MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
21.11.2019 Ne 2319
Kuis

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

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

HAKA3Y1O:

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

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

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



4. BimzMOBUTH Yy [ep>KaBHiM peecTpaliii/riepepeecTpallii Ta BHECEHHI 3MiH [0
peecTpaliiHuX MarepiasiB Ta [lep>kaBHOTO DeECTPY JIKAapChKUX 3aco0iB YKpaiHu
MKapChbKHUX 3aCO0iB 3riIHO 3 TIepelikoM (701aToK 4).

KOHTpOJ’Ib 3d BUKOHAHHSM LbOI'O HAKA3Yy 3d/IMIIAi0 3d coboro.

Minictp 3. CKAJIEIIbKA



NMEPENIK

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

21.11.2019 Ne 2319

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

Ne Hassa Popma sunycky 3asiBHUK Kpaina Bupo6HuUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Pexknam Homep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy yBaHHs1 | peecmpayiliHo20
3acoby ¢hopma, nocsioYeHHs
ynakoska)
1. AEBIT® NTAUT Kancysm M'siki, no AT YkpaiHa AT "KMIBCbKM YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsi2ae UA/17758/01/01
10 kancyn y "KNIBCbKWN BITAMIHHUIA peuenma
6nicTepi; no 1 abo BITAMIHHNIA 3ABOA" MepioAnyHICTb NOAAHHA perynsipHo
3 6nictepu y navui 3ABO" OHOBJ/IKOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0
Mopsaaky 34ilicHeHHs hapMakoHarnagy,
3aTBEPKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
2. BJIOKMAKC AN | cycneHsis ANKANOIA AL | Pecny6nika ANKANOIL AL Pecny6ika peecTpalis Ha 5 pokis 6e3 He UA/17749/01/01
DITEA opasibHa 100 mr/5 Ckon'e Makefi0Hist Ckon’e MakefioHist peyenma niosnsieae
M, no 100 mny MepioAnyHICTb NOAAHHA PerynsipHo
chnakoHi, no 1 OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
oNakoHy 3 MipHUM Mopsaky 34iiCHEHHS hapMakoHariaay,
LUMPpULOM B 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KapTOHHI Kopoo6Li OXOPOHU 340pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTL:
3rifiHO 3i CTPOKamu, 3a3Ha4eHnMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
3. BANEPIAHN NOpOLLOK MpAT YkpaiHa HATYPEKC ®paHuin peecTpauist Ha 5 pokis - He UA/17759/01/01
EKCTPAKT (cybeTaHuis) y "TexHonor" EC.EN. nionsiecae
BOAHO- nakeTax i3 n/iBku
CNUPTOBUIN ronieTnaeHosol
CYXVIA ans
dhapmaLeBTUYHOT
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
0 3aCTOCyBaHHSA
4, rigPOKOPTU3O Kpem, 1 mr/r; no 15 | ToBapucTeo 3 YkpaiHa BCi cTagii Ykpaina peecTpauist Ha 5 pokis 3a He UA/17750/01/01
HOBUIA KPEM rabono30ry o6MmexeHo BMPOGHMLTBA, peyenmom | nidsisi2ae
Ty6i, no 1 1y6i y BiANOBIAA/bHI KOHTPO/b AKOCTI, MepioAnYHICTb NOAAHHS PerynsipHO
Kopoobui cTI0 BWMNYCK Cepil: OHOB/IOBAHOIO 3BiTY 3 6e3neky BiANOBIAHO A0
"GapmateBsTn ToBapucTso 3 Mopsaky 34iicHeHHs hapMakoHariaay,
YHa KOMMaHis 06MeXeHo 3aTBEPKEHOro Haka3oM MiHicTepcTBa
"3p0pos'a” BiANOBIAA/LHICTIO OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
"hapmMaueBTUYHa 2006 poky Ne 898, 3apeecTpoBaHuii B
KOMnaHis MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHa 2016
"3popos's”, poky 3a Ne 1649/29779 (y pepakuji Hakasy
YkpaiHa; MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Bif,
BCi cTagii 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
BMPOGHMLTBA, 3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
BWMNYCK Cepil: nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
ToBapucTBO 3 6e3neku.
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0pos'a”,
YKpaiHa;
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®APMEKC
reyn.,
YKpaiHa
5. NAKTYHOPM® cupon, 670 mr/mn, MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 6e3 niosisieae UA/17762/01/01
no 100 mn a6o no "®apmaueBTn "®apmaueBTnyHa peyenma
200 mn, abo no YyHa hipma ipma "AapHuug" MepioAnyHICTb NOAAHHSA PerynsipHo
500 M1y dh1aKoHi; "AapHnus” (BMpPOGHMLTBO 3 OHOBJ/IHOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0
no 1 cpnakoHy 3 npoaykuii in bulk Mopsaky 34iCHEHHS hapMakoHarnaay,
MipHUM BUPOGHMKA 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
CTakaH4MKoM y ®peseHiyc Kabi OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
nauui ABcTpis T'M6X, 2006 poky Ne 898, 3apeecTpoBaHuii B
ABcTpis) MinicTepcTBi tocTuLii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHS PerynspHUX 3BITIB 3
6e3neku
6. NATAHOMNPOCT | onisi (cy6eTanuis) | XIHOIH 3asoa | YropumHa XIHOIH 3aBog YropLmHa peecTpalis Ha 5 pokis - He UA/17763/01/01
Y CKNSAHWX PapmavesTny PapmaLeBTUYHUX nionsi2ae
donakoHax gsis HUX Ta Ta XiMiYHMX
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
hapmaueBTUYHOT XiMi4HMX MpoaykTis
0 3aCTOCYyBaHHs MpopnykTis Mpaiisit Ko. /iT4,.
MpaisiT Ko.
14,
7. NALEPAH Tabnetkn 2,5 wr, CaH IHgis CaH IHais peecTpauist Ha 5 pokis 3a He UA/17764/01/01
Ne 14, Ne 28 B PapmMacboThK dapmacboTuKa peyenmom nionsizae
6nictepax an lHpacTpi3 IHpacTpi3 Nimiteq,
Nimiten
8. NAUEPAH Tabnetkn 5 mr, Ne CaH IHAisA CaH IHAjA peecTpauist Ha 5 pokis 3a He UA/17764/01/02
14, Ne 28 B PapmMacboThK PapmacboTuKan peyernmom nionsieae
6nicTepax an Ilngactpis IHaacTpi3 Nimiteq,
NimiTeq
9. NALEPAH Tabnetku 10 wmr, CaH IHais CaH IHais peecTpauist Ha 5 pokis 3a He UA/17764/01/03
