslIbHUIA
KOHTPONb
PO3YMHHYIKA:
BetTep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa
BizyasIbHUIA
KOHTPONb
PO3YMHHWKA,
KOHTPONb SIKOCTI
PO34mnHHMKa (OKpiIM
OOCNiMKEHHs
repMeTUYHOCTI,
cunm TepTa
MOPLUHS)
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa
BizyasIbHUIA
KOHTPONb
PO3YMHHWKA,
KOHTPONb SIKOCTI
PO34mMHHMKa (OKpiIM
OOCNiMKEHHs
repMeTUYHOCTI,
cunm TepTa
MOpLUHSA):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimeuunHa
BizyasIbHUIA
KOHTPONb
PO3YMHHWKA,
KOHTPONb SIKOCTI
PO34mnHHMKa (OKpiIM
OOCNiMKEHHs
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
repMeTUYHOCTI,
cunm TepTa
MOPLUHSA)):
Betep ®apma-
®epTuryHr rméx &
Ko. KI",
HimeyunHa
146. | PE®AKTO niocpinizat ana MNOAN3EP CLWA BMPOBHULTBO IcnaHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/15929/01/03
A® (BYNO: PO34UMHYy Ans EAY.CLII. nioghinizaty 3a HimeuunHa 3MiHW Il TURY - 3MiHW [0 IHCTPYKUIT A4N18 MEeANYHOrO 3aCTOCYBaHHS peyenmom
PE®PAKTO iH ekuili mo 1000 KOPMOPEWLLH NOBHUM LMK/IOM; nikapcbKoro 3acoby Ao po3AiiB "®apmakonoriyHi BnacTmeocTi”,
AF) MO; 1 cpnakoH 3 KOHTPO/b SKOCTI "Ocob6nmBocCTi 3acTocyBaHHA", "Mo6i4HI peakuii” (KiHiuHI

nioghinizatom y
KOMMAekTi 3 1

PO34MHHMKa (OKpiIM
JOCTiIKEHHA cnnn

OOCNigKEHHA BUNAAKIB YTBOPEHHS iHriGiTopis dhakTopa VIII); 3miHn
Il TUNYy - 3MiHK [0 IHCTPYKLIT 4719 MeAVNYHOr0 3aCTOCYBaHHSA

nonepegHsL0 TepTs NOPLUHS), nikapcbKoro 3acoby Ao po3zinis "®apmakosoriyHi BnacTnsocTi”,
HanoBHEHUM nakyBaHHs "Cnoci6 3acTocyBaHHA Ta fo3mn”, "MNobiyHi peakuii” (KAiHiYHI
LUMPULIOM 3 PO3YMHHKKA Y [OCNIMKEHHS 3aCTOCYBaHHSA y NonepesHbL0 NikoBaHWX AiTeil BikoM
PO3YMHHMKOM MO 4 Habip; 00 <12 pokiB). BBefeHHA 3MiH NpoTsArom 3 micsLiB nicns
M/ (HaTpito xiiopug BigNoBiAa/IbHWIA 32 3aTBEPKEHHSA

(9 mr/mn), Boga ans BUNYCK cepil:

iH ekuii), 1 BaeT ®apma C.A,,

agjantepom ans IcnaHis

chnakory, 1 anbTepHaTnBHa

cucTemoro A4S nab6opartopis ans

iHcpysii, 2 TeCcTyBaHHs

TamnoHamm 3i npenapary 3a

cnmpTom, 1 NOKa3HUKOM

nnactmpem Ta 1 CTEPUSIBHICTb!

Map/ieBOI0 Na6opartopis

NnoAyLIeykoo B Biona6, C./.,

KapTOHHI Kopoo6L; IcnaHis

1 donakoH 3 BMPOGHMNLITBO

niocpinizatom y PO3UMHHVKA B

KoMnaekTi 3 1 wnpuyax Ta

nonepegHL0 KOHTPO/b SIKOCTI

HanoBHEHUM (okpim

LINPULOM 3 [OCNigpKeHHs

PO34YMHHMKOM Mo 4 repMeTUYHOCTI,

M (HaTpito xnopua cunun TepTa

(9 mr/mn), Boga ans MOPLUHS),

iH ekuin), 1 Bi3yasibHWiA

afanTepom ans KOHTPONb

chnakoHy, 1 PO3UMHHMKA:

cucTemoro ans BetTep ®apma-

iHdpy3ii, 2 PepTuryHr rmox &

TamnoHamm 3i Ko. KI', HimeuunHa

cnmpTom, 1 Bi3yaslbHUi

nnactvpem 1a 1 KOHTPONb
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

MapeBoto
NoAyLIEYKo B
KapTOHHI/ KopoobLi

PO3YMHHWKA,
KOHTPONb SIKOCTI
PO34mnHHMKa (OKpiIM
OOCNiMKEHHs
repMeTUYHOCTI,
cunn TepTa
MOPLUHSA):
Betep ®apma-
®epTuryHr NM6X &
Ko. KT,
HimeuyunHa
Bi3yasIbHWiA
KOHTPONb
PO34MHHNKA,
KOHTPO/b AKOCTI
PO34mMHHMKa (OKpiM
OOCNIMKEHHA
repMeTUYHOCTI,
cunm TepTa
NOPLUHSA):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimewunHa
Bi3yaslbHWiA
KOHTPONb
PO34MHHNMKA,
KOHTPO/b AKOCTI
PO34UmMHHMKa (OKpiM
OOCNIMKEHHA
repMeTNYHOCTI,
cunm TepTa
NOPLUHSA)):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI",
HimeuunHa

147.

PE®AKTO
A® (BY/O:
PE®AKTO
AF)

niocpinizat ana
pO34nHy Ans

iH eKuili no 2000
MO; 1 cpnakoH 3
niocpinizatom y
KommekTi 3 1
nonepegHL0
HanoBHEHUM
LUNPULIOM 3
PO34YMHHMKOM Mo 4
M/ (HaTpito xnopua

NOANSEP
EVY.CLIL
KOPMOPEWMLLIH

CLWA

BMPOGHMLTBO
niocpinizaty 3a
NOBHUM LIK/IOM;
KOHTPO/b SIKOCTI
PO3UMHHYMKA (OKPIM
LOCNiMKEHHA cunn
TEPTS NOPLLUHSA),
nakyBaHHs
PO3YMHHKKA Y
Habip;
BiAnoBigabHWI 3a

IcnaHis/
Himeyunna

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHK |l TNy - 3MiHW A0 IHCTPYKLUiT 418 MeAWNYHOro 3aCTOCYBaHHSA
nikapcbKoro 3acoby Ao po3ginis "®apmakosioriyHi BlacTuBocTi,
"Oco6nmBocTi 3acTocyBaHHA", "MMo6IuHI peakuii”(kiHiyHi
LOCNiMKEHHS BUNaAKiB YTBOPEHHS iHribiTopis dhaktopa VIII); 3miHn
Il TNy - 3MiHKM 40 IHCTPYKLiT A1 MEANYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3AiiB "®apmakonoriyHi BnacTmeocTi”,
"Cnoci6 3acTtocyBaHHs Ta fo3u", "Mo6iuHi peakuii” (KNiHiYHi
LOCNISKEHHS 3aCTOCYBaHHSA Y nonepegHb0 NiKoBaHUX AiTeli BIkOM
[0 <12 pokiB). BBefeHHA 3MiH NpoTArom 3 micsuiB nicns

3a
peyenmom

UA/15929/01/04
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs

(9 mr/mn), Boga ans BMNYCK Cepil: 3aTBEPKEHHS

iH ekuin), 1 BaeT ®apma C.A,,

ajantepom ans IcnaHis

chnakory, 1 anbTepHaTnBHa

cucTemoro Ans nabéopartopis ans

iHcpy3ii, 2 TeCTyBaHHsA

TamnoHamm 3i npenapary 3a

cnmpTom, 1 NOKa3HNKOM

nnactmpem Ta 1 CTEPUSIBHICTB!

MapneBoo Na6opaTtopis

noAyLIeykoto B Biona6, C./.,

KapTOHHI kopoobL; IcnaHis

1 donakoH 3

niocpinizatom y

KoMnaekTi 3 1 BMPOBHULTBO

nonepegHL0 PO34MHHVKA B

HanoBHEHNM Lwnpuuax Ta

LUNPULIOM 3 KOHTPO/b AKOCTI

PO34YUHHMKOM O 4 (okpim

M(HaTpito xnopua, OOCNIMKEHHA

(9 mr/mn), Boga ans repMeTUYHOCTI,

iH ekuii), 1 cunn TepTa

afanTepom ans NOPLLHSA),

donakoHy, 1 Bi3yasIbHWN

cMCTEMOIo Ans KOHTPONb

iHdpysii, 2 PO3YMHHUKA:

TamnoHamu 3i Bettep ®apma-

cnupTtom, 1 ®epTuryHr NM6X &

nnactupem ta 1 Ko. KI', HimeuunHa

Map/ieBoro Bi3yasIbHWiA

noAyLIEYKOI B KOHTPONb

KapTOHHiA KOpoo6Li PO3YMHHMKA,

KOHTPO/b AKOCTI
PO34mMHHMKa (OKpiM
OOCNIMKEHHA
repMeTUYHOCTI,
cunm TepTa
NOPLUHSA):
Betep ®apma-
®epTuryHr NM6X &

Ko. KT,
HimeuunHa
Bi3yasibHWiA

KOHTPONb
PO3YMHHIKA,

KOHTPO/b SIKOCTI
PO3UMHHYMKA (OKPIiM
[OCNifKEeHHSA
repMeTUYHOCTI,
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
cunm TepTa
NOPLUHSA):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI', HimewunHa
Bi3yaslbHUiA
KOHTPONb
PO3YMHHWMKA,
KOHTPO/b AKOCTI
PO34UmMHHMKa (OKpiM
OOCNiMKEHHA
repMeTNYHOCTI,
cunm TepTa
NOPLUHSA)):
Betep ®apma-
®epTuryHr NM6X &
Ko. KI",
Himeuunna
148. | PUHT cnpeii HasasTbHUiA, MAT "dapmax” YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 6e3 UA/12119/01/01
HA3ANbHW | 0,5 mr/mn, no 10 mn 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenma
N CNPEN® y thnakoHi pasom i3 BUPOBHMUTBI. 3MiHa po3mipy cepii (BKIOYaumM gianasoH po3mipy
3 HacocoM-403aTopoM cepii) roToBOro fikapcbkoro 3acoby (36inbLweHHs go 10 pasis
MEHTO/10 3 po3nusBaveM; no NOPIBHAHO i3 3aTBEPKEHUM PO3MIPOM) BBEAEHHS 404ATKOBUX
M 1 chnakoHy B nauui 3 pO3MipiB cepii roToBOro Nikapcbkoro 3acoby
KapToHy
149. | PUHT cnpeii HasaslbHUiA, MAT "®dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 6e3 UA/12120/01/01
HA3ANbHW | 0,5 mr/mn, no 10 mn 3MiHu | TUNY - 3MiHK 3 siKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y peyenma
1 CNPEN® y thrakoHi pasom 3 BMPOGHMUTBI. 3MiHa po3mipy cepii (BK/OUatoum gianasoH posmipy
3BOJIOXY HacocoM-403aTopoM cepii) roToBOro nikapcbkoro 3acoby (36inbLieHHs go 10 pasis
rouunn 3 po3nu/oBaveM; no MOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) BBEAEHHS A04AaTKOBUX
1 cbnakoHy B nauui 3 PO3MipiB cepii roTOBOro JlikapCcbKoro 3acoby.
KapTOHyY
150. | POTAPUKC | cycneHsis opasibHa nakcoCmiTKns Benvka nakcoCMmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/13060/01/01
™ (1,5 mn/gosy), no 1 H EkcnopT BpuTtaHis Bionogxikans C.A. 3MiHu | TURY - 3MiHK 3 SKOCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
ROTARIX™ | a6ono5 Nimiteq BMPOGHMLTBI. 3MiHM BUNPOBYBaHb abo AONYCTUMUX MEX,
BAKUVHA nonepegHL0 BCTAHOB/IEHUX Y cneyudpikauisx, nig yac BUPOGHULITBA FOTOBOMO
ana 3anoBHEHNX NiKapCbKOro 3acoby (3BYXXEHHSI AOMYCTUMUX MeX) 3BY)KEHHSI
MPO®ITIAK | opasibHUX LONYCTUMMUX MEX A1 3HaYeHHs pH Ansa aguniHaTy/uykpo3un
TUKN annikaTopis abo Ty6 6ygrepHoro posumHy 3 6,3-7,3 go 6,3-7,0 B npoueci BUpo6bHULTBA
POTABIPY B KAQpPTOHHI kopo6Li rotoeoro npoaykty HRV vaccine.
CHoOI 3 MapKyBaHHAM
IHOEKLYI YKPaiHCbKO0

