MIHICTEPCTBO OXOPOHH 3[IOPOB’Sl YKPAIHU

HAKA3
02.10.2019 Ne 2004
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.

Misictp 3. CKAJIELIBKA



Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.10.2019 Ne 2004

MEPENIK
3APEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEAUYHUX IMYHOBIONOIYHUX NPEMAPATIB), AKI BHOCATbLCA A0
AEPXXABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknamys Homep
n/n JNlikapcbKo20 | (nikapcbka ghopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
1. ATA3ABIP Kancysm Teepgi no [eTepo /1a63 IHAis [eTepo /1a63 IHAjs peecTpauis Ha 5 pokis 3a He UA/17665/01/01
150 wr, no 60 Nimiteq Nimiteq MepioanyHICTb NOAAHHSA PerynspHO OHOBJIIOBAHOTO peyenmom nionsizae
Kancyny 3BiTy 3 6e3neku BignoBiaAHO A0 MopsaKy 34iCHEHHS
KOHTeliHepi; no 1 thapmakoHarnsgy, 3aTBepKeHOro Hakasom
KOHTEliHepy y MiHicTepcTBa 0XOpPOHM 340POB’A YKpaiHu Big, 27
KOpo6Li 3 KapTOHY rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Hakasy MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
2. ATA3ABIP Kancysm Teepgi no [eTepo /1a63 IHAis leTepo /1a63 IHAjiA peecTpadis Ha 5 pokis 3a He UA/17665/01/02
200 wmr, no 60 Nimiten Nimiten MepioAnyHICTb NOAAHHSA PerynspHO OHOB/IIOBAHOMO peyenmom niossieae
Kancyny 3BiTy 3 6e3neku BignoBigHO A0 MopsiaKy 34iCHEHHS
KOHTeliHepi; no 1 thapmakoHarnsgy, 3aTBepKeHOro Hakasom
KOHTEliHepy y MiHicTepcTBa OXOPOHU 340P0OB’'A YKpaiHu Big, 27
KOpo6Li 3 KapTOHY rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3y MiHicTepcTBa
OXOPOHW 30POB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3MeKu.
3. ATA3ABIP Kancysm TBepgi no leTepo /1ab3 IHais [eTepo /1ab3 IHgis peecTpauist Ha 5 pokis 3a He UA/17665/01/03
300 wmr, no 30 Nimiteq Nimiteq MepioAnyHICTb NOAAHHSA PErynspHO OHOB/IKOBAHOIO peyernmom niosnsieae
Kancyny 3BITy 3 6e3neky BignoBigHO A0 MopsAKy 34iCHEHHS
KOHTelHepi; no 1 dhapmakoHarnsgy, 3aTBepkeHoro Hakasom
KOHTEliHepy y MiHicTepcTBa OXOpPOHU 340P0B’'A YKpaiHu Big, 27
KOpoO6Lii 3 KapTOHY rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpygHs 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3y MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiuu Bif, 26 BepecHsa 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMK y NepioANYHOCTI NOAaHHS PerynsapHuX
3BITIB 3 6e3neKu.




h1aKkoHIB y mauui

npoaykuii in bulk
hipMU-BMPOGHMKa
PakTta
dapmacbloTnyi

rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa

O0XOPOHM 340pOB’S YKpaiHu Bif 26 BepecHsi 2016

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
4, FEHTAMILUN MOPOLLIOK ToBapucTBO 3 YkpaiHa PyaHb KnTaii peecTpauist Ha 5 pokis - He UA/17666/01/01
HY (cybeTaHuin) y 06MeXeHo dapmacbioTikan nionsieae
CYNb®AT atOMIHIEBUX BiANOBIA&/TbHI Ipyn AHbTal
6igoHax ans CTHo [xactaBape
hapmaLeBTUYHOIO "@apmaueBTu dapmacbioTikan
3acToCyBaHHSA YHa KOMNaHis Ko., 14,
"3p0pos's”
5. AYNOKCUH® | kancynu TOB "dapma YkpaiHa Na6opatopioc IcnaHis peecTpaList Ha 5 pokis 3a He UA/17667/01/01
KMLLKOBOPO3YMHHI Crapt"” HopmoH, C.A. MepioAnyHICTb NOAAHHS PErYNSPHO OHOB/IIOBAHOIO peyenmom nidnseae
TBepai no 30 mr; no 3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
7 kancyn y énictepi; hapMakoHarnsgy, 3aTBepXeHoro Hakasom
no 1 a6o 4 6nictepu MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
B KapPTOHHII navui rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakaly MiHicTepcTBa
OXOpOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neKu.
6. AYNOKCUH® | kancynu TOB "dapma YkpaiHa Na6opatopioc IcnaHis peecTpauia Ha 5 pokiB 3a He UA/17667/01/02
KMLLKOBOPO3YMHHI Crapt"” HopmoH, C.A. MepioAnyHICTb NOAAHHS PEryNsiPHO OHOB/IIOBAHOIO peyenmom nionseae
TBEpAi no 60 mr; no 3BiTy 3 6e3neku BignoBigHo A0 MNopsaaKy 34iiCHEHHS
7 kancyn y énictepi; hapmakoHarnsay, 3aTBepXeHoro Hakasom
no 4 6nictepu B MiHicTepcTBa OXOpPOHM 340POB’A YKpaiHu Big 27
KapTOHHI navi rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuil Ykpainm 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pegaxuii Hakasy MiHicTepcTBa
OXOPOHW 340pOB’A YKpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PeryaspHUX
3BITIB 3 6e3neKu.
7. IMIAA30NIN KpUCTaniuHuiA AN "CTAOA- YkpaiHa EPPETIEPPE ITanisa peecTpadis Ha 5 pokis - He UA/17668/01/01
ETAHAMIJ, MOPOLLOK YKPAIHA" C.n.A nionsizae
MEHTAHAIO (cy6cTaHuis) y
BOI noABiliHUX
KACNOTN nonieTNeHoBux
(BITANYTA Milkax ons
M) hapmaLeBTUYHOro
3aCTOCyBaHHSA
8. MEPOMNEHE NOpOoLLOK AN MpusaTHe YkpaiHa MpuBaTHe YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17669/01/01
M pPO3UmnHYy Ana akuioHepHe akuioHepHe MepioAnyHICTb NOA4AHHS PEryNSPHO OHOB/IIOBAHOIO peyenmom nionseae
iH ekuiii no 500 mry TOBapUCTBO TOBapUCTBO 3BiTy 3 6e3neku BignosigHoO A0 MNopsaaKy 34iiCHEHHS
donakoHi; no 1 a6o "Jlekxim- "JlekxiM-Xapkis" hapMakoHarnsgy, 3aTBepxeHoro Hakasom
10, a6o 50 Xapkis" (BMPOGHMLTBO 3 MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
C.n.A,, Itanis) poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMKN y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITiB 3 6e3nekn
9. MEPOMNEHE NMOPOLLIOK ANsi MpuBaTtHe YkpaiHa MpvBaTHE YkpaiHa peecTpaduis Ha 5 pokis 3a He UA/17669/01/02
M pPO34MHYy N akuioHepHe akuioHepHe peuyenmom nionsieae
iH ekyii no 1000 mr TOBapUCTBO TOBapuUCTBO MepioAnyHICTb NOAAHHS PEryNsSiPHO OHOB/IIOBAHOIO
y donakoHi; no 1 abo "Jlekxim- "Mlekxim-Xapkis" 3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS
10, a6o 50 Xapkis" (BUPOBHMLTBO 3 hapMakoHarnsagy, 3aTBepXeHoro Hakasom
hnakoHiB y naui npoaykuii in bulk MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
hipMu-BMpOGHMKa rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
dakTa MiHicTepcTsi tocTuuil Ykpainu 19 rpyaHs 2016 poky
dapmacboTnyi 3a Ne 1649/29779 (y pefakuii Hakaly MiHicTepcTBa
C.n.A,, Itanis) OXOpOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogNYHOCTI NOJaHHS PeryasapHUX
3BITIB 3 6e3neku
10. PAHKNIP TabneTtku, BKPUTI CaH IHAis CaH IHais peecTpauis Ha 5 pokiB 3a He UA/17671/01/01
NAiBKOBOO dapmacbloTmK dapmacbloTrKan peyenmom nionsizae
060/10HKOH0, M0 62,5 an lHpacTpi3 IHpacTpi3 Jlimiteq,
mr Nel5 (15x1), Nimiten
Ne30 (15x2) y
6nictepax, Ne100 y
donakoHi
11. PAHKNIP TabneTtkn, BKPUTI CaH IHais CaH IHgis peecTpauist Ha 5 pokis 3a He UA/17671/01/02
NMiBKOBOO dapmMacbloThK dapmacbloTukan peyenmom nionsi2ae
060/10HKOH0, M0 125 an lHpacTpis IHpacTpi3 Nlimites
mr Nel5 (15x1), Nimiteq
Ne30 (15x2) y
6nictepax, Ne100 y
donakoHi
12. POCYMAK TabNeTKN, BKPUTI ANKANOIQ AL | Pecny6nik ANKANOIL AL Pecny6nika peecTpaujis Ha 5 pokis 3a He UA/17672/01/01
NNiBKOBOIO Ckon'e a Ckon'e MakefoHis MepioAnyHICTb NOA4AHHS PEryNSPHO OHOB/IIOBAHOIO peyenmom nionseae
060/10HKOI MO 5 Mr, MakefoHis 3BiTy 3 6e3neku BignosigHoO A0 MNopsaaKy 34iiCHEHHS
no 10 TabneTok y dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
6nictepi, no 3 MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27
6nictepu y rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHIA Kopoo6Li MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiogUYHOCTI NoJaHHS PerynsapHUX
3BITIB 3 6e3neku
13. POCYMAK TabNeTKM, BKPUTI ANKANOIQ AL | Pecny6nik ANKANOIL AL Pecny6nika peecTpaljis Ha 5 pokis 3a He UA/17672/01/02
NNiBKOBOIO Ckon'e a Ckon'e MakefoHist MepioAnyHICTb NOAAHHS PEryNsiPHO OHOB/IIOBAHOIO peyenmom nionseae
060/10HKOH0, Mo 10 MakefoHis 3BiTy 3 6e3neku BignosigHo A0 MNopsaaKy 34iiCHEHHS

mr, no 10 TabneTok
y 6nicTepi, no 3
6nictepn y

thapmakoHarnsay, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0OXOpPOHM 340POB’A YKpaiHu Big 27
rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
KapTOHHIA KOpoo6Li MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pepaxuii Haka3y MiHicTepcTBa
OXOPOHW 340pOB’A Ykpaiuu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayYeHUMM y NepioANYHOCTI NoAaHHS perynsapHuX
3BITiB 3 6e3nekn
14. POCYMAK TabMeTKU, BKPUTI ANKANOIQ AL | Pecny6nik ANKANOIL AL Pecny6nika peecTpaujis Ha 5 pokis 3a He UA/17672/01/03
NNiBKOBOO Ckon'e a Ckon'e MakepoHis MepiognyHICTb NOAAaHHA PerynsipHO OHOB/IOBAHOTO peyenmom nionsieae
o060n10HKot0, Nno 20 MakenoHis 3BiTY 3 6e3neku BignosigHo A0 MNopsaaky 34iCHEHHS
mr, no 10 TabneTtok dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
y 6nictepi, no 3 MiHicTepcTBa OXOpPOHU 340P0OB’'A YKpaiHu Big, 27
6nictepu y rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHI Kopoo6Li MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHsa 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A Ykpainu Bif, 26 BepecHsn 2016
poky Ne 996), cTaHOBWTb: 3rigHO 3i CTpOKamu,
3a3HayeHUMK y NepioANYHOCTI NoAaHHS PerynsapHuX
3BITiB 3 6e3nekn
15. POCYMAK TabNeTKM, BKPUTI ANKANOIQ AL | Pecny6nik ANKANOIL AL Pecny6nika peecTpaujis Ha 5 pokis 3a He UA/17672/01/04
NNiBKOBOO Ckon'e a Ckon'e MakeoHis MepiognyHICTb NOAAHHA PErynsipHO OHOB/IOBAHOTO peyenmom nionsieae
o60n0HkKoto, no 40 MakenoHis 3BiTY 3 6e3neku BignosigHo A0 MNopsaaky 34iiCHEHHS:
Mr no 10 TabneTok y dhapmakoHarnsgy, 3aTBepikeHoro Hakasom
6nictepi, no 3 MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Big, 27
6nictepu y rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHI KopooLi MiHicTepcTBi tocTuuil Ykpainu 19 rpyaHs 2016 poky
3a Ne 1649/29779 (y pefaxuii Haka3y MiHicTepcTBa
OXOPOHU 340pPOB’A YkpaiHu Bif, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTPOKaMu,
3a3HayeHUMK y NepioANYHOCTI NOAaHHS PErynsapHuX
3BITiB 3 6e3nekn
16. CEBO- piguHa gns K.T. PyMyHis K.T. POM®APM PymyHis peecTpauist Ha 5 pokis 3a He UA/17674/01/01
AHECTEPAH | iHransuiii, no 100 POM®APM KOMIMAHI C.P.J1. MepioAnyHICTb NOAAHHS PEryNsSpHO OHOB/IKOBAHOMO peyenmom nionsieae
M a6o 250 mn KOMIMAHI 3BiTY 3 6e3neku BigNOBiAHO A0 MopsaKy 34iINCHEeHHS (minbku 8
npenapary y C.P.N. dhapmakoHarnsgy, 3aTBepikeHoro Hakasom ymosax
h1akoHi 3 KinbLem MiHicTepcTBa OXOPOHM 340POB’A YKpaiHu Big 27 cmauyjioHapy)
(agantepom asis rpyaHs 2006 poky Ne 898, 3apeecTpoBaHuii B
BMnaptoBaya), no 1 MiHicTepcTsi tocTuuil Ykpaiuu 19 rpyaHs 2016 poky
hnakoHy B 3a Ne 1649/29779 (y pepakuii Hakasy MiHicTepcTBa
KapTOHHIN navuj OXOPOHU 340pO0B’SA YKpaiHu Big 26 BepecHsl 2016
poky Ne 996), cTaHOBUTb: 3riHO 3i CTpOKamu,
3a3Ha4YeHUMN Y NepiognMYHOCTI NoJaHHS PerynsapHUX
3BITIB 3 6e3neKu.
17. CUMETUKOH | piguHa (cy6cTaHuis) ToBapucTBo 3 YkpaiHa PIOKEA IHAIA IHAis peecTpauist Ha 5 pokis - He UA/17675/01/01
y NoMieTUIEHOBKX 06MexeHoto MPAVBET nionszae
6apabaHax ans BignoBigasibHi NIMITEL
chapmaLeBTUYHOro cTio
3aCTOCyBaHHA "papmavneBTn

YHa KOMNaHisi




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20 | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby yrnakoska) nocsi0O4YeHHs1
"3p0pos's”
18. TEHO®OBIP | kpucTasiyHuii leTepo /1ab3 IHais leTepo /1a63 IHAis peecTpauia Ha 5 pokiB - He UA/17676/01/01
Yy MOPOLLIOK Nimiteq Nimiteq nionsizae
AN30MNPOKC | (cybeTaHuis) y
mny noagiliHMx
DYMAPAT nonieTuIeHoBmxX
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs

B.0o HayanbHUKa Bigainy 3 nutaHb chapmMmaleBTUUHOI

BIANbHOCTI lenapTtamMeHTy peanisauii NosaiTuK

H.B. lNyyan




NMEPENIK

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.10.2019 Ne 2004

NMEPEPEECTPOBAHUX NIKAPCbKX 3ACOBIB (MEAUNYHUX IMYHOBIONOTTYHUX MPEMAPATIB), AKI

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne

Ha3ssa

MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCYBaHHSA reHepPUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKyx 3acobiB Mic/s BHECEHHS Tiei camol
3MiHV Ha pethepeHTHW npenapart (3MiHa He
noTpebye HafaHHSA XXOAHNX HOBUX A0AATKOBUX
[aHvX) - 3MiHW BHECEHi 10 IHCTPYKLUIi y po3ain
"bapmakoTepaneBTMYHa rpyna” (Lo4o Ha3su),
"®apmakonoriyHi BiacTneocTi”,
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MM 3acobamMu Ta iHLWi BUAW B3aeMogiid",
"Oco61BOCTI 3acTOCyBaHHSA", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaar”,
"3paTHICTb BNAMBATMW Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
MexaHizmamu", "Cnoci6 3acTocyBaHHs Ta fo3mn",
"Oitn" (yTouHeHHs), "Mepeno3ysaHHs", "Mo6iYHi
peakuii" BignoBigHO A0 iHhopmauii pethepeHTHOro
nikapcbkoro 3acoby (PapmauuTpoH dopTe,
MOPOLLIOK 4715 OPa/IbHOTO PO3UNHY).

MepioANYHICTb NOAAHHS PerynspHo

dopma sunycky 3assHuUK KpaiHa Bupo6HuK Kpaina PeecmpayitiHa npoyedypa Ymosu Pexknamys Homep
n/ JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakosKa) nocsio4YeHHs1
1. | AKKY3NA® 10 TabneTkun, BKPUTI Mdpaiizep IHK. CLUA Mdpaiizep HimeuunHa MepepeecTpalist Ha HEOOMEXEHNI TEPMIH. 3a He UA/3031/01/01
NNiBKOBOIO MeHgeKYYPUHT MepioAnYHICTb NOAAHHST PETYIAPHO peuyenmom nidnsieae
060/10HKOI0, No 10 Lonunena MmoX OHOBJ/IHOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0
mr/12,5 wr; no 10 Mopsaky 34iicHeHHA hapMakoHarnaay,
TabneTtok y 6nicrepi; 3aTBEpAKEHOro HakasoMm MiHicTepCTBa OXOPOHM
no 3 6nictepu B 3710p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
KapTOHHiiA Kopo6Li 898, 3apeecTpoBaHuii B MiHICTEpCTBI HOCTMLT
Ykpainmn 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
2. AMIUNTPOH® MOPOLLOK A5 ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpawis Ha HeobMeXeHnli TepMiH 6e3 nionsizae UA/14117/01/01
®OPTE BE3 0OpasIbHOro PoO34uHyY No [0[aTKOBOIO [04aTKOBOK 3MiHuM | TUNYy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI peyenma
LYKPY 13rycawe;no13ry BiANOBIAa/bHI BiANOBIAA/TIBHICTIO Ta thapmakoHarnsay. 3MiHW y KopoTkili
cawe, no 10 cawe y CTHO "IHTEPXIM" XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi
nauui 3 KapToHy "IHTEPXIM"




Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainn 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku

APEK/TOK®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, no 50 wmr;
no 10 TabneTok y
6nictepi; no 3
6nictepu y nauui

AT "IpiHoekc"

Nartsia

Bci cragii
BMPOGHNYOTro
npowecy, oKpim
BUWMNYCKY Cepii:
Kouak ®apma lnay,
Be Kimia Canaii
A.C., TypeyuuHa;
Brpo6HWK, AKnii
Bignosigae 3a
BMNYCK cepil,
BK/THOHAI0UM
KOHTPO/b
cepii/sunpobysaH
HA:

AT "T'piHgekc",
Natsis

TypeuunHa/
NatsisA

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpoTKili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCYBaHHSA reHepuYHUX/ribpnaHnux/6ionoaieHNX
nNiKapcbknx 3acobiB Nic/i BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX
JaHnx) - 3MiHN BHECEHO A0 IHCTPYKLi AN1A
MeAMYHOro 3acTOCYBaHHSA ikapCbKoro 3acoby Ao
po3ginis "®apmakoTepaneBTuyHa rpyna. Kog ATX"
(peparyBaHHs TeKCTy), "®apMakoorivHi
BnactmBocTi", "MNoka3aHHA" (YTOYHEHHS
dhopMynoBaHHs), "B3aemogia 3 iHWKMU
nikapcbkrMmn 3acobamu Ta iHWi BUamn B3aemogin',
"Oco61MBOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog BaritTHOCTi abo rofyBaHHs rpyan”,
"3[aTtHICTb BIAMBATK Ha LWUBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCMopTOM abo iHWMMHK
MexaHismamu”, "Cnoci6 3acTocyBaHHs Ta 4o3mn",
"Mo6iuHi peakwyji" BigNoBigHO A0 iHchopmawi
pedhepeHTHOro nikapcbkoro 3acoby (KACOLAEKC,
TabneTku, BKPUTI NNiBKOBOIO 060/10HKOID, Mo 50
Mr).
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3[jiCHEeHHs1 hapMakoHarsay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHuKa AN 34iACHEHHS
hapmakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0co6Mu, BiAMnoBifanbHOT 3a
3pificHeHHs1 hapMakoHarnsay (Bkiryakyn
KOHTaKTHI AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6M BifANOBIAaNLHOI 3a

3a
peyerimom

He
nidnsieae

UA/10398/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
3[jiCHeHHs1 hapmakoHariaay B YkpaiHi: Jitoua
pepakuisa: Misnopxai IpuHa CtenaHiBHa.
MponoHoBaHa pegakuis: €kimosa IpuHa
BiTaniiBHa. 3MiHa KOHTAKTHUX AaHUX KOHTaKTHOI
ocobwm.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKamMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
4. | ATPONIHY PO34nH ANs iH'ekuin, 1 ToBapucTBO 3 Ykpaina ToBapucTso 3 YkpaiHa nepepeecTpauis Ha 5 pokis 3a He UA/10545/01/01
CYNb®AT mr/ma no 1 mn B 0bMexeHoto obmexeHo MepioAnyHICTL MOAAaHHSA perynsipHo peyenmom nionsizae
amnyni, no 10 amnyny | BignosigasibHi BignoBigaIbHICTIO OHOB/IOBAHOrO 3BiTY 3 6e3neku Bi4NOBIAHO A0
Kopobui, no 1 mn B CTI0 "XapkiBcbke Mopsiaky 34iicHeHHs hapmakoHaraagy,
amnyni, no 5 amnyny "XapkiBcbke thapmaueBTUyHe 3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
6nictepi, no 2 thapmaueBTny nigNpPUEMCTBO 370p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
6nictepmn y Kopobui He "3p0poB'a 898, 3apeecTpoBaHuii B MiHiCTepCTBi tocTuLii
nignpyeMcTBo Hapoay" Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
"300poB'a pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB’A
Hapoay" Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3nekun
5. AYTMEHTUH™ | nopoLok ans nakcoCmiTKn Benuvka CmIiTKNsiiH Bivem Benvka MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN 3a He UA/0987/04/01
ES OpasIbHOT cycneHsii, AlH EkcnopT BpuTaHis dapmacbloTukanc, BpuTaHis/ Il TMny - 3miHK Woao 6e3nekn/edhekTUBHOCTI Ta peyenmom nionsieae
600 mr/42,9 mr/5 mn, 1 Nimiteq Benuka BputaHis; PpaHuin thapmakoHarnsgy. 3MiHU y KOpPOTKili

ch/1aKoH 3 NOPOLLKOM
pasom 3 MipHO
JIOXKOI0 B KAPTOHHI
KopooLi

nakco Bennkom

MpoaaxLLuH,
®paHuis

XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT Ansi MeAn4HOro
3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JAaHUMK 3
AKOCTI, AOKNIHIYHUMMW, KAIHIYHUMUN AaHUMK Ta
JaHuMK 3 hapMakoHarnagy - 3MiHu BHeECEHO A0
IHCTPYKLi 419 MeAUUYHOro 3acToCyBaHHS
nikapcbKoro 3acoby y po3ainu "®apmakonorivHi
BNacTUBOCTI" (YTOYHEHHS iHCpopmaLii),
"MokasaHHa" (yTouHeHHs iHdopmalLlii), "B3aemogis
3 iHWMMU fliKapCbkMMK 3acobamu Ta iHLWi BUAN
B3aemogiit", "Ocob6MBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BarirTHOCTi abo rogyBaHHS
rpyAat” (YTOUHeHHs iHdhopmadii), "Cnoci6
3acTocyBaHHA Ta 031" (YTOUHEHHs iHchopmaui),
"Mepepo3ysaHHs", "lMNo6iyHI peakuii” BiANOBIAHO
[0 MaTepianiB peecTpauiiHoro Aoche.
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no 1 cpsiakoHy B nauui
3 KAPTOHY

hapMakoHarnsgy. 3mMiHn y KopoTkil
XapakTepucTuLi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHA Ta iHCTPYKUIT A48 MeANYHOro
3aCTOCYBaHHS reHepUYHNX/TibpuaHUX/6ionoAaiGHNX
nikapcbkyx 3aco6iB Nicns BHECEHHS Tiei camol
3MiHW Ha peddepeHTHUIA npenapar (3MiHa He
noTpebye HafaHHA XXOAHUX HOBUX AOAATKOBUX
[aHnX) - 3MiHM BHECEHI A0 IHCTPYKUIT ans

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
MepiognyHICTb NOAaHHA perynspHo
OHOBJIOBAHOrO 3BiTY 3 6e3neku Bi4NOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarsay,
3aTBEPAKEHOrO Haka3oM MiHicTepcTBa OXOPOHM
300pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
6. BArHA niKkapcbka pocnnHHa MpAT YkpaiHa MpAT "“Miktpasn" YkpaiHa nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/14422/01/01
3BUYANHOIO | cuposuHa "NikTpasun" nionsi2ae
MNATOHN (cybcTaHuis) y Milkax
3 TKaHWHY 3
nosinponiIeHOBUX
HWTOK @60 Y MilLKax
nanepoBmx
6araToapoBmx,
TIOKaX 3 TKaHWHU 3
noninponifieHoBnx
HWUTOK ANA
chapmaueBTUYHOro
3acTocyBaHHs
7. BPYCHWL nikapcbka pocnnHHa MpAT YkpaiHa MpAT "“NliktpaBn" YKpaina MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH - He UA/14423/01/01
nncTA C/UpOBUHA "NikTpasun” niossieae
(cybeTaHuis) y mikax
3 TKaHVHK 3
nosinponizieHoBNx
HUTOK a60 Yy MilLKax
naneposux
6araToLapoBux,
TIOKax 3 TKaHWHU 3
noinponieHoBUX
HWUTOK 414
chapmaL,eBTUYHOro
3aCcTOCyBaHHs
8. BIANTb® NTAUT Kpanni ouHi, 0,5 mr/mn | MNAT "dapmak” Ykpaina MAT "®apmak” YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWNIA TEPMIH. 6e3 niosnsieae UA/10447/01/01
no 10 mn y donakoHi; 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenma
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

MeAMYHOro 3acTOCyBaHHA NiKkapCbKoro 3acoby B
po3ainu: "MNokasaHHA" (3aTBEpKEHO:
"CumMnToMaThyHe TMYacoBe NosierileHHs
BTOPWHHOI rinepemii o4eil BHacNiA0K NOMipHOro
nogpasHoBasibHOro BNAnBY"; 3anpornoHoBaHo:
"CumMnToMaThyHe TMYacoBe MNosierileHHs
BTOPWHHOI rinepemii o4eli yHacnifok nomipHOro
nofpasHioBasIbHOTO BN/IMBY Ta a/1ePriYHoro
KOH'IOHKTUBITY.") a TaKkoX y po3ginu:
"®apmakonoriyHi BractmeocTi", "B3aemogis 3
iHLWMMK NiKapcbKMK 3acobamu Ta iHWi BUAn
B3aemogijit", "Oco6/MBOCTi 3aCTOCYyBaHHS",
"3paTHiCTb BNIMBATK HA LWIBMAKICTb peakuii npn
KepyBaHHi aBTOTpPaHCNopToOM abo iHWKMK
MexaHismamn", "Cnocib 3acTocyBaHHA Ta fo3un"
(yTouYHeHHs iHchbopmauii), "MNMepenosyBaHHs",
"Mo6iyHi peakyii” BiANOBIAHO A0 iHhopMaLi Wwoao
Me[MYHOro 3aCTOCYBaHHSA pediepeHTHOro
nikapcbKoro 3acoby (BI3VIH® KTACUYHUIA,
Kpanni ouHi, 0,5 mr/mn ).
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTPOKamu, 3a3Ha4eHUMn Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

BIHMOLIETVH-
JAPHULA

KOHLeHTpaT ans
pO34uHy ANs iHQys3il,
5 mr/mn, no 2 mn B
amnyni; no 5 amnyn B
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
ynakoBku B naulj;

no 2 mMn B amnyni; no
10 amnyn B KOHTYpHIiA
YapyHKOBIll yrnakoBL;
no 1 KOHTYpHIl
YapyHKOBIl ynakoBLii B
nauui

MpAT
"®apmaueBTn
YyHa thipma
"AapHnus”

YkpaiHa

MpAT
"PapmaueBTuyHa
ipma "OapHnus”

YKpaiHa

MepepeecTpauis Ha HEObMeEXeHNA TepMiH. 3MiHK |
MRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 415 MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo sK pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM) 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainis:
"®dapmakoTepanesTuyHa rpyna” (yTOUHEHHS),
"®apmakonoriyHi BractmeocTi", "Ocob6nmnBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog

3a
peyerimom

He
nidnsieae

UA/2576/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

BariTHOCTi abo rofyBaHHs rpyaato"” (YTOUHEHHS),
"3paTHICTb BNAMBATMW Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHWKMK
mexaHismamu", "Mo6iyHi peakuyji" BignoBigHO A0
OHOB/EHOT iH(hbopMaLii 3 6e3neku aiyoi Ta
[0MOMDKHMX PeYOBUH NiKapCbKOro 3acoby.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
370p0B’sA YKpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTepCTBI lOCTMLT
Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

10.

BO/IbTAPEH®

PO34UH NS iH'EKLN,
75 mr/3 mn; no 3 Mn B
amnyni; no 5 amnyn 'y
KOpOO6Lii 3 KapTOHY

HoBaprTic
®apma Al

LlBeiiuapis

HoBapTic ®apma
LLTeiiH AT,
LLseiuapis;
Nex
PapmacboTuKanc
a.4a., CnoseHist

LLBenuapis/
CnoseHis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3MiHN
Il TMny - 3MiHK Woao 6e3nekn/ethekTBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpoTKili
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT A4Nnsi MeAn4HOro
3aCTOCyBaHHS Y 3B'A13KY i3 HOBUMUW AaHUMK 3
SAKOCTi, AOKNIHIYHUMU, KNIHIYHMW gaHuMKn Ta
JaHuMm 3 hapMakoHarnagy - 3MiHu BHeCEHO A0
IHCTPYKUiT NS MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ziniB "®apmakonoriyHi
BnacTtusocTi", "lMpoTunokasaHHs", "B3aemopis 3
IHLIMMK NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyaar”, "Cnoci6 3actocyBaHHs Ta go3u”, "ditn"
(peparoBaHo), "lMNepeno3yBaHHs", "M06IYHI
peakuii”, "HecymicHicTb" BiANoBIAHO A0
iHchopmauii cTocoBHO 6e3neku, ska 3a3HavyeHa B
marepianax peecTpauiiiHoro Aockbe
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI toCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMYHOCTI NoAaHHSA PerynsipHMX 3BiTiB 3

3a
peyenmom

He
nionsieae

UA/9812/01/01
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Hassa
JNliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

3acoby

6e3neku

11.

FACTAN®

Tabnetkn Ans
CMOKT@HHS 3i CMakoMm
M'ATW NO 6 TabneTok y
6nictepi; no 4 abo no
8 6nicTepiB y kopobui

TeBa
dapmaueBTika
n lHaacTpi3
nra.

13painb

MNIBA XpBatcka
4.0.0.

Xopsaris

MepepeecTpalis Ha 5 pokis
3 06I'pyHTOBAHMNX NPUYNH, MOB'A3aHNX 3
dhapmakoHarnsgoM.
3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3arasibHeHUX JaHnX nNpo cuctemy
dhapmakoHarnsgy (BBeieHHs y3araslbHEHUX AaHNX
npo cuctemy hapmakoHarnsgy, amiHa
yMOBHOBaXeHOT 0cobu, BignosiganbHOT 3a
3[jiCHEHHS1 hapMakoHariaay; KOHTaKTHOI 0cobu 3
hapMakoHarnsay 3asBHVKa AN 34iINCHEeHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA
Bif, yNOBHOBaXKeHOT 0CO6MU, BiANOBifa1bHOI 3a
3piicHeHHs hapmakoHarnagy (Bkroyarun
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI
mMacTep-gpaiina cuctemu hapmakoHarnsay) —
[itoua pepakuis: YNnoBHOBaxeHa ocoba 3asiBHUKA,
BiAgnoBigasbHa 3a dhapmakoHarnag — Dr. Hedva
Voliovitch MD, PhD.
MponoHoBaHa pefakLisi: YNoBHOBaXeHa ocoba
3asBHUKA, BiANOBiAa/IbHA 3a hapMakoHariag —
Orit Stern-Maman. KoHTakTHa ocoba 3asBHMKa,
BiAgnoBigasibHa 3a thapmakoHarnag — buctposa
OkcaHa BitaniiBHa.
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXeHO! 0cobMm,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOT ocobu,
BignoBigasibHOI 3a hapmakoHarnsg. 3miHa micusa
3[iACHEHHSI OCHOBHOT AiSNIbHOCTI 3
hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs
macTep-aiina.

MepioAnyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FOCTULLT

Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y

pefakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/3991/01/01

12.

FACTAN®

TabneTkn ons
CMOKTaHHS 3i CMakoM
BULUHI No 6 TabneTok y

6nicTepi; no 4 abo no

TeBa
$apmaueBTika
n lHpacTpi3

Nita.

I13painb

MNIBA XpBaTcka
4.0.0.

Xopsaris

MepepeecTpauis Ha 5 pokiB
3 06I'PYHTOBaHUX NPUYMH, MOB'A3aHNX 3
thapmakoHarnsgom.
3MiHM LWoao 6e3nekn/edeKTMBHOCTI Ta

6e3
peuenma

nidnsieae

UA/3993/01/01
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Ymosu

Peknamys

Homep

Hassa
JNliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

aHHsA

peecmpayiliHo2o
nocsioYeHHs1

3acoby

ynakoska)
8 6nicTepiB y kopo6ui

thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YMOBHOBaXeEHOT 0cobu, BignoBifanbHOT 3a
3[jiicCHeHHs hapMakoHarnaay; KOHTaKTHOT ocobu 3
thapmakoHarnagy 3asBHUKa AN5 34iICHEHHS
hapmMakoHarnagy B YkpaiHi, AKLWO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0cobMu, BifNoBifa/IbHOT 3a
3piicHeHHs hapmakoHarnsgy (BkIo4Yakun
KOHTaKTHi faHi) Ta/abo 3MiHU Yy PO3MiLLLeHHI
macTep-gaiina cuctemu hapmakoHarnsgy) —
[itoua pepakuis: YNnoBHOBaxeHa ocoba 3asiBHMKa,
BignosiganbHa 3a hapmakoHarnag — Dr. Hedva
Voliovitch MD, PhD.
lMponoHoBaHa pefakuis: YnoBHoBaxxeHa ocoba
3asBHVIKa, BignosiganbHa 3a hapMakoHarnsag —
Orit Stern-Maman. KoHTakTHa ocoba 3asBHMKa,
BiANoBigasibHa 3a thapmakoHarnag — buctposa
OkcaHa BitaniisHa.
3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI ocobu,
BiANOBIAa/IbHOI 3a hapmakoHarnag. 3miHa micus
3[iiCHEHHS1 OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
macTep-caiina.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 3AiicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’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[0POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepioguyYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.
MepepeecTpauis Ha 5 pokiB

3a

He

UA/13782/01/01

13.

FENONNA3MA

pO34uH ANsa iHdysin
no 500 M1 y Milkax
Freeflex; no 1 a6o no
20 wmiwkis Freeflex B
KapTOHHIA KopooLi

dpeseHiyc
Kabi

[Jonunang
M6X

HimeyunHa

®peseHiyc Kabi
dpaHc

PpaHLis

3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili

XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTi

MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3aCTOCyBaHHS Y 3B'AI3KY i3 HOBUMUW AaHUMK 3
SAKOCTi, AOKNIHIYHUMU, KNIHIYHMW gaHuMKn Ta

JaHuMm 3 hapMakoHarnagy - 3MiHu BHeCEHO A0
IHCTPYKLi 415 MeAUUYHOro 3acToCyBaHHS
nikapcbkoro 3acoby Ao posginis "Cknag"

(YyTOYHEeHHs iHchopmali ), "lMoka3aHHs "

peyenmom

nionsieae




Hassa

Popma sUMYCKY

3asiBHUK

16

JNliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

14.

FEPNALVKBIP

TabneTkn, BKpUTI
NAiBKOBOO

OPIAHOCVH

OAE

AnoTekc IHK.

KaHapa

(yTouHeHHs iHdpopmauii ), “MNpoTrnokasaHH:A",
"Oco611MBOCTi 3aCTOCYBaHHSA", "3acToCcyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaato”
(yTOuHeHHs iHhopMauii Ta pefaryBaHHs TEKCTY),
"Cnocib 3acTocyBaHHA Ta f031" (pefaryBaHHs
TekcTy), "MobiuHi peakuii ", "HecymicHicTb"
BiAMOBIAHO A0 MaTepianiB peecTpauiliHoro JOChbe.
MepioguyHICTb NOAaHHA perynspHo
OHOBJIOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Hakas3oM MiHicTepcTBa OXOPOHM
370pOB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3nekn

nocsBi0OYeHHs

060/10HKOH0, Mo 1000
Mr no 3 TabneTkn B
6nictepi; no 7
6nicTepiB y KAPTOHHIN
KopoobLi

NANDCAEHC
N3 (E® 3ET
o))

MepepeecTpavis TepMiHOM Ha 5 pokis

3MiHM | TUNY - 3MiHK Woao 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsigy. 3miHu y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCYBaHHSA reHepuYHNX/ribpnaHnux/6ionoaieHNX
nNiKapcbknx 3acobiB Nic/is BHECEHHSA TiET camol
3MiHV Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafaHHS XOAHUX HOBUX AOAATKOBUX
[AaHVX) - 3MiHVM BHECEHO A0 iHCTPYKLi Ans
MeAMYHOro 3acTOCYBaHHSA ikapCbKoro 3acoby A0
po3ainis “lNoka3aHHA" (pefaryBaHHs TEKCTy),
"®apmakonoriyHi BnactmsocTi", "B3aemogisa 3
HLWIMMKM NikapcbKMKM 3acob6amMu Ta iHLWi BUan
B3aemogiit”, "Oco6/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof BarirTHOCTi abo rogyBaHHA
rpyAAK0", "34aTHICTb BN/IMBATU Ha LIBUAKICTb
peaxuii Npy KkepyBaHHi aBTOTpaHCNOPTOM abo
iHLWMMK MexaHiamamun, "Cnocib 3acTocyBaHHS Ta
nosn", "MepeposyBaHHs", "Mob6iyHI peakwyii”
BiANOBIAHO A0 iHhopMaLii pedepeHTHOro
nikapcbKoro 3acoby (BA/IbTPEKC™, tabneTku,
BKpUTi 060/10HKOI0, No 500 mr).

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne

898, 3apeecTpoBaHuii B MiHicTepCTBi roCcTULil

3a
peyenmom

He
nionsieae

UA/14168/01/02
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3HavYeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

15.

FEPNAUUKBIP

TabneTku, BKPUTI
NNiBKOBOIO
060/10HKO0, 10 500 mr
no 8 TabneTok y
6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Li

OPIrAHOCUH
NAAGCAEHC
M3 (E® 3ET
Cl)

OAE

AnoTtekc IHk.

KaHaga

MepepeecTpauis TepMiHOM Ha 5 pokiB

3MiHM | TMny - 3miHK Woao 6e3nekn/eekTnBHOCTI
Ta chapmakoHarnsgy. 3miHu y KopoTkili
XapaKTepuCTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCYBaHHSA reHepUYHNX/TiGpMaHNX/6ioNoaiGHNX
niKkapcbKknx 3acobiB Nic/is BHECEHHA TiET camol
3MiHV Ha pethepeHTHWI npenapart (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX AOAATKOBUX
[aHunX) - 3MiHW BHECEHO [0 IHCTPYKLIT ans
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
posgainis "lNoka3aHHA" (pefaryBaHHs TEKCTY),
"apmakonoriyHi BnactusocTi”, "Baaemogis 3
IHLIMMK NikapcbKMKU 3acob6amMu Ta iHLWi BUan
B3aemogiin”, "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHS y nepiog, BaritHOCTi abo rogyBaHHsA
rpyaaro”, "34aTtHicTb BIMBATY Ha LUBUAKICTb
peakLjii Npy KepyBaHHi aBTOTpaHCNoOpTOM abo
IHLWMMK MexaHisamamun”, "Cnocib 3acTocyBaHHs Ta
nosn", "MepeposysaHHs", "Mob6iyuHi peakwyii”
BiANOBIAHO A0 iH(opMaLii pechepeHTHOro
nikapcbkoro 3acoby (BA/IbTPEKC™, Tabnetku,
BKPWTiI 060/10HKOI0, M0 500 mr).

MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/14168/01/01

16.

NYHA-®EM

Kpanni opansHi, no 30
MY th1aKkoHi-
KpanenbHuLj; no 1
h1aKOHY B KapTOHHIi
Kopoo6ui

l'yHa C.n.a.

ITanis

l'yHa C.n.a.

ITanis

nepepeecTpawis Ha HeobMeXeHuli TepMiH
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oM MiHiCTepcTBa OXOPOHM
3[10pOB’s YKpaiHu Big, 27 rpyaHs 2006 poky Ne

6e3
peuyenma

nionsieae

UA/13566/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3nekn

17.

AOP30N®

Kpansi O4Hi, po34nH 2
% 1o 5 M1y do1akoHi-
KpanenbHuui, no 1
donakoHy-KpanenbHULL
B KApPTOHHIli Kopobu,i

AppaH-
[aneHcbkumin
NabopaTopiii
a.n.

Xopsartis

AppaH-
[aneHcbkmin
Na6opaTopiit a.4.

Xopsaris

MepepeecTpaLis Ha HEOBMEXEHWIA TEPMIH. 3MiHN |
T™Mny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiHU y KOpOTKili
XapaKTepuCTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCYBaHHSA reHepUYHNX/TiGpMaHNX/6ioNoaiGHNX
niKkapcbKknx 3acobiB Nic/is BHECEHHA TiET camol
3MiHV Ha pethepeHTHWI npenapart (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiHM BHECEHO A0 IHCTPYKLT Ans
MEeAMYHOro 3aCTOCyBaHHSA MiKapcbKoro 3acoby Ao
po3giniB "OcobnmBocTi 3acTocyBaHHs", "TMoGiYHI
peaxuii”, BigNoBiAHO OHOB/IEHOI iHdopMaLii
pedepeHTHOro npenapaty Trusopt, ouHi kpanni 20
mr/mn.

MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
340poB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/14027/01/01

18.

APOTABEPVH

Tabnetkun no 40 mr, nNo
10 Tabnetok y
6nictepi; no 1 a6o 2
6nictepu B KOPOO6LL 3
KapToHy; no 10
TabneTok y 6nictepax

ToBapucTso 3
0bMexeHoto
BignosiganbHi
CTIo
"flocnigHwin
3aBof,
"rHUIC

YKpaiHa

BCi cTagii
BVMPOGHMLTBA,
KOHTPO/b AKOCTI,
BUMYCK cepii:
ToBapucTBO 3
06MeXeHoI
Bi4NoBiAa/IbHICTIO
"[ocnigHnii 3aBog
"rHUAC,
YKpaiHa,;

BCi cTagil
BMPOGHMLTBA,
KOHTPO/b AKOCTI,
BMNYCK cepil:
ToBapucTtso 3

YkpaiHa

MepepeecTpaLisi Ha HEOBMEXEHWNIA TEPMIH. 3MiHN |
T™Mny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpOTKili
XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A8 MeANYHOro
3aCTOCYBaHHSA reHepUYHUX/TiIGpPMAHMX/6ioNoaiIGHNX
nikapcbkux 3acobiB Nic/isi BHECEHHA TiET camol
3MiHV Ha pedhepeHTHWI npenapart (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX AOAATKOBUX
AaHnx) 3MiHW BHECEHO A0 IHCTPYKUiT ANns
MEeAMYHOro 3aCTOCyBaHHSA MiKapCcbKoro 3acoby Ao
po3ainis: "®apmakonoriyHi
BnactusocTi","lMoka3aHHA"(pegaryBaHHs
TekcTy),"Oco6MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepioj, BariTHOCTi abo rogyBaHHs

6e3
peuyenma

nionsieae

UA/10344/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
06MEXEHO rpyaAr” BiANOBIAHO A0 OHOBMEHOT iHGhopmaLii
BigNoBiga/IbHICTIO pedrepeHTHOro sikapcbkoro 3acoby HO-LUMA®
"®APMEKC Tabnetkv no 40 mr.
reyn., MepioAnyHICTb MOAaHHSA perynsipHo
YKkpaiHa; OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
BCi cTagii Mopsaky 34iicHeHHs hapMakoHarnaay,
BMPOOHMLTBA, 3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
KOHTPO/1b SIKOCTI, 370p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
BMNYCK cepil: 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI lOCTMLT
ToBapucTBO 3 Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
06MeXeHo pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A
Bi4NoBiAa/IbHICTIO Ykpainu Big 26 BepecHs 2016 poky Ne 996),
"dbapmaueBTuyHa CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
KOMNaHis nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
"380pos'a”, 6e3neku.
YkpaiHa
19. | EMTPIUUTABI TabneTkn, BKpUTI FETEPO IHais FETEPO /1AB3 IHais MepepeecTpalisa TepmMiHOM Ha 5 pokiB. - He UA/13858/01/01
H TEHO®OBIP 060/10HKOH, in bulk: NAB3 NIMITEL MepioAnYHICTb NOAAHHST PErYISIPHO nionsieae
no 1000 TabneTok y NIMITEL OHOB/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
KOHTelHepi Mopsaky 34iicHeHHsT hapMakoHarasay,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FOCTULLT
Ykpainn 19 rpygHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
20. | EMTPILUVUTABI TabneTkun, BKPUTI FETEPO IHAisA FETEPO /N1AB3 IHAjs MepepeecTpauis TepmMiHOM Ha 5 pokiB. 3MiHu | 3a He UA/13859/01/01
H TEHO®OBIP 060/10HKot0, no 30 NAB3 NIMITEL TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom nionsieae
TabneTok y NIMITEL thapmakoHarnsgy. 3MiH1 y KOpoTkili

KOHTeliHepi; no 1
KOHTeliHepy B
KapTOHHI KopooLi

XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta iHCTPYKLIT 4719 MeAn4HOro
3aCTOCYBaHHA reHepuYHNX/ribpnaHnx/6ionoaieHNX
niKapcbknx 3acobiB Nic/is BHECEHHSA TiET camol
3MiHW Ha pedhepeHTHW npenapart (3MiHa He
noTpebye HafaHHSA XXOAHNX HOBUX A0AATKOBUX
AaHvx) 3MiHN BHECEHI A0 iHCTPYKLiT Ans
MeAMYHOro 3acToCyBaHHA ikapCbKoro 3acoby B
po3ainu: "MokasaHHA" (3aTBepaxeHo: "MNpenapat
npu3HavaloTb Y KOMBIHOBaHI aHTMPETPOBIPYCHIl
Tepanii gna nikyBaHHA BIJ1-1-iHikoBaHUX
nopocnux (3 18 pokis)."; 3anponoHOBaHoO:
"Mpenapar npu3HayaloTb y KOMBIHOBaHiIl
aHTUPEeTPOoBIpYCHiIil Tepanii Ans nikysaHHsa BII-1-
iHdhikoBaHMX gopocnux. Mpenapat Takox
npusHavaloTb AN NikyBaHHA BIJ1-1-iHikoBaHUX
nigniTkiB Bikom Big 12 0o 18 pokiB 3i CTIMKICTIO A0
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

iHri6iTOpiB 3BOPOTHOT TPAHCKpMMNTasmn abo
TOKCWYHICTIO, LU0 BUK/TIOYAE 3aCTOCYBaHHS
npenaparis nepLuioro pagy (Avs. po3gin
«®dapmakogvHaMika»)."), @ Takox y po3ginu:
"apmakonoriyHi BnacTneocTi”,
"MpoTunokasaHHsa", "B3aeMogdis 3 iHLLIMMK
nikapcbkMn 3acobamu Ta iHWi BUamn B3aeMogiii",
"Oco611MBOCTi 3aCTOCYBaHHSA", "3acToCcyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaa”,
"Cnocib 3acTtocyBaHHs Ta go3u", "Oitn"
(3atBepmxeHo: "MpoTHnnokazaHo 3acTocoByBaTH
npenapar natieHTam BikOM A0 18 pokiB, OCKi/Ibku
6e3neka Ta e(peKTUBHICTb He BCTAHOB/MEHI A/1A L€l
BiKOBOI rpynu."; 3anponoHoBaHo: "be3neka Ta
eheKTMBHICTb 3aCTOCYBaHHS Npenapary giTam
BIkOM A0 12 pokiB He 6ynv BCTaHOB/EHI (OVB.
po3ain «®apmMakokiHeTukax)."), "Mo6iuHi peaku;ii"
BiANOBIAHO A0 iH(hopMaLii WoJo MeanyHoro
3acTocyBaHHA pethepeHTHOro NikapCbKoro 3acoby
(TPYBALA®, TabneTtku, BKpUTI N/1IBKOBOO
060/10HKOI0).

MepiognyHICTb NOAAHHA PerynspHo
OHOBJOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI lOCTMLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku.

21.

EXIHALIEA-
TEBA

Tabnetku no 100 wr,
no 10 TabneTtok y
6nictepi; no 2 abo 5
6nicTepiB y kopobui

TOB «TeBa
YKpaiHa»

YKpaiHa

Mepkne M'm6X
(Bnpo6bHULTBO
Hepo3acoBaHOro
NpoAYyKTY, A03BiN
Ha BUNycK cepi;
MepBuHHaA Ta
BTOPUHHA
ynakoBka,
KOHTPO/Ib SIKOCTI)

HimeuunHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
3MiHKM | TUNY - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnagy. 3miHa y KopoTkii
XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3acTOCyBaHHSA Ha MiacTasi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekun NikapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCcyBaHHsA
nikapcbKoro 3acoby B Mic/iApeecTpavyjiiiHuin nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 JOCIAKEHD,
npoBeAeHnX BiANOBIAHO A0 NnaHy nejiatpuydHmnx
pocnigxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHVWM OPraHoMm) - 3MiHW
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS MikapcbKoro 3acoby [0 po3ginis:
"MpoTrnokasaHHs", "Ocob/IMBOCTI 3aCTOCyBaHHSA",
"MepenosyBaHHs", "MobivHi peakuii” BigNoBigHO

6e3
peyenma

nidnsieae

UA/3712/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

[10 OHOBIEHOT iHdhopMmaLii 3 6e3neku gjtoyoi Ta
[0MNOMDKHMX PEYOBUH JTIKAPCLKOro 3acoby.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku

22,

IBY®EH® AN
AITEN
MA/IMHA

CyCMeHsisi opasibHa,
100 mr/5 mn no 100
My NNacTUKOBOMY
(MET) donaxoHi 3
nonieTMIeHoBUM
ajantepom; no 1
hnakoHy 3 wnpuuem-
[03aTOpoM B
KapTOHHIM nayi

MEOAHA
PAPMA
AKUioHepHe
ToBapucTeo

MonbLa

MegaHa ®apma
AkKuioHepHe
ToBapucTeBo

Monbwa

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
ab0 K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOBaXXEHVIM OpPraHoM) - 3MiHK
BHECEHIi [0 iHCTPYKLiT 4719 MeANYHOro
3acToCyBaHHSA NikapcbKoro 3acoby y posginu:
"apmakonoriyHi BlracTneocTi”,
"MNMpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknMK 3acobamu Ta iHLWi BUAM B3aeMogiid",
"Oco6nmBoCTI 3acTocyBaHHA" (y T. Y.
"3acTocyBaHHs y nepiof BarirTHOCTi abo rogyBaHHS
rpyaar'), "Cnocib 3actocyBaHHs Ta 403K,
"Mo6iuHi peakwyji" 3rigHO 3 AaHnMK Wwoo 6esneku
Ail040i peyoBMHN.

MepiognyHICTb NOAaHHA PerynspHo
OHOBJIOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI toCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

6e3
peuenma

He
nidnsieae

UA/9215/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
23. | IHTENEHC® Tabnetkun no 100 wmr; TOB YkpaiHa Anccen-Cinar ITanis MepepeecTpavis Ha HEOOMEXEHUI TEPMIH. 3a He UA/9963/01/01
no 120 TabneTok y "[I>XOHCOH i C.n.A. 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta peyenmom niossieae
hnakoHi 3 [bxoHcoH thapmakoHarnagy. BeegeHHs abo 3miHu oo
nonietunexy; no 1 YkpaiHa"

(h1aKOHY B KapTOHHIi
nauv

y3araJ/ibHeHuUX faHux rnpo cnctemy

npo cuctemy hapmakoHarnsgy, amiHa
YMOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a

hapmakoHarnsgy 3asiBHUKa A5 34iCHEHHS

Bif, yNOBHOBaXXeHOT 0cO6MU, BiANOBifa1bHOT 3a
3AiicCHeHHs hapMakoHarnsagy (BKayanum
KOHTaKTHi AaHi) Ta/abo 3MiHN Y PO3MiLLEHHI

macTep-gpaiina cuctemu hapmakoHarnsgy) -

3MiHa yNnoBHOBaXXeHOI 0cobu, BiANOBiAa/IbHOI 3a

ocoba 3as1BHUKa, BiANOBiAasIbHA 3a
hapmakoHarnag — Dr. Laurence Oster-Gozet.
KoHTakTHa ocoba 3asiBHUMKa, BignoBigasibHa 3a
thapmakoHarnsag — ApHaytosa HOonist JleoHigiBHa.
MponoHoBaHa pefakLis: YNoBHOBaXeHa ocoba
3asBHUKA, BiANOBiAa/IbHA 3a hapMakoHariag —
ApHayToBa tOnisi J/leoHigiBHa. 3MiHa KOHTaKTHUX
JaHnx ynoBHOBaXeHOI 0cobu, BifnoBifabHOI 3a
hapmakoHarnsg. 3miHa Micusa 34iCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLle3HaxopKeHHs1 macTep-aiina.

3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHW y KopoTkili
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3aCTOCyBaHHS Y 3B'AI3KY i3 HOBUMUW AaHUMK 3
SKOCTi, AOKMIHIYHUMU, KNIHIYHMUW gaHuMKU Ta
JaHuMm 3 hapMakoHarnagy - 3MiHu BHeCEHO A0
IHCTPYKUiT N8 MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny “lMNokasaHHa"
(BUNyYEHO NOCWAAHHA Ha KNiHIYHI JOCNIIKEHHS,
Ha SIKUX TPYHTYIOTbCA 3aTBEPMKEHI MOKa3aHHs), a
TakoX A0 po3ginis "lNpoTunokasaHHA", "B3aemogis
3 iHWMMU JliKapCbKMMK 3acobamu Ta iHLWi BUAN
B3aemogijit", "Oco6/MBOCTi 3aCTOCyBaHHS",
"3paTHiCTb BNIMBATY Ha LWUBMAKICTb peakuil npn
KepyBaHHi aBTOTpPaHCNopToM abo iHWKMK
MexaHismamu'", "3actocyBaHHs y nepiog BariTHOCTI
abo rogyBaHHs rpyaao”, "Cnocib 3acTocyBaHHA Ta
no3n", "MobivHi peakuii” BignosigHO A0 iHopMau;i
CTOCOBHO 6e3neku, sika 3a3HaveHa B maTepianax
peecTpauiiHoro JoChbeE.

MepioAWYHICTb NOAAHHS perynspHo

thapmakoHarnsgy (BBefeHHs y3arasbHeHUX AaHUX

3[jiCHEHHS1 hapMakoHariaay; KOHTaKTHOI 0cobu 3

thapmakoHarnagy B YkpaiHi, K0 BOHa BigMiHHA

thapmakoHarnag.[iroua pegakuis: YnoBHoBaxeHa
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainn 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
24. | IHTE/NIEHC® Tabnetkn no 200 wr; TOB YkpaiHa Anccen-Cinar ITanis MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH. 3a He UA/9963/01/02
no 60 TabneTok y "[DKOHCOH i C.n.A. 3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta peyenmom nidnsieae
donakoHi 3 J[XOHCOH thapmakoHarnsgy. BeegeHHs abo 3miHu fo
nonietuneny; no 1 YkpaiHa"

h1aKoHy B KapTOHHIi
nauui

y3arasibHeHVX AaHnx Npo cuctemy
dhapmakoHarnsgy (BBefileHHs y3araslbHEHUX AaHNX
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXXEHOT 0CO6M, BigNoBigabHOI 3a
3[jiCHEeHHs1 hapmakoHariaay; KOHTakTHOI ocobu 3
chapmakoHarnsgy 3asaBHUKa AN 34iACHEHHS
hapMakoHarnagy B YkpaiHi, SKLO BOHA BigMiHHA
Bifl yNOBHOBaXXeHOI 0c06Mu, BiAMnoBifanbHOT 3a
3pjificHeHHs1 hapMakoHarnsay (Bkiryakym
KOHTaKTHI AjaHi) Ta/abo 3MiHW Y PO3MiLLEHHI
macTep-haiina cuctemu hapmakoHarnsgy) -
3MiHa ynoBHOBaXeHOIT ocobu, BiANOBiAa/bHOI 3a
hapmakoHarnsag.itoya pegakuisi: YnoBHOBaXeHa
ocoba 3as1BHYKa, BignoBiaasibHa 3a
thapmakoHarnag — Dr. Laurence Oster-Gozet.
KoHTakTHa ocoba 3asBHUKa, BignoBigasibHa 3a
thapmakoHarnag — ApHayTosa tOnis JleoHigiBHa.
MponoHoBaHa pefakLin: YnoBHoBaxeHa ocoba
3asBHUKA, BiANOBIAa/IbHA 3a hapmakoHariag —
ApHayToBa tOnisi /leoHigiBHa. 3MiHa KOHTAKTHUX
[aHnX ynoBHOBaXEHOT 0co6W, BigNoBigansLHoI 3a
hapmakoHarniag. 3miHa mMicus 34iCHeHHs
OCHOBHOI AisiIbHOCTi 3 dhapmakoHarnsagy. 3miHa
MicLLe3HaxX0MKEHHS1 MacTep-haiina.
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpPOTKili
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Yy 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KNIHIYHMU faHuMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiH1 BHECEHO A0
IHCTPYKUIiT AN MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy "lMokasaHHa"
(BUIYYEHO NOCUAAHHSA Ha KMiHIYHI JOCIMHKEHHS,
Ha AKUX TPYHTYIOTbCA 3aTBEPMAKEHI MOKa3aHHs), a

TakoX A0 po3ginis "MpotunokasaHHs", "B3laemogis
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

3 iHWMMU SliKkapCbkMMK 3acobamu Ta iHLWi BUAN
B3aemogiin", "Ocob6/MBOCTi 3acTOCyBaHHSA",
"3[aTtHICTb BNAMBATK Ha LWUBWAKICTL peakuii npn
KepyBaHHi aBTOTpPaHCNopToM abo iHWMMK
MexaHismamu", "3acTtocyBaHHS Y nepiog, BariTHOCTi
abo rogyBaHHs rpyaar”, "Cnocié 3actocyBaHHs Ta
no3un", "Mo6iuHi peakyii” BiANOBIAHO A0 iHopMmaLi
CTOCOBHO 6e3neku, sika 3a3HavyeHa B maTepianax
peecTpavuiiHoro f0cChE.