Ne 14, Ne 28 B dapmMacboThK dapmacboTrKan peyernmom niossieae
6nicTepax an IHpacTpi3 IHpacTpi3 Nlimiteq,
Niviten
10. NOPAHIH pO34nH Ans TOB YkpaiHa TOB YkpaiHa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/17765/01/01
poToBoOi "TepHodhapm" "TepHodapm" peyenma
NOPOXHUHW MO MepioAnYHICTb NOA4AHHS PEryspHO
120 mn y chnakoHi; OHOBJ/IKOBAHOIO 3BiTY 3 6e3neky BiANOBIAHO A0
no 1 cpnakoHy y Mopsaky 34iiCHeHHS hapMakoHariaay,
nauuj 3 KapToHy 3aTBEpPKEHOro Hakasom MiHicTepcTea
OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
11. MOKCU®PIOKCA | TabneTtku, BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/17766/01/01
LUWH 060/10HKOI0, MO "TexHonor" peyenmom | nidsisizae
400 wr, no 5 MepioAnyHICTb NOAAHHA PerynsipHo
Tabnetok y OHOBJ/IKOBAHOTrO 3BiTY 3 6e3neky BiANOBIAHO A0
6nictepi, no 7 Mopsaky 34iiCHEHHS hapMakoHariaay,
Tabnetok y 3aTBEPKEHOr0 Hakas3om MiHicTepcTea
6nicTepi, no 10 OXOPOHU 340POB’A YKpaiHu Big, 27 rpyaHs
Tabnetok y 2006 poky Ne 898, 3apeecTpoBaHuii B
6nicTepi; no 1 MinicTepcTsi tocTuLii YKpainn 19 rpyaHs 2016
6nicTepy B nauui 3 poky 3a Ne 1649/29779 (y pefakuji Hakasy
KapToHy MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
12. HATPIKO PO34MH AN AIAKO ITanis OIAKO Tanis peecTpauis Ha 5 pokis 3a He UA/17767/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
xnoewupg, iHcpy3iid, 9 mr/mn, BIO®APMAY BIO®APMAYEYTI peyenmom | niosnsizae
no 100 mn, a6o no EYTIHI C.P.N. Yyl C.P.J. MepioAnYHICTb NOAAHHS PEryspHO
250 mn1 abo no OHOBJ/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
500 M1y CKAAHUX Mopsaky 34iiCHeHHS hapMakoHariaay,
nnsLwKax 3aTBEPKEHOro Haka3oM MiHicTepcTBa
OXOPOHM 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepiognuYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
13. NEPIHAOMPEC® | Tabnetkv no 4 MpAT YkpaiHa MpAT YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/17768/01/01
A mr/5 mr, no 10 "®apmaueBTn "®apmaueBTnyHa peyernmom niosnsieae
Tabnetok y YyHa hipma ipma "AapHuug" MepioAnyHICTb NOAAHHA PerynsipHo
KOHTYPHIl "OapHuusa” OHOB/IKOBAHOTIO 3BIiTY 3 6e3neky BiANOBIAHO A0
YapyHKOBIl Mopsaky 34iiCHEHHS hapMakoHariaay,
ynakosLi; no 3 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KOHTYpHi OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
YapyHKOBI 2006 poky Ne 898, 3apeecTpoBaHuii B
yNakoBKM B navi MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
14. NEPIHAOMPEC® | Tabnetku no 8 MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/17768/01/02
A mr/10 mr, no 10 "®apmaueBTn "®apmaueBTnyHa peyernmom nionsieae
Tabnetok y YyHa hipma ipma "AapHuug" MepioAnyHICTb NOAAHHSA PerynsipHo
KOHTYPHIl "AapHnus” OHOBJ/IHOBAHOTIO 3BiTY 3 6e3neky BiANOBIAHO A0
YapyHKoBIl Mopsaky 34iCHEHHS hapMakoHarnaay,
ynakoBLi; no 3 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KOHTYPHI OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
YapyHKOBI 2006 poky Ne 898, 3apeecTpoBaHuii B
yNaKkoBKM B navi MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHS PerynspHUX 3BITIB 3
6e3neku.
15. NNA3MOBEH® pO34uH Ans MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/17779/01/01
iHpy3iii no 500 mn | "®apmaLeBTn "®apmaLeBTUYHa peyenmom | niosisg2ae
y (hr1akoHi yHa hipma dipma "JapHuus” [MepioANYHICTb NOAAHHS PErYIAPHO
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
"OapHnus" OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBepAXEHOro Haka3om MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
16. PIHA3AN® cnpeii HazasbHUiA, MpAT YkpaiHa MpAT Ykpaina peecTpauist Ha 5 pokis 6e3 niosnsieae UA/17751/01/01
EKCTPA po3osaHuin 0,5 "®GapmauesTu "®apmMaueBTNYHa peyenma
mr/mn, no 10 mn y YyHa dhipma hipma "AapHuus" MepioanyHICTb NOAAHHSA perynsipHo
donakoHi 3 "OapHnus” OHOBJOBAHOrO 3BiTY 3 6e3neku Bi4NOBIAHO A0
[03yBa/IbHUM Mopsaky 34iicHeHHs dhapmakoHarnagy,
Hacocowm, no 1 3aTBepXeHOro Hakasom MiHicTepcTea
dhnakoHy y nauui OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainm 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
17. PO3YBACTATUH | TabneTku, BKpUTI TOB YkpaiHa BUPOGHMLTBO Monbwa peecTpauist Ha 5 pokis 3a He UA/17769/01/01
NNiBKOBOIO "APTEPIYM roTOBOI NiKapCbKoi MepioAnYHICTb NOAAHHS PErysipHO peyernmom niossieae
o060n0Hkoto, no 10 nTaor dhopmMu, nepBuUHHE OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
mr, no 10 Ta BTOPVHHE Mopsaky 34ilicHeHHs hapMakoHarnaay,
Tabnetok y nakyBaHHs, 3aTBEpPKEHOro Hakasom MiHicTepcTea
6nicTepi, no 3 KOHTPO/b cepil, OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyaHs
6nictepy B nauui BUNYCK cepil: 2006 poky Ne 898, 3apeecTpoBaHuii B
Biochapm N14, MinicTepcTBi tocTuLii YKpainn 19 rpyaHs 2016
Monbwa; poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiKpOG6iooriYHMiA MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
KOHTPO/b: 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
ditochapm KneHka 3iHO 3i CTPOKaMK, 3a3HaYEHUMN Y
C.A, MonbLlia nepioguYHOCTI NOAAHHS PerynspHUX 3BITIB 3
6e3neku.
18. PO3YBACTATWUH | Tabnetku, BKpUTI TOB YkpaiHa BMPOGHMLTBO Monbwa peecTpauist Ha 5 pokis 3a He UA/17769/01/02
NNiBKOBOIO "APTEPIYM roToBOI NiKapcbKoil peyenmom | nidsisizae
060/10HKOH, M0 20 nTar ¢opmMm, NepBuUHHE MepioAnYHICTb MOAAHHS PEryIAPHO