MOBOIO, 260 B
KOpOoOLi 3i CTVKEepOM
YKparlHCLKOK MOBOIO
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
151. | CANIUMNO | mMa3b 2% no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/6683/01/01
BA MA3b KOHTeliHepax; no 20 dapmaLeBThyHa dapmaueBTuyHa 3MiHu |l TUNY - BBEEHHA A0AaTKOBOro BUPO6HMKa A1 ADI peyenma
ryTybax;no20ry habpvka thabpuka "Biona" Caniunnosoi KNcnotu 3 HagaHHam DMF Ha Ad|
Ty6i; no 1 Ty6i y "Biona"
nayui; no25ry
Ty6ax; no 25ry
Ty6i; no 1 Ty6i y
naui
152. | CANIUMNO | masb5%no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/6683/01/02
BA MA3b KOHTeliHepax; no 20 dapmaLeBThyHa dapmaueBTUyYHa 3MiHM Il TNy - BBEAEHHS AOAATKOBOrO BUPO6HUKa A AdI peyenma
rytybax;no20ry habpuka thabpuka "Biona" Caniumnosoi Kucnotu 3 HagaHHsM DMF Ha Adl
Ty6i; no 1 Ty6i y "Biona"
nayui; no 25ry
Ty6ax; no 25ry
Ty6i; no 1 Ty6i y
EGI
153. | CANIUMNO | ma3b 10 %, no25ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 6e3 UA/6683/01/03
BA MA3b KOHTeliHepax; no 20 dapmaLeBThyHa dapmaueBTUUYHA 3MiHu |l TUNY - BBEAEHHSA A04aTKOBOro BUPO6HMKa A1s AdI peyenma
ryTybax;no20ry habpuka thabpuka "Biona" Caniumnosoi KUCNoTu 3 HagaHHAM DMF Ha AdI
Ty6i; no 1 Ty6i y "Biona"
nayui; no25ry
Ty6ax; no 25ry
Ty6i; no 1 Ty6i y
nauui
154. | CENTE®PU | Tabnetkn no 0,2 mr; MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3MiHK 6e3 UA/6210/01/01
Nn®- no 10 TabneTtok y "®apmaueBTUYH "PapmaueBTnyHa 3 sIKOCTi. FoTOBMIA Nnikapcbkuii 3aci6. Cuctema peyenma
AAPHULUA KOHTYPHIl a chipma ipma "JapHmus” KOHTeliHep/3aKyrnopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBKu
YapyHKOBIl "OapHuus” roToBOro NikapcbKoro 3acoby (3miHa KinbkocTi 04UHULb
ynakoBLi, no 1 a6o (Hanpuknag, TabneTok, amnyn TOLL0) B yNakosL;i:) - 3mMiHa nosa
no 2, abo no 4 [iana3oHoM 3aTBepAKeHVX PO3MIpiB yNakoBKM - AOA4ABAHHS
KOHTYPHI YapyHKOBI HOBOro po3Mipy ynakoBku: no 10 Tab/1eTOK Y KOHTYPHIil YapyHKOBIlA
ynakoBKM B nauj; no ynakoBLii, N0 4 KOHTYPHI YapyHKOBI yNakoBLi y nayui, 6e3 3MiHu
10 TabneTok y NepBMHHOIO NakyBasIbHOroO MaTepiasy, 3 BiANOBIAHUMY 3MiHAMU Y
KOHTYPHUX po3aini «YnakoBka» (BBeAeHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
YapyHKOBUX 3aTBEPKEHHS)
ynakoBkax
155. | COAEPM PO34UH HaLLKIpHWiA Oepmachapm Al HimeuunHa Mibe M'm6X HimeuyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3a UA/10254/01/01
0,1 % no 15 mn, 30 ApuHarimitTTens 3MiHM | TMNY - NogaHHA oHoBneHoro CepTudikaty BiANOBIAHOCTI peyenmom
mn, 50 mn, 100 mn 'y €Bponeiicbkili hapmakonei R1-CEP 2003-095-Rev 03 Big Bxe
hnakoHax 3 3aTBepxeHoro BupobHuka Teva Pharmaceutical Industries LTD,
KpanesibHuueto; no 1 India gna A®| 6eTameTasoHy Baniepaty
chnakoHy B
KapTOHHIM nayui
156. | CONy- NOpPOLUOK A5 MOANIEP IHK. CLIA Mdpaiizep Benbris BHECEHHS 3MiH 4,0 peecTpaLiiHnx maTtepiaiis: 3a UA/9873/01/01
KOPTE® PO34UHY A5 iH'EKLLIA MeHtothekyypuHr 3MiHM | TURY - 3MiHa HaliMeHyBaHHA Ta/abo agpecu micus peyenmom
no 100 mr, 1 conakoH Benbris HB NPOBaPKEeHHA AiS/IbHOCTI BUpOOHMKa (BK/ItOYarouu, 3a

3 MOPOLLUKOM Y
KapPTOHHI KOpooLlj;

HeobXiAHOCTI, MicLie NpoBEAEHHS KOHTPO/IO AKOCTI), ab0 BnacHuka
MacTep-aiina Ha A®l, abo noctavyasibHmka A®Il/BuxigHoro




94

Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
25 chnakoHiB 3 matepiany/peareHTy/npomMiKHOro NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
NOPOLLKOM Y NigA0HI BMPOOHULTBI ADI - 3MiHa Ha3BM Ta agpecu BUPO6GHMKa AdI
ans (FippOKOPTU30HY Y BUIAAAI HATPIIO TigPOKOPTU30HY CyKLMHATY),
TpaHCMopTyBaHHS 6e3 3MiHN Micusa BUpOOHMLTBA
(6e3 BTOPUHHOT
yNakoBKK)
157. | cony- NMOPOLLOK Ta MOAN3EP IHK. CLWA Mdpaiizep Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/9891/01/01
KOPTE® PO3YMHHUK ANs MeHiohekUypuHr 3MiHM | TUNY - 3MiHa HaliMeHyBaHHSA Ta/abo afpecu micus peuenmom
PO34nNHY A5 iH'EKLIA Benbria HB NpoBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IKOYaoum, 3a
no 100 mr/2 mn; HeobXiAHOCTIi, MicLle NPoBEAEHHS KOHTPOJI AKOCTI), ab0 BlacHuka
NOPOLLOK Ta 2 MAN macTep-gpaiina Ha A®l, abo noctavanbHuka A®l/BuxigHoro
PO34MHHMKa (CNupT martepiany/peareHTy/NPOMIKHOIO NPOAYKTY, L0 3aCTOCOBYHOTLCS Y
6eH3unosuit (9 BMPO6HULTBI A®I - 3MiHa Ha3BW Ta agpecy BUpobHuka Ad|
mr/mn), Boga ans (FiAPOKOPTU30HY Y BUMNAAI HATPIO TiPOKOPTU30HY CYKLMHATY),
iH'eKuii) y donakoHi 6e3 3MiHN Micusa BUpOOHMLTBA
Tmny Act-O-Vial y
KapTOHHI KOpoo6Li
158. | CNA3MA/I | TabneTku, no 10 BankaHdapma- Bonrapis BankaHdapma- Bonrapisi/ BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis: 6e3 UA/7059/01/01
OH® Tabnetok y 6nictepi; OynHuus AT OynHuus AT, Cepbis 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenma
no 1 a6o no 2, abo Bonrapis; AT cepTudikaTt BignoBigHOCTI €Bponelickkili hapmakonei/MoHorpadii.
no 5 6nictepis y "®apmaueBTnyHa i MopaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
KapTOHHI Kopobuyj; XimiuHa IHgycTpis, BUyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
no 20 TabneTok y 3ppasne”, Cepbis thapmakonei: ana A®l; gns BuxigHoro
6nictepi; no 1 MaTepiany/peareHTy/MpoMKHOro NPoAayKTy, Lo
6nictepy B BVKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; A5t 4ONOMIXHOT pEYOBUHN
KapTOHHilA KOpo6Li (cepTudpikaT BignoBigHOCTI EBponelickkili hapmakoner) -
OHoBneHwnit cepTuddikar Bif yke 3aTBEPAKEHOTO BUPOOHMKA -
NnoJaHHA OHOBJIEHOrO cepTudikaTy BiANOBIAHOCTI €BpONechbkili
thapmakonei Big 3aTBepaxeHoro BupobHuka Shandong Xinhua
Pharmaceutical CO., LTD, KuTaii gitouoi pe4oBuHM meTamisony
HaTpito MoHorigpaT 3aTBepmkeHo: R1-CEP 2001-356-Rev 03;
3anponoHosaHo: R1-CEP 2001-356-Rev 04
159. | CNUPT pO34nH AN MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/8343/01/01
KAM®OPH 30BHILUHBLOIO dapmaLeBThyHa dapmaueBTUyYHa 3MiHuM | TUNY - 3MiHa Ha3BM BUpPoBOHUKa A®| Kamdopy paueMiyHoi, peyenma
un 3acrocyBaHHs 10 %, habpuka thabpuka "Biona" 6e3 3MiHN Micua BUpOBOHMLTBA
cnupToBMiA No 40 mn "Biona"
y thnakoHax
CKNAHNX abo
noniMepHux; Mo
40 Mn 'y pnakoHi
cknsiHomy abo
noniMepHomy; no 1
dhnakoHy B nauui 3
KapToHy
160. | CTIBAP® TabneTku, BKpUTI Baiep Al HimeuunHa Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/13395/01/01
NNiBKOBOIO 3MiHu | TUNYy - 3MiHK 3 AKOCTi. A®l. BUpo6HMLTBO. 3MiHW B npoLieci peuenmom

060/10HKOH0, MO 40
MTr; Mo 28 TabneToK

BMpO6HULTBa AP| (He3HauHa 3MiHa Y npoveci BupobHuutea AdI)
He3HayHa 3MiHa Ha nepwoMy eTani cuHTesy A®| (MpomixkHOro
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
y donakoHi; no 3 npoaykty 4-chloro-PMA HCI). (Ha gaHwin 4Yac anst yTBOpeHHs 4-
donakoHn y chloro-PMA HCI po3uuH 3aBXau AiNnBCSA Ha TPU PIBHI YACTUHMU |
KapTOHHI ynakosL,i KOXHa YacTnHa OKpeMo nignsarasia o6pobui 40 yTBOPEHHS 4-
3 MapKyBaHHSM chloro-PMA HCI. 3anponoHoBaHo 6isbLie He AiNMTY PO34vH B
YKPaiHCbKOI0 MOBOHO PYTUHHOMY BUPOGHULITBI, /1€ nepefdavaeTbes, WO PO3UnH
06p06sETLCA B LiNOMY)
3MiHu | TURY - 3MiHK 3 aKocTi. A®l. Bupo6bHMLTBO. 3MiHa po3mipy
cepii (Biovatoum gianaszoHn) APl abo NpoMiKHOIO NPOAYKTY,
AKWIA 3aCTOCOBYETLCA Y NpoLeci BUpobHuuTea AP (36inbLIeHHS
00 10 pasiB NOPIBHSHO i3 3aTBEPKEHUM PO3MIPOM) 36i/bLLEHHS
po3Mipy cepii npomixHOro npoaykty AFP-Picolinmethylamide Ha
apyromy etani cuHtesy A®l 3 38,1 — 55,7 kr 8o 76,2 — 111 4 kr.
161. | CTPYKTYM Kancynu Teepgi no M'ep ®abp PpaHuis Mep dabp PpaHuin BHECEHHS 3MiH 40 peecTpaLiiiHuX MaTepiasliB: NPUBEAEHHS Y 6e3 UA/7504/01/01
® 500 mr; no 12 MegnkameHT MegnkameHT BiANOBIAHICTb A0 IHCTPYKUii ANA MEeAUYHOrO 3aCTOCYBaHHSA peyenma
Kancyn y énictepi; MpopgakwH HanucaHHA yMOB BignycKy B Hakasi MO3 YkpaiHu Ne 1194 Bipg,
no 5 6nictepiB y 29.05.2019 B npoueci BHECEHHA 3MiH (3MiHV | TUNY - 3MiHW WOA0
KapTOHHIA ynakoBLi; 6e3nekun/edhekTVBHOCTI Ta hapMakoHarnisgy. BeefeHHs abo 3miHu
no 20 kancyny [0 y3aranibHeHVX JaHux Npo cuctemy dapmakoHarnsgy
6nictepi; no 3 (BBEAEHHSA y3ara/lbHeHNX AaHuX npo cuctemy hapmakoHarnsgy,
6nictepn y 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KapTOHHI ynakosL,i thapmakoHarnsgy; KOHTakTHOT 0cobum 3 dhapmakoHarnsgy 3asBHUKa
[AnA 3pjicHeHHs hapmakoHarnsgy B YKpaiHi, K0 BOHA BiAMIHHA
Bifl yNOBHOBaXeHOI 0cO6MU, BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bkvaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLeHHI MacTep-ghaiina cucteMu hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOI 0CO6U 3asBHUKA,
BiANOBIAaNbLHOI 3a 34ilicHeHHs chapmakoHarnagy). Pegakuia B
Hakasi — 3a peLenTom. 3anponoHoBaHa pefakuis — 6e3
peuenTa.
162. | TEBAIPAC | po3uuH Anas iH'exuii TeBa I13painb BMPOBHMLTBO 3a I3painb/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/15237/01/01
TUM abo iHdysiii no 30 dapmaLeBTikan NOBHUM LMK/IOM; HigepnaHan 3MiHM | TUNY - 3MiHW Woao 6e3nekn/edeKTUBHOCTI Ta peuyenmom
M/H. MO/0,5 mn no IHoacTpi3 /114. KOHTPO/Ib SAKOCTI: [ NnTBa hapmakoHarnsgy. 3MiHa y KopoTkili xapakTepucTuLi NikapCbKoro

0,5 mn (30 msiH MO)
B CKNSIHOMY LUNPUL
0HOPAa30BOro
BUKOPWCTaHHS 3
nepMaHeHTHO
NpUeSHaHO TOJIKOH
Ta 3aXUCHUM
KOBMaykoMm, 3 abo
6e3 npucTpoto ans
6e3neyHoro
BBE[leHHs Ta
3anobiraHHsA
nopaHeHb roJIKo Yn
NOBTOPHOrO
BMKOPUCTaHHS; no 1
LINPULY Y KaPTOHHIM

TeBa
dapmaLeBTikan
IHpacTpi3 N14.,
I3painb; A03BiN Ha
BUNYyCcK cepii: TeBa
Papma b.B.,
HigepnaHgu;
KOHTPO/1b AKOCTI:
3AT CIKOP
Biotex, /lntBa