MepiognyHICTb NOAaHHA perynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku Bi4NOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
370pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

25.

KAHAIA-B6

TabneTkn BariHabHi
no 100 mr no 6
TabneTok y cTpuni; no
1 cTpuny pasom 3
annikatopom y
KapTOHHI ynakoBL,i

neHmapk
PapmacboTuK
ans /ita,.

IHais

neHmapk

dapmMacbioTVKan3

nra.

IHais

MepepeecTpauis Ha 5 pokiB. 3MiHK | TUNY - 3MiHK
LoAo 6e3snekn/edpekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnagy (BBe4eHHs y3arasibHeHVX faHux
npo cucTemy hapmakoHarnsgy, 3mMiHa
YNOBHOBaXEHOT 0CO6MU, BiANOBiLabHOI 3a
3[jiCHEHHST hapmakoHariagay; KOHTakTHOI ocobu 3
thapmakoHarnsgy 3asBHUKa ANS 34iCHEHHS
hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA
Bifl yNOBHOB&aXXeHOI 0cobMu, BifNoBifa/IbHOT 3a
3piicHeHHs1 hapmakoHarnsay (BkIoYakyn
KOHTaKTHi fjaHi) Ta/abo 3MiHU Yy PO3MIiLLLEHHI
mMacTep-goaiina cuctemmn thapmakoHarnagy) ditoua
peAakuis: YnoBHoBaxeHa ocoba 3asBHMKa,
BignoBigasnbHa 3a hapmakoHarnsg — MameTtoBa
[liHa HiasisHa. MponoHoBaHa pefakuis:
YnoBHOBaXeHa 0coba 3asiBHUKa, BiAnoBigasibHa
3a (hapmakoHarnsag — Yte XogHep (Ute Hoeffner).
KoHTakTHa ocoba 3asBHUKa, BignoBigasibHa 3a
thapmakoHarnag — MametoBa [jiHa HissiBHa.
3MiHa KOHTaKTHUX AaHuX YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a thapmakoHarnsag. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOT ocobu,
BiANoBiAabHOI 3a hapmakoHarnsag. 3MiHu | tuny -
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acoby, TEKCTI

6e3
peyenma

nionsieae

UA/9968/01/01




25

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

MapKyBaHHS Ta iIHCTPYKLUiT 4151 MeAnyHOro
3aCcTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn NiKapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3aco6y B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKK 3BITY 3 fOCNIMKEHD,
npoBefEeHNX BiANOBIAHO A0 NAaHy nefiaTpUyuHmX
pocnipkeHb (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHUM YNOBHOB&XXEHNM OpraHoM) 3MiHK
BHECEHO A0 IHCTPYKLiT 4718 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby A0 po3ainis
"OcobnmBocTi 3acTocyBaHHA", "lMepeno3yBaHHS"
BiAMOBIAHO 40 OHOBMEHOI iHChopMaL,i 3 6e3neku
Lito40i Ta AONOMDKHUX PEYOBUH /iKapCbKOro
3acoby.

MepiognyHICTb NOAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn Bi4NOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

26.

NAMOTPUH
100

Tabnetkun no 100 wmr,
no 10 TabneTok y
6nictepi; no 1, 3 abo 6
6nictepiB y nayui 3
KapToHy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma
Crapt”

YkpaiHa

MepepeecTpavis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJIIOBAHOrO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
a60 sk pe3ysibTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBefeHnX BifNOBIAHO A0 NAaHy negiaTpuyuHmX
pocnipxeHsb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom) - 3MiHu
BHECEHO 0 IHCTPYKLiT 4718 MeANYHOro
3acTocyBaHHS NikapcbKoro 3acoby A0 po3ainis:
"MokasaHHs (yToUuHeHHs iHdopMauii)”, "B3aemogis
3 iHWMMWK flikapCbkumm 3acobamm abo iHLWwi Buan
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs","Cnocio
3acTocyBaHHSA Ta Ao3un","MobivHi peakuii”
BiANOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3neku
Ail040i peyoBMHN.

MepiognyHICTb NoAaHHA perynsipHo

3a
peyenmom

He
nionsieae

UA/2112/01/02




26

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainn 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

27.

NAMOTPUH 25

Tabnetkun no 25 mr, no
10 TabneTtok y
6nictepi; no 1, 3 abo 6
6nicTepis y nauuj 3
KapToHYy

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNIA TEPMIH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKN 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOBaXXEHVM OpraHoM) - 3MiHK
BHECEHO A0 IHCTPYKUiT A58 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainis:
"MokasaHHs (yTouHeHHs iHdopmadii)', "B3aemogis
3 iHWMMM flikapcbkumn 3acobamm abo iHLWwi Buan
B3aemogiin”, "OcobmBocCTi 3acTocyBaHHs","Cnocio
3acTocyBaHHs Ta fo3un","TobiuHi peakwji”
BiAMNOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3nekn
[ito40l pevoBUHN.

MepioAnyHICTb NOAaHHA perynsipHo
OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34iicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMn y
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nidnsieae

UA/2112/01/03

28.

NAMOTPU/H 50

Tabnetkun no 50 mr, no
10 TabneTtok y
6nictepi; no 1, 3 a6o 6
6nicTepiB y nauuj 3
KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHNA TEPMIH.
3MiHM Wopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKUIT A58 MeANYHOro

3a
peyerimom

He
nionsieae

UA/2112/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IKOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavyiitHuiin nepios,
a60 AK pe3ysibTaT OLiHK/ 3BITY 3 AOCNILKEHD,
npoBefeHnX BigNoBIAHO 40 NAaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHom) - 3MiHu
BHECEHO 0 IHCTPYKLIT A48 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby A0 po3ainis:
"Moka3aHHsA (YyToUYHeHHs iHdopMauii)”, "B3aemogis
3 iHWMMK NiKapCbkumm 3acobamm abo iHLi Buan
B3aemogiin”, "OcobmBocTi 3acTocyBaHHs","Cnocio
3acTocyBaHHSA Ta o3un","MobivHi peakuii”
BiAANOBIAHO A0 OHOBNEHOI iHhopMaL,ii 3 6e3neku
Ail040i peyoBUHN.

MepiognyHICTb NOAaHHA perynsipHo
OHOB/IOBAHOrO 3BiTY 3 6e3nekn Bi4NOBIAHO A0
Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.

29.

NEBO®J/IOLUVH
250

TabneTkn, BKpUTI
NAiBKOBOO
060/10HKO0, M0 250 Mmr
no 5 tabnetok y
6nictepi; no 1
6nictepy B navui 3
KapToHy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma
Crapt”

YkpaiHa

MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Wwopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepuCcTULLi NiKapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT 4719 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOBJIIOBAHOrO 3BITY 3 6e3Mekn NiKapCbKoro
3acoby, abo focnimkeHb 3 6e3nekn 3acToCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
a60 sk pe3ysibTaT OLiHKM 3BITY 3 AOCNILKEHD,
npoBefeHnX BifNOBIAHO A0 NAaHy negiaTpuyuHmX
pocnipxeHsb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOBAXEHNM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKLi 415 MegnyHoro
3acTocyBaHHS NikapcbKoro 3acoby A0 po3ainis:
"®apmakonoriyHi BnactnsocTi”, "MokasaHHs"
(yTouHeHHs1), "MpoTunokasaHHs", "B3aemogis 3
HLWIMMK NikapcbKMKU 3acobamMu Ta iHLWi BUau
B3aemogiit”, "Oco6/MBOCTi 3aCTOCyBaHHSA",
"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHA
rpyaato” (yTouHeHHs), "Cnocib 3acTocyBaHHsA Ta
no3un" (pegarysaHHs), "MepenosyBaHHs", "Mo6iYHi

3a
peyenmom

He
nionsieae

UA/2397/01/01




28

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

peakuii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL;i 3
6e3nekun 4ityoi pevyoBUHN.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3ri4HO 3i CTPOKaMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

30.

NEBO®NOLVH
500

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO0, 500 Mr no
5 TabneTok y 6nictepi;
no 1 6nictepy B naui
3 KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHWUIA TEPMIH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
ab0 K pe3ynbTarT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOBaXXEHVIM OpPraHoM) - 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainis:
"®apmakonoriyHi BnactuaocTi”, "lMoka3aHHs"
(yTouHeHHs1), "MNMpoTunokasaHHs", "B3aemMogis 3
iHLWIMMK NiKapcbKMK 3acob6amu Ta iHLWi BUAK
B3aemMogiin", "OcobMBOCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiof BarirTHOCTi abo rogyBaHHS
rpyaa” (yTouHeHHst), "Cnocib 3actocyBaHHA Ta
nosn" (peparysaHHs), "MepeposysaHHs", "MobiyHi
peakuii BiANOBIAHO A0 OHOBMEHOT iHGhopMaL;i 3
6e3nekun 4it4oi pevyoBUHN.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPMKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FOCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa 0XOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6esneku.

3a
peyerimom

He
nidnsieae

UA/2397/01/02




29

Ymosu

Peknamys

Homep

Hassa
JNliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Bionycky

3a

aHHsA

He

peecmpayiliHo2o
nocsioYeHHs1
UA/14011/01/01

3acoby

NE®JIOK-
JAPHULA

ynakoska)
pO3uunH aNns iHdysii, 5
mr/mn no 100 mny
donakoHi; no 1
h1akoHy y nauuj; no
100 mn 'y hnakoHax

MpAT
"@apmaueBTun
YyHa hipma
"fapHuua”

YkpaiHa

MpAT
"PapmaueBTuyYHa
dipma "AapHuua”

YkpaiHa

MepepeecTpauis Ha HeO6MEXEHWUI TEPMIH
3MiHKM | TUNYy - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsay. 3MiHW y KopoTkili
XapakTepucTuLi NikapCbKoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAn4HOro
3aCTOCYBaHHA reHepPUYHNX/TIBPMAHNX/6I0N0AIGHNX
nNikapcbKyx 3acobiB Mic/s BHECEHHS Tiei camol
3MiHV Ha pethepeHTHW npenapart (3MiHa He
noTpebye HafaHHSA XXOAHNX HOBUX A0AATKOBUX
[aHuX) - BHECEHO [0 IHCTPYKUiT A/19 MeANYHOro
3acTocyBaHHSA NikapcbKoro 3acoby y posginu:
"Moka3zaHHA", "dapmakoioriyHi BNacTmeocTi",
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbknMK 3acobamu Ta iHLWi BUAW B3aeMogiii",
"Oco61BOCTi 3acTocyBaHHSA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiyHi peakyji” 3rigHo 3
iHhopmaieto WoA0 MeanyHOro 3acTocyBaHHS
pedepeHTHOro niikapcbkoro 3acoby (Tavanic,
pO3uuH N8 iHdysiii 5 Mr/mn, He 3apeecTpoBaHuii
B YKpaiHi); 3MiHu | Tvny - 3MiHu Wono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuL, NikapCbKoro
3aco0by, TeKCTi MapKyBaHHS Ta IHCTPYKUIT ANns
MeAMYHOro 3acToCyBaHHA Ha NiAcTaBi perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn /likapCbKoro
3acoby, abo gocnimkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,
abo K pe3ynbTaT OLiHKM 3BITY 3 AOCIAKEHD,
npoBeAeHnX BigNoBIAHO 40 MnaHy negiatpuydHmnx
pocnigpkeHb (PIP) (3MiHy y3rogpkeHo 3
KOMMNETEHTHUM YNOBHOBAXXEHNM OPraHoMm) -
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NikapCbKoro 3acoby y po3ginu:
"Oco6nmBoCTi 3acTocyBaHHA", "MobiuHi peaxuii."
BiANOBIAHO 40 OHOBNEHOI iHChopMaL,i 3 6e3neku
AitoY0l pevoBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI lOCTMLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[0POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMN y
nepioguyYHOCTI NOAAHHSA PerynsipHUX 3BITiB 3
6e3neku

peyenmom

3a

nionsieae

He

UA/1963/01/01

32.

MAKPOMNEH®

rpaHynun gna 115 mn

KPKA, 4.4.,

HoBo mecTto

CnoBeHis

KPKA, a.4., HoBo
MecTo

CnoBeHis

MepepeecTpavis Ha HEOOMEXEHUI TEPMIH.

MepioAWYHICTb NOAAHHS perynspHo

nionsieae

peyenmom

OopaJsibHOI cycneHsii




30

Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

(275 mr/ 5 mn), 1
chnakoH 3 rpaHynamu
pasom 3 MipHO
JIOXKOIO B KAPTOHHIA
Kopoobui

OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOro Haka3om MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainn 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

33.

ME®APMINI®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKOt0, No 500
mr, no 10 TabneTok y
6nictepi, no 3, 5, 6
abo 12 6nicTtepiB y
nauu

NAT
"Kuismegnpen
apart”

Ykpaina

MAT
"Knismegnpenapa
™
(BMPOGHMLTBO 3
nakyBaHHs in bulk
ipMn-BMpoOHUKA
"IHOOKO
PEMEQAI3 NTA”,
IHAis)

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHUIA TEPMIH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTarT OLiHKN 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOBaXXEHVM OpraHoM) - 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainis:
"MpoTunokasaHHsa", "B3aemogist 3 iHLLIMMK
nikapcbkMn 3acobamu Ta iHWi BUamn B3aemMogiii",
"Oco61BOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta A031" BignoBigHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekn Ajtoyoi peyoBUHN.
MepiognyHICTb NOAAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarsay,
3aTBEPAKEHOrO Haka3oM MiHiCTepcTBa OXOPOHM
300poB’A Ykpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

3a
peyerimom

He
nidnsieae

UA/14013/01/01

34.

ME®APMINI®

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO0, No 1000
mr, no 10 TabneTok y
6nictepi, no 3,5, 6
abo 12 6nictepiB y

NAT
"Kuismegnpen
apar”

YKpaiHa

NAT
"KuiBmepnpenapa
™
(BUPOGHNLTBO 3
nakyBaHHs in bulk
ipMn-BUPOGHUKA

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Wwopao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa y KopoTkili
XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUIT A8 MeANYHOro
3aCTOCyBaHHSA Ha MigcTasi perynsapHo

3a
peyenmom

He
nidnsieae

UA/14013/01/03
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o

35.

ME®APMINI®

nauui

"IHAOKO
PEMEAI3 NTL”,

IHais)

OHOBJ/IHOBAHOTO 3BITY 3 6e3nekn /likapCbKoro
3acoby, abo gocnimxkeHb 3 6e3neky 3acToCyBaHHS
nikapcbKoro 3acoby B nicnspeecTpaviiiHnii nepiog,

abo K pe3ynbTaT OLiHKM 3BITY 3 JOCIAKEHD,
npoBeAeHnX BigNoBIAHO 40 NnaHy negiatpuydHmnx
pocnigkeHb (PIP) (3MiHy y3rogpkeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OPraHom) - 3MiHu
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acToCyBaHHs NikapcbKoro 3acoby A0 po3ainis:
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLIMMK
nikapcbk1MK 3acobamu Ta iHLWi BUAW B3aeMogiid",
"Oco61BOCTi 3acTocyBaHHSA", "Cnoci6
3acTocyBaHHA Ta 031" BignoBigHO A0 OHOB/EHOI
iHchopMmawii 3 6e3neku AjitoUoi pevyoBUHN.
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPIKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

nocsBi0OYeHHs

TabneTkn, BKpUTI
NNiBKOBOIO
060/10HKO10, No 850
mr, no 10 TabneTok y
6nictepi, no 3, 5, 6
abo 12 6nicTtepiB y
nauu

NAT
"Kuismegnpen
apart"

Ykpaina

MAT
"Knismegnpenapa
™
(BMPOGHMLTBO 3
nakyBaHHs in bulk
ipMn-BMpoBOHUKaA
"IHOOKO
PEMEQAI3 NTA”,

IHAis)

YkpaiHa

MepepeecTpaLis Ha HEOOMEXEHWNIA TEPMIH.
3MiHM Wopo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKN 3BITY 3 AOCAIMKEHD,
npoBefeHnX BiANOBIAHO A0 NAaHy nefiaTpUyHmX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMETEHTHMM YMOBHOBaXKEHVM OpraHoM) - 3MiHK
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTocyBaHHA NikapcbKoro 3acoby A0 po3ainis:
"MpoTunokasaHHs", "B3aemogist 3 iHLIMMK
nikapcbkMun 3acobamu Ta iHWi BUamn B3aemogiii",
"Oco611MBOCTI 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta A031" BignoBigHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekun Ajtoyoi pevyoBUHN.
MepiognyHICTb NOAaHHA PerynspHo
OHOBJIOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarisay,

3a
peyerimom

3aTBEpAKEHOTO Haka3oM MiHiCTepcTBa 0XOpOHM

He
nidnsieae

UA/14013/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
340pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
36. | HIKOTMHOBOI | macnsHucTa piguHa MpAT Ykpaina NYAH BONJBECT Kutaii MepepeecTpauis Ha HeOBMEXeHUA TEPMIH - He UA/0806/01/01
KNCNOTN abo kpuctaniyHa maca | “"dapmaueBTu ®APMAC'HOTUKA nionsizae
LIETUNAMIA (cybeTaHuis) y YyHa thipma NC KO., NTA.
(HIKETAMIA) 6ifoHax antoMiHIEBMX "fapHnus”
ans
chapmaL,eBTUYHOro
3aCTOCYBaHHS
37. | HIOEAUNIH KpucTanivyHui ToBapucTBO 3 Ykpaina CAYEM IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/10587/01/01
NOpPOLLOK (CybCTaHLis) 06MeXeHo NNABOPATOPI3 nionsieae
y NOABIAHNX BiANOBIAa/bHI
nonieTNeHoBUxX CTIo
nakeTtax ans "®apmaueBTun
hapmaLeBTUYHOro YHa KoMnaHis
3acToCyBaHHA "3p0pos'a”
38. | HI®YPOKCA3W | Tabnetkun, BKpUTI BAT "legeoH YropwmHa TOB "TeneoH MonbLia MepepeecTpauisi Ha HEOBMEXEHMNIA TEPMIH 3a He UA/9060/01/01
A PIXTEP 060/10HKOH0, Mo 100 PixTep" PixTep Monbwa" MepioAnYHICTb NOAAHHST PETYIAPHO peuyenmom nidnsieae
Mr, N0 24 TabneTkn y (KOHTPOJIb SKOCTI, OHOBJ/IHOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0
6nictepi; no 1 [03BiN Ha BUMYCK Mopsaky 34iicHeHHA hapMakoHarnaay,
6nicTepy B KApTOHHIl cepii; 3aTBEpAKEHOro Hakasom MiHicTepcTBa OXOPOHM
KopooLi Brpo6HMLTBO 370p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
Hepo3ghacoBaHOro 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FOCTULLT
NPOAYKTY, Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
nepBuHHa pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB’A
ynakoBKa, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
BTOPVHHA CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
ynakoBka) nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
39. | OKCUNITEH niogpinizat gns paHg, LLBeiiuapis AHchbapm Ennac Mpevuis MepepeecTpauis Ha 5 pokiB 3a He UA/13219/01/01
PO34UHY A5 iH'EKLLA Megukan 'pyn C.A. 3 06I'pyHTOBAHNX NPUYKH, MOB'A3aHNX 3 peyenmom niossieae
no 20 mr 1 donakoH 3 Al thapmakoHarnagom.

niogpinizatom Ta
PO3UMHHYK (BoZa ANs
iH'eKUili) Mo 2 MmN B
amnysi Nely
KapTOHHII navui

MepiognyHICTb NOAAHHA PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’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[40POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKamu, 3a3Ha4YeHMn y
nepiognYHOCTI NOAAHHSA pPeryssipHUX 3BiTiB 3
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
6e3neku.
40. | OMAKOP Kancynu m'ski no 1000 AGGOTT HimeuunHa | BignoBiganbHuii 3a | HimeuunHa/ nepepeecTpawis Ha HeobMeXeHuli TepMiH 3a He UA/10147/01/01
mr no 20, 28 a6o 100 Nabopatopi3 BUMYCK cepii: [Oanis/ 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta peyenmom nionsieae
Kancyn y cpiiakoHi; no M6X A6GOTT HigepnaHvgn thapmakoHarnagy. 3MiHM y TepaneBTUYHMX
1 chnakoHy B KopobLi Nab6opaTtopi3 / nokKasaHHsX (BW/IyYeHHs1 TepaneBTUYHOro
M6X, HimeyunHa; Hopseris nokasaHHs) - 3MiHW BHECEHO A0 IHCTpyKUii Ans
BignoBiganbHWi 3a MeJMYHOro 3aCTOCYBaHHS NMikapCcbKoro 3acoby o
nepBrHHe Ta po3ziny "MokasaHHA" (BuganeHo: "licnsa iHpapkTy
BTOPVHHE Miokapga: [jonomixHa Tepanist Ans BTOPUHHOT
nakyBaHHs: NpochiNakTMKN Mic/1A NepeHeceHoro iHhapkTy
'M Mek AnC, Miokapa sk fJONOBHEHHS A0 IHWWX CTaH4apTHUX
[NaHis; MeToAiB NikyBaHHA (Hanpukiag, ctaTuHamm,
BiANoOBigaIbHMI 3a aHTUTpoMbGoLTapHUMK 3acobamu, [3-
BUPOBHULTBO 6nokatopamu, iHribitopamu
Hepo3dacoBaHol aHriOTEeH3NHNEPETBOPIOBAVTLHOMO (DEPMEHTY)."),
npoaykuii Ta Ta, SIK Hacnigok, Ao po3ainy "Cnoci6 3acTocyBaHHA
KOHTPO/b Ccepil: Ta 031" BiANOBIAHO A0 iHopMaLii CTOCOBHO
MarteoH 6e3neku, ska 3a3HayeHa B marepianax
Codpraxens b.B., peecTpauiiHoro JOCbeE.
HigepnaHau; MepioAnYHICTb NOAAHHS PErynsipHO
BignoBigasibHWiA 3a OHOB/IOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
KOHTpPO/b cepii: Mopsaky 34iicHeHHs hapMakoHarsay,
BAC® AC, 3aTBEpKEHOro Haka3oM MiHicTepcTBa OXOPOHU
Hopseris 3[,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI toCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
41. | NOBEPKOPT Kpem 0,05 %, no5r neHmapk IHais neHmapk IHais MepepeecTpauis Ha 5 pokis 3a He UA/8193/01/01
a6o 151 B Ty6i; no 1 dapmacboTuK dapmacboTukan3 3 06I'PYHTOBAHMX NPUYMH, NOB'A3aHUX 3 peyenmom nidnsieae
Ty6i y KapTOHHIl ans Jtg,. nra. hapmakoHarnsaoMm.
ynakoBLi MepioAnYHICTb NOAAHHS PErynspHO
OHOBJIHOBAHOrO 3BiTY 3 6e3neKkn BigNOBIAHO A0
Mopsaaky 3AiCHeHHA hapMakoHarnagy,
3aTBEPAKEHOIO Haka3oM MiHicTepcTBa OXOPOHM
340pOoB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI MoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.
42. | PEFY/NIAKC® Ky6uku chpykTosi no 1 Kpesenb HimeuunHa Kpesenb HimeuunHa MepepeecTpaLllisi Ha HEOBMEXEHNIA TEPMIH. 6e3 nionsi2ae UA/2362/01/01
KyouKy B a/ItOMiHIEBIl Moiizenbbax Moiizenbb6ax MepioAnYHICTb NOAAHHST PETY/IAPHO peuyenma
¢0/1b3i, N0 6 KyOUKIB Y m6eX mM6X OHOB/HOBAHOrO 3BiTY 3 6GE3NEKN BiANOBIAHO [0
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
KapTOHHIA KOpoo6Li Mopsaky 34jiicHeHHs hapMakoHarisay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
370pOB’A YKpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
43. | PENI®® Masb pekTanbHa, 200 TOB "baiiep” YkpaiHa damap A.B.E. Ipeuis nepepeecTpawis Ha HeobMeXeHuli TepMiH 6e3 nionsieae UA/1953/01/01
AOABAHC Mmr/r no 28,4 ry Ty6i; AB/OH MnaHT MepioAnYHICTb NOAAHHST PErYISIPHO peyenma
no 1 Ty6i y KoMnniekTi OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
3 annikatopom y Mopsaaky 3AiicHeHHA hapMakoHarnaay,
KapTOHHI Kopoo6Li 3aTBEPMKEHOr0 Haka3oMm MiHiCTepcTBa OXOPOHM
340pO0B’A YKpaiHu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FOCTULLT
Ykpainn 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamu, 3a3Ha4YeHUMN y
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
44. | TPUNNIKCAM® | Tabnetku, BKpUTI ne ®paHuisa BiANOBiAaIbHMI 3a ®paHuia/ MepepeecTpauis Ha HEOBGMEXEHWNIA TEPMIH. 3a He UA/13929/01/01
10 Mr/2,5 NNiBKOBOIO NABOPATYA BVMPOGHMLTBO, Ipnangis MepioAnYHICTb NOAAHHSA PErynsapHO peyenmom niossieae
Mr/10 Mr 060/10HKOI0, MO 10 P CEPB'E€ aHasnis, nakyBaHHs OHOB/IOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
mr/2,5 mr/10 mr; no 30 Ta BMUNycK cepii: Mopsaky 34jiicHeHHs dhapMakoHarisay,
TabneTtok y Na6opartopii 3aTBEPAKEHOI0 Haka3oM MiHiCTepcTBa OXOPOHM
KOHTeliHepi gns Ceps'e IHpacTpi, 37,0p0B’sA YKpaiHu Big 27 rpyaHs 2006 poky Ne
Tabnetok; no 1 a6o no PpaHLis; 898, 3apeecTpoBaHuii B MiHiCTEpPCTBI FOCTULLT
3 KOHTeliHepu ons BiANoBigaIbHMIA 3a Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
Tabnetok y kopobui 3 BUPOGHULTBO, pefakuii Hakasy MiHicTepcTBa OXOPOHU 340POB’A
KapToHy aHanis, nakyBaHHs Ykpainu Big 26 BepecHs 2016 poky Ne 996),
Ta BUMYyCK cepii: CTaHOBWTb: 3rifHO 3i CTPOKaMu, 3a3Ha4YeHMn y
Ceps'e (IpnaHgis) nepioguYHOCTI NOAAHHS pPerynsipHUX 3BiTiB 3
IHpacTpic NTa, 6esneku.
IpnaHgis
45. | TPUNNIKCAM® | Tabnetku, BKpUTI ne ®paHuisa BiANOBigaNbHWIA 3a PpaHuia/ MepepeecTpallist Ha HEOOMEXEHNI TEPMIH. 3a He UA/13930/01/01
10 Mr/2,5 Mr/5 NNiBKOBOIO JIABOPATYA BUPOOGHMLTBO, Ipnangis MepioAnYHICTb NOAAHHST PETY/IAPHO peuyenmom nidnsieae
mr 060/10HKOI0, No 10 P CEPB'E aHaui3, NakyBaHHsA OHOBJ/IHOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0

mr/2,5 mr/5 wmr; no 30
TabneTok y
KOHTeliHepi gns
Tabnetok; no 1 a6o no
3 KOHTeliHepu ons
TabneTok y Kopoobui 3
KapToHy

Ta BUNycK cepii:
NabopaTopii
Ceps'e IHpacTpi,
PpaHLis;
BignoBiga/ibHMi 3a
BMPOGHMLTBO,
aHanis, nakyBaHHs
Ta BMNYyCK cepil:
Ceps'e (IpnaHgis)

Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPAKEHOr0 Haka3oM MiHiCTepcTBa OXOPOHM
3710p0B’sA YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHiCTEpCTBI HOCTULT
Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU 3[10POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKamu, 3a3HavYeHMn y
nepioanYHOCTI NOAAHHA PErynsipHMX 3BiTiB 3




35

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs
IHpacTpic NTa, 6e3neku.
IpnaHgis
46. | TPUNNIKCAM® | Tabnetku, BKpUTI ne ®paHuia BiANOBIAaIbHUI 3a ®paHuia/ MepepeecTpauis Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13931/01/02
5 Mr/1,25 NAiBKOBOO NABOPATYA BVMPOGHMLTBO, IpnaHgisa MepioAnyHICTL MOAAaHHSA perynsipHo peyenmom nionsizae
Mr/10 Mr 060/10HKOI0, N0 5 P CEPB'E€ aHais, nakyBaHHs OHOBJOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
mr/1,25 mr/10 mr; no Ta BMUNycK cepii: Mopsaky 34jiicHeHHs dhapmakoHarisay,
30 TabneTtok y Na6opaTtopii 3aTBEpPIAXEHOro Haka3oM MiHiCTepcTBa OXOPOHM
KOHTeliHepi gns Ceps'e IHpacTpi, 370poB’sA YKpaiHu Bif 27 rpyaHsa 2006 poky Ne
Tabnetok; no 1 a6o no PpaHLis; 898, 3apeecTpoBaHuii B MiHiCTEPCTBI FOCTULLT
3 KoHTeliHepu ons BiANOBiAaIbHMI 3a Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
Tabnetok y kopoobui 3 BUPOGHULTBO, pefakuii Hakasy MiHiCTepcTBa OXOPOHU 3[0POB’A
KapToHy aHanis, nakyBaHHs Ykpainu Big 26 BepecHs 2016 poky Ne 996),
Ta BUMYCK Cepii: CTaHOBWTb: 3riJHO 3i CTPOKamu, 3a3HavYeHMn y
Ceps'e (IpnaHgis) nepioguYHOCTI NOAAHHSA pPerynspHUX 3BITiB 3
IHpacTpic NTa, 6esnexu.
IpnaHgis
47. | TPUNNIKCAM® | TabneTtkun, BKpUTI ne PpaHuis BiANoBigabHMI 3a PpaHuis/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/13929/01/02
5 Mr/1,25 Mr/5 NNiBKOBOIO NABOPATYA BUPOBHMLTBO, Ipnangis MepioAnYHICTb NOAAHHST PErYNISAPHO peyenmom nidnsieae
Mmr 060/10HKOHD, M0 5 P CEPB'E€ aHaui3, NaKkyBaHHsA OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
mr/1,25 mr/5 mr; no 30 Ta BMNYCK cepil: Mopsaky 3A4iiicHeHHsT hapMakoHarasay,
TabneTtok y Na6opaTtopii 3aTBEPMAKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
KOHTeliHepi gnsa Ceps'e IHpacTpi, 3[0poB’A YKpainu Bif 27 rpyaHsa 2006 poky Ne
Tabnetok; no 1 a6o no dpaHuis; 898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
3 KOHTeliHepu ons BigNoBigasbHMIA 3a Ykpainun 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
TabneTok y kopobui 3 BMPOBHWLTBO, peAakuii Hakady MiHicTepcTBa OXOPOHW 3[10POB’A
KapTOHY aHauni3, NakyBaHHsA YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
Ta BMUNycK cepii: CTaHOBWTb: 3riAHO 3i CTpOKamu, 3a3Ha4YeHUMHN y
Ceps'e (IpnaHgis) nepiognYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
IHpacTpic 114, 6e3neku.
IpnaHgis
48. | YPCOLEOKCH NOPOLLIOK (CybcTaHLis) ICEC.IM.A ITania ICE C.I.A ITania MepepeecTpauis Ha HeOOMEXEHWUIA TEPMIH - He UA/14130/01/01
XOnieBA y NoABiHNX nionsi2ae
KUCNOTA nonieTNeHoBux
nakeTtax gns
BMPOGHULITBA
HecTepuIbHNX
NiKapCcbknx popm
49. | ®EHMNMUBEPWHI | nopoLiok abo MpusaTHe YkpaiHa P N1 ®aitH Xem IHais nepepeecTpawis Ha HeobMeXeHuli TepMiH - He UA/14349/01/01
0 BPOMIA, 6e36apBHi KpUcTauIn akuioHepHe Met. NT4. nionsizae
(cybcTaHuis) y TOBapucTBo
noAgiliH1X naketax 3 “Nlekxim —
nonietTuneny ans Xapkis”
chapmaLeBTUYHOro
3acTOCyBaHHs
50. | ®YPOCEMIA- Tabnetku no 40 mr; no MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HeOGMEXEHUIA TEPMIH 3a He UA/2353/01/01
OAPHMLUA 10 Tabnetok y "papmaueBTu "papmaLeBTUIHa 3MiHM Woao 6e3nekun/edpekTMBHOCTI Ta peuyenmom nionsieae
KOHTYPHIli YapyHKOBIi yHa hipma dipma "fapHuus” thapmakoHarnsgy. 3miHa y KopoTkili
ynakoBLi; no 5 "NapHuus" XapaKTepucTuLi NikapcbKoro 3acoby, TEKCTI

KOHTYPHUX

MapKyBaHHS Ta iHCTPYKLi A/ MEANYHOTO
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

YapyHKOBUX YNakoBOK
y nauui

3aCTOCyBaHHSA Ha MigcTasi perynsapHo
OHOB/IKOBAHOTO 3BITY 3 6e3nekun NikapCcbKoro
3acoby, abo focnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpavyiitHuiin nepios,
a60 AK pe3ysibTaT OLiHK/ 3BITY 3 AOCNILKEHD,
npoBefeHnX BigNoBIAHO 40 NAaHy negiaTpuyuHmX
pocnipxeHb (PIP) (3MiHy y3rompkeHo 3
KOMNETEHTHUM YNOBHOB&XEHNM OpraHom) - 3MiHu
BHECEHO 0 IHCTPYKLIT A48 MeANYHOro
3acTocyBaHHS Nikapcbkoro 3acoby A0 po3ainis:
"MpoTmnokasaHHA", "B3aemogis 3 iHWMun
NikapcbKMU 3aco6amu Ta iHLi BUAW B3aemogiii",
"Oco61MBOCTI 3acTOcyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”,
"MepeposysaHHa", "Mo6iyHI peakuii” BIANOBIAHO
[0 OHOBJIEHOT iHhopMaL,i 3 6e3nekun gitoyol
PeyoBUHM.

MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IKOBAHOIO 3BIiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 3AiicHeHHA hapMakoHarnaay,
3aTBEPKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
340pOoB’A Ykpaiu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI roCTULLT
Ykpainn 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YKkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBUTB: 3ri4HO 3i CTPOKaMW, 3a3Ha4YeHUMU Yy
nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.

51.

XNTOPAM®EHIK
on

NOPOLLOK (CybCTaHLis)
y NOABIAHNX
NosieTUNEHOBNX
nakeTtax gns
chapmau,eBTUYHOrO
3acTOCyBaHHsI

Yewmo I6epika,
C.A.

IcnaHis

KIMIKA

CIHTETIKA, C.A.

IcnaHis

nepepeecTpaisi Ha HEOBMEXEHW TEPMIH

He
nidnsieae

UA/14097/01/01

52.

XOooITOoN

TabneTkn, BKpUTI
o060n0HKoto, no 200
mr, no 30 TabneTok y
6nictepi; no 2 abo 6
6nicTepiB y KAPTOHHIN
KopoobLi

Na6opatopii
Posa-
ditochapma

®paHuisa

BMPOGHMLTBO

Hepo3acoBaHo!

npoaykuir,
nepBuHHa Ta

BTOPVHHA

ynakoBka,

KOHTPO/Ib SIKOCTI:

Na6opaTtopii
["aneHik BepHiH,
PpaHLis;

BignoBiganbHWi 3a

BUMYCK cepii:

JNabopatopii Po3a-

ditodhapma,

PpaHuin

MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3MiHK
Il TNy - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4N MeAnYHOro
3aCTOCyBaHHS Y 3B’A3KY i3 HOBUMYW AaHUMK 3
AKOCTI, AOKNIHIYHUMU, KIHIYHMUN JaHUMN Ta
OaHumn 3 dpapmakoHarnsagy - 3miHu BHECEHO 0
po3ainy "MokasaHHA" IHCTPYKLIT 418 MegnyHoro
3aCTOCYBaHHS liKapCbKOro 3acoby
MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHarisay,
3aTBEPAKEHOIO Haka3oM MiHICTepCcTBa OXOPOHM

6e3
peuenma

nidnsieae

UA/8704/01/01
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Hassa
JNliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3as8HUKa

Bupo6HuK

Kpaina
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayiliHo2o
nocsioYeHHs1

®paHuis

340pOoB’A YKpaiuu Big 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTepCTBI FoCTULLT
Ykpainu 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOpPOHY 340POB’'S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTB: 3riAHO 3i CTPOKamMu, 3a3Ha4YeHUMN Yy
nepiogMYHOCTI MOAaHHSA PerynsipHuX 3BiTiB 3
6e3nekn

53.

UMHAPU3NH

Tabnetkn no 0,025 r
no 10 TabneTok y
6nictepi; no 3, no 5,
no 50 a6o 100
6nicTepiB y nayi

MpusatHe
akujioHepHe
TOBap1CTBO

"Nekxim -

XapkiB"

Ykpaina

MpuBatHe
akuioHepHe
TOBapUCTBO

"Nekxim - Xapkis"

Ykpaina

nepepeecTpaisi Ha HEOBMEXEHW TEPMIH
3MiHM | TUNY - 3MiHK Wopao 6e3nekn/edeKTUBHOCTI
Ta (papmakoHarnsgy. 3MiHa y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAnYHOro
3aCTOCyBaHHS Ha MigcTasi perynsapHo
OHOB/IHOBAHOrO 3BITY 3 6e3Mnekn NikapCbKoro
3acoby, abo gocnimxkeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKoro 3acoby B Mic/iApeecTpaviiiHuii nepios,
abo K pe3ynbTaT OLiHKN 3BITY 3 AOCAIMKEHD,
npoBefeHNX BiANOBIAHO A0 NNaHy nefiaTpUyHMX
pocnipkeHs (PIP) (3MiHy y3rofxeHo 3
KOMMNETEHTHVM YNOBHOB&XXEHNM OPraHOM) - 3MiHU
BHECEHO A0 IHCTPYKLiT 415 MeANYHOro
3acTOCyBaHHSA NikapcbKoro 3acoby A0 po3sainis
"Oco611BOCTI 3acTOCyBaHHS", "3acTocyBaHHs y
nepiog, BariTHOCTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHdhopMadii), "MobivHi peakuii”
BiANOBIAHO A0 OHOBNEHOI iHChopMaL,i 3 6e3neku
Ail040i peyoBMHN.

MepiognyHICTb NOAaHHA PerynspHo
OHOB/IOBAHOrO 3BiTY 3 6e3neku BigNOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHaraay,
3aTBEPAKEHOr0 Haka3oM MiHicTepcTBa OXOPOHM
300poB’A Ykpaiuu Big, 27 rpyaHa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpCTBI toCTULT
Ykpainun 19 rpyaHa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakasy MiHicTepcTBa OXOPOHY 340POB’'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku

3a
peyerimom

He
nidnsieae

UA/3384/01/01

54.

UMHAPU3NH

Tabnetkn no 0,025,
in bulk: no 5000
TabneTok y
KOHTeliHepax

MpuBatHe
akujioHepHe
TOBapuUCTBO

"Nlekxim -

Xapkis"

YKpaiHa

MpuBatHe
akuioHepHe
TOBapUCTBO

"/lekxim - Xapkis"

YKpaiHa

nepepeecTpawis Ha HeobMeXeHuli TepMiH
MepioAnyHICTb NOAaHHSA perynsipHo
OHOBJ/IHOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34iicHeHHA hapMakoHarnaay,
3aTBEPMAKEHOro Haka3oMm MiHiCTepcTBa OXOPOHM
370p0B’A YKpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHuii B MiHicTEpPCTBI FoCTULLT
Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHM 340P0B’'S

He
nidnsieae

UA/0208/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
n/ JliKapcbKo20 (nikapcbka ghopma, 3asaBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayiliHo2o
n 3acoby ynakoska) nocsioYeHHs

Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTPOKaMK, 3a3Ha4YeHMN Yy
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3nekn

B.o. HayanbHUKa BigAiny 3 nutaHb hapmaueBTUYHOI
pisnbHOCTI lenapTamMeHTy peasiisauii NoONiTuK

H.B. N'yyan




NMEPENIK

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.10.2019 Ne 2004

NIKAPCBbKUX 3ACOBIB (MEANYHUX IMYHOBIOTONYHUX MPEMAPATIB), LLLOAO AKUX BY/I BHECEHI 3MIHU 1O
PEECTPALINHNX MATEPIANIB, AKI BHOCATLCSA A0 AEPXXABHOIO PEECTPY JIIKAPCbK/X 3ACOBIB YKPAIHA

Ne Hassa Popma sunycky 3assBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n | nikapcbko2 BionycKy peecmpayitiHo2o
0 3acoby nocsioYeHHs1
1. AABAIPA Kancynu AcTtennac Higepnanan Actennac lpnaHg IpnaHgis BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/9687/01/01
[0[Q) NPOSIOHroBaHoI Aii No dapma KOpon Ko., 14 [,00aBaHHA HOBOro METOAY 040 BU3HAYEHHS NOKa3HUKa peyenmom
0,5 mr, no 10 kancyn y b.B. «PO34MHEHHS» Y TOTOBOMY JliKapCbKOMY 3aco0i,
6nicTepi; no 5 hepMeHTaTUBHWI METOA, PO3UYMHEHHS 3 BpOMenaiHoOM, SiK
6nictepiB y [04aTKOBUIA METOZ, piBHA 2. BBeAEHHS 3MiH NPOTAroM 6-Tn
asloMiHiEBOMY NakeTi; MiCALIB MiCNsA 3aTBEPLKEHHS
no 1 antomMiHiesomy
nakeTy B KAPTOHHili
navui
2. AABAIPA Kancynu Actennac HigepnaHaun Actennac lpnaHg IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB:3MiHu | TUny - 3a UA/9687/01/02
D® NpPOJIOHroBaHoI Aii no Papma HOpon Ko., N14 [04aBaHHA HOBOro MeToAy LWoA0 BU3HAYEHHSA NOKa3HUKa peyenmom
1 mr, no 10 kancyn y B.B. «PO34MHEHHS» Y TOTOBOMY JliKapCbKOMY 3aco0i,
6nicTepi; no 5 hepMeHTaTUBHWI METOA, PO3UYMHEHHS 3 GPOMEaiHOM, SiK
6nicTepis y [o[aTKoBuUiA MeToZ piBHA 2. BBeAEHHSA 3MiH NPOTAroM 6-Tu
a/IIOMIHIEBOMY NakeTi; MiCsILiB MiCNsi 3aTBEPAYKEHHS
no 1 antomiHiesomy
nakeTy B KAPTOHHili
nauuj
3. AOBAIPA Kancynu Actennac HigepnaHan Actennac lpnaHg IpnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasiB:3MiHu | Tuny - 3a UA/9687/01/03
PO NPOJIOHroBaHoI Aii No Papma Opon Ko., N14 [04aBaHHA HOBOro METOAY L0A0 BU3HAYEHHSA NOKa3HUKa peyenmom
5 mr, no 10 kancyny B.B. «P034nHEHHS» Yy TOTOBOMY JliKapCbKOMY 3ac00i,
6nicTepi; no 5 hepMeHTaTUBHWI METOA, PO3UYMHEHHS 3 GPOMEsaiHOM, K
6nicTepiB y [ofaTKoBuiA MeTog piBHA 2. BBeAEHHSA 3MiH NPOTAroM 6-Tu
anloMiHiEBOMY NakeTi; MiCALIB MiCNA 3aTBEPKEHHS
no 1 anomMiHiesomy
nakeTy B KAPTOHHili
nauuj
4. AOBAIPA Kancynu Actennac HigepnaHaun Actennac lpnaHg IpnaHgais BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis:3MiHu | TNy - 3a UA/9687/01/04
DP® NpPOJIOHroBaHoI Aii No dapma KOpon Ko., N4 [0faBaHHA HOBOrO MeTOAY LLIOA0 BU3HAYEHHS MOKa3HMKa peyenmom
3 mr, no 10 kancyny B.B. «P034nHEHHS» Yy TOTOBOMY JliKapCbKOMY 3ac00i,
6nictepi; no 5 hepMeHTaTUBHWI METOZ, PO3UYMHEHHS 3 GPOMESaiHOM, K
6nictepis y [04aTKOBUIA METOZ, piBHA 2. BBeAEHHS 3MiH NPOTArom 6-Tn
anoMiHiEBOMY NakeTi; MiCALIB MiCN1A 3aTBePKEHHS
no 1 antomMiHiesomy
nakeTy B KAPTOHHIl
nauuj
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cknsiHoMy abo 3
nonieTuneHTepedTan
aty; no 1 dpnakoHy 3
MipHOIO JTOXKOIO B
KapTOHHI KOpoo6Lj; No
10 mn y nakeTuky; no
10 a6o 20 nakeTukiB y
KapPTOHHI KOpooL;i

Big 23.07.2015 Ne 460); 3miHu | TUny - 3MiHK LLOA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHV A0 y3ara/lbHEHUX AaHKX Npo cucTemy hapmakoHarnsgy
(BBEAEHHSA Y3arasibHEHUX JaHUX NPO cucTemy hapmakoHarnagy,
3MiHa YNMOBHOBaXXEHOT 0CO6MU, BifgNOBifaIbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOi 0cobu 3 dhapmakoHarnsgy
3asBHUKA 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiAMiHHA BiJ YNOBHOBa)XeHOI 0cobu, BiANOBIAA/IbHOT 32
3[jiCHEeHHs hapMakoHarisay (BK/IUakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnsgy) - [ivoua pegakuisi: YnoBHoBaeHa ocoba
3asBHVKa, BignosigasibHa 3a hapmakoHarnsag — Dr. Hedva
Voliovitch MD, PhD, MBA. KoHTakTHa ocob6a 3asBHuKa,
BiAnoBiAasIbHA 3a hapmakoHarnsg — buctposa OkcaHa
BitaniiBHa. MNponoHoBaHa pefakLis: YNoBHOBaXeHa ocoba
3asBHMKa, BiANOBiAabHA 3a hapmakoHarnag — buctposa
OkcaHa BiTaniiBHa. 3MiHa KOHTAKTHUX AaHUX YNOBHOBaXKEHOI

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
5. ANKOAE3® | Ttabnetku no 0,5 r, no ToBapucTBoO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasiB:3MiHu | Tuny - 6e3 UA/12717/01/01
IC 4 TabneTkn y 6nictepi; [04aTKOBOKO [0aTKOBOK 3MiHa BUPOGHWKa BUXILHOro/MpoMKHOIO NPOAyKTy/peareHTy, Lo peuyenma
no 1 6nictepy y nauui BiANOBIgA/IbHICT BIANOBIAALHICTIO BVKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLieci A®l, abo 3miHa
3 KapToHy; ro 10 10 "IHTEPXIM" "IHTEPXIM" BMPOGHMKa (BK/IKOYaOuM, e HeobXigHo, MicLie MPOBeAEeHHS
Tabnetok y 6nictepi; KOHTpOsto skocTi) A®I - 3miHa BUPO6HUYOI AinbHULi ADI
no 2 6nictepu y nauui Shandong Qidu Pharmaceutical Co., Ltd, China; 3miHu | Tuny -
3 KapTOHY 3MiHa y 6e3nocepegHiii ynakosui A®|, a came 3amicTb MakeTy 3
hobrv antoMiHIEBOT 4151 BUPOOHMLTBA HECTEPUNBHNX
NiKapCbKNX 3ac06iB BBOAUTLCA NAKeT NOMIETUNEHOBUI A5
dhapmaLeBTUYHOIO 3aCTOCYBaHHS; 3MiHU | TUNY - NPUBEAEHHS Y
BiANOBIAHICTb 40 AOKyMeHTaLii BUpobHuka AP, a came 3MiHU y
mMeTofdax BunpobysaHHs A®| (MeTafoKeuH) T. laeHTudikauis,
CynpoBigHi gomiwkn, Baxki metanu, KinbkicHe BU3HaYEHHS-
YTOYHEHHS, 3MiHa NPO60 NiArOTOBKM; 3MiHW A0 p. MapKyBaHHSA
cy6cTaHUii, a came BHECEHHS [0AaTKOBOI iHchopmauii Ha
eTUKeTKy ynakoku Ad|
6. ANNErPA® | Tabnetku, BKPUTI TOB "CaHodi- YkpaiHa CAHO®I BIHTPOIN PpaHuis BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 6e3 UA/8500/01/02
180 MI 060/10HKO10, N0 180 ABEHTIC IHOACTPIA - TYP3 3MiHWM y NpoLeci BUPOOGHMLTBA FOTOBOTO JTiKAPCLKOrO 3acoby, peyenma
mr, Ne10, Ne20 (10x2): YkpaiHa" BK/IO4AI0UM MPOMIXKHMI MPOAYKT, L0 3aCTOCOBYETHCS NpU
no 10 TabneTok y BMPOOHULITBI FOTOBOTO J1iKapCLKOro 3acoby - AoAaBaHHS
6nicTepi; no 1 a6o 2 [0[aTKoBOro eTany nybpuvikauii, Skl nonsarae y HanuaeHHi
6nicTepy B KApPTOHHIi HEBEeJIMKOI KiIbKOCTi MarHito cteaparty sik 4OMNOMiXHOro 3acoby
KopooLi 06pO6KM Y KiHLI eTany HaHeCeHHs M/iBKOBOI 060/10HKN
ANNEPTEK | Ttabnetku, BKpuUTI BapLuaBcbkuii Monbwa dapmaueBTUYHMi Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasnis:3MiHu | Tuny - 6e3 UA/6422/02/01
® o60onoHkoto, no 10 wmr, thapmaueBTUYHN 3aBog, "MNonbhapma” noAaHHA OHOBMIEHOTro cepTudikaTy BiANOBIAHOCTI EBpoNeiiChkiii peyenma
no 7 a6o no 20 1 3aBof C.A. thapmakonei R1-CEP 2004-047-Rev 03 Bif 3aTBEpKEHOTO
Tabnetok y 6nictepi; Monbcha AT BMPO6HUKA A®PI; 3MiHM | TUNY - NOAaHHSA OHOB/IEHOrO
no 1 6nictepy B cepTudikaTy BiAgnoBigHOCTI E€Bponeiickkili hapmakonei R1-CEP
KapTOHHII Kopo6Lyi 2004-047-Rev 04 Big, 3aTBEpAKEHOr0 BUPOOHUKA ADI
ANNMATEN CYyCMeH3isi opasibHa; TOB «TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 4,0 pPeecTpaLiiHnX MmaTepiasiB: 3MiHa 3asiBHUKa 6e3 UA/3264/01/01
b® no 170 mn y donakoHi YkpaiHa» TposiH AT (BnacHvika peecTpadiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenma
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no 10 a6o 20
Tabnetok y 6nictepi,
no 1 6nictepy y nauui

T.CynpoBifHi [OMILIKW - BUNPAB/IEHHA TEXHIYHOT MOMUIIKM , &
came 3MIHEHO HaBaXKy , LLIO 3a3HayeHa A5 NpuroTyBaHHs
Po3unHy nopiBHsAHHSA (a) 3 0,01 Ha 0,1 T; - A5 36epeXxeHHs

KOHLIEHTpaLii po34MHy NOPIBHSAHHSA (C) NpW 1A0ro NPUroTyBaHHi

06'€M PO3UMHHMKA HEObXigHO 3MiHUTK 3 10,0 Mn Ha 100,0 mn.

BpaxoBytouu, Lo NiC/1A YCYHEHHSA TEXHIYHOT MOMWUSIKK,
KOHLLeHTpaLiss BunpobyBaHoro po3uuHy (b) Ta po3unHy
NOPIBHAHHSA (&) OAHAKOBI, A0AATKOBO BHOCUTLCA YTOUHEHHS [0
crneundikauii Ha npenapaty B po3ain "“laeHTudikauis”. Ami3oH";
3MiHM | TUNY - 3MiHK Y MeToAax BUNPOGYBaHHSA T.
Mikpo6iosioriyHa YncToTa - BUTly4YeHO NOBHWI BUKNAL,

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
oco6u, BiANoOBifasIbHOI 3a hapMakoHariag. 3MiHa Micus
3[iiCHEHHSI OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarsay. 3MmiHa
MicLle3HaxopKeHHsi MacTep-gaina
9. ANTENKA cupon no 100 mny MAT YkpaiHa MNAT "Tannucapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHMx MaTepiasis:3MiHu | Tuny - 6e3 UA/12480/01/01
FANIMYDA 6aHLj CkNsHIn abo y "Fanuudapm" 3MiHa po3mipy cepii (BKoYatoum Aiana3oH po3Mipy cepir) peuyenma
PM hNakoHi CKISAHOMY; NO rOTOBOrO JIiKAPCbKOro 3acoby - BBEAEHHS A0AaTKOBMX PO3MIpiB
1 6aHuji abo dhnakoHy cepii roToBOro nikapcbkoro 3acoby. MponoHoBaHa pefakujis.
3 JIOXKKOIO MIpHOIO B TeopeTnyHuii po3mip: He Ginbwe 15,536 Tuc. yn. (ans
nayyi ; no 100 mny [o3yBaHHA 100 mn) Ta He Ginblie 7,768 TuC. yn. (415 A03yBaHHSA
dhnakoHi 200 mn) He 6inbwe 20,0 TvC. yn. (815 fo3yBaHHS 100 mn) Ta He
nonimepHomy; no 1 6inbLwe 10,0 Tuc. yn. (ana gosysaHHs 200 m)
hNaKoHy 3 STIOXKKOKO
MipHOI0 B nauj; no
200 M1y donakoHi
CKnsiHoMy abo
nonimepHomy; no 1
dhnakoHy 3 /TOXKO
MipHOI0 B nayui
10. AMI3OH® TabneTku, BKpUTI MAT "®dapmak” Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasis:3MiHu | Tuny - 6e3 UA/6493/01/02
o6os0oHkoto, no 0,125 He3HayHa 3MiHa y 3aTBepXeHNX MeToax BUNPoOyBaHHs T. peyenma
r no 10 a6o 20 CepefHsa mMaca - BUNpaB/IeHHS TEXHIYHOT MOMUWIKK:
Tabnetok y 6nictepi, 3anponoHoBaHo: Big 0,147 r go 0,163 r (0,155+5%), APY,2.9.5;
no 1 6nictepy y nauui CYNPOBIAHI AOMILLKW - BUNPAB/IEHHA TEXHIYHOT MOMWUSIKK , & came
3MIHEHO HaBaXKy , L0 3a3HayeHa 4718 NpUroTyBaHHs Po3unHy
nopiBHsHHA (@) 3 0,01 Ha 0,1 r; - oNs 36epexeHHs KOHLeHTpawil
PO34MHY NOPIBHSAHHS (C) NPV 1Oro NPUroTyBaHHI 06’em
PO3UMHHMKA HEOBXiAHO 3MiHMTK 3 10,0 mn Ha 100,0 ma.
BpaxoBytoun, Lo NiCNsA yCyHEHHSA TEXHIYHOT MOMUIIKK,
KOHUEHTpaLis BUNpo6ysaHoro po3uunHy (b) Ta po3unHy
MOPIBHAHHSA (a) 0AHAKOBI, A0AATKOBO BHOCUTLCS YTOYHEHHS 4O
crneundikalii Ha npenapaty B po3ain "laeHTudikauis”. Ami3oH";
3MiHK | TUNY - 3MiHK Y MeTOo4ax BUNPOOYBaHHSA T.
Mikpo6ionoriyHa YncToTa - BUy4YeHO NOBHWI BUKIAS,
NpPoBEefEHHA MEeTOANKN
11. AMI3OH® TabneTku, BKpUTI MAT "®apmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis:3miHu | Tuny - 6e3 UA/6493/01/01
060/10HKOI0, N0 0,25 T; He3HauHa 3MiHa y 3aTBeppKeHnX MeTofax BUNpobyBaHHs peyenma
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
NPOBefEHHA MEeTOANKN
12. AMIOAAPO | Tabnetku no 0,2 r, no MpusaTHe YkpaiHa MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/8904/01/01
H 10 TabneTok y akuioHepHe akuioHepHe 3MiHa y MeToAax BUNpPobyBaHHS rOTOBOrO NikapCbKoro 3acoby peuyenmom
6nicTepi; no 3 TOBapUCTBO TOBapuUCTBO (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIO4aouy 3aMiHy abo
6nictepu B nauui 3 "Jlekxim-XapkiB" "JlekxiMm-Xapkis" [OMNOBHEHHS)); 3MiHU || TUNY - 3MiHa NnapameTpiB cneuundikaLii
KapTOHY Ta/abo foNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
13. AMIOAAPO | Tabnetkn no 0,2, in MpuaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasis:3MiHu | Tuny - - UA/8905/01/01
H bulk: no 3000 akuioHepHe akuioHepHe 3MiHa y MeToAax B1NpobyBaHHs roTOBOro NikapcbKoro 3acoby
Tabnetok y TOBapUCTBO TOBapUCTBO (iHWi 3miHM y MeTogax BMNpoOGyBaHb (BKIOYAKUYM 3aMiHy abo
KOHTelHepax "JlekxiM-Xapkis" "JlekxiM-Xapkis" [OMOBHEHHS)); 3MiHu || TUNY - 3MiHa NnapameTpiB cneuundikawii
n1acTMacoBmx Ta/abo [oNyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby
14. AMNoAuNI | tabnetku no 5 mr, no NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepianiB:3MiHu | Tuny - 3a UA/1586/01/01
H 10 TabneTok y "Knismegnpenap "Kuismegnpenapar” 3MiHM Y MeToAMLi KOHTpOo N. "MikpobionoriyHa uicToTa” peyenmom
6nicTepi; no 3 at" rOTOBOrO /liKapCcbkoro 3acoby; 3miHu | Tuny - 3mMiHa B
6icTepun B nauuj NepiogNYHOCTI KOHTPOJTHO 3a NOKAa3HUKOM M. "Mikpob6iosoriyHa
yucToTa", NPONOHYETLCS KOHTPOOBATN JaHWUIA NOKA3HWK Npu
BWMYCKY B KOXHIil1 10-1i cepii, ane He MeHLLe ofHiel cepii B pik
15. AMANoAunl | tabnetkv no 5 mr; no CaHpos CnoBeHis Nex CnoseHis/ BHECEHHS 3MiH 40 peecTpauliiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/11166/01/01
H 15 TabneTok y PapmacbloTikas $papmaueBTUYHA PymyHis/ 3MiHW [0 IHCTPYKLUiT A48 MeAWYHOr0o 3aCTOCYBaHHS /iKapCbKOro peuenmom
CAHAO3® 6nicTepi; no 2 34.4. KomnaHia A4.4., TypeyuunH 3aco6y y po3ainun "B3aemogia 3 iHWYMK NikapcbkMu 3acobamm
6nicTepy y KapTOHHIl CnoBeHis a Ta iHWi By B3aemogiii", "OcobamBocCTi 3acTocyBaHHA" (y T. 4.
KopooLi (BUPOBHMLTBO 3a "3acTocyBaHHA y nepiof BariTHOCTi abo rofgyBaHHsA rpyaar'),
NMOBHUM LMK/IOM; "Mo6iuHI peakwyji" 3rigHO 3 AaHNMK Wofo 6e3neku Ajtoyoi
NepBUHHE i peyoBuHW. BBEAEHHSA 3MiH MPOTAroM 6-Tv MicsLiB nicns
BTOPWHHE 3aTBEPAKEHHS
nakyBaHHs); C.K.
CaHpgos3 C.P.J1.,
PymyHist (KOHTposb
cepii); Cangos Npyn
Carnvk YpyHnepi
lnaknapi CaH. Be
Tik. A.C., TypeuunHa
(BUpPOGHMLTBO in
bulk); CaHpgo3 lnak
CaHait Be TikapeT
A.C., TypeuunHa
(BMPOGHULTBO in
bulk)
16. AMnoAaunl | tabnetku no 10 mr; no CaHpos CnoBeHis Nex CnoBeHis/ BHECEHHS 3MiH A0 peecTpauliiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/11166/01/02
H 15 TabneTok y dapmacbloTikas $apmaueBTUYHA PymyHis/ 3MiHW [0 IHCTPYKLUIT 418 Me4UYHOro 3aCTOCyBaHHA NiKapcbKoro peuenmom
CAHAO3® 6nictepi; no 2 34.4. KoMnaHis 4.4., TypeyunH 3acoby y po3ginu "B3aemogis 3 iHWUMK SlikapCbKMMKU 3acobamm
6nicTepy y KapTOHHil CnoBeHis a Ta iHWi By B3aemogiii", "OcobamBoCTi 3acTocyBaHHA" (y T. 4.