mr, no 10
Tabnetok y
6nicTepi, mo 3

Ta BTOPUHHE
nakyBaHHS,
KOHTPO/b Cepil,

OHOBJ/IHOBAHOTO 3BiTY 3 6e3neky BiANOBIAHO A0
Mopsaky 34ilicHeHHs hapMakoHarnaay,
3aTBEPKEHOr0 Haka3om MiHicTepcTea
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
6nictepy B nauui BUNYCK cepil: OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
Biochapm N14, 2006 poky Ne 898, 3apeecTpoBaHuii B
MonbLa; MiHicTepcTBi tocTuLii Ykpainn 19 rpyaHs 2016
MiKpOG6ionoriYHuiA poky 3a Ne 1649/29779 (y pegakuii Hakasy
KOHTPO/b: MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Bif,
®diTodhapm Knenka 26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
C.A., MonbLwa 3riHO 3i CTPOKaMu, 3a3HaYeHUMN Y
nepioguyYHOCTI NoAaHHSA perynsipHux 3BiTiB 3
6e3neku.
19. YPCOCAH® TabneTku, BKPUTI MPO.MEA.LIC Yecbka MPO.MEA.LC Yecbka peecTpauist Ha 5 pokis 3a He UA/17770/01/01
POPTE NNiBKOBOIO Mpara a.c. Pecny6nika Mpara a.c. Pecny6nika peyenmom | nidsisizae
o6onoHkoto, 500 MepioanyHICTb NOAAHHSA PerynsipHo
Mr rno 10 TabneTok OHOBJOBAHOrO 3BiTY 3 6e3neku Bi4NOBIAHO A0
B 6nictepi, no 1 Mopsaky 34iicHeHHs dhapmMakoHarnagy,
abo 2, abo 3, abo 3aTBEepXEHOro Hakazom MiHicTepcTBa
5, abo 6, a6o 9, OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
abo 10 6nicTepiB y 2006 poky Ne 898, 3apeecTpoBaHuii B
KapTOHHI/ Kopoo6Li MiHicTepcTBi tocTuLii Ykpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHW 340POB’A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTI NoAaHHSA PerynsipHuX 3BiTiB 3
6e3neku.
20. DAPUHIOCENT NbOASHNKN CaH IHais KK Tepania AT PyMmyHis peecTpauist Ha 5 pokis 6e3 nionsieae UA/17752/01/01
31 CMAKOM npecosaHi no 10 PapmacbTUK peyenma
KoPUU| mr Ne20 (10x2) y an IHpacTpi3 MepioAnYHICTb NOAAHHSA PerynsapHO
6nictepax NimiTen OHOB/IOBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34jiicHeHHs dhapMakoHariagy,
3aTBepKeHOro Hakaszom MiHictepcTea
OXOPOHW 3,0POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big,
26 BepecHA 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyYHOCTi NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku
21. DAPUHIOCENT NbOAAHNKN CaH IHAs KK Tepanis AT PymyHis peecTpadist Ha 5 pokis 6e3 nionsi2ae UA/17771/01/01
31 CMAKOM npecoBai, no 10 dapmMacboThK peyenma
POMY mr; no 10 an IHpacTpi3 MepioAnYHICTb NOAAHHS PErynsipHO
NbOASHVIKIB Y NimiTen OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0

6nictepi; no 2
6nictepn y
KapTOHHilA KOpO6L

Mopsigky 34iicHeHHsA hapmakoHarnisgy,
3aTBEepXEHOro Hakazom MiHicTepcTBa
OXOPOHW 300POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
MiHicTepcTBi tocTuuil Ykpainum 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHW 340POB’ YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaYeHUMK Yy
nepiogMYHOCTI MOoAaHHS PerynsipHuX 3BiTiB 3
6e3neku.
22. ®EPPO/IEK- Kancysm mM'siki, no ToBapucTso 3 YkpaiHa KOHTPO/b AKOCTI, YkpaiHa PeecTpaujis Ha 5 pokis 3a He UA/17772/01/01
300POB'A 10 kancyn y o6MmexeHo BWMNYCK Cepil: peyenmom | niosisi2ae
6nictepi, no 2 BiANOBIAA/bHI ToBapucTBO 3 MepioAnYHICTb NOAAHHS PeErynsipHO
6nictepn abo no 3 cTHO 06MeXeHo OHOB/IOBAHOrO 3BiTY 3 6e3nekn BigNOBIAHO A0
6nictepwu, abo no "®apmaueBTu BiANOBIAA/LHICTIO Mopsaky 34iicHeHHs hapMakoHariaay,
6 6nicTepiB y YHa KOMMaHis "PapMaueBTUYHA 3aTBEPKEHOro Haka3oM MiHicTepcTBa
Kopoobui "3n0opos'a” KOMMNaHis OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
"3p0pos'a”, 2006 poky Ne 898, 3apeecTpoBaHuii B
YKkpaiHa; MiHicTepcTBi tocTuuil Ykpainum 19 rpyaHa 2016
BCi cTagii poky 3a Ne 1649/29779 (y pefakuji Hakasy
BMPOGHMLTBA, MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Bif,
BUNYCK cepil: 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
ToBapucTso 3 3rifHO 3i CTPOKaMK, 3a3HaYEHMUN Y
0bMexeHoto nepiogMYHOCTI MoAaHHSA PerynsipHuX 3BiTiB 3
BiANOBIAANLHICTIO 6e3neku
"PapmaueBTnyHa
KoMnaHis
"3popos'a”,
YKpaiHa;
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHOo0
BiANOBiAA/IbHICTIO
"®APMEKC
reyn",
YkpaiHna
23. ®PIP/IO KNIBMA | po3unH KYCYM IHgis KYCYM IHais peecTpauist Ha 5 pokis 6e3 niossieae UA/17753/01/01
pekTanbHuid, 21,4 XENTTXKEP XENTXKEP MNMBT peyenma
r/9,4rs 118 mn, NBT NTA nTa MepioAnYHICTb NOAAHHS PErynsipHO

no 133 mny
donakoHi 3
HaKOHEYHVKOM Ta
KoBMaykom, no 1
donakoHy y
KapTOHHIlA
ynakoBLi