3aco06y, TeKCTi MapKyBaHHS Ta IHCTPYKUIT 4715 MeanYHOro
3aCcTOCyBaHHS Ha MifcTaBi perysipHO OHOBJ/IKOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTOoCyBaHHS NikapCcbkoro 3acoby B micnsipeecTpauiitHnii nepiog,
a60 K pe3y/ibTar OLiHKM 3BIiTY 3 JOCNIAKEHb, NPOBEAEHNX
BIANOBIAHO A0 NnaHy negiatpuyHux gocnimpkeHs (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHVIM OPraHoM) - 3MiHU
BHECEHO B po3ain "OcobnmnBOCTi 3aCTOCYBaHHS" Ta BHECEHI
YTOUHEHHSA B po3ain "Cnocib 3acTocyBaHHA Ta fo3u1" Woa0
6e3nekun Nikapcbkoro 3acoby 3rigHo 3 MaTepiasiamu
peecTpauiiiHoro gocke. BBefeHHst 3MiH NpoTsArom 3-x micsiyis
nicnsa 3aTBepKeHHs
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
Kopobui
163. | TEBATPAC | po3uuH Ans iH'eKuil TeBa 13painb BMPOGHULTBO 3a I3pains/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/15237/01/02
TAM abo iHdysii no 48 dapmaueBTikan NMOBHUM LK/IOM; HigepnaHngu 3MiHW | TMNy - 3MiHK WoAo 6e3nekn/echeKTUBHOCTI Ta peyenmom
MJ/IH. MO/0,8 mn no IHoacTpi3 /114, KOHTPO/1b AKOCTI: / NntBa hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuL,i NikapCbKoro
0,8 mn (48 msiH MO) TeBa 3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKLUIT 418 MeANYHOro
B CK/IIHOMY LUNPUL dapmaveBTikan 3acTOCyBaHHSA Ha MiAcTaBi perynsipHO OHOB/IIOBAHOIO 3BITY 3
0/IHOPa30BOro IHgacTpi3 N174,., 6e3nekn nikapcbkoro 3acoby, abo JOCNiMpKEHb 3 6e3neku
BUKOPUCTaHHSA 3 I3painb; A03BiN Ha 3aCTOCyBaHHs NikapcbKoro 3acoby B Mic/IApeecTpaLjiitHuii nepios,
nepmMmaHeHTHO BMMyCK cepii: TeBa ab0 K pesynbTar OLiHKM 3BITY 3 4OCAIAKEHb, NPOBEAEHNX
NPUELHAHOIO rONKOK dapmva b.B., BiANOBIAHO A0 nnaHy negiatpuyHux gocnimkeHs (PIP) (3MiHy
Ta 3aX1CHUM Higepnanaw; Y3roKEHO 3 KOMMNETEHTHUM YNOBHOBAXEHNM OPraHoMm) - 3MiHN
KoBnaykom, 3 abo KOHTPO/1b SKOCTI: BHECEHO B po34in "Oco6nmBOCTi 3aCTOCyBaHHA" Ta BHECEHI
6e3 npucTpoto Ans 3AT CIKOP YTOYHEHHS B po3ain "Cnocib 3acTocyBaHHA Ta 403K LWOA0
6e3neyHoro BioTex, /lutBa 6e3nekun nikapcbkoro 3acoby 3rigHo 3 MaTepiasiamu
BBE[EHHsA Ta peecTpauiiHoro gocke. BBefeHHs 3MiH NpoTsarom 3-x micsiuis
3anobiraHHsa nicnsa 3aTBepaKeHHs
nopaHeHb roJiKo Un
NOBTOPHOrO
BUKOPWCTaHHS; no 1
LUMPULY Y KAPTOHHIl
Kopobui
164. | TENNPEC Tabnetku no 40 "KCAHTIC Kinp MoBHWIA LUKN IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15949/01/01
nnroc mr/12,5 wr, no 14 PAPMA BUPOGHMLTBA, 3MiHK 3 siKoCTi. FoToBUIA Nnikapcbkuii 3aci6. CTabiNbHICTb. 3MiHa Y peyenmom
TabneTtok y 6nictepi; NIMITEL" BUMYCK cepil: TepMiHax NpuAaTHOCTI abo ymMoBax 36epiraHHs FOTOBOrO
no 2 abo no 7 NABOPATOPIOC nikapcbKoro 3aco6y (36i/bLUeHHsI TepMiHY NpuAaTHOCTI FTOTOBOro
6nictepiB y NNIKOHCA, C.A., nikapcbkoro 3acoby) - [1ns Toprosoi ynakoBku (NiATBEPAKYETLCSA
KapTOHHIW nauuj IcnaHis; OaHUMK peasibHOro Yacy) 36iNbLIeHHs TepMiHy NpUAATHOCTI
KoHTponb skocTi: roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHKX pe3y/bTaTiB
NNTABOPATOPIO [OBrocTPOKOBMX AOC/IIKEHb CTabiNbHOCTI y peasibHOMY Yaci:
OpP. o, 3aTBepAKeHO: 2 Poku 3anponoHoBaHoO: 3 poku BBefeHHs 3MiH
EUEBAPHE, NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPIKEHHS
AHANICIC, C.A,,
IcnaHis
165. | TENPEC Tabnetku no 80 "KCAHTIC Kinp MoBHWIA LUK IcnaHis BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | TUny - 3a UA/15949/01/02
nnroc mr/25 mr, no 14 PAPMA BUPOGHMLTBA, 3MiHK 3 siKoCTi. FoToBUIA Nnikapcbkuii 3aci6. CTabifbHICTb. 3MiHa Y peyenmom
Tabnetok y 6nictepi; NIMITEL" BMNYCK Cepil: TepMiHax NpuaaTHocTi abo ymoBax 36epiraHHs roToBoro
no 2 aéo no 7 NABOPATOPIOC niKkapcbKoro 3acoby (36iNbLIeHHS TepMiHy NPUAATHOCTI FOTOBOro
6nictepiB y NNIKOHCA, C.A., nikapcbkoro 3acoby) - [ns ToproBoi ynakoBku (NiATBEPAKYETLCS
KapTOHHIM navi Icnanis; AaHVMU peanbHOro vacy) 36ibLeHHs TepMiHy NpUAATHOCTI
KoHTponb skocTi: roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3ynbTaTiB
NTABOPATOPIO [OBrocTPOKOBMX AOCAIIKEHb CTabiNbHOCTI y peasibHOMY Yaci:
ap. &, 3arBepakeHo: 2 poku 3anponoHoBaHo: 3 pokn BBegeHHs 3MiH
EUEBAPHE, NPOTArom 6-Tu MiCALIB NiCNs 3aTBEPIKEHHS
AHANICIC, C.A,,
IcnaHis
166. | TENMNPEC Tabnetku no 80 "KCAHTIC Kinp MoBHWIA LUK IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | TNy - 3a UA/15949/01/03
nnroc mr/12,5 wr, no 14 PAPMA BUPOGHMLTBA, 3MiHM 3 KoCTi. F0TOBWMIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y peyenmom
TabneTtok y brictepi; NIMITEL" BUMYCK cepil: TepMiHax NpuAATHOCTI a6o yMoBax 36epiraHHa roToBOro
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n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
no 2 abo no 7 NTABOPATOPIOC nikapcbKoro 3acoby (36i/bLueHHs TepMiHy NpuAaTHOCTI TOTOBOro
6nictepiB y NIKOHCA, C.A., nikapcbkoro 3acoby) - 15 Topro.oi ynakoBku (NiATBEPIKYETLCSA
KapTOHHIM nayu,i Icnanis; AaHVMU peanbHoro vacy) 36i/bLeHHs TepMiHy NpUAATHOCTI
KoHTponb skocTi: roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX pe3y/bTaTis
NABOPATOPIO [OBrOCTPOKOBUX AOCAIMKEHb CTAbiNbHOCTI y peasibHOMYy Yaci:
apP. &, 3arBepakeHo: 2 pokm 3anponoHoBaHoO: 3 pokn BeegeHHs 3MiH
EYEBAPHE, NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPMKEHHS
AHANICIC, C.A,,
Icnanis
167. | TELIEHTPWU | KoHueHTpaT ons ®.XohpmaHH- LLiBeiiuapis Brpo6HMLUTBO HimeyunHa/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasiis: 3miHu Il Tuny - 3a UA/15872/01/01
K® pO34MHy oNns Na Pouw Ntpg, Hepo3dhacoBaHol LLiBeiiuapis 3MiHV Woao 6e3nekn/edpeKTUBHOCTI Ta hapMakoHarnsgy. 3miHu y peuenmom
iHcpysiin no 1200 NpPOAYKUii, KOPOTKili XapakTepucTuL,i NikapCbKoro 3acoby, TeKCTi MapKyBaHHS
Mr/20 mn no 20 mny nepBuHHe Ta IHCTPYKUiT 4N MeAUYHOro 3acToCyBaHHS Y 3B'A3KY i3 HOBUMMU
dhnakoHi; no 1 nakyBaHHs, OaHuMK 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHAMW faHUMKU Ta faHuMu 3
hnakoHy y BMNPOGYBaHHSA thapmakoHarnsgy - 3MiH1M BHECEHO A0 IHCTPYKLi 415 MeguyHoro
KapTOHHIA KopoobLi KOHTPOJIHO0 SIKOCTI: 3acTocyBaHHA A0 po3zinis: "dapmakosioriyHi BNacTuBoCTi",
Pow fiarHocTuke "Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHSA y nepios BariTHOCTI
M6X, HimeyunHa,; abo rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs Ta 4o3n", "Mo6iuHi
BunpobyBaHHs peaxuii” (BBeAeHHS 3MiH NpoTAroM 6-Tm micauis nicns
KOHTPOJIHO0 SIKOCTI, 3aTBEPKEHHS); 3MiHM Il Tuny - 3MiHK Woa0
BTOPVHHE 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
nakyBaHHS1, BUMYCK TepaneBTUYHMX NOKa3aHHAX (40A4aBaHHA HOBOrO TepaneBTUYHOro
cepii: nokasaHHsa abo 3miHa y 3aTBep)KEHOMY NOKa3aHHi) - 3MiHU
®. XodhcpmaHH-/1a BHECEHO A0 IHCTPYKLUIT 415 MEeANYHOrO 3aCTOCYBaHHS 40 PO34iny
Pow NTpg, Moka3aHHs (BBeAeHHs 3MiH NpPOTAromM 6-Tv MicAuiB nicns
LLBeiiapis 3aTBEPKEHHS); 3MiHM Il TUNy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. 3MiHu y
TepaneBTUYHMX NOKa3aHHAX (40A4aBaHHA HOBOrO TepaneBTUYHOro
nokasaHHs abo 3miHa y 3aTBep)KEHOMY NOKa3aHHi) - 3MiHK
BHECEHO A0 iIHCTPYKL,ii 415 MeAUYHOro 3aCTOCYBaHHS /likapCbKoro
3acoby Ao po3giny “lNokasaHHa" (o4aBaHHA HOBOrO
TepaneBTUYHOro NokasaHHs: JlikyBaHHA NepLuoi MiHii y KoMGiHauiT 3
6eBauusymabom, naknitTakcenom Ta kapbonnaTMHOM NauieHTIB 3
MeTacTaTU4HUM HEeMMOCKOKNITUHHAM HeAPIOHOKNITUHHAM pakom
nereHb 6e3 reHOMHUX NyXIMHHUX abepauili EGFR a6o ALK)
( BBEAEHHA 3MiH NPOTArOM 6-TW MicALiB NicNs 3aTBEPAKEHHS);
3MiHM 1l Tuny - 3MiHK Woao 6e3nekn/etpeKTUBHOCTI Ta
hapmakoHarnsgy. 3MiH1 y KOpPOTKili XxapakTepucTuL,i NikapcbKoro
3ac00y, TeKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHoro
3acTOCyBaHHSA y 3B'A3KY i3 HOBUMU AAaHUMMW 3 AKOCTI, AOKNIHIYHUMMU,
KNIHIYHYMW faHuMKU Ta aHuMu 3 chapmMakoHarnsgy - 3MmiHm
BHECEHO A0 IHCTPYKLUiT 4151 MEANYHOTO 3aCTOCYBaHHS A0 PO34i/iB:
"®apmakonoriyHi BnactueocTi", "Oco6nnBOCTi 3aCTOCYBaHHSA",
"Cnoci6 3actocyBaHHs Ta fo3u", "To6iuHi peakuii” (BBegeHHS 3MiH
NPOTAroM 6-T1 MiCALIB MiCNS 3aTBEPAXKEHHS)
168. | TMOJION- | Kpan/i OYHi, PO3YVH, MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 3a UA/1226/01/02
OAPHNLUA 5 mr/mn, no 5 mn "®GapmMaLeBTUYH "papmMaLeBTUYHa 3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii 3aci6. 3MiHW Y peuyenmom
a6o no 10 mny a hipma dipma "JapHuus” BMPO6HMUTBI. 3MiHa po3mipy cepii (BKAYalumM gianasoH posmipy
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Ne