KopooLi

(BUPOBHMLTBO 3a
MOBHUM LIK/TOM;
NepBUHHE i

"3acTocyBaHHA y nepiof BariTHOCTi abo rogyBaHHs rpyaar'),
"Mo6iuHI peakwyji" 3rigHO 3 AaHNMK Woao 6e3neku Ajtoyoi
pPEYOBUHW. BBEAEHHS 3MiH NPOTArOM 6-TW MicALIB nic/s
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BTOPWHHE 3aTBEPAKEHHS
nakysaHHs); C.K.
CaHpos3 C.P.J1.,
PymyHist (koHTpoOsb
cepii); CaHgos Npyn
Carnuk YpyHnepi
Inaknapi CaH. Be
Tik. A.C., TypeuunHa
(BMPOGHMLTBO in
bulk); CaHgos lnak
CaHaii Be TikapeT
A.C., TypeyunHa
(BUpPOGHMLTBO in
bulk)
17. AMOKCUK NOPOLLOK AN PO3YMHY CaHpos3 CnoseHis CaHpo3 'moX — ABCTpiIs BHECEHHS 3MiH 40 peeECTpaLiiHNX MaTepianis:3miHu | Tuny - 3a UA/7064/03/01
NAB® ons iH'ekuin, 500 dapmacbloTikan BisHec nigpo3gin 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
Mr/100 mr; 5 dpnakoHis 34.4. AHTU-IHpEKUHI BBefieHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
3 NMOpPOLLKOM B N3 (AlI-rn3s thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnxX Npo cuctemy
KapTOHHI Kopo6Lyi KyHanb) thapmakoHarnsgy, 3MmiHa ynoBHOBa&XeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEHHA thapMakoHarnsay; KOHTakTHoI 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA hapmakoHarnsagy B
YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobwm,
BiANOBIAA/ILHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bka4vaum
KOHTaKTHI fjaHi) Ta/abo 3MiHM y po3MilLeHHI macTep-daiina
cuctemy hapmakoHarssay) - 3MiHa ynoBHOBaXXeHOT 0cobu
3asBHMKa, BiANOBIAANILHOI 3a 34iiCHEHHS (hapMakoHarnaay:
MponoHoBaHa pegakuis: David John Lewis, B. Sc(Hons), Ph.
D. / OeBig, OXOHC JleBic. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnagy
18. AMOKCUK NOPOLLIOK A/151 PO3YUHY CaHpo3 CnoseHis CaHpo3 'mbX — ABCTpIA BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasiB:3MiHu | Tuny - 3a UA/7064/03/02
NAB® Ons iH'ekui, 1000 dapmacbloTikas BisHec nigpo3gain 3MiHK LWoao 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuenmom
Mr/200 mr; 5 conakoHiB 34.4. AHTU-IHAEKUVHI BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy
3 NOPOLLKOM B rn3 (Al-rn3 hapmakoHarnsgy (BBefeHHs y3arasibHEHUX faHuX NPo cucTemy
KapTOHHI Kopo6Lyi KyHAb) hapMakoHarnsay, 3aMiHa yrnoBHOBaXeHO! 0cobu, BiANOBiAabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaumn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-daiina
cucTeMy chapmMakoHarnsgy) - 3miHa ynosHoBaXKeHoi 0cobu
3asBHVKa, BifNOBIAaIbHOI 3a 34iiCHEHHS thapmakoHarnagy:
MponoHoBaHa pepakuis: David John Lewis, B. Sc(Hons), Ph.
D. / Oesig, OXOHC JleBic. 3MiHa KOHTAKTHUX JaHUX
YMOBHOBaXEHOT 0c06y, BiANOBIAaIbHOI 3a 34iiCHEHHS
chapmakoHarnsgy
19. AHA®EPO Tabnetku, no 20 TOB "Martepia YKpaiHa 3AT CaHToHika Nntea BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/2614/01/01
H TabneTtok y 6nictepi; Meguka- AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenma
no 1 6nictepy y YkpaiHa" 3as1BHMKA (B/1IACHMKA PEECTPALLiiHOro nNoceig4yeHHs). BBeeHHs
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

KapTOHHI Kopo6Lyi

3MiH NPOTArom 3-X MiCALiB Nicia 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsgy.
BeefeHHs abo 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHEHNX AaHvX Npo cuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 3[jiicHEeHHs1 hapMakoHarsay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKEHOT 0cobu,
BiANOBiAA/IbHOI 3a 3filicHeHHS (hapmakoHarnagy (Bkauyatoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmilLeHHI macTep-daiina
cucteMu hapmakoHarnsagy). 3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXeHOI 0c0o6M, BiANOBIfa/ILHOT 3a 34iCHEHHS
chapmakoHarisgy.

20.

AHA®EPO
H ~
ANTAYNN

Tabnetku no 20
Tabnetok y 6nictepi;
no 1 6nictepy y
KapTOHHI Kopo6Lyi

TOB "Martepia
Meguka-
Ykpaida"

YKpaiHa

3AT CaHTOoHika

JlutBa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BuAAd
peecTpauiiHoro NocBigYeHHs, BKIYaoumM MNnaH ynpasniHHA
pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMU JO4ATKOBUM AaHUMMU, LLO
MaloTb HaaBaTUCA KOMNETEHTHUM OpraHoOM, OCKiNTbKM
BMMAaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM OpraHoMm) -
AeTasIbHW ONUC CUCTEMW YNPaB/IiHHA PU3NKaMu y BUrNAgi
nnaHy ynpasniHHA pyU3vKamu, L0 HaaHWA 3asBHUKOM, MICTUTb
pY3VK NPONOPLiiHI 3aX04K 3 MiHIMI3aLil pu3ukiB Ta 34iCHEHHS
hapmakoHarnsgy. [Hopmauis 3 6e3neku, Lo npeacTaBneHa B
IHCTPYKUiT ANA Me4MYHOro 3aCTOCyBaHHA NiKapcbKoro 3acoby
AHadhepoH gutaumin, Tabnetkn no 20 TabneTtok y 6ictepi; no 1
6nicTepy y KapTOHHI KOpO6Lj 3 MapKyBaHHAM YKPAIHCbKO
MOBOI0 Biflo6paxae 3axoamn 3 MiHiMizaLii pusukis, Bignosigae
iHchopmawii, BUKNadeHi y nnaHi ynpasniHHSA pusukamm,
HafaHoro 3asBHUKOM

6e3
peuyenma

UA/7756/01/01

21.

APUMNPA3
one

Tabnetku no 10 mr, no
10 TabneToK y
6nicTepi; no 1, 3 abo 6
6nicTepiB y KAPTOHHIl
nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma CrapTt"

YkpaiHa

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3mMiHa 3asiBHUKa
(BnacHuKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460) 3mMiHa 3aABHMKa rOTOBOro NiKapCbKoro
3aco0by y 3B°A3Ky 3 Nepejayeto npasa BNacHOCTi Ta
MapKeTUHrOBUM PiLLIEHHAM KOMMaHii 4ito4oro Ta HOBOro
3asBHUKIB. TepMiH BBeAEHHS 3MiH - NPOTAroM 6 micAuisB nicns
3aTBEPAKEHHS.
3MiHn | TURY - AgMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo Mmicue npoBefeHHs
KOHTPOJIO AKOCTI. (isS/IbHICTb, 3a SKy BignoBsigae
BMPOGHUK/iMNOPTEP, BK/OYAOUM BUMYCK cepili) 3MiHa
HanmcaHHs agpecu Micls NpoBapKeHHs AifSNbHOCTI BUPOBHMKa
roTOBOrO slikapcbkoro 3acoby, komnaHii TOB «®apma CTapT»,
6e3 3MiHM (haKTUYHOro MicLA NPOBAKEHHS AiSNIbHOCTI
BHOCUTbCS Y 3B'A3KY 3 PiweHHsiM KniBcbkoi Micbkoi paaw Big 10

3a
peyenmom

UA/15765/01/01
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n/n

JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

22,

APUMPA3

Tabnetku no 15 mr, no

TOB "ACIHO

nvctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNNLb, HANMEHYBaHHS NIOLL, Ta NPUCBOEHHS iMEH
ckBepam B MicTi Knesi. TepmiH BBELEHHSI 3MiH - NpOTArom 6
MiCALIB MiCNSA 3aTBEPIKEHHS.
3MiHu | TUNYy - 3MiHKM Wopo 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy (iHLwi 3MiH1) BHeCeHHs pefakuiliHux npaBok
Ta NpvBeAEHHS iHhopMaLii B TEKCTi MapKyBaHHS BifMnoBigHO A0
BHYTPILLHIX BUMOT KOMMaHIT LLoA0 0hopMIEHHS NaKyBas/IbHOTO
marepiany. 3MiH1 He cynepeyatb BUMoram Jlogatky 23 Hakasy
MO3 Ykpainu Big 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MOS3 Ykpaiuu Big 23 nunHs 2015 poky Ne 460). 3miHun |
TUny - 3MiHK Woao 6e3neku/epeKkTUBHOCTI Ta thapmakoHarnagy.
BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
dhapmakoHarnsgy (BBeeHHs y3arasibHEHNX AaHVX NPo cucTemy
hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHO! 0cobu, BiANOBiAaIbHOT
3a 3AjicCHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicHeHHS thapmakoHarnagy (Bkavakum
KOHTaKTHi flaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-daiina
cucteMu dhapmakoHarnagy) 3MiHa KOHTaKTHUX JaHux
YMNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a hapmakoHarnsg,.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
chapmakoHarnsgy. 3miHa MicLle3HaxoKeHHs1 MacTep-daiina.

nocsBi0OYeHHs

on®e

10 TabneTok y
6nictepi; no 1, 3 a6o 6
6nicTepiB y KAPTOHHIl
nauuj

YKPAIHA"

YKpaiHa

TOB "®dapma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3MiHa 3asBHUKa
(BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) 3miHa 3asBHVKa roTOBOrO /iKapCbKOro
3acoby y 3B°53Ky 3 Nepejayero npasa B/1acHoOCTi Ta
MapKeTWHIOBMM PiLLEHHSIM KOMMaHil Aito4oro Ta HOBOro
3asBHVKIB. TEPMIH BBEAEHHSA 3MiH - NPOTAroM 6 MicsALiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLsA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BKJ/THOYAOUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/IO SKOCTI. (AisaNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/iMNOpPTEp, BK/KOYAK4M BUMYCK cepili) 3MiHa
HanucaHHA agpecu MicLs NPoBaMKEHHS [isNIbHOCTI BUPOGHMKA
roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM DaKTUYHOTO MiCLA NPOBAKEHHS Ais/TIbHOCTI
BHOCUTBLCSA Y 3B’A3KY 3 PilleHHAM KuiBcbkoi MicbKoi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByMUb, HaliMEHYBaHHS N/IOLL, Ta MPUCBOEHHS iMEH
ckBepaM B MicTi Knesi. TepmiH BBeZleHHS 3MiH - NPOTArom 6
MiICALIB MiCNSA 3aTBEPLYKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) BHeCeHHs1 pefakuiiHx npaBok
Ta npvBeAeHHs iHopmaLii B TEKCTi MapKyBaHHS BifnoBigHO A0
BHYTPILLHIX BUMOT KOMNaHii W00 0thopMIEHHS NaKyBaslbHOrO

mMartepiany. 3mMiH1 He cynepeyatb Bumoram floaaTky 23 Hakasy

3a
peyenmom

UA/15765/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
MO3 Ykpainu Big 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MOS3 Ykpaiuu Big 23 nunHs 2015 poky Ne 460). 3miHun |
TUny - 3MiHK Woao 6e3neku/eheKkTBHOCTI Ta thapmakoHarnagy.
BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHuX Npo cuctemy
dhapmakoHarnsgy (BBeeHHS y3arasibHEHNX AaHVX NPo cucTemy
hapMakoHarnsay, 3MiHa yrnoBHOBaXXeHO! 0cobu, BiANOBiAaIbHOT
3a 3AjicCHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS thapmakoHarnagy (Bkaodyakum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLeHHiI MacTep-daiina
cucteMu dhapmakoHarnagy) 3MiHa KOHTaKTHUX JaHux
yNOBHOB&XeHOT 0cobw, BignoBiganbHOI 3a hapmakoHarnsg,.
3MiHa MicLA 34iiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsgy. 3MiHa MicLe3HaxopKeHHs MacTep-gaiina.
23. ATEHO/O Tabnetku no 50 mr, no TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a UA/4941/01/01
n- 10 TabneTok y "ACTPAPAPM" "ACTPA®APM" 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuenmom
ACTPA®A 6nicTepi, no 2, 6,9 KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
PM abo 10 6nicTepiB y roTOBOrO JliKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULb
KOpOOLLi 3 KAPTOHY (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
JAianasoHoM 3aTBepAyKeHVX PO3MIpIB yNakoBKM - BBEAEHHS
popartkoBoro po3mipy ynakosky Ne 60 (10 x 6) Ta Ne 90 (10 x 9)
y 6nictepax, 6e3 3MiHM NepBUHHOTO NakyBaslbHOTO MaTepiany, 3
BiANOBIAHMMYM 3MiHaMK B PO3fiNi Ynakoska
24, ATEHO/O Tabnetkv no 100 wmr, TOB Ykpaina TOB Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4941/01/02
n- no 10 TabneTok y "ACTPAPAPM" "ACTPA®APM" 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuenmom
ACTPA®A 6nicTepi, no 2, 6, 9 KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
PM abo 10 6nicTepiB y roTOBOrO /liKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULb
KOpOoO6L 3 KAPTOHY (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa nosa
JAianasoHoM 3aTBepA)KeHVX PO3MIpIB yNakoBKM - BBEAEHHS
nofaTtkoBoro po3mipy yrnakosku Ne 60 (10 x 6) Ta Ne 90 (10 x 9)
y 6nictepax, 6e3 3MiHM NepBUHHOrO NakyBaslbHOTO MaTepiany, 3
BiANOBIAHWMYM 3MiHaMV B pO3fini Ynakoska
25. AYITMEHTW | nopowwok ans "nakcoCmiTKns Benuka "nakco Bennkom Benuka BHECEHHS 3MiH 0 peecTpaviiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/0987/05/02
H™ opasibHOT CycneHsii, H ExcnopT BputaHis MpoaakLLH, BpuTtaHis nofaHHa HoBoro CepTudpikaTy BiAnNoBigAHOCTI €EBponeicbKol peuyenmom
400 mr/57 mre 5 mn, 1 Nimiteq dpaHuia, CmiTKnsaiH dapmakonei Ne RO-CEP 2015-064-Rev 01 ans A®l Amoxicillin
(h1aKOH 3 MOPOLLKOM Bivem trinydrate Enzymatic process Bif, BXe 3aTBepXeHoro
A8 npuroTysaHHa 70 PapmacbioTuKanc BMPOOHUKA, K HACNiLOK OHOBNEHHS cneumdikauii Adl, Lo
M/1 CycrneHsii 3 BK/IHOYA€E BMNPOOYBaHHA Ta KpUTepii NPUIRHATHOCTI CyoCcTaHL,i
[03YH04MM WnpuLemM BUrOTOB/IEHOI 38 EH3VMaTUYHM MPOLECOM
abo MipHUM
KOBMa4ykoM, abo
MiPHOIO JTOXEUKOHO Y
KapTOHHI Kopobui
26. ADPANA Tabnetku, no 20 TOB "Marepia YkpaiHa 3AT CaHToHiKa NntBa BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiastis: 3MiHu | Tuny - 6e3 UA/6887/01/01
Tabnetok y 6nictepi; Mepauka- 3MiHM Wopao 6e3nekn/echeKTUBHOCTI Ta hapMakoHarnsay. peuyenma
no 5 6nictepis y YkpaiHa" BeefeHHs ab0o 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy

KapTOHHI KOpo6Lyi

dhapmakoHarnsgy (BBeEeHHS y3araslbHEHNX AaHvX Npo cuctemy
hapmakoHarnsay, 3MiHa ynoBHOBaXEHOI 0cobU, BiANOBIAa/IbHOI
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3a 3[jicCHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLIO BOHA BigMiHHA Bifj YNOBHOBaXKeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHeHHS hapmakoHarnagy (Bkiovakum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-gaiina
cucTeMu dhapmakoHarnsgy) - 3MiHa KOHTakTHUX JaHnx
YMNOBHOB&XeHOT 0C06M 3as1BHMKA, BifnoBigasibHOI 3a 34iACHEHHSA
thapmakoHarnagy; amiHu | Tuny - AgmiHicTpaTuBHi 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy 3asiBHMKa (BNacHUKa
peecTpauiiHOro NocBIfYEHHS) - 3MiHM aapecy 3asBHUKa
(BBefieHHs 3MiH NpOoTArom 3-X MicAUiB Nic/is 3aTBepAXeHHSs)
27. AUETUNKA | Tabnetkn TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peECTpaLiiHNX MaTepianis:3miHu | Tuny - 6e3 UA/14167/01/01
-TEBA KMLLKOBOPO34MHHI MO YkpaiHa" Oynunus AT 3MiHa y MepPBWHHIli yNakoBLji rOTOBOr0 NiKapCcbKoro 3acoby - peyenma
KAPAIO 75 wr, no 10 TabneTok 3MiHa go po3giny 3.2.P.7 «Cuctema
B 6nicTepi; no 3 KOHTeWHep/3aKynoptoBasibHWi 3aci6», a came 3MmiHa
6nicTepy B KAPTOHHIi nocTayanbHVKOM MepPBUHHOT YNakoBKK 6isloro 6apBHUKa, L0
Kopo6ui; no 100 BXOOWTb A0 CKnafy KoHTelHepa ans Ta6netok Ne100
Tabnetok y
KOHTelHepi; no 1
KOHTeWHepy y
KapTOHHI Kopo6Lii
28. ALUETUNKA | Tabnetku TOB "TeBa Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasiB:3MiHu | Tuny - 6e3 UA/14167/01/02
-TEBA KULLKOBOPO34MHHI MO YkpaiHa" AynHnusa AT 3MiHa y NePBUHHIli yNnakoBLji roTOBOro NikKapcbKoro 3acoby - peyenma
KAPAIO 100 wr, no 10 3MiHa go po3giny 3.2.P.7 «Cuctema
Tabnetok B 6nicTepi; KOHTelHep/3aKynoptoBasbHKii 3aci6», a came 3MiHa
no 3 6nictepu B noctavyanbHUKOM NEePBUHHOI yNakoBku 6if10ro 6apBHUKa, WO
KapTOHHiI kopobuj; No BXOAWTb A0 cknafdy KoHTeHepa ans Tabnetok Ne100
100 TabneTtok y
KOHTeliHepi; no 1
KOHTEelWHepy y
KapPTOHHI Kopobui
29. AUUMKNOBI | tabnetkn no 0,2 r, no MNpuBaTHe YKpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | TUny - 3a UA/6895/01/01
P 10 TabneTok y akuioHepHe akuioHepHe 3MiHa y MeToax BUNPoOyBaHHS rOTOBOrO MiKapCbKoro 3acoby peuyenmom
6nicTepi, no 1 abo 2 TOBapucTBo TOBapuCTBO "J1EKXiM (iHWi 3miHM y MeTogax B1UNpobyBaHb (BKIO4aUM 3aMiHy abo
6nicTepy B nauw 3 "Mekxim-Xapkis" - Xapkis" [OMOBHEHHS)); 3MiHU |l TMNy - 3MiHa NnapameTpiB cneuydikaLliii
KapTOHY Ta/ab0 foNyCTMMUX MEX rOTOBOTO MliKapCbKOro 3acoby
30. AUMKNOBI | tabnetkm no 0,2, in MpusaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TUny - - UA/6896/01/01
P bulk: no 3000 akuioHepHe akuioHepHe 3MiHa y MeToAax B1UNpobyBaHHS roTOBOro NikapCbKoro 3acoby
Tabnetoky TOBapUCTBO TOBapUCTBO "“/lekxiMm (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIO4aUM 3aMiHy abo
KOHTelHepax "JlekxiM-Xapkis" - XapkiB" [OMOBHEHHS)); 3MiHU || TUNY - 3MiHa NnapameTpiB cneuundikavii
na1acTMacoBmx Ta/ab0 foNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
31. BIOCOH TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHuX maTepiasiB: 3MiHa 3asBHVKa 6e3 UA/15137/01/01
NnNiBKOBOKO YKPAIHA" (BnacHvka peecTpadiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuyenma

060n0Hkot0, no 10
TabneTtok y 6nictepi;
nol, 2, 3a6o 10
6nicTepiB y KAPTOHHIN
nauuj

Bif 23.07.2015 Ne 460). 3miHa 3asiBHMKa roTOBOr0 NiKapCbKoro
3acoby y 3B°53Ky 3 NepejaYero npasa B/acHoCTi Ta
MapKeTWHIOBMM PiLLEHHSIM KOMMaHil Ailo4oro Ta HOBOro
3asBHVKIB. TEPMIH BBEAEHHSA 3MiH - NPOTAroM 6 MicsALiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpOBHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo Micue npoBefeHHs
KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUK/iIMNOPTEp, BK/IOUAUM BUMYCK cepiii). 3miHa
HanvcaHHs agpecu Micls NPoBapKeHHN AifNbHOCTI BUPOBHMKa
roTOBOrO slikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM (haKTUYHOro MicLA NPOBAXKEHHS AiSNIbHOCTI
BHOCUTbCSA Y 3B’A3KY 3 PileHHsM KuiBcbkoi Micbkoi paaw Big 10
nvctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNNLb, HANMEHYBaHHS NIOLL, Ta NPUCBOEHHS iMEH
ckBepam B MicTi Knesi. TepmiH BBELleHHSI 3MiH - NpOTArom 6
MiCALIB MiCNSA 3aTBEPIKEHHS.
3MiHu | TUNYy - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy (iHwWi 3mMiHM). BHeceHHA peAakuiiiHnx npaBok
Ta npvBeAEHHS iHhopMaLii B TEKCTi MapKyBaHHS BifMnoBigHO A0
BHYTPILLHIX BUMOT KOMMaHIT LLoA0 0hopMIEHHS NaKyBas/IbHOTO
marepiany. 3MiH1 He cynepeyatb BUMoram Jlogatky 23 Hakasy
MO3 Ykpainu Big 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MOS3 Ykpaiuu Big 23 nunHs 2015 poky Ne 460). 3miHun |
TMNy - 3MiHM LWoAo 6e3nekn/edeKkTNBHOCTI Ta thapmakoHarnsgy
(iHwWi 3miHW). BHeceHHs iHdhopmMauii LLoA0 KOHTaKTIB i3 3anMTaHb
LLoa0 6e3nekn Ta NoGiYHMX edpekTiB A0 IHCTPYKLUii ANns
MeJMYHOro 3acTocyBaHHsA. 3MiHu | TUNY - 3MiHK WOA0
6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHNX Npo cucTeMy hapMakoHarnagy
(BBEAEHHSA Y3araslbHEHUX JaHUX NMPO cuctemy hapmakoHarnagy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiAMiHHa BiJ YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarisay (BK/IUaUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
dhapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
ocobw, BignoBigasnbHOI 3a hapmakoHarnsag. 3miHa Micus
3AiliCHEHHA OCHOBHOI AisSiNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLle3Hax0MKEHHSI MacTep-chaiina.

32.

BICOonPON
on-
ACTPA®A
PM

TabneTku no 5 mr, no
10 TabneTok y
6nicTepi; no 2, 3, 6
a6o 9 6nictepiB y
KOpOO6Li 3 KAPTOHY

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkumit 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JIiKapCbKOro 3acoby (3miHa KifibKOCTi OANHULL
(Hanpuknag TabneTok, aMmnyn TOLO) B yNakoBLi:) - 3MiHa nosa
AianasoHoM 3aTBepKEHNX PO3MIPIB YNaKoBKMN - BBEAEHHS
nofaTtkoBoro po3mipy ynakosku Ne 60 (10 x 6) Ta Ne 90 (10 x 9)
y 6nictepax, 6e3 3MiHM NepBUHHOTO NakyBaslbHOTO MaTepiany, 3
BigMNoBigHVMM 3MiHAMM B PO3AiNi YnakoBka

3a
peyenmom

UA/8959/01/02

33.

BICOonPON
on-
ACTPA®A

Tabnetkn no 10 mr, no
10 TabneToK y
6nictepi; no 2, 3, 6

TOB
"ACTPAGAPM"

YKpaiHa

TOB
"ACTPAGAPM"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkunit 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu

3a
peyenmom

UA/8959/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
PM abo 9 6nicTepiB y rOTOBOrO /1iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OAMHULb
KOpOOLi 3 KAPTOHY (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
AianasoHoM 3aTBepAyKeHVX PO3MIpIB yNakoBKW - BBEAEHHS
popartkoBoro po3mipy ynakosky Ne 60 (10 x 6) Ta Ne 90 (10 x 9)
y 6nictepax, 6e3 3MiH/ NePBUHHOIO NaKyBas/lbHOTO MaTtepiany, 3
BiANOBIAHMMM 3MiHamMV B po3fiNi Ynakoska
34. BI®OK® IC | Tabnetku, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14315/01/01
Tabnetok y 6nictepi; [04aTKOBOKO [0aTKOBOK 3MiHu 3 aKocTi. A®Il. KoHTposb A®I. 3MiHa y meTogax peyenmom
no 1 6nictepy B nauui BiANOBIga/IbHICT BiANOBIAA/LHICTIO BunpobysaHHA APl abo BMXigHOTO MaTepiany/npomiKHOro
3 KapToHY 10 "IHTEPXIM" "IHTEPXIM" npoaykTy/peareHTy, W0 BUKOPUCTOBYETLCS Y NPOLIECi

BUpo6HMUTBa AP (iHLWi 3MiHM Yy MeToAax BUNPo6yBaHHS
(BKntOvatoum 3amiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MpOMIKHOro NpoAyKTy) - 3MiHW y MeToAax
BMNpobyBaHHA APl KogeiHy dhocdat: 3miHa MeToanKu
BMKOHaHHS TeCTY «3a/MLLKOBI Ki/IbKOCTi OpraHivuHmx
PO3YMHHWKIB»; 3MiHa METOAUKN BUKOHaHHS TecTy «N,N —
anmMeTunaHiniv» ans supobHuka Alkoloida Chemical Company
Zrt. 3miHn | TNy - 3MiHK 3 siKOCTi. A®I. KoHTponb AdI. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHUX Yy cneuundpikauisix Ha A®l, abo BUXigHWIA/NPOMIKHUIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYOTLCA Y MPOLECI
BUPOGHMLTBA AD| (3BY)KEHHS AONYCTUMUX MEX, BUSHAYEHNX Y
crneundikauii) - 3miHu y cneumdikayii A®Il: 3miHa HopMyBaHHS
TeCTy «3a/IMLLIKOBI KiSIbKOCTi OpraHiyHnX po3unHHKKIB» Ana APl
KopeiHy chocdhat Ta npuBeeHHA HOPMyBaHHS 151 KOXKHOTO
BMPOGHMKA OKpeMO. 3MiHu | Tuny - 3MiHK 3 AKOCTi. FoTOoBWIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCbKoro 3acoby (iHLui
3MiHW) - YTOYHEHHS] hOPMY/THOBaHHS HOPMYBaHHS TECTIB
"Po3unHeHHs", "Mikpo6ionoriyHa uicToTa" Ta YyTOUHEHHS B
MEeTOANLi BUKOHAHHS TecTy "PO3UnMHEHHS" (YTOUHEHHS
nocunaHHsA Ta hopmMysIloBaHHS NpuaaTHOCTI XpoMatorpadivHoi
cuctemn) y MKA N3. 3miHu | Trny - 3MiHKW 3 KOCTi. FOTOBMIA
nikapcbkuii 3aci6. KOHTPOb AOMNOMDKHUX PeYOBUH (iHLLI 3MiHW) -
npuBefeHHs cneuudikauii Ta MeToAiB BUNPOOYBaHHS
[0NOMDKHMX PEYOBUH 10 BUMOT Aitoyoi pefakuii EP/ AdY:
KpoXmMasib KapTonasHwia (3a n. igeHTudikalis, po3unHHICTb),
HaTpilo KPOXMaUTLIIKONAT (3a N. onwuc), rinpomenosa (3a m.
ileHTUdiKaLisi, pO34MHHICTb, pH, B A3KiCTb), KPOCMOBIAOH (3a .
ineHTUIKaLIS, PO3YMHHICTb), KPEMHIO A4iOKCUA KOMOifHNM
6€3BOAHWIA (3a M. PO3UMHHICTD); TaslbK (3a M. PO3UMHHICTb,
KMCNOTHICTb @b0 NYXHICTb); KasibLito cTeapart (3a n.
PO3YMHHICTb, KifIbKICHE BU3HAYEHHS) Ta Liestonosa
MiKpOKpUCTastiyHa ( 3a M. onuc, iaeHTudikalis, po34nHHICTb,
PO3YMHHICTb B Mifi TeTpaamiakaTHOMY PO34MHi amiayHOMy,
PEeYOBUHM, PO3UMHHI Y edoipi). 3MiHn | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO /iKapPCbKOro
3ac00y (BUyYEHHSI HECYTTEBOTO BUMPOOGYBaHHS B NMPOLLECI
BMPOGHMLITBA) - BUIYYEHHS NMOKa3HUKa «3a/IMLIKOBa BOJONICTb»
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
i3 cneundikauii Ta MeTOAIB KOHTPOSIIO MPOMIXKHOIO NPOAYKTY
«[paHynsT HeonyapeHuii». 3MiHu | TUny - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa napameTpiB
cneumdikauin Ta/abo [ONYCTUMUX MEX NEPBUHHOT YNaKoBKU
roTOBOrO JliKapCbKOro 3acoby (A0NOBHEHHA cnevudikaLii HoBUM
NoKa3HUKOM 3 BiAMOBiAHM METOLOM BUNPO6YBaHHS) -
[ONOBHEHHS cnevmdikayii Ta MeToAiB KOHTPOJIKO NEPBUHHOIO
nakyeasibHOro matepiany /13 nniska NONIBIHINIX10pUAHA TECTOM
«lgeHTudpikauisi» 3 BigNOBIAHNM METOAOM BUNPOGYBaHHS.
35. BPOHXOB Tabnetku no 30 mr, nNo CaHpo3 CnoseHis BUPOBHMLTBO in HimeyunH BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/9256/02/01
AN® 10 TabneTok y dapmacbloTikan bulk, nakyBaHHs, a/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
6nicTepi; no 2 3 4.0 BWNYCK cepil: Monbwa MiCLil NMPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nicTepy B KAPTOHHIi Canotac Papma NiKapcbkoro 3acoby, BKIoYakoun AinbHULi BUNYCKy cepii abo
KOpoo6Li v6X, HimeyunHa; MiCLie NpOBEAEHHSA KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
nakyBaHHs, BUMYyCK BiANOBIAAE BMPOGHMK/IMNOpPTEpP, BK/OYAOUM BUMYCK Cepiid)
cepi: YTOUHEHHSs agpecu BUpobHuka 13 Cantotac ®apma MNv6X,
Nex C.A,, MonbLa HimeuumnHa, 6e3 3miHM Micus BUpoOHULTBA: BBEAEHHS 3MiH
NpPOTArom 6-TM MicALiB Nic/IA 3aTBEPAKEHHS.
36. BA3E/IH Masb no 25 r abo no MpAT YkpaiHa MpAT YKkpaina BHECEHHS 3MiH O peecTpaLiiiHix maTepianis:3miHu Il Tuny - 6e3 UA/6520/01/01
50 r y KOHTeliHepax; PapmaueBTMYHa PapmaueBTMUHA 3MiHa BMPOGHWMKA BUXILHOro/MPOMKHOIO NPOAYKTy/peareHTy, Lo peyenma
no 25 r y ty6ax; no 25 habpuka habpvka "Biona", BVIKOPVCTOBYOTLCA Y BUPO6HUYOMY npoLeci ADl, abo 3miHa
ry T1y6i, no 1 1y6i B "Biona" YkpaiHa BMpO6HUKa (BK/THOYaKOUK, Ae HeobXifHO, MicLe NpoBeAeHHS
nauuj; no 20 r y Ty6ax; KOHTpO/t0 KoCTi) ADI - BBEAEHHS AOAATKOBOrO BUPOOHUKA ANs
no 20 ry Ty6i, no 1 A®| BaseniH "Mercan Kimya Sanayi ve Ticaret Anonim Sirketi",
Ty6i B nayui Turkey
37. BANbUUT TabneTkn, BKPUTI ®.XohchmaHH- LLBeliyapis Bupo6HMLTBO KaHnaga/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHM | TNy - 3a UA/14688/01/01
® nniBKOBOKO Na Pow Ntg, Hepo3acoBaHol LWseiuapi | 3miHu 3 siKoCTi. FOTOBMIA NiKapcbkuid 3aci6. 3MiHW Y BUPOGHMLTBI. peuyenmom
06010HKO0, N0 450 Mr npoayKuii, nepeuHHe al 3MiHa iMnopTepa/3aMiHu, L0 CTOCYHOTLCA BUMYCKY cepii Ta
no 60 TabneTok y nakyBaHHs1, HimeuunH KOHTPOJI0 SIKOCTi FOTOBOrO /liKapCbKoro 3acoby (3amiHa abo
nasAwui; no 1 naswui 'y BMNPO6YBaHHS a [oaaBaHHsA AiNbHULI, Ha 5K 3AiCHI0ETLCA
KapTOHHI ynakoBL,i KOHTPOJIIO AKOCTI: KOHTPO/b/BMNPO6YBaHHSA cepii). BBeAeHHA BUPOBHNYOT AifIbHUL
MareoH IHK., MaTeoH IHK., KaHaga 3 KOHTPO/IHO SKOCTI MiKapCbKoro 3acoby.
KaHapa; BBefeHHA 3MiH NPOTAroM 6 MicALiB NiC/A 3aTBEPAKEHHS.
BTopuHHe
nakyBaHHS:
& . XohpmaHH-/15
Pouw Jltg,
LLiBeliyapisi;
BunpobyBaHHs
KOHTPOJIIO AKOCTI:
Pow ®apma Arl,
HimeuunHa,;
Bunyck cepil:
& . XodpchpmaHH-/151
Pow NTpA,
Liseliuapis
38. BAP®APWU | Tabnetku no 2,5 mr; TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpaljiiiHuX maTtepiasis: 3MiHa 3asBHMKa 3a UA/5747/01/01
H-®C no 10 Tabnetok y YKPAIHA" Crapt"” (BnacHvika peecTpauiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6nicTepi; no 1, 3 abo
10 6nicTepiB y nauui 3
KapTOHY

Big 23.07.2015 Ne 460): 3miHa 3asiBHMKa rOTOBOrO /iKapCbKOro
3aco0by y 3B°A3Ky 3 Nepejayeto npasa BNacHOCTI Ta
MapKeTWHIOBMM PiLLEHHSIM KOMMaHili Aiko4oro Ta HOBOro
3aABHMKIB. TEPMIH BBEAEHHS 3MiH - NPOTAroM 6 MicsALiB micns
3aTBEPMAKEHHS.
3MiHu | TUNY - AgMIHICTPATVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLs NPOBaXEHHS AiS/IbHOCTI
BMpOBHUKa/iMNopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAKOUY AiNbHULj BUNYCKY cepil abo MicLe npoBefeHHs
KOHTPOJIO SIKOCTI. (AisiNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHUWK/iIMNOPTEp, BK/IOUAOUM BUMYCK cepiii). 3MiHa
HanmcaHHs afgpecu Micls NPoBapKeHHS AifNbHOCTI BUPOOHMKa
roTOBOrO slikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM (haKTUYHOro MicLA NPOBAXKEHHS AiSNIbHOCTI
BHOCUTbCSA Y 3B’A3KY 3 PileHHsM KuiBcbkoi Micbkoi paaw Big 10
nvctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNNLb, HANMEHYBaHHS NIOLL, Ta NPUCBOEHHS iMEH
ckBepam B MicTi Kuesi. TepmiH BBELlEeHHSI 3MiH - NpOTArom 6
MiCALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - 3MiHKM Wopao 6e3nekn/edeKTUBHOCTI Ta
chapmakoHarnsgy (iHwWi 3mMiHu). BHeceHHsA peAakuiiiHnx npaBok
Ta NpvBeAEHHS iHhopMaLii B TEKCTi MapKyBaHHS BifMnoBigHO A0
BHYTPILLHIX BUMOT KOMMaHIT LLoA0 0hopMIEHHS NaKyBas/IbHOTO
marepiany. 3MiH1 He cynepeyatb BUMoram Jlogatky 23 Hakasy
MO3 Ykpainu Big 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MOS3 Y«kpainu Big 23 nunHsa 2015 poky Ne 460). 3amiHa
rpaciyHoro 306paxxeHHs NEPBUHHOT Ta BTOPMHHOI YNakoBKW Ha
TEKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOI YNakoBKW 3
BignoBigHMMKM 3MiHaMun o po3sginis MKA /13 (po3gain «IpadivHe
0hOpPMNEHHS YNAKOBKN» 3aMiHEHO PO3AinoM «MapKyBaHHS»).
3MiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnaay 3asiBHUKa AN 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsay (Bkioyatoun KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3milLieHHi MacTep-chaiina cuctemmn hapmakoHarnsagy). 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXKEHOI 0co6w, BifANOBiAa/IbHOI 3a
chapmakoHarnsg,. 3MiHa micus 34iNCHEHHA OCHOBHOT AiANIbHOCTI
3 (hapmakoHarnagy.
3MiHa MicLe3HaxoMKeHHs1 MacTep-daiina.

39.

BAPD®APU
H-®C

TabneTkn no 3 mr; no
10 TabneTok y
6nictepi; no 1, 3 abo
10 6nicTepiB y nauui 3
KapTOHY

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma
Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpauljiiiHux maTtepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3MiHa 3asiBHNKa rOTOBOr0 NiKapCbKoro
3acoby y 3B A3Ky 3 nepegayeto npasa BNacHOCTI Ta
MapKeTVHIOBMM PiLLEHHSAM KOMMaHii Ailo4oro Ta HOBOro
3a5BHUKIB. TepMiH BBeZleHHS 3MiH - NPOTAromM 6 micsauiB nicns

3a
peyerimom

UA/5747/01/02
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3aTBEPMAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/THOYAIOUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIO AKOCTI. (AisaNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOPTEp, BK/IOYAYM BUMYCK cepiii). 3miHa
HanucaHHa agpecu MicLA NPOBaMKEHHS AisSIbHOCTI BUPOGHMKaA
roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM DaKTUYHOTO MICLA NPOBAKEHHS Ais/IbHOCTI
BHOCUTBLCSA Y 3B’A3KY 3 PilleHHAM KuiBcbKoi MicbKoi paam Big 10
nucronaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByMUb, HaliMEHYBaHHS N/I0LL, Ta MPUCBOEHHS iMEH
ckBepaM B MicTi Knuesi. TepmiH BBeZleHHS 3MiH - NPOTArom 6
MicsLiB MiCNSA 3aTBEPAYKEHHS.
3MiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHHs pefakuiiHnx npaBok
Ta npuBeAeHHs iHopmaLii B TEKCTI MapKyBaHHS BifnoBigHO A0
BHYTPILLHIX BUMOT KOMNaHii o0 0thopMIEHHS NaKyBaslbHOrO
mMartepiany. 3mMiH1 He cynepeyatb Bumoram flogaTky 23 Hakasy
MO3 Ykpainu Bif 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23 nunHsa 2015 poky Ne 460). 3amiHa
rpagpiyHoOro 306paxKeHHA NepBUHHOT Ta BTOPUHHOT YNakoBKW Ha
TEKCT MapKyBaHHs NEPBMHHOT Ta BTOPUHHOI YNakoBKu 3
BiANOBIgHMMM 3MiHamK fo po3ainie MKHA N3 (po3gin «IpadivHe
0(hOPMIEHHS YNAKOBKM» 3aMiHEHO PO3/iNIoM «MapKyBaHHSI»).
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cmuctemy hapmakoHarasgy, 3MiHa ynoBHOBaXXeHOi 0cobum,
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iNCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy). 3miHa
KOHTaKTHUX JaHWX yNMOBHOBaXKEHOI 0cobw, BiANOBIAa/IbHOI 3a
thapmakoHarnag. 3MiHa MicLsa 34iACHEHHSI OCHOBHOI [isSiNIbHOCTI
3 hapmakoHarnsagy.
3MiHa MicLie3HaxoMKeHHs macTep-daina.

40.

BEKTUBIK
C

KOHLeHTpaT Ans
PO34mnHy ANs iHdy3il,
20 mr/m; mo 5 mny
thnakoHi; no 1
(hN1akoHy B KApTOHHI
KOpoo6Li

AMIxeH €spona
B.B.

HigepnaHaun

AmOKeH €spona
B.B., Hioepnangu
(MapkyBaHHS,
BTOPWHHE
nakyBaHHs Ta
BUMYCK cepii);
AmOKeH
MaHyhekuypiHr
Nimiten, CLLWA
(BMPOGHMLTBO,

HigepnaH
an/ CLUA

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny -
3MmiHa y MeTogax BunpobysaHHa APl abo BMXigHOro
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BUKOPWUCTOBYETLCA Y NpoLeci BUpo6HULTBA ADI - 3MmiHa [0
KBanigpikaLinHOro NPOTOKONY OTPUMAHHSI POBOYOro CTaHAapTy
(WRS) Ta 3anpoBapKeHHs HOBOI a/lbTepPHATUBHOT cepil
po6oyoro ctaHaapTy (WRS) ansa TecTyBaHHs fito40i peqyoBrHA
Ta roToBOro Nikapcbkoro 3acoby. BeeAeHHs 3MiH NpOTArom 6-Tu

3a
peyenmom

UA/10806/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
nepBrHHE MiCALIB MiC/1A 3aTBEPKEHHS
nakyBaHHs)
41. BI®PEHLA TabneTku, BKPUTI Mcpaiizep IHK. CWA Bupo6bHMLTBO HimeyunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/2666/01/01
nAiBKOBOO npenapary in bulk, a/ 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. peyenmom
060/10HKO10, M0 200 Mr KOHTPO/Ib SKOCTi Npu ITanis 3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHULi BUPO6HULTBA ANS
no 7 tabnetok y BUMYCKY, NaKyBaHHS, 4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
6nicTepi; no 2 KOHTPO/b AKOCTI nikapcbKoro 3acoby (A4iNbHWUUA 415 BTOPUHHOTO NaKyBaHHS).
6nicTepy B KApPTOHHIi (cTabinbHicTb), BBefeHHs1 [oAaTKOBOT AifIbHUL 4719 BTOPMHHOIO NakKyBaHHS
KopooLi BUNYCK cepi: Mdpaiizep Itania C. p. n., ITanis
P-dapm JxepmaHi 3MiHM | TMNy - 3MiHK 3 AKOCTI. FOTOBWUIA Nikapcbkmii 3aci6. 3MiHn
'v6X, HimeuyunHa,; y BUPOBGHMLTBI. 3amiHa abo BBeAEHHSA A0AATKOBOT AifIbHULL
Bnpo6bHuLTBO BMPOGHMLTBA /151 HACTUHM ab0 BCbOro BUPOGHMYOrO npoLiecy
npenapary in bulk, roTOBOrO MiKapCbKOro 3acoby (A4iNbHMUUA 4715 NePBUHHOTO
KOHTPO/Ib SIKOCTi Npu nakyBaHHs).
BUMYCKY, NaKyBaHHS, BBegeHHs1 40AaTKOBOI AiNbHULI 415 NEPBUHHOIO NakyBaHHS
KOHTPO/b AKOCTI Mdpanzep Itania C. p. n., ITania. 3miHn | TuRy - 3MiHK 3 SKOCTI.
(cTabinbHicTb), ['oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
BUNYCK cepii: iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOII0
Mdpanzep ITanisa AKOCTI FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
C.p.n., Itanisa BMPOGHMKa, L0 BiANOBiAaE 3a BBe3eHHA Ta/abo BMNycK cepil) -
Bkitoyatoun KOHTPOIL/BUNPOBYBaHHA cepii. BBeeHHs
fopatkosoi AinbHuui Mdpainsep Itania C. p. ., ITanis, wo
BiAnoBigae 3a Bunyck cepii. 3MiHu | TUMy - 3MiHK 3 AKOCTI.
[oTOBWIA NNikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMI 3aci6. 3MiHa Y NepBUHHIN
yMaKoBLji FOTOBOr0 NiKapCbKOro 3acoby (SKiICHWIA Ta KiNbKiCHWIA
cknap) - Teepai nikapcbki oopMu. 3MiHa NakyBasibHOro
mMartepiany 3 «bnictepHa ¢onbra, 20 MKM, 3 TEPMO3axXUCHUM
NMOKPUTTSIM Ha OCHOBI BiHiNakpunaty» Ha «bnictepHa donbra, 25
MKM, 3 MBX/MBAX TepMO3aX1UCHUM NOKPUTTSAMY.
3anponoHoBaHWil NakyBa/ibHWUIA MaTepian eKkBIBaSIEHTHUI BXe
3aTBEPAKEHOMY.3MiHVN BHECEHO B iHCTPYKLO A5 MELUYHOIO
3aCTOCYBaHHS LLLOAO HaliMEeHYBaHHA Ta MiCLLe3HaXOKEHHS
BMPOGHMKA, SIK HACNIAOK — BiANOBIAHI 3MiHW Yy TEKCT MapKyBaHHS
YNaKoBKM NiKapCbKoro 3acoby.
42, BI®PEHA TabneTku, BKPUTI Mcpaiizep IHK. CWA Bupo6bHMLTBO HimeyunH BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/2666/01/02
naiBKOBOO npenapary in bulk, a/ 3MiHK 3 AKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI. peyenmom
o060n0oHkoto, no 50 mr KOHTPO/Ib AKOCTI Npun ITanis

no 10 Tabnetok y
6nictepi; no 1
6nicTepy B KApTOHHIl
KopooLi

BUMYCKY, NaKkyBaHHS,
KOHTPO/b SKOCTI
(cTabinbHicTb),
BUNYCK cepii:
P-®apm xepmaHi
Mm6X, HimeuunHa;
Bupo6bHMLTBO
npenapary in bulk,
KOHTPO/b AKOCTi Npnt
BUMYCKY, NaKkyBaHHS,

KOHTPO/b SKOCTI

3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHULi BUPO6HULTBA ANS
YyacTvHM abo BCbOro BUPOGHUYOro npoLiecy roToBoro
NiKapcbKoro 3acoby (AinbHMLA ANs BTOPUHHOIO NaKyBaHHS).
BBefeHHs1 [oAaTKOBOT AifIbHULL 471 BTOPUHHOIO NakKyBaHHS
Mdpaiizep Itania C. p. n., ITanis
3minu | TMRY - 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3aMiHa abo BBeAEHHSA 40AATKOBOT AifIbHULL
BMPOGHMLITBA AJ151 YHACTUHM abo BCbOrO BUPOGHMYOTO npoLecy
roTOBOrO MiKapCbKOro 3acoby (A4iNbHMUUSA 4715 NePBUHHOMO
nakyBaHHs).
BBefieHHs1 f,04aTKOBOI AiNbHUL 4151 NEPBUHHOIO NakKyBaHHS
Mdparizep ITanis C. p. ., ITanis. 3MiHu | TMNy - 3MiHM 3 SKOCTI.
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n/n
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3asBHUK
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(cTabinbHicTb),
BUNYCK cepi:
Mdpaiizep ITania
C.p.n., Itanisa

[oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCA BUMYCKY Cepii Ta KOHTPO/I0
SIKOCTi rOTOBOro flikapcbKoro 3acoby (3amiHa abo fofaBaHHSA

BMPOGHMKA, LLIO BiANOBIAaE 3a BBE3eHHS Ta/abo BMMyCK cepil) -
Bkitoyatoun KOHTPOL/BUNPOBYBaHHA cepii. BBegeHHs
fopatkoBoi ginbHuLi Mcpaiizep Itania C. p. ., ITanis, wo
BiAnoBigae 3a Bunyck cepii. 3MiHu | Tuny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. Cuctema

KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yMaKoBLji FOTOBOT0 NiKapCbKOro 3acoby (SKICHWIA Ta KiNbKiCHWIA

cknap) - Teepai nikapcbki hopmu. 3MiHa NakyBasibHOro
Martepiany 3 «bnictepHa ¢onbra, 20 MKM, 3 TEPMO3axXUCHUM

MOKPUTTSIM Ha OCHOBI BiHiNakpunaty» Ha «bnictepHa donbra, 25
MKM, 3 MBX/MBAX TepMO3axX1UCHUM NOKPUTTSAMY.
3anponoHoBaHuii NakyBaslbHW MaTepiasl EKBIBa/IEHTHUIA Bxe
3aTBEPAKEHOMY.3MiHV BHECEHO B iHCTPYKLO A5 MELUYHOIO
3aCTOCYBaHHS LLOAO HaliMeHYBaHHA Ta MiCLLe3HaXOKEHHS
BMPOGHMKA, SIK HACNIAOK — BiANOBIAHI 3MiHW Yy TEKCT MapKyBaHHS
YNaKoOBKM NiKapCbKoro 3acoby.

FTABAHTUH
300

kancynu no 300 mr; no
10 kancyn y 6nicTepi;
no 3 abo 6 6nictepiB y
KapTOHHIN nauui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma
Crapt”

YKpaiHa

BHECEHHS 3MiH [J0 pEECTpaLjiiiHMX MaTepianis: 3MiHa 3asiBHMKA
(BnacHvKa peecTpauiinHOro noceigveHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460): 3MiHa 3asiBHMKa rOTOBOrO /iKapCbKOro
3aco0y y 3B°A3Ky 3 Nepejayeto npasa BNacHOCTi Ta
MapKeTUHrOBUM PiLLIEHHAM KOMMaHii Aito4oro Ta HOBOro
3asBHVKIB. TEPMIH BBEAEHHS 3MiH - NpOTArom 6 micAuiB micns
3aTBEPKEHHS. 3MiHU | TUNYy - AAMIHICTPATUBHI 3MiHX. 3MiHa
HallMeHyBaHHS Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BKJ/THOYAOUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/IO SKOCTI. (AisafNbHICTb, 3a Ky BiAnoBigae
BMPOGHUWK/iIMNOPTEp, BK/IKOYAYM BUMYCK cepiii). 3miHa
HanucaHHA agpecu MicLs NPOBaMKEHHS [isNbHOCTI BUPOGHMKA
roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM DaKTUYHOTO MiCLA NPOBAKEHHS Ais/IbHOCTI
BHOCUTBLCSA Y 3B’A3KY 3 PilleHHAM KuiBcbkoi MicbKoi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByMUb, HaliMEHYBaHHS N/IOLL, Ta MPUCBOEHHS iMEH
ckBepaM B MicTi Knesi. TepmiH BBeZleHHS 3MiH - NPOTArom 6
MiCALiB MICNSA 3aTBEPAYKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHHs1 pegakuiiHnx npaBok
Ta npvBeAeHHs iHopmaLii B TEKCTI MapKyBaHHS BifnoBigHO A0
BHYTPILLHIX BUMOT KOMNaHii W00 0thopMIEHHS NaKyBaslbHOrO
martepiany. 3mMiH1 He cynepeyatb Bumoram flogatky 23 Hakasy
MO3 Ykpainu Big 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23 nunHsa 2015 poky Ne 460). 3amiHa
rpagiyHOro 306paxkeHHs NePBUHHOT Ta BTOPUHHOT YNakoBKM Ha
TEKCT MapKyBaHHs NEPBMHHOT Ta BTOPUHHOI YNakoBKY 3
BiANOBIgHMMM 3MiHamK fo po3ainie MKA N3 (po3gin «IpadivHe
0(POPMIEHHS YNAKOBKM» 3aMiHEHO Po3/ifIoM «MapKyBaHHSI»).

3a
peyenmom

UA/7323/01/03
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3MiHu | TURY - 3MiHK Woao 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnisgy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iicCHEHHA dapMakoHarnsay; KOHTakTHOT
0ocobu 3 dhapmakoHarnagy 3asiBHUKa ANs 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BiAMiHHA Bif,
YMNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyarouy KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3milLeHHi MacTep-chaiina cuctemun hapmakoHarnsagy). 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXKEHOI 0co6w, BiANOBiAa/IbHOI 3a
thapmakoHarnsg,. 3MiHa micus 34iMCHEHHA OCHOBHOT AiANIbHOCTI
3 hapmakoHarnsgy. 3miHa MicLue3HaxoMpKeHHs MacTep-goaiina.
44, FABICKOH TabneTtku xyBasbHi N0 | PekkiTT BeHkizep Benuvka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny - 6e3 UA/6865/02/01
® M'ATHI 8 Tabnetok y 6nictepi; | Xenckep (FOKeit) BpuTaHis Xenckep (KOKeit) BpwvTaHis 3MiHM BHECEHI 40 IHCTPYKLT 4719 MeAMYHOro 3aCTOCYBaHHS peyenma
TABNETKW | no 2 a6o no 3 Nimiteq Nimiten nikapcbKoro 3acoby Ao po3ainis: "OcobaMBOCTI 3aCTOCyBaHHS",
6nicTepy B KAPTOHHIi "Mepeno3yBaHHA". BBeAEHHSA 3MiH NPOTArom 4-X MicALiB nicns
Kopob6ui, no 16 3aTBEPMKEHHS
Tabnetoky
KOHTelHepax
45, FrENAAN® NMOPOLLIOK A/151 PO3UYUHY TOB Ykpaina TOB "BANTIAPTIH Ykpaina BHECEHHS 3MiH 0 peecTpavliiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/5324/01/01
® Ans iH'exuii, no "BAJTAPTIH PAPMA", YkpaiHa 3MiHa y MeTogax BunpobyBaHHa APl abo BMXigHOTO peyenmom
942,05 Mr nopoLuky y DPAPMA" (Bunyck cepii); TOB martepiany/npomMKHOro NpoayKTy/peareHTy, LWo
dhnakoHi; no 1, 5 a6o "®APMEKC IrPyn", BVKOPVCTOBYETbLCS Y NpoLeci BUpo6HMLUTBa ADI; cynyTHA 3MiHa:
10 dhnakoHiB y YkpaiHa 3MiHa y napameTpax crneuundikauiii Ta/abo fonycTVMUX Mex,
KapTOHHI ynakoBLi (BMPOGHMLTBO, BM3HAYEHUX Yy cneuundikauisix Ha A®l, abo BMXigHWIA/NPOMIKHUIA
nakyBaHHs, npoayKT/peareHT, Lo BUKOPUCTOBYOTLCA Y MPOLECI
KOHTPO/b SIKOCTI) BMPOGHMLTBA ADI - 3aMiHa 3aTBEPAXKEHNX METOAIB KiJIbKiICHOTO
BMU3HAUYEHHS KapHITUHY Ta 0poToBOI kucnotu (EP 2.2.20) Ha
€MHWIA MeTOo/, BU3HAUYEHHS KapHiTUHY opoTarty (EP 2.2.20), 3
BiZNOBIAHOK 3MiHOK A0 cneundikauii AdI
46. FrENAAN® kancysu, no 10 kancyn TOB YkpaiHa TOB "BAJNIAPTIH Ykpaina BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:3miHu | Tuny - 3a UA/5324/02/01
® y 6nicTepi; no 10 "BAJNTAPTIH PAPMA" 3MiHa y MeToAax BunpobyeaHHss APl abo BMXiZHOTO peuyenmom
Kancyn y énicrepi; no DPAPMA" mMarepiany/npoMibKHOro NPoayKTy/peareHTy, Wwo
3, 5 ab6o 10 6nicTepis BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHMLTBA ADI; cynyTHA 3MiHa:
Yy KapTOHHI/ nauui 3MiHa y napameTpax cneuudikauii Ta/abo 4onyCTUMUX MeX,
BM3HaYeHNX y cneuundpikauisx Ha A®l, abo BUXigHWIA/NPOMKHUIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y NPOLEC
BMpo6HMUTBa ADI - 3aMiHa 3aTBEpPYKEHUX METOZAIB KisIbKiCHOrO
BMU3HAYEHHS KapHITUHY Ta 0poToBOi kucnotu (EP 2.2.20) Ha
€[IMHWIA MeTo, BU3HAYEHHS KapHiTUHY opoTarty (EP 2.2.20), 3
BiNMOBIAHOK 3MiHOK A0 cneumndikauii AD|
47. FENAPWUH- PO3YMH ANS iH'EKLi, MpAT "Mo Ykpaina MpAT "Mo Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3MiHu |l Tuny - - UA/12799/01/01
IHOAP 5000 MO/mn in bulk BUPOGHMLTBY BUPOOHULTBY 3MiHa BUPOGHWKa BUXIiLHOro/MpoMiKHOIO NPOAYKTy/peareHTy, Lo

Ne 100: no 5 mn
(25000 MO) y
chnakoHi; no 100
dhakoHiB y kopooi; in
bulk Ne 200: no 5 mn

iHcyniHiB"IHOAP

iHCyniHiB "lHaap"

BVIKOPVCTOBYIOTbCS Y BUPOObHUYOMY npoueci A®l, abo 3miHa
BMpO6HUKa (BK/TOYaKoUK, fe HeobXifHo, MicLue NpoBeaeHHs
KOHTpOsto sikocTi) APl (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[0cbe)(BBeAEHHSI HOBOTO BUPOGHMKa A®| 3 HafaHHAM MacTep-
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
(25000 MO) y thaiina Ha A®I); cynyTHA 3MiHa: BBEAEHHS a/lbTePHATUBHOIO
thnakoHi; no 200 BMPOGHMKA Ait040T peyoBMHU renapuHy Hatpito EXTRASUL
dhnakoHiB y Kopobi EXTRATOS ANIMAIS E VEGETAIS LTDA, Bpaswnisi. | sik
HacnifoK AONOBHEHHA creumndikayii Ha AP| nokasHMKOM
«3a/NLLKOBI KiTbKOCTi OpraHiyHMX PO3YMHHUKIB» 3 BiAMNOBIAHUM
MEeTOA0M BUNPOOGYBaHHSA Bif HOBOrO BUpOoOHUKa ADI
48. FEMAPWUH- | po3unH ANns iH'ekuii, MpAT "Mo YkpaiHa MpAT "Mo YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:3Minu |l Tuny - 3a UA/8275/01/01
IHOAP 5000 MO/mn, no 5 mn BUPOGHMLTBY BUPOOHULTBY 3MiHa BUPOGHMKa BUXILHOro/MpoMKHOIO NPOAyKTy/peareHTy, Lo peuenmom
(25000 MO) y iHcyniHiB"IHOAP iHcyniHiB "lHaap" BVIKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci A®l, abo 3miHa
dhnakoHi; no 1 abo no " BMPOGHMKa (BK/IKOYauM, e HeobXigHo, MicLie MpoBeAEeHHS
5, a6o no 100 KOHTPO/It0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikata
dhnakoHiB y nauui BIANOBIAHOCTI EBpoONeiichbkili hapmakonei y 3aTBepapkeHomy
[0Cbe) (BBEAEHHA HOBOTO BUPO6HNKa APl 3 HagaHHAM mMacTep-
dhaina Ha A®I); cynyTHA 3MiHa: BBEAEHHA a/lbTepHaTUBHOIO
BMPOGHMKA Ajto40T pevoBuHN renapuHy HaTpito EXTRASUL
EXTRATOS ANIMAIS E VEGETAIS LTDA, Bpaswnisi. | sk
HacnigoK AOMNOBHEHHS cneuundikaLii Ha A®| nokasHUKOM
«3a/IMLLKOBI KifIbKOCTI OPraHiyHNX PO34YMHHUKIB» 3 BiAMNOBIAHWUM
MeTOZOM BUNPObyBaHHA Bif HOBOro BUPO6GHUKa AdI
49, FEPNALUK | TabneTku, BKpUTI OPIrAHOCUH OAE AnoTekc IHK. KaHapa BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/14168/01/01
BIP nNiBKOBOKO NAN®CAEHCH OHOBJIEHHS BXE 3aTBepAXeHOro TEKCTY MapKyBaHHA BTOPUHHOT peyenmom
o60onoHkoto, no 500 Mr 3 (E® 3ET CI) Ta NepPBUHHOI YNaKoBKM NiKapCbKoro 3acoby (BHECEHHS
no 8 tabnetok y no3Ha4yeHb OAMHWLL BUMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep
6nictepi; no 1 NaTUHCLKOro abo rpeLbKoro andyasiTy; TOLLO)
6nicTepy B KapTOHHiIl
KopooLi
50. FEPNALMUK | TabneTku, BKpUTI OPIrAHOCUH OAE AnoTekc [HK. KaHaga BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepianiB:3MiHu | Tuny - 3a UA/14168/01/02
BIP nniBKOBOKO NAN®CAEHCU OHOBJIEHHA BXE 3aTBEPA)KEHOro TeKCTY MapKyBaHHs BTOPUHHOI peyenmom
060/10HKOt0, No 1000 3 (E® 3ETCI) Ta NePBMHHOI YNaKoBKW NiKapCbKoro 3acoby (BHECEHHS
Mr no 3 TabneTku B No3HavyeHb OAVHWLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NliTep
6nicTepi; no 7 NaTVHCLKOTro abo rpeubKoro andasiTy; TOLLO)
6nicTepiB y KAPTOHHIi
KopoobUi
51. FAA3ENA TabneTtku ToBapucTBo 3 Ykpaina ToBapucTso 3 Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/8579/02/01
MIC® cy6niHreanbHi no 0,02 [0[aTKOBOKO [04aTKOBOKO 3MiHn 3 aKkocTi. A®l. BUpo6HMLTBO (iHLWi 3MiHW) - foAaBaHHSA peyenmom
r no 10 TabneTok y BignoBiga/IbHICT BiANOBiAA/IbHICTIO BMPOGHWYOI AinsHKKM (Y Ckiiafi 3aTBepAXeHOi BUPOGHNYOT
6nicTepi; no 2 10 "IHTEPXIM" "IHTEPXIM" ninbHUUi TAB "IHTepxiM") 3a agpecoto YkpaiHa, 65025, M.