OHOBJIIOBAHOrO 3BiTY 3 6e3neKkn BigNOBIAHO A0
Mopsaaky 34iliCHeHHs hapMakoHarnagy,
3aTBepPKEHOro Hakasom MiHicTepcTea

OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHa 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMUN y
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)
nepioguYHOCTI NOAAHHSA PerynsipHUX 3BITIB 3
6e3neku.
24. XEAYCCIH cupon, 33 mr/4 v, ®diTodhapm Monbwa diTodhapm KneHka Monbwa peecTpauisi Ha 5 pokis 6e3 nionsizae UA/17773/01/01
no 100 mny KneHka C.A. C.A. peyenma
chnakoHi, no 1 MepioAnyHICTb NOAAHHSA PerynsipHo
chnakoHy 3 MipHOH OHOBJ/IKOBAHOTrO 3BIiTY 3 6e3neky BiANOBIAHO A0
JIOXKOI0 Y KOpo6Lji Mopsaky 34iiCHEHHS hapMakoHariaay,
KapTOHHIW 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuLii YKpainn 19 rpyaHs 2016
poky 3a Ne 1649/29779 (y pefakuji Hakasy
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUTb:
3rifiHO 3i CTPOKamu, 3a3HaveHmMn y
nepioguYHOCTI NOAAHHSA PerynsapHUX 3BITIB 3
6e3neku.
25. XNOPAMBYLUUN NOpPOLLOK TOB "tOpis- YkpaiHa M/c. CioHk IHais peecTpauist Ha 5 pokis - He UA/17774/01/01
(cybeTaHuis) y dapm"” dapmacbioTikans, nionsieae
noslieTUIEeHOBMX MeT 14
nakeTtax gns
chapmaveBTUYHOT
0 3acTOCyBaHHs
26. LE®OMNEPA30OH NopoLUoK ANs [bkeHodhapm Benuka HCIC Xebeit Kutaii peecTpauist Ha 5 pokis 3a He UA/17754/01/01
po3unHy Aans nrp BpuTtaHis XyamiH peyenmom | nionisg2ae
iH ekuin no 1000 dapmacbtoTikan MepioAnYHICTb MOAAHHS PEryIAPHO
Mr y dhnakoHax, no KomnaHi Nimiteq, OHOBJ/IHOBAHOTO 3BiTY 3 6e3neky BiANOBIAHO A0
1 a6o 10 Mopsaky 34ilicHeHHs hapMakoHarnaay,
NakoHiB y 3aTBEPAKEHOro Haka3oM MiHicTepcTBa
KapTOHHilA KopooLi OXOPOHW 3[,0POB’A YKpaiHu Bif 27 rpyHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHsa 2016
poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Bif,
26 BepecHst 2016 poky Ne 996), CTaHOBUTb:
3rifiHO 3i CTpOKamu, 3a3HaveHMn y
nepiogMyHOCTi NoAaHHSA perynsipHux 3siTiB 3
6e3neku.
27. LE®OMNEPA30H NnopoLUoK ans [bxeHodhapm Benuka HCIC Xebeit Kutaii peecTpauist Ha 5 pokis - He UA/17755/01/01
po3unHy Aans nrp BpuTtaHis XyamiH nionsi2ae

iH ek no 1000
Mr y chnakoHax in
bulk: no 10
chakoHiB 3
NOPOLLKOM B
KapTOHHilA KOpo6Li

dapmacbioTikan
KomnaHi Nimiteq,

MepiognyHICTb NOAAHHS PerynspHo
OHOB/OBAHOrO 3BiTY 3 6e3neku BiANOBIAHO A0
Mopsaky 34iicHeHHs hapMakoHarnaay,
3aTBePKEHOro Haka3om MiHicTepcTea
OXOPOHW 30POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19 rpyaHsa 2016
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknam Howmep
n/n JliKapcbKo20 (nikapcbka 3asiBHUKa BUPOGHUKA Bionycky yBaHHsi | peecmpayiliHo20
3acoby ¢hopma, nocsioyeHHs1
yrnakoska)

poky 3a Ne 1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 340POB’A YKpaiHu Bif,
26 BepecHsi 2016 poky Ne 996), cTaHOBUT:
3rifiHO 3i CTpOKamu, 3a3Ha4eHMn y
nepiogMyYHOCTI NoAaHHSA perynsipHuX 3BiTiB 3
6e3neku.

HavyanbHUK Bigginy 3 nutaHb papmaneBTUYHOI
AianbHocCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IACKOBCbKUA




Jopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu

21.11.2019 Ne 2319

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

Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
1. A3UTPOMIL, NMOPOLLIOK MAT YkpaiHa MAT "Ximchapm3aBop, YkpaiHa MepepeecTpauis Ha Heo6MeXeHWiA 3a He UA/9068/02/01
NH-KP rpaHy/IboBaHuin ans "Ximthapm3sa "UepBoHa 3ipka" TEPMIH. peuyenmom niosnsieae

OopasibHOI cycneHaii BO[, 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta

200 wmr/5 mn no 25,4 "YepBoHa thapmakoHarnsgy. 3miHa y KopoTkili

ry 6aHuj; no 1 6aHui 3ipka" XapaKTepucTuLli nikapcbkoro 3acoby,

pasom 3
KanibpoBaHUM
LUNPWLOM ANS
[03yBaHHA Ta
MiPHOIO JTOXXEYKOIO B
nauui

TEKCTi MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnApeecTpaviiinii nepiog, abo sk
pe3ynbTaT OLUiHKV 3BITy 3 AOC/iKEHD,
npoBefeHnX BifnoBigHO A0 naHy
negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHWM OpraHoM) - 3MiHu
BHeCeHi 10 IHCTPYKLIiT y po3ainu:
"MpoTnnoka3aHHs", "OcobmBOCTi
3acTocyBaHHA" BifnoBigHO A0
OHOB/IEHOT iHGhopMaLi Woao 6e3nekn
Ail040T PEYHOBUHN.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTKili
XapaKTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HNX
niKkapcbkunx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiH1 Ha pechepeHTHUIA npenapar
(3miHa He MoTpebye HafaHHs XOOHUX
HOBUX A0AaTKOBUX AaHuX) - 3MiHU
BHECEHI [0 IHCTPYKLii y po3ain
"MokazaHHa" Ta po3ginu:
"GapmakoTepanesTuyHa rpyna”,
"dapmMakonorivyHi BnactueocTi”,
"MpoTmnokasaHHsa", "B3aemogis 3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

HLUIMMK NiKapCbKMKM 3acobamm Ta iHLWi
BUAM B3aemogiit", "OcobnmBocCTi
3acTocyBaHHA" (Y T. Y. "3acTocyBaHHs y
nepiog, BaritTHocTi abo rogyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTU Ha
LWIBMAKICTb peakLii Npy KepyBaHHI
aBTOTPaHCNOPTOM abo iHWMMHK
MexaHismamu"), "Cnoci6 3acTocyBaHHs
Ta posun", "MepenosysaHHs", "T06IYHI
peakuii” BigNoBigHO A0 iHhopmav,i
pethepeHTHOr o /ikapcbKoro 3acoby
CYMAME/® ®OPTE (NopoLok s
opasibHOT cycneHsii 200 mr/5 mn).