HasBa

®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
chnakoHi, no 1 "NapHuus" cepii) roTOBOro NikapcbKoro 3acoby (iHLWi 3MiHN) B AONOBHEHHS A0
donakoHy B nauuj BXe€ 3aTBepxeHunx po3mipis 80 1, 160 N BBOAWUTLCS A0AATKOBUIA
po3mip cepii 13 240 n (Ha 3amiHy 3aTBepAKeHoMy po3mipy 330
n) 3atBepgyxeHo: 80 n, 160 n, 330 n 3anponoHoBaHo: 80 A, 160 n,
240 n
169. | TMHIAA30 TabneTku, BKpUTI TOB «TeBa YkpaiHa BankaHtapwva- Bonrapis BHECEHHS 3MiH 40 peecTpaviinHMxX MaTepiasiB: 3MiHa 3asBHUKa 3a UA/6782/01/01
N-TEBA NNiBKOBOIO YkpaiHa» [ynHuus AT, (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 Big, peyenmom
060/10HKO10, N0 500 Bonrapis; 23.07.2015 Ne 460); 3MiHu | TUNy - 3MiHK WoA0
Mr no 4 Tabnetkn y BankaHtapwva- 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
6nictepi; no 1 Pasrpag AT, [0 y3arasibHeHNX AaHvx npo cuctemy chapmakoHarnagy
6nictepy y Bonrapis (BBEAEHHSA y3ara/lbHEHNX AaHUX Npo cucTemy hapmakoHarnsay,
KapTOHHI/ KopoobLi 3MiHa yNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
chapmakoHarnsgy; KOHTakTHoi 0cobu 3 hapmakoHarnsagy 3asBHuKa
Ans 3pjiicHeHHs chapmakoHarnsgy B YkpaiHi, K0 BOHA BiAMiHHA
Bifl yNOBHOBaX€EHOI 0CO6M, BiANOBIAa/IbHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI AaHi) Ta/abo 3miHn y
PO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0C06Y 3asBHVKa, BiANOBigaIbHOT 3a 34iCHEHHS
thapmakoHarnagy: fitova pegakuis: Dr. Hedva Voliovitch.
MponoHoBaHa pepfakuis: Orit Stern-Maman. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOBaXeHOi 0co6u. 3MiHa MicLA 34iACHEHHS OCHOBHOT
LisNbHOCTI 3 hapmakoHarnagy. 3MiHa agpecy macTep-taina
170. | TIBOPTIH® | po3uuH Ans iHQysii, TOB "lOpis- YkpaiHa TOB "lOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/8954/01/01
42 mr/mn no 100 mn Papm" TEeXHiYHa MOMU/IKA y TEKCTi MapKyBaHHS BTOPUHHOT YMaKOBKM peyenmom
a6o no 200 mn y nikapcbKkoro 3acoby
naswui; no 1
NASAWLi y naywi
171. | TIOTPUA3 Tabnetkun no 200 wr, MAT Ykpaina NAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasiis: 3a UA/5819/01/02
ONIH® no 10 TabneTtok y "Knismegnpenap "Knismegnpenapa 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edhekTMBHOCTI Ta peyenmom
6nictepi; no 3 abo at" T thapmakoHarnagy - 3MiH1 BHECEHI B TEKCT MapKyBaHHS yNaKkoBKu/
no 9 6nictepis y NiKapCbKoro 3acoby L0A0 3a3HaYeHHS MDKHAPOAHUX NO3HaYeHb
nauuj; no 15 OAMHMLb BUMIpOBaHHSA. BBeAEeHHS 3MiH NpOTArom 6-Tu MicauiB
Tabnetok y 6nictepi; nicns 3aTBepaKeHHs
no 6 6nictepiB y
nauuj
172. | TOMIPAMA | KpucTaniyHuii ToBapucTBo 3 YkpaiHa FOHIMAPK IHAaia BHECEHHS 3MiH 10 peecTpavliiiHix maTtepianis: 3MiHu | Tuny - - UA/12522/01/01
T NOpPOLLOK 06MeXeHo PEMEZIC AAMiHIiCTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo aapecu
(cybeTaHuis) y BiANOBIga/bHICT NIMITEL 3asBHVKa (BNacHvKa peecTpauiiHoro NocBig4eHHs)- 3MiHa agpecun
noABiliHMX 10 3aABHMKA; 3MiHU | TUNY - AAMIHICTPaTUBHI 3MiHW. 3MiHa
nosieTuIeHoBMX "papmMaueBTUYH HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaXEHHS AisIbHOCTI
naketax gns a koMnaHis BMPOGHMKA (BK/IKOYAOYM, 38 HEOOXIAHOCTI, MiCLie NPOBEAEHHS
hapmaLeBTUYHOro "3nopos'a” KOHTPO/II0 SIKOCTI), @60 BnacHuka macTep-ghaiina Ha A®l, abo
3acTOCyBaHHA nocravanbHuka Adl/BuxigHoro Matepiany/peareHTy/npoMiKHOro

NPOAYKTY, L0 3aCTOCOBYOTLCSA Y BUPOOHULTBI AD| (SKLWO
3a3HaveHo y AOCbE Ha Nikapcbkuii 3acib) 3a BiACYTHOCTI
cepTudikaTa BiANoBiAHOCTI EBponeiickkili hapmakonei y
3aTBEPAKEHOMY AOCbE, a60 BUPOGHMKA HOBOT AOMNOMDKHOT
PEYOBMHM (SIKLLIO 3a3HAYEHO Y [JOCLE) - YTOUHEHHS Y BUKNAAEHHS
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
Ha3Bu Ta agpecy BMpobHuka A®| Tonipamar BignoBigHoO 40
aKTya/bHOI NiLeHsiT Ha BUPOBHULTBO; 3MiHM | Ty - 3MiHK 3
akocTi. A®l. KoHTponb A®L. 3miHa y meTogax BunpobysaHHa AdI
abo BMXigHOro MaTepiany/NpoMiXXHOTO NPoAyKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTBa ADI (iHWi 3MiHK Y
MeToAax BUNPOOyBaHHA (BK/IHOYAOUM 3aMiHy abo JOMOBHEHHS)
A®| ab0 BMXigHOro/MPOMKHOro NPOAYKTY) - 3MiHW y MeToAax
BMNPOOYBaHHSA T. "3a/MLLOK cynbamaTy Ta cynibdaTy” y 38 A3Ky
3i 3MiHamu y MmoHorpadii USP Ta "KinbkicHe BU3Ha4eHHs"
BHECEHHS YTOYHEHb (3MiHa 06" €My iHXeKLIiT) y 3B 3Ky 3
npuBefeHHsAM A0 MoHorpadiii USP
173. | TPASOIMPA | po3uuH ANS iH eKUil "FOHiK IHAis "HOHiK IHAaia BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/7388/01/01
P® 60% 60 % no 20 mn B PapmacbloTUkan $apmacbloTukan 3MiHM | TUNy - 3MiHa y MeToAax BUNpo6yBaHHSA roTOBOro peyenmom
amnyni; no 5 amnyn Na6opatopis" Nab6opaTtopiz" nikapcbKoro 3acoby T. bakTepiasibHi €HAOTOKCUHN, CTEPUIBHICTD,
ynakoBaHi Ha nigHoc (BiggineHHs (BiggineHHs dipmmn pH - BHECEHHS ONUC METOAMKY; KiflbKICHE BU3HAYEHHS - BBEAEHHS
i3 Tepmokony; no 1 ipmun "Ox. B. "x. B. Kemikan3a po3paxyHKoBOi DOPMY/Iv; MeXaHiYHi BK/IIOYEHHS - 3MiHN
niAHOCY Y KapTOHHIN Kemikans eHp, eHf hopMy/ItoBaHHA onucy metoay
Kopoobui dapmacbloTrKan dapmacbloTvKan3
31t nra")
174. | TPUSUNWUH | TabneTku, BKpUTI TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/12303/02/01
® 060/10HKOH0, M0 250 "MIKPOXIM" "Mikpoxim" 3MiHK | TUNY - NPYBEAEHHSI METOZAIB KOHTPOJIKO Ail040i PEUYOBUHU Y peuyenmom
Mr no 40 TabneTok y p.3.2.S. BUpOGHYMKa roTOBOrO JlikapCbKoro 3acoby A0 BUMOrT
6aHui; no 1 6aHui B [dY(gpitoye BnaaHHA) 3a nokasHuKamu «laeHTudikadis»,
nauyti 3 KapToHy; No «Xnopugn», «Cynbatn», «CynbhaTHa 30na», «Boga»,
10 TabneTtok y «3annLLKoBa KiNbKiCTb OpraHiYHMX PO3YMHHUKIB (€TaHOM)» Ta
6nictepi; no 4 «KinbkicHe BU3HaUYeHHsA»
6nicTepu B nayui 3
KapTOHyY
175. | TPUSUNNUH | TabneTkn TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepianis: 3a UA/12303/01/01
® IOHI NPOJIOHroBaHoI fji "MIKPOXIM" «MIKPOXIM» 3MiHM | TUNY - NpYBEAEHHS METOZIB KOHTPOJIIO AiH0H0I PEYOBUHU Y peyenmom
no 500 wmr; no 28 p.3.2.S. BUpO6HMKa roToBOro fikapcbKkoro 3acoby A0 BUMOr
TabneTok y 6aHui; [dY(gpitoye BnaaHHA) 3a nokasHukamn «laeHtudikadis»,
no 1 6aHui B mauui 3 «Xnopugn», «Cynbhatn», «CynbaTHa 301a», «Boga»,
KapToHy «3anunLLKoBa KiNlbKiCTb OpraHiYHMX PO3YMHHUKIB (€TaHOM)» Ta
«KinbKicHe BU3HAUYEHHS»
176. | TPUBUNWUH | TabneTtkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 3a UA/12303/01/02
® JIOHI NPOMOHIoBaHoI Aji "MIKPOXIM" «MIKPOXIM» 3MiHU | TUNY - NpYBEAEHHS METO/IB KOHTPOJIIO Ai040T PEYOBUHN Y peyenmom
no 750 mr; no 28 p.3.2.S. BUpO6GHMKa roTOBOro fikapcbkoro 3acoby Ao sumor AdY
TabneTok y 6aHui; (aoitoue BuAaHHS) 3a nokasHukamu «lgeHTundikauis», «Xnopugn»,
no 1 6aHuj B nayui 3 «Cynbatu», «CynbhatHa 3ona», «Boga», «3anmkosa
KapToHy KINbKICTb OpraHiyHMX PO3UYnMHHWKIB (eTaHoN)» Ta «KinbkicHe
BU3HAYEHHSA»
177. | TPUSUNNUH | TabneTkn TOB HB® Ykpaina TOB HB® YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3a UA/12303/01/03
® NNOHI NPOSIOHroBaHoI fji "MIKPOXIM" «MIKPOXIM» 3MiHM | TUNY - NpYBEAEHHS METOIB KOHTPOSIIO AiH0HOT PEYOBUHU Y peyenmom

no 1000 wr; no 28
Tabnetok y 6aHLi;

p.3.2.S. BUpoGHKKa roTOBOrO Jlikapcbkoro 3acoby Ao sumor AdY
(aitove BMAaHHS) 3a nokasHukamu «laeHTugikauisy, «Xnopnam»,
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
no 1 6aHuj B nauyui 3 «Cynbhatn», «CynbhatHa 3ona», «Boga», «3anuwkosa
KapToHy KINIbKICTb OpraHivyHMX pO3UYMHHUKIB (eTaHO/)» Ta «KinbkicHe
BM3HAYEHHS»
178. | TPU3NNIH PO34UH A1 iH'EKLLN, TOB HB® Ykpaina BiANOBiAabHMI 3a Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/9897/01/01
100 mr/mn, no 5 mn "MIKPOXIM" BUPOGHMLTBO Ta 3MiHU | TUNY - NpYBEAEHHS METO/IB KOHTPO/IO Ai040T PEYOBUHN Y peyenmom
B amnyni; no 5 KOHTPONbL/BNNPOGY p.3.2.S. BUpO6GHMKa roTOBOro fikapcbKoro 3acoby Ao sumor AdY
amnyn y kaceri; no 2 BaHHA cepil, He (aoitove BUAAHHA) 3a nokasHukamm «laeHTudikauisy», «Xnopugm»,
KaceTu y nauyui 3 BK/IIOYaAOUU «Cynbatn», «CynbhatHa 3ona», «Boga», «3anmwkosa
KapToHy BMNYCK cepil: KINbKICTb OpraHiuHMX pO34YnMHHWKIB (eTaHoN)» Ta «KinbkicHe
MpuBaTHe BU3HAYEHHSA»
akuioHepHe
TOBapuCTBO
"JlekxiMm-Xapkis",
Ykpaina
BiANOBIAaIbHWI 3a
BMPOGHMLTBO Ta
KOHTPONb/BUNPOBY
BaHHS cepii,
BK/THOHAI0UM
BUNYCK cepil:
TOB HB®
"MIKPOXIM",Ykpai
Ha
179. | YHOETAB TabneTkn, BKpUTI AT Ykpaina AT "KUIBCbKUN YkpaiHa BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 6e3 UA/4834/01/01
060n0HkKoto, no 10 "KNIBCbKW BITAMIHHMIA 3MiHu | TUNy - 3MiHK 3 AkocTi. CepTudikat BignosigHocTi/lE- peyenma
Tabnetok y 6nictepi; BITAMIHHWIA 3ABO" cepTudikaTt BignoBigHoCTI €Bponelickkili hapmakonei/MoHorpadii.
no 3 6nictepu B 3ABOL" MopaHHsA HOBOrO abo OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI abo
nadui; no 50 BUYYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
TabneToky thapmakonei: ana A®l; gns BuxigHoro
KOHTeliHepi MaTepiany/peareHTy/MpoMKHOro NPoAyKTy, WO
(6aHouui); mo 1 BVKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; A5t 4ONOMIXHOT pEYOBUHN
KOHTelHepy (cepTudpikaT BignoBigHOCTI €Bponelicbkili hapmakoner) - HoBuiA
(6aHouLi) B mavui cepTuaikaT Bif BXe 3aTBEpA)KEHOT0 BUPOOHMKA -
nogaHHsa Hosoro Ceptudpikaty RO-CEP 2013-165-Rev 01 gns A®|
MipuAoKCHHY rigpoxnopus Bif BXe 3aTBepAXEeHOro BUPOOHUKa
Jiangxi Tianxin Pharmaceutical Co., Ltd., Kutaii, sik Hacnigok
BUJ/TyYeHHs 3i cneuudikauiil APl KOHTPOb 3a NOKA3HUKOM “Baxkki
MeTann" ans BupobHuka Jiangxi Tianxin Pharmaceutical Co., Ltd.,
Kntaii.
180. | PAMY/NAH Kpanni opasibHi, no Pixapa BiTTHep ABCTpiIs Pixapg bitTHep Al ABCTpIS BHECEHHS 3MiH 0 peecTpaLiiiHMX MaTepiasliB: NPUBEAEHHS Y 6e3 UA/14131/01/01
® 20 a6o 50, a6o 100 Al BiNOBIAHICTb 40 IHCTPYKUiT AN MeANYHOro 3aCTOCYBaHHSA peyenma

My dh1aKoHi-
KpanenbHuLj; no 1
donakoHy-
KpanenbHuui y
KapTOHHIA ynakoBLi

HanucaHHA YMOB BignyckKy B Hakasi MO3 YkpaiHnu Ne 1212 Bipg,
30.05.2019 B npoueci BHECEHHA 3MiH (3MiHV | TUNY - 3MiHW WOA0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo 3miHu
[0 y3arasibHEeHNX AaHvx npo cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX Npo cuctemy hapmMakoHarnagy,
3MiHa YNOBHOBAXXEHOT 0CO6W, BiAMNOBIAabHOI 3a 3AiICHEHHS
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

chapmakoHarnsgy; KOHTaKTHOi 0cobu 3 hapmakoHarnsgy 3asBHuKa
AnA 3piicHeHHs hapMakoHarnsay B YKpaiHi, K0 BOHA BiAMiHHA
Bifl YNOBHOBaXEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiiCHEHHS

hapmakoHarnsgy (Bk/ovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MiLLEHHI MacTep-ghaiina cucteMu hapmakoHarnsgy) - 3miHa

KOHTaKTHUX JaHUX KOHTaKTHOI 0cobu 3 chapmakoHarnsgy 3asBHuka

[AnA 3pjicHeHHs hapMakoHarnsay B YkpaiHi). Pegakuis B Hakasi
- 3a peuenTom. 3anponoHoBaHa pefakLis — 6e3 peuenTa.