6nictepy y nauui 3
KapTOHY

Ogpeca, 21-i km. CTapoku1iBCbKOI goporn, 40-A, ae 34iNCHI0ETLCS
BUPOBHNLITBO, NEPBMHHE Ta BTOPWHHE NakyBaHHS, 36epiraHHs
roTOBOI NPOAYKLIi, CUPOBUHM Ta MaTepianiB y peecTpavinHux

marepianax LoAo Airoyoi pevyosuHu NN13; BBEAEHHA
anbTepHaTUBHOIO BUPOGHMKa BUXIAHOTO /MPOMIKHOTO NPOAYKTY

(TOB «XBOIM»), L0 BUKOPUCTOBYETLCSA Y BUPOBHNYOMY MpoLLeci

A®I. 3MiHn | TUNY - 3MiHK 3 akocTi. A®l. BUpo6bHULTBO. 3MiHN B
npoueci BupobHuuTea A®| (He3HayHa 3MiHa y NpoLeci
BMPOGHMLTBA ADI) - BBEAIEHHSI a/IbTEPHATUBHOI TEXHOOTYHOT
cxemu oTpuMaHHs A®| (3acTocyBaHHS B SKOCTi BUXIAHOT
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

CMPOBUHW MPOMIXXHOIO NMPOAYKTY iHLLOro BUPOGHWMKA). 3MiHu |
TMny - 3MiHK 3 AkocTi. APl BupobHUUTBO. 3MiHa BUpOOHUKA
BWXiHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoeci A®l, abo 3miHa
BMpOGHUKa (BK/THOYaKoUK, fe HeobXifHO, MicLue NpoBefeHHS
KOHTpOsto sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepakeHoMy
[ocbe)(3MiHM 10 3aX0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
[ofaBaHHA AiNbHULI, Ae NPOBOAUTLCSA KOHTPO/b/BUNPOGYBaHHS
cepil) - 3amiHa ginbHWLI, Ae NPOBOAUTLCSA BUNPOOYBaHHSA
KOHTPO/II0 cepii: 3 AiNbHNUUb 3a agpecamu YkpaiHa, 65080,
Ogpecbka 0671., m Ogeca, /lloctaopdicbka gopora, 6ya.86 ta
YkpaiHa, 65025, m Ogeca, 21-ii km. CTapokuiBcbKoi goporu, 23
Ha AinbHUL0 3a agpecok YkpaiHa, 65025, m Ogeca, 21-ii KM.
CrapokuiBcbkoi goporu 40-A y peecTpaliiiHnx maTepianax
oo Ajroyoi pevosuHmn M3. 3MiHn | TURNY - AGMIHICTPaTUBHI
3MiHW. BunydyeHHs BUPOOHUYOT AiNbHULI (BKIOYAKOUN AiTbHUL
ana A®l, npoMiXHOro NPoAyKTy abo roToBOro /ikapcbKoro
3aco6y, AiNbHULI AN NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAa/ILHOrO 3a BUMYCK CEpil, MiCLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavya/ibHUKa BMXiAHOrO MaTepiany, peareHTy abo
[OMOMiKHOT PEUOBVHM (SKLLLO 3a3HAYEHO Y [JOCLE)- BUTYYEHHS
AinbHULI 3a agpecoto YkpaiHa, 65080, Ogecbka 0611., M Ofeca,
MocTthopdhebka fopora, 6ya. 86, ae 3gilicHioBasoch 36epiraHHs
roTOBOI NPOAYKUIT Ta BUMYyYEHHS iHhopmaL,i Wwoao
MiCLiA3HAX04KEHHSA OPUANYHOT 0CO6M y peecTpaLiiHmnX
Marepianax Wwoao Aito4oi peyosuHu M13.

52.

FIAA3ENA
MIC®

Tabnetku
cybniHreasibHi no 0,05
rno 10 TabneTok y
6nicTepi; no 1
6nictepy y nayui 3
KapTOHY

ToBapucTso 3
[04aTKOBOO
BiANOBIga/IbHICT
10 "IHTEPXIM"

YKpaiHa

ToBapucTBo 3
[04aTKOBOO

BiANOBIAALHICTIO

"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHuM 3 aKocTi. A®l. BUpo6HMLTBO (iHLWi 3MiHW) - A0AaBaHHSA
BMPOGHWYOI AiNnsHKW (Y ckiadi 3aTBepAXeHOi BUPOGHNYOT
ainbHuUi TAB “IHTepxim") 3a agpecoto YkpaiHa, 65025, m.
Opeca, 21-i km. CTapokuiBcbkoi foporu, 40-A, fe 3LiCHI0ETLCS
BMPOGHULTBO, MEPBUHHE Ta BTOPVMHHE NakyBaHHS, 36epiraHHs
roTOBOI NPOAYKLIi, CUPOBUHM Ta MaTepianiB y peecTpaviiHux
mMartepianax Wwoao Aitoyoi peyoBuHU M13; BBEAEHHS
anbTepHaTUBHOIO BUPOGHMKa BUXIAHOTO /MPOMKHOTO NPOAYKTY
(TOB «XBOI»), L0 BUKOPUCTOBYETHLCS Y BUPOOHUYOMY NpOLIECi
A®I. 3MiHu | TUNY - 3MiHK 3 AkocTi. APl BupobHULUTBO. 3MiHV B
npoveci BupobHuuTea APl (He3HayHa 3MiHa y npoueci
BMPOGHMLTBA ADI) - BBEEHHS a/1bTEPHATUBHOI TEXHOOTIYHOT
cxeMu oTpumaHHs APl (3acTocyBaHHS B AKOCTi BUXIAHOT
CMPOBUHW MPOMIKHOTO NPOAYKTY iHLLIOro BUPOGHWMKA). 3MiHu |
Tuny - 3miHu 3 skocTi. A®Il. Bupo6HMUTBO. 3MiHa BUPOOHMKA
BUXIAHOrO/NPOMIXHOTO NPOAYKTY/peareHTy, Lo
BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci Adl, abo 3miHa
BMPOGHMKa (BK/IKOYauM, e HeobXigHo, MicLie MpoBeAEeHHS
KOHTPO/It0 siKOCTi) ADI (3a BiACyTHOCTI cepTudpikara
BIANOBIAHOCTI EBpoONeiichbkili hapmakonei y 3aTBepapkeHomy
[ocbe)(3MiHM [0 3axX0fiB, NOB'A3aHMX 3 KOHTposiem Adl, abo
[0[laBaHHg AiNbHULI, Ae NPOBOAMTHLCA KOHTPO/1b/BUNPO6GYBaHHS

3a
peyenmom

UA/8579/02/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
cepil) - 3amiHa AiNbHULI, Ae MPOBOAUTLCA BUNPOOYBaHHSA
KOHTPO/IO cepii: 3 AiNbHNUUb 3a agpecamu YkpaiHa, 65080,
Ogpecbka 0671., m Ogeca, /lloctaopdicbka gopora, 6ya.86 ta
YkpaiHa, 65025, m Ogeca, 21-ii km. CTapokuiBcbKoi goporu, 23
Ha AinbHUL0 3a agpecolo YkpaiHa, 65025, m Ogeca, 21-ii KM.
CrapokuiBcbkoi goporn 40-A y peecTpaliiiHnx maTepianax
oo Ajroyoi pevosuHmn M3. 3MiHn | TURY - AGMIHICTPaTUBHI
3MiHW. BunydyeHHs BUpOOHUYOT AiNbHULI (BKIOYAKOUN AibHUL
ana A®l, npoMiXHOro NpoAyKTy abo roToBOro /ikapcbkoro
3acoby, AiNbHULI AN NPOBEAEHHS NaKyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BUMYCK Cepil, MiCLie NPOBEAEHHS KOHTPOSIHO
cepii) abo nocTtavyasibHUKa BMXiAHOrO MaTepiany, peareHTy abo
[OMOMiXHOT PEUOBVHM (SKLLLO 3a3HAYEHO Y [OCLE)- BUTYYEHHS
AOinbHULI 3a agpecoto YkpaiHa, 65080, Ogecbka 061., M Ofeca,
MocTthopdhebka fopora, 6ya. 86, ae 3gilicHioBasoch 36epiraHHs
roTOBOI MPOAYKUIT Ta BUMYyYEHHS iHhopmaL,i Wwoao
MiCLiA3HAX04KEHHSA 0pPUANYHOT 0CO6M y peecTpaLiiHmnX
mMarepianax Wwoao Aio4oi peyosuHun M13.
53. AANAUVH Kancynu no 150 mr; no MN®ANIEP IHK. CLIA dapeBa Ambyas PpaHLis BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/1903/02/01
L 8 kancyn y 6nictepi; 3MiHa napameTpiB crneumdikalilii Ta/abo fonyCcTUMUX MeX /s peuenmom
no 2 6nictepu B [0MNOMDKHOT peyoBMHU (BUTYHYEHHS 3i cneuundikalii He3Ha4yHoro
KapTOHHI Kopo6Lyi nokasHuka (Hanpvkiag 3actapifioro NokasHuka))
54. OANALUVH kancynu no 300 mr; no MOANSEP IHK. CWA dapesa Ambyas PdpaHuis BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/1903/02/02
L, 8 kancyn y 6nictepi; 3MiHa napameTpiB crneumdikauiii Ta/abo 4onyCTUMUX MeX As peyenmom
no 2 6nictepu B [0MNOMDKHOT PeYOBUHU (BUTYHYEHHS 3i cneuudikalii He3Ha4yHoro
KapTOHHI Kopo6Lyi nokasHvika (Hanpuknag 3acTapisioro NokasHuka))
55. AEKCANTI PO34MH ANs iH'EKLIN, MeHapiHi Jlrokcembypr A. MeHapiHi ITanis BHECEHHS 3MiH 40 pPeECTpaLiiHNX MaTepianiB:3MiHu | Tuny - 3a UA/3764/01/01
H® IH'EKT 50 mr/2 mn; no 2 mn B IHTEepHeLLoHan MaHydakTypiHr OHOBJ/IEHHSA BXEe 3aTBep)KeHOro TEKCTY MapKyBaHHsS NepPBUHHOI peyenmom
amnyni; no 1, a6o 5, OnepeiiwoHc NoricTikc eHa ynakoBKU nikapcbKoro 3acoby: 3miHa dpasun "TepMiH
a6o 10 amnyny Jliokcembypr Cepsicec C.p.J1., npuaaTHocTi:" Ha "TepMmiH NpuA." Ha NepPBUHHIM ynakoBL,i y
KapTOHHI Kopo6Lyi C.A. ITanis (BMpo6GHNULTBO 3B'AI3Ky 3 BiICYTHICTHO BifMOBIgHOT M/OLLi HA NEPBUHHIA ynakoBLi
in bulk, nepsuHHe Ta (6nicTep). TepMiH BBeAEHHSA 3MiH - NPOTArOM 6 MicAUIB Micns
BTOPWHHE 3aTBEPAKEHHSA
nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiin); Anbthacirma
C.n.A, ltania
(BUPOGHMLTBO in
bulk, nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii)
56. AE-CMAH® | po3yvH ANns iH'exuji, TOB HB® Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:3miHu | Tuny - 3a UA/16880/01/01
25 mr/mn, o 2 mn B "MIKPOXIM" akujioHepHe 3MiHa y napameTpax crneumdikauiii Ta/abo fonyCcTVMUX Mex, peyenmom
amnyni; no 5 amnyny TOBapuCTBO BM3HAYeHNX y cneuundpikauisx Ha A®l, abo BUXigHWIA/NPOMIKHUIA

KaceTi y nayui abo no

"JlekxiM-XapkiB",

NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTbLCS Y NMPOLEC
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
2 mn B amnyni; no 5 Ykpaina BMPOG6HMLTBA ADI - 3BY)KEHHS fOMYCTUMOI MEXi A1 MOKa3HUKa
amnyn y kaceTi; no 2 (BignoBifanbHWii 3a AKOCTi «bakTepiasibHi eHA0TOKCMHW» 3 4,74 MO/Mr go 1,63
KaceTun y nauui BMPOGHMLTBO Ta MO/mr; 3miHu | TUNY - 3MiHa y MeTogax BunpobysaHHa APl abo
KOHTPO/1b/BMNPOGYB BVIXiLHOrO Matepiany/NpoMiXHOr0 NpoayKTy/peareHTy, Wwo
aHHsA cepil, He BUKOPUCTOBYETbLCA Y npoueci BUpooHULTBa APl -3MiHN Y
BKJ/THOYAIOUN BUMYCK 3aTBEPMKEHOMY METOAj BUNPoOyBaHHA Ha GakTepiasibHi
cepii); ToBapucTeo 3 €H0TOCUHU 06YMOB/IEHI 3MIHOK FPaHNYHOr0 BMICTY
06MeXeHOI0
BIANOBIAALHICTIO
HaykoBo-B1po6Huya
dhipma "MIKPOXIM",
YkpaiHa
(BignoBigansbHuii 3a
BUNYCK cepii, He
BK/lOYa0UM
KOHTPO/1b/BMNPOGYB
aHHA cepii)
57. MKANOEC | BHyTpilUHbOMAaTKOBA Baitep Oy PiHNAHAiA Baitep Oy PiHNAHAIA BHECEHHS 3MiH 0 peecTpaLliinHux MmaTepiasnis:3Minu | Tuny - 3a UA/13283/01/01
® cucrtema 3 3MiHM Woao 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
JIeBOHOPrecTpesiom no BBegeHHs abo 3MiHM A0 y3arasibHeHX AaHUX Npo cuctemy
13,5 mr; hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy
BHYTpILLHbOMAaTKOBa thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
cuctema, 3a 34ilicCHEeHHA chapMakoHarnsay; KOHTakTHoI 0cobm 3
BCTaHOB/EHa Ha hapmakoHarnsgy 3asBHUKa ANs 34iCHEHHA hapmakoHarnsgy B
BEPXHili YacTuHi YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobwm,
NpuCTpoLo AN BiANOBIAANLHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bka4vaum
BBE/lEHHS, 3anasHa B KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-ghaiina
okpemMomy 6nicTepi; no cuctemn chapmakoHarnsgy) - 3MiHa ynoBHOBaXeHoT ocobw,
1 6nicTepy B BiANOBIAANbLHOI 3a 34ilicHeHHA thapmakoHarnaay: MponoHoBaHa
KapTOHHIN nayui pepakuis: Justin Daniels. 3miHa KOHTaKTHUX gaHnx
YMOBHOBaXEHOT 0c06U, BiANOBIAA/ILHOT 3a 34iiCHEHHS
thapmakoHarnagy. 3MiHa Micus 34ilACHEHHA OCHOBHOI AisifIbHOCTI
3 hapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs: MacTep-thainna
58. ANKNAK® renb 5 % no 50 r abo CaHpo3 CnoseHis Canotac Papma HimeyunH BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasis:3MiHu | Tuny - 6e3 UA/8908/01/01
F'ENb no 100 r y Ty6i Ne 1 dapmacbloTikas 6X a 3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peuyenma
3 4.0 BeeaeHHs abo 3MiHU [0 y3arasibHeHNX AaHuX Npo cucTemy

dhapmakoHarnsgy (BBeeHHS y3araslbHEHNX AaHvX Npo cuctemy
hapmMakoHarnsgy, 3amMiHa yrnoBHOBaXXeHO! 0cobu, BiANOBiAabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asaBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif, yNOBHOBaXXEHOI 0CcobU,
BiAMNOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaumn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-daiina
cucTeMy chapmMakoHarnsgy) - 3miHa ynoBHoBaXKeHoi 0cobu
3a8BHWMKa, BiANOBiAaNbHOI 3a thapmakoHarnsag: MNMponoHosaHa
pepakuis: David John Lewis, B. Sc(Hons), Ph. D. 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXeHOi 0COOM 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnisg. 3MiHa KOHTaKTHOI 0co6u
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
YNOBHOB&XeHOT 0C06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
hapmMakoHarnsag B Ykpaini. MponoHosaHa pegakuis: Opnos
B'auecnas BikTopoBuY. 3MiHa KOHTAKTHUX AaHWUX KOHTaKTHOI
0ocobu ynoBHOBaXeHOT 0cobuM 3asBHMKa, BiAMNOBigaIbHOI 3a
thapmakoHarnag B YkpaiHi. 3mMiHa Micus 3[iiCHEHHSI OCHOBHOT
AISNbHOCTI 3 hapmakoHarnagy. 3MiHa MiCLEe3HaXOAKEHHS
MacTep-aiina cuctemu papMakoHarsisay Ta hnoro Homepy
59. ONDPNA30 kancynu no 50 mr no 7 KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHisa BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/2527/01/01
H® Kancyn y 6nictepi; no HoBo mecTo MecTo He3HauHi 3MiHW B METOAML,i TOTOBOrO NikapCbKoro 3acoby 3a peuyenmom
1 6nicTepy B nokasHUkoMm «CynpoBifHi AOMILLKN»: BHECEHHS A0AaTKOBOI
KapTOHHI Kopo6Lyi (anbTepHaT1BHOI) KOSIOHKM, BHECEHHSI HOMEPIB CTaHOAPTHUX
3paskiB, BHECEHHS NPUMITOK LLLOAO0 MOX/IMBOI KOPeKL|i Baru
HaBaXOK Ta 06’eMiB, peAakuiliHi mpaBku
60. ANDPNA30 kancynu no 100 mr no KPKA, a.4a., CnoseHis KPKA, a.4., Hoso CnoseHisn BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/2527/01/02
H® 7 kancyn y 6nictepi, HoBo mecTo MecTo He3HauHi 3MiHW B METOAMLj TOTOBOrO NikapCbKoro 3acoby 3a peuyenmom
no 4 6nictepu B NokasHNKoM «CynpoBigHi AOMILLKN»: BHECEHHA [0AAaTKOBOI
KapTOHHI Kopoui (anbTepHaT1BHOI) KOSIOHKM, BHECEHHSI HOMEPIB CTaHA4APTHUX
3paskiB, BHECEHHS NPUMITOK LLLOAO0 MOX/IMBOI KOPeKL|ii Baru
HaBaXOK Ta 06’eMiB, peAakuiliHi paBku
61. ANDIIA3O kancysim no 150 mr no KPKA, a.4., CnoseHis KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis:3miHu | Tuny - 3a UA/2527/01/03
H® 1, 2, abo 4 kancynm y HoBo mecTo MecTo He3HauHi 3MiHM B MEeTOAMLj TOTOBOrO /likapCbKoro 3acoby 3a peuyenmom
6nicTepi, no 1 NnoKasHUKOM «CynpoBifHi JOMILLKN»: BHECEHHS A0AaTKOBOI
6nicTepy B KapTOHHii (anbTepHaTUBHOI) KO/TOHKM, BHECEHHS HOMEPIB CTaHAAPTHUX
Kopoo6Ui 3paskiB, BHECEHHS MPUMITOK 040 MOX/IMBOI KOpPeKL,ii Barn
HaBaXOK Ta 06’eMiB, peAakLiliHi npaBku
62. AIAMAKC® | kancynu tBepgi no 50 TOB YkpaiHa TOB "®APMEKC Ykpaina BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/11090/01/01
mr no 10 kancyn y "®APMEKC reyn" 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa peyenmom
6nicTepi, no 3 reyn y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
6nictepu B nauui NiKapcbKoro 3acoby (36i/bLUeHHs TEPMiHY NpUAATHOCTI FOTOBOr0
nikapcbKoro 3acoby) - 115 Toproeoi ynakoBky (NigTBEPMAKYETLCA
[aHVIMUN peanbHOro yacy) - 36ibLUEHHSA TEPMiHY NPUAATHOCTI
rOTOBOrO /1iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX Pe3ynbTaTiB
[0BroCTPOKOBMX AOC/iHKEHb CTabiNbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMiH NpUAATHOCTI. 2 poKKU. 3anponoHOBaHo:
TepMmiH npuaaTHOCTI. 3 poku. BBEAEHHSA 3MiH NPOTArom 6-Tu
MicsILiB Mic/1A 3aTBEPAKEHHS.
63. AIAPEMIKC | kancynu, no 10 kancyn Mini Xenckepe Benuvka Menpo IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/8224/01/01
y 6nictepi, 3 6nictepun Nimiteq BputaHis dapmacbloTUKanc AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma

Y KapTOHHIli KOpoo6Li;
no 8 kancyny
6nictepi; no 1
6nicTepy y KapTOHHii
KopooLi

Mpisart flimiTeq,

MiCLil NMPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoYakoun AifbHULi BUNYCKy cepii abo
MiCLie NpOBEAEHHSA KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOpPTEp, BK/OYAKYM BUMYCK Cepild) -
3MiHa agpecu BUpo6HKKa Menpo dapmacbkioTukasc MNpisat
Nimitea, IHAia, 6e3 3miHn Micus BUpobHMLTBA. BBEAEHHS 3MiH
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
NpOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMXEHHSA. 3MiHu | Tuny -
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnagy (iHwi
3MiHUM) - 3aMiHa rpadpiyHOro ohopMIEHHS NEPBUHHOT Ta
BTOPVHHOT YNakoOBOK Ha TEKCT MapKyBaHHS YNakoBOK 3
BignoBigHVMKM 3MiHaMmn o po3sgainis MKA /13 (po3gain «IpadivHe
othopMNeHH:» 3aMiHEHO PO3AinoM «MapkyBaHH:»). BBeAeHHA
3MiH NPOTAroM 6-TW MICALB NiC/1A 3aTBEPAKEHHS.
64. AldOoPC TabneTku, BKPUTI TOBAPVCTBO YkpaiHa TOB "dapma Crapt" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/12365/01/01
160 NNiBKOBOKO 3 3MiHa y MeToAax BUNpPobyBaHHS roTOBOro NikapCbKoro 3acoby peuyenmom
o6onoHkoto, 5 mMr/160 OBMEXEHOIO (He3HauHa 3MiHa y 3aTBEpMXEHUX MeToAax BUNpobyBaHHs)
Mmr no 10 TabneTok y BIAMNOBIOA/IBH
6nictepi; no 1 a6o 3 ICTHO "ACIHO
6/1iCTEPUN B KAPTOHHIl YKPAIHA"
nauuj
65. AIPOPC 80 | TabneTku, BKpUTI TOB "ACIHO Ykpaina TOB "®apma Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepiasis: 3MiHa 3asBHVKa 3a UA/12365/01/02
NnNiBKOBOKO YKPAIHA" Crapt” (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom

0600HKOt0, 5 Mr/80
mr; no 10 TabneTok y
6nicTepi; no 1 abo 3
6nicTepy B KApPTOHHIi
nauui

Big 23.07.2015 Ne 460): 3MiHa 3asBHNKa rOTOBOr0 NiKapCbKoro
3acoby y 3B A3Ky 3 nepegayeto npasa BNacHOCTI Ta
MapKeTVHIOBMM PiLLEHHSAM KOMMaHii [ilo4oro Ta HOBOro
3asBHUKIB. TepMiH BBEZEHHS 3MiH - NPOTArom 6 micsuiB nicns
3aTBEpMKEHHS. 3MiHKM | TUNy - AgMIHICTpaTUBHI 3MiHK. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMpOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
BK/IOYAIOUY AiNbHULj BUNYCKY cepil abo Mmicue npoBefeHHs
KOHTPOJIO AKOCTI. (isS/IbHICTb, 3a SKy BignoBsigae
BMPOGHUK/IMNOPTEp, BK/IOUAOUM BUMYCK cepiii). 3MiHa
HanmcaHHs agpecu Micls NPoBapKeHHS AifNbHOCTI BUPOBHMKa
roTOBOrO slikapcbkoro 3acoby, komnaHii TOB «®apma CTapT»,
6e3 3MiHM (haKTUYHOro MicLA NPOBAKEHHS AiSNIbHOCTI
BHOCUTbCSA Y 3B'A3KY 3 PileHHsM KniBcbkoi Micbkoi paaw Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByNNLb, HANMEHYBaHHS NIOLL, Ta NPUCBOEHHS iMEH
ckBepam B MicTi Knesi. TepmiH BBeeHHSI 3MiH - NpoTArom 6
MiCALB NiC/1A 3aTBEPIXKEHHS.
3MiHu | TUnYy - 3MiHK Wopao 6e3nekn/eekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHHs pefakuiiHnx npaBok
Ta npuBefeHHs iHdhopMaLii B TEKCTI MapKyBaHHSA BiAMNOBIAHO A0
BHYTPILLHIX BUMOT KOMMaHIT LLoA0 0hOpMIIEHHS NaKyBasIbHOTO
marepiany. 3MiHM He cynepeyaTb BuMoram flogatky 23 Hakasy
MO3 YkpaiHu Big 26 cepnHa 2005 poky Ne 426 (y pegakuii
Haka3y MO3 Y«kpainu Big 23 nunHs 2015 poky Ne 460). 3amiHa
rpaciyHoro 306paxxeHHs1 NEPBNHHOT Ta BTOPMHHOI YNaKoBKW Ha
TEKCT MapKyBaHHSA NepBUHHOT Ta BTOPUHHOI YNakoBKU 3
BignoBigHMMM 3MiHaMKn o po3gainis MKA /13 (po3gain «IpadivHe
0hopMNEHHS YNaKOBKM» 3aMiHEHO PO3AinoM «MapKyBaHHS»).
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHW [0 y3arasibHEHUX JaHux
npo cuctemy thapmakoHarnsgy (BBeAeHHS y3aralbHEHUX AaHnX
npo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT 0cobu,
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BIANOBIAA/IbHOI 32 34iiCHEHHA ddapMakoHarnsaay; KOHTakTHOT
ocobu 3 dhapmakoHarnsay 3asBHuUKa ANs 34iIRCHEHHS
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BiANOBIAA/IbLHOI 3a 34iiCHEHHS
hapmakoHarnsgy (Bknoyatouy KOHTakTHI AaHi) Ta/abo 3MiHu y
po3MilLeHHi MacTep-thalina cuctemn hapmakoHarnagy). 3miHa
KOHTaKTHUX JaHuX yNMOBHOBaXKEHOI 0cobw, BiANOBiAa/IbHOI 3a
thapmakoHarnag. 3MiHa MicLs 3LiACHEHHSI OCHOBHOI [isiNIbHOCTI
3 chapmakoHarnsgy. 3miHa MicLe3HaxoKEHHs MacTep-chaina.
66. AIPOPC 80 | TabneTku, BKpUTI TOBAPUCTBO YkpaiHa TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH A0 peecTpauliiiHMx MaTepiasiB:3MiHu | Tuny - 3a UA/12365/01/02
nNiBKOBOKO 3 3MiHa y MeToax B1NpobyBaHHS roTOBOro NikapCcbKoro 3acoby peuenmom
060n0Hkot, 5 Mr/80 OBMEXEHOIO (He3HayHa 3MiHa y 3aTBEPMXEHUX MeToAax BUNPOOyBaHHS)
Mr no 10 TabneTtok y BIANOBIAANBH
6nictepi; no 1 a6o 3 ICTHO "ACIHO
6nicTepy B KAPTOHHIl YKPAIHA"
nauuj
67. AldOoPC TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHMx maTepianis: 3MiHa 3asiBHMKA 3a UA/12365/01/03
XL naiBKOBOO YKPAIHA" Crapt” (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom

060710HKOt0, 10 Mr/160
mr; no 10 TabneTok y
6nictepi; no 1 a6o 3
6nicTepy B KapPTOHHIi
nauuj

Big, 23.07.2015 Ne 460): 3miHa 3asBHMKa rOTOBOr0 NiKapCbKoro
3aco0by y 3B°A3Ky 3 Nepejayeto npasa BNacHOCTi Ta
MapKeTMHrOBUM PiLLIEHHAM KOMMaHii 4ito4oro Ta HOBOro
3asBHVKIB. TepMiH BBeAEHHS 3MiH - NPOTAromM 6 micsAuiB nicns
3aTBEPKEHHS. 3MiHM | TUNY - AAMIHICTPATUBHI 3MiHU. 3MiHa
HalilMeHyBaHHA Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/THOYAKOUN AiNbHULI BUMYCKY cepii abo micue npoBefeHHs
KOHTPO/IO SKOCTI. (AisNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/iMNOPTEp, BK/IOYAYM BUMYCK cepiii). 3miHa
HanucaHHs agpecu MicLs NPOBaMKEHHS AisNIbHOCTI BUPOGHMKA
roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6€3 3MiHM DaKTUYHOTO MiCLA NPOBAKEHHS Ais/IbHOCTI
BHOCUTBLCSA Y 3B’A3KY 3 PilleHHAM KuiBcbkoi MicbKoi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapis, ByNNLb, HANMEHYBaHHS NIOLL, Ta NPUCBOEHHS iMEeH
ckBepaM B MicTi Knesi. TepmiH BBe,eHHS 3MiH - NPOTArom 6
MicALiB MiCNSA 3aTBEPAYKEHHS.
3MiHu | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHHs1 pegakuiliHix npaBok
Ta npvBeAeHHs iHopMaLii B TEKCTi MapKyBaHHS BignoBigHO A0
BHYTPILLHIX BUMOT KOMMaHiT WoA0 0pOpMIIEHHS NakKyBasIbHOIO
mMartepiany. 3MiH1 He cynepeyatb Bumoram flogaTky 23 Haka3sy
MO3 YkpaiHu Bif 26 cepnHsa 2005 poky Ne 426 (y pegakuii
Haka3y MOS3 Ykpainu Big 23 nunHsa 2015 poky Ne 460). 3amiHa
rpadpiyHOro 306paxkeHHs NePBUHHOT Ta BTOPUHHOT YNakoBKN Ha
TEKCT MapKyBaHHA NepBUHHOT Ta BTOPUHHOI YNakoBKW 3
BignoBigHVMKM 3MiHaMmn o po3sginis MKA /13 (po3gain «IpadivHe
0(hOpPMIEHHS YNAKOBKM» 3aMiHEHO PO3/ifIoM «MapKyBaHHSI»).
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3MiHW 0 y3araslbHEHUX AaHWX
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
npo cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiNOBIAANbHOI 3a 34jICHEHHS hapMakoHarnsay; KOHTaKTHOI
ocobu 3 dhapmakoHarnagy 3asBHVKa AN 34iIACHEHHS
thapMakoHarnagy B YkpaiHi, AKL0 BOHa BifgMiHHA Bif,
YNOBHOBaXXeHOi 0c0obM, BiANOBIfa/IbHOT 3a 34iICHEHHS
thapmakoHarnagy (BK/4yakum KOHTaKkTHi AaHi) Ta/abo 3MiHn y
po3milLieHHi MacTep-chaiina cuctemmn hapmakoHarnsgy). 3miHa
KOHTaKTHUX JaHuX yNOBHOBaXKEHOI 0cobw, BifnoBiAabHOI 3a
thapmakoHarnag. 3miHa Micus 34iACHEHHSI OCHOBHOI AiSNIbHOCTI
3 (hapmakoHarnsgy. 3miHa MicLe3HaxoPKEHHS MacTep-chaina.
68. AlPOPC TabneTkn, BKPUTI TOBAPNCTBO YkpaiHa TOB "®apma CtapTt YkpaiHa BHECEHHS 3MiH 40 peECTpaLiiHNX MaTepianis:3miHu | Tuny - 3a UA/12365/01/03
XL nniBKOBOIO 3 3MiHa y MeTogax B1UnpobyBaHHs rOTOBOTO NiKapCbKoro 3acoby peyenmom
060/510HKOt0, 10 Mr/160 | OBMEXXEHOKO (He3HayHa 3MiHa y 3aTBEepMKEHNX MeToAax BUNPOOYyBaHHS)
mr no 10 TabneTok y BIAMNOBIJANTBH
6nicTepi; no 1 a6o 3 ICTHO "ACIHO
6/1iCTEPN B KAPTOHHIl YKPAIHA"
nayui
69. AOLETAKC | koHueHTpart ans Amakca dapma Benuvka KOHTPO/b Cepil, HimeyunH BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14900/01/01
EN PO34unHY ANst iHQy3il, nTa BpuTaHis cepTudikauis Ta a/ 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI. peuenmom
AMAKCA 20 mr/mano 1 mn, 4 BUNYCK cepii: Pecny6nik 3amiHa abo BBeEHHS [0AATKOBOI Ai/bHUL BUPOBHULTBA A4/15
M, 7 mnabo 8 mny AxBiga 'M6X, a Kopes YyacTvHy abo BCbOro BUPOGHMYOro npoLiecy roToBoro
thnakoHi; no 1 HimeuuunHa; NiKapcbKoro 3acoby (A4iNbHULA 415 BTOPUHHOIO NakyBaHHS) -
h1aKkoHy B KapTOHHIi BTOPVHHE 3amMiHa BUPOGHMYOT AiNbHUL, BiAMNOBIAA/IbHOI 3@ BTOPUHHE
Kopoo6Li nakyBaHHs: nakysaHHs J13.
AkBiga 'vbX,
HimeuyumnHa;
BMPOGHMLTBO in
bulk, nepsuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b Ccepil:
CamsHr biochapmac
"loTiken3
KopnopeiiH,
Pecny6nika Kopes;
BTOPWHHE
nakyBaHHS:
BeHyc ®apma M'm6X,
HimeyunHa
70. AOLETAKT | KoHueHTpart ansa AxTasic pyn AT IcnaHgis CinpgaH ®apma CP/1, PymyHis/ BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:3miHu | Tuny - 3a UA/9406/01/02
IH PO34MHY A5 IHQY3IN, PymyHist; AkTaBic ITanis 3MiHa y IHCTPYKUiT 4151 MEAMYHOIO 3aCTOCYBaHHS 40 pPO34isiB peuyenmom
20 mr/mn, no 1 mn, ITania C.n.A., ITanis "Oco6MBOCTI 3acTocyBaHHS", "34aTHICTb BNMBATU HA
abo 4 mn, abo 7 Mn B LIBMAKICTb peakLii Npu kepyBaHHiI aBTOTPaHCNOPTOM abo iHLWMMUK
CKNSAHUX hriakoHax; mexaHismamn”, “lMobivHi peakuii” BignoBiAHO A0 OHOBMEHOT
no 1 dpnakony y iHcbopMmaLii 3 6e3nekn 3acTOCyBaHHS [1il040i peYOBUHMN
KapTOHHI Kopobui
71. AIOKCET Kancysnm HOBEN INAY TypeuunHa MosHUU YUK/ TypeuuunH BHECEHHS 3MiH [0 peecTpavliiiHux MmaTepiastis: 3MiHu | Tuny - 3a UA/15671/01/01
KMLIKOBOPO34MHHI, N0 MA3APJIAMA BUPOBHUYMBA, a 3MiHu 3 sikocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
30 mr, no 14 kancyn y BE CAHAI NTA, BionosioasbHUl 3a (IHWI 3MiHW) - YTOYHEHHS (DYHKLiA BUpOGHMKa neneT Ynkap Kimis
6nicTepi; no 2 LUIPKETI BUYCK cepii: Canai Be TigxapeT A.LL., TypeyunHa
6nicTepy B KAPTOHHIi HOBEN INAY
yNaKkoBLj CAHAI BE
TIOKAPET A.LL.,
TypeyuunHa;
BUpPO6GHUYMBO
MPOMIXXHO20
npooykmy: nesaem
Oy/I0OKCEeMUHY:
Ynkap Kimia CaHai
Be TigpxapeT A.LL.,
TypeyyunHa
72. OHOKCET Kancynu HOBEN INAY TypeyuunHa nosHuUl YUK/ TypeuunH BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/15671/01/02
KMLLKOBOPO34MHHI, N0 MA3APJIAMA BUPOBHUYMBA, a 3MiHM 3 SIKOCTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHWM Yy BUPOOHULTBI peyenmom
60 mr, no 14 kancyn y BE CAHAI NTA, BionosioasbHul 3a (iHWWI 3MiHKW) - YTOYHEHHS (DYHKLiA BUpOGHMKa neneT Ynkap Kimis
6nictepi; no 2 LUIPKETI BUNYCK cepil: CaHai Be TigxapeT A.LL., TypeyunHa
61icTepy B KAPTOHHIN HOBEN INAY
ynaKkoBLj CAHAI BE
TIOKAPET A.LL.,
TypeyuunHa;
BUpPO6GHUYMBO
MPOMIXXHO20
pooykmy: nesem
Oy/I0KCEeMUHY:
Ynkap Kimia CaHai
Be TigpxapeT A.LL.,
TypeyynHa
73. EBKACIMPE | cnpeli Ha3anbHwuii 1,0 CninbHe YkpaiHa CninbHe yKpaiHCbKO- YKkpaina BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny - 6e3 UA/17018/01/01
" mr/mn, no 10 mny YKpaiHCbKO- icnaHcbke 3MiHM Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarisgy. peyenma
KOHTelHepi 3 icnaHcbke nignpUeEMCTBO BHeceHHs abo 3miHa(1) Ao 3060B'13aHb Ta YMOB BuAAv
npo6koto- nigNpPUEMCTBO "Cnepko YkpaiHa" peecTpauiiHoro NoCBigYEHHs!, BKIKOUYakum MnaH ynpaeniHHSA
po3nutoBayYemM i "CMNEPKO pr3nkamm (3aCTOCYBaHHS TEKCTY, AKWUIA MOrOKEHW 3
KPWLLIKOIO 3 KOHTPOJ1IEM YKPAIHA" KOMMETEHTHMM OpraHoM) - AeTa/lbHUI 0n1MC CUCTEMM
NnepLUoro BigKpUTTS, ynpaBiHHA pU3nMKaMmn y BUrsA4i OHOBIEHOTO Ha NiacTasi
no 1 KoHTeiHepy y pekomeHAaLiin KomiTeTy 3 OLiHKM pU3KNKIB y thapmakoHarnsgi
nauui 3 KapToHy €poneiicbkoi MeanyHoi areHuii (PRAC EMA) nnaHy
ynpaBAiHHA pU3nKamu, Lo HafaHWi 3asiBHUKOM, MICTUTb PU3NK
NPONOPLifHI 3aX0AM 3 MiHIMi3auii pU3nKiB Ta 34iiCHEHHSA
chapmakoHarnsgy. [Hchopmavia 3 6esneky, Wo npeactasneHa B
IHCTPYKUIT 415 MeQUYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acooby,
Bifo6paxae 3axo4un 3 MiHimi3aLjii pu3ukiB, BignoBigae
iHchopMmawii, BUKNadeHiid y niaHi ynpasniHHSA pu3ukamu,
Ha/aHoro 3asBHUKOM
74. EFICTPO3 TabneTkn, BKPUTI 3AT YropwmHa 3AT YropwmHa BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHM | TNy - 3a UA/9959/01/01
on nniBKOBOKO PapmaueBTUYHU dapmaLeBTUYHNMIA / AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenmom
060/10HKO0, N0 1 Mr  3aBop EFIC 3aBog ElIC, Icnanis MiCLl NPOBaKEHHA Ais/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro
no 14 T1abnetok y YropLmHa; NiKapCbKOro 3acoby, BKAKYauM AibHULI BUNYCKY cepii abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6nicTepi, no 2 CiHTOH XicnaHis, MiCLie NpoBEeAEHHS KOHTPOJTHO SKOCTI. (AISNbHICTb, 3a AKy
6nicTepy B KapPTOHHIi C.J1., IcnaHis BiANOBiAae BMPOGHMK/IMNOpPTEp, BK/IOUAKOUM BUMYCK cepild) -
ynakosui; no 10 3MiHa agpecu BupobHuka 13 Erictpo3on, CiHTOH XicnaHis,
Tabnetok y 6nictepi, C./1., IcnaHis, 6e3 3miHW Micus BUpobHULTBA. BBEAEHHS 3MiH
no 3 a6o 9 6nicTepiB y NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAXKEHHS.
KapPTOHHI ynakoBL,i
75. EKOHA30 necapii no 150 mr no 3 TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13578/01/01
n- necapii B 6nictepi; no "®APMEKC reyn" 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peuenmom
DPAPMEKC 1 6nicTepy B nauui 3 reyn y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBoro
KapToHy; no 5 necapiis nikapcbKoro 3acoby (36i/bLeHHs TepMiHY NpMAATHOCTI FOTOBOro
y 6nictepi; no 1 aéo 2 nikapcbKoro 3acoby) - [1na Toproeoi ynakosku (MiATBEPOKYETbCA
6nicTepu B naywj 3 OaHVIMU peanbHOro Yacy) - 36iNbLLEeHHA TEPMiHY NPUAATHOCTI
KapTOHY roTOBOrO NiKapCbKOro 3acoby Ha OCHOBI NO3WUTUBHUX pe3y/bTarTis
[0BrOCTPOKOBUX AOCAIMKEHb CTABINbHOCTI y peaslbHOMY Yaci.
3arBepaKeHo:
TepMmiH NnpuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
npuaatHocTi 3 pokn. BBeAeHHs 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTBepKeHHs.
76. EKTEPULUW | po3uvH ons NAT Ykpaina NAT Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasis:3MiHu | Tuny - 6e3 UA/5630/01/01
a® 30BHILUHLOIO "PAPMCTAHIA "®APMCTAHOAPT- 3MiHa B yMOBax 36epiraHHs fikapcbkoro 3acoby; peuyenma
3acTocyBaHHs, rno 50 PT-BIONIK" BIOJIK" 3anponoHoBaHoO: YMoBY 36epiraHHs. 36epiratv npu Temneparypi
M/ a6o no 250 mn B He Buwe 25 °C.
NAAWLUI CKNsHIRA, no 1
NAAWLUI B mayLi
717. ENOHBA PO34MH NS iH'EKLiA no LepiHr-Mnay LBeiiLapis Brpo6HMLTBO HimeyuunH BHECEHHS 3MiH 0 peecTpaviiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/13125/01/01
100 mkr/0,5 mn, no 0,5 | CeHTpan lct Al Hepo3sacoBaHoi a/ 3MiHU WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
M1 PO34VHY B npoayKLii Ta Higepnax BeegeHHs abo 3MiHM [0 y3arasibHeHNX AaHux Npo cuctemy
nonepeaHLo nepBMHHA ynakoBka, an dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHVX NPo cucTemy

HanoBHEHOMY LUMPUL;
no 1 nonepefHLo
HanoBHEHOMY LUNPULY
pa3oM 3i CTepuIbHO
iH'E€KLiAHOIO TOJTIKOK Y
BigKpUTOMY
N1acTUKOBOMY IOTKY B
KapPTOHHI KOpooL;i

KOHTPO/b SIKOCTI,
TecTyBaHHs
CTEpPUIbHOCTI Ta
6akTepiasibHNX
€HO0TOKCHMHIB
roTOBOrO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
Bi3yasibHa iHCMeKuis:
BeTTep ®apma-
DdepTuryHr MrmeX i
Ko. KI, HimeyunHa
KoHTponb sikocTi,
TecTyBaHHs
CTEpUIbHOCTI Ta
6akTepiasibHNX
€HO0TOKCHMHIB
roTOBOrO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),

Bi3yasibHa iHCMeKLis:

hapMakoHarnsay, 3aMiHa yrnoBHOBaXXeHO! 0cobu, BiANOBifabHOT
3a 34iiCHeHHA thapmakoHarnsay; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa AN 34iiCHEHHA hapmakoHarnsgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bifj yNOBHOBaXkeHOT ocobu,
BiANOBIAA/IbHOI 32 34iICHEHH hapmakoHarnsgy (Bkavarum

KOHTaKTHi jaHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina

cucTeMmn chapmakoHarnsay) - 3MiHa micus 34iiCHEHHA OCHOBHOT
LisNbHOCTI 3 hapmakoHarsiagy. 3MiHa MicLe3HaxoKeHHs

macTep-gaiina cuctemm hapmakoHarnsgy
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

BetTtep ®apma-
PepTuryHr MrMoX i
Ko. KI, HimeuunHa

BizyanbHa
iHCnekuin: BeTTep
Papma-dPepTuryHr

v6X i Ko. KT,

HimeuunHa
KoHTposb skocTi Ta

TecTyBaHHSA

CTabiNbHOCTI,
BTOPUHHA YNaKkoBKa,
[l03BiNT HA BUNYCK
cepii: H.B. OpraHoH,
Higepnangm

78.

ENOHBA

PO34MH ANS iH'EKLi no
150 mkr/0,5 mn; no 0,5
MJ1 PO34/HY B
nonepegHL0
HanoBHEHOMY LUMPULY;
no 1 nonepesHbLO
HanoBHEHOMY LUNpULY
pas3omM 3i CTepUILHO
iH'EKUIAHOIO rONKOK Y
BiAKpUTOMY
nnacTyKoBOMY JI0TKY B
KapTOHHI Kopo6Lyi

LepiHr-Mnay
CeHtpan lct Al

LlBeiiuapis

Brpo6HMLTBO
Hepo3acoBaHol
npoaykuii Ta
nepBUHHA ynakoBska,
KOHTPO/b SIKOCTI,
TecTyBaHHs
CTepuIbHOCTI Ta
6akTepiasibHUX
€HOO0TOKCUMHIB
roToBOro
nikapcbKoro 3acoby
(KOHTpOAb AKOCTI),
Bi3yasibHa iHCneKuis:
BeTTep ®apma-
depTuryHr FrMeX i
Ko. KI', HimeyunHa
KOHTpO/b SIKOCTI,
TecTyBaHHs
CTepuIbHOCTI Ta
6akTepiasibHUX
€HOO0TOKCUMHIB
roToBOro
nikapcbKoro 3acoby
(KOHTpOAb AKOCTI),

Bi3yasibHa iHCneKuis:

BeTTep ®apma-
depTuryHr FrMeX i
Ko. KI, HimeuunHa

BisyanbHa
iHcnekujis: BetTep
Papma-depTUryHr

vm6X i Ko. KT,

Himeuunna
KoHTposb sikocTi Ta

TeCcTyBaHHs

HimeyunH
a/
Higepnax
an

BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasis:3MiHu | Tuny -
3MiHK Wono 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsay.
BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefeHHs y3araslbHEHNX AaHVX Npo cuctemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANoBiAabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa AN5 34iiCHEHHA dhapMmakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOT 32 34iICHEHH: hapmakoHarnsgy (Bkavaumn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLeHHI macTep-daiina
crucTeMu dpapmakoHarnsgy) - 3miHa micus 34ilicHeHHs OCHOBHOT
AISNbHOCTI 3 hapmakoHarnsgy. 3MiHa MiCLLEe3HaX0AKEHHS
macTep-haiina cuctemm hapmakoHarnsgy

3a
peyenmom

UA/13125/01/02
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

CTabiNbHOCTI,
BTOPVHHA yNakoBKa,
[03BIiN Ha BUMYCK
cepii: H.B. OpraHoH,
Higepnavan

79.

ENOHBA

PO34mnH ANS iH'EKLA No
100 mkr/0,5 mn, no 0,5
M1 PO34/HY B
nonepegHL0
HanoBHEHOMY LUMPULL;
no 1 nonepeaHsLO
HanoOBHEHOMY LLUNPULY
pasom 3i CTepuUIbHO
iH’EKUiAHOIO roKoK Y
BigKpUTOMY
N1acTUKOBOMY JI0TKY B
KapTOHHI Kopo6Lyi

LepiHr-Mnay
CeHTpan Ict Al

LLseiiuapis

Brpo6HMLUTBO
Hepo3dacoBaHoi
npoAaykuii Ta
nepBrHHA ynakoBKa,
KOHTPO/b SIKOCTI,
TecTyBaHHS
CTEepPW/IbLHOCTI Ta
6akTepiasibHNX
€HO0TOKCUHIB
roTOBOrO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
Bi3yasibHa iHCneKuis:
BeTTep ®apma-
depTuryHr MrmeX i
Ko. KI', HimeuunHa
KoHTponb sikocTi,
TecTyBaHHSA
CTEepPWIbLHOCTI Ta
6akTepiasibHNX
€HO0TOKCUHIB
roTOBOrO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),
Bi3yasibHa iHCneKuis:
BeTTep ®apma-
depTuryHr MrmeX i
Ko. KI, HimeuunHa
BizyanbHa
iHCnekuisn: BeTTep
Papma-depTuryHr
v6X i Ko. KT,
Himeuunna
KoHTposb skocTi Ta
TecTyBaHHSA
crabinbHOCTI,
BTOPUHHA yNakoBKa,
[l03BiN Ha BUNYCK
cepii: H.B. OpraHoH,
Higepnangm

HimeyunH
al
HigepnaH
an

BHECEHHS 3MiH [0 peecTpauiinHmx maTepiasis:3minu |l Tuny -
3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta yMOB Buaadi
peecTpauinHOro NocBiAYeHHs, BKIOYatoun MNnaH ynpasiHHA
pu3nkamMm (3acTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
nojasibLLIoro 06I'pyHTYBaHHS HOBUMU J0AATKOBUM AaHUMMK, LLO
MalTb HaaBaTUCs KOMNETEHTHUM OpraHOM, OCKiNTbKM
BUMaraeTbCs CyTTEBA OLjiHKa KOMMNETEHTHUM OpraHoMm) -
AeTaslbHWi OMUC CUCTEMW YNPAB/IiHHA PU3NKaMU Y BUrNSAi
nnaHy ynpasniHHA pysukamu, Wo HafaHuii 3asiBHUKOM, MiICTUTb
pY3VK NPONOPLiHI 3aX0AK 3 MiHIMI3aLil pu3ukiB Ta 34iICHEHHS
chapmakoHarnsgy

3a
peyerimom

UA/13125/01/01

80.

ENOHBA

PO34MH ANS iH'EKL No
150 mkr/0,5 mn; no 0,5
MJ/1 PO3UMHY B
nonepeaHbL0

LepiHr-Mnay
CeHtpan lct Al

LBeiiLapis

Brpo6HMLTBO
Hepo3acoBaHol
npoaykuii Ta
nepBuHHA YNakoBKa,

HimeyunH
a/
Higepnax
an

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis:3MiHu |l Tuny -
3MiHK LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(u1) 4o 3060B'si3aHb Ta YMOB Buaadi
peecTpauiiHoro NocBig4yeHHs, BKIYaym NnaH ynpasaiHHA

3a
peyenmom

UA/13125/01/02
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

HanoBHEHOMY LUMPULL;
no 1 nonepeaHsLo
HanoOBHEHOMY LLUNPULLY
pasom 3i CTepuU/IbHO
iH’EKUiAHOO ronKow y
BiAKpUTOMY
n1acTUKOBOMY I0TKY B
KapTOHHI Kopo6Lyi

KOHTPO/b SIKOCTI,
TecTyBaHHSA
CTEepWIbLHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roTOBOroO
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),

Bi3yasibHa iHCneKuis:

BetTtep ®apma-
depTuryHr MrM6X i
Ko. KI', HimeuunHa
KoHTponb sikocTi,

TecTyBaHHSA
CTEepWIbLHOCTI Ta
6akTepiasibHNX
€HOO0TOKCUHIB
roToBOro
nikapcbKoro 3acoby
(KOHTPO/Ib SIKOCTI),

Bi3yasibHa iHCneKuis:

BetTtep ®apma-
depTuryHr MrMoX i
Ko. KI, HimeuunHa

BizyanbHa
iHCnekuisn: BeTTep
Papma-dPepTuryHr

v6X i Ko. KT,

HimeuunHa
KoHTposb skocTi Ta

TecTyBaHHSA
CTabiNbHOCTI,
BTOPUHHA YNaKoBKa,
[l03BiNT HA BUNYCK
cepii: H.B. OpraHoH,
Higepnangm

pu3nkamm (3aCTocyBaHHS 3MiH(M), siki(a) BMMaratoTb(€)
noAanbLIOro 06rpyHTYBaHHS HOBUMU AOAATKOBUM SAHUMMU, LLO
MalTb HaaBaTUCs KOMNETEHTHUM OpraHoOM, OCKifTbKn
BMMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
JeTabHWI onnc cucTemMu ynpasniHHA pU3nKammn y BUTIsAAi
nnaHy ynpasniHHA pU3vKamu, L0 HaAHWIA 3aABHUKOM, MICTUTb
pY3VK NPONOPLiHI 3aX0A4K 3 MiHIMI3aL,il pu3ukiB Ta 34iCHEHHS
chapmakoHarnagy

81.

EHTPOMN®

TabneTku no 50 mr; no
10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepy B navu,j 3
KapTOHY

TOB "O/1A"

YKpaiHa

AT "OnaiiHcpapm”

NartBis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny -
AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
3asBHVKa (BNacHvKa peecTpauiiHoro noceigveHHs) - 3miHa
afpecu 3asBHUKa

6e3
peyenma

UA/5233/01/01

82.

EHTPOMN®

Tabnetkn no 100 wr;
no 10 TabneTtok y
6nictepi; no 1 a6o 2
6nicTepy B naywj 3
KapTOHY

TOB "O/1DA"

Ykpaina

AT "OnaiiHdpapm"

Nargis

BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3asBHMKa (BNacHVKa peecTpauiiHoro noceigyeHHs) - 3MiHa
afipecu 3asiBHUKa

Ne 10 — 6e3
peyenma;
Ne 20 — 3a
peuyenmom

UA/5233/01/02

83.