MepiognyHiCTb NOAaHHA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANoOBigHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3oM MiHicTepcTBa OXOpPOHM
3[0poB’A YKpaiHn Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii  YkpaiHn 19
rpygaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa
0XOPOHU 3[10pOB’A YKpaiHu Bif 26
BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTpOKamu, 3a3HavYeHnMmn y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITIB 3 6e3MneKku.

AKTEMPA®

PO3YUNH NS iH'EKLNA,
162 mr/0,9 mn; 4
nonepeaHLo
HanoBHEHWX
wnpuua (KoxeH
o6'emom 1 mn) y
KapTOHHI KOpoo6Li

®.XothpmaH
H-N1a Poww
nra

LLisefuapis

Brpo6HMLTBO
Hepo3dacoBaHol
npoAykuii, nepBrHHe
nakyBaHHs,
BUMPOOYBaHHA Ha
CTEPUSIBbHICTL Ta
6akTepiasnibHi
€HL0TOKCUHN:
BeTTep dapma-
depturyHr r'meX i Ko Kr,
HimeyumnHa;
BunpobyBaHHA Ha
CTEPUSIBHICTb Ta
6akTepiasibHi
€HI0TOKCUHMN:
BeTTep ®apma-
PepTuryHr Mv6X i Ko KT,
HimeuumnHa,;
BeTTep Papma-

HimeuuunHa/
LLiBefiuapis

MepepeecTpauis Ha 5 pokis

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn
BiANoBigHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/13909/02/01
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Homep

n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayjiliHo2o

nocsBi04YeHHs

3acoby

ynakoska)

HimeuumnHa,;
BunpobyBsaHHs
KOHTPO/II0 AKOCTI (Kpim
BUMPOOYBaHHA Ha
CTEPUSIBHICTb Ta
GakTepiasibHi

€HAO0TOKCUHN):
Pow ®apma Arl,
HimeyumnHa;
BTOpWHHE nakyBaHHs,
BUNPOBYBaHHSA
KOHTPO/II0 AKOCTI (Kpim
BUMPOOYBaHHA Ha
CTEPUSIBHICTb Ta
GakTepiasibHi
€HA0TOKCUHM), BUMYCK
cepii:
®.XodpcpmaHH-/15 PoLu
NTp, WBeiiuapis

PepTuryHr M'M6X i Ko Kr,

nionsieae

UA/1587/01/01

AMBPOKCON

cupon, 15 mr/5 mn,
no 100 mny
dhnakoHi abo 6aHLUj;
no 1 conakoHy a6o 1
6aHLi 3 TOXKOI
MipHOI B nauui 3
KapToHY

TOB
"TepHodhap
iy

Ykpaina

TOB "TepHodchapm"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHNIA
TEepMiH.
3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiHnii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHD,
npoBefeHNX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimxkersb (PIP) (3MmiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpraHom) -3MiHu
BHECEHO [0 IHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS Nikapcbkoro 3acoby A0
po3gainis: "MpoTunokasaHHs",
"Oco61BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaar” (YTOUHEHHS),
"Mo6iyHI peakui™ BigNoBigHO A0
OHOB/IEHOI iHhopMaLii 3 6e3nekn gitouoi
Ta JOMNOMDKHUX PEYOBUH NiKapCbKOro
3acoby.

6e3
peyenma
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naketom; no 10 ry
naketax

MepiognyHICTb NOAAHHSA PerynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BifNOBigHO [0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU
300poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B

Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIgHO 0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
4, AHTPANb® NOPOLLOK AT Ykpaina AT "dapmak" YkpaiHa nepepeecTpaisi Ha HeobMeXeHuin - He UA/2958/01/01
(cybcTaHuis) y "®apmak” TEepPMiH nionsizae
nakeTax noABiiHNX
nonieTuIeHoBmX
ans
chapmaLeBTUYHOro
3aCTOCYBaHHS
5. ATOKCIN nopowok no 10,0 ry TOB Ykpaina TOB "Opicin-®apm" YkpaiHa MepepeecTpauis Ha HeoGMeXeHWIA 6e3 niossieae UA/2616/01/01
dnakoHi; no 1 "Opicin- TEPMiH. peyenma
h1akoHy B nadi, no Papm”
2 1y nakeri-calue; MepiognyHICTb NOJAHHA PerynspHo
no 20 nakertiB-calle OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
B nauui BiANoBigHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepikeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
6. BEPE30BI 6pyHbKM, N0 50 Ty MpAT YkpaiHa MpAT "“NliktpaBn" YKpaina [MepepeecTpauis Ha HEOOMEXEHNIA 6e3 nidssieae UA/3468/01/01
BPYHbKWU naykax 3 BHYTPILUHIM "NikTpasun" TEePMiH. peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

BETA/IOK

PO3YUH ANS1 iH'EKLNA,
1wmr/mn;no5mvnB

amnyni; no 5 amnyn
Y KapTOHHIli kopobLi

AcTpa3eHek
a Ab

Lseuis

CeHekxci

dpaHuis

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH.
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW AaHWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNiHIYHUMW JaHMK Ta JaHuMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKL|i 415 MEAMYHOT0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu
"MokasaHHs" (YTOYHEHHS iHhopMaLiT),
"MpoTrnokasaHHsA", "B3aemogis 3
iHLUIMMK NiKapCbKMKM 3acobamMm Ta iHLWi
BUAM B3aemogiii", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
BariTHocTi abo rogyBaHHs rpyaat”
(yTouHeHHs iHchopmal,i), "Cnocib
3acTOoCyBaHHSA Ta 403U" (YTOUHEHHS
iHcpopmawii), "MepenosysaHHs", “MNoGiYHI
peaxuii”" BignoBigHO 00 MaTepianis
peecTpauinHoro 4ochE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn
BiANoBigHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
niossieae

UA/2769/01/01

BICAKOAUN

cynosuTopii
pekTanbHi no 0,01 r
no 5 cynosuTopiis y

NAT
"MoHdapm"

YKpaiHa

MAT "MoHchapm”