181.

®EPBEKC_
AN MITER

NOPOLLOK AN1A
OpasIbHOTO PO3YUMHY,
8 calle y KapTOHHiii
Kopoobui

YMNCA CAC

PpaHuin

YMNCA CAC

dpaHuin

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHuM | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1998-047-Rev 06 ans
aitoyoi pevoBuHM Paracetamol Big Bxe 3aTBepaKeHoro

BMPOOHVKA; 3MiHM | TUNY - NOAAHHS OHOBNIEHOTO cepTudikara

BiANoBigHOCTI €Bponeiickkili hapmakonei Ne R1-CEP 1996-039-
Rev 04 gns gitouoi peyoBmHu Paracetamol Big Bxe
3aTBEPAKEHOr0 BUPOBGHUKA A/15 AKOro Bifbynack 3MiHa Ha3BK 6e3
3MiHM agpecu BUPOGHMKa

6e3
peyenma

UA/7600/01/01

182.

®EPBEKC
ans
AOPOC/A
X

NOPOLLOK AN1A
OpasIbHOTO PO3YMHY,
no 8 cawey
KapTOHHI KOpooLi

YMNCA CAC

dpaHuis

YMNCA CAC

dpaHuis

BHECEHHS 3MiH 4,0 peecTpaviiHnx maTtepiasiis:
3MiHu | TUNY - NOAAHHA OHOBIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1998-047-Rev 06 ans
Aitoyoi peyoBrHN Paracetamol Bif Bxe 3aTBepXeHOro

BMPOGHMKA; 3MiHM | TUMY - NOAAHHA OHOBMIEHOrO cepTudpikaTa

BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP 1996-039-
Rev 04 gna gitoyoi pevoBuHM Paracetamol Big Bxe
3aTBEpIXEHOro BUpoBOHMKa Ans AKOro Bigbynack 3MiHa Ha3Bu 6e3
3MiHM agpecu BUPOGHMKa

6e3
peyenma

UA/7741/01/01

183.

®EPBEKC
ans
Jopocnn
X3
MA/IVHOB
UM
CMAKOM

MOPOLLOK A5
OpasIbHOTO PO3UMHY,
8 calle y KapTOHHii
Kopoobui

YMNCA CAC

PpaHLis

YMNCA CAC

dpaHLis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHu | TUNY - NOAAaHHSA OHOBIEHOTO cepTudikaTa BifnoBigHOCTI
€sponelicbkiin hapmakonei Ne R1-CEP 1998-047-Rev 06 ans
Aitoyoi peyoBuHK Paracetamol Bif, BXe 3aTBepKeHoro

BMPOOHWKA; 3MiHM | TUNY - NOAAHHS OHOBNEHOTO cepTudikara

BignoBigHocTi €Bponelickkili hapmakonei Ne R1-CEP 1996-039-
Rev 04 gns gitovoi peyoBuHu Paracetamol Big Bxe
3aTBepXEeHOro BUpO6HVKa Ans SKoro Bigbynach 3MiHa Ha3Bu 6e3
3MiHM agpecu BUPOGHMKa

6e3
peuyenma

UA/3128/01/01

184.

DIIYTADPA
PM®®DEMIH
A

Tabnetkn no 0,125 r
no 10 TabneTtok y
6nictepi; no 5
6nicTepiB y nauui 3
KapToHy

MAT "dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis:
3MiHK | TUNY - BBEAEHHSA NepioANYHOCTI KOHTPOJII0 TOTOBOTO
nikapcbKoro 3acoby 3a NokasHMkom «MBUY» (KOHTposb

3[iICHIOETLCS 3 MEePIOAUYHICTIO NEPLLY Ta KOXHY AeCATY HacTynHy
cepii, ane He MeHLe 1 cepii B pik); 3MiHK | TUNy - 3MiHK 40 MeToAIB
KOHTPO/H0 FOTOBOrO NiKapCbKOro 3acoby 3a NnokasHMkom «MBU», a

came: BU/Ty4YeHHs NOBHOTO BUKNady NPOBEeHHs aHanisy Ta

3a3HayveHHs NocunaHb Ha 3arasibHi ctaTTi EP*, dY* pitoue

BMAAHHA. MeToa NpoBefeHHS BUNPOGYBaHHS Ta Kputepii

3a
peyenmom

UA/14087/01/01




102

Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
NPUIAHATHOCTI He 3MiHUAnCS
185. | ®OPKCITA TabneTkn, BKpUTI ACTPA3EHEKA Benuka Bupo6HuK "in cuwA/ BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis: 3a UA/13302/01/01
NNiBKOBOIO HOK NimiTep, BpuTaHis bulk™: Benuka BMNPaB/IEHHSI TEXHIYHOT noMunkn y MKA, y cneundikauii Ha peyenmom
060/10HKOI0, N0 5 Mr; Bpicton-Maiiepc BpuTania/ BMNYCK 3a po34i/1oM «KiflbkicHe BU3Ha4YeHHA»
no 10 TabneTtok y CkBi66 LLseuis
6nictepi; no 3 MaHydhakTypiHr
6nictepu B KomnaHi, CLLUA
KapTOHHIA KOopooLi BUpPO6HK,
BiANOBIAaIbHWI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs, BUNYyCK
cepii:
AcTpa3eHeka FOK
Nimitea, Benuka
BpuTaHis
Bunpo6HMK,
BiANOBIAaIbHWI 3a
KOHTPO/b SKOCTI:
AcTpa3eHeka Ab,
Lseuis
Brpo6HMK "in
bulk":
AcTpa3eHeka
dapmMacbloTUKaC
M, CWA
186. | POPKCITA TabneTkn, BKpUTI ACTPA3EHEKA Benvka Bnpo6Huk "in CLlA/ BHECEHHS 3MiH A0 peecTpaviiHnx maTtepiasiis: 3a UA/13302/01/02
NNiBKOBOIO tOK NimiTep, BpuTaHis bulk™: Benuka BUNPaB/IeHHs TEXHIYHOT noMunkm y MKA, y cneundikauii Ha peuyenmom
060/10HKO0, MO 10 BpicTon-Maiiepc Bputanis/ BMNYCK 3a pO34iN1oM «KiflbkiCHe BU3HAUYEHHS»
mr; no 10 TabneTok CkBi66 LLIBeuis
y 6nicTepi; no 3 MaHydakTypiHr
6nictepun B Komnani, CLLUA
KapTOHHI KOpooLi BUpPOGHYK,

BiANOBIAabHMI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
AcTpa3eHeka FOK
NimiTen, Benuka
BputaHis
Bunpo6HMK,
BiANOBIAabHMI 3a
KOHTPO/1b AKOCTI:
AcTpa3eHeka Ab,
Lseuis
Bupo6HuK "in
bulk":
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
AcTpa3eHeka
dapmMacboTUKaC
NN, CWA
187. | ®CME- cycneHsis gns MNOAN3EP CLWA BMPOGHMLTBO ABCTpIS BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/16695/01/01
IMYH iH'ekyii no 2,4 ENY.CL.II. npoaykTy y chopmi BMNPAaB/IEHHS TEXHIYHOT NOMUNKM Y IHCTPYKLUIT ANS MeAUYHOTO peuenmom
BAKUVHA mkr/0,5 mn (1 gosa KOPIMOPEWILLH in bulk; 3acTocyBaHHs (po3ain "Cknag") nyHKT "AKiCHWMIA Ta Ki/TbKiCHWi
ana [Ana 0opoCnnx), no HamnoBHEHHA cknag, Nikapcbkoro 3acoby
MPO®INAK | 0,5 mn cycneHsiiy wnpwvuis: bakctep
TUKN nonepegHL0 A, ABCTpis;
KMILWOBOI | 3anoBHeHOMY KOHTPO/1b SAKOCTI;
(o] 0/jHOPa30BOMY naKyBaHHs;
EHUE®ANI wnpuui; no 1 MapKyBaHHA:
TY wnpuuy Bakctep AT,
KYNbTYPA BK1aZleHOMY Y ABCTpIsi; KOHTPONb
NbHA 6nictep; no 1 akocTi: bakcTep
IHAKTBO 6nictepy Ta Al', ABCTpift;
BAHA OKPEMOIO FO/IKO0 Y KOHTPO/Ib SKOCTI;
OUYNLLEHA KapTOHHI KOpooLi BUMYCK cepil:
COPBOBA Mdpaiizep
HA MeHiohekUypuHr
ABcTpist TM6X,
ABCTpIs
188. | ®CME- cycneHsia ans MOANIEP CLA BMPOGHMLITBO ABCTpis BHECEHHS 3MiH [0 peecTpaLiiiHix maTepianis: 3a UA/16694/01/01
IMYH iH'ekuin no 1,2 EVY.CL.ML. npoaykTy y dhopmi BMNPAaB/IEHHSI TEXHIYHOT MOMUAKM Y IHCTPYKUIT 4151 MEANYHOTO peuyenmom
MKYHIOP MKr/0,25 mn (1 go3sa KOPMOPEWLLH in bulk; 3acTocyBaHHs (po3ain "Cknag") nyHKT "AKiCHUIA Ta KiJTbKiCHWi
BAKLMHA ans pirei), no 0,25 HanoBHEHHSA cKnag NikapcbKoro 3acoby
ansa MJ1 CyCneHsii y wnpvuyis: bakctep
MPO®DINAK nonepeaHL0 Al', ABCTpift;
TUKN 3anoBHEHOMY KOHTPO/b AKOCTI;
KNIWOBOI' | ogHopa3oBoMy nakyBaHHS;
(o) wnpuyi; no 1 MapKyBaHHA:
EHUE®ANI wnpuuy BakcTep Arl,
TY BKNafeHoMy y ABCTpIsi; KOHTPO/b
KYNbTYPA 6nictep; no 1 AKOCTIi: BakcTtep
NbHA 6nictepy Ta A, ABCTpiS;
IHAKTUBO OKPEMOI0 roIKO Y KOHTPO/Ib SIKOCTI;
BAHA KapTOHHIlA Kopoo6Li BMNYCK cepil:
OUMLLEHA Mdcpaiizep
COPBOBA MeHtoheKkUypuHr
HA ABcTpist TM6X,
AscTpist
189. | ®YPOCEMI | po3uuH ANns iH'eKLiiA, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2353/02/01
- 10 mr/mn; no 2 Mn B "papmMaueBTUYH "papmMaueBTUYHa 3MiHM | TUNY - 3MiHK Woao 6e3nekun/edekTMBHOCTI Ta peuenmom
AAPHMNLUA amnyni; no 10 a thipma ipma "JapHuus” hapmakoHarnsagy - BBejeHHs a/lbTeEPHaTUBHOMO TEKCTY
ammnys1 y KOHTYpPHIiA "fapHuus" MapKyBaHHS1 BTOPMHHOI YNakKoBKW iKapCbKOro 3acoby 3