EPFO®EP
OH

Tabnetku, no 20
TabneTtok y 6nictepi;
nol,2a6o5s

TOB "Martepia
Mepuka-
YKpaiHa"

YkpaiHa

3AT CaHToHika

NlutBa

BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu | Tuny -
AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
3as1BHMKA (B/1ACHMKA PEECTPALLIAHOro NOCBiAYeHHS) - 3MiHK

6e3
peyenma

UA/12931/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6nicTepiB y KAPTOHHIN aapecy 3asBHvKa (BBeAeHHS 3MiH NpoTArom 3-x MicAuiB micns
KopooLi 3aTBEPKEHHS); 3MiHU | TUNY - 3MiHW WoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. BeegerHs abo
3MiHW [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEEHHSA Y3araslbHEHUX JaHUX MPO cucTemy hapmakoHarnagy,
3MiHa YNOBHOBAXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm 3 thapmakoHarnagy
3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, YyNTOBHOB&XeHOi 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs hapMakoHar/isay (BK/IUYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnagy) - 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0Cco6y 3as1BHMKA, BiAMNOBIAA/IbHOI 32 34iICHEHHS
hapmakoHarnagy
84, EPOTEKC Cyno3uTopii BariHasbHi CninbHe Ykpaina CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH 0 peecTpavliiHux MmaTepiasnis:3Minu | Tuny - 6e3 UA/4026/01/01
i3 3anaxom nasaHan YKpaiHCbKO- icnaHcbKe 3MiHa y MeTofax BUNpobyBaHHS roTOBOrO Nikapcbkoro 3acoby - peyenma
no 18,9 mr, no 5 icnaHcbke niANpPMEMCTBO BHECEHHS a/lbTEePHATUBHOIO CNocoby NpuroTyBaHHs 6ydepHoro
Cyno3uTopiiB y CTpui; nignpueMCcTBO "Cnepko Ykpaina" PO34nHY B METOAML, BU3HAUYEHHSA nokasHuka «KinbkicHe
no 1 a6o 2 ctpunu y "CMNEPKO BU3HAYEHHA», Y 3B'A3KY 3 YCK/IaAHEHHAM nocTavyaHHA peakTusy
nauui 3 KapToHy YKPAIHA" HaTpilo nepxsiopary, SKuii BUKOPUCTOBYETHLCS [/ BUTOTOBJIEHHS
OCHOBHOro 6ycthepHOro po3ynHy
85. EPOTEKC Cyno3uTopii BariHabHi CninbHe Ykpaina CniflbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasiB:3MiHu | Tuny - 6e3 UA/4027/01/01
i3 3anaxom TposiHAW YKpaiHCbKO- icnaHcbke 3MiHa y MeTogax BunpobyBaHHsA roTOBOTO NiKapCbKoro 3acoby - peyenma
no 18,9 mr, no 5 icnaHcbke nignpUeMCTBO BHECEHHS a/IbTEPHATVBHOIO CNOCoby NPUroTyBaHHA 6ydhepHoro
CYno3uTOpIiB y CTpUMi; nigNpPUeEMCTBO "Cnepko Ykpaina" PO34MHY B METOAMLj BU3HAYEHHS NOKa3HWKa «KifnbKicHe
no 1 a6o 2 ctpunu y "CINEPKO BU3HAYEHHA», Y 3B'A3KY 3 YCKIaAHEHHSAM NOCTavYaHHA peakTuBy
nauj 3 kKapToHy YKPAIHA" HaTpilo nepxsopary, K1 BUKOPUCTOBYETHLCS A1 BUTOTOB/IEHHS
OCHOBHOIO 6y)epHOro po3ynHy
86. EPOTEKC cynosuTopii BariHasibHi CninbHe YkpaiHa CninbHe yKpaiHCbKO- Ykpaina BHECEHHS 3MiH JO peecTpaLiiiHix MaTepianis:3miHu | Tuny - 6e3 UA/4028/01/01
i3 3anaxom SiMMoHa no YKpaiHCbKO- icnaHcbKe 3MiHa y MeTofax BUnNpobyBaHHs roTOBOrO NiKapcbkoro 3acoby - peyenma
18,9 mr, no 5 icnaHcbke niANpPMEMCTBO BHECEHHS a/IbTEPHATVBHOIO CNOCOBY NPUroTyBaHHs 6ycthepHOro
Cyno3uTopiiB y CTpuni; nignpueMcTBo "Cnepko YkpaiHa" PO34nHY B METOAML| BUSHAUYEHHS nokasHuka «KinbkicHe
no 1 a6o 2 ctpunn y "CIMNEPKO BU3HAYEHHS», Y 3B'A3KY 3 YCK/IaAHEHHAM NocTayaHHs peakTuBy
nauui 3 KapToHy YKPAIHA", HaTpilo nepx/opary, SKuii BUKOPUCTOBYETHLCS A1 BUTOTOBJ/IEHHS
YKpaiHa OCHOBHOro 6ythepHOro po3unHy
87. ECOATUN renb no 40 r y Ty6i, no My6niyHe YkpaiHa MAT "Ny6Hucbapm” YkpaiHa BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasiB:3MiHu | Tuny - 6e3 UA/2105/01/01
1 Ty6i B mauui 3 akuioHepHe BHeCeHHs 3MiH Ao Cneuudikauii/ MeTogis BunpobdysaHHs MN3: - peuyenma
KapTOHY TOBapuncTBo 3a NokasHuKoMm "laeHTudikauia. ?-ecumH”, "laeHTudikauis.
"Ny6Hnchapm"” docdoninign"” - B MeToauLi BUNpoOyBaHHA 4715 NPUroTyBaHHS

PO34MHY MOPIBHAHHSA 3a3HAYEHHS BUKOPUCTaHHA CTaHAAPTHUX
3paskiB APY Ta EP; - 3a noka3HuKoM "KinbkicHe BU3HAYEHHS. ?-
EcumH" - meToauMLi BUNPOBYBaHHS A8 NPUTOTYBaHHSA PO3UNHY
NOPIBHAHHA 3a3HaYeHHSA BUKOPUCTAHHA CTaHAAPTHUX 3paskis
[oY Ta EP; BHECEHHA HE3HAYHUX 3MiH METOAWKY; - 3a
nokasHukom "KinbkicHe B13HaueHHsi. docchop” - BHECEHHS
He3Ha4yHMX 3MiH B NpoboniAroTosLi PO34KnHIB BiAMNOBIAHO BUMOT
A®Y; - 3a nokasHnkoM "KifibkicHe BU3HAYEHHS. 2- nponaHon" -
BHECEHHS YTOYHEHHS Npo6oniAroToBKN BUNPOOYBasIbHOro
PO34MHY; YTOUYHEHHS PO3PAXYHKOBOI (hOPMY/IU; - 38 NOKA3HUKOM
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

"MikpobionoriyHa uncToTa" - NpUBEAEHHS KpUTEpIiB
NPUIAHATHOCTI BignoBigHO BUMOr AdY; BUNYYEHHS MOBHOMO
onucy NPoBefEeHHS METOANKN

88.

ECLUTAM
® ACIHO

TabneTku, BKpUTI
nniBKOBOIO
060/10HKO10, No 10 mr,
no 10 TabneTtok 'y
6nictepi; no 1, 3 a6o 6
6nicTepiB y KAPTOHHIN
nauuj

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma Crapt"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHMX maTepiasnis: 3MiHa 3asiBHVKa
(BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3
Bif 23.07.2015 Ne 460) - 3MiHa 3asiBHMKa rOTOBOrO NiKapCbKoro
3acoby y 3B°53Ky 3 Nepejayero npasa B/1acHoOCTi Ta
MapKeTWHIOBMM PiLLEHHSIM KOMMaHil Aito4oro Ta HOBOro
3aaBHWKIB (TepmiH BBEAEHHS 3MiH - NPOTAroM 6 micsuis nicns
3aTBEPXEHHS); 3MiHU | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHS Ais/IbHOCTI
BMpPO6HMKa/iMNopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOUAIOUY AiNbHULj BUMYCKY cepil abo micue npoBeaeHHS
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBsigae
BMPOGHMK/IMNOPTEpP, BK/OYAOYM BUMYCK CEpil) - 3MiHa
HanvcaHHs agpecu Miclsi NPOBapKEeHHS AifNbHOCTI BUPOGHMKa
roTOBOrO Mlikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM DaKTUYHOrO MICLA NPOBAKEHHS AiS/IbHOCTI
BHOCUTbCS Y 3B’A3KY 3 PilleHHsM KniBcbkoi Micbkoi paay Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BY/IMUb, HAliMEHYBaHHS NOL, Ta NPUCBOEHHS iIMEH
ckBepam B MicTi Knesi (TepMiH BBe4EHHS 3MiH - MPOTAroM 6
MiCAILiB MicNs 3aTBEPMKEHHS); 3MiHM | TUNy - 3MiHW WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHU [0 y3araJlbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 hapmakoHarnagy
3aABHUKA 419 34iicCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, YyNTOBHOB&XXeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs hapMakoHarisay (BK/IUYaloun KOHTaKTHI AaHi)
Ta/abo 3MiHM y pO3MiLLEHHI MacTep-haiina cuctemu
hapmakoHarnisgy) - 3MiHa KOHTaKTHUX AaHMX YNOBHOBaXKEHO!
oco6u, BiANoBifaIbHOI 3a hapMakoHarnisg. 3miHa micus
3[iACHEHHS1 OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarsay. 3MiHa
MicLie3HaxXoKeHHs macTep-hainna; 3miHu | Tuny - 3MiHn LWoAao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
BHECEHHS pefaKLiiHUX NpaBOK Ta NpUBEeAEHHS iHchopMmalii B
TEKCTi MapKyBaHHS BifMoBiAHO A0 BHYTPILLHIX BUMOr KOMNAHiT
L1040 0hOPMIIEHHS NaKyBasIbHOrO MaTepiany. 3MiHu He
cynepeyaTb BUMoram flogatky 23 Hakasy MO3 Ykpaiuu Big 26
cepnHsa 2005 poky Ne 426 (y pepakuii Hakasy MO3 Ykpainu Big,
23 nunHa 2015 poky Ne 460)

3a
peyenmom

UA/15764/01/01

89.

ECLUUTAM
® ACIHO

TabneTku, BKPUTI
nNiBKOBOKO
o060n0Hkoto, no 20 mr,
no 10 Tabnetok y
6nictepi; no 1, 3a6o 6

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [JO peecTpaLjiiiHMX maTepianis: 3MiHa 3asiBHMKA
(BnacHuKa peecTpauiinHoro noceigyeHHs) (3rigHo Hakasy MO3
Bif, 23.07.2015 Ne 460) - 3MiHa 3asABHMKa roTOBOrO NlikapCbKOro
3aco0by y 3B°A3Ky 3 Nepejayeto npasa BNacHOCTi Ta
MapKETWHrOBUM piLLIEHHAM KOMMNaHii Aito4oro 1a HOBOro

3a
peyenmom

UA/15764/01/02
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

6nicTepiB y KAPTOHHIN
nauuj

3aaBHVKIB (TepmiH BBEAEHHS 3MiH - NPOTArom 6 micAuis nicns
3aTBEPKEHHS); 3MiHW | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecy Micusa NPOBaMKEHHS Ais/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro /ikapcbkoro 3acoby,
BK/THOYAIOUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOJIO AKOCTI. (AisaNbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpTEp, BK/OYAUM BUMYCK CEpiid) - 3MiHa
HanucaHHa agpecu MicLA NPOBaMKEHHS AisSIbHOCTI BUPOGHMKaA
roTOBOrO Nikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM DaKTUYHOTO MICLA NPOBAKEHHS Ais/IbHOCTI
BHOCUTBLCSA Y 3B’A3KY 3 PilleHHAM KuiBcbKoi MicbKoi paam Big 10
nucronaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, ByMUb, HaliMEHYBaHHS N/I0LL, Ta MPUCBOEHHS iMEH
ckBepam B MicTi Knuesi (TepMiH BBe,E€HHS 3MiH - NPOTArom 6
MiCALIB MiCNA 3aTBEPLYKEHHSR); 3MiHU | TUMY - 3MiHN LWOA0
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeEHVX AaHNX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa BiJ YNOBHOB&XeEHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapMakoHarisay (BK/IUaUun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-haiina cuctemu
thapmakoHarnsgy) - 3MiHa KOHTaKTHUX JaHVX YNOBHOBaXKEHOI
ocobw, BignoBigasnbHOI 3a hapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisSiNbHOCTI 3 hapmakoHarnsgy. 3miHa
MicLLe3HaxX0KEHHS MacTep-chaiina; 3mMiHu | Tuny - 3MiHn LWoAao
6e3nekn/edheKTUBHOCTI Ta papMakoHarnsagy (iHwi 3amiHu) -
BHECEHHS pefaKLiliH1X NpaBoK Ta NpuBeAeHHs iHchopMmaLii B
TEKCTi MapKyBaHHS BiAMOBiAHO A0 BHYTPILLHIX BUMOr KOMNAHiT
LLOA0 0GHOPM/IEHHA NakyBaslbHOro marepiany. 3MiHu He
cynepeyaTb Bumoram flogatky 23 Hakasy MO3 Ykpaiuu Big 26
cepnHsa 2005 poky Ne 426 (y pepakuii Hakazy MO3 Ykpainu Big
23 nunHa 2015 poky Ne 460)

90.

3ANIZA
AMOHIAHO
ro
UMNTPAT

nopoLuok (cybcTaHis)
y NoNieTUNEeHOBUX
Millkax ons
thapmavueBTUYHOro
3aCTOCyBaHHSA

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpueMCcTBO
"Cnepko
YkpaiHa"

YkpaiHa

[Op. Mayn JlormaHH

mM6X K

HimeuyunH
a

BHECEHHS 3MiH [0 peecTpaliinHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MicLs NPOBaMKEHHS AiANbHOCTI BUPOGHMKA (BK/OHAOUM, 3a
HeoOXiAHOCTI, MicLie MPOBEeAEHHS KOHTPOO AKOCTI), abo
BflacHVKa macTtep-gaiina Ha A®l, abo noctavasnbHUKa
Adl/BnxigHOro matepiasny/peareHTy/npoMixXHOro NPoAyKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepAXeHOMY [0Cbe, ab0
BMPOGHMKA HOBOI AOMOMIXHOI PEYOBUHU (SKLLO 3a3HAYEHO Y
[OCbE) - 3aMiHa IOpUANYHOT agpecy Ha hakTUYHY BUPOGHMKa
A®I (3aniza amoHiiHoro umtpar) Dr. Paul Lohmann GmbH KG,
Germany, 6e3 3MiH1 MicL BUPO6GHMLUTBA

UA/6441/01/01

91.

3ANISA

KpUCTanivyHuiA

ToBapucTBo 3

YKpaiHa

O-P NAYNb

HimeyunH

BHECEHHS 3MiH 40 pPeeECTpaLiiHNX MaTepiasiB: 3MiHM | TNy -

UA/16395/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
CYNb®AT nopoLuok abo 0bMexeHot NTOMAHH 'MBX KI a 3miHu 3 sKocTi. CepTudikaT BignosigHocTi/l E-cepTudikat
FEATArIAP | kpuctanu (cybeTaHuis) | BignosiganbHicT BiANoBigHOCTI E€Bponeiickkili hapmakonei/MmoHorpadii. MogaHH:A
AT y NONieTUIEHOBNX 10 HOBOro ab0 OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
naketax gns "dapmaLeBTUyH BW/TyYEHHS cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmaueBTUYHOTO a KoMnaHis thapmakonei: gns A®l; ans BUXiAHOro
3aCcTOCyBaHHSA "3p0pos'a” marepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudikaTt BiAMNOBIAHOCTI EBpONechbkili
thapmakonei) - OHOBNEHWIA cepTUdIKaT Bif, yXXe 3aTBepKeHoro
BMPOGHMKA - MOAaHHS OHOB/IEHOTO cepTudikarta BignoBigHOCTI
€Bponelicbkit hapmakonei Ne R1-CEP 2007-369-Rev 01
(3atBepmxeHo: R1-CEP 2007-369-Rev 00) gns gitoyol
peyoBUHM 3ani3a cynbhat rentarigpaty Bif 3aTBEpAXKEHOrO
Brpo6HMKa DR. PAUL LOHMANN GMBH KG, Ta ik Hacnifok
BVKAAEHHSA Ha3BW Ta afpecu BUPOOHNYOT AinbHuLi APly
BiANOBIAHOCTI [0 pefakuii, HaBeaeHoi B CEP; 3miHa y
crneundikaii Ta MeTogax KOHTponto Adl, a came: BBeLeHHS
[04aTKOBOro MokasHvKa AKOCTi “ENeMeHTHI fOMILLKn” 3
BiAMOBIAHMM METOA0M BMNpPoOyBaHHSA BifMoBigHO A0 pejakuil
HaBefeHoi B CEP: He 6inblwie 15 ppm kobasbTy; He 6inblue 50
ppm Hikento (MeTog, aTOMHO-eMICIiHOT cnekTpoMeTpii 3
iHAYKTVMBHO 3B'A3aHOt0 nnasmoto EP, 2.2.57/CEP)
92. IBYNPOM CycCrneHsis opasbHa, tOHina6, Nn CWA Biona6 C.J1., IcnaHia IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 6e3 UA/15878/01/01
ANA JITENA | no 100 mr/5 M no 100 (anbTepHaTMBHA Monbwa 3MiHa y MeToAax BUNpPobyBaHHS roTOBOroO NikapCbKoro 3acoby peuyenma
M, 150 mn a6o 200 AinbHUUSA Ans Higepnax (BUNyYeHHS MeToAy BUNPOOYBaHHS, SKLLO BXe 3aTBepaKeHnl
My hnakoHi; no 1 npoBeAeHHs an anbTepHaTUBHWI METOA); CYNyTHS 3MiHa: 3MiHa napameTpiB
h1akoHy y KOMMNEKTI MiKpO6io/10rivyHOro cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3i LWINPULIOM- KOHTPO/0 3aco0y (BMlyYeHHA HE3HAYHOrO NokasHuka (Hanpuknag
[,03aTOpOM Mo 5 Mn B (cybporosip 3 3acTapisioro nNokasHuka, Takoro sik 3anax Ta cmMak, abo
KapTOHHI Kopo6Lyi BMPOGHUKOM ineHTudikauis 6apBHMKIB UM CMakoBUX [06aBOK)) 3MiHWN 40

dapmanigep, C.A.);
TOB tOC Papmauis,
Monbuwa (Bunyck
cepii rotoBoro
npoaykTy); ®amap
Higepneng B.B.,
HigepnaHgu
(BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BMMYCK cepil
roToBOro
NiKapcbkoro
3acoby );
dapmanigep, C.A.,
Icnanis (KOHTpoNb
AKOCTI (32 BUHATKOM
Mikpo6iosioriyHoro

cneuudikalii Ta MeTOoAiB KOHTPOJIH0 FOTOBOrO /liKapCbKOro
3acoby.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MIiC/A 3aTBEPLKEHHS




73

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KOHTPO/0), BUMYCK
cepii roToBoro
NpOAYKTY);
Papmacbeppa
MaHydekuypiH,
C.J1., IcnaHia
(BUpOGHMLTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUMNYCK cepii
roTOBOro
NiKapcbkoro
3acoby )
93. IMOBAKC CycneHsis ans iH'ekujn CaHodpi MacTep ®paHuisa MoBHWI LKA ®paHuia/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastis: 3MiHu | Tuny - 3a UA/14266/01/01
nonio® no 0,5 mn (1 gosa) y BUPOGHMLTBA, YropwmHa AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
BAKUMHA nonepegHb0 BUNYCK cepii: 3asBHMKa (B/1ACHMKA PEECTPALLIAHOrO NOCBIAYEHHS) - 3MiHa
ansa 3arMoBHEHOMY LUNpUL,i CaHodpi MacTtep, HaliMeHyBaHHS Ta agpecu 3asiBHUKa (BNacHWKa peecTpauiiiHoro
MPO®INIAK | 3 npukpinaeHot PdpaHuis; nocsigyeHHs) (TepMiH BBEAEHHS 3MiH - NPOTATOM 6-TU MicALUiB
TUKN ronkoto (abo 2-ma BTopuHHe nicns 3aTBeppkKeHHs); 3MiHW | Tuny - AAMIHICTPaTUBHI 3MiHW.
MONIOMIE | okpeMumu ronkamu) B nakyBaHHs: 3miHa HalimeHyBaHHS Ta/abo agpecu Micus NpoBakKeHHS
nry KapTOHHiI kopobui abo CaHodpi-ABeHTiC LisiNbHOCTI BUPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
IHAKTUBO | B cTaHgapTHO- Mpaisit Ko. T4, BK/IOYAIOUM AiNbHULj BUNYCKY cepii abo micue npoBefeHHs
BAHA €KCMOPTHIl ynakoBsL,i B YropLumHa; KOHTPOJIO SIKOCTI. (AisNbHICTb, 3a 5Ky BiAnoBigae
PIAKA KapTOHHI kopobuj; no 3anoBHeHHs BMPOGHUK/IMNOPTEP, HE BK/IHOYAKUM BUMYCK Cepili) - 3MiHa
5wmn (10 go3) y LINPULIB, KOHTPO/b HallMeHyBaHHS Ta agpecu BUpoOHYKa, Lo BignoBsigae 3a
thnakoHi 3 3aX1CHUM AKOCTI BTOPUHHE NakyBaHHs (TepMiH BBEAEHHS 3MiH - NPOTArom 6-Tu
KoBMavkoMm; no 1 a6o (cTepunbHICTb): MiCAILiB Micns 3aTBEPMKEHHS); 3MiHU | TNy - AAMIHICTPaTUBHI
10 cpnakoHis B CAHO®I BIHTPOIN 3MiHW. 3MiHa Ha3BW NiKapCcbkoro 3acoby - 3MiHa Ha3BK
KapTOHHiI kopobui abo IHOACTPIA, nikapcbkoro 3acoby. 3aTBepgkeHo: IMOBAKC MOJIO
B CTaHAapTHO- PpaHuin BAKUVHA ANA MPOPINAKTUKNA NMOAIOMIENTY
€KCMOPTHI ynakosL,i B IHAKTVIBOBAHA PIKA 3anponoxosaHo: IMOBAKC MOJTIIO®
KapTOHHI Kopo6Lyi BAKUWMHA 4114 MPO®INAKTUKA MONOMIENITY
IHAKTVIBOBAHA PIZKA. TepMmiH BBeZeHHS 3MiH - NPOTSArom 6-
TV MicsiLiB nicns 3aTBeppkKeHHs; 3MiHun | Tuny - 3MiHW Wwono
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
[o4aBaHHA TEKCTY MapKyBaHHA A5 a/ibTEPHATUBHOT BTOPUHHOT
yNakoBKW y 3B'A3KYy 3 BNpoBagKeHHAM Ctparterii komnaHii
«CaHodpi Mactep» woao 60poTbby 3 hasibcudikoBaHo
NPOAYKLI€et0, B paMkax skoi 6yae BUKOPUCTOBYBATUCL MeXaHi3M
KOHTPO/O NEPLUOro po3kpuTTa (knanaH-Hakneika abo eTukeTka
KOHTPOJTI0 NEPLUOro Po3KpUTTS) TepMiH BBEAEHHA 3MiH -
NPOTSArom 6-Tv MicAILiB Micns 3aTBEpPAKEHHS
94. IMOA3A Tabnetkn, no 20 TOB "Martepia YKpaiHa 3AT CaHToHika NnteBa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB: 3MiHM | TNy - 6e3 UA/5543/01/01
Tabnetok y 6nictepi; Meguka- AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
no 1 6nictepy y YkpaiHa" 3asBHUKA (BNacHMKa peecTpauiiiHoro nocBigYeHHs1). 3MiHM

KapTOHHI Kopo6Lyi

agpecu 3asBHUKA. BBeAEHHS 3MiH NPOTAromM 3-X MicsLiB nicas
3aTBEPAKEHHS. 3MiHM | TNy - 3MiHK WoA0
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHeEHVX AaHNX Npo cucteMy hapMakoHarnagy
(BBEAEHHS y3arasibHEeHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 34iiCHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobu 3 chapmakoHarnagy
3asBHUKA AN19 34iiCHEHHA dapMakoHarnagy B YkpaiHi, Ko
BOHa BiAMiHHa BiJ YNOBHOB&XeEHOI 0CO6M, BiANOBIAA/IbHOI 3@
3[jiCHEeHHs1 hapMakoHarisay (BK/IUYaUn KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLEeHHI MacTep-haiina cuctemu
dhapmakoHarnsgy). 3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cob6u 3asBHIKA, BiANOBIAA/ILHOI 32 34iiCHEHHS
dhapmakoHarnsgy.

95.

IHFTANINT-
340POB'A

cnpeii ans poToBoi
NOPOXHUHU No 30 MmN
y 6a/10Hi 3 KlanoHOM-
HacocoM, Mo 1 6as1oHy
3 HacafiKoto-
po3nustoBaYeM i
3axXVCHUM KOBMa4ykoMm
Y KapTOHHIl1 kopobLi

ToBapucTso 3
06MexeHoto
BiANOBIga/IbHICT
10
"@apmaueBTUUH
a KoMnaHis
"3p0pos'a”

YKpaiHa

ToBapucTso 3
obmexeHoto
BiANOBIAALHICTIO
"PapmaueBTnyHa
KoMnaHis "3popos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:3Minu |l Tuny -
3MiHa BUPOGHWKa BUXILHOro/MpoMKHOIO NPOAYKTy/peareHTy, Lo
BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci Adl, abo 3miHa
BMPOGHMKa (BK/IKOYaoum, e HeobXigHo, MicLie MpoBeAEeHHS
KOHTPO/It0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikata
BIANOBIAHOCTI EBpONeiichbkili hapmakonei y 3aTBepapkeHomy
[0Cbe)(BBEAEHHSI HOBOrO BUPOGHMKa AD| 3 HafaHHAM MacTep-
thaiina Ha A®I); cynyTHSA 3MiHa: 3MiHa Y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MEX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMDKHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECI
BMpO6HUMLTBAa AP| (4ONOBHEHHS cneumdikauii HoOBUM
NMOKa3HMKOM SIKOCTi Ta BiANOBIAHUM MeTOA0M BUNPOOYBaHHS) -
BBE/IEHHS1 HOBOro BUPO6HMKa A®| CTpenTouus po3unHHU
ToBapucTBO 3 0OMEXEHOI0 BiANOBIAA/TBHICTIO «DAPMXIM»,
Ykpaina. 9k Hacnigok, npuBeaeHHs cneuudikauii Al Ta
METO/iB KOHTPOJIIO AKOCTi 3@ NoKasHnkamu «laeHTudikauis»,
«BTpaTa B Maci Npy BUCYLLYBaHHI», «3a1LLIKOBa KiNbKICTb
OpraHiYHUX PO34MHHUKIB» Ta «KiflbkicHe BU3HAUYEeHHS» A0
MaTepianis BUpo6HvKa (3rigHo DMF) Ta 0HOBNEHOT 3arasibHOl
ctaTti oY 2.0 «Cy6cTaHuii 4na hapmayeBTUYHOro
3aCTOCyBaHHS»

6e3
peyenma

UA/3937/02/01

96.

IHFANINT-
3/10POB'AA
®OPTE

cnpeii ansi poToBOi
NOPOXHMHK, No 30 MmN
y 6anoHi 3 knanaHom-
HacocoM; Mo 1 6asioHy
3 HacafKo-
posnunioBavem Ta
3aXMCHUM KOBMa4KoM
Y KOPOOLi 3 KAPTOHY;
no 50 mn y donakoHi:
no 1 dpnakoHy 3
opasibHUM
po3NVN0BaSIbHUM
NpuCTPoEM Ta
3aXVCHNM KOBNA4yKoM
Y KOpobL,i 3 KApTOHY

ToBapucTso 3
0bMexeHot
BignoBsiganbHicT
10
"papmMaueBTNYH
a KoMnaHis
"3popos'a”

YKpaiHa

ToBapucTso 3
06MEXEHO
Bi4NoBiAaNbHICTIO
"PapmaueBTnyHa
KomnMaHis "3gopos'a"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasnis:3miHu |l Tuny -
3MiHa BUPO6HUKa BUXiAHOro/NpPOMKHOrO NPOAYKTY/peareHTy, Lo
BUKOPWCTOBYIOTLCA Y BUPOGHMYOMY npoueci Adl, abo 3miHa
BMpO6HUKa (BK/IHOYaKOUU, Ae HeobXifHO, MicLe NPoBeAeHHS
KOHTpOsto sikocTi) AP (3a BigCyTHOCTI cepTuddikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepakeHoMy
[ocbe) (BBEAEHHA HOBOro BUPOOHMKa AD| 3 HaflaHHAM mMacTep-
thaiina Ha A®l) BBeaeHHA HOBOro BUpobHuka A®l CtpenTtoumng
PO34MHHKI TOBapNCTBO 3 0OMEXEHOI0 BifNOBIAAIbHICTIO
«PAPMXIM», YkpaiHa. fK Hacnifok, npuBeaeHHs cneuudikauii
A®| Ta MeTOAIB KOHTPO/IO AKOCTI 3a NOKa3HUKamu
«lpeHTudpikauis», «Btparta B maci npu BUCYLLYBaHHI»,
«3aNnLLKoBa KiNlbKICTb OpraHivyHMX PO3UMHHKKIB» Ta «KinbkicHe
BM3HAYEHHNA» A0 MaTepianis BUpo6HuKa (3rigHo DMF) Ta
OHOB/EHOI 3arasibHOi cTati AdY 2.0 «CybcTaHujii ans

6e3
peuyenma

UA/3937/02/02




75

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
dhapmaL,eBTUYHOIO 3aCTOCYBaHHS»; CyMyTHS 3MiHa: 3MiHa Y
napameTpax cneuudikauii Ta/abo AONyCTUMMX MEX,
BU3HaYeHNX y cneumdikauisx Ha A®I, abo BUXiAHUA/NPOMIXHWIA
NPOAYKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECi
BMpoOHULUTBa AP| (LONOBHEHHS cneuudikauii HoBUM
NMOKa3HMKOM SIKOCTi Ta BiANOBIAHUM METOA40M BUNPOBYBaHHS)

97. IHFANINT- cnpeii ans poToBoi ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiiHux maTepiasis:3Minu |l Tuny - Ges UA/10947/01/01
340POB'AA | nopoxHuHK o 30 mn 06MeXeHo 06MEXEHO 3MiHa BUPOGHMKa BUXILHOro/MpoMKHOIO NPOAyKTy/peareHTy, Lo peuyenma
®OPTE 3 y 6as10Hi 3 KnanaHom- BiANOBIga/IbHICT BiANOBIAA/LHICTIO BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci A®l, abo 3miHa
POMALLKO | Hacocom, no 1 6anoHy 10 "®apmavueBTUYHa BMPOGHMKa (BK/IKOYauM, e HeobXigHo, MicLie MpoBeAEeHHS
10} 3 HacafKoto- "papmMmaueBTUYH KoMnaHis "3popos'a” KOHTPO/It0 siKOCTi) ADI (3a BiACYTHOCTI cepTudpikarta

posnuoBayem Ta a KoMnaHis BIANOBIAHOCTI EBpoONeiichbkili hapmakonei y 3aTBepapkeHoMy
3aXUCHMM KOBMavykom "3p0pos'a” [0Cbe)(BBEAEHHS HOBOTO BMPO6HUKa APl 3 HagaHHAM MacTep-
Y KOPOO6Lj 3 KAPTOHY; thaiina Ha A®I); cynyTHS 3MiHa: 3MiHa Y napameTpax
no 50 mn 'y chnakoHi 3 cneuudikaLin Ta/abo fonycTUMNX MeX, BUSHAYEHNX Y
3aXMCHMM KOBMaYKoM; cneumdikauisix Ha A®l, abo BMXigHWUA/NPOMDKHWIA
no 1 chnakony 3 NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECi
OopasibHUM BMpO6HUMLTBa AP| (4ONOBHEHHS cneuvdikalii HOBUM
pO3NVNI0BaSIbHUM NOKa3HMKOM SIKOCTi Ta BifMoBiAH/M MEeTOAOM BUMPOOYBaHHS)
NPUCTPOEM Ta BBE/IEHHS1 HOBOro BUPO6HMKa A®| CTpenTtouus po3unmHHU
3aXMCHMM KOBMavKoM ToBapucTBO 3 0OMEXEHOI0 BiANOBIAA/TBHICTIO «DPAPMXIM»,
y KOpobL,i 3 KapTOHY Ykpaina. Ak Hacnigok, npuBeaeHHs cneuudikauii Al Ta
METO/iB KOHTPOJIIO AKOCTi 3@ NoKasHWkamu «laeHTudikauis»,
«BTpaTa B Maci Npy BUCYLLYBaHHI», «3aINLLIKOBa KiNbKICTb
OpraHiYHUX PO34MHHUKIB» Ta «KiflbkicHe BU3HAUYEeHHS» A0
MaTepianis BUpo6HvKa (3rigHo DMF) Ta 0HOBNEHOT 3arasibHOl
ctaTti oY 2.0 «Cy6cTaHuii 4na hapmayeBTUYHOro
3acTOCyBaHHS»

98. IHPAHPUK | cycneHsia (DTPa-IPV) nakcoCmitKns Benvka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/15832/01/01
c™IinB Ans iH'ekuin no 0,5 mn nH Ekcnopt BputaHis Bionoaxikans C.A. 3MiHV BUNpoGyBaHb abo AOMYCTUMUX MEX Y NpoLeci peyenmom
XIb | (1 po3sa) Ta niodpinizar Nimiten BMPOGHMLUTBA ADI, L0 BCTAHOB/EHI Y crieumdikayisx -

INFANRIX (Hib), cycneHsis [oflaBaHHA TecTy Ha 6io3abpyaHeHHs (Bioburden test) B npoveci
™ |PV HIB (DTPa-IPV) gns OumLLIEHHS NpomikHoro npoaykty (PRP-TT conjugated bulks) Ha
KOMBIHOB | iH'ekuili no 0,5 mn (1 cTagii knapugikauii Ha ginbHuLi B CiHranypi; AofaBaHHA TecTy
AHA [03a) y nonepeaHbLo Ha 6i03abpyaHeHHs (Bioburden test) sk TecTy BUPOOGHUYOrO
BAKUWHA HanoBHeHOMY KOHTPO/I0 B NPOLIECi OUULLEHHSA MPOMDKHWUX NPOAYKTIB;
ansa 04HOPa30BOMY BU/yYEHHS TeCTy Ha 6io3abpyaHeHHs (Bioburden test) B npovueci
MPO®INIAK | wnpuui Nely OUMLLLEHHSA NpoMiXHOro npoaykTy (PRP-TT) nicns etany
TUKIN KOMMEKTi 3 ABOMA eKCKMH3iHOT Xxpomartorpadii; 3MiHu | Tuny - 3miHa y metogax
DUNOTEPII, rofikamu Ta niocpinizart BunNpobyBaHHA APl abo BMXigHOTO MaTepiany/npomMiKHOro
NMPABLSA, (Hib) y donakoHi Nel, nNpoAayKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NpoLeCi
KALUTIOKY | Lo 3miyoTbesa BMpo6HMUTBa ADI - BUTy4eHHs1 BUNpo6yBaHHs Sterility test B
(ALENON nepepg pe3ynbTaTi 3MiHM NigxoAy Ao knacudikauii BUpo6HNYMX
APHUI BUKOPUCTaHHAM: Nno 1 npuMiLLeHb (Bi CTEPUILHOIO A0 KOHTPOJ/IbOBAHOIO 3a piBHEM
KOMIMNOHE nonepegHL0 6i03abpygHEHHS) Ha AiNbHUUI B [040110; 3MiHK | TURY - 3MiHa Y
HT), HanoBHEHOMY 6e3nocepeHiin ynakosui A®I - 3miHa maTtepiany KOHTenHepiB,
noniomie 0flHOpa3oBoOMY LLIO BUKOPUCTOBYIOTLCA A1 36epiraHHs OYMLLEHOro NpaBLEeBOro
niTY TA LINPULLY Y KOMM/IEKTI 3 aHaTOKCUHY 3 KOHTelHepiB 3 nonikap6oHaTy/ck/10 Ha 0AHOPa30oBi
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3AXBOPKO | gBoma ronkamu Ta 1 milwkm BioProcess Contaier (BPC), cymicHi 3 cuctemoto
BAHb, hN1akoHOM 3 3akynoptoBaHHs (CDS); 3miHu Il Tvny - 3MiHa BUPOGHMKA
3BYAHUKO | niodinizatom (Hib) y BWXiHOro/NPOMKHOro NPoAyKTy/pearenTy, Lo
M AKX € BaKyyMHiil CTepUNbHIli BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoeci A®l, abo 3miHa
HAEMOPHI | ynakosuj; no 1 BMpOGHUKa (BK/THOYaKoUK, fe HeobXifHO, MicLue NpoBefeHHS
LUS BakyyMHiil CTepubHili KOHTPO/IH0 5IKOCTi) ADI - fogaBaHHA OYHKLiT 3 BUPOGHULTBA Ta
INFLUENZ YNaKoBLji Y KAPTOHHIl KOHTPO/I0 NpomixHoro npoaykty Haemophilus influenzae tuny b
AE TUMY B | kopobui 3 (PRP) Ta aktmBHOI cy6cTaHuji Hib (PRP-TT) gns ginbHuui GSK
MapKyBaHHAM Biologicals B CiHranypi. BHeceHHs1 pefakLiiiHix NpaBoK A0
YKPaiHCBbKOK MOBOHO po3ginie 3.2 S.2.2, 3.2.5.2.3 Ta 3.2.5.2.4.; pogasaHHsA yHKLUii 3
BMPOGHMLITBA Ta MPOBELEHHSA KOHTPOSIKO AKOCTI
ynbTpacinbTpayiiHo ouniieHoro Tetanus Toxoid (TTfp) carrier
protein, L0 BUKOPUCTOBYETLCS B BUPOOHULITBI aKTUBHOI
cy6cTaHuii Hib-TT hib-BakuuHu ana gineHuui GSK Biologicals B
Foponno, YropumHa. BHeceHHs pefakuiliHux npaBok Ao
posginis 3.2.5.2.1, 3.2.5.2.2,3.2.5.2.3,3.2.5.2.4,3.2.5.3.1;
3MiHM Il TNy - 3mMiHK B npoueci BUpobHuyTea A®| - 3miHM B
npoueci BUPOO6HMLITBA OYMLLIEHOTO MPOMIXXHOIO NPOAYKTY
KoH'toraTy kancynbHoro nonicaxapugy (PRP) Ha ginbHuui GSK
Biologicals B CiHranypi; 3MiHu B npoLieci BUPO6HMLTBA
OYULLLEHOTO Ta YNbTpadiibTPOBAHOIO NPaBLEBOr0 aHATOKCUHY
Ha AinbHWL B [040110: 3MiHW MigX04iB 4O KOHTPO/O
BMPOBHUYUX NPUMILLEHb; 3MiHK || TUNY - 3MiHa po3Mmipy cepii
(Bkntoyaroun gianaszoHn) APl abo NPOMIDKHOTO NPOAYKTY, KNI
3aCTOCOBYETLCA Y NPOLIEC BUPOGHMLTBA ADI| - 3MiHa po3mipy
cepii Npy BUPOBGHULITBI OUYMLLEHOTO NPOMIXHOIr0O NPOAYKTY
KOH'toraTy KancynbHoro nosnicaxapugy Haemophilus influenzae
Tuny b 3 150 L (Bupo6Huya ginsHka B benbrii) Ha 300 L
(BMpOGHMYa ainsiHka B CiHranypi)
99. ICEHTPEC TabneTkn, BKpUTI Mepk Wapn i LLseiiuapis Mepk Wapn i Joym Higepnax BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasnis:3Minu | Tuny - 3a UA/9325/01/01
C NNiBKOBOKO Ooym IOEA B.B., HioepnaHngu onl 3MiHa napameTpiB cneuymdikauiii Ta/abo fomyCTUMUX MeX peyenmom
060/10HKO10, No 400 M6X, (nepBuHHe Ta Cinranyp/ roTOBOrO JliKapCbKOro 3acoby. BBeieHHs 3MiH NPOTArom 6-1u
Mr; no 60 TabneTok y Lseiuapis BTOPVHHE IpnaHgis MiCALIB MiCNA 3aTBEPKEHHSA

thnakoHi; no 1
(h/1aKOHY B KapTOHHii
KopoobUi

nakyBaHHs, 403BiN
Ha Bunyck cepii);
MC/A IHTepHewwHn
'M6X (chinisa
Cinranyp), CiHranyp
(BUPOGHYK
Hepo3dacoBaHoi
npoAaykuii Ta
KOHTPO/Ib SIKOCTI);
MCA IHTepHewHn
v6X / MCA
IpnaHgjs
(Bennigaiin),
Ipnangis (BMPOGHMK
Hepo3dg)acoBaHol
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
npoaykuii Ta
KOHTPO/b SIKOCTI)
100. ICEHTPEC TabneTkn, BKpUTI Mepk Wapn i LLseiiuapis Mepk Wapn i Joym Higepnax BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasnis:3Minu | Tuny - - UA/14320/01/01
C NNiBKOBOKO Joym IOEA B.B., HinepnaHgu onl 3MiHa napameTpiB cneuymdikauiii Ta/abo fomyCTUMUX MeX
060/10HKO10, No 400 6X (nepBuHHe Ta Cinranyp/ roTOBOrO JliKapCbKOro 3acoby. BBeieHHs 3MiH NPOTArom 6-1u
mr; in bulk: no 60 BTOPVHHE IpnaHgis MiCALIB MiCNA 3aTBEPKEHHSA
TabneTok y cpriakoHi; nakyBaHHs, [03BiN
no 120 cpnakoHiB B Ha Bunyck cepii);
rpynosii ynakosLii MCA IHTepHewwHn
'M6X (chinisa
Cinranyp), CiHranyp
(BUPOGHYK
Hepo3dacoBaHoi
npoAaykuii Ta
KOHTPO/Ib SIKOCTI);
MCA IHTepHewHn
v6X / MC[,
IpnaHgjs
(Bennigaiin),
Ipnangis (BMPOGHMK
Hepo3dgacoBaHol
npoaykuii Ta
KOHTPO/b SIKOCTI)
101. KAACITA® | nopoLlok gsis ®.XothpmaHH- Llseiiuapis MaTeoH CLUA/ BHECEHHS 3MiH 0 peecTpavliiiHux MmaTepiasnis:3MiHu | Tuny - 3a UA/13770/01/01
KOHLIeHTparty ans Na Pow Nita MaHyeKkTypuHr HimeyunH 3MiHa y MeTogax BunpobyBaHHa APl abo BMXigHOTO peyenmom
PO34mnHY ANst iHAY3il Cepsicus JI/1Ci, a/ matepiany/npomMiKHOro NpoayKTy/peareHTy, LWo
no 100 wmr, 1 cpnakoH 3 CLUA (Bupo6Huuteo | Llseliuapi BMKOPMCTOBYETHLCA Y NpoLieci BUPo6HMLUTBa AD| - BBEAEHHS
MOPOLUKOM B Hepo3dacosaHoi A HOBOrO BTOPMHHOIO PO6040ro cTaHAapTHOro 3paska cepii

KapTOHHIi Kopo6Lyi

npoaykuii, nepBuHHe
nakyBaHHs); Polu
LiarHocTmke M'mM6X,
HimeuunHa
(BunpobyBaHHsA
KOHTPOJO SIKOCTI);
Pow ®apma Arl,
HimeuunHa
(BunpobyBaHHsA
KOHTPO/O SIKOCTI);
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
(BunpobyBaHHsA
KOHTPOJO SIKOCTI);
& . XodhpmaHH-/15
Pow NTp,
LLiBeiiuapis (Bunyck
cepii);
®.XothpmaHH-/15
Pow J1T4,

979687 3amicTb icHytouoi cepii HER1208-5, sikuii
BMKOPUCTOBYETHLCA NPW TECTYBaHHI fil040i peYoBMHN Ta roTOBOro
nikapcbKoro 3acoby; 3miHu |l Tuny - 3MiHa po3mipy cepil
(BKNKOYAOUM Ajana3oH po3Mipy cepil) roToBOro Nikapcbkoro
3aco0y - 36i/bLEHHS pPo3Mipy cepii AN NikapcbKoro 3acoby
Kagcina® (Tpactysymaby emMTaHCUHY) [0 NOBHOI
3aBaHTaXyBaslIbHOI NOTYXHOCTI sliodpinizaTopa AN koHdirypauii
chnakoHiB Mo 100 mr Ta no 160 Mr Ha BUPOGHWYIN AinbHUL
®.XodpdpmaHH-/15 Poww, Kaiiceparycr, LUseiiuapisi(MKay).
BBefeHHs 3MiH NPOTAroM 6 MicALiB Nicns 3aTBEPAXKEHHS
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

LLiBefiuapis
(BUpOGHNLTBO
Hepo3gacoBaHol
npoayKuii, NnepBrHHe
nakyBaHHs);
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
(BTOPUHHE
nakyBaHHs)

102.

KAACINTIA®

NopoLUoK AN
KOHLEHTpaTy Ans
PO34mnHY ANs iHAY3il
no 160 mr, 1 donakoH 3
NMOPOLLKOM B
KapTOHHI Kopo6Lyi

®.XohpmaHH-
Na Pow it

LseiiLapis

MaTeoH
MaHyhekTypuHr
Cepgicus JIICi,

CLA (B1po6HMLTBO
Hepo3dgacoBaHol
npoayKuii, nepBrHHe
nakyBaHHs); PoLu
[LiarHocTrke M'm6X,
HimeyunHa
(BUNpobyBaHHSA
KOHTPO/O SIKOCTI);
Pow ®apma Arl,
HimeuyunHa
(BunpobyBaHHsa
KOHTPO/O SIKOCTI);
& . XohpmaHH-/15
Pow NTp,
LLiBefiuapis
(BUNpobyBaHHSA
KOHTPO/O SIKOCTI);
®.XohpmaHH-/15
Pow NTpA,
LLseiuapis (Bunyck
cepii);

& . XohpmaHH-/15
Pow NTp,
LLiBefiuapis
(BUPOGHULTBO
Hepo3dgacoBaHol
npoayKuii, nepBrHHe
nakyBaHHs);
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis
(BTOPUHHE
nakyBaHHs)

CuwA/
HimeyunH
a/
Lseiiuapi
2l

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TUny -
3MmiHa y MeTogax BunpobysaHHa APl abo BMXigHOTO
marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCA Y NpoLieci BUpo6GHULTBA AP - BBEAEHHS
HOBOr0 BTOPMHHOIO pO6040ro CTaHAAapTHOrO 3paska cepii
979687 3amicTb icHytouoi cepii HER1208-5, sikuii
BUKOPVCTOBYETLCA NPU TECTYBaHHI Ail040i PEHOBMHU Ta rOTOBOrO
nikapcbKoro 3acoby; 3miHu Il Tvny - 3miHa po3mipy cepil
(BKTtOYatOUM diana3oH po3mipy cepii) roTOBOro NiKapCbKoro
3aco6y - 36iNbLUEHHA Po3Mipy cepii 417 NikapcbKoro 3acoby
Kaacina® (Tpacty3symaby eMTaHCUHY) 4O NOBHOI
3aBaHTaXyBasIbHOI MOTYXHOCTI JliodpinizaTopa A1 KoHdirypauii
chnakoHiB no 100 mr Ta no 160 Mr Ha BUPOGHWYIN AinbHAL
®.XothbdpmarH-/15 Pow, Kaiiceparycr, Lseiuapis(MNKay).
BBefeHHs1 3MiH NpoTArom 6 micsuiB nicns 3aTBepakKeHHs

3a
peyenmom

UA/13770/01/02

103.

KANbLIEEO
C

no 15 tabnetok y
noninponineHosili Ty6i
3 MOJ1ieTU/IEHOBOID

Nab6opaTtopis
IHHOTEK
IHTepHacblioHa

PpaHuis

IHHOTepa LLys3i

PdpaHuis

BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny -
3MiHa y MeTogax B1npobyBaHHs rOTOBOTO NiKapCbKoro 3acoby -
3aMiHa nocuaaHHA METOAMKN 3a MOKa3HUKOM «CepefHsa maca» 3

6e3
peuyenma

UA/13337/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
npo6koto; no 2 Ty6u B b € 2.9.5 Ha MeTOAUKY BUPOOHUKA
KapTOHHIN nayui
104. KAMNIKOP® | kancynu no 180 mr/60 TOB "ONT®A" YkpaiHa AT "OnaiiHcpapm” Nartsis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12399/01/01
mr; no 10 kancyn y AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
6nicTepi, no 2 abo 6 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
6nicTepiB y nauui 3 azpecy 3asiBHMKa
KapTOHY
105. KAMIKOP® | po3yuH gns iH'ekuir, TOB "ONTPA" Ykpaina [03BiN Ha BMNYCK Natsisa/ BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/12399/02/01
500 mr/182,5 mr/5 mn; cepi: Bonrapis AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
no 5 mMn po3unHy ans AT «OnaiHgapm», 3asBHMKa (B/1ACHMKA PEECTPALLIAHOrO NOCBIAYEHHS) - 3MiHA
iH'ekuii B 1 amnyni; no Nats.is; ajpecy 3asiBHMKa
10 amnyn y KOHTYPHilt BMPOBOHULITBO
YapyHKOBIli ynakoBLyj; Hepo3dacoBaHoi
no 1 KOHTYpHIW npoaykuii, nepBuHHa
YapyHKOBIli ynakoBLii y Ta BTOPMHHA
KapTOHHI nauui yrnakoBKa:
AT «Cothapma,
Bonrapis
106. KBAHIN TabneTkn, BKPUTI KYCYM IHgis KYCYM XENTXKEP Ykpaina BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasiB:3MiHu | Tuny — 3a UA/12995/01/01
o60onoHkoto, no 500 XENTXKEP MNBT MBT NTA, IHais; 3MiHM B aHaNiTUYHNX MEeToAMKax 3a rnokasHukamm «CynposigHi peyenmom
mr, no 10 TabneTok y nTa TOB "KYCYM OoMiLKm» Ta «KinbKicHe BU3HaYeHHs» (Npo6oniaroToBka, yMOBMU
6nictepi; no 1 DAPM", YkpaiHa XpomaTtorpagyyBaHHs)
6nicTepy B KapTOHHiIl (anbTepHaTUMBHMIA
ynakosui, no 10 BMPOBHUK, LLO
TabneTtok y 6nictepi; 3[iiCHIOE BTOPUHHE
no 1 6nictepy B nakyBaHHs,
KapTOHHI ynakoBLy; KOHTPO/1b AKOCTi Ta
no 3 a6o 10 ynakoBok BMNYCK cepii )
Y KApTOHHIlA Kopobui
107. KBAHIN TabneTku, BKPUTI KYCYM IHais KYCYM XENTXKEP YKpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis:3miHu | Tuny — - UA/16063/01/01
060/10HKO10, Mo 500 XENTXKEP NBT MBT NTA, IHais; 3MiHM B aHaIITUYHKX METOAMKaX 3a MoKasHMKamn «CynpoBigHi
mr, in bulk: Ne10x50: Iyt TOB "KYCYM Jomiwkn» Ta «KinbkicHe BU3HaYeHHs» (NpobonigroToBka, yMoBM
no 10 TabneTtokK y PAPM", YkpaiHa XpomaTtorpacdysaHHs)
6nicTepi; no 50 (anbTepHaTMBHUI
6nicTepiB y KApTOHHIl BMPOGHMUK, L0
Kopoo6Li 3[jliCHIOE BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTi Ta
BUMNYCK cepii )
108. | KBETUPOH | Tabnetku TOB "ACIHO YkpaiHa TOB "®dapma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpauliiiHuX maTepiasis: 3MiHa 3asiBHVKa 3a UA/14089/01/03
XR 50 NPOIOHroBaHoi Aii, no YKPAIHA" (BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuenmom

50 mr no 10 TabneTok
y 6nictepi; no 1 a6o
no 3, aéo no 6
6nicTepiB y KAPTOHHIN
nauuj

Bif 23.07.2015 Ne 460). 3miHa 3asiBHMKa rOTOBOrO NiKapCbKoro
3acoby y 3B°53Ky 3 Nepejayero npasa B/1acHoCTi Ta
MapKeTWHIOBMM PiLLEHHSIM KOMMaHil Aito4oro Ta HOBOro
3asBHVKIB. TEPMIH BBEAEHHA 3MiH - NPOTArOM 6 MicsALiB nicns
3aTBEPAKEHHS.
3MiHu | TUNY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaKEHHS AiS/IbHOCTI
BMpPOGHUKa/iMNopTepa roToBOro JIikapcbKoro 3acooy,
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep

peecmpayiliHo2o

nocsBi0OYeHHs

BK/IHOYAIOUM AiNbHULj BUMYCKY cepil abo micue npoBeaeHHS
KOHTPOJO SKOCTI. (Ais/IbHICTb, 3a SKy BiAnoBsigae
BMPOGHMK/iMMOPTEp, BKIOYAYM BUMYCK CEPiid). 3MiHa
HanvcaHHs agpecu MicLs MPOBapKEHHS AifNbHOCTI BUPOGHMKa
roTOBOrO Jlikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM haKTUYHOTO MiCLA NPOBAKEHHS AiS/IbHOCTI
BHOCUTbCS Y 3B’A3KY 3 PieHHsIM KniBcbkoi Micbkoi paay Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, By/MUb, HaliMEHYBaHHS N/IOLL, Ta NPUCBOEHHS IMEH
ckBepam B MicTi Knesi. TepmiH BBeLeHHSI 3MiH - NPOTArom 6
MicAILiB Micns 3aTBepIKEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn). BHeceHHs pefakuiiHix npaBok
Ta npuBefeHHs iHhopMaLii B TEKCTI MapKyBaHHSA BiAMOBIAHO A0
BHYTPILLHIX BUMOT KOMNaHii Wo0 0thoOpMAEHHS NaKkyBasbHOro
maTepiany. 3mMiHM He cynepeyats Bumoram flogatky 23 Hakasy
MO3 YkpaiHu Big 26 cepnHa 2005 poky Ne 426 (y pegakuii
Haka3y MO3 Ykpainu Big 23 nunHsa 2015 poky Ne 460). 3miHu |
TUny - 3MiHK Woao 6e3nekn/edheKTBHOCTI Ta thapmakoHarnagy.
BBegeHHs abo 3MiHM A0 y3arasibHeHWMX AaHUX Npo cuctemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo cnuctemy
thapmakoHarnsgy, 3MmiHa ynoBHOBa&XeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicCHEeHHA thapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asBHUKa A1 34iliCHeHHs hapMakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAA/ILHOI 3a 3ilicHEHHS (hapMakoHarnaay (Bkavawum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-taiina
cuctemn dpapmakoHarnsagy). 3MiHa KOHTakTHUX AaHux
YNOBHOB&XEHOT 0C06M, BigNoBiganbHOI 3a hapMakoHarniag,
3MiHa micLA 34iMCHEHHA OCHOBHOT AiANIbHOCTI 3
dhapmakoHarnsgy. 3miHa MicLe3HaxomKeHHs1 MacTep-chaiina.

109.

KNAPUTPO
MILIH

TabneTku, BKPUTI
nAiBKOBOO
060/10HKO0, M0 250 Mr
no 10 Tabnetok y
6nictepi; no 1
6nicTepy B mauui

NAT
"Knismegnpenap
ar"

YKpaiHa

MAT

"KniBmegnpenapar”

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy -
3MiHa y MeTogax B1UnpobyBaHHsA rOTOBOTO NikapCbKoro 3acoby
(iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIO4aouy 3aMiHy abo

[OMOBHEHHS)) - BHECEHHA HE3HAYHUX 3MIH Y METOAUNKY
BMNPOOGYyBaHHA 3a nokasHukomM "MikpobionoriyHa uncrora”:
BBEJEHHSA a/lbTePHATMBHOrO TUMY HENTPasIi3yroHOro KOMMOHEHTY
(neumnTrHy) 40 PO3UMHHMKIB Ta NOXMBHUX CePeoBUILL; HE3HAYHI
3MiHV 3MiHM B MPO6ONIAroTOBL, 3pa3kis. BBeAeHHS 3MiH
NpoTArom 6-Tu MicALIB NicNs 3aTBEPAKEHHS

3a
peyenmom

UA/2547/01/01

110.

KNAPUTPO
MILH

TabneTku, BKPUTI
nAiBKOBOIO
060/10HKO0, N0 500 Mr
no 10 Tabnetok y
6nictepi; no 1
6nicTepy B nauui

NAT
"Knismegnpenap
ar"

YKpaiHa

MAT

"KniBmegnpenapar”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny -
3MiHa y MeTogax B1npobyBaHHs rOTOBOTO NikapCbKoro 3acoby
(iHWi 3MmiHM y MeTogax B1UNpobyBaHb (BKIO4aUy 3aMiHy abo

[OMOBHEHHS)) - BHECEHHS HE3HAYHUX 3MiH Y METOAUKY
BMNPOGYBaHHA 3a nokasHukoM "MikpobionoriyHa uncrora”:
BBEJEHHA a/lbTePHATMBHOrO TUMY HENTPai3yroHOoro KOMMOHEHTY
(neumnTrHy) 40 PO3UMHHMKIB Ta NOXMBHUX CEPefoBUILL; HE3HAYHI
3MiHV 3MiHM B MPO6ONIAroToBL, 3pas3kis. BBeAeHHS 3MiH

3a
peyenmom

UA/2547/01/02
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs

NpoTArom 6-Tn MiCALIB NiCNs 3aTBEPMAKEHHS

111. KMNIMAKCA | Tabnetku, no 20 TOB "Marepia YkpaiHa 3AT CaHTOHika NnuTtBa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/12815/01/01
H TabneTtok y 6nictepi; Mepguka- AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
FOMEOIA no 1 6nictepy y YkpaiHa" 3asBHMKa (BNacHyKa peecTpauiiiHoro NocBig4YeHHs1). 3MiHM
TUYHWIA KapTOHHI Kopo6Lyi afpecu 3asBHUKa. BBeeHHS 3MiH NpOTAromM 3-x MicsuiB nicns
3aTBEPIKEHHS

3MiHu | TMRY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHNX AaHNX
npo cuctemy thapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
npo cuctemy thapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHvKa ANns 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Big,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsgy (Bkoyatoum KOHTaKTHI AaHi) Ta/abo 3MiHW y
po3MilLieHHi MacTep-ghaiina cuctemun hapmakoHarnsagy). 3miHa
KOHTaKTHUX AaHMX YNOBHOBaXEHOi 0COOM 3asBHMKa,
BiANOBIAa/IbHOI 3a 3AiiCHEHHA ddapmakoHarnsagy.