YkpaiHa

MepepeecTpauis Ha HeO6MeXeHWIA
TEPMIH

6e3
peyenma

nionsieae

UA/3236/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

CTpuni; Mo 2 cTpunu
B MauLli 3 KAPTOHY

3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIIKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHom) - 3MiHu
BHECEHO A0 IHCTPYKUIiT A58 MeaN4HOro
3aCTOCYyBaHHS NlikapcbKoro 3acoby Ao
po3ginis:"B3aemogis 3 iHWMMK
nikapcbkMmM 3acobamu Ta iHWi B1uam
B3aemogiit”, "OcobmBocCTi
3acTocyBaHHs","MobiuHi peakwi"
BiANOBIAHO [0 OHOBMEHOI iIHChopMaL,i 3
6e3nekn 3acTocyBaHHA Ajto4oi Ta
[0MNOMDKHOT PEYOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHYU
300poB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

BILUKNON

Tabnetku no 25 mr;
no 9 Tabnetok y
6nictepi; no 2
6nictepy B nauuj

BelimKiHr
HOHiOH
dapmacbHoTi
Kan dekTopi

Kutaii

BelimkiHr KOHioH

dapmacbioTikan dekTopi

Kutaii

MepepeecTpauis Ha HeOOMeXeHWIA
TEePMiH.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHn
[0 y3aranbHeHUX JaHvX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnX npo cucremy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0co6w, BignoBiga/IbHOI 3a 34iMCHEHHS

3a
peyenmom

He
nionsieae

UA/1736/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
chapmakoHarnsy; KOHTaKkTHoi ocobm 3
chapmakoHarnagy 3asBHuKa Anis

MepiogMyHiCTb NOAAHHS pPerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iCHEHHS

L1010 HOMepa Ta MiCLA 3HAXO[KEHHS

thapmakoHarnsigy Ta afApecu 3iCHeHHs

hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBVMW JaHUMU 3 AKOCTI, AOKNIHIYHUMN,
KNiHIYHUMW JaHMK Ta JaHuMm 3
thapmMakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIiT A4NA MEeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
«®apMakosorivyHi BNacTMBOCTI»
(yTouHeHHs iHdpopmalii), «B3aemogis 3
HLUIMMK NiKapCbKMKM 3acobamMm Ta iHLWi
BMAW B3aEMOZji» BiANOBIAHO A0
marepianiB peecTpauiiiHoro foche.

3AiicCHeHHA hapMakoHarnsgy B YkpaiHi,
SIKLLO BOHA BigMiHHA Bif, yNTOBHOBaXXEHOT
ocobu, BiAnoBifasIbHOI 3a 3AiACHEHHS
hapmakoHarnagy (Bkiovaioum
KOHTaKTHi fjaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YMOBHOB&XeEHOI 0c06y, BiANOBIAA/IbHOI
3a (papmakoHarnag,. [itova pegakuis -
LWmronesa MapiaHHa BikTopiBHa,
MponoHoBaHa pegakuis - Chen Wang.
3MiHa KOHTaKTHUX AaHUX YNOHOBAXEHOI
ocobu, BiAMNoBIAasIbHOI 3a
hapmakoHarnsg. 3MiHa KOHTaKTHOT
ocobu, BiAnoBifa/IbHOI 3a
thapmakoHarnsg: MNponoHoBaHa
pepakuis LLnronesa MapiHHa
BikTopiBHa. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0cobu, BiANoBifasIbHOI 3a
hapmakoHarnsg,. 3miHa iHdopmadii

macTep-gaiina cuctemu
OCHOBHOI ZisNbHOCTI 3

thapmakoHarnagy. 3MiHu LWoao
6e3nekn/edpeKTMBHOCTI Ta

chapmakoHarnsgy, 3aTBepAxeHoro
Haka3oMm MiHicTepcTBa 0OXOPOHU
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

300pOoB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

10.

BIPOTEK
IHTUM

pO34nH ANns
30BHILIHLOIO
3actocyBaHHs 0,02
%, no50ry
chnakoHi; no 1
dhnakoHy y nauuj

TOB
"BAJTAPTIH
OAPMA"

YKpaiHa

ToBapucTBO 3
obmexeHoto
BiANOBIAA/TIbHICTIO

"MynbTicnpei

YkpaiHa

MepepeecTpauis Ha HeOOMeXeHWIA
TEepMiH
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
focnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iIKEHb,
npoBeAeHnX BiANoBIAHO A0 NniaHy
negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO [0 IHCTPYKLi 415 MeanyHOro
3aCTOCYBaHHS JliKapcbKoro 3acoby Ao
po3ginis "MpoTunokasaHHA",
"Oco6nmBocTi 3acTocyBaHHA", "Mo6iuHi
peakuji” BiANOBIAHO 4O OHOBEHOI
iHbopmaLii 3 6e3neku AitoHoi peHOBUHMN.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOTrO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
3040poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

6e3
peyenma

niossieae

UA/9773/01/01

11.

FENAPUH-

PO3YUH ANS iH'EKLN,

ToBapucTBO

Ykpaina

ToBapuCTBO 3

YkpaiHa

[MepepeecTpauis Ha HEOOMEXEHNI

3a

He

UA/10826/01/01




20

n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

HOBO®APM

5000 MO/mn; no 2
M/, 4 M1 abo 5 mny
dnakoHi; no 5
h1aKoHIB Y
KOHTYPpHili
YapyHKOBIli
ynakosui; no 1
KOHTYPpHili
YapyHKOBII ynakoBLi
B NauLli 3 KApPTOHY

3
o6MmexeHoo
Bignosigaib
HicTIo chipma
"HoBodhapm-

BiocuHTes"

06MEXEHO

BignoBigasbHICTIO hipma
"HoBodhapm-biocnHTes"

TEPMiH.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnspeecTpadiiinii nepiog, abo sk
pe3ynbTaTt OUiHKV 3BITy 3 AOC/IKEHD,
npoBeAeHNX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YMOBHOB&XEHVM OpPraHoMm) - 3MiHu
BHECEHO A0 [HCTPYKUii Ans MeguyHoro
3acTocyBaHHSA fikapcbKoro 3acoby Ao
po3gainis: "MpoTunokasaHHs",
"Ocob6nmBocTi 3acTocyBaHHs", "diTn"
BIAANOBIAHO [0 OHOBMIEHOI iHChopMaLi 3
6e3nekn 3acTocyBaHHS fjtoyoi Ta
[OMOMIKHUX PEYOBUH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIAHO 0 MOpsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

peyerimom

niosisieae

12.