YapyHKOBIl
ynakosui; no 1
KOHTYPHilA

BHECEHHSIM HE3HaYHMX 3MiH 0 TEKCTY MapKyBaHHS, 3 MOX/IMBICTHO
HaHeceHHA 2D kofy Ha A0AaTOK [0 BXe 3aTBepyKeHOro TekcTy
MapKyBaHHs (6e3 3a3HaveHHsi 2D koay). BBeeHHs 3MiH NpOTSrom
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
YapyHKOBIl1 yrMakoBLi 6-TV MiCALIB MiC/1A 3aTBEPMAXKEHHS
B nauuj; no 2 Mn B
amnyni; no 5 amnyn
Y KOHTYpHIlA
YapyHKOBIl
ynakosLij; no 2
KOHTYPHIi YapyHKOBI
yNakoBKM B NauLli
190. | XMENIO eKCTpaKT piakuii MAT Ykpaina MAT "rannucpapm" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - UA/12525/01/01
LLINLLIOK (cybcTaHuis) B "Tannudapm” 3MiHu | TUNYy - 3MiHn 3 sKocTi. A®I. BUpo6HMUTBO. 3MiHM B MpoLeci
EKCTPAKT 60uKax NosiMepHUx BMpOo6HULTBa AP| (He3HaYHa 3MmiHa y npoueci BUpobHuuTBa AdI)
PIAKNIA 015 BUpobHMUTBA BHECEHHS 3MiH 10 po3giny 3.2.S.2. MNpouec BUpobHuLTBa AdI,
HecTepuIbHNX 30Kpema: BUKNaAEeHHS TEKCTY KOPOTKOro ONWUCY TEXHO/ONYHOTo
nikapcbknx oopm npoLecy Ta TEXHOMOTYHOI CXeMW BUPO6HULTBA AP| B HOBIl
pegaxuil.
191. | XOHAPA- Ma3b 5%, no30ry MAT "®dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasiis: 6e3 UA/6033/01/01
CUNA® Ty6i; no 1 Ty6i B 3MiHK | TURy - 3MiHa po3mipy cepii (BKoYatoun Aiana3oH po3Mipy peyenma
nadui 3 KapToHy cepii) roToBOro MikapcbKoro 3acoby - BBEAEHHSI 404ATKOBOro
po3mipy cepii roToBoro nikapcbkoro 3acoby - 600 kr
192. | XOHAPOC PO34MH ANA iH EKLIA, TOB "®3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis: 3a UA/14288/01/01
AT 100 mr/mn; no 2 mn "BIO®APMA" "BIO®APMA" 3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
B amnyni; no 5 BUPOBHUUTBI. 3MiHa po3mipy cepii (BKIYaoumn gianasoH po3mipy
amnyn y 6nictepi; no cepil) roToBOro nikapcbkoro 3acoby (36inbLueHHs go 10 pasis
2 6nicTepu B nauui 3 MOPIBHSAHO i3 3aTBEPAXEHMM PO3MiIPOM) BBEAEHHS A0AATKOBOro
KapToHY po3Mipy cepii roTOBOro Nikapcbkoro 3acoby. 3arsepaxeHo: 50 000
amnyn 3anponoHosaHo: 50 000 amnyn;100 000 amnyn
193. | LETUPU3WN | TabneTku, BKpUTI TeBa I3painb Mepkne 'm6X, HimeuunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/7158/01/01
H-TEBA NNiBKOBOIO dapmaLeBTikan HimeuunHa,; 3MiHK | TUNY - NOAAHHS OHOBNEHOTO cepTudikaTy BiANOBIAHOCTI peuyenma
060/10HKOH0, Mo 10 IHgacTpi3 J114. Bupo6bHMLTBO €ponelicbkoi hapmakonei Ne R1-CEP 2003-171-Rev 02 Big BXe
M, M0 7 TabneToK y Hepo3acosBaHoro 3aTBEPAKEHOr0 BUPOOHMKa AD| LIeTUPU3NHY AuUrigpoxiopugy 3i
6nictepi; no 1 nNpoAayKTy, A03BIN 3MIHOI Ha3BU BUPOGHYMKA; 3MiHW | TUMY - NOAAHHS OHOBJ/IEHOTO
6nictepy y Kopoo6ui; Ha BUMYCK cepii: cepTucpikaTy BignosigHocTi €BponeiicbKoi thapmakonei Ne R1-
no 10 TabneTok y MepBuHHA Ta CEP 2004-047-Rev 04 Big, BXe 3aTBEPAKEHOr0 BUPOGHMKa AdI
6nictepi; no 1 a6o BTOPVHHA LeTUpn3nHy aurigpoxnopuay 3i 3MiHOK Ha3BW BUPOGHMKA.
no 2, abo no 3, abo ynaKkoBKa, BBefeHHs 3MiH NpoTArom 6-T1 MiCALIB NiCNA 3aTBEPMAXEHHS
no 5 6nictepiB y KOHTPO/Ib SKOCTI:
Kopobui
194. | LE®A3O/I | nopoLuok ans MpuBaTtHe YkpaiHa MpuBaTHe Ykpaina/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3a UA/15387/01/01
H PO34UHY A5 iH'EKLLIA akuioHepHe akuioHepHe Kutaii 3MiHu | TURNY - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y peyenmom
nol1,0r, 1a6o5, TOBapucTBo TOBapUCTBO BUPOBHMLTBI. 3MiHU Y NpoLeci BUPOOGHMLTBA FOTOBOIO JliKapCbKOro
a6o 50 dhnakoHis 3 "Mlekxim-Xapkis" "Mlekxim-Xapkis", 3ac06y, BKIOYAKUM NPOMKHUIA MPOAYKT, L0 3aCTOCOBYETLCA MpU
MOPOLLKOM Yy nauLii 3 YkpaiHa BMPOGHMLITBI FOTOBOTO NiKAPCbKOro 3acoby (He3HauHa 3MiHa y
KapToHy; 1 donakoH 3 (nakyBaHHs i3 npoLeci BUPOGHULITBA) BHECEHHS 3MiH A0 po3ainy 3.2.P.3. MNpovuec
nopotukom Ta 1 dopmu in bulk BMPOGHMLITBA NiKAPCbKOro 3acoby, 30Kpema: 3MiHa pexumy
amnyna 3 dhipmMn-BMPOGHMKa cTepunizauii ryMoBux NPoBOK Ta BUyHEHHS TECTY Ha BOAAHWUIA
PO34MHHMKOM (BOAA Ksiny BMICT AN15 rymoBux npo6ok. (3arsepgxeHo: 121? C npotarom 30

Ans iH'ekuiid) no 10

dapmaueyTikan

XBWAUH; 3anponoHoBaHo: 121? C npotarom 20 XBuAWH). 3MiHu |
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asasHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

mn B 6riicTepi; mo 1
6nictepy B naudi 3
KapToHy

Ko. NiTa., Kutaii)

TMny - 3MiHK 3 AKoCTi. [OTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBa/ibHWiA 3aci6. 3MiHa napaMmeTpis
cneundikauii Ta/abo AONYCTUMUX MEX MEPBUHHOI YNaKoBKM
roTOBOrO /1iKapCbKOro 3acoby (BUyYeHHS HE3HAYHOrO NoKasHMKa
(Hanpuknag, 3actapinoro nokasHvka)) CynyTHs 3miHa
- 3MiHM 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWii 3aci6. 3MiHa y meTogax
BUNPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOTO NiKapCcbKoro 3acoby
(He3HauHi 3MiHW Y 3aTBEPAKEHNX METOAAaX BUNPOGYBaHb)
BHECEHHS 3MiH o0 po3ainy 3.2.P.7.Cuctema
KOHTeliHep/3aKynoptoBasibHKI 3aci6, 30Kkpema: BUTyYEHHS 3i
cneumdikauii nepBMHHOI ynakosku N3 (rymosi Npo6kun) TecTy Ha
€N1acTMYHICTb 3a MOKa3HMKOM «laeHTudikalis».

195.

LE®DA3O0NI
H

NOPOLLOK AN1A
PO34nHy AnA
iHekyii no 1,0, in
bulk: 50 cpnakoHis 3
NMOPOLLKOM Y
KOpobKax 3 KapToHY

MNpuBaTtHe
akujioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

YkpaiHa

Ksiny
dapmaueyTikan
Ko. Nta.,

Kutait

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepianis:
3MiHn | TURY - 3MiHK 3 SKoCTi. FOTOBMIN Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHULTBI. 3MiHW Y NpoLeci BUPOOHULITBA FOTOBOTO NiKapCbKOro
3aco0y, BK/OYatoUy NPOMKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS MPU
BMPOBHMLTBI FOTOBOrO NiKapCbKOro 3acoby (He3HayHa 3miHa y
npoveci BUpobHULITBA) BHECEHHS 3MiH A0 po3giny 3.2.P.3. MNpouec
BMPOOHULTBA NiKAPCbLKOro 3acoby, 30Kkpema: 3MiHa pexvmy
cTepunisaii ryMoB/X NPO6GOK Ta BUyYEHHS TECTY Ha BOASAHWI
BMICT 4719 ryMoBux npo6ok. (3aTBepaxeHo: 121? C npotsarom 30
XBUVH; 3anponoHoBaHo: 1217 C npoTtarom 20 XBUAWH). 3MiHK |
TMny - 3MiHM 3 AKocTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasbHKiA 3aci6. 3MiHa napameTpiB
cneundgikauiii Ta/abo AONYCTUMUX MEX NEPBUHHOI YNaKoBKM
roTOBOrO MiKapCbKOro 3acoby (BU/TyYEHHSI HE3HAYHOTO MOKa3HMKa
(Hanpuknag, 3actapinoro nokasHvka)) CynyTHs 3miHa
- 3MiHK 3 siKOCTi. ToTOBMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBanbHWii 3aci6. 3MiHa y meTogax
BUMPOOYBaHHA NEPBUHHOI YNaKOBKV rOTOBOIO NiKapCbKoro 3acoby
(He3HauHi 3MiHW y 3aTBEpPKEHNX MEeToAaxX BUNPOGYBaHb)
BHECEHHS 3MiH 0 po3ainy 3.2.P.7.Cuctema
KOHTelHep/3aKynoploBasibHWA 3aci6, 30Kpema: BUTyYeHHS 3i
cneuundikauii nepBMHHOT ynakosku 13 (rymoBi Npobku) TecTy Ha
€1aCTUYHICTb 3a MOKa3HWKOM «lgeHTudikauis».

UA/15381/01/01

196.

UMMEBEH
®

niodpiniszat ana
pO34nHy Ans
iHdpysili no 500 mr; 1
dhnakoH 3
nioghinizatom y
KapTOHHI KOpooLi

®.XohhMaHH-
Na Pouw Jtg,

LLiBeiiuapis

Brpo6HMUTBO
Hepo3dhacoBaHol
npoaykuii,
nepBuHHe
nakyBaHHS:
®.XohchbmaHH-/151
Pow NTA,
Lseliuapis;
Bupo6bHMLTBO
Hepo3chacoBaHol
NPoOAYKUii,
nepBnHHe

Liseuapisa/
ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasnis: 3MiHu | Tuny:
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicList MPOBaKEHHS AisiNbHOCTI BUPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIKYAKUN AiNbHUL BUNYCKY cepii abo MicLe
NpoBefEeHHs KOHTPOJIIO AKOCTI. (fiANbHICTb, 3a AKy BifnoBifae
BMPOGHUK/IMNOpTEpP, BK/IKOYAOUN BUMYCK CEpIli) - 3MiHa Ha3BW i
agpecy (3 lopuanYHOT Ha hakTUyHy) BUpo6bHuKa 13,
BiANOBIAA/ILHOrO 3a BUNYCK cepii, 63 3MiHW Micus BUPOBHULTBA.
3MiHV BHECEHI B iIHCTPYKLiH0 4151 MEANYHOIO 3aCTOCYBaHHS Wo0A0
HaliMeHyBaHHS Ta MiCL,e3Hax04KeHHA BUPOOHUKA, AK HAcifoK —
BiAANOBIAHI 3MiHW Yy TEKCT MapKyBaHHSA YNakoBKW NikapCbKoro
3ac06y. BBeeHHs 3MiH MPOTAroM 6-T1 MicsiLiB nicns

3a
peyenmom

UA/10598/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
nakyBaHHs, 3aTBEPMKEHHS; 3MiHM | TUNY: AAMIHICTPaTVBHI 3MiHU. 3MiHa
BMNPO6YBaHHSA HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaXEHHS AisIbHOCTI
KOHTPOJTHO SIKOCTi: BMpO6HMKa/iMnopTepa roToBOro JIikapCbKOro 3acoby, BKIYaoun
BCM

dapmacbloTikan3
C.n.A., Itanis;
BTopuHHe
nakyBaHHsl,
BMNPOGYBaHHSA
KOHTPO/TIO AKOCTI,
BUNYCK cepil:
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis

AinbHUU BUNYCKy cepii abo micLe NpoBeAEeHHST KOHTPOJIKO AKOCTI.
(BisnbHICTb, 3a 5Ky BiANOBiAAE BUPOGHMK/IMIOPTEP, HE BKIOYAUM
BMNYCK Cepiit) - 3MiHa Ha3BM i agpecu BUPOOHYKa, BifnoBiAaIbHOro

3a BUPOOHMLTBO Hepo3dhacoBaHOT NPOAYKLi, NepBUHHE
nakyBaHHs, BUNPoOyBaHHSA KOHTPO/O AKOCTI, 6e3 3MiHM MicLsA
BMPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM 6-TU MicALB nicns
3aTBEPMKEHHS); 3MiHU | Tuny: AQMIHICTPATNBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AiNbHUL (BKIHOYaOUN AiNbHULI A5 ADPI, TPOMDKHOrO
npoAayKTy abo roToBOro Nikapcbkoro 3acoby, AinbHuL Ans
npoBefieHHA NakyBaHHs, BUPOOHKKa, BiANOBIA&IbHOIO 3a BUMYCK
cepili, MicL,e NpoBeAEHHSI KOHTPOSIKO cepii) abo NnocTavasnbHUKa
BMXiAHOrO Marepiany, peareHTy abo AONOMiIKHOT PEYOBUHN (SIKLLO
3a3Ha4yeHo y [0CbE) - BUTYUYEHHS BUPOOHNYOT fiTbHNL
®.XopcpmanH-/1a Pow JiTa, Basenb, LBeiiluapis, BignosigansHoOI
3a BUNPOBYBaHHA KOHTPOSIO AKOCTI (BBEAEHHS 3MiH NPOTArOM 6-Tn
MiCALIB MiC/1A 3aTBePKEHHS); 3MiHU | TUny: AQMiHICTPaTUBHI
3MiHW. BunyyeHHs1 BUPOOHMYOT AiNbHAL (BKNHOYaOUN AiNbHULI A5
A®I, npomiXXHOro NPoAyKTy abo roToBOro MikapcbKoro 3acoby,
AiNbHULI A58 NpoBeAeHHS NakyBaHHS, BUPOOHNKa,

BiANOBIAA/ILHOIO 3a BUNYCK CEPiii, MiCLie NPOBEAEHHS KOHTPO/IHO

cepii) abo nocTavasibHMKa BUXiAHOTO MaTepiany, peareHty abo

[OMOMIKHOI PEYOBMHM (SKLLLO 3a3HAYEHO Y [OCLE) - BUNYYEHHS

BMpo6HUYOT AinbHuui Map Ctepin Mpogakrte, I/1Ci, CLUA,
BigNoBigasIbHOI 3a BUPOBGHMLTBO Hepo3dhacoBaHOi NPOAYKLIT Ta
nepBuHHe NakyBaHHS (BBeAeHHs 3MiH MPOTAroM 6-Tu MicsLiB
nicnsa 3aTBepXeHHS); 3MiHW | Tuny: AAMIHICTPaTUBHI 3MiHW.
BunyueHHs BUpO6HMYOI AinbHUL (BKNOYaOuM AinbHULi ansa Adl,
NPOMDKHOro NPOAYKTY abo roToBOro Nikapcbkoro 3acoby, AinbHULj
[ANSA NpoBefeHHsA NakyBaHHs, BUPOOHMKA, BiANOBiAaIbHOIO 3a
BMNYCK CEpiii, MiCLie NPOBEAEHHS KOHTPO/IIO cepii) abo
noctayasibHvka BUXIAHOrO MaTepiasny, peareHTy abo JOoMOMKHOI