112. KOAENCKU Tabnetku, no 10 TOB "ACIHO Ykpaina TOB "dapma Crapt" Ykpaina BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHa 3asiBHUKa 3a UA/11812/01/01
H Tabnetok y 6nictepi; YKPAIHA" (BnacHvka peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peuenmom
no 1 6nictepy B naui Bif 23.07.2015 Ne 460): 3miHa 3asiBHMKa rOTOBOr0 NiKapCbKoro
3 KApPTOHY 3aco0y y 3B°A3Ky 3 Nepejayeto npasa BNACHOCTI Ta

MapKeTWHIOBMM piLLEHHSIM KOMMaHil Ailo4oro Ta HOBOro
3asBHVKIB. TEPMIH BBEAEHHSA 3MiH - NPOTAroM 6 MicsAuiB nicns
3aTBepKeHHS. 3MiHU | TUny - AgMIHICTPATUBHI 3MiHX. 3MiHa

HallMeHyBaHHs Ta/abo agpecy MicLsA NPOBAKEHHS Ais/IbHOCTI
BMpPOGHMKa/iMNopTepa roToBOr0 JliKapCbKoro 3acoby,
BK/IOHAKUY AiNbHULj BUNYCKY cepil abo MicLe npoBeeHHS
KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a 5Ky BignoBsifae
BMPOGHMK/iMNOpPTEp, BKKOYaK4M BUMYCK cepili) 3MiHa
HanucaHHa agpecu MicLA NPOBaMKEHHS AiS/IbHOCTI BUPOOHMKaA
roTOBOro Nikapcbkoro 3acoby, komnaHii TOB «®apma CtapT»,
6e3 3MiHM DaKTUYHOrO MiCLA NPOBaKEHHS AiS/IbHOCTI
BHOCUTBLCSA Y 3B’A3KY 3 PilleHHAM Ku1iBcbKoi MiCbKOi paam Big 10
nuctonaga 2016 poky Ne 315/1319 npo nepeiiMeHyBaHHs
6ynbBapiB, BY/IMUb, HAaliMEHYBaHHS NOL, Ta NPUCBOEHHS iIMEH
ckBepaM B MicTi Knuei. TepmiH BBeL,eHHS 3MiH - NPOTArom 6
MiCALIB MiCNsA 3aTBEPAXEHHS.
3MiHn | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) 3MiHa BHOCUTbLCS Y 3B'A3KY 3
[OMNOBHEHHSIM B TEKCTi MapKyBaHHS NEPBUHHOI Ta BTOPUHHOIT
yMakoBKK, BifMOBIAHO A0 BHYTPILLUHIX BUMOI KOMNaHii Woao
0(hopMIEHHS NakyBasIbHOTO MaTepiany. 3MiHU He cynepeyarb
Bumoram Jogatky 23 Hakazy MO3 Ykpainu Ne 426 Big 26
cepnHsa 2005p. (y pegakuii Hakazy MO3 YkpaiHu Ne460 Big 23
nunHa 2015p.) TepMiH BBEAEHHS 3MiH - NPOTATOM 6 MicALiB
nicnsa 3aTBepAXeHHs. 3MiHu | Tuny - 3MiHK Woa0
6e3nekn/edpeKTMBHOCTI Ta hapMakoHarsgy. BeegeHHs abo
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

3MiHU [0 y3araslbHEHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapMakoHarnsgy,
3MiHa YNOBHOBAXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobm 3 thapmakoHarnagy
3asBHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, yNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs hapMakoHarisay (BK/IUatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cuctemu
hapmakoHarnagy) 3mMiHa KOHTakTHUX AaHUX YNOBHOBaXKEHOT
oco6u, BiANoBifasIbHOI 3a hapMakoHariag. 3miHa micus
3[iiCHEHHSI OCHOBHOT AiSiNIbHOCTI 3 hapMakoHarsay. 3MmiHa
MicLIe3HaX0MKeHHs MacTep-dhaiina.

113.

KOAECAH
®IC

Tabnetku no 10
Tabnetok y 6nictepi;
no 1 6nictepy B nauui
3 KapTOHY

ToBapucTso 3
[04aTKOBOO
BiANOBIga/IbHICT
10 "IHTEPXIM"

YKpaiHa

ToBapucTso 3
[04aTKOBOIO
BiANOBIAALHICTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby (iHLWwi 3MiHK). CynyTHS 3MiHa - 3MiHK 3
AKoCTi. [0TOBWIA Nikapcbkuii 3aci6. 3MiHU Y BUPOOHMLTBI. 3MiHN Y
npoweci BUPOGHMLITBA rOTOBOO NiKapCbKOro 3acoby, BKIYaouu
NPOMDXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
roTOBOrO JlikapcbKoro 3acoby (iHwi 3miHm) - y MKA 13
NPOMNOHYETLCA: BKa3aTu BMICT Ail0UNX PeYoBUH y Mr (Byno y r);
YTOUHWTM XiMiYHY Ha3BY Ait040i peyoBuHu 13 y po3gini
«Cknagy». Y cneundikauisix Ta METOAUKaX KOHTPOJTHO SKOCTI
NPOMIXHWUX NPOAYKTiB /13 NPONOHYETHLCA BKa3aTu BMICT Ail0UnX
peyoBuH y Mr (6yn10 y 1). 3MiHn | TMRy - 3MiHK 3 iKOCTi. AdI.
KoHTponb A®I. 3miHa y meTogax BunpobyBaHHs Adl abo
BUXiQHOIO MaTepiasy/NnpoMiXHOro NpoAyKTy/peareHTy, LWo
BMKOPUCTOBYETHLCA y NpoLieci BupobHuuTea AP (iHWi 3MiHN Y
MeToJax BUNPoGyBaHHS (BK/0HaKUM 3aMiHy abo JOMOBHEHHS)
A®I a60 BNXigHOro/NPOMKHOTO NPOAYKTY) - 3MiHA Y MeToAuL,
BMKOHaHHSA TECTY «3anLLIKOBa KifIbKiCTi OpraHiuHmX
PO3UMHHKKIBY» Anst A®I KOAETHY ®OCDHAT. 3mitu | Tuny -
3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y napameTpax
cneuudikaLin Ta/abo fonycTUMNX MeX, BUSHAYEHNX Y
cneumdikauisix Ha A®l, abo BMXigHWIA/NPOMKHWIA
NPOAYKT/peareHT, Lo BUKOPUCTOBYOTLCA Y NPOLECI
BMPO6HMLTBA AP (3BYXKEHHS [OMYCTUMUX MEX, BUSHAYEHUX Y
cneyudikauii) - 3MiHa HOpMyBaHHS TECTY «3asIMLLKOBA Ki/TbKIiCTi
opraHiyHuX po3umHHUKIB» ons APl kogeiHy docdaty Ta
npuBeLEHHS HOPMYBaHHS A5 KOXXHOTO BUPOGHMKA OKPEMO.

3a
peyenmom

UA/8687/01/01

114.

KONAPEKC
XOTPEM 3|
CMAKOM
NUMOHY

NopoLUoK AN
OpasIbHOr0 PO34MHY NO
5 r nopoLuky y
nakeTuky; no 5 a6o 10
NakeTuKiB Y KApTOHHIl
KopoobUi

"nakcoCmiTKns

H KoHcblomep

Xenckep (KOK)
TpeigiHr
Nimiten

Benuka
BpuTaHis

CMiTKNsiiiH Bivem
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasiB:3MiHu | Tuny -
3MiHU BHECEHO LL|0/10 OHOB/IEHHSA TEKCTY MapKyBaHHS ynakoBKW
NiKapcbKoro 3acoby (3a3HavyeHHs MKHapOAHMX NO3HaYeHb
OAVHWLb BUMIPIOBAHHS)

6e3
peyenma

UA/2560/01/01

115.

KONAPEKC
®
MAKCIreumn

NOpOLLOK ANs
OpasIbHOro po3ynHy; 5
a60 10 makeTukiB y

nakcoCmiTKNna
H KoHcblomep
Xenckep ( HOK)

Benuka
BputaHis

CMIiTKNsiiiH Bivem
C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpaLiiiHMx MaTepiasis:3MiHu | TUny -
3MiHa nepiogy NOBTOPHUX BUNPOGyBaHb/nepiofy 36epiraHHs abo
yMoOB 36epiraHHsi A®I - 36inbLIEeHHs nepiogy NOBTOPHNUX

6e3
peyenma

UA/8393/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3l KapTOHHI Kopo6Lyi TpengiHr BMNpo6yBaHb Ans APl kncroTn ackopbiHOBOI; 3aNPONOHOBAHO:
CMAKOM Nimiteq 36 micsauis
NNMOHY
116. | KOconT Kparni o4Hi, po34uH No CaHteH AT DiHNAHAiA Na6opaTopii Mepk PpaHLis BHECEHHS 3MiH 40 peecTpauliiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/12581/01/01
5 MmN y nnacTnkosomy LWapn i Joym LLn6pe 3MiHU, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTL A0 peuenmom
hnakoHi Tuny MOHorpadii oY abo €sponelicbkoi hapmakonei, abo iHLWoT
OkymeTp Moc®, no 1 HaujioHanbHOI chapmakonei aepxasu €C - NpYBeAEHHS
th1akoHy B KapTOHilA cneumdikaii Ha Ailody peqyoBUHY TUMOJIONY Maneart y
KOpoo6Li BiANOBIAHICTb A0 MOHOrpadii filo4oro BugaHHs €
117. KO®ANbLI | tabnetky; no 10 My6niyHe Ykpaina My6niyHe Ykpaina BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/3620/01/01
H Tabnetok y 6nictepi; akuioHepHe akuioHepHe 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuyenma
no 1 6nictepy y nauui TOBapuncTBo TOBapuCTBO KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3Mipy ynakoBKu
"HaykoBo- "HaykoBo- roTOBOrO JIiKapCbKOro 3acoby (BUIy4YeHHS yNakoBKy NEBHOr0
BMPOGHUYNIA BMPOGHNYNIA LLEHTP PO3Mipy) - BUTyYEHHSI YNAKOBKM JiKapCbKoro 3acoby — no 10
LeHTp "BopLuariscbkuii Tabnetok y 6nictepi, no 2 6nicTepy y nayLi 3 BHECEHHSAM
"BopLyariBcbkuii XiMiKO- BiANOBIAHMX 3MiH [0 PO34iNny «YnakoBka». BBeeHHS 3MiH
XiMiKo- hapmaueBTUYHNIA NPOTArom 3-X MiIcALiB NiCNa 3aTBEPLAKEHHS.
hapmaueBTUYHN 3aBog"
i 3aBoa” YkpaiHa;
ToBapucTso 3
06MEXEHO
Bi4NoBIAaNbHICTIO
"ArPO®APM",
YKpaiHa
118. | NNIEBEMIP® | po3uuH ANs iH'eKuii, A/T Hoso [Janis A/T Hoso Hopgick, [anisa/ BHECEHHS 3MiH 0 peecTpaviiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/4858/01/01
®NIEKCINE 100 O4/mn; no 3 mny Hopgaick [aHia (BUpo6HUK Bpasunisi/ | 3MiHM Wopao 6e3nekun/ehekTMBHOCTI Ta hapmakoHarnsaay - 3MiHu peyenmom
H® KapTpuaxi; no 1 0181 36upaHHs, dpaHuis 00 IHCTPYKUiT 4151 MeANYHOTO 3aCTOCYBaHHS MiKapCbKOro 3acoby

KapTpUaXy B
6araTtof030Biii
04HOPA30BIN WNpNL-
pyuui; no 1 abo 5
LINPULL-PYYOK Y
KapPTOHHI KOpooL;ji

MapKyBaHHs Ta
yNakoBKn
®nekcleH®,
BTOPUHHOTO
nakysaHHs); AIT
HoBo Hopgick,
[aHisi (BUpOGHMK
Hepo3acoBaHoro
npoaykTy,
HarnoBHEHHS B
MeHdin®, nepsuHHa
ynakoBKa, KOHTPO/Tb
AKOCTI Ta
BiNOBIgaNbHWIA 32
BUMNYCK Cepili
KiHLLeBOro
npoaykty;); AIT
HoBo Hopgick,
[aHisi (BUpOGHMK
Hepo3acoBaHol
NPOAYKLUT,
HarnoBHEHHS B

00 po3ainy "Cnoci6 3actocyBaHHsi Ta f03U" 3a peKoMeHAaLjiern
PRAC. BBefieHHs 3MiH NpoTArom 6-Tu micsuis nicns
3aTBePMKEHHSA
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

MeHdin®, nepBuHHa
ynakoBka Ta
36UpaHHs,
MapKyBaHHSA Ta
ynakoBka
®nekclleH®,
BTOPWHHE
nakyBsaHHs); HoBo
Hopgaick MNpoaykao
dapmaceyTika 4o
Bpasinb fiTpa.,
Bpasunis (BUpo6GHMK
Hepo3dacoBaHoi
NpoAyKLUiT,
HanoBHEHHS B
MeHdin®, nepBuHHa
ynakoBka Ta
36UpaHHs,
MapKyBaHHSA Ta
ynakoBka
®nekclleH®,
BTOPVHHE
nakyBsaHHs); HoBo
Hopgick
MpopatokcboH CAC,
®paHLia (BUPOOHUK
NpoAyKUii 3a NOBHUM
LMK/IOM)

119.

NIACTEH®

TabneTku No 2 Mr; no
10 TabneTok y
6nicTepi; no 1 abo no
2 6nicTepu B nadui; no
10 TabneTok y
KOHTelHepi; no 1
KOHTelHepy B naulj;
no 20 TabneTok y
KOHTelHepi; no 1
KOHTelHepy B nauuj

an "EH3nM”

YKpaiHa

BiANOBigaIbHUI 3a
BMNYCK Cepiit:
AN "EH3UM",

YKpaiHa;

BiANOBIAaIbHUI 3a
BMPOGHMLTBO,
nepBuHHe Ta

BTOPVHHE
nakyBaHHS:

MpAT "TexHonor",

YKpaiHa

YKpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil NMPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
NiKapcbkoro 3acoby, BKIoYakoun AinbHULi BUNYCKy cepii abo
MiCLie NpOBEAEHHSA KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBIAae BUPOGHMK/IMNOPTEp, He BK/IOYaoUM BUMYCK Cepiid).
3miHa agpecu BupobHuka MpAT "TexHonor", YkpaiHa, 6e3 3miHu
MicL BUPOGHMLTBA. BBEAEHHS 3MiH MPOTAroM 2-X MicsLiB nicns
3aTBEPAKEHHS.

3a
peyenmom

UA/14212/01/01

120.

NIBEPIA®
IC

Tabnetku no 0,5 r, no
10 TabneTok y
6nictepi, no 2
6nicTepu y nauui 3
KapTOHY

ToBapucTso 3
[04aTKOBOO
BiAMNOBIga/IbHICT
10 "IHTEPXIM"

YKpaiHa

ToBapucTBO 3
[04aTKOBOO
BiANOBIAA/LHICTIO
"IHTEPXIM"

YKpaiHa

BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasiB:3MiHu | Tuny -
nNpvBeLEeHHA y BiANOBIAHICTb 0 AOKYMEHTaLl BUpo6HuKka AP, a
came 3MiHM y MeTofax BunpobysaHHA APl (MeTafoKChH) T.
loeHTudpikauis, CynposigHi omilku, Baxki metanu, KinbkicHe
BU3HAYEHHS - YTOUYHEHHS, 3MiHa NPO60 NiATOTOBKM; 3MiHW [0 p.
MapKyBaHHS1 CybCTaHLii, a came BHECEeHHS [0AaTKOBOI
iHbopmauii Ha eTukeTKy ynakoBkv A®I; 3MiHu | Tuny - 3MiHa y
6e3nocepeHili ynakosui A®I, a came 3amicTb nakeTy 3 osbIM
atOMiHIEBOT A5 BUPOBHMLTBA HECTEPUIBHUX NMIKAPCHKMX
3aco6iB BBOAWNTLCA NakeT NONIETUIEHOBUIA ANs

6e3
peyenma

UA/13164/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
chapmaLeBTUYHOIO 3aCTOCYBaHHS; 3MiHK | TUMy - 3mMiHa
BUPOBHMKa BMXiAHOrO/MPOMIKHOro NpoAyKTy/peareHTy, LWo
BVKOPUCTOBYIOTbCA Y BUPOOHUYOMY npoLieci A®l, abo 3miHa
BMPOGHMKa (BK/IKOYaOuM, e HeobXigHo, MicLie MPOBeAEeHHS
KOHTpOsto skocTi) A®I - 3miHa BUPO6HUYOI AinbHULi ADI
Shandong Qidu Pharmaceutical Co., Ltd, China
121. | NIAOKCAH | nbopsHuku, 5 mr/1 mr ToBapucTBO 3 YkpaiHa Na6opaTtopia Benebrisi/ BHECEHHS 3MiH A0 peecTpaLiiiHMx MaTepiasis:3MiHu | Tuny - 6e3 UA/16168/01/01
NMOH no 12 NboAsiHWKIB y 06MeXeHo Ksanichap HB CnoseHisa NnoAaHHs OHOB/IEHOTO cepTudpikaTy BifNoBiAHOCTI EBpoNeiiChKiit peuyenma
6nicTepi; no 2 BiANOBIga/IbHICT (Ksanidpap HB), hapmakonei Big, ye 3aTBepkKeHoro BupobHuka Adl;
6nicTepy y KapTOHHil 10 "CaHpo3 Benebris 3anponoHoBaHo: R1-CEP 2010-215-Rev 00) B 3B’A3Ky 3
KopooLi YkpaiHa" (BUPOBHMLTBO 3a [oflaBaHHAM nocTavasibHVKa BUXIAHOro martepiasny; 3MiHu | Tuny
MOBHVM LK/IOM); - NoJaHHs OHOBMEHOTO cepTuddikaTy BifMnoBigHOCTI
Nex €Bponelicbkiil hapmakonei Bif, y>xe 3aTBepAXEHOro BUpOGHMKa
dapmaueBTMyHa A®l; 3anponoHoBaHo: R1-CEP 2010-215-Rev 01) B 3B’A3Ky 3
KomnaHia 4.4., [0faBaHHAM nocTavasibHMKa BUXigHOro marepiany
CnoBeHis (BUnycK
cepii)
122. | NIAOKCAH | nbopsHuku, 5 mr/1 mr ToBapucTBo 3 Ykpaina Na6opaTopia Benebris/ BHECEHHS 3MiH 40 peecTpaviiiHux MaTepianis:3MiHu | Tuny - 6e3 UA/16208/01/01
MEHTON no 12 NboAsiHWKIB Y 06MexeHo Keanichap HB CnoseHisa nogaHHa oHoBneHoro CepTtudikaTy BignoBigHOCTI EBponeichbkiii peyenma
6nictepi; no 2 BignoBigabHICT (Ksanidpap HB), thapmakonei R1-CEP 2010-215-Rev 00 Big BXe 3aTBepKEHOro
6nicTepy y KapTOHHIl 10 "CaHpo3 Benbris BMPO6HMKa Ana APl xnoprekcugnHy Auriapoxiopuay; 3miHu |
Kopoo6Li YkpaiHa" (BMPOGHMLTBO 3a TUMY - NogaHHA oHoBneHoro CepTudikaty BignoBigHOCTI
NMOBHUM LMKNOM); €sponelicbkiin hapmakonei R1-CEP 2010-215-Rev 01 Big Bxe
Nex 3aTBEPMAKEHOr0 BUPOOHUKa A1 AD| xnoprekcuanHy
dapmaueBTUiHa auvrigpoxnopuay
KoMnaHisa 4.4.,
CnoBeHisa (BUMycK
cepii)
123. NONEPAMI | Ttabnetku no 0,002 r MNpuBaTHe YKpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | TUny - be3 UA/6919/01/01
A no 10 TabneTok y akuioHepHe akuioHepHe 3MiHa y MeToax BUNpPoOyBaHHS rOTOBOrO MikapCbKoro 3acoby peuyenma —
6nicTepi, no 1 a6o 2, TOBapucTBo TOBapuCTBO (iHWi 3miHM y MeTogax B1UNpobyBaHb (BKIO4aUM 3aMiHy abo Ne 10, Ne
a6o 50 a6o 100 "Mekxim-Xapkis" "Mekxim-Xapkis" [OMOBHEHHS)); 3MiHU |l TMNy - 3MiHa NnapameTpiB cneuydikaLliii 20.
6nicTepiB y nayui 3 Ta/abo foNyCTMMUX MEX rOTOBOTO MiKapCbKOro 3acoby 3a
KapTOHY peyernmom —
Ne 500, Ne
1000
124. | NOMNEPAMI | Ta6netks no 0,002 rin MpusaTHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TUny - - UA/2981/01/01
Jil bulk: no 5000 akuioHepHe akuioHepHe 3MiHa y MeToAax B1UNpobyBaHHS roTOBOro NikapCbKoro 3acoby
Tabnetoky TOBapUCTBO TOBapUCTBO (iHWi 3MiHM y MeTogax BUNpobyBaHb (BKIO4aUM 3aMiHy abo
KOHTelHepax "JlekxiM-Xapkis" "NlekxiM-Xapkis" [OMOBHEHHS)); 3MiHU |l TUNY - 3MiHa NnapameTpiB cneuundikavii
Ta/ab0 foNyCTMMUX MEX rOTOBOrO MiKapCbKOro 3acoby
125. | NOPUHAOE Masb, no 15 r B Ty6i, TOB "BAJIEAHT YkpaiHa dapmsaBog Enbda Monbwa BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/1717/01/01
H® A no 1 Ty6i B KOpobui SAPMACBLHIOTIK AT. 3MiHK Woao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay. peuenmom

AN3"

BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefeHHS y3araslbHEHNX AaHvX Npo cuctemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANoBifabHOT

3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
dhapMakoHarnsay 3asiBHUKa Ans 34ilCHeHHs hapmakoHarasgy B
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
YKpaiHi, KLLIO BOHA BigMiHHA Bif, YNOBHOBaXKeHOT 0cobw,
BiANOBIAANILHOI 3a 3ilicHEHHS (hapmakoHarnaay (Bkavaum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-thaiina
cmctemu chapmakoHarnsgy) - 3MmiHa yrnoBHOBaXeHOi 0co6u
3asBHMKa, BiANOBIAANLHOI 3a 34iiCHEHHS (hapMakoHarnaay:
MponoHoBaHa pepakisi — JleBuubkuii FOpili BacunboBuy. 3miHa
KOHTaKTHUX AaHnX yNOBHOBaXKEHOi 0CO6M 3asBHUKaA. 3MiHa
Micus 34iiCHEHHSA OCHOBHOI AisiNIbHOCTI 3 dapmakoHarnsgy.
3MiHa micLe3HaxoMKeHHA MacTep-taiina
126. | NOPUHAOE Masb no 15 ry Ty6i; no | TOB "BAJIEAHT YkpaiHa dapmsaBog Enbda Monbwa BHECEHHS 3MiH A0 peecTpauliiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/1718/01/01
H® C 1 T1y6i y kOpoo6Li SAPMACBLHIOTIK AT. 3MiHM Wono 6e3nekn/eekTUBHOCTI Ta hapmakoHarnsay. peuenmom
AN3" BeeaeHHsA ab0 3MiHU [0 y3araslbHEHNX AaHuX Npo cucTemy
dhapmakoHarnsgy (BBefjeHHs y3araslbHEHNX AaHvX Npo cuctemy
thapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHO! 0cobu, BiANoBifabHOT
3a 34iiCHEeHHA thapmakoHarnsgy; KOHTakTHOI 0cobu 3
hapmakoHarnsgy 3asiBHUKa AN5 34iCHEHHA dhapMmakoHarnsgy B
YKpaiHi, K0 BOHA BiAMIHHA Bif YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34iICHEHH: hapmakoHarnsgy (Bkavarumn
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-daiina
cucTemu hapMakoHarnsgy) - 3miHa ynoBHOBaxxeHoi 0cobum
3asBHVKa, BifNOBIAaNbHOI 3a 34iICHEHHS thapMakoHarnagy:
MponoHoBaHa pepakuist — JleBuubknii FOpiii BacunboBuy. 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXeHOi 0Co6M 3asBHUKA. 3MiHa
MicLs 34iiCHEHHA OCHOBHOI AisiIbHOCTI 3 ddapmakoHarnsgy.
3MiHa MicLe3HaxomkKeHHs! macTep-taiina
127. MAHIHIN® Tabnetku no 3,5 wr, BEPNIH-XEMI HimeyunHa BEPNIH-XEMI AT, HimeyuunH BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/9669/01/01
3,5 no 120 tabneTtok y Al HimeuunHa a 3MiHM WoA0 6e3nekn/edpeKTBHOCTI Ta thapmakoHarnsgy - peyenmom
donakoHi; no 1 (BMPOGHMLTBO "in OHOBJ/IEHHS BX€ 3aTBEPMKEHOr0 TEKCTY MapKyBaHHS NepBUHHOT
h1aKoHY B KapTOHHii bulk", KOHTpob Ta BTOPMHHOT yNakoBKM 3 BigNOBIAHUMYM 3MiHAMUW A0 PO34iny
KopoobUi cepiii; KOHTpOsb Ta “MapKyBaHHS1" METOZIB KOHTPOJIHO SKOCTI fliKapCbKoro 3acoby;
BUNYCK cepil); 3anpornoHoBaHo: MapkyBaHHs. 3rigHo i3 3aTBepKEHUM
MeHapiHi-®oH MapKyBaHHAM. BBeeHHs1 3MiH NpoTAroM 6-Tu MicAuiB nicas
XeligeH TM6X, 3aTBepKEHHS
HimeuyunHa
(BMPOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpPO/b cepii)
128. MEAAKCO NOPOLLIOK A/151 PO3YUHY Megokemi T4 Kinp BMPOGHMLTBO 3a Kinp/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7582/01/01
H Ons iH'ekuidi, no 1, MOBHUM LMK/IOM: B’etHam 3MiHuM 3 IKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI. peuyenmom

10 cpiakoHiB 3
NOPOLLKOM B
KapTOHHI Kopobuyj

Megokemi T4
(3aBog C), Kinp;
BMPOGHMLITBO
roTOBOro
nikapcbKkoro 3acoby,
nepBrHHe Ta

3amiHa abo BBeEHHS [0AATKOBOI 4i/bHUL BUPOBHULTBA 415
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AiNbHULA A1 BTOPUHHOIO NakyBaHHS) -
BBE[EHHS OAATKOBOI AiNbHMLi BUpobHMuTBa Megokemi (Pa IcT)
NTA., (AcenTik LiechanocnopuH daciniti), B’etHam / Medochemie
(Far East) LTD., (Aseptic Cephalosporin Facility), ik ginbHuLt0
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BTOPWHHE BiNOBIfa/IbHY 3a BTOPUHHE NaKyBaHHA. BBeAeHHS 3MiH
nakyBaHHs: NpoTArom 3-X MicALUiB Nicna 3aTBepaXeHHs. 3MiHY | Tuny - 3MiHK
Megpokewmi (Pa IcT) 3 IKOCTi. FOTOBMIA Nnikapcbkuii 3aci6. 3MiHN Y BUPOGHULTBI.
NTA.,(AcenTik 3amiHa abo BBeAeHHS 40AaTKOBOI AiNbHMLi BUPO6HULTBA AA
LiecbanocnopuH 4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
®aciniti), B'eTHam nikapcbKoro 3acoby (AiNbHULA, Ha siKili NPOBOASATLCS By Ab-AKi
BMPO6GHUYI CTagji, 3a BUHATKOM BUMYCKY CEpii, KOHTPOSIO AKOCTi
Ta BTOPMHHOTO NakyBaHHA 415 CTEPUNBbHUX iKapCbKknx 3acobiB
(BKtOYatOuM BUPOGIEHI aCENTUYHUM METOA0M), KPIM NiKapChKUX
3ac06iB 6i0/10rYHOr0/iIMyHOOFYHOTO MOXOKEHHS) - BBEAEHHS
[04aTKOBOT AinbHUL BUpobHUUTBa Megokemi (®a lct) NTA,.,
(AcenTik Lledhanocnopux daciniti), B'’etHam / Medochemie (Far
East) LTD., (Aseptic Cephalosporin Facility), sk ginbHuuto
BifNOBigaNbHy 3a BUPO6HULTBO /13 Ta NepByHHE NaKyBaHHSA
CTepu/bLHOrO 3acoby BeefeHHs 3MiH NpoTArom 3-x micAuis nicas
3aTBEPAKEHHS.
129. MEAAKCO NOPOLLIOK A/151 PO3YUHY Megokemi T4 Kinp BUPOGHMLTBO 3a Kinp/ BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/7582/01/02
H ans iH'exuii, no 2 r, 10 NMOBHVM LMK/IOM: B’eTHam 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. peyenmom
(h/1aKOHIB 3 MOPOLLKOM Megokemi T4 3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHULi BUPO6HULTBA ANS
B KapTOHHIi1 kopobui (3aBog C), Kinp; 4aCTUHM ab0 BCbOro BUPOBHMYOro Npouecy rotoBoro
BMPOGHMLTBO nNikapcbKoro 3acoby (AiNbHULA AN BTOPUHHOIO NakyBaHHS) -
roToBOro BBEJEHHS A0AATKOBOI AiNlbHULI BUpobHuLTBa Megokemi (da IcT)
niKapcbKoro 3acooby, NTA., (AcenTik LiechanocnopuH daciniti), B’etHam / Medochemie
nepBUHHE Ta (Far East) LTD., (Aseptic Cephalosporin Facility), sik ginbHuuo
BTOPVHHE BiNOBIfa/IbHY 3a BTOPMHHE NaKyBaHHA. BBeAeHHS 3MiH
nakyBaHHs: NpOTArom 3-X MicALiB Nicnsa 3aTBepAXEHHS. 3MiHU | Tuny - 3MiHK
Megokewmi (Pa IcT) 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. 3MiHW y BUPOBHULTBI.
NTA.,(AcenTik 3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHULi BUPO6HULTBA ANS
LiecbanocnopuH 4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
daciniti), B'eTHam nNikapcbKoro 3acoby (AinbHWULA, Ha SKii NPOBOAATLCA Oy Ab-SKi
BMPO6GHUYI CTagji, 3a BUHATKOM BUMYCKY Cepii, KOHTPO/IO AKOCTi
Ta BTOPMHHOTO NakyBaHHA 415 CTEPUbHUX iKapCbKknX 3aco6iB
(BKtOYaOuM BUPOGEHI aCeNTUYHUM METOA0M), KPIM NiKapCbKUX
3ac06iB 6i010rYHOro/iIMyHO/OFYHOTO MOXOMKEHHS) - BBEAEHHS
[04aTKOBOI AinbHULL BUpobHULUTBa Megokemi (da lct) NTA.,
(AcenTik Lledhanocnopux daciniti), B'’etHam / Medochemie (Far
East) LTD., (Aseptic Cephalosporin Facility), sk ginbHuuto
BifNOBigaNbHY 3a BUPO6HULTBO /13 Ta NepByHHE NaKkyBaHHSA
CTepu/bHOrO 3acoby BeefeHHs 3MiH NpoTArom 3-x micsAuiB nics
3aTBEPAKEHHS.
130. ME3AKAP CyCneHsis opasibHa, TOB YkpaiHa TOB "KYCYM YKkpaina BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/9832/03/01
® 100 mr/5 mn no 100 "repdapm PAPM" BHECEHHS 3MiH A0 MeToAMKN «CynpoBigHi AOMILLKM», a caMe peyenmom
M1y p1akoHi; no 1 nTtar BHECEHO OMUC NPUrOTyBaHHSA pPo3dKHy nnauebo, X0nocToro
hN1akoHy 3 MipHUM pO34uMHy Ta iX XpoMaTorpadyyBaHHs 419 BUKTHOUYEHHS MikiB
CTaKkaH4MKoM y [OMOMIXXHUX PEYOBWH Ta PO3UNHHIKIB
KapPTOHHI Kopobui
131. ME3AKAP Tabnetku no 200 mr KYCYM IHais KYCYM XENTXKEP YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | TUny - 3a UA/9832/01/01
® no 10 TabneTtok y XENTXKEP NBT MBT NTA, IHais; 3MiHa y MeToax BUNPobyBaHHS rOTOBOrO MiKapCbKoro 3acoby peuyenmom
6nictepi; no 5 nTa TOB "KYCYM (iHWi 3mMiHM y MeTogax BMNpo6yBaHb (BKAKYAK4YM 3aMiHy abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6nicTepiB B KAPTOHHIA PAPM", YkpaiHa [OMOBHEHHS))
ynaxoBLi (AnbTepHaTUBHUIA
BMPOBHUK, LLLO
3[iICHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii)
132. ME3AKAP Tabnetku no 200 mr in KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - - UA/15790/01/01
® bulk: Ne10x320: no 10 | XENTXKEP MBT NBT NTA 3MiHa y MeTogax B1unpobyBaHHsA rOTOBOTO NikapCbKoro 3acoby
TabneTtok y 6nictepi; nTa (iHWi 3MiHM y MeTogax BUNpobyBaHb (BkO4aouy 3aMiHy abo
no 320 6nictepiB y [ONOBHEHHS))
KapTOHHI Kopo6Lii
133. ME3AKAP Tabnetku KYCYM IHais Kycym Xentxkep Ykpaina BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasiB:3MiHu | Tuny - 3a UA/9832/02/01
®SR NPOSIOHroBaHoI Aii No XENTXKEP MNBT M1 N4, IHAia; TOB 3MiHa y MeToax B1NpobyBaHHs roTOBOro NikapcbKoro 3acoby peyenmom
400 mr no 10 nTa "KYCYM ®APM", (iHWi 3MiHW y MeTogax B1uNpobyBaHb (BktoYaouy 3aMiHy abo
Tabnetok y 6nictepi; YkpaiHa [ONOBHEHHS))
no 5 6nictepis y (anbTepHaTMBHUIA
KapTOHHI ynakoBLi BMPOGHMK, LLO
3[i/iCHIOE BTOPUHHE
nakyBaHHs,
KOHTPO/Ib AKOCTi Ta
BUMYCK cepii )
134. ME3AKAP Tabnetkun KYCYM IHAiA Kycym Xentxkep IHAis BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:3miHu | Tuny - - UA/15790/02/01
®SR NPOJIOHrOBaHOI Aii No XENTXKEP MNBT Met 114, 3MiHa y MeToax BUNPoOyBaHHS rOTOBOrO MikapCbKoro 3acoby
400 wmr in bulk: nTa (iHWi 3miHM y MeTogax B1UNpobyBaHb (BKIO4aUM 3aMiHy abo
Ne10x240: no 10 [OMOBHEHHS))
TabneTtok y 6nictepi;
no 240 6nuctepiB y
KapPTOHHI Kopobui
135. | MET®OPMI | TabneTtku, BKpUTI TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/15739/01/01
H- nniBKOBOKO "AcTpadapm” 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuenmom
ACTPA®A o060n0Hkoto, no 500 KOHTelHep/3akynoptoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBku
PM Mr, no 10 TabneTok y rOTOBOrO J1iKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHMLb
6nicTepi; no 3 abo 6, (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
abo 9 6nicTepiB y AianasoHoM 3aTBepAyKeHNX PO3MIpIB yNakoBKW - BBEAEHHS
KOpOO6Li 3 KAPTOHY popartkoBoro po3mipy ynakosky Ne 90 (10 x 9) y 6nicTtepax, 6e3
3MiHW NEePBUHHOrO NakyBaslbHOro Matepiasy, 3 BignosigHUMMN
3MiHaMu B po3Ai/i Ynakoska
136. | MET®OPMI | TabneTtku, BKpUTI TOB YkpaiHa TOB "AcTpadhapm” YkpaiHa BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15739/01/02
H- nNiBKOBOKO "AcTpadapm” 3MiHu 3 sikocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema peuenmom
ACTPA®A 06010HKO0, N0 850 Mr KOHTeWHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKku
PM no 10 TabneTtok y roTOBOrO JliKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULb
6nictepi; no 3 abo 6, (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3mMiHa nosa
abo 9 6nicTepiB y JAianasoHoM 3aTBepAyKeHNX PO3MIpIB yNakoBKM - BBEAEHHS
KOpOO6Lii 3 KapTOHY popartkoBoro po3mipy ynakosky Ne 90 (10 x 9) y 6nictepax, 6e3
3MiHM NEePBUHHOr0 NakyBaslbHOro Matepiasy, 3 BignoBigHUMMN
3MiHaMu B po3Aisi YnakoBka
137. MET®OPMI | TabneTtku, BKpUTI TOB Ykpaina TOB "AcTpadapm” Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/15739/01/03
H- n1iBKOBOKO "AcTpadapm” 3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
ACTPA®A o6onoHkoto, no 1000 KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
PM Mr no 10 TabneTok y roTOBOrO JIiKapCbKOro 3acoby (3miHa KiflbKOCTi OANHULb
6nicTepi; no 3 abo 6, (ranpuknag TabneTok, amnyn TOLLO) B yNakoBL,:) - 3MiHa no3a
abo 9 6nicTepiB y JAianasoHoM 3aTBepAyKeHNX PO3MIpIB yNakoBKM - BBEAEHHS
KOpOOL 3 KAPTOHY popartkoBoro po3mipy ynakosky Ne 90 (10 x 9) y 6nictepax, 6e3
3MiHV NEePBUHHOTO NakyBas/lbHOro Martepiasny, 3 BiANOBIAHUMY
3MiHamMu B po3gi/i YnakoBka
138. MI3OTAB Tabnetku no 0,2 Mr no BECT KBAJTITI CWA Hosact KuTai BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/12101/01/01
2 abo 10 Tabnetok y PAPMALIKOTIKA Na6opaTtopis NI14 AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
6nicTepi; no 1 JIC M1 EW, NNIK MiCLil NMPOBaXEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nicTepy B KAPTOHHIl NiKapcbkoro 3acoby, BKIoYakoun AinbHULi BUNYCKy cepii abo
KOpoo6Li MiCLie NpOBEAEHHSA KOHTPO/IKO AKOCTI. (AIANbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOpPTEp, BK/OYAKYM BUMYCK Cepild) -
3MiHa agpecu Bupo6Huka 13 HosacT Jlabopatopi3 /1Ta, Kutaii,
6e3 3MiH1 MicLA BUPOGHMLUTBA
139. MINYKAHT | tabnetku, BKpUTi AT "Apamvep, Monbwa BMPOGHMK in bulk, ManecTtuH BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10397/02/01
nniBKOBOKO dPapma” nepBuHHE Ta a/ 3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI. peuenmom
06010HKOt0, N0 10 Mr BTOPVHHE Monbwa 3amiHa abo BBeAeHHS [0AaTKOBOI AiNbHULi BUPO6HULTBA ANA
no 7 tabnetok y nakyBaHHS, 4yacTuHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro

6nictepi; no 4
6nicTepy B KApPTOHHIi
Kopoo6Li

KOHTPO/b AKOCTI:
BAT dapmakepe,
ManectuHa,;
BUPOGHMK in bulk,
nepBrHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI:
TOB Takega
Papma, MonbLua;
BUPO6HMK in bulk,
nepBuHHa Ta

BTOPVHHA yNnakoBKa,
KOHTPO/Ib AKOCTi Ta

[103BiN Ha BUNYCK
cepi:
Mab'aHiubkuii

hapmaLeBTUYHNIA
3aBop Monbha A.T.,

Monbwa

nikapcbKoro 3acoby (AinbHULSA, Ha SIKili NPOBOAATLCS OYAb-SiKi
BMPOGHWUYI CTagji, 3a BUHATKOM BUMYCKY CEpIli, KOHTPOSIO AKOCTI,
NepBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, A5 HECTEPUIbHUX
nNiKapcbknx 3aco6iB) - BBEAEHHS A,04ATKOBOI AifIbHUL
BMPOGHULTBA: Mab aHiLbkui hapmaLleBTUYHNI 3aBog MNonbda
A.T. Byn. Mapuw. [Ix. Mincyacbkoro 5, 95 - 200 Ma6 AHiui
Monbla (BeegeHHs 3MiH NpoTAroM 6-Tu micsAUiB nicns
3aTBEPMKEHHS); 3MiHU | TNy - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOTO /TIKAPCLKOro 3acoby, BK/IHOUa0UM
NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
rOTOBOrO JliKapcbKoro 3acoby (He3HauHa 3miHa y npoueci
BMPOOGHMLTBA) - HE3HAYHA 3MiHa Y NpoLeci BUpO6bHMLTBA — 3MiHA
TemnepaTtypy Ha CTafii CyLLKM Ta Yacy 3MmillyBaHHs, Ha cTagii A
(cyxe nepemiwyBaHHS) - BUTYYEHHS BOAW OYULLLEHOT , OCKI/IbKM
cucTemMa [L03yl40ro Hacocy He BUMarae nNpoMMBaHHA Y 3B 3Ky
3 BBEJEHHAM HOBOro BUpo6HuKa In bulk MN3. BBegeHHs 3miH
NPOTArOM 6-TW MICALIB NIiCNA 3aTBEPIKEHHS; 3MiHW | Tuny -
3MiHK 3 siKoCTi. FoTOBMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig yac BUPOOHULITBA FOTOBOrO NiKapCbKoro
3aco06y (3BYXXEHHS AONYCTUMUX MEX)- 3MiHU BUNPobyBaHb Nig
yac BMPOOGHULITBA FOTOBOTrO Npenapary- 3MeHLUEeHHs po3Mipy
CuTa, 3MEHLUEHHS Yacy nepemillyBaHHA Ha cTagii 3MillyBaHHsA
Ta Temnepatypu Ha ctagii CyLlku y 3B A3Ky 3 BBEAEHHSM HOBOIO
061aaHaHHA Ha HOBIl AiNbHUL; 3MiHK | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHN Y BUPOOHULTBI. 3MiHN
BUNpobyBaHb abo AONYCTUMUNX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPOOHULTBA FOTOBOrO /1iKapCbKOro
3aco0by (gogaBaHHA HOBOTO MeToAy BMMPoOyBaHHA Ta
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs

[OMYyCTUMUX MeX)- f0faBaHHS KOHTPOJO B MPOLIECi
BMPOGHMUTBA Ha cTagil 3MillyBaHHs, a caMe yac 3MmillyBaHHs 10
XB. MiCNS 3arpy3kun rpaHyn y 3B A3Ky 3 BBEAEHHAM HOBOrO
061aaHaHHA Ha HOBI AiNbHUL; 3MiHK | TURY - 3MiHK 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHN
BUNPoByBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO /TiKapPCbKOro
3aco0by (BU/TyYEHHS HECYTTEBOro BUNPOOYBaHHSA B NPOLLECi
BVMPOGHULTBA) - BUTyYEHHSI BUNPOOYBaHHS B NPOLIECI
BMPOOHMLTBA, & cCame LUBWAKICTb NMOKPUTTS Y 3B A3KY 3
BBE/IEHHSIM HOBOTrO 061a/lHAaHHSA Ha HOBIM AiNbHUL; 3MiHW | TUny
- 3MiHuM 3 IKOCTi. FOTOBWIA NiKapcbKmii 3aci6. KOHTPOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa napameTpiB cneundikauii Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOoro 3acoby (BUMyYeHHS
He3HayHOro nokasHuka (Hanpuknag 3acTtapifioro nokasHuka,
TakKoro Sk 3anax Ta cMak, abo ifeHTudikauis 6apBHUKIB Yn
CMakoBWX [06aBOK)) - BUTYyYEHHS AOMILLKX CTUPO/Ia Ha OCHOBI
LaHuX Banigauii BAPOOHULTBA Ta AaHUX CTabisIbHOCTI
(BBegeHHs1 3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEPAKEHHS);
3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBWIA NikapCbKuMii 3aci6.
KOHTposb roToBOro sikapcbkoro 3acoby. 3miHa napameTpis
cneundikauivi Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKoro
3ac00y (BHECEHHS 3MiH [0 AOCbE NiC/IA OHOBMIEHHA 3arasibHOT
CTaTTi Ha roToBY Nikapcbky chopmy y AdY/EBponeiicbkiii
thapmakonei) - npuBeaeHHs T. MikpobionoriyHa unctota M3 go
BvMoOr EP. BBeieHHS1 3MiH NPOTAroM 6-TW MicALiB nicns
3aTBEPLKEHHST; 3MiHM | TUNY - 3MiHK 3 sIKOCTi. FOTOBWMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOTO NiKapCbKoro 3acoby.
3MiHa y MeTofax BUNpobyBaHHA rOTOBOr0 NikapCbKoro 3acoby
(He3HayHa 3miHa y 3aTBEPMXEHUX MeTofax BUNpoOyBaHHS) -
He3HauHi 3MiHVM Yy MeTogax BUNpobyBaHHs 3a T. CynpoBigHi
[OMILLKM AOA@BaHHA aflbTEPHATUMBHOMO CTaHAapTy
MOHTE/TYKaCTy ANLMKIOTreKCUIamiHy; BUMYyYEHHS NPUTroTYBaHHS
PO3umnHy nnaue6o. BBefeHHS 3MiH NpoTArom 6-T1 MicALUiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA
NiKapcbkunii 3aci6. KOHTPOIb rOTOBOTO NiKapCbKOro 3acoby.
3mMiHa y MeToAax BUNpoGyBaHHS roTOBOrO JlikapcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEPMKEHNX METOAaX BUNPOOYBaHHS) -
He3HauHi 3MiHM Yy MeTofax BUNpobysaHHs 3a T. laeHTudikauis
(YP) - poaaBaHHA a/lbTEPHATUBHOIO CTaHAAPTY MOHTE/ykacTa
AnumKnorekcmnamiHy; BUNyYeHHs NpUroTyBaHHA pO34uHy
nnaue6o. BeBefeHHs 3MiH NpoTArom 6-T1 MicAUIB nicns
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHM 3 SKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. KOHTPOb rOTOBOrO NikapchbKoro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roToOBOro JlikapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpMXEHUX MeToAax BUNpobyBaHHs) -
He3HauHi 3MiHM Y MeToAax BUNpo6yBaHHA 3a T. PO34MHEHHS
(Y®); nonaBaHHsA aflbTEPHATUBHOIO CTaHAAPTY MOHTE/YKACTy
ANUMKIOreKcamiHy; BUNyYEHHS MPUroTyBaHHA PO3YMHY
nnaue6o. BeefeHHA 3MiH NPOTArom 6-Tv MicALiB nicas
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3aTBEPKEHHS; 3MiHM | TUMY - 3MiHM 3 SKOCTi. [OTOBWMIA
nikapcbkunii 3aci6. KOHTPOb rOTOBOrO NikapcbKoro 3acoby.
3mMiHa y MeTofax BUNpobyBaHHS roTOBOrO JlikapCbKOro 3acoby
(He3HayHa 3miHa y 3aTBEpIXEHUX MeTogax BUNpobyBaHHs) -
He3HauHi 3MiHM y MeTogax BUnpobysBaHHA 3a T. O4HOPIAHICTb
[o30BaHuX oguHuLb (BEPX); foaasaHHA anbTepHaTUBHOIO
CTaHZapTy MOHTE/NYKacTy ANLMKIOTeKCHIamiHy; BUNyYEHHS
NpUroTyBaHHS PO34nHy nnaue6o. BeefeHHA 3MiH NpoTArom 6-Tn
MiCALIB MiCNA 3aTBEPLYKEHHS; 3MiHM | TUMY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkmii 3aci6. KOHTPO/Ib rOTOBOrO NikapCbKoro
3acoby. 3miHa y MeTofdax BUNPo6yBaHHS roTOBOTO NiKapCcbKoro
3acoby (He3HayHa 3MiHa Y 3aTBEPAKEHMX MeToAax
BMNPOBYBaHHS) - HE3HAYHI 3MiHM Y MeToAax BUNpobyBaHHA 3a T.
KinbkicHe BU3Ha4YeHHA foAaBaHHSA a/lbTEPHATVBHOIO CTaHAapTy
MOHTeslyKacTa AULUKNOrekcunaminy; BUNyYeHHs NpurotTyBaHHs
PO3umnHy nnaue6o. BBefeHHS 3MiH NpoTArom 6-T1 MicAUiB nicns
3aTBEPKEHHS; 3MiHM | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHa po3Mipy cepil
(BK/TtOYatOUM diana3oH po3mipy cepii) roTOBOro NikapCbKoro
3aco06y (36inbLueHHs 0o 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
po3MipoMm) - 36inbLIEeHHS po3mipy cepii 13 go 10 pasis
MOPIBHSHO i3 3aTBEPAKEHMM PO3MipoM, 3aTBepakeHo: 100 000
Tabn. (20,5 kr), 3571 ynakoBka, 3anponoHosaHo: 200 000 Tabs.
(41 kr), 7142 ynakosku (BBefeHHs 3MiH MPOTAToM 6-TW MicsL,iB
nicna 3aTBepKEHHS)
140. MOBWNPE NOPOLLIOK A5 HopxwH B.B. HigepnaHaun HOPXXWH NimiTep, Benuka BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/12987/01/01
ne OP&/TLHOIO PO3UUNHY; BpuTtaHis AaMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenma
no 1 cawe Ail cawe 3asBHUKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) 3miHa
By nakeri; no 2 afpecy 3asBHMKa (BlacHMKa peecTpauiiHoro nocsigYeHHs):
nakeTu B KAPTOHHIN
Kopoo6Ui
141. MYKANTWH | Tabnetkn no 50 mr no NAT YkpaiHa MAT "Tanuudapm” Ykpaina BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny - 6e3 UA/1982/02/01
® 10 TabneTok y "Fanuuchapm” 3MiHa po3mipy cepil (Bktoyatoum gianasoH po3Mipy cepii) peuyenma
cTpunax; no 10 roToBOro Nikapcbkoro 3acoby - BBEEHHSA [0AaTKOBNX PO3MIpIB
TabneTok y cTpuni, no cepii roToBOro /likapcbkoro 3acoby. MponoHoBaHa pefakLis.
3 cTpunu B Nayw; no TeopeTnyHuii po3mip: He Ginble 44, 071 Tuc.yn. Nel0
30 TabneTtok y He GinbLue 14, 69 Trc. yn.Ne10x3/Ne30 abo He 6Ginblue 88, 142
KOHTeliHepi, no 1 Tnc.yn. Nel0; He GinbLie 29, 38 Tuc.yn. Ne10x3/Ne30
KOHTEeWHepy y naui;
no 10 TabneTtok y
6nictepax; no 10
TabneTtok y 6nictepi,
no 3 6nictepu B nayLij
142. MYKANTWUH | TabneTku xyBasibHi N0 MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | TUny - 6e3 UA/1982/01/01
®POPTE 100 mr no 10 "Fanunuchapm” "KniBmegnpenapar” OHOBJIEHHSA BXE 3aTBEPL)KEHOr0 TEKCTY MapKyBaHHS BTOPUHHOI peyenma

Tabnetok y 6nictepi;
no 2 a6o 10 6nictepis
y nauyi

Ta NepPBUHHOI YNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSIM
[0[aTKoBOT iHhopMaLlii (BHECEHHS NO3HAYEHb OAUHULb
BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM J1iTep NaTUHCLKOTO andaBiTy Ta
TOWO). BBEAEHHA 3MiH NPOTArOM 6-TK MicsLiB nicas
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n/n

JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

143.

HEBIBOJ10

TabneTtkn no 5 mr; in

TOB

3arBepKeHHA

nocsBi0OYeHHs

144.

n

HEYPOBEK

bulk: no 10 kry
nonieTuIeHoBOMY
nakerti

“APTEPIYM
nTa”

YKpaiHa

"BasikaHhapma -
Oyntiva" AL,
Bonrapis;
AkTasic /114,
ManbTa

Bonrapisi/
ManbTa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny -
3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkuit 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JIiKapCbKOro 3acoby (3miHa KifibKOCTi OANHULL
(Hanpuknag TabneTok, aMmnyn TOLO) B yNakoBLi:) - 3MiHa nosa
Jiana3oHoM 3aTBepKeHNX PO3MipiB ynakoBku. 3miHa po3Mipy
ynakosk# in bulk Bupo6HUKOM.

UA/17220/01/01

145.

C-TEBA

HIMENT AH

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKOH0; No 60,
a6o no 90, a6o no 150
Tabnetok y 6aHui; no
1 6aHUj B KApTOHHiIl
nauui

TOB «TeBa
YKpaiHa»

Ykpaina

BankaHdapma-
OynHuus AT,
Bonrapis;
BankaHdapma-
Pasrpag AT,
Bonrapis

Bonrapis

BHECEHHS 3MiH [0 peecTpauiiiHuX maTtepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460); 3miHv | TUNY - 3MiHK LLOA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarisgy. BeegeHHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3arasibHEHMX AaHUX NPo cucTemy chapmakoHarnsgy,
3MiHa YNOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3a 3A4iICHEHHS
dhapmakoHarnsgy; KOHTakTHoi 0cobm 3 hapmakoHarnagy
3asBHUKA 419 3AiiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa BiJ, YNTOBHOB&XeHOI 0C06M, BiANOBIAA/IbHOI 3a
3[jiCHEeHHSs hapMakoHarsay (BK/IYakoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucremu
hapMakoHarnsgy) - YnoBHoBaxeHa ocoba 3asBHUKa,
BignosigasibHa 3a thapmakoHarnsag — Dr. Hedva Voliovitch MD,
PhD, MBA. KoHTakTHa oco6a 3as1BHuVKa, BignoBigasibHa 3a
hapmakoHarnsg — buctposa OkcaHa BitaniiBHa. MNponoHoBaHa
pefakuis:

YnoBHOBaxKeHa ocoba 3asBHKa, BignosiganbHa 3a
thapmakoHarnag — buctposa OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHuX yMOBHOBaXKEHOI 0cobw, BiANOBiAa/IbHOI 3a
thapmakoHarnsg. 3miHa Micusa 34iliCHEHHS] OCHOBHOI AistNIbHOCTI
3 dhapmakoHarnsgy. 3mMiHa MicLe3HaxomKeHHs1 MacTep-thainna

6e3
peyenma

UA/7313/01/02

146.

HIMECUN®

Tabnetku no 100 mr
no 10 TabneTok y
6nictepi; no 1 a6o 3,
abo 10 6nictepiB y
KOpOO6L 3 KAPTOHY

TOB
"ACTPA®APM"

YKpaiHa

TOB
"ACTPAGAPM"

YKpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKoro 3acoby -3miHa
Has3Bu N13: 3atBepgpxkeHo: HIMECYNIA-ACTPADAPM /
NIMESULIDE — ASTRAPHARM. 3anponoHosaHo: HIME/ITAH /
NIMELGAN. 3MiHu | Tuny - 3MiHK 3 AKoCTi. FOTOBWIA NikapCbKuii
3aci6. Cuctema KoHTeliHep/3akynopoBasibHUIA 3aci6. 3miHa
PO3Mipy YNakoBKM roTOBOr0 fikapcbKoro 3acoby (3MiHa KiflbKoCTi
oavHMLb (Hanpuknag TabneTok, amnys TOLW0) B YNakosLi:) -
3MiHa nosa giana3oHoMm 3aTBEepAKEHNX PO3MIPIB YNAKOBKM.
BBefeHHA foaaTkoBoro po3mipy ynakosku Ne 100 (10x10) y
6nictepax, y KapTOHHil kopobuj, 63 3MiHV NePBUHHOIO
nakyBa/lbHOro MaTtepiasny, 3 BignoBigHMMMN 3MiHaMK [0 po3giny
«YnakoBka». 3MiHu | Trny - 3MiHK Woao 6e3nekn/eddekTUBHOCTI
Ta thapmakoHarnsagy (iHwwi 3MiH1) - OHOB/IEHHSA BXe
3aTBEPAKEHOro TEKCTY MapKyBaHHSA NepBUHHOT Ta BTOPUHHOI
YNaKoBKK.

3a
peyenmom

UA/9759/01/01

rpaHynn gns opasibHOT

cycneHsii, 100 mr/2 ;

Nab6opaTtopi
rigotTi C.n.A.