AANBOBET

ma3b no 15 r a6o 30
rmasiy Ty6i, no 1
Ty6i y KapTOHHiIl
Kopoo6Li

NEO dapma
AIC

[JaHis

JNIEO Na6opartopic
Nimiteq

IpnaHgis

MepepeecTpauis Ha HEOOMEXEHNIA
TepMiH. 3MiHu | TURY - 3MiHK WoA0
6e3nekn/ehekTBHOCTI Ta
hapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3araslbHeHUX JaHvx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT
ocobu, BiANoBifa/IbHOI 3a 34iACHEHHS
hapmakoHarnsgy; KOHTakTHOi ocobu 3

6e3
peyenma

nionsieae

UA/7276/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi04YeHHs

dhapmakoHarnsgy 3assHuka gns
3pificHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BiMiHHA Bif, yNOBHOBaXeHOT
0co6w, BignoBiga/bHOI 3a 34iCHEHHS]
hapmakoHarnagy (Bkitovaroum
KOHTaKTHI faHi) Ta/abo 3mMiHn y
pO3MilLEeHHI MacTep-ghaiina cnuctemm
thapmakoHarnagy) 3mMiHa KOHTakTHOT
0co6U 3asBHUKA B YKpaiHi Ans
34jiCHEeHHs hapmakoHarnagy: girova
pepakuis — Copokonetosa Anna,
nponoHoBaHa pefakuis - Haymosa
IpnHa OnekcaHgpiBHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6M.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIAHO 0 MOpsAAKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

13.

EHTEPO®YP
nmne

CYCMeH3sisi opaUibHa,
200 mr/5 mn o 90
M1y donakoHi; no 1
dnakoHy 3
n1acTUKoBOO
JI0XKKOI0-[103aTOPOM
Y KapTOHHIli kopoobLi

BocHanek
Aa.a.

BocHis i
epuerosmH
a

BocHanek g.4.

BocHist i
epuerosuH
a

nepepeecTpaisi Ha HeobMeXeHuin
TEepPMiH

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
PErynsipHUX 3BiTiB 3 6e3neku

3a
peyerimom

He
niossieae

UA/1991/02/01

14.

EPMYUWNH®

TBEpAi Kancynu no
300 mr no 10 kancyn

YAB "MPA"

JInToBCbka
Pecny6nika

Bupo6HULTBO
Hepo3sdglacoBaHoi

ITanis

MepepeecTpauis Ha 5 poki..
3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta

3a
peyenmom

He
nidssieae

UA/14088/01/01




Hasga

Popma sUMYCKY

3asBHUK

KpaiHa
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n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakoska)
y 6nicTepi; no 2 abo

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi04YeHHs

15.

KEHA3O0/1®

no 6 6nictepis y
KOpo6Li 3 KapTOHY

NpPOAYKLii, KOHTPO/b Ta
BUWMYCK Cepiii:
EAMOHA ®APMA
C.p.n,
ITanis;
[MepBWHHE Ta BTOPUHHE
nakyBaHHs:
NAMIM CAH
MPOCMEPO CNA,
ITanisa

thapmakoHarnagy. 3MiH1 y KOpOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMW JaHWMU 3 SKOCTI, AOK/TIHIYHUMMU,
KNIHIYHUMW A@aHMU Ta JaHumu 3
thapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIT ANS MEAUYHOrO 3aCTOCYBaHHS
niKkapcbKoro 3acoby o posainy
"MokasaHHA",
a TakoX [0 po3ginis "dapmakosnorivHi
BnactusocTi", "lMpoTunokasaHHA",
"B3aemogis 3 iHWVMU fikapCbKnMn
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BariTHOCTi abo
rogysaHHsa rpyaato”, "flepenosysaHHsa",
"Mo6iuHi peakuii" BiANOBIAHO A0
marepianis peecTpauiiiHoro JOCbeE.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

wamnyHb, 20 mr/lr,
no 100 mny
dhnakoHi; no 1
dhnakoHy B
KapTOHHI KOpoo6Li

Papma
IHTepHeLweH
an Komnawi

Voppakis

dPapma IHTepHelleHan
KomnaHi

Voppakis

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCcyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIMKEHD,

npoBefieHNX BigNoBIAHO 40 NaaHy

6e3
peyenma

nionsieae

UA/8755/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHUM OpraHom) -3MiHu
BHECEHO [0 IHCTPYKLiT 41158 MEeANYHOro
3aCTOCYBaHHSA NlikapcbKoro 3acoby Ao
po3sginis "MpoTunokasaHHs", "3aaTHicTb
BMN/IMBATW Ha LWBWAKICTb peakuii npw
KepyBaHHi aBTOTPaHCNOPTOM abo
iHWMMK MeXaHi3mamu”, "Crocio
3acToCcyBaHHA Ta [031" (YTOYHEHHS
iHbopmawii), "MepenosyBaHHs", "MoGIYHI
peakuii" BiANOBIAHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekmn Ajtoyoi pevyoBUHM.

MepiognyHiCTb NOAaHHA perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3nekn
BiANoOBigHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
30,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 3[40POB’S
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
PErynsipHuX 3BiTiB 3 6e3neku

16.

KETOHAI®

cynosuTopii no 100
Mr, Mo 6
Cyno3uTopiiB y
cTpuni; No 2 cTpunn
B KApPTOHHIli Kopobu,i

CaHpos
dapmachbHoTi
Kans g.4.

CnoseHisa

KOHTPO/b/BUNPOGYBAHHSA
cepii, BUNYCK cepii:
Nek ®apmaueBTnyHa
KoMnaHisa g.4.,
CnoBeHis;
BMPO6HULTBO in bulk,
naxkyBaHHs:
CaHpo3 lnak CaHalii Be
TikapeT A.C.,
TypeyuunHa;
KOHTPO/1b/BMNPOGYBaHHS
cepii:

C.K. CaHpgo3 C.P.J1.,
PymyHis

CnoseHis/
TypeuunHa/
PymyHis

MepepeecTpaLis Ha HeOOMEXEHWIA
TepMiH. 3MiHu |l Tuny - 3MiHN Wopao
6e3nekn/edpeKTNBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW AaHWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNiHIYHUMW JaHMK Ta JaHMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIiT A4NA MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"MpoTunokasaHHsa", "B3aemopis 3
IHLWIXMK NikapcbknMmn 3acobamu abo iHLi
BUaAn B3aemogiin”, "OcobmBocTi
3acToCcyBaHHSA", "3acTocyBaHHA Yy nepios,
BariTHOCTi abo rogyBaHHs rpyaato”,
"Cnoci6 3acTocyBaHHs Ta fo3un",
"Mo6iyHI peakui™ BignNoBigHO [0
mMartepianis peecTpauiiiHoro Aochbe.