PEYOBMHM (SIKLLIO 3a3HAYEHO Y [OCHE) - BUYYEHHS BUPOGHMYOT

AinbHuui Pow ®apma Al BiANOBIAa/IbHOI 32 BUNPOGYBaHHS
KOHTpO/0 AKocTi (BBeAEHHS 3MiH MPOTAroM 6-Tv MicsLiB nicns

3aTBEPKEHHS); 3MiHM | TUNy: AAMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu MicLA NPOBaMXEHHS AisIbHOCTI

BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby, BkIovaun
OinbHULI BUNYCKY cepii abo MicLe NpoBeAEeHHS KOHTPOHO SIKOCTI.
(aisnbHIiCTb, 3a AKy BignoBigae BUPOOHMK/IMIOPTEP, HE BKIOYAKUN
BWMYCK Cepiii) - 3MiHa Ha3BW | aapecy BUPOGHYKKa BiANOBIAA/IbHOTO
3a BTOPMHHE NMakKyBaHHS Ta BUNPOGYBaHHSA KOHTPOIIO AKOCTI, 6e3
3MiHM Micus BUpOobHUUTBA (BBEAEHHS 3MiH NPOTAroM 6-T1 MicALiB
nicns 3aTBepMKeHHS); 3MiHW | Tuny: AgMIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu MicLA NPOBaXEHHS AisIbHOCTI
BMpO6HMKa/iMnopTepa roToBOro JIikapCbKOro 3acoby, BK/IYaoun

LOiNbHULI BUNYCKY cepii abo Micle NPoBeAEeHHSI KOHTPOJH SIKOCTI.
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
(misnbHIiCTb, 3a AKy BignoBigae BUPOOHMK/IMIOPTEp, HE BK/IIOYAKUN
BWMYCK Cepiii) - 3MiHa Ha3BM i agpecu BUPOOHNYOT AiNIbHULL,
BigNoBigasIbHOI 3a BUPOGHMLTBO Hepo3dhacoBaHOi NPOAYKLIT Ta
nepBuHHE NaKkyBaHHs, 6e3 3MiH1 MicLA BUpo6GHMLTBa (BBEAEHHS
3MiH NPOTArOM 6-TW MICALIB Nic/A 3aTBEPAKEHHS)
197. | UWMNPUHO TabneTku, BKpUTI KPKA, a.4., CnoBeHis BMPOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHW | Tuny - 3miHn 3a UA/0678/02/01
n®e NNiBKOBOIO HoBo mecTO bulk”, nepsnHHe 3 AkocTi. CepTtudpikar signosigHocTi/l E-cepTudikar BignosigHoCTi peyenmom

060/10HKOI0, M0 750
mr no 10 TabneTok y
6nictepi; no 1 a6o 2
6nictepun B
KapTOHHI/ KopoobLi

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta

BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
KOHTPOb cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
KOHTPO/b Ccepil:
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKOSIE iH
XpaHo), CnoseHis

€Bponelicbkiit hapmakonei/MoHorpadii. MogaHHsA HOBOro a6o
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI ab0 BUTyYEeHHS
cepTudikaTa BignoBigHOCTI EBponelickbkin hapmakonei: ans Adl;
015 BUXIAHOTO MaTepiany/peareHTy/MpoMiKHOro NpoAaykTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A15 AONOMIKHOT pEYOBUHN
(cepTudpikaT BignoBigHOCTI EBponeiickkiii hapmakoner) -
OHoB/EHWIA cepTUdIKaT Bif Y)Xe 3aTBEPXXEHOr0 BUPOOHUMKA -
noAaHHsA OHOBMIEHOTro cepTudikarTa BignoBigHOCTI €EBponeicbkiii
thapmakonei Ne R1-CEP 2000-405-Rev 10 ans gito4oi peqyoBuHU
Ciprofloxacin Hydrochloride Big, Bxe 3aTBepAXeHoro BUpo6HuMka
Neuland Laboratories Limited, sk Hacnigok 3miHa agpecu
BMPOBHUYOI AiNAHKK; 3MiHW | Tuny - 3MiHK 3 sikocTi. CepTudikar
BignoBigHoCTI/IE-cepTudikat BigNoBiaHOCTI EBpONEiChKiit
thapmakonei/moHorpadii. NMogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BignoBigHOCTI abo BUIyYeHHs cepTudikata
BiANOBIgHOCTI E€Bponeiickkili hapmakonei: gns A®I; onsa BuXigHOro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; A5t 4ONOMIXHOT pEYOBUHN
(cepTuddikaT BignoBigHOCTI EBponeiickkiii hapmakonei) -
OHoBneHwnin cepTuddikar Bif yKe 3aTBEPLKEHOTO BUPOOHMKA -
noAaHHsA OHOBJIEHOro cepTudikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei Ne R1-CEP 2000-405-Rev 09 (3atBepgxeHo: R1-
CEP 2000-405-Rev 08) ans gitoyoi pevosuHu Ciprofloxacin
Hydrochloride Big Bxe 3aTBEpmXeHoro BupobHuka Neuland
Laboratories Limited, sik Hacnigok 3miHa agpecu BnacHuka CEP Tta
BMPOGHWYOI AiNIAHKKW; 3MiHW | TURY - 3MiHK 3 sKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu,
LLIO CTOCYIOTBLCS BUMYCKY Cepii Ta KOHTPOSIK0 SAKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo AofaBaHHA AiNbHUL, Ha SAKii
3[iCHIOETLCS KOHTPOL/BUMPOGYBaHHS cepii) - BBEAEHHS
nofatkosoi ginbHuLi M3 ansa koHTponto cepii KPKA, a.4., Hoso
mMecTo, CrnoBeHis MNMoexoBa yniya 5, 8501 HoBo mecTo, CrioBeHist
Ta 3a3Ha4yeHHs BUPOOHNYMX (DYHKLA A1a 3aTBEPAKEHOr0
Bupo6Huka N3 KPKA, a.4a., HoBo mecto, CnoseHis LWmap'elwka
uecrta 6, 8501 HoBo mMecTo, CnoBeHis (BUpo6HMK "in bulk",
nepBrHHe Ta BTOPVHHE MakyBaHHs, KOHTPOJIb Ta BUMYCK cepii);
3MiHu | TNy - 3miHK 3 skocTi. CepTudikat BignosigHOCTI/IE-
cepTtudikaT BignoBigHOCTI €Bponeiicbkili hapmakonei/MoHorpadii.
MopaHHA HoBOro abo oHOBEHOTO cepTudikaTa BigNoBiAHOCTI abo
BUYYEHHS cepTudpikaTa BignoBsigHOCTI EBponeiickkiii
hapmakonei: ana A®l; ans BuxigHoro
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Ne
n/n

Hassa
NiKapcbKo2
0 3acoby

Popma sunycky

3asasHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjitiHo2o
nocsio4eHHs1

Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
BUKOPUCTOBYHOTbCS Y BUPOOHULTBI API; ANs AONOMIKHOI peHOBUHU
(cepTudbikaT BignoBigHOCTI €Bponeiicbkiii hapmakoneri) -
OHoBrEeHWIA cepTUdiKaT Bif y)Xe 3aTBepXEHOro BUPOOHUMKa -
noAaHHs OHOBJIEHOTO cepTudpikaTa BignoBigHOCTI EBponeiichkkiii
dhapmakonei Ne CEP Ne R1-CEP 2006-045-Rev 01 gns gitovoi
peuosuHm Ciprofloxacin Hydrochloride Big, BXe 3aTBepaXeHoro
BMPOOHUKA i3 3MiHOIO Ha3BU BriacHvka CEP Ta BUpO6HUYOI
AinsHkv (3anponoHosaHo: Hangzhou Huadong Medicine Group
Zhejiang Huayi Pharmaceutical Co., Ltd); 3MiHu | Tuny - 3MiHn 3
aKocTi. CepTudpikaT BignosigHocTi/IE-cepTudikat BiANoBiAHOCTI
€sponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BifnoBigHOCTI 260 BUTyHYEeHHS
cepTudpikaTa BignoBigHOCTI EBponelichbkiin hapmakonei: ans Adl;
Ansa BUXiAHOro matepiany/peareHTy/NPOMiIKHOTO NPOAYKTY, L0
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI A®I; A5t 4ONOMIXHOT pEHOBUHN
(cepTtudbikaT BignoBigHOCTI EBponeiickkiii hapmakonei) -
OHoBneHnin cepTuddikar Bif yKe 3aTBEPAYKEHOTO BUPOOHMKA -
noAaHHs OHOBJIEHOro cepTudikaTa BifgnoBigHOCTI EBponeichkiii
thapmakonei Ne CEP Ne R1-CEP 2006-045-Rev 00 (3aTBEpAXeHO:
CEP Ne RO-CEP 2006-045-Rev 01) gns gjto4oi peqyoBuHn
Ciprofloxacin Hydrochloride Big Bxe 3aTBepmxeHOro BUpobHUKa
Zhejiang Huayi Pharmaceutical Co. Ltd 3 BignoBigHUMN 3MiHaMK Y
apgpeci BnacHuka CEP Ta BUpOOHWUYOI AiNsHKK; 3MiHW | Tvny -
3MiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI.
3MiHa iMnopTepa/3MiHu, L0 CTOCYTLCA BUMYCKY cepil Ta
KOHTPOJ1t0 SIKOCTi FOTOBOrO MikapCbkoro 3acoby (3amiHa abo
[0JaBaHHA OiNbHULI, Ha 5K 34iiCHI0ETbCSA
KOHTPONb/BUNPOGYBAHHSA cepil) - BBEAEHHSA AOAATKOBOI AiNbHULL
N3 pna koHTponto cepii HN30X (HauioHanbHI nabopartopis 3a
34paB'e, OKOMIE iH XpaHo), CnoseHis JanmartiHosa yniya 3, 8000
Hoso mecTto, CrioBeHisi

198.

LUWNPOBEN
®

TabneTkn, BKpUTI
060n10HKO0, Mo 500
Mr 0 7 TabneTok y
6nictepi; no 2
6nictepu B
KapTOHHIA ynakoBLi;
no 4 Tabnetkn y
6nictepi; no 1
6nictepy B
KapTOHHI ynakosLi;
no 14 tabnetok y
6nictepi; no 1
6nictepy B
KapPTOHHII ynakoBLUi

HOBEN INAY
CAHAI BE
TIOIXKAPET
A.LL.

TypeyunHa

HOBE/ INAY
CAHAI BE
TIIKAPET A.LLL.

TypeyunHa

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHM | TUny - 3MiHa napameTpiB cneuudikayin Ta/abo gonycTummx
MEX FOTOBOr0 NiKapcbKoro 3acoby - 3MiHa A0 cneumdikavii 3a
NOKa3HUKOM «3a/TLLKOBI KifIbKOCTi OpraHiyHUX pO3UYMHHUKIB,
NiMiTU NpUBEAEHO Y BiANOBIAHICTL A0 BUMOT HacTaHoB ICH woao
SAIKOCTi OHOBNEHUX MaTepianiB ipMy — BUPOBHMKA; 3MiHM | Tuny -
3MiHa y MeTogax B1UnpobyBaHHsS roTOBOrO NiKapCbKoro 3acoby -
3MiHa [0 METOAiB KOHTPOJ1t0 rOTOBOTO NiKapcbkoro 3acoby 3a
NOKa3HUKOM «3aJ/ILLIKOBI KifIbKOCTi OpraHivHNX PO34UNHHUKIB»,
npuBELEHO Y BiANOBIAHICTb [0 SKOCTI OHOB/IEHMX MaTepiasis
hipMn — BUPOGHMKA (3MiHa yCTaTKyBaHHS!, KOJIOHKW, MPUroTyBaHHS
PO34MHiB, YMOB NPUAATHOCTI CUCTEMMU Ta PO3paxyHkKiB)

3a
peyerimom

UA/5015/01/01

199.

UNTPA®/I
T

NOPOLLIOK ANs
0pPa/IbHOTO PO3UKHY

KaceH

PekopgarTi, C.J1.