ITanisa

Nab6opaTtopioc
MeHapiHi C.A.,

IcnaHisi/
ITanis

BHECEHHS 3MiH 1O peecTpaLiiiHix maTepianis:3miHu | Tuny -
3MiHM y MpoLeci BUPOGHMLTBA rOTOBOTO JIiKAPCbKOro 3acoby,

3a

UA/9855/01/01

peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
no2rs Icnanis BK/THOHAI0UN MPOMIKHWIA NPOAYKT, L0 3aCTOCOBYETHLCS NPU
0[HOL030BOMY MakeTi; (BUpPOGHMLTBO "in BYPOGHMLTBI rOTOBOrO NiKapCbKoro 3acoby (He3HayHa 3miHa y
no 9 a6o 15, a6o 30 bulk", nepsuHHe Ta npotieci BUPO6HMLTBA); 3MiHU | TUMY - AONOBHEHHSA cneuudikawil
nakeTiB Y KapTOHHIl BTOPUHHE Ha [40NOMiXHY peyoBUHY (anesibCUHOBUIA apoMaT3aTop) HOBUM
KOpo6Li nakyBaHHs, MOKa3HWKOM - BTpaTa Macu nNpu BUCYLLYBaHHI; 3MiHW | Tuny -
KOHTPO/1b Ta BUMYCK [OMNOBHEHHA crieumdikaLii Ha JONOMDKHY PevyOBUHY
cepiii); ®aiiH dyac (anenbCcuHOBUIA apoMaTn3aTop) HOBMM MOKA3HUKOM -
eHf iaeHTudikauisa metogom bIY; 3MiHu | TUNY - AONOBHEHHS
PapmacboTnkan3 cneumdikauii Ha JONOMiKHY pe4YoBUHY (anenbCUHOBUIA
H.T.M.C.NA, apomaTun3aTop) HOBUM NOKa3HUKOM - iAeHTudikauis MeToaom
ITanis (BMpoGHULTBO raszoBoi xpomaTtorpadii; 3mMiHV | TUNy - 4ONOBHEHHS crneundikauii
"in bulk", nepBuHHE roTOBOrO NiKapCbKOro 3acoby asibTepHaTUBHUM METOL0M
Ta BTOPUHHE BUMNPOOYBaHHA A/1A NOKa3HMKa BTpaTa Macu Npu BUCYLLYBaHHI
nakyBaHHs, (EP, 2.2.32). BBefieHHs 3MiH NpoTArom 6-T1 micsuiB nicns
KOHTPO/1b Ta BUMYCK 3aTBEPMKEHHS; 3MiHW | TUNY - AOMOBHEHHA cneumdikawil
cepiii); ®aiiH dyac rOTOBOrO JliKapCbKOro 3acoby asibTepHATUBHMM METOLOM
eHf, BMNpobyBaHHsA BEPX f0 Bxe 3aTBepmxeHoro metogy BEPX ans
PapmacboTukan3 noKasHUKa KinbkKicHe BU3HauYeHHsi Himecynigy. BeeeHHsA 3MiH
H.T.M.C.NA, NPOTAroM 6-T! MICALIB MiC/1A 3aTBEPKEHHS; 3MiHM | Tuny -
ITanis (KOHTpO/ib OHOBJIEHHS NMPOTOKO/1Y CTabi/IbHOCTI FOTOBOTO J1iKapChbKOro
cepii) 3ac06y y 3B 43Ky 3 OTPYMaHHAM HOBUX AaHuX 3i CTabifibHOCTI;
3MiHM | TMNy - nogaHHA oHoBneHHoro CEP ans ailoyoi pevoBrHN
HiMecynifa Bif, BXe 3aTBepAXeHoro BUpobHuka Adl;
3anponoHoBaHo: R1- CEP- 2002-046-Rev 05; 3miHu | Tuny -
[ofaBaHHsA HOBOro cepTudikaTa Bif HOBOrO BUPOGHMKa Ans AdI
HiMecynig Big gogaTkoBoro Bupo6Huka FLAMMA S.P.A., Italy
R1- CEP2004-117-Rev 01
147. | HIMOTOM® | po34uH AN iHAY3iiA, Baiiep Al HimeuyunHa Baiiep AT, HimeuyunH BHECEHHS 3MiH A0 peecTpauliiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/3871/01/01
10 mr/50 mn; no 50 mn HimeuuunHa (Becb a 3MiHa napameTpiB cneumdikauiii Ta/abo fonyCTUMUX MexX peuenmom

PO3uunHy y chnakoHi; no
1 chnakoHy pasom 3
nonieTnNeHoOBO
CMosly4yHO Tpy6KOH
ans iHdysomarta y
KapTOHHI kopobuj; no
5 kopo6oK B ynakosLi
3 nonieTuneHy

LKA BUPOGHMLTBA:
BMPOGHMLITBO in-
bulk, nepBuHHe

nakyBaHHs,
KOHTPO/b SIKOCTI,

Bunyck cepii); KBl

dapma + BeTepuHap
MpopykTe Mm6X,

HimeuyunHa
(anbTepHaTUBHUI
BMPOOGHUK (BTOPUHHE
nakyBaHHs));
Contochapm
dapmavoiiTie

Epuoiirnicce Mm6X,

HimeuunHa
(anbTepHaTMBHUI
BUPOBHUK
(BMPOGHMLTBO in-

NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby - AOMNOBHEHHS
cneuudikayii 4719 NEPBUHHOT yNakoBKKW 3 BiAMOBIAHUM METOA40M
BUNPOOYBaHHSA; BUAANEHHS 3acTapinoro nokasHuka «Micro
Hardness maximum»», «Micro Hardness minimum» 3i
cneumdikauii 419 NePBUHHOT yNakoBKW A5 Bi4NOBIAHOCTI
BuMoram EP 9.5., 3.2.9; 3miHn | Tuny - 3MiHa y MeToAax
BMNPOGYBaHHS NEPBUHHOI YNaKOBKV rOTOBOTO JiKApCbKOro
3acoby - BUAA/IEHHS 3acTapinnx nokasHukis «Micro Hardness
maximum» Ta «Micro Hardness minimum» 3 meTozis
BMNPOo6YyBaHb 47151 NEPBUHHOI YNaKkoBKW
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
bulk, nepBuHHe
nakyBaHHs,
KOHTPO/1b SIKOCTI)
148. | HOMbMNA3 Tabnetkun KPKA, o.4., CnoBeHis BMPOGHULITBO «in CnoBeHis/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/7955/01/01
A® racTpope3nCTEeHTHI Mo HoBo mecTO bulk», nepsrHHe Ta IHais 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI. peuyenmom

20 mr, no 14 Tabnertok
y 6nictepi; no 1 abo
no 2, aéo no 4
61icTepun y KapTOHHIN
KOpoo6Li

BTOPUHHE
nakyBaHHS,
KOHTPO/b cepii Ta
BWMNYCK cepii
KPKA, a.4a., HoBo
mMecTo, CroBeHis;
BMPOGHULITBO «in
bulk», nepBuHHe Ta
BTOPWHHE
nakyBaHHs
Naypyc Na6c MeT.
nta., IHAis;
KOHTPO/b cepii
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTPO/b cepii
Kemilickiii iHCTuTyT,
CrnoseHis

3amiHa abo BBeAeHHA [0AaTKOBOI AiNbHNMLi BUPOOHULTBA ANA
4yacTuHK abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
NiKapcbKoro 3acoby (AiNbHULA 4151 BTOPUHHOIO NakyBaHHS) -
A0faBaHHA AiNbHULI 4719 BTOPUHHOIO nakysaHHs 13
(BBegeHHs 3MiH NPOTAroM 6-TW MICALB NicNs 3aTBEpPKEHHS);
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBMIA NikapcbkuWii 3aci6. 3MiHK Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS AOAATKOBOI AiTbHUL
BMPOGHMLTBA /151 YACTUHM ab0 BCbOro BUPOBGHMYOro npoLiecy
roToBOro NiKapcbKoro 3acoby (AibHUUA 4715 NePBUHHOTO
nakyBaHHS) - A0A4aBaHHA AiNIbHULI 719 NEPBUHHOIO NaKyBaHHS
'N3 (BBeAeHHS 3MiH NpOTArom 6-Tu MicALIB nicns
3aTBEPMXKEHHS); 3MiHU | TMNy - 3MiHKM 3 IKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3MiHa iMnopTepa/3MiHn,
LLIO CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPO/II0 AKOCTi FTOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fAoAaBaHHA AiNbHULL, Ha SKiiA
3[iCHIOETLCA KOHTPO/IL/BUNPODOYBaHHSA cepii) - AoAaBaHHS
AiNbHULI AN koHTponto 13 (BBefeHHS 3MiH NpoTArom 6-Tu
MiCALiB Micna 3aTBEPMKEHHS); 3MiHU | TUNy - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbknit 3aci6. 3MiHM Y BUPOOHULITBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPO/I0
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
AINbHULI, Ha K 34JiCHIOETLCA KOHTPOL/BUNPOBYBaHHS cepii) -
[oAaBaHHsA AinbHUL Ans KoHTposo 13 (BBeaeHHsA 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPAKEHHS); 3MiHK | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI.
3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHULi BUPO6HULTBA ANS
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (AinbHWULA, Ha K NPOBOAATLCA Oy Ab-SKi
BMPOGHMWYI CTagji, 3a BUHATKOM BUMYCKY CEpIili, KOHTPO/IO AKOCTI,
NepBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, 4151 HECTEPUIbHUX
nikapcbKyx 3aco06iB) - foAaBaHHA Ai/TbHNL AN BUPOOHMLTBA in
bulk [N13 (BBegeHHs 3MiH NpOTAroM 6-Tu MicsLiB nicns
3aTBEPMXKEHHS); 3MiHU | TMNy - 3MiHKM 3 iKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW Y BUPOBGHMLTBI. 3MiHM Y NpoLieci
BMPOGHMLITBA FOTOBOTO /TIKAPCLKOro 3acoby, BK/IHOHa0UM
NPOMKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPW BUPOGHULTBI
rOTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3miHa y npoueci
BMPOGHMLITBA) - HE3HAYHA 3MiHa y OMu1Ci NpoLecy BUpoOHNLTBA
N3, a came 3a3HaYEHHSI BUKOPUCTAHHSA [BOX TUMIB 4OMNOMDKHOT
peyosunHM KpocnosigoHy (Tun A i Tun B) (BBeAEHHS 3MiH
NpOTArom 6-Tu MiCALIB MiCNs 3aTBEPMXXEHHS); 3MiHW | Tuny -
3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI.
3MiHn BUNpobyBaHb abo AOMYCTUMUX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig yac BUPOOGHULTBA FOTOBOrO /iKapCbKOro
3aco6y (iHLi 3MiHK) - 3MIHX KOHTPOJIO Nig Yac BUpo6HuLTBa 13
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40 mr no 14 TabneTtok
y 6nictepi; no 1 aéo
no 2, abono 4
6nicTepy y KapTOHHIl
KopooLi

BTOPWHHE
nakyBaHHs,
KOHTPOb cepii Ta
BMMYCK cepil
KPKA, a.4., Hoso

mecTo, CnoBeHis;
BMPOGHULITBO «in
bulk», nepBrHHe Ta
BTOPVHHE
nakyBaHHs
Naypyc Na6ce MNerT.
nra., HAais;
KOHTpO/b cepii
KPKA, a.4., Hoso
mecTo, C/noBeHis;
KOHTpO/b cepii
KeMilickiid iHCTUTyT,
CnoBeHis

3amiHa abo BBeAeHHS f0AaTKOBOI AiNbHULi BUPO6HULTBA ANS
4yacTuHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nNikapcbKoro 3acoby (4iNbHULA AN BTOPUHHOIO NakyBaHHS) -
[0AaBaHHA [iNbHULI 415 BTOPUHHOMO nakysaHHA 13
(BBeLeHHA 3MiH NPOTArom 6-Tu MiCAILIB MiCNs 3aTBEPKEHHS);
3MiHM | TUNYy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3aci6. 3MiHW Yy
BMPOGHMLTBI. 3amiHa abo BBeAEHHS AOAATKOBOI Ai/TbHUL
BMPOGHMLTBA /151 HACTUHM ab0 BCbOro BUPOGHMYOrO npoLiecy
roTOBOrO MiKapCbKOro 3acoby (A4iNbHMUUA 4715 NePBUHHOTO
nakyBaHHS) - fofaBaHHSA AiNbHAL 4719 NEePBUHHOTO NakyBaHHS
N3 (BBeAeHHs 3MiH NpOTAroM 6-Tn MicsALIB nicns
3aTBEPMKEHHS); 3MiHU | TNy - 3MiHK 3 AKOCTi. FoToBMIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMUTBI. 3MiHa iMnopTepa/3MiHu,
LLIO0 CTOCYIOTbCA BUMYCKY Cepii Ta KOHTPOO AKOCTi FTOTOBOrO
nikapcbKoro 3acoby (3amiHa abo goAaBaHHA AiTbHUL, Ha SKiiA
3[iICHIOETLCS KOHTPO/L/BUMPOGYBaHHS cepii) - AoAaBaHHSA
OinbHUUI Ans KoHTponto 13 (BBeAeHHS 3MiH NPOTArom 6-1u
MicALiB MiCNSA 3aTBEPAYKEHHS); 3MiHW | TUMY - 3MiHK 3 SKOCTI.
['oTOBWIA Nikapcbknii 3aci6. 3MiHM Yy BUPOOHULTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY Cepii Ta KOHTPOII0
SIKOCTi FOTOBOrO flikapcbKoro 3acoby (3amiHa abo fogaBaHHSA
AiNbHULI, Ha 5K 34JACHIOETLCS KOHTPOL/BUMNPOGYBaHHS cepii) -
[ofaBaHHA AinbHULI ansa KoHTposito N3 (BBefeHHs 3MiH
NpOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS); 3MiHW | TNy -
3MiHu 3 SKoCTi. FoTOBMIA NiKapcbkuid 3aci6. 3MiHW Y BUPOGHMLTBI.
3amiHa abo BBefleHHA [0AaTKOBOI Ai/bHUL BUPOBHULTBA /1A
YyacTvHy abo BCbOro BUPOGHNYOro NpoLiecy roToBoro
nikapcbKoro 3acoby (AinbHMULA, Ha SKii NPoBOAATLCA 6y Ab-SKi
BMPOGHMWUYI CTagii, 3a BUHATKOM BUMYCKY CEpili, KOHTPO/IHO SKOCTI,
NEepBMHHOTO Ta BTOPUHHOIO NakyBaHHS, /151 HECTEPUIIbHUX
nikapcbKnx 3acobiB) - AoAaBaHHA Ai/TbHUL AN BUPOOHMLTBA in
bulk N3 (BBeaeHHs 3MiH NpoTAroM 6-Tn MicAUIiB nicns
3aTBEPMKEHHS); 3MiHU | TNy - 3MiHK 3 AKoCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM Y BUPOGHMLTBI. 3MiHM y NpoLieci
BMPOGHMLITBA FOTOBOTO /TIKAPCLKOro 3acoby, BK/IHHaUM
NPOMDXHWIA NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI
rOTOBOrO JliKapCcbKoro 3acoby (He3HauHa 3miHa y npoueci
BMPOBHMLTBA) - HE3HAYHA 3MiHa Y Onuci NpoLiecy BUPO6HMLTBA
N3, a came 3a3Ha4YeHHs BUKOPUCTAHHA ABOX TVNIB AOMOMIKHOI
peyoBuHM KpocnoBigoHy (Tun A i Tn B) (BBeAEHHS 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPAKEHHS); 3MiHK | Tuny -
3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
3MiHM BUNpo6yBaHb abo AOMyCTUMUX MEX, BCTAHOB/IEHNX Y
crneundikauisx, nig yac BUPOOGHULTBA rOTOBOTO J1iKapCbKOro
3aco06y (iHWi 3MiHK) - 3MiHX KOHTPOJIIO Mg, Yac BUpo6HMUTBa MNN3

(BBEAEHHS 3MiH MPOTArOoM 6-TU MicsILLIB NicNs1 3aTBEPAKEHHS)

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
(BBEAEHHS 3MiH MPOTArOM 6-TU MicsILLIB NicCNs 3aTBEPAKEHHS)
149. HO/NbMNA3 TabneTtku KPKA, a.4a., CnoseHis BMPOBHULTBO «in CnoseHis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/7955/01/02
A® racTpopes3ncTeHTHI No HoBo mecTo bulk», nepsuHHe Ta IHAis 3MiHK 3 SKoCTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW y BUPOGHULTBI. peyenmom
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
150. | HOO®EH® | nopowok ans TOB "O/1DA" YkpaiHa AT "OnaiiHdpapm" Natsis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 3a UA/3773/02/01
100 OP&/IbHOIO PO3UUHY, AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
100 mr/gosy no 1r 3asBHUKA (B/1ACHMKA PEECTPALLHOrO NOCBIAYEHHS) - 3MiHA
MOPOLLKY Y NaKeTUKy; afipecu 3asBHUKa
no 15 nakeTukis y
KaPTOHHI nayui
151. | HOO®EH® | nopowlok ans TOB "O/1DA" YkpaiHa AT "OnaiiHcpapm” Natsis BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3773/02/02
500 OP&/ILHOIO PO3UUHY, AnMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
500 mr/go3y no 2,51 3asBHMKa (BNacHVKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
MOPOLLKY Y NakeTuKy; afpecu 3asaBHUKa
no 5 nakeTukis y
KapPTOHHIN nayui
152. OKTAHIH NOPOLLIOK A/151 PO3YUHY OkTadhapma ABCTpIA Okrtadhapma feccay | HimeuuumH BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasiB:3MiHu | Tuny - 3a UA/14330/01/03
® 1000 MO | ans iH'ekuiii no 1000 dapmaLeBTUka v6X , HimeuyunHa a/ 3MiHW [0 IHCTPYKUIT AN MeAUYHOro 3aCTOCyBaHHA NiKapcbkoro peuenmom
MO, kapTOHHa MpoaykTioHcrec. (BMpOGHMK ABcTpisi/ 3acoby A0 po3ginis "OcobMBOCTI 3acTocyBaHHs", "Cnocio
Kopo6ka Ne 1: no 1 M.6.X. (anbTepHaTMBHWMIA), PpaHuis 3aCcTOCyBaHHSA Ta 403" (yToUHeHHs iHdhopmauii). TepmiH
hnakoHy emHicTio 30 BiANOBigaIbHUI 3a BBEJEHHS 3MiH - NPOTATOM 6 MiCALIB MiCNa 3aTBepAKEHHS
M/ 3 NMOPOLLKOM A5 BTOPVHHE
PO34YNHY ANS iH'EKLN nakyBaHHs);
Ta IHCTPYKLi€e Npo OkTathapma
3aCTOCYBaHHs; dapmaveBTVKa
KapTOHHa Kopobka Ne MpogaykTioHcrec
2: no 1 donakoHy 3 M.6.X., ABCTpist
PO34MHHMKOM (BOAa (BpO6HUK,
Ons in'ekyin, 10 mn) y BiAnoBiAabHWiA 3a
KapTOHHI Kopo6Lyi BUPOGHMLTBO 3a
pa3oM 3 KOMM/IEKTOM MOBHVM LK/IOM);
[ON5 PO3YMHEHHSA Ta OkTtadhapma,
BHYTPILUHbOBEHHOIO PpaHuia (BUpobHMK,
BBefeHHs (1 wnpuy, BiANOBIAaIbHMI 3a
oaHopaszoBuii, 1 BMPOGHMLTBO 3a
KOMMNAEKT Ans MOBHUM LIIK/TOM)
nepeHocy (1
ABYXKiHUEeBa rosnka, 1
inbTpoBasibHA
ronka), 1 komnaekrt
Ons iHgysili (ronka-
MeTenuk), 2
NPOCOYEHNX CNMPTOM
TamrnoHw);
Kopo6kmn Ne 1 Tta Ne 2
06'€AHYOTLCS MK
c0600 N1aCTUKOBOIO
niBKOO
153. OKTAHIH NOPOLLIOK 47151 PO34UHY OkTadhapma ABCTpist OkTadhapma [eccay HimeuunH BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepianiB:3miHu | Tuny - 3a UA/14330/01/01
& 250 MO Ons iH’ekyjn no 250 dPapmaLeBTUka M6X , HimeyunHa a/ 3MiHW [0 IHCTPYKUIT AN Me4UYHOro 3aCTOoCyBaHHA NiKapcbKoro peuyenmom
MO, kapToHHa MpoaykTioHcrec. (BMpO6HMK ABcTpisi/ 3acoby Ao po3zinis "OcobaMBOCTI 3acTocyBaHHA", "Cnoci6
Kopobka Ne 1: no 1 M.6.X. (anbTepHaTUBHWMIA), dpaHuis 3acTOoCyBaHHSA Ta 403" (yToUHEHHs iHdhopmauii). TepmiH

(on1akoHy emHicTo 30

BiAnoBiganbHWiA 3a

BBE/IEHHA 3MiH - NPOTArOM 6 MicsLiB Nicas 3aTBepPAKEHHS
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
MJ1 3 NOPOLLKOM /15 BTOPWHHE
PO3UMHY ANS iH'EKLiA; nakyBaHHs);
KapTOHHa kopobka Ne OkTadhapma
2: no 1 donakoHy 3 dapmaueBTVKa
PO34MHHKKOM (BOAa MpoaykTioHcrec
ONs1 iH'eKLjii no 5 mn) y M.6.X., ABCTpIst
KapTOHHI KOpo6Lyi (B1pobHuK,
pa3om 3 KOMM/IEKTOM BiNOBIgaNbHWIA 3a
015 PO3YMHEHHSA Ta BVMPOGHMLTBO 3a
BHYTPILUHbOBEHHOTO MOBHUM LIMK/IOM);
BBegeHHs (1 wnpw, OkTtadghapma,
ofiHopasoBwuii, 1 ®paHuia (BUpo6HUK,
KOMMEKT ans BiANoBiAa/IbHWIA 32
nepeHocy (1 BMPOOHNLTBO 3
OBYXKiHUEBa rosnka, 1 NMOBHWUM LK/IOM)
hinbTpoBasIbHA
ronka), 1 komnnexr
Ons iHdysili (ronka-
MeTenuk), 2
NPOCOYEHNX CNNPTOM
TamrnoHu); kopobku Ne
l1taNe2
06’€HYIOTbCA MK
C006010 NaCTUKOBO
N/1iBKOO
154. OKTAHIH NOPOLLIOK [/151 PO3YUHY OkTadhapma ABCTpIst Oktadhapma [eccay HimeyunH BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/14330/01/02
& 500 MO Ans iH’ekyin no 500 PapmaLeBTnka v6X , Himeuunna a/ 3MiHM A0 HCTPYKLii 415 MeANYHOro 3acTOCyBaHHS NikapCbKOro peyenmom
MO, kapToHHa MpopykTioHcrec. (BupobHuk AscTpist/ 3acoby Ao posginis "OcobmBocCTi 3acTocyBaHHs", "Cnocio
Kopobka Ne 1: no 1 M.6.X. (anbTepHaTMBHWMIA), PpaHuis 3acTOCyBaHHSA Ta 03" (YTOUHeHHs iHchopmauii). TepmiH
dhnakoHy emHicTio 30 BiANOBIAa/IbHUI 3a BBE/EHHS 3MiH - MPOTArom 6 MicsLiB nicns 3aTBepkKeHHs
MJ1 3 NOPOLLKOM A5 BTOPVHHE
PO3UUHY ANst iH'EKLiA; nakyBaHHs);
KapTOHHa kopobka Ne OkTachapma
2: no 1 donakoHy 3 dapmaueBTmka
PO34MHHKKOM (BOAA MpoaykTioHcrec
0N iH'ekyii no 5 mn) y M.6.X., ABCTpIst
KapTOHHI Kopo6Lyi (B1po6HuUK,

pa3om 3 KOMM/IEKTOM
015 PO3YMHEHHSA Ta
BHYTPILUHbOBEHHOTO
BBeAeHHs (1 wnpuy,
ogHopasosuit, 1
KOMNAEKT Ans
nepeHocy (1
[OBYXKiHUEBa ronka, 1
hinbTpoBasIbHA
ronka), 1 komnnexr
ONns iHdysili (ronka-
MeTenuk), 2
NPOCOYEHNX CNNPTOM

BiANOBigaIbHUI 3a
BVMPOGHMLTBO 3a
MOBHVM LVK/IOM);

OkTtadhapma,
®paHuia (BUpo6HMK,

BiAnoBiAa/IbHWIA 3a
BUPOGHMLTBO 3a
MOBHWUM LK/IOM)
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Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
TammnoHwu); kopobku Ne
1TtaNe2
06’eAHYIOTbCA MiX
C006010 N1aCTUKOBOO
NiBKOO
155. OMAKOP Kancynm m'ski no 1000 AGGOTT HimeuunHa BiANOBIAa/IbHUI 3a HimeuunH BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10147/01/01
mr no 20, 28 a6o 100 Na6opatopis BWMNYCK cepil: a/ AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
Kancysny gnakoHi; no 6X A660TT Nabopatopi3 [anisa/ MicLS NPOBaMKEHHS [iANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
1 chnakoHy B KOpOO6Li v6X, HimeyunHa; Higepnax NiKapCcbKoro 3acoby, BKIKOYAKUN fibHNL BUNYCKY cepii abo
BiAnoBiAaIbHWIA 3a onl MicLie NpoBeAeHHS KOHTPOJTKO SKOCTI. (AISNBbHICTb, 3a AKy
nepBuHHE Ta Hopseris BiANOBiAae BMPOGHMK/iMNOPTEp, BK/IOUAKOUM BUMYCK Cepild) -
BTOPVHHE 3MiHa agpecu BUpo6HuKka 13 A660TT Jlabopatopiz MM6X,
nakyBaHHs: HimeuumnHa, 6€3 3MiHM Micus BUpo6HULTBA. BBeAEHHS 3MiH
'™M Mek AnC, [aHis; NPOTAroM 6-TW MICALIB NIiC/A 3aTBEPAKEHHS.
BiANOBIAaIbHUI 3a
BMPOGHMLTBO
Hepo3acoBaHol
npoaykuii Ta
KOHTpPO/b cepii:
MateoH CochTaxens
B.B., HigepnaHgw;
BiAnoBiAa/IbHWIA 3a
KOHTPO/b Ccepil:
BAC® AC, Hopserisi
156. OHIMI3A TabneTku, BKpUTI AcTpa3eHeka Benuvka Brpo6Huk "in bulk": CuwA/ BHECEHHS 3MiH 40 peecTpaLiiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/10715/01/01
nniBKOBOKO FOK Nimite, BpuTaHis AcTpa3eHeka ITania/ 3MiHa Ha3BMW Ta agpecu BUPOOHUKA Ait040T pevOoBUHU peuenmom
06010HKot0, N0 2,5 mr, dapmacbloTUKanC Benvka CakcarninTvHy rigpoxnopugy, 6e3 3amiHu micus BUpobHuLTBa
no 10 TabneTtok y nn, CWA, BpuTania/
6nictepi; no 3 Brpo6HuK, LBeuis

6nicTepy B KApPTOHHIi
Kopoo6Li

BiANOBIAaIbHMI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii: bpicton-
Maiiepc CkBi66
C.p.n., ltanis;
B1pOGHMK,
BiANoOBigabHMI 3a
nepBuHHe Ta
BTOPVHHE
nakyBaHHS1, BUMYCK
cepii: AcTpa3eHeka
tOK NimiTen, Benvka
BpuTaHis;
Brnpo6HmK,
BiANoBiAabHWiA 3a
KOHTPONb SIKOCTI:
AcTpa3eHeka Ab,

LBeuis
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
157. | OHINI3A TabneTkun, BKpUTI AcTpa3eHeka Benuka Brpo6Huk "in bulk": CLUA/ BHECEHHS 3MiH 40 peecTpauiiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/10715/01/02
nniBKOBOKO FOK Nimiteq, BpuTaHis AcTpa3eHeka ITania/ 3MiHa Ha3BU Ta aApecy BUPOGHMKA Ailo4O0T peHOBUHN peuenmom
060n0Hkoto, no 5,0 mr; dapmacbloThKanc Benuka CakcarninTuHy rigpoxnopugy, 6e3 3amiHn micus BUpobHuLTBa
no 10 TabneTtok y NN, CWA Bupo6bHuk, | BputaHis/
6nicTepi; no 3 BiANOBiAaIbHMI 3a LLisewjs
6nicTepy B KAPTOHHIlA nepBuHHe Ta
Kopoo6Li BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWNYCK Cepil:
BpicTton-Maiiepc
Ckgi66 C.p.n., ITanisa
B1po6HMK,
BiANOBiAaIbHMI 3a
nepBuHHe Ta
BTOPWHHE
nakyBaHHs1, BUMYCK
cepii:
AcTtpa3eHeka tOK
NimiTen, Benuka
BpuTtaHis BUpo6HuK,
BiANoBiAa/IbHWIA 32
KOHTPO/b SKOCTI:
AcTpa3eHeka Ab,
LLIBeuist
158. MNAKNITAK KOHUEeHTpaT As MicTtpan Kenitan AHrnisA AkTasic ITanis ITania BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/13988/01/01
CEN-BICTA | po3uvHy Ans iHdys3iid, MeHeKMeHT C.n.A. 3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarisgy. peyenmom
6 mr/mnno 5 mn (30 Nimiteq BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHNX Npo cucTemy
mr) abo no 16,7 mn thapmakoHarnsgy (BBeeHHs y3arasibHEHNX AaHVX NPO CUCTeMy
(100 wmr), abo no 25 thapmakoHarnsgy, 3MmiHa ynoBHOBa&XeHOi 0co6U, BiANOBIAA/IbHOI
M (150 wr), abo no 3a 3AjicHeHHs hapMakoHaraay; KOHTakTHOI 0cobu 3
43,33 mn (260 wmr), hapmakoHarnsgy 3asiBHUKa 415 34iiCHEHHSA hapMmakoHarnsgy B
a6o no 50 mn (300 mr) YKpaiHi, KLLIO BOHA BigMiHHA Bifj, yNOBHOBaXKEHOT 0cobw,
y chnakoHi; no 1 BiANOBIAA/IbLHOI 3a 34ilicHeHHS hapmakoHarnagy (Bkaovakum
(h/1aKOHY B KapTOHHii KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHiI MacTep-gaiina
KopoobUi cucTemu hapMakoHarnsgy) - 3MiHa ynoBHOBaXXeHOI 0cobum
3asBHUKA, BiAMNOBiAa/IbHOI 3a thapmakoHarnsag,. MNponoHoBaHa
pepakuis: CoTHikoBa CsiTnaHa BikTopiBHa. 3miHa Micusa
3[iACHEHHSI OCHOBHOT AiANbHOCTI 3 hapmMakoHarsgy. 3miHa
MicLie3HaxX0MKEHHS MacTep-paiina cuctemm papmakoHarnsgy
159. MEMETPEK | nopotuok MicTtpan Kenitan AHrnis BTOPVHHE Bonrapisi/ BHECEHHS 3MiH [JO peecTpaLiiiHux maTepianis: 3MiHu, L0 3a UA/16247/01/03
CEQ-BICTA | niodinizoBaHuii gns MeHeaXMeHT nakyBaHHs Yecbka noTpebyloTb HOBOI peecTpaLii - 3MiHa cunm Aii, nikapcbkoi peyenmom
NpUroTyBaHHs Nimiteq nikapcbkoro 3acoby: | Pecny6nik | chopmum Ta cnocoby 3acTocyBaHHS: 3MiHa abo A0oAaBaHHA HOBOT
KOHLEHTpaty Ans i |l a/ cuu gji (4ogaHHs HoBoi cunm Aji - 1000 mr) (3aTBepaKeHO:
PO34mnHY ANs iHAY3il dapmachbloTikasc, Icnanis MEMETPEKCEA-BICTA, nopoLuok niocinizoBaHuin ans

no 1000 mr; no 1000
Mr y dprakoHi; no 1
(p1aKoHY B KAPTOHHI

Ntp., Bonrapis;
BUPOGHMLTBO Ta
nepBrHHe

NPUroTyBaHHSA KOHLEHTPATY A5 PO34MHy Ans iHdy3ii no 100
mr, 500 wmr)




100

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
KOpoo6Li naxyBaHHs MepioanyHICTb NOAAHHS PEry/IAPHO OHOBJIIOBAHOTO 3BITY 3
nikapcbKoro 3acoby: 6e3nekun BiANOBIAHO A0 MNopsAaKy 34iiCHEHHS hapMakoHarnsay,
OHKOMeE[, 3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHW 3[,0pOB’A
MaHyhakTopiHr a.c., Ykpainu Bif 27 rpyaHa 2006 poky Ne 898, 3apeecTpoBaHuii B
Yecbka Pecny6bnika; MiHicTepcTsi tocTuuii Ykpainu 19 rpyaHa 2016 poky 3a Ne
KOHTPO/b AKOCTI, 1649/29779 (y pepakuii Hakasy MiHicTepcTBa OXOPOHU 3[,0pOB’A
BiANOBIAa/IbHUI 3a Ykpainu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTB: 3rigHO 3i
BUMYCK Cepii: CTpoKamu, 3a3HaveHMK Y NepiogNYHOCTI NOAAHHS PerynsipHnX
CiHTOH c.p.0., 3BITIB 3 6e3neku.
Yecbka Pecnybnika;
KOHTPO/b SIKOCTI,
BiNOBIgaNbHWIA 32
BWMNYCK cepil:
CiHTOH XicnaHis,
C.J1., IcnaHia
160. | MEHTAKCW | nopowok Haemophilus | CaHodi Mactep ®paHuisa CaHodpi MacTtep, ITanis/ BHECEHHS 3MiH 40 peecTpauiiiHMx MaTepiasis:3MiHu | Tuny - 3a UA/13010/01/01
M® influenzae Tuny b Ta ®paHuin; CAHO®I YropwmHa 3MiHa y napameTpax crneuundikauiii Ta/abo fonycTUMUX Mex, peuenmom
BAKUVHA CycneHsis Ans iH'ekuin C.MN.A,, ITanis; BM3HAYeHNX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMKHNI
ansa (0,5mn); mo 1 CaHodi-ABEHTIC NpoAyKT/peareHT, WO BYKOPUCTOBYIOTLCS Y MPOLECI
MPO®IIAK | dhnakoHy 3 NOPOLLKOM MpaiiBiT Ko. NT4,., BUPOGHMLUTBA AP - 3BY)XXEHHSA AONYCTUMMUX MEX KpUTEPIiB
TUKIN Ta 1 nonepegHb0 YropwmHa NPUIHATHOCTI, BU3HAYeHUX y cneyudikauii 4ns roToBoro Ao
DUNOTEPII, 3anoBHEHOMY LNnpuLy BMKOPUCTaHHS y/ibTpadiibTPOBaHOro APKIKOBOr0 eKCTPaKTy,
NPABLA, (0,5 mn) 3 LLIO BUKOPUCTOBYETLCA MPW Ky/IbTUBYBaHHI APYrol nonepeaHbLol
KALUMKOKY | npukpinieHot ronkot KyNbTypy, TPETLOT NONEePeAHbLOT Ky/IbTypy Ta NPOMUCIOBOT
(AUENON (abo 2 okpemmmun kynbTypy Haemophilus influenzae tuny b. BHeceHHs
APHUI rofikamu), Lo MiCTUTb pefakuiiHux npaBok Ao po3giny 3.2.5.2.3.
KOMINOHE cycneHsito gns
HT), iH'EKLiI, B KAPTOHHIi
noniomMie Kopobui abo B
nty CcTaHfapTHO-
IHAKTUBO | eKcrnopTHiii ynakoBsL,i B
BAHA TA KapTOHHI Kopo6Lyi
BAKLUWHA
anda
APODINAK
TUKWN
IHOEKLLIA,
CMPUYMH
EHUX
HAEMOPHI
LUS TUnNy
B
KOH’IOroB
AHA,
AACOPBO
BAHA
161. MEP'ETA® KOHUEeHTpaT a5 ®.XohpmaHH- Lseiiapis Pow fiarHocTurke HimeyunH BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/13062/01/01
PO34mnHY ANs iHAY3il Na Pouw Ntg, v6X, HimeyunHa a/ 3MiHM B npoueci BupobHuuTBa APl - 3By)eHHs Mex pH Ta peyenmom
no 420 mr/14 mna; no (BMPOGHMLTBO Lseliuapi KOHLIEHTPAaLIT OUTOBOI KUCAOTKU. MPONOHYETLCA 3BY3UTU
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
14 mn y donakoHi; no 1 Hepo3dacoBaHoi A [ONycTUMUWiA diana3oH A51a eTany iHakTMBaLjil BipyciB npu
thNaKoHy y KapTOHHilA npoaykuii, nepuHHe HM3bKOMY piBHi pH (napameTp pH 3 3,8 go 3,7) Ta eTany 6ydepy
KopoobLi nakyBaHHs, entotoBaHHs 6inky A (pH 3 2,8-3,1 go 2,8-3,0 Ta napameTpis
BMNPOGYBaHHSA MonspHocTi 3 50-120 go 60-120). BBegeHHs 3MiH NpoTArom 6
KOHTPO/O SIKOCTI); MicsILiB nicns 3aTBepKEHHS
®.XothpmaHH-/15
Pow NTa,
LLiBeiiuapis (Bunyck
cepii);
®.XohdpmaHH-/15
Pow NTpA,
LBeliuapis
(BTOPUHHE
nakyBaHHs)
162. | MPECAPTA | Tabnetku, BKpUTI Inka IHAiA Inka JlabopaTopi3 IHAis BHECEHHS 3MiH [0 peecTpaliinHuX maTepiasliB:TEXHIYHa NoOMUIKa 3a UA/8575/01/03
H® - 100 nniBKOBOIO Na6opatopis Nimiten B IHCTPYKL|i 4115 MeAUYHOr0o 3aCTOCyBaHHS Jlikapcbkoro 3acoby y | peyenmom
060/10HKO10, N0 100 Mr Nimiteq p. "®apmMaueBTUYHI XapaKTepucTUKn"
no 14 tTabnetok y
6nicTepi; no 2
6nicTepy y KapTOHHiIl
nauui; no 10 TabneTok
y 6nictepi; no 3
6nicTepy y KapTOHHiIl
nayui
163. APUMONKO | TabneTtkn no 5 mr; no Baiiep Al HimeyunHa Baiiep Baiimap HimeyunH BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3057/01/01
T-HOP 15 TabneTok y m6X i Ko. KI a 3MiHu 3 sikocTi. FoToBwMIA Nikapcbkuii 3aci6. Cuctema peuenmom
6nicTepi; no 2 KOHTelHep/3aKynoptoBasibHWI 3aci6. 3MiHa po3mipy ynakoBKu
6nicTepy y KapTOHHIl roTOBOrO /liKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULb
nauuj (Hanpuknag TabneTok, amnyn TOLLO) B ynakoBLi:) - 3miHa nosa
AianasoHoM 3aTBepAyKeHVX PO3MipiB ynakoBkW. 3MiHa KiflbKOCTi
Tabnetok y 61ictepi Ta KinbkocTi 6nicTepis B ynakosL,i /13 Ne30
(15x2), 3 BigNOBIgHVMY 3MiHAMMK A0 PO34iny “YnakoBka”, 6e3
3MiHV NePBMHHOTO NaKyBaslbHOro Martepiany. BeegeHHs 3MiH
npoTAarom 4 mMicauis nicns 3aTBepPAYKEHHS.
164. MPOBIPOH | TabneTtku no 25 mr, No Baiiep Al HimeyunHa Baiiep Baiimap HimeyuunH BHECEHHS 3MiH [0 peecTpaviiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/3058/01/01
® 20 TabneTtok y m6X i Ko. KI a AZMiHICTpaTMBHI 3MiHX. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenmom
6nicTepi; no 1 MiCLil NPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
6nicTepy B KAPTOHHIl NiKapcbkoro 3acoby, BKIoYakoun AinbHULi BUNYCKy cepii abo
nauuj MicLie NPoBeAEHHSA KOHTPOSIIO SKOCTI. (LisiNIbHICTb, 3a AKY
BiANOBiAae BMPOGHMK/iMNOpPTEp, BK/OYAKOUM BUMYCK cepiid) -
3MiHa Ha3BW Ta aApecn BUPOOHMKa (Ha aHrNikcbkii MoBi), 6e3
3MiHM Micusl BUpobHMUTBA (BBEAEHHS 3MiH MPOTAroM 4-x MicsuiB
nicns 3aTBepPAYKEHHS)
165. MPOCTAT HacTolika cknagHa no TOB "HaykoBo- YkpaiHa TOB "HaykoBo- Ykpaina BHECEHHS 3MiH JO peecTpaLiiiHix MaTepianis:3miHu | Tuny - 6e3 UA/4204/01/01
OdIT 100 mn y 6aHL;j BMPOGHMYA BMPOGHMYaA 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenma
CKNsHIlA; Mo 1 6aHui B hapmaueBThYHA hapmMaueBTUYHA BBefeHHA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy

nauui; no 100 mny
6aHuji nonimMepHili; no
1 6aHuj B mayuj; no

KomnaHis "ENM"

KomnaHis "ENM"

thapmakoHarnsgy (BBefeHHs y3arasilbHeHUX fJaHUX Npo cucTemy
thapmakoHarnsgy, 3MmiHa ynoBHOBa&XeHOi 0co6U, BiANOBIAa/IbHOI
3a 34j/icHEHHs1 hapMakoHarIsay; KOHTaKTHOI 0co6m 3
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
100 mn y donakoHi hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA ddapmakoHarnsagy B
nonimepHomy; no 1 YKpaiHi, SIKLLIO BOHA BigMiHHA Bif, YNOBHOBaXKEHOT 0cobu,
dhnakoHy B nau. BiNOBIAANbHOI 3a 3AjiCHEHHSs hapmakoHarnagy (Bkoyatoum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MmilLieHHI macTep-daiina
cuctemu chapmMakoHarnsgy) - 3MiHa ynoBHOBaXeHoI 0cobum
3asBHUKA, BiANOBiAa/IbHOI 3a 3AiiCHEHHA hapMakoHarnaay:
MponoHoBaHa pepakuisi: Mnicko Map'a OnekciiBHa. 3miHa
KOHTaKTHUX [aHWX YNOBHOBaXEHOI 0cobw, BiANOBiAaIbHOI 3a
34iicHeHHA hapMakoHarisay
166. | PAHITUAWN | TabneTtku, BKpUTI "FOHiK IHAisa HOHiK IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4335/01/01
H €BPO nNiBKOBOKO $apmacbloTukan dapmacboTukan AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NiKapCbKOro 3acoby - 3mMiHa peuenmom
o060noHkoto, no 150 Na6opaTopiz" Na6opaTopi3 Ha3Bu NikapcbKoro 3acoby: 3ateepmkeHo: PAHTAK® RANTAC
mr; no 10 TabneTok y (BipgaineHHs (BipgineHHs dipmmn 3anponoHoBaHo: PAHITUANH €BPO RANITIDINE EURO;
cTpwuni, no 2 abo 5 abo ipmu "Ox. B. "Ix. B. Kemikan3s 3MiHuM | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
10 cTpwunis y kopobui 3 Kemikans eHg eHa hapmakoHarnsagy (iHwi 3MiHW) - 3MiHW BHECEHI B TEKCT
KapTOHY dapmacbloTUkan dapmacbloTukas3 MapKyBaHHS LLOA0 3MiHU PO3MipYy YNakoBKW; 3MiHW | TUny - 3MiHK
3/11a.") nra.") 3 sIKoCTi. FoTOBWMIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynopoBasibHWi 3aci6. 3MiHa po3mipy ynakoBku
roTOBOrO JliKapCbKOro 3acoby (3MiHa KiIbKOCTi OAMHULb
(Hanpuknag, TabneTok, amnyn TOLLO) B ynakoBLi) - 3miHa nosa
Aiana3oHoM 3aTBepAyKeHVX PO3MIpIB yNakoBKM - A04aBaHHS
HOBOro po3Mmipy ynakosku no 10 TabneTok y ctpuni, no 10
CTpUNIB y KOPOBLi 3 KAPTOHY
167. PAHITUOWN | TabneTtku, BKpUTI "FOHiK IHAisA HOHiK IHAis BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/4335/01/02
H €BPO NNiBKOBOKO $apmacbloTukan PapmacbloTukan AZMiHICTpaTMBHI 3MiHWN. 3MiHa Ha3BU JlikapcbKoro 3acoby - 3miHa peyenmom
060/10HKOt0, No 300 Nab6opaTtopis" Nab6opaTtopi3 Ha3BW Nikapcbkoro 3acoby: 3arsepmkeHo: PAHTAK® RANTAC
mr; no 10 TabneTok y (BipgaineHHs (BipgineHHs dipmmn 3anponoHosaHo: PAHITUANH €BPO RANITIDINE EURO
cTpuni, no 2 abo 5 ipmu "Ox. B. "Ox. B. Kemikan3
CTpMNiB y KOPOO6LLi 3 Kemikans eHp, eHa
KapTOHY PapmacbloTuKan dapmMacbioTVKan3
31t ra
168. PE3OHATW | po3unH Ans iH'ekuiid, OkTadapma ABCTpIs OkTadapma AB, Lsevis/ BHECEHHS 3MiH 10 peecTpaLiiiHnX maTepianiB:BUNPaBeHHS 3a UA/14323/01/01
B 625 MO/mn, no 1 mn B dapmavueBTmKa LLIBeuist (BUPOGHMK, HimeuunH TEXHIYHOT MOMUJIKM Y BCTAHOB/IEHNX 3HAYEHHSIX 4151 MOKa3HMKa peyenmom
amnyni; no 1 amnyni B MpopaykTioHcrec. BiANOBIAaIbHMI 3a a "Monicop6at 80" y po3aini Cneyudikauis 3aTBepaKEHNX
nnacTuKoBili M.6.X. BMPOGHMLTBO 3a MeTofax KOHTPOSIO AKOCTI
6licTepHili ynakoBuyj; MOBHWM LMKIOM);
no 1 nnacTukoBiii OkTtadhapma [eccay
6nicTepHili ynakosLi B M6X, HimeyunHa
KapTOHHI KOpoo6Lj; No (BUPOGHMK,
2 mn B amnyni; no 1 BiANOBiAaIbHMI 3a
amnysi B N1acTVKOBIi BTOPUHHE
6licTepHili ynakoBuyj; nakyBaHHs1)
no 1 nNacTuKoBii
6nicTepHili ynakosLi B
KapPTOHHI Kopobui
169. PU3ATPUN | nopotuok (cybcTaHLis) How Na6c¢ MerT. IHais How Na6c¢ MeT. /T4, IHais BHECEHHS 3MiH [j0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - - UA/14929/01/01
TAHY y NoABiiHMX nra. AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo aapecu
BEH30AT nonieTuIeHoBNX MiCLil NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/IHOYatoum, 3a

naketax ans

HeobXiIHOCTI, MicLle NPOBEeAEHHSI KOHTPOJKO AKOCTI), abo
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
thapmaueBTUYHOro B/lacHVKa macTtep-gaiina Ha A®l, abo noctavasbHUKa
3acToCyBaHHs Adl/BnxigHOro matepiasny/peareHTy/npoMiXXHOro NPoAyKTY, L0
3aCTOCOBYOTbCA Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y OChE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikarta BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepAxeHoOMy [0Cbe, abo
BMPOGHMKA HOBOI JONOMIXHOI PEYOBUHU (SKLLO 3a3HAYEHO Y
[OCbE) - 3MiHa afpecyn MicUs NPOBaIKEHHS AiS/IbHOCTI
BUpo6HuKa How Na6ce MeT. IT4,, IHAia, 6e3 3MiHM Micusa
BMPOGHULITBA
170. | PUHA3O0/I | cnpeii Ha3anbHUiA, 0,5 MAT "dapmaxk” YkpaiHa NAT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpauliiiHMx MaTepiasiB:3MiHu | Tuny - 6e3 UA/7191/02/01
H® mr/mn, no 15 mny 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro NiKapCbKoro 3acoby — peuyenma
dhnakoHi BHECEHHS 3MiH O METOAMKV BUNPOBYBaHHA «CynpoBigHi
nonieTuIeHoBOMY, [OMILLKM» — 3MiHEHI YMOBW XpoMatorpadyBaHHsi, BBeAEHO
3a6e3neyeHomy PO34MH NOPIBHSAHHSA A/15 BU3HAYEHHS Ta PO3paxyHKy
HacafKoro 3 OKCMMETa30/1iHy AOMILKN A. Y 3B’A3KY 3i 3MIHOIO METOANKN
[,03aTOPOM | 3aXVICHM «CynpoBigHi AoMmilLkn» 6yna 3miHeHa meToguka «KinbkicHe
KoBnaykom; rno 1 BW3HAYEHHS», OCKi/TbKN METOAMKN MAK0Tb CXOXi YMOBU
dhnakoHy B nauu 3 XxpomaTtorpadysaHHs (pi3HULA NULe y AOBXUHAX XBU/b
KapTOHY [eTeKTyBaHHS); 3MiHW 0 METOZiB KOHTPO/TO FOTOBOrO
nikapcbKoro 3acoby 3a nokasHnkoMm «MikpobiosioriyHa ymctoTa»
- BUNYYEHO OMUC NPOBEAEHHSI METOAMKM, OCKINIbKU METoAMKa
KOHTPO/IIO 3a AaHNM NMOKa3HUKOM NMPOBOAUTLCA BiAMNOBIAHO [0
BMMoOr EP, ONOBHEHO NocunaHHAM Ha AdY* (*- gitoye
BWAAHHS); KPUTEPIT MPUAHATHOCTI 3anLWeHi 6e3 3MiH; 3miHu ||
TMMy - 3MiHa napameTpis cneyudikauiin Ta/abo fonycTMMUX Mex
roTOBOrO /liKapCbKOro 3acoby — NpuBeAeHHs KpuTepii
NPUAHATHOCTI HOPMYBaHHSI BMICTY CYMNpPOBIAHUX AOMILLOK Y
cneuudikaLii roTOBOro Nikapcbkoro 3acoby Ha MOMEHT BUMYCKY
Ta TepMiH NPMAATHOCTI Y BiANOBIAHICTbL A0 pekomeHaauiin ICH
Q3B
171. CAHIEPA PO3UMH NS iH EKLIN, TOB "HOpis- Ykpaina TOB "lOpis-Papm” Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3MiHu | Tuny - 3a UA/14282/01/01
100 mr/mMmn no 5 mn Papm" AZMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom

abo no 10 mn B
amnyni; no 5 amnyn y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
ynakosLi B nayLi; no
10 mn y donakoHi, no 5
h/1aKOHIB Y KOHTYpHIlA
YapyHKOBIli ynakoBLyj;
no 1 KOHTYpHIW
YapyHKOBIli ynakoBLji B
nauui; no 10 mny
dhnakoHi, no 1
hN1akoHy Y KOMMNNEKTi
3 1 KOHTeliHepOM
po3umnHHuKa (Hatpito
xnopua-ConwoseH, 9

MiCL NPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
niKapcbKoro 3acoby, BKIKYAKUN AiNTbHNL BUNYCKY cepii abo
MicLe NpoBeAEHHSA KOHTPOSIKO AKOCTI. (LiANbHICTb, 3a AKY
BiAnoBiAgae BMPOGHMK/iMNOpPTEpP, BK/OYAKOYM BUMYCK Cepild) -
3MmiHa agpecu BupobHuka 113 TOB "HOpis-dapm", YkpaiHa, 6e3
3MiHM MicLA BUPO6HMLTBA. BBEAEHHS 3MiH NPOTArOM 3-X MicsiLiB
nicns 3aTBepKeHHs.




104

Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs

mr/mn, no 100 mn) y
KOHTYPHIli YapyHKOBIi
ynakosui; no 1
KOHTYPHIli YapyHKOBIi
yrnakoBsLji B nayui

172. CIMBPUH3 | kpanni ouHi; no5mny | HosapTic ®apma | LUseiiuapis AnKoH-KyBpbOop Benbris BHECEHHS 3MiH 0 peecTpauliiiHux MmaTepiasnis:3MiHu | Tuny - 3a UA/15669/01/01

A® dhnakoHax- Al OHOBJIEHO iHhOPMALLitO LLOAO NOTEHLIAHNX FTEHOTOKCUYHUX peyenmom

KpanesnbHuuax "Apon-
TeiiHep®"; no 1 a6o 3
h/1aKOHM Yy KapTOHHIl
KopooLi

[LOMILLOK; 3MiHM | TMNY - 3MiHK B npoLeci BUpobHuutea Ad| -
BHECEHO He3HauHi 3MiHW y 3akpuTy yacTuHy ASMF (No. 01064)
Ha fjtoyy peyoBrHY GpYMOHIAMHY TapTparTy Bif BUPOOHMKA
Carbogen Amcis AG, LLUBeliLapisi; 3MiHK | TUNY - HE3HAYHI 3MiHN
y NpoLLeCi BUPOGHMLTBA AjiH040i PEeYOBUHN BPUMOHIANHY
TapTparty Big Bupo6Huka Carbogen Amcis AG, LBeiiuapis, a
came: - Ha cTagii 3, peakuiliHy cyMmill BUTPUMYOTb 8 rofiuH
3aMiCTb 2 rofiuH; - Ha cTagji 4, 3a3Ha4eHo Yac nepemillyBaHHs
cycneHnsii (30-40 XBUAWH); 3MiHK | TUNY - 3MiHW BUNPO6yBaHb abo
OOMyCTUMMX MeX y npoLeci BUpobHuuTBa A®I, Lo BCTaHOB/MEHI
y cneuudikauisx - fogaHo BunpobysaHHs (Metogom BEPX)
nomiwky PS-18911 3 ponyctummmn mexamu ? 0,60% Ha ctagii
3 BMPOGHNYOro NpoLiecy AitoHoi pevoBUHU GPUMOHIANHY
TapTparty; A04aHO BUNpoGyBaHHs (MeTogoM BEPX) gomilikm
PS-18911 3 gonyctummmn Mexamu ? 0,10% Ta gomiwwkm G 3
ponyctummum Mexamu ? 0,10% Ha ctagii 4 BUpo6HUYOoro
npotecy Aitoyoi pevyoBnHN 6PUMOHIAUHY TapTparTy; A04aHO
BMNPOBYBaHHSA Ha KOMIbOPOBICTb PO3UMHY 3 [ONYCTUMUMM
MeXamu ? eTasIoOHHOro po3unHy Y4 Ha ctagii 4 BUpo6bHMYOoro
npouecy Aito4oi peYOBUHN GPUMOHIAUHY TapTpaTy; 3MiHu | Tuny -
3MiHV BUNpo6yBaHb abo JOMYyCTUMUX MEX Y NpoLeci
BMpo6HULUTBa A®PI, L0 BCTAHOB/EHI Y cneuudikavisx
(BUTYYEHHS HECYTTEBOrO BUNPOBYBaHHS); 3MiHU | TUMY - 3MiHa Y
napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
BM3HAYeHNX Yy cneuudpikauisix Ha A®l, abo BUXigHWIA/NPOMIKHUIA
NpoAyKT/peareHT, Lo BUKOPUCTOBYIOTLCA Y MPOLECI
BMpo6HULTBA API (iHWi 3MiHK); 3MiHW | TUNY - 3MiHa Y MeToAax
BunpobyBaHHsA APl abo BMXiZAHOrO MaTepiany/npomiKHOro
npoaykTy/peareHTy, WO BUKOPUCTOBYETLCSA Y NPOLLECI
BMpobHuUTBa A®I - cneumdikalito Ha BUXigHWUI MaTepian 6-
amiHoXiHOKcaniHy AONOBHEHO MeToA0M BEPX Ans Bu3HauyeHHsA
napameTpy «Assay»; 3MiHu | TMny - 3MiHX NapameTpisB
cneundikauin Ta/abo AONYCTUMKX MEX, 3a3HaYEeHNX Y
cneundikauisx, ons 6esnocepeHboil ynakosku AP - 3mMiHM B
cneundikauii Ha NoNieTUNEHOBMI MILLOK (OHOBMEHI KpUTepiT
NPUAHATHOCTI 38 NOKa3HWKOM «TOBLUMHA (hOMbMN»; [04aHO
nokasHvkn «OnNTuyHa nepesipka» Ta «lepesipka AOKYMEHTIB»);
3MiHM | TUNY - 3MiHa nepiody NOBTOPHUX BUNPObyBaHb/nepiogy
36epiraHHA abo ymoB 36epiraHHs A®| - 3MiHa nepiogy
NOBTOPHOr0 BUNPOBYBaHHSA (3aTBepKeHO: 60 MicAL,iB;
3anponoHoBaHo: 36 micsuiB); 3MiHW | TUMy - 3MiHK, NOB'A3aHI 3
HeobXiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHOrpadii APY
abo Esponelicbkoi hapmakonei, abo iHLWOI HaLioHabHOT
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
thapmakonei gepxasu EC - npvBeAeHHs crneumdikaii Ta
METO/AIB KOHTPOJIIO Ha Aitoyy peqyoBrHY 6PUMOHIAUHY TapTparty y
BiANOBIAHICTb A0 BUMOI MOHorpadii «Brimonidine tartrate» EP
173. | CTEPUNNI PO34YUMH HALLKIpHWI MO Bope Xemi 'm6X | HimeuyunHa Bope Xemi Tm6X HimeuunH BHECEHHS 3MiH 40 peecTpauliiiHMx MaTepiasis:3MiHu | Tuny - 6e3 UA/4627/01/01
YM® 100 mn, 500 mn, 1000 a 3MiHa HalilMeHyBaHHs Ta/abo aapecy MicLs NPOBaKEHHS peuyenma
My doiakoHax; no 5 AiSNbHOCTI BUPOOHUKA (BK/THOYAKOUM, 38 HEOOXIAHOCTI, MicLe
Ny KaHicTpax npoBefeHHS KOHTPOJTI0 AKOCTI), abo BnacHuka macTep-chaiina Ha
A®l, abo noctavanbHuka API/BUXiAHOTO
marepiany/peareHTy/npoMikHOro NPOAYKTY, L0 3aCTOCOBYHOTLCSA
y BUPO6GHMLTBI ADI - 3mMiHa Ha3BM Ta agpecu BUPobHuka Ad| 2-
nponaHosy, 6e3 3MiHM MicL BUPOBHULTBA; 3MiHa Ha3BU
BMpO6HUKa AD| MeueTpoHito eTunicynbtaty, 6e3 3MiHM Micua
BMPOGHMLTBA; 3MiHa Ha3BM BUpoOHMKa A®| 1-nponaHony, 6e3
3MiHU MicLA BUPOBHULTBA
174. CTEPUNNI PO3YMH HALLKIPHWIA in Bope Xewmi HimeuunHa Boge Xemi Tm6X HimeuunH BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasnis:3MiHu | Tuny - - UA/0470/01/01
YM® bulk: no 100 mny v6X, a 3MiHa HalilMeHyBaHHs Ta/abo agpecy MicLsA NPOBaKEHHS
hnakoHi; no 45 LisNbHOCTI BUpOOHMKa (BK/IKOYalouK, 3a HeobXigHOCTI, Micue
dhnakoHiB y kopobui 3 npoBefeHHs KOHTPOJII0 AKOCTI), abo BnacHuka macTtep-caina Ha
KapToHy, in bulk: no A®I, abo noctavanbHuka A®I/BrxigHOro
500 mn y hnakoHi; no mMartepiany/peareHTy/NpoMiKHOIo NPOAYKTY, L0 3aCTOCOBYOTLCS
20 chnakoHiB y y BUPO6GHMLTBI ADI| - 3mMiHa Ha3BM Ta agpecu BUpobHuKa Ad| 2-
KOpPOOGLii 3 KapTOHY, in nponaHosny, 6e3 3MiH1 MicLA BUPOGHMLTBA; 3MiHa Ha3BM
bulk: no 1000 mny BMpOo6HUKa AD| MeueTpoHito eTuncynbaty, 6e3 3MiHM Micua
chnakoHi; no 10 BMPOGHMLTBA; 3MiHa Ha3BW BUpoOHMka A®| 1-nponaHony, 6e3
thnakoHiB y kopobui 3 3MiHM MicLt BUPOGHMLITBA
KapToHy, in bulk: no 5
Ny KaHicTpi; no 128
KaHicTp y kopobui 3
KapTOHY
175. CTPENTOL, | Tabnetkn no 300 wmr, NAT YkpaiHa MNAT "Tanuucpapm”, Ykpaina BHECEHHS 3MiH 40 peECTpaLiiHNX MaTepianiB:3miHu | Tuny - 3a UA/7258/01/01
na no 10 TabneTtok y "lanuucapm” YkpaiHa, MAT 3MiHa po3mipy cepil (BKtoYatoum Aiana3oH po3Mipy cepir) peuyenmom
cTpwuni; no 10 "Kuismegnpenapar” roTOBOro NikapCcbKOro 3acoby - BBEAEHHS [OAATKOBOro po3mipy
TabneTtok y 6nictepi, cepii rOTOBOrO /liKapCbKOro 3acoby; 3anponoOHOBaHO:
no 1 6nictepy B naui TeopeTuyHuii po3mip: He Ginblue 40, 38 Tuc. yn. Nel0 a6o He
6inble 60, 57 Tc. ynak. Ne10
176. | CYP®AKTA | cycneHsis gns M.BioTek Benuka BNEC Kanaga BHECEHHS 3MiH 40 peecTpauliiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/15565/01/01
HT-MB iHTpaTpaxeanbHOro Nimiteq BpuTaHis BIOYEMIKANC IHK 3MiHa BUPOGHWKa BUXILHOro/MPoOMKHOIO NPOAyKTy/peareHTy, Lo peuenmom

BBEAEHHS, 27 Mr/mn;
no 3 mn abo no 4 mn,
a60 5 mn y thnakoHi;
no 1 conakoHy y nauuii
3 KapTOHY

BVKOPUCTOBYIOTLCA Y BUPOOHUYOMY npoLieci A®l, abo 3miHa
BMPOGHMKa (BK/IKOYauM, e HeobXigHo, MicLie MPOBeAEeHHS
KOHTPOI0 AKOCTi) A®I - BBEAEHHA aNlbTepHaTUBHOIO BYPOGHMKa
CONi MarHito Xnopug, € HeobXigHNM ANs 3ab6e3neveHHs
6e3nepebiiHOCTi Ta 36iNbLUEHHS 06CATiB BUPOGHMLTBA. AKICTb
MarHito xnopuay anbTepHaTUBHOrO BUPOOHMKa/nocTavasibHMKa €
ilEHTUYHOIO AKOCTI Bif, 3aTBEPAYKEHOIO BUPOOHVKA; BBEAEHHS
anbTepHaTUBHOIO BUPOGHYMKA COi KasbLiito x/iopuay €
HeobXiAHUM ANs 3abe3neyeHHst 6e3nepebiiHOCTi Ta 36iNbLIEeHHS
o6caris BUpo6HULTBA. AKICTb KaulbLiito Xnopuay
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sunycky

3asBHUK

Kpaina

Bupo6HuK

Kpaina

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs1

a/IbTEPHATUBHOIO BUPOOHMKa/NoCTavasibHMKa € iEHTUYHOI0
AKOCTI Bif, 3aTBEPAKEHOro BUPOOHUKA; 3MiHu Il Tuny - 3miHa
BMPOGHMKA BUXIAHOro/NPOMDKHOTO NPOAYKTY/peareHTy, LWwo
BVIKOPVCTOBYIOTbCH Y BUPOOHUYOMY npoeci A®l, abo 3miHa
BMpOGHUKa (BK/THOYaKoUK, fe HeobXifHO, MicLue NpoBefeHHS
KOHTPO0 AKkocTi) APl - 00 3aTBEPAKEHOT BUPOOHUYOT AiNbHUL
— ckoTo6inHi Cargil Protein, Guelhp, Ontario, Canada BBOguTbHCSA
popartkoBa ckoTobiliHa Atlantic Beef Products Inc. (ABPI),
Albany, Prince Edward Island, Canada. [logaTkoBa CKOTOGilHA
BBOAWTLCA B 3B’A3KY 3 PO3LLUMPEHHAM 06CAry BUPOOHMLTBA
NikapCbKoro 3acoby Ha 3aTBepAKEeHUX AiNbHULAX

177.

CYP®AKTA
HT-MBb

cycneHsis ans
iHTpaTpaxeanbHOro
BBeAEHHS, 27 Mr/mn;
in bulk: no 3 mn a6o 4
M, abo 5 mny
thnakoHi; no 20
(hNaKoHIB y KapTOHHIi
KOpoo6Li

M.BioTek
Nimiteq

Benvka
BputaHis

BNEC
BIOYEMIKAJIC IHK

KaHapa

BHECEHHS 3MiH 0 peecTpavliinHux MmaTepiasnis:3Minu | Tuny -
3MiHa BUPO6HUKa BUXiAHOro/NMPOMDKHOrO NMPOAYKTY/peareHTy, Lo
BMKOPUCTOBYHOTbCS Y BUPO6HMYOMY npoueci A®l, abo 3miHa
BMPOGHMKa (BK/IKOYaOuM, Ae HeobXigHo, MicLie NpoBeAEeHHS
KOHTPOI0 AKOCTi) A®| - BBEAEHHA a/lbTepHaTUBHOTO BYPO6GHMKa
COJ1i MarHito xJ10puf € HeobxigHUM ANA 3a6e3neyeHHs
6e3nepebiHoCTi Ta 36ibLUEHHA 06CAriB BUPOGHMLTBA. AKICTb
MarHito xnopuay asibTepHaTUBHOrO BUPOOHMKa/nocTavasibHUKa €
iAEHTUYHOIO SKOCTI Bif, 3aTBEPAKEHOr0 BUPOOHUKA; BBEEHHS
anbTepHaTUBHOIO BUPOGHMKA COMi KanbLiito xiiopuay €
HeobXxiAHNM ANns 3abe3neveHHss 6e3nepebiiHOCTi Ta 36i1bLIeHHS
06cAriB BUpoOHMUTBA. AKICTb KanbLjito Xnopuay
a/lbTepHaTMBHOIO BUPO6HMKa/NocTavyaibHUKA € i4EHTUYHO
AKOCTI Bif, 3aTBEPAKEHOr0 BUPOOHUKA; 3MiHM I Trny - 3MiHa
BMPOBHMKa BMXIAHOrO/MPOMIKHOrO NpoAayKTy/peareHTy, LWo
BVKOPVCTOBYIOTbCA Y BUPOOHUYOMY npoLeci A®l, abo 3miHa
BMPOGHMKa (BK/IKOYauM, e HeobXigHo, MicLie MpoBeAEeHHS
KOHTPOIO SIKOCTi) ADI - 10 3aTBEPIKEHOT BUPOOHUYOT Ai/TbHUL
— cKkoTo6inHi Cargil Protein, Guelhp, Ontario, Canada BBoguTbhCA
popartkoBa ckoTobiliHa Atlantic Beef Products Inc. (ABPI),
Albany, Prince Edward Island, Canada. [logaTkoBa CKOTOGiliHsA
BBOAMTLCS B 3B'A3KY 3 PO3LLUMPEHHSAM 06CAry BUPOGHMLTBA
NiKapCbKOro 3acoby Ha 3aTBEPMKEHUX AiNIbHULAX

UA/15566/01/01

178.

TEBAIH

NMOPOLLIOK
KpucTanivyHmi
(cybcTaHuis) y
noagiiHomy
nonieTuneHoBomMy
nakeTi ans
chapmeL,eBTUYHOTO
3aCTOCYyBaHHSA

TOB
"XapkiBCcbke
hapmaueBThyHe
nigNpPUEMCTBO
"3a0poB'sa
Hapoay”

YKpaiHa

ANNKANIBEP, C.ALY.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil MPOBaKEHHS AiS/IbHOCTI BUPOOHMKa (BK/IHOYatoum, 3a
Heo6XifHOCTI, MicLe NPOBeLEeHHS KOHTPOJIO SIKOCTI), a6o
BNacHuKa mactep-goaiina Ha A®l, abo noctavasibHUKa
Adl/BnxigHOro matepiasny/peareHTy/npoMixXHOro NPoAyKTy, L0
3aCTOCOBYHOTLCA Y BUPOOGHULTBI AD| (AKLLO 3a3HAYEHO Y AOChE
Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikara BifgnoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepixeHoMy [0CbE, abo
BMPOBHMKA HOBOI JONMOMIXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHo y
[0CbE) - 3MiHa HaliMeHyBaHHSA Ta YTOUYHEHHS agpecu Micus
NPOBaKEHHS AiS/IbHOCTI BUPo6HUKa APl TebaiHy, 6e3 3MiHN
MicLsi BUPOBGHULITBA

UA/13641/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
179. | TEHOTEH Tabnetku, no 20 TOB "Marepia YkpaiHa 3AT CaHTOHiKa NntBa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiastis: 3MiHu | Tuny - 6e3 UA/4206/01/01
Tabnetok y 6nictepi; Mepauka- AnMiHICTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuyenma
no 1 a6o 2 6nictepn y YkpaiHa" 3asBHUKa (B/1ACHMKa peecTpaLiliHoro NocBig4YEHHS) - 3MiHK
KapTOHHI Kopo6Lyi aapecy 3asBHvKa (BBeAeHHS 3MiH NpoTArom 3-x MicAuiB micns
3aTBEPKEHHS); 3MiHU | TUNY - 3MiHK WOoA0
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy. BeegernHs abo
3MiHU [0 y3araslbHeHVX AaHnX Npo cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cucTemy chapMakoHarnsgy,
3MiHa YNOBHOBaXXEHOT 0CO6W, BiAMOBIAANLHOI 32 3AiACHEHHS
dhapmakoHarnsgy; KOHTaKkTHOi 0cobm 3 thapmakoHarnagy
3aABHUKa 419 34iiCHeHHA hapMakoHarnagy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, YyNOBHOB&XeHOI 0CO6M, BiANOBIAA/IbHOI 3a
3MjiCHEeHHs hapMakoHarisay (BK/IUYatoun KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MiLLEeHHI MacTep-haiina cucrtemu
hapmakoHarnagy) - 3miHa KOHTaKTHUX faHUX YNOBHOBaXXEHO!
0Cco6y 3as1BHMKA, BiAMNOBIAA/IbHOI 32 34iICHEHHS
dhapmakoHarnsgy
180. | TEPU3NAO | nopowlok (cybcTaHLis) MpAT Ykpaina CT ®apwm Ko., N114. Pecny6nik BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis: 3MiHu | Tuny - - UA/16467/01/01
H y NoABIAHUX "TexHonor" a Kopes 3MiHn 3 aKocTi. A®I. CTabinbHicTb. 3MiHa nepiogy NOBTOPHMX
nonieTuneHoBmx BMNPO6YBaHb/nepiogy 36epiraHHA abo ymoB 36epiraHHs AdI (3a
MilKax gns BIICYTHOCTI y 3aTBEP)KEHOMY [OCbE cepTudikarta BifnoBigHOCTI
thapmaueBTUYHOro €Bponeiicbkiin hapmakonel, Lo BK/oYae nepio NoBTOPHOrO
3acToCyBaHHS BMNPOGYBaHHSA) (Nepios NOBTOPHOrO BUMNPOGYBaHHs/nepios,
36epiraHHs) - 36iNbLUEHHA abo BBEAEHHS Nepiofy NOBTOPHOIO
BMNpobyBaHHA/nepioay 36epiraHHA Ha OCHOBI pe3y/bTaTiB
LocCnimpKeHb Y peasibHOMY Yaci - 36i/bLLEHHS nepioay NOBTOPHUX
BMNpo6yBaHb Ana APl TepnsnaoHy: 3aTBepaKeH0: 2 POKu
3anponoHoBaHo: 3 poku
181. | TPAHEKCA | kpucTaniyHuii An "CTALOA- YkpaiHa KalioBa ®apma AnoHis BHECEHHS 3MiH [J0 peecTpaLjiiiHuX MmaTepianis:BUNpaB/ieHHs - UA/16426/01/01
MOBA nopoLuok (cybcTaHLis) YKPAIHA" Kemikan Ko. /174, TEXHIYHOI NOMUIIKM Y MeToAaxX KOHTOPOJI AKOCTI Y cneuudikawii
KNCNOTA y NoABIAHUX 3a po3ginom «CynbgaTHa 30/1a» HEBIPHO BKa3aHO MOCWIAHHS
nonieTnIeHoBMxX Ha HOPMAaTMBHWIA [OKYMEHT, 3ri4HO 3 AKUM NPOBOAATL KOHTPO/b
nakertax ans SAKOCTI
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
182. | TPUNJIKC TabneTkn, BKPUTI Jle Nabopatyap dpaHuis NabopaTtopii Ceps'e dpaHuisn/ BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiais: 3a UA/13929/01/01
AM® 10 nniBKOBOKO Ceps'e IHpacTpi, PpaHuis IpnaHgis 3MiHu |l TUNY - 3MiHW 40 IHCTPYKUIT A1 MEeAMYHOTO 3aCTOCYBaHHA | peyenmom
Mri2,5 060n0Hkot0, No 10 (BignoBiganbHui 3a nikapcbKoro 3acoby Ao po3ginis "MpotunokasaHHs", "B3aemogis
Mr/10 Mr mr/2,5 mr/ 10 mr; no 30 BUPOBHMLTBO, 3 iHLWMMK iKapCbKMK 3acobami Ta iHLWWI BUAM B3aEMOSI",
Tabnetok y aHaJi3 nakyBaHHs Ta "Oco6nNMBOCTI 3aCTOCyBaHHSA", "3acTocyBaHHs y nepiog,
KOHTelHepi ans BUMNYCK cepii); BariTHoCTi abo rogysaHHs rpyaaro", "Mob6iyuHi peakwii”, Takox
Tabnetok; no 1 a6o no Ceps'e (Ipnangis) pefaroBaHo TeKCT po3ginis "Jlikapcbka oopma. OCHOBHI (i3nKo-
3 KOHTelHepu Ans IHpacTpic Nta, XiMiYHi BnactuBocTi", "®apmakosnorivyHi BnactuBocTi", "3aaTHiCTb
TabneTok y kopoobu,i 3 Ipnangis BMAVBATY Ha LUBWAKICTb pPeakLii Npu KepyBaHHi
KapTOHY (BignoBigasibHUiA 3a aBTOTPAHCMOPTOM ab0 iHWUMN MexaHi3Mmammn"
BMPOGHMLTBO,
aHani3 nakyBaHHsa Ta
BUMYCK cepii)
183. | TPUNJIKC TabneTku, BKPUTI Jle abopatyap PpaHuis JlabopaTtopii CepB'e PpaHuis/ BHECEHHS 3MiH [10 peeCTpaLjiiiHuX MaTepianis: 3a UA/13930/01/01
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
AM® 10 naiBKOBOIO CepB'e IHpacTpi, PpaHuis Ipnangis 3MiHM Il TRy - 3MiHW [0 IHCTPYKUiT A1 MEANYHOrO 3aCTOCYBaHHA | peyenmom
Mr/2,5 060/10HKOI0, Mo 10 (BignosiganbHui 3a nikapcbKoro 3acoby Ao po3zainis "MpoTunokasaHHs", "B3aemogis
Mr/5 M mr/2,5 mr/ 5 wmr; no 30 BMPOGHULTBO, 3 iHWKXMK NiKapcbkMMK 3aco6amu Ta iHLLI BUAY B3aEMOLINR",
Tabnetoky aHani3 nakyBaHHs Ta "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHs y nepiog,
KOHTeWHepi ans BUNYyCK cepil); BariTHOCTi abo rogyBaHHs rpyaaro”, "Mob6iuHI peakwii”, Takox
Tabnetok; no 1 a6o no Ceps'e (IpnaHgis) pefaroBaHOo TekCT po3ginis "/likapcbka oopma. OCHOBHI (i3unKo-
3 KOHTelHepu Ans IHpacTpic NTa, XiMiYHi BnacTnBoCTi", "®apmMakonoriyHi BnactueocTi", "3aaTHicTb
TabneTok y kopobui 3 IpnaHgis BM/IMBATW Ha LUBMAKICTb peakLii Npu KepyBaHHI
KapTOHY (BignoBifasnbHWiA 3a aBTOTPAHCMOPTOM ab0 iHWNUMN MexaHi3MmamMmn"
BMPOGHMLTBO,
aHasi3 nakyBaHHs Ta
BUNYCK cepi)
184. | TPUNMIKC TabneTku, BKpUTI INe Nabopatyap ®paHuisa NabopaTtopii Ceps'e ®paHuia/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/13931/01/02
AM® 5 nNiBKOBOKO CepB'e IHoacTpi, PpaHuis IpnaHgis 3MiHu | TUNY - 3MiHW 40 IHCTPYKUIT 415 MeAMYHOro 3aCTOCYBaHHA |  peyenmom
Mr/1,25 060/10HKO0, MO (BignoBiganbHuii 3a nikapcbkoro 3acoby Ao posginis "lMpotunokasaHHs", "B3aemogis
Mr/10 Mr 5mr/1,25 mr/ 10mr; no BMPOGHMLTBO, 3 iHWKYMU NlikapcbKMMK 3acob6amu Ta iHLWi BUAW B3aEMOgiin",
30 Tabnetok y aHani3 nakyBaHHs Ta "Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHS Y nepiog,
KOHTeWHepi gns BUMNYCK cepii); BariTHOCTi abo rogyBaHHs rpyaaro”, "MobiuHi peakwii”, Takox
Tabnetok; no 1 abo no Cepg'e (IpnaHpgis) peparoBaHo TeKCT po3ainis "/likapcbka dpopma. OCHOBHI ¢pi3uko-
3 KOHTelHepu ans IHpacTpic N1ta, XiMiyHi BnactmBocTi", "®apmakosnorivyHi BnactuBocTi", "3aaTHiCTb
Tabnetok y kopobu,i 3 IpnaHgjs BMAVMBATY Ha LUBWAKICTb PeakLii Npu KepyBaHHi
KapToHY (BignoBigansbHWii 3a aBTOTPaHCMNOPTOM abo0 iHWUMK MexaHisMamun'”
BUPOGHMLTBO,
aHani3 nakyBaHHsa Ta
BUMYCK cepii)
185. | TPUMJIKC TabneTku, BKPUTI e Nab6opatyap PpaHuis Nab6opaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13929/01/02
AM® 5 naiBKOBOIO Ceps'e IHpacTpi, PpaHuis Ipnangis 3MiHW Il TURY - 3MiHW 80 IHCTPYKUiT A8 MEeAMYHOro 3aCTOCYBaHHA | peyenmom
Mr/1,25 060n0Hkoto, No 5 (BignoBigansbHWii 3a nikapcbKkoro 3acoby Ao po3zainis "lMpoTunokasaHHs", "B3aemogis
Mr/5 M mr/1,25 mr/ 5 mr; no 30 BMPOGHULITBO, 3 iHWKMK NikapcbkMMK 3acob6amu Ta iHLWi BUAY B3aeMOgiin”,
Tabnetoky aHani3 nakyBaHHsA Ta "Oco6nMBOCTI 3aCTOCyBaHHA", "3acTocyBaHHs y nepiog,
KOHTeWHepi ans BUNYCK cepil); BariTHOCTi abo rogyBaHHs rpyaaro”, "Mo6iuHi peakwii”, Takox
Tabnetok; no 1 a6o no Ceps'e (IpnaHgis) pefaroBaHO TekCT po3ginis "/likapcbka goopma. OCHOBHI i3unko-
3 KOHTelHepu Ans IHpacTpic NTa, XiMiyHi BnacTnBoCTi", "®apmakonoriyHi BnactusocTi', "3aaTHicTb
Tabnetok y kopobui 3 IpnaHgis BM/IMBaTW Ha WUBMAKICTb peakLii Npu KepyBaHHI
KapTOHY (BignoBifanbHWii 3a aBTOTPAHCMOPTOM abo iHWUMKN MexaHi3MmamMmn"
BMPOGHMLTBO,
aHaJs1i3 nakyBaHHs Ta
BUNYyCK cepii)
186. | TPOMBOI/ | TabneTtkn MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 40 PEECTpaLiiHNX MaTepiasiiB: 3MiHM | TNy - 6e3 UA/10697/01/01
K-KAPLIO KULLKOBOPO34YMHHI M0 "TexHonor" 3MiHu 3 siKocTi. [oToBWMIA Nikapcbkuii 3aci6. Cuctema peyenma
100 mr no 10 KOHTeliHep/3aKynoptoBasibHWIA 3aci6. 3miHa po3mipy ynakoBku

TabneTtok y 6nictepi;
no 2 ao no 3
6nicTepy y KapTOHHiIl
nauuj

rOTOBOrO JIiKAPCbKOro 3acoby (3miHa KiflbKOCTi OANHULb
(Hanpuknag TabneTok, amnyn TOLLO) B ynakoBL,i:) - 3MiHa no3a
AianasoHoM 3aTBeppKEHNX PO3MIpiB ynakoBku. BeegeHHs
nogatkoBoi ynakoBku Ne 30 (10x3), 6e3 3MiH MepBUHHOMO
nakyBaslbHOro Matepiany Ta 3 BiAnoBiAHUMY 3MiHaMK [0
po3giny «Ynakoska». BeBefeHHs 3MiH NpoTArom 6-Tv Micsauis
nicna 3aTBepMKeHHs. 3MiHn | Tuny - 3MiHK Wo[0
6e3nekn/edeKkTMBHOCTI Ta hapmakoHaraagy (iHwi 3miHun) -
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Ne Hassa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Howmep
n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
OHOBJIEHHSA BXE 3aTBEPKEHOI0 TEKCTY MapKyBaHHS BTOPUHHOT
Ta NepBUHHOI ynakoBku J13, 3 BHECEHHAM NO3HaYeHb OANHULL
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM J1iTep NaTUHCLKOro andasiTy.
BBefeHHs 3MiH NPOTArom 6-TW MiCALIB NiC/1A 3aTBEPAKEHHS.
187. | TYBEPKY/l | po3unH Ans iH'ekwuiin 2 TOB "Miom'ep YkpaiHa TOB "IOM'EP Ykpaina/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3miHu |l Tuny - 3a UA/16762/01/01
HnNna RT TO/0,1 mn; no 1,5 mn Papma” PAPMA" | Ykpaina [JaHis 3MiHM y Mpoueci BUpOBGHMLTBA FOTOBOrO /ikapcbKoro 3acoby, peyenmom
23 ssi po3uuHy (15 go3) y (BMPOGHMLTBO 3 BK/IO4AI0UM MPOMIXKHMI MPOAYKT, L0 3aCTOCOBYETHCS NpU
thnakoHi; no 10 nakyBaHHs in bulk BMPOOHULITBI FOTOBOTO J1iKApCLKOro 3acoby - AoAaBaHHS
h1aKOHIB Y KOHTYPHIl hipMun-BMPOGHMKa popartkoBo 16% pigkoro koHueHTpaty TybepkyniHy PPD RT 23
YapyHKOBIli ynakoBLj Eii Dxein BakunHec npu BUpo6HMLUTBI Tuberculin PPD RT 23 SSI "in bulk" po3mipom
a60 6e3 KOHTYpHOT Eii/Ec, OaHis) cepii 150 kr. 3anponoHoBaHo: 70 M. He3HauHi pefakuiiHi
YapyHKOBOT YNakoBKu npasku fo po3ginis Mogynsa 3: 3.2.P.3.2, 3.2.P.5.4,3.2.P.8.1,
Y KapTOHHIli KOpoo6Li; 3.2.p.8.3.
no 1,5 mn posunHy (15
003) y donakoHi; no 1
dh1akoHy y KOMMEKTi
315 wnpuuamn y
KOHTYPHIli YapyHKOBIi
ynakoBLj abo 6e3
KOHTYPHOT YapyHKOBOT
YMaKoBKMN Y KapTOHHii
Kopoo6Ui
188. | YNbTPABI PO34MH NS iH'EKLIN Ta Baiiep Al HimeyunHa Baiiep Al HimeyunH BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/1986/01/01
CT 300 iHdpysii, 300 mr/mn no a 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
100 mn y chnakoHi; no BBeaeHHs abo 3MiHU [0 y3arasibHeHVX AaHKX Npo cucTemy
1 chnakoHy y thapmakoHarnsgy (BBeEHHS y3arasibHEHNX AaHVX NPO CUCTEMY
KapTOHHI nauui thapmakoHarnsgy, 3MmiHa yrnoBHOBa&XeHOi 0Cco6U, BiANOBIAa/IbHOI
3a 3[iiCHEHHA hapMakoHarnsay; KOHTakTHOI 0cobm 3
thapmakoHarnsgy 3asaBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, KLLIO BOHA BigMiHHA Bifj, yNOBHOBaXKeHOT ocobw,
BiANOBIAA/LHOI 3a 34ilicCHEHHS (hapMmakoHarnagy (Bkao4vaum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLleHHI MacTep-gaiina
cucTemMu hapMakoHarasgy) - 3MiHa ynoBHOBaXKeHOT 0cobu,
BiANOBIAANLHOI 3a 34ilicHeHHA thapmakoHarnagy: MNponoHoBaHa
pegakuis: Justin Daniels. 3MiHa KOHTaKTHUX JaHWX
YMOBHOBaXEHOT 0c06U, BiANOBIAaIbHOI 3a 34iiCHEHHS
thapmakoHarnsgy. 3MiHa Micus 34ilACHEHHA OCHOBHOI AisifIbHOCTI
3 chapmakoHarnsgy. 3miHa MicLLe3HaxXoMKEHHS1 MacTep-haina
189. | YNbTPABI PO34MH AN iH'EKLn Ta Baiiep Al HimeyunHa Baviep Al HimeuunH BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepianiB:3miHu | Tuny - 3a UA/1986/01/01
CT 300 iHdpys3ii, 300 mMr/mn no a 3MiHu 3 aAKocTi. CepTudikat BignosigHocTi/IE-cepTudikat peuyenmom

100 mn y donakoHi; no
1 conakoHy y
KapTOHHIN nayui

BifnoBigHoCTI €Bponelicbkili hapmakonei/MoHorpadii. MogaHHA
HOBOro ab0 OHOB/IEHOTO cepTudikaTa BignoBigHOCTI a6o
BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichkkiii
thapmakonei: gna A®l; ans suxigHoro
martepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
BVKOPVCTOBYOTLCA Y BUPOOHULTBI ADI; A5t 4ONOMIXHOT
peyoBUHM (CepTuUgikaTt BiANOBIAHOCTI EBpONechbkili
dhapmakonei) - HoBuii cepTundoikat Ha HecTepwuibHuin AdI, skuii
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n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
6yfie BUKOPUCTOBYBATWCA A1 BUPOOHWLTBA CTEPWU/IBHOTO
NikapcbKoro 3acoby, SKLL0 BOAA BUKOPUCTOBYETLCA HA OCTaHHIX
eTanax CMHTe3y Ta MaTtepian He BiflbHWiA Bif, 6GakTepiabHUX
€eHA0TOKCMHIB - nogaHHss CEP Ne RO-CEP 2015-172-Rev 00 ans
A®l ionpomig, Bif, 3aTBEPAXEHOr0 BUPOGHMKA
190. | YNbTPABI PO34unH ANS iH'EKLiR Ta Baiep Al HimeuunHa Baiiep Al HimeuunH BHECEHHS 3MiH 0 peecTpauliiiHux MmaTepiasnis:3MiHu | Tuny - 3a UA/1987/01/01
CT 370 iHdpysii, 370 mr/mn no a 3MiHM 3 akocTi. CepTudikaT BignosigHocTI/l E-cepTudikar peyenmom
50 a6o 100 mny BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHHs:A
hnakoHi; no 1 HOBOro ab0o OHOB/IEHOTO cepTudikaTa BignoBigHOCTI abo
thnakoHy y KapTOHHil BW/TyYEHHS cepTudikaTta BignoBigHOCTI EBponeichkiii
nauui; no 500 mny thapmakonei: gns A®l; ans BUXiAHOro
dhnakoHi; no 8 martepiany/peareHTy/NPOMiKHOIO NPOAYKTY, WO
(h1aKOHIB y KapTOHHIi BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 ONOMIXHOT
nauuj peyoBUHM (CepTuUdikaTt BiANOBIAHOCTI EBpONechbkili
thapmakonei) - Hosuii cepTudpikat Ha HecTepunbHUi AP, akuii
6yfie BUKOPUCTOBYBATWCS A1 BUPOOHWLTBA CTEPUIBHOTO
NikapCbKoro 3acoby, SKLL0 BOAA BUKOPUCTOBYETLCA HA OCTaHHIX
eTanax CMHTe3y Ta MaTepias He BiflbHWIA Bif, 6akTepianbHMX
€eHA0TOKCUHIB - nogaHHs CEP Ne RO-CEP 2015-172-Rev 00 ans
A®I ionpomig, Bif, 3aTBEPAXEHOr0 BUPOGHMKA
191. YCIMNOKON Tabnetkn, no 20 TOB "Martepia YkpaiHa 3AT CaHTOHika NnteBa BHECEHHS 3MiH 40 PEECTPALiHNX MaTepiasiB: 3MiHM | TNy - 6e3 UA/7857/01/01
Tabnetok y 6nictepi; Meguka- 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. peyenma
no 1 6nicrepy y YkpaiHa" BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cucTemy
KapPTOHHI KOpoOL; thapmakoHarnagy (BBe4EHHS y3arasibHeHUX AaHUX NPO CUCTeMY
thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicHeHHA chapMakoHarnsay; KOHTakTHOI 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT ocobw,
BiANOBiAA/IbHOI 3a 3filicHeHHs (hapmakoHarnaay (Bka4yaum
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLieHHI macTep-daiina
cuctemy dhapmMakoHarnagy).
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6Y 3asiBHIKA,
BiANOBIAa/IbHOI 3a 34iiCHEHHA dhapmakoHarnsagy.
3MiHn | TURY - AgMIHICTPaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo aapecy 3asiBHVKA (B/lacHMKa peecTpaviiiHoro
noceigyeHHs). BBegeHHs 3MiH npoTsarom 3-x micsuis nicns
3aTBEPAKEHHS.
192. ®DAHIC'AH Tabnetku, no 4 TOB YKpaiHa TOB "KYCYM Ykpaina/, BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | TUny - 3a UA/7260/01/01
Tabnetkn y 6rictepi; "'nepthapm ®APM", YkpaiHa, IHgis 3MiHa y MeToax BUNPoOyBaHHS rOTOBOrO MikapCbKoro 3acoby peuyenmom
no 25 6nictepis y nTat Kycym Xentxkep (iHWi 3miHM y MeTogax B1UNpobyBaHb (BKIO4aUM 3aMiHy abo
KapTOHHI ynakoBLy; MeT NTA, IHAI8 [OMOBHEHHS))
no 10 TabneTok y
6nicTepi; no 10
6nicTepiB y KAPTOHHIi
ynakoBLj
193. ®DAHIFAH Tabnetku, in bulk TOB Ykpaina Kycym Xentxkep IHais BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TUny - - UA/12274/01/01
Ne10x88: no 10 "Cnepdapm Mt 14 3MiHa y MeToax BUNpobyBaHHS roTOBOro NikapcbKoro 3acoby
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n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
TabneTtok y 6nictepax; NTh", Ykpaina (iHWi 3MiHM y MeTogax BUNpobyBaHb (BkIO4aUM 3aMiHy abo
no 88 6nictepis y [ONOBHEHHS))
KapPTOHHi Kopobui
194. | ®APMATE | kpem BariHa/ibHUiA 1,2 Na6opaTopis ®paHuisa Brpo6HuK PpaHLis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/1340/04/01
KC %; no 721y Ty6iy IHHOTEK BiANOBigaIbHUI 3a 3MiHK 3 siKOCTi. FoTOBWMIA Nikapcbkuid 3aci6. 3MiHW Yy BUPOGHULTBI. peuyenma
KOMMEKTi 3 IHTepHacblioHan BTOPUHHE 3MiHa iMnopTepa/3MiHu, L0 CTOCYIOTLCS BUNYCKY cepii Ta
ansnikatopom — b nakyBaHHs, KOHTPOJII0 IKOCTi FOTOBOrO JiKapCcbKoro 3acoby (3amiHa abo
posatopom; no 1 Ty6i KOHTPO/1b Ta BUMYCK [ofaBaHHsA AiNbHULL, Ha 5K 3AiCHI0ETLCSA
Y KapTOHHIi1 kopobu,i cepii: KOHTPONb/BMNPOGYBaHHSA cepii) - A0AABaHHA AiNbHULL, Ha AKIi
IHHOTepa LLys3i, 3[iICHIOETLCA KOHTPO/IL/BUNPOBYBaHHSA cepii a came
dpaHuis; Nab6opaTtopisa LWemiHo (PpaHLis); 3MiHM | TUNY - 3MiHKU 3 AKOCTI.
Brpo6HMK oToBMIA NiKapcbkuii 3aci6. 3mMiHW y BUPOOHNLTBI. 3amMiHa abo
BiANoBiAa/IbHMIA 3a BBE/EHHS AOAATKOBOI AiNbHULI BUPOGHMLTBA A1 YacTUHM abo
BUPOBHMLTBO in BCbOro BMPOOHNYOro NPOoLLEeCY rOTOBOrO JiKapCbKOro 3acoby
bulk, nepeuHHe Ta (AiNbHMUA ANA BTOPMHHOIO NakyBaHHS) - BBEAEHHSA [0AAaTKOBOI
BTOPUHHE BMPOBHUYOI AiNbHML, BiANOBIAANbHOT 38 BTOPVYHHE MakKyBaHHS, a
nakyBaHHs1, came JlabopaTtopis LemiHo (PpaHuif); 3MiHM | TUNY - 3MiHK 3
KOHTPO/b cepii: akocTi. A®l. KoHTponb A®L. 3miHa y MeTogax BunpobyBaHHSA
Na6opatopis A®| abo BMXigHOro Matepiany/MpOMiXXHOro NPoAyKTy/peareHTy,
LLlemiHO, ®paHLis LLIO BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®I (iHLWi 3MiHN Y
MeTo4ax BUNpobyBaHHSA (BK/IHOYaOUM 3amiHy ab0 AOMNOBHEHHS)
A®| abo BYXigHOro/MPOMIKHOro NPoAyKTY) - 3MiHM Y MeToAax
BUNpo6yBaHHA A®I T. KifibkicCHe BU3HaYeHHS - foAaBaHs
aNbTepHATVBHOIO METOAY BUNPOGYBaHHS (TUTpaMeTpUUHe
BM3Ha4YeHHs , meTof in house BignosiaHo Ao maTepiasis CEP )
[0 BXe 3aTBepmpkeHoro metoay (EP 2.2.5); 3miHn | Tuny - 3MiHK
3 aKocTi. A®Il. KonTponb A®l. 3miHa y meTogax BUNpobyBaHHS
A®| abo BMXigHOro MaTepiany/MpPOMiXXHOro NPoAyKTy/peareHTy,
LLIO BUKOPUCTOBYETLCA Y npoLeci BUpo6HuLTBa A®I (iHLWi 3MiHN Y
MeTo4ax BUNpobyBaHHSA (BK/IHOYaOUM 3amiHy ab0 AOMNOBHEHHS)
A®| abo BYXigHOro/MPOMiKHOro NPoAYyKTY) - 3MiHM Y MeToAax
BUNPOo6YyBaHHA A®I T. AMiHM Ta COMi aMiHiB - foAaBaHs
aNbTepHATMBHOIO MeToAy BUNpobyBaHHA (MeTog, in house
BignoBigHo Ao matepianis CEP) fo Bxe 3aTBepA)KeHOro Metoay
(moHorpacpis EP No. 371)
195. ®POPKCIFA | Tabnetku, BKPUTI ACTPA3EHEKA Benvka AcTpa3eHeka Ab, LLBewis/ BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/13302/01/01
nNiBKOBOKO FOK Nimite, BpuTaHis LLiBeuist (BUPOGHMK, CuwA/ matepianiB:6e3nekn/epekTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKO0, N0 5 Mr; BiANoOBigabHMI 3a Benuka BHeceHHs abo 3miHa(v1) 4o 3060B'A3aHb Ta yMOB Buaadi
no 10 TabneTtok y KOHTPO/Ib SIKOCTI); BpuTtaHis peecTpauiiHoro NocBigYeHHs, BKIoYatoun MNnaH ynpasniHHA

6nicTepi; no 3
6nicTepy B KApPTOHHIi
KopoobUi

AcTpa3eHeka
PapmacboTuKanc
NN, CLWA (BMPOGHMK
"in bulk™);
AcTpa3eHeka HOK
NimiTen, Benuka
BpuTaHis
(BUPOBHMK,
BiANOBIAaIbHMI 3a
nepBuHHE Ta

pusmKamm (3acTocyBaHHs 3MiH(1), siki(a) BUMararoTb(€)
nojasibLLIoro 06I'pyHTYBaHHS HOBUMU A0ATKOBUM AaHUMMK, L0
MatoTb HaJaBaTUCsA KOMNETEHTHUM OpPraHOM, OCKiNbKN
BMMAraeTbCs CyTTEBA OL|iHKa KOMNETEHTHUM OpraHoM) - HafaHo
AeTaslbHWi ONUC CUCTEMW YNPaB/IiHHA PU3NKaMU Y BUrNSAj
nnaHy ynpasniHHA pUsukamu, Wo MiCTUTb PU3MK NPONOPL,iliHi
3axo4u 3 MiHiMi3auii pusukiB Ta 34jliCHEHHS hapMakoHarnsaay.
IHchopMmaLis 3 6e3neku, Lo npeacTaBieHa B NPOEKTi IHCTPYKLT
0N MeAMYHOro 3acTocyBaHHs Bigobpaxkae 3axoam 3 MiHimizawi
pu3KkiB, BiANoBiaae iHopMalLlil, BUKIaAeHI y NnaHi ynpasiHHSA
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n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
BTOPWHHE pv3anKamm, HafaHoro 3asBHUKOM
nakyBaHHS1, BUMYCK
cepii); bpicton-
Maiiepc CkBi66
MaHydakTypiHr
Komnati, CLLUA
(BUPOGHMK "in bulk™)
196. ®DOPKCIFTA | Tabnetku, BKPUTI ACTPA3EHEKA Benuvka AcTtpa3eHeka Ab, LLsewis/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepiasis:3miHu Il Tuny - 3a UA/13302/01/02
nAiBKOBOO HOK NimiTen BputaHis LLiBeuist (BUPOGHMK, CLUA/ 3MiHM WoAo 6e3neku/ehekTBHOCTI Ta chapmakoHarnagy. peyenmom
060/10HKO10, M0 10 Mmr; BiAnoBiAaIbHWIA 3a Benvka BHeceHHs abo 3miHa(1) Ao 3060B'A3aHb Ta yMOB BuAAv
no 10 TabneTok y KOHTPO/Ib SIKOCTI); BpuTaHis peecTpauiiHoro NoCBigYEHHs1, BKIHOUYakum MnaH ynpaeniHHA
6nicTepi; no 3 AcTpa3eHeka pu3nkamm (3acTocyBaHHS 3MiH(M), siki(a) BUMaratoTb(€)
6nicTepy B KApPTOHHIi dapmacbloTrkanc NoAasIbLIOro 06rpyHTYBaHHSA HOBMMU f0AATKOBUM AAHUMMU, L0
KopooLi nn, CWA (BUpo6HMK MatoTb HaaBaTUCA KOMMETEHTHUM OpraHoOM, OCKi/IbKn
"in bulk"); BMMAara€eTbCsl CyTTEBA OLiHKA KOMNETEHTHUM OpraHoM) - HagaHo
Actpa3eHeka FOK AeTasIbHWI ONUC CUCTEMW YNPaB/IiHHA PU3NKaMu y BUrNAgi
NimiTen, Benuka nnaHy ynpasniHHA pU3ukamu, Wo MiCTUTb PU3MK NPONOPLiliHi
BpuTtaHis 3ax04M 3 MiHIMI3auii pusukis Ta 34jliCHEHHA hapmakoHarnsagy.
(BMPOGHMK, IHchopmauis 3 6e3neku, Wo npeacTaBneHa B NPOEKTi IHCTPYKLT
BiANOBigaIbHUI 3a 0151 MeMYHOro 3aCTOCyBaHHS Biflobpaxae 3axoau 3 MiHiMizaL,i
nepBuHHE Ta pv3ukis, Bignosigae iHchopmavii, BUknageHii y nnani ynpasniHHs
BTOPVHHE pY3nKamMm, HafaHoro 3asBHUKOM
nakyBaHHS1, BUMYCK
cepii); bpicton-
Maiiepc CkBi66
MaHydakTypiHr
Komnati, CLLUA
(BUpPOGHMK "in bulk™)
197. ®DYPOLIE®D | TabneTtku, BKPUTI KPKA, a.4a., CnoseHis Ankem Jlabopatopi3 IHais/ BHECEHHS 3MiH 0 peecTpaviiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/15861/01/01
nNiBKOBOKO HoBso mecTo Nimites, IHAiA CnoBeHis 3MiHM B NpOLEeCi BUPOBHULITBA FOTOBOrO flikapCbKoro 3acoby, a peyenmom

0060/10HKO0, N0 250 Mr
Ne 10 (10x1), Ne 14
(7x2) y 6nictepax

(BignoBigansbHWii 3a
BUPOGHMLTBO "in
bulk", nepeuHHy

yMakoBKY, BTOPUHHY
ynakoBky); KPKA,

n.4., Hoso mecto ,

CnoseHis

(BignoBifanbHuWii 3a
KOHTpO/b cepii);
KPKA, a.4a., Hoso
mecTo, CrnoBeHist

(BignoBiganbHuii 3a

BTOPWHHY YNaKoBKy);
KPKA, a.4., Hoso
mecTo, CrnoBseHis

(BignoBigansbHWii 3a

BTOPUHHY YNaKoBKy,

KOHTPO/Ib Ta BUMYCK

cepii)

came: BUJly4eHHS NokasHuka «Boga» Ha cTagii 3millyBaHHsA Ta
3a3HayeHHs, Lo AaHuii NokasHKK Byae KOHTpooBaTuca Ans
BanigauiiHiX cepiin B npoueci BUpo6HWLTBA; 3MiHu | Tuny -
3MiHW B Npoueci BUPOGHMLITBA FOTOBOTO /1iKapPCbKOro 3acoby, a
came: BUyYEHHS NOKasHuKa «KiflbKicHe BU3HAYEHHS» Ha cTagii
3MillyBaHHSA Ta 3a3HaYeHHS, L0 AaHWI NOKa3HMK byae
KOHTpO/toBaTUCS 415 BanifaliiiHux cepiii B npoLeci
BUPOBHULTBA;
3anponoHoBaHo: Boaa* KinbkicHe BU3HaUYeHHS™* * - NPOBOANTLCSA
Ti/IbKV ANS BanifauinHux cepiii. BBeAeHHS 3MiH NpoTArom 6-tu
MiCALIB Nicnsa 3aTBepMAKEHHS; 3MiHM | TUNY - 3MiHa NepiogNYHOCTI
KOHTPO/H0 FTOTOBOrO NiKapCbKOro 3aco0y 3a NoKasHUMKOM «MBU»
3aMiCTb PYTUHHOIO NMPOBOAUTLCA KOHTPO/b A/18 KOXHOT 10-1 cepil
a6o 1 cepito B pik; 3anponoHoBaHo: 3) MBY, 3) Tect
npoBOAUTLCSA A/15 KOXHOI 10-i cepii abo 1 cepito B pik, B
3a/1eXHOCTI Bif TOr0, L0 HacTynae paHiwe. BeefeHHsA 3MiH
NPOTAroM 6-TW MICALIB NICNA 3aTBEPMAKEHHS; 3MiHM | Tuny -
3aMiHa MEeTOAMKN KOHTPOJTI0 AONOMDKHOI peyoBuHY Lientonosm
MiIKPOKPMCTaUTi4HOI 3@ NOKa3HNUKOM «P0O3Mip YacTOK», a came:
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n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
0 3acoby nocsioYeHHs
3amiHa MeTOAMKN CUTOBOTO aHaslisy Ha PO3nogin YacTok 3a
po3Mipom (3a JonomMororo aHanizatopa Malvern);
3anponoHoBaHo: Po3mip yacTok, PO3nogis 4acTok 3a po3Mipom
(3a gonomoroto aHanizatopa Malvern) 1. a. d (10) Big 15 go 55
MiKPOH
6. d (50) Big 80 go 140 mikpoH, B. d (90) Big 170 4o 283 MiKpOH.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MIiC/1A 3aTBEPLKEHHS
198. DYPOLIE®D | Tabnetku, BKPUTI KPKA, a.4., CnoseHis Ankem Jlabopatopi3 IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/15861/01/02
NNiBKOBOKO Hoso mecTo Nimites, IHAiA CnoBeHisn 3MiHM B NpOLEeCi BUPOBHULITBA rOTOBOrO flikapCbKoro 3acoby, a peyenmowm
060/10HKO10, M0 500 Mr (BignoBigansbHWii 3a came: BUJly4eHHS MokasHuka «Boga» Ha cTagii 3milyBaHHsA Ta
Ne 10 (10x1), Ne 14 BUPOGHMLTBO "in 3a3HauYeHHs, L0 AaHWi NoOKa3HUK Byae KOHTpoNoBaTHUCS AA
(7x2) y 6nictepax bulk", nepeuHHy BanigaLiiHiX cepiin B npoueci BUpo6HWULTBA; 3MiHu | Tny -
yMakKoBKY, BTOPUHHY 3MiHM B NpoLeci BUPO6HULITBA FOTOBOTO NiKapCbKoro 3acoby, a
ynakoBky); KPKA, came: BUyYeHHs nokasHuka «KisibkicHe BU3HaYeHHs» Ha cTagji
n.4., Hoso mecto , 3MillyBaHHA Ta 3a3HaYeHHS, L0 AaHW NOKa3HWK byae
CnoBeHisi KOHTpO/toBaTUCa 415 BanifaliiniHux cepiii B npoueci
(BignoBifanbHWii 3a BUPOBHULTBA;
KOHTpPO/b cepii); 3anponoHoBaHo: Boaa* KinbkicHe BU3HaUYeHHS™* * - NPOBOANTLCA
KPKA, a.4., HoBo Ti/IbKV ANS BanigauinHmx cepiii. BBeAeHHS 3MiH NpoTArom 6-tu
mMecTo, CrnoBeHist MicALiB Nicna 3aTBepAKEHHS; 3MiHM | TUNY - 3MiHa NepioaNYHOCTI
(BignoBsiganbHuii 3a KOHTPO/110 rOTOBOrO /IiKApCbKOro 3acoby 3a nokasHukom «MBY»
BTOPWHHY YNakoBKy); 3aMiCTb PyTUHHOrO NPOBOANTLCS KOHTPO/Ib ANs KOXHOT 10-1 cepil
KPKA, a.4., Hoso a6o 1 cepito B pik; 3anponoHoBaHo: 3) MBY, 3) Tect
mecTo, CrnoBseHis npoBOAUTLCA A5 KOXHOI 10-i cepii abo 1 cepito B pik, B
(BignoBigansbHWii 3a 3a/1eXHOCTI Bif TOro, Lo HacTynae paHile. BBegeHHs 3MiH
BTOPWHHY YNaKoBKY, NpPOTAroM 6-TW MiCALiB NiCNA 3aTBEPLKEHHS; 3MiHW | TMny -
KOHTPO/Ib Ta BUMYCK 3amiHa MEeToAMKN KOHTPOJTH0 AOMOMDKHOT peyoBuHM Lientonosu
cepii) MIKPOKPUCTai4YHOI 3a NOKa3HUKOM «P0O3Mip 4acTok», a came:
3aMiHa METOAMKM CUTOBOIO aHanidy Ha po3nogis 4acTok 3a
po3Mipom (3a Aonomoroto aHanizatopa Malvern);
3anponoHoBaHo: Po3mip 4acTok, Po3nogin 4acTok 3a po3mipom
(3a gonomoroto aHanizaTopa Malvern) 1. a. d (10) Big, 15 go 55
MiKpOH
6. d (50) Big 80 go 140 mikpoH, B. d (90) Big 170 Ao 283 MiKpoH.
BBefeHHs 3MiH NPOTAroM 6-Tu MiIcALIB NiC/1A 3aTBEPAKEHHS
199. XooIiTOoNn Tabnetkun, BKpUTI Na6opaTopii ®paHuisa Na6opaTtopii ManeHik PpaHuin BHECEHHS 3MiH 40 peecTpaviiiHux MaTepianis:3MiHu | Tuny - 6e3 UA/8704/01/01
o6onoHkoto, no 200 Po3sa- BepHiH, PpaHuis 3MiHM Woao 6e3neku/eheKkTBHOCTI Ta chapmakoHarnagy. peyenma
mr, no 30 TabneTok y ditochapma (BUPOGHULTBO BBefeHHSA abo 3MiHM [0 y3arasibHeHUX JaHuX Npo cuctemy
6nicTepi; no 2 abo 6 Hepo3dacoBaHoi thapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx Npo cuctemy

6nicTepiB y KAPTOHHIl
KopooLi

npoaykuii, nepBuHHa
Ta BTOPVHHA
ynakoBKa, KOHTPO/Ib
[KocTi); JlabopaTopii
Po3za-®itochapma,
®paHuis
(BignoBigansbHWii 3a
BUNYyCK cepii)

thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
3a 34ilicHeHHA chapMakoHarnsay; KOHTakTHoI 0cobm 3
hapmakoHarnsgy 3asBHUKa AN5 34iCHEHHA dhapmakoHarnsgy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, YNOBHOBaXKeHOT ocobw,
BiANOBiAA/IbHOI 3a 3filicHeHHs (hapmakoHarnaay (Bka4yaum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi macTep-daiina
cuctemn dpapmakoHarnsgy) - 3miHa yrnoBHOBaXKEHOT 0Cco6u
BignoBigaIbHOI 3a dhapMakoHarnsa:
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MponoHoBaHa pepakuis: Kouessi LOWANOU. 3MiHa KOHTaKTHUX
[aHnXx yNoBHOBaXeEHOI 0co6y, BiANOBiAa/IbHOI 3a
hapmakoHarnag.
3MiHa KOHTaKTHOT 0cobu BignoBiganbHOT 3a dhapmakoHarnsag;:
Litova pepakuin: MannHoBcbka TeTsHa MeTpiBHa. [ponoHoBaHa
pegakuis: Wknsapesuny Irop OnekcaHApoOBMY. 3MiHA KOHTaKTHUX
[aHnX KOHTaKTHOI 0co6w, BiAMoBifaIbHOI 3a hapmakoHariag
200. LEPBAPUK | cycneHsis ons iH'ekuji nakcoCmitKns Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpaLiiiHux MaTepiasis:3MiHu | TNy - 3a UA/16310/01/01
c™ no 0,5 mn (1 gosa) y nH Exkcnopt BputaHis Bionogxikans C.A., 3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOro peyenmom
BAKLUVHA nonepegHL0 Nimiteq Benebris marepiany/npomMiKHOro NpoAyKTy/peareHTy, Lo
ana HaMoBHEHOMY LUNPUL BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa ADI (HE3HAYHI 3MiHK
APO®INIAK | 3 nopLuHeMm i y 3aTBEPMAKEHUX MeTOoAax BUNPOOyBaHHS)
TUKIN KOBMaykom y
3AXBOPK | KOMMMEKTI 3 rosikow (y
BAHb, LLIO | 6nicTepi) abo y
BUKMINKA chakoHi 3 MPOGKOIo;
HOTbCA no 1 nonepegHsLo
BIPYCOM HanoBHEHOMY LUMpULY
AAMNIIOMA | 3 ronkoto a6o no 1
N anHnN (h1aKoHY B KapTOHHii
TUNIB 16 KopoobUi
TA 18
201. LEPBAPUK | cycneHsis ons iH'ekujit nakcoCmitKns Benvka InakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 0 peecTpauiiiHux MaTepiasnis:3MiHu | Tuny - 3a UA/16310/01/01
c™ no 0,5 mn (1 gosa) y nH Exkcnopt BputaHis Bionogxikans C.A. 3MiHa y MeTogax BunpobysaHHa APl abo BMXigHOro peyenmom
BAKUVHA nonepegHL0 Nimiten marepiany/npomMiKHOro NPoayKTy/peareHTy, Wwo
ansa HanoBHEHOMY LUNPUL BMKOPUCTOBYETLCA Y npoLieci BUpobHuuTBa ADI - foaaBaHHSA
APO®INAK | 3 nopLluHem i TecTy ANs BU3HAYEHHN BMICTY beTa-mepkantoeTaHony (?ME)
TUKIN KOBMayvkom y MeToA0M KonopumeTpii EnsiMaHa B AKOCTi NPOL,ECHOro
3AXBOPK | KOMM/EKTi 3 rosiKowo (y KOHTPO/O AN151 NPOMDKHOT akTUBHOI peyoBuHu HPV-16 L1 VLP
BAHb, LLIO | 6nicTepi) abo y Ta HPV-18 L1 VLP, nicnsa etany ynbTpadinbTpauii Ta
BUKNNKA chnakoHi 3 MPO6KoIo; OHOBJIEHHSI MEeTOAY BU3Ha4YeHHs BMicTy ?ME BignoBigHO A0
HOTbCA no 1 nonepeaHLo BMPOGHMYOI NpakTuKku. PepakuiiiHi npaBku A0 po34iniB AOCLE
BIPYCOM HarnoBHEHOMY LLNPULLY 3.2.5.2.4,3.2.5.3.2.
AAMNIIOMU | 3 ronkoto a6o no 1
N anHn th1aKoHY B KapTOHHii
TUMNIB 16 KopoobLi
TA 18
202. APUHA® TabneTku, BKpUTI Baiiep Al HimeuunHa Baviep AT, HimeuunH BHECEHHS 3MiH 1O peecTpaLiiiHix MaTepianis:3miHu | Tuny - 3a UA/11479/01/01
060/10HKOI0; M0 21 HimeuunHa a 3MiHM Wo[o 6e3nekn/edheKTUBHOCTI Ta hapmakoHarisgy. peuyenmom
TabneTui y 6nictepi 3 (nepBuHHa Ta BBegeHHs abo 3MiHM [0 y3arasibHeHNX AaHUX Npo cuctemy
KanleHAapHo0 BTOPUHHA YNaKoBKa, hapmakoHarnagy (BBefeHHs y3arasibHeHNX AaHnx npo cuctemy
WwKasioto; no 1 [,03BiN Ha BMNYCK hapMakoHarnsgy, 3MiHa yrnoBHOBaXXeHOT 0cobu, BiANOBigaIbHOT
6nictepy y cepii); baliep 3a 3[jiicHeHHs1 hapMakoHarisay; KOHTakTHOI 0cobu 3

nanepoBoMy MiLLleuky
B KAPTOHHIl navui

Baiimap Mm6X i Ko.
Kr, HimeuunHa
(BpOGHMLTBO

Hepo3acoBaHol
npoaykuii)

thapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLW,0 BOHa BiAMiIHHA Bif YNOBHOBa)XXEHOI 0co6u,
BiANOBIAANLHOI 3a 3filicHeHHS (hapMakoHarnaay (Bka4vakum
KOHTaKTHi AaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-taiina
cucTemMn doapMakoHarasgy) - 3MiHa ynoBHOBaXKEHO! 0cobu,
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n/n | nikapcbKoe2 Bionycky peecmpayiliHo2o
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BiANOBIAANbHOI 3a 34ilicHeHHA thapmakoHarnagy: MNponoHoBaHa
pepakuis: Justin Daniels. 3MiHa KOHTaKTHUX JaHWUX
YNOBHOBaXXeHOi 0cobM, BiANOBIfa/ILHOT 3a 34iICHEHHS
thapmakoHarnagy. 3MiHa Micus 34iliCHEHHS OCHOBHOI AisifIbHOCTI
3 chapmakoHarnsgy. 3miHa MicLLe3HaxXoMKeEHHS MacTep-ghaina

B.o. HayanbHUKa Bigainy 3 nutaHb hapmaueBTUYHOI
BIANbHOCTI lenapTtamMeHTy peanisauii NosaiTuK H.B. Nyuan




MEPENIK

AopaTok 4

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

02.10.2019 Ne 2004

NIKAPCbKUX 3ACOBIB (MEQUYHUX IMYHOBIONOIN4YHNX NPEMNAPATIB), AKUM BIAMOBJ/IEHO Y AEPXXABHIN PEECTPALI, NEPEPEECTPALJI TA
BHECEHHI 3MIH A0 PEECTPALUIMHNX MATEPIANIB
TA ALEPXXABHOIO PEECTPY JIKAPCbKNX 3ACOBIB YKPAIHUN

Ne Ha3ssa dopma 3asasHuUK KpaiHa Bupo6HuK KpaiHa rMiocmasa lMpoyedypa
n/ | nikapcbko2o BUIYCKY
n 3acoby
1. HITPOKCO/I TabneTkn, BKpUTI My6niyne Ykpaina My6niuHe Ykpaina 3acigaHHs BigmoBuTM y 3aTBepMKEHHi - 3MiHM | Tuny - 3MiHM BUNPOGyBaHb abo AONYCTUMUX MeEX,
H M/1iBKOBOIO akuioHepHe akKuioHepHe HTP Ne 33 BCTAHOB/IEHNX Y creundikauisax, nig yac BUPOOHWULTBA roTOBOro JikapcbKoro 3acoby (iHwi 3miHun)
060/10HKO0, NO TOBapuCTBO TOBapucTBO Bif, (B.11.6.5. (X) IA) - BHeceHHA 3MiH A0 creundikalii nig Yac BUMPOGHMLTBA FOTOBOro NiKapCbKoro
50 mr no 10 "HaykoBo- "HaykoBo- 22.08.2019 3acoby, 30Kpema: BBE[EHHS NepioAWMYHOCTI KOHTPOMAK - "nicNs MO3UTUBHWX pe3y/bTarTis
Tabnetoky BVPOGHWYNIA BMPOGHUUNIA KOHTPO/IOIOTE KOXHY [ecsATy cepilo” Ha BignoBigHWX cTagisx: - "Maca gns tabnetyBaHHs" 3a
6nictepi, no 5 LEeHTp LEeHTp nokasHukamu: Onuc, laoeHTudikayis, KinbkicHe BM3HAYeHHSI HITPOKCONiHy; - "Tabnetku- agpa" 3a
6nictepiB y "BopLuariBcbk "BopLuariscbk nokasHukamu: Onuc, CepegHa Maca, OpfHOpIgHICTE Macu TabneTtku, KinbkicHe BU3HAYEHHS
nauuj WA XiMiKo- N4 XiMiKo- HITpOKCONiHy; - "TabneTkn Hepo3schacoBaHi" 3a nokasHukamu: Onuc, CepegHs Maca, OfHOPIAHICTE
hapmaveBTny hapmaueBTny Macu TabnetyBaHHsi, Po3nagaHHsA, Po3unHeHHs. 3rigHo n. 8.1. po3giny VI Hakasy 460 3asBneHa
HWi 3aBoa” HWi1 3aBoAa", npoueaypa B.11.6.5. (x),lA He nignagae nig knacudikauito 3MiHM TUny 1A, 3 ornsgy Ha KPUTUYHICTb
YkpaiHa; 3a8B/IEHMX MOKa3HUKIB, OCKiNbky B 2015 p. - Bigbynmcs 3MiHv B ckiiafi roTOBOrO JlikapcbKoro 3acoby
ToBapucTso 3 (3amiHa LlyKpOBOro NOKpUTTS Ha NNiBKOBY 060/10HKY Tabnetku), B 2016 p. - BigdyMCb 3MiHN LW0A0
06MEXEHOI0 36iNbLIEHHST po3Mmipy cepii /13, BpaxoBykuM 3a3HayeHi 3MiHM Ta TEPMiH NPUAATHOCTI NikapCcbKoro
BiANOBIAa/IbHI 3aco0y, L0 CTaHOBUTb YOTWPW POKW, NPEACTaB/EeHO He [O0CTaTHbO CTAaTUCTUYHWUX [AaHUX B
cTio "Hatyp+", peanbHOMY 4aci AN MOX/IMBOCTI BHECEHHS 3MiH LLOAO0 KOHTPO/IO Mif, Yac BMPOGHMYOro npouecy.
YkpaiHa Kpim TOro, 3rigHo HactaHosu 42-3,2:2004 «Cneumdikavii: KOHTPOsIbHI BUNpoOyBaHHA Ta KpuTepii
(BTOPUHHE NPUAHATHOCTI», Nn. 5.2.1.4.2., BUNpobyBaHHs, MPOBEAEHHS SKUX Mif Yac BUPOBHWMYOI cTagi
nakyBaHHs) (BuUnpobyBaHHA NPOMIKHOI NPOAYKLIT 4M KOHTPO/Sb Y npoueci BUPOOGHMUTBA) OiNbLUOKD  Mipoto
rapaHTye BifMoBigHICTb SAKOCTi rOTOBOI MPOAYKLi, HDK NPOBEAEHHS LMX BUNPOOyBaHb 040 rOTOBOI
ym Hepo3dhacoBaHOl NpoAyKLii
2. MPECAPTAH | Tabnetku, BKpUTI Inka IHais Inka IHais 3acifaHHs BigMoBuUTN y 3aTBEpPMXKEHHI - BUMpaB/IEHHA TEXHIYHOI MOMWKM LWOAO pepakuii cknagy M3 y
®-100 M/1iBKOBOIO Na6opaTopi3 Na6opaTopis HTP Ne 33 MeToAax KOHTPO/ SKOCTi, OCKifIbKM 3anponoHoBaHa pefakuis cknagy He BiAnosigae maTepiasiam
06010HKO0, N0 Nimiten Nimitep Bif, peecTpaLuiiHoro Aocke Ta NoTpebye BHECEHHS 3MiH B yCTAHOB/IEHOMY MOPAAKY
100 mr o 14 22.08.2019
Tabnetok y
6nicTepi; no 2
6nictepn y
KapTOHHIN nauywi;
no 10 Tabnetok
y 6nictepi; no 3
6nictepn y
KapTOHHIN nayui

B.o. HauasnbHUKa BigAainy 3 NnuTaHb (hapmMmayeBTUYHOT
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[isnbHOCTI lenapTaMeHTy peasiisauii NoNiTuK H.B. Nyuan
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