IcnaHis

BMPOGHUK
Hepo3dhacoBaHoi

IcnaHis

BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis:
3MiHM | TUNY - BUIYYEHHA BUPOBHUYOI AiNbHULI (BKAKOYAKum

3a
peyenmom

UA/13820/01/01
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Ne Hassa ®dopma surnycky 3asBHUK Kpaina Bupo6Huk Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 Bionycky peecmpayjitiHo2o
0 3acoby nocBi0O4YeHHs
no 15,08 r nopoLuky NPOAYKLUi: AinbHUUI ans A®l, npomiXXHOro NpoAyKTy abo roToBoro
B nakerti-cawue; rno 2 Na6opatopioc niKkapcbKoro 3acoby, AiNbHUL 4151 NPOBEAEHHS NaKyBaHHS,
naketn a6o 50 Canbaar, CA, BMPOGHMKA, BiANOBifa/IbHOTO 3a BUMYCK Cepili, MiCLie NpoBeAeHHs

nakeTiB (ynakoBka
0N NiKyBaUlbHUX
3aknagis) y
KapTOHHIA Kopoo6Li

IcnaHis; neperHHa
Ta BTOPUHHA
ynakoBka, [03Bin
Ha BUMYCK cepii:
KaceH Pekopgari,
C.J1., IcnaHis

KOHTpO/I0 cepii) abo noctavanbHMKa BUXIAHOTO MaTepiasny,
peareHTy abo [JONOMiXHOT PEYOBUHU - BUNYUYEHHS 3aTBEPKEHOTO
BMPOGHUKa AD| an1a marHito okenay nerkoro Societa Generale per

L’Indastria della Magnesia S.p.A., Italy

HavyanbHUK Bigainy 3 nutaHb papmaueBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peasiisauii NONiTUK

T.M. IacKOBCbKUn
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MEPENIK

NIKAPCbKUNX 3ACOBIB (MEANYHUX IMYHOBIO/TOINYHUX MPENAPATIB), AKUM BIAMOBJIEHO Y AEP>XXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALIVNHNX MATEPIANIB

TA AEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHA

Jopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHMU
3[00pOB’A YKpaiHu

17.07.2019 Ne 1625

Ne Ha3ssa Popma sunycky 3asBHUK KpaiHa Bupo6HUK KpaiHa riocmasa Mpoyedypa
n/n JNliKapcbKo20
3acoby
1. ACNAPKAM- po3unH ana iH'ekuid, | MNAT "®dapmak” YkpaiHa MAT "dapmax” YkpaiHa 3acigaHHs BigmoBUTM y 3aTBepfKeHHi - 3MiHW | Tuny - BWIyYeHHS BUPOOHUYOI AiNbHULI
DPAPMAK® no 5 mn a6o 10 mn, HTP Ne 21 Big | (Bkitovatoun AinbHuUi ons A®l, NpomibKHOrO Npoaykty abo roToBOro /liKapcbKoro
ab6o 20 mn B amnyni, 30.05.2019 3aco6y, AiNbHULI ANA NPOBEAEHHS NakyBaHHS, BUPOOHMKa, BIANOBIAA/ILHOIO 3a BUNYCK
no 10 amnyn y nauui cepiii, MicLie NPOBEeAEHHA KOHTPO/IO cepii) abo nocTayabHyKa BUXIGHOTO MaTepiasty,
3 KapToOHY; No 5 mn peareHTy abo LONOMIXHOI PeYOBUHU (AKLLO 3a3HayeHo y Aocbe) (A.7. |A) - BUNy4YeHHs
a6o 10 mn, a6o 20 BMpo6HMKa APl AcnapariHoBoi kucnotn Changzhou Shenlong Bio-Engineering Co.,
M B amnysii, no 5 Ltd, Kutaii, Ha nigcTasi HeraTMBHWUX BUCHOBKIB €KCMEPTHMX KOMICI Ta 3 ypaxyBaHHAM
amnyn y 6nictepi, no pilleHHa 3acigaHHsA HaykoBo-TexHiyHoi pagu OELL MO3 Ykpaiuu; - 3MmiHn Il Tuny -
2 6nicTepn y nauu;j 3 3MiHa BUPOOHWMKa BUXIAHOrO/NPOMIKHOrO NPOAYKTY/peareHTy, WO BUKOPUCTOBYIOTLCS Y
KapToHY BMPOGHMYOMY npoueci A®l, abo 3miHa BMpObHUKa (BKIKOYatouun, fe HeobxigHo, Micue
npoBefeHHA KOHTpont fAkocti) APl (3a BigCYTHOCTI cepTuddikata BiAMOBIAHOCTI
€Bponeiicbkiii hapmakonei y 3aTBepAKeHOMy A0Cbe) (BBEAEHHA HOBOro BMPOOHMKA
A®I| 3 HapaHHAM MacTep-thaiina Ha Adl) (B.l.a.1. (6) Il) - BBegeHHA BUPO6HUKa AitoyoTl
peyoBuHM AcnapariHoBa kucnota (DL-acnapariHoBa kucnoTa) MAT "dapmak”, YkpaiHa
(cTagis ouMCTKW, KOHTPONb cepii, BiANOBIAALHWIA 3a BWUMYCK Cepii) 3 HaJaHHAM
mMacTep-aiina Ha Adl,
Ha nigcTaBi HEraTUBHMX BMCHOBKIB €KCMEPTHWX KOMICili Ta 3 ypaxyBaHHSIM PilLEHHS
3acifgaHHa Haykoso-TexHiuHoi pagy JELL MO3 Ykpainu
2. MEOOUWMMNPUH | TabneTku, BKpUTI Megokemi Kinp Megokemi T4 Kinp 3acigaHHs BigmoBUTY y 3aTBep)KEHHI - TexHiYHa MoMuka (3rigHo Hakaly MO3 Big 23.07.2015
NAiBKOBOO nTa, (3aBog AZ) HTP Ne 21 i, | Ne 460) y MK npu nepeHeceHHi iHchopmaluii 3 peectpauiiiHoro gocbe (p.3.2.P.5.1) y
0600HkKot0, No 500 30.05.2019 cneuudikaLii Ha BUNYCK Ta TEPMiH NPUAATHOCTI 3@ PO3Ai/TI0M «PO34YMHEHHS», OCKINbKN
mr; no 10 TabneTtok HafaHi maTepiasim He BignosigaloTb BUMoOram [lopsAAKy NPOBEAEHHS eKcnepTusun
y 6nictepi; no 1 MaTepianis Ha nikapcbki 3acobu, WO MOJAlTLCA Ha [epxXaBHy peecTpauito
6nictepy B (nepepeecTpauiio), a TakoX €eKCnepTusyM MartepianiB MPO BHECEHHA 3MiH [0
KapTOHHIli KopoobLi peecTpauiiHux ~ matepianis  nNpoTAromMm  Aii peecTpauiiHoro  MOCBigYEHHS,
3aTBepAxeHoro Hakasom MO3 YkpaiHn Big 26.08.05 Ned26 (y pepaxuii Hakasy MO3
YkpaiHu Big 23.07.2015p Ne460), Ta noTpebyioTb BHECEHHSA 3MiH Y BCTAHOBIEHOMY
Mopaaky
3. MEKIHICT TabneTkun, BKPUTI Hosaprtic LBeliuapi nakco Icnanis/ 3acifaHHsa BigMmoBuUTN y 3aTBEepAKEHHI - 3MiHW | TNy - BBeAEHHA abo 3MiHW 40 y3aralbHEHNX
N1iBKOBOIO dapma Al A Bennkom C. A,, ITanis HTP Ne 21 Bif, | AaHux npo cuctemy hapmakoHarnsgy (BBeAEHHS y3arasibHEHUX AaHWX Npo cuctemy
o6onoHkoto no 0,5 IcnaHis 30.05.2019 hapmakoHarnsgy, 3miHa YNOBHOBaXEHOI 0co6W, BiAMOBifasIbHOI 3a 3A4jiACHEHHS
mr Ta 2 mr, no 30 (nepBuHHE Ta thapmakoHarnsay; KOHTaKTHOI 0ocobu 3 hapmakoHarnsgy 3asBHuKa Ans 34iCHEHHS
Tabnetok y priakoHi, BTOPVHHE hapmakoHarnsgy B YkpaiHi, SKWO BOHa BigMiHHA Bif YNOBHOBa&XeHOi 0cobw,
no 1 dosiakoHy B nakyBaHHs, BignoBiganbHOI 3a 3AilicHeHHs1 chapMakoHaragy (BK/IYaryM KOHTaKTHI faHi) Ta/abo
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KapTOHHIli KopoobLi

BUMYCK cepi);
nakcoCmitKns

3MiHM Yy pO3MillleHHi MacTep-ghaiina cuctemun chapmakoHarnisgy) (B.1.8. (a) 1AHM) -
3MiHa KOHTaKTHUX faHuX YNOBHOBaXXEHOI 0cobw, BifnosiganbHoi 3a hapmakoHarnsg,

H 3MiHa Micusi  3fiiiCHEHHsi OCHOBHOI  AisiNbHOCTI 3 bapMakoHarnisgy. 3MiHa
MaHythakTypuHr MiCLL€3HaX0AKEHHS macTep-aiina,
C.n.A., Itanisa OCKi/IbKM 3asiB/IEHi 3MiHW He BiANOBIAAKTb aKTyasibHIi iH(opMaLii Wwoho cuctemm
(BMPOGHYK thapmakoHarnsgy, 3as3HadeHiii 3asBHMKOM B A00MNpaLbOBaHNX MaTepianax
Hepo3dacoBaHo
T npoaykuii Ta
KOHTPO/b
SIKOCTI)
PYTO3UL4 KpucTaniyHmi TOB "Toprosa YkpaiHa T'yliniHb NlasiH Kutai 3acigaHHs BigMmoBuUTN y 3aTBEpMKEHHI - TEXHIYHA nomuska (3rigHo Haka3ly MO3 Big 23.07.2015
TPUTAPAT NOPOLLOK KOMnNaHis Hewnutopan HTP Ne 21 Big | Ne 460), y MKH, aka 6yna gonyuwieHa npu peectpauii /13, npy HanucaHHi agpecun
(cybcTaHuis) y "ABpopa", IHrpigieHTy, 30.05.2019 BVPOGHMKA aHrNinCbKOK MOBOK 3aMicTb crioBa «County» MOMWIKOBO Gyf0 3a3Ha4yeHo
noABiHMX Kopn., «Country»; NPpYBECTN HANMUCaHHS raysi 3aCTOCyBaHHs 40 BUMOTr €®, TO6TO 3a3HaUNTK
nonieTuIeHoBmX «ansa hapmaleBTUYHOrO 3acTOCyBaHHSA» 3aMiCTb «A/1 BUPOOHMLITBA HECTEPU/IbHUX
MilLKax Ans NiKapcbknx ¢OpM», OCKI/IbKM 3a3HauyeHe BUMPaB/IEHHS He BIAMNoBiJae apxiBHUM
BMpPOOHULTBA MarepianaM peecTpaLiiHoro 1ockbe
HeCTepUIbHNX
nNikapcbknx hopm
TIAOPINTAH® Tabnetku no 100 wr, TOB Ykpaina .. ®apma ABCTpis 3acigaHHs BigMmoBuUTN y 3aTBEpAKEHHI - TEXHIYHA nomusKa (3rigHo Hakaly MO3 Big 23.07.2015
no 20 Tabnetok y "BANIEAHT v6X HTP Ne 21 Bifg | Ne 460) y MKH, npu nepeHeceHHi iHhopmaLii 3 mMaTepiasiiB peecTpauiliHoro Aockbe
6nictepi, no 1a6o 3 | PAPMACHIOT 30.05.2019 (po3gin 3.2.P.5.1 ). a came 3a MNOKA3HUKOM «3a/INLLKOBI KiSIbKOCTi OpraHiyHux
6nicTepu y kopobui 3 IKAN3" PO3UMHHIKIB» 3HOCKM 3a3HAUUTK Ak— «1)[loka3aTenn He KOHTPO/MPYHOTCA B TeyeHue
KapTOHY cpoka rogHocT. OfHaKo ecnv UCNbITaHUA MPOBOAATCS, TO BbIAEPXKUBAIOT Npeaessbl.
2)Mposogutca ans kaxpolh 10-ii cepuu, HO He pexe pasa B rof.» 3aMicTb «1)
MokasaTtenn He KOHTPONMPYIOTCA B TeyeHne cpoka rogHoctn. OgfgHako ecnu
ncnbITaHns npoBOAATCH, TO BblEPXMBAIOTCSA npegenst.», OCKiNbKM
3a3HayeHe BUMPAaB/IEHHS HE BiANOBIAAE apXiBHUM MaTepiasiaMm peecTpauiiiHoro focke
(p.3.2.P.5.1)
TPUAKYTAH® kpem no 15 r y Ty6i; MAT YkpaiHa NAT YkpaiHa 3acigaHHs BiagmoBuTM y 3aTBepgpKeHHi - 3MiHM |l TMny - 3miHa y napameTpax cneumdikawiii
no 1 Ty6i B nauui "Kuismegnpen "Kuismegnpenap HTP Ne 21 Bif, | Ta/abo  AonycTUMKUX  MeX, BU3HAYeHUX Yy crneuudikauisx Ha A®l,  abo
apat" at" 30.05.2019 BUXIOHWA/MPOMDKHWIA ~ NpOAyKT/peareHT, WO  BUKOPWUCTOBYKTLCA Yy  MPOLEC

BMpo6HMLUTBa APl (BUIyueHHsI mapameTpa cneuudikalii, SKMili Moxe MaTu CyTTEBWIA
BMB Ha gkicTb A®| Ta/abo rotosoro nikapcbkoro 3acoby) (B.1.6.1. () 1)
3MiHM [0 cneymdikauii npyM BUMYCKY FOTOBOrO JIiKAPCbKOTO 3acoby — BWJ/IYYEHHS M.
«CynpoBigHi [OMILLKM», OCKiNbKM faHuii obpaHuii nyHKT 3miHn (6.1.6.1. (),ll) He
BifNOBifae MaTepianam peecTpauiiHOro [0Cbe, SKi CTOCYHOTbCS 3MiHW creumdikaii
rOTOBOrO JIiKAPCbKOro 3acoby; - 3MiHM |l Tuny - 3MiHn 3 akocTi. APl. KoHTponb AdI.
3miHa y napameTpax cneuudikauii Ta/abo AOMYCTUMUX MeEX, BU3HAYEHUX Y
cneundpikauisx Ha A®PIl,  abo  BUXiZHWA/NPOMiIXHWIA  NpoAyKT/peareHT, Lo
BUKOPWUCTOBYIOTLCA Yy  Mpoueci  BuMpoGHMuTBa A®l  (BU/IyYeHHs  napameTpa
cneuudikalii, sKMA Moxe MaTu CYTTEBUIA BMMB Ha skicTb A®l Ta/abo rotoBoro
nikapcbkoro 3acoby) (b.1.6.1. () Il) - 3miHM g0 cneuudikauii Npu BUNYCKY rOTOBOrO
NiKapCbKoro 3acoby — BWAYYEHHSI M. «(0-XN0PMEHin)-aneHIIMETAHOM», OCKINbKN
AaHnii 06paHnii nyHKT 3miHu (6.1.6.1. (),1l) He BignoBigae matepianam peecTpauiiHoro
[0CbE, SKi CTOCYIOTbCS 3MiHM cnevumdikaL,ii roToBOro Nikapcbkoro 3acoby
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