3a
peyenmom

He
nionsieae

UA/8325/06/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
17. KOH®YHAYC | Tabnetku, BKpUTI OpioH DiHNAHAA OpioH KopriopeiiLuH, PiHnaHgia/ MepepeecTpauis Ha HeOOMeXeHWIA - He UA/17293/01/01
® TPIO 060/10HKO10, Mo 150 KopnopeiiL PiHNAHAIS; Yecbka TEePMiH. niosnsieae
Mr/37,5 mr/200 mr in H AnbTepHaTUBHWI Pecny6nika
bulk: no 100 BMPOBHUK, WO 34iACHIOE MepiognyHicTb NOAaHHA perynsipHo
Tabnetok y dhnakoHi, nepBuHHE Ta BTOPVHHE OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
no 60 chnakoHis B nakyBaHHs: BiANOBIAHO A0 Mopsaky 34iNCHEHHS
KapTOHHIl OpioH KopropeiiLuH, hapmakoHarnsgy, 3aTBepiXeHoro
TpaHCMOpPTHIl PiHNAHAIS; Haka3zom MiHicTepcTBa OXOPOHU
ynakoBLi AnbTepHaTUBHUI 300poB’A YKpaiuu Big 27 rpyaHa 2006
BMPOBHUK, L0 34iACHIOE poky Ne 898, 3apeecTpoBaHuii B
KOHTPO/Ib SIKOCTI: MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
KBiHTa - AHaniTika c.p.o., 2016 poky 3a Ne 1649/29779 (y pegakuii
Yecbka Pecnybnika Hakasy MiHicTepcTBa OXOPOHM 340POB’s
Ykpainu Big 26 BepecHsi 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
18. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopriopeiiLuH, PiHnaHgia/ MepepeecTpauis Ha HeobMeXeHWiA 3a He UA/17292/01/01
® TPIO 060/10HKOI0, No 50 Kopnopeiiw PiHNAHAIA,; Yecbka TEePMiH. peyenmom niossieae
Mr/12,5 mr/200 wmr; in H AnbTepHaTUBHUIA Pecny6nika

bulk: no 100
TabneTokK y d1akoHi,
no 60 chnakoHiB B
KapTOHHIi
TpaHCMOopTHIl
ynakoBLj

BMPOOHUK, L0 34iACHIOE
nepBUHHE Ta BTOPVHHE
nakyBaHHsI:

OpioH KopriopeiiLuH,
DiHNAHAIS;
AnbTepHaTUBHUIA
BMPOOHUK, L0 34iACHIOE
KOHTPO/Tb AKOCTI:
KsiHTa - AHaniTika c.p.o.,
Yecbka Pecny6nika

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NogaHHsA
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
perynsipHmx 3BiTiB 3 6e3neku.
19. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLuH, PiHnaHpis/ MepepeecTpaLis Ha HeOOMEXEHWIA - He UA/17290/01/01
® TPIO 060/10HKOH0, o 200 Kopnopeiiw DiHNAHAIS; Yecbka TEePMiH. nionsieae
Mr/50 mr/200 wmr; in H AnbTepHaTUBHUIA Pecny6nika
bulk: no 100 BMPOBHUK, L0 34ilACHI0E MepiognyHICTb NOAAHHA perynspHo
Tabnetok y oNakoHi, NepBUHHE Ta BTOPUHHE OHOBJIHOBAHOrO 3BiTYy 3 6e3neKkn
no 60 chnakoHiB B nakyBaHHs: BiANoBigHO A0 MopsAaky 34iACHEHHS
KapTOHHIi OpioH KopnopeiLuH, chapmakoHarnsgy, 3aTBepAXeHoro
TPaHCMOPTHIl PiHNaHaIs; Haka3om MiHicTepcTBa OXOPOHU
yrakoBLi AnbTepHaTUBHUIA 300poB’A Ykpaiuu Big 27 rpyaHs 2006
BMPOBHUK, L0 34ilACHI0E poky Ne 898, 3apeecTpoBaHuii B
KOHTPO/Ib SKOCTI: MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
KBiHTa - AHasiiTika c.p.o., 2016 poky 3a Ne 1649/29779 (y pegaxuii
Yecbka Pecny6nika Haka3y MiHicTepcTBa OXOPOHY 34,0P0B’SA
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
20. KOH®YHAYC | TabneTku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLuH, PiHnaHgia/ MepepeecTpauis Ha HeobMeXeHWIA 3a He UA/1919/01/03
® TPIO 060/10HKOH0, Mo 150 KopnopeiiL PiHNAHAIS; Yecbka TEePMiH. peuenmom niossieae
Mmr/37,5 mr/200 Mr no H AnbTepHaTUBHUI Pecny6nika/ 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta
30 a6o no 100 BMPOBHUK, L0 34iiACHIOE YkpaiHa thapmakoHarnsgy. 3miHa y KopoTkili

Tabnetok y hnakoHi;
no 1 donakoHy B
KapTOHHI KOpooLi

nepBuHHE Ta BTOPVHHE
naxkyBaHHs:
OpioH KopropeiiLuH,
PiHNAHAIS;
AnbTepHaTUBHUI
BMPOBHUK, L0 34iACHIOE
KOHTPO/b SKOCTI:
KBiHTa - AHaniTika c.p.o.,
Yecbka Pecny6bnika;
AnbTepHaTUBHUIA
BMPOOHUK, L0 34iACHIOE
BTOPWHHE MakKyBaHHS,
KOHTPO/b SKOCTI i
BWMNYCK cepiii (ans
nakyBaHHs Ne 100):
ToBapucTBO 3
06MEXEHOI0
BiZANOBIfANbLHICTIO
"KYCYM ®APM",
Ykpaina

XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKkoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 AOCNIIKEHD,
npoBeAeHNX BiANOBIAHO A0 NaHy
negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3miHu
BHECEHO [0 iHCTPYKLi 415 MeAnyHOro
3acToCyBaHHS Nikapcbkoro 3acoby y
po3ainu "Oco6/MBOCTI 3aCTOCYBaHHSA"
Ta "MobiuHi peakuji" BignoBigHO A0
OHOBJIEHOI iHhopMaLii 3 6e3neku Ailunx
Ta AOMOMIKHNX PEYOBUH.

MepiognyHIiCTL NOAAHHA PerynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
BiANoBiAHO A0 Mopsaky 34iNCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340poB’sA Ykpainu Big 27 rpyaHs 2006




26

Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
21. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopriopeiiLuH, PiHnaHgia/ MepepeecTpauis Ha HeobMeXeHui 3a He UA/1919/01/04
® TPIO 060s10HKOI0, Mo 200 Kopnopeiiw DiHNaHAaIS; Yecbka TEPMiH. peyenmom nionsizae
Mr/50 mr/200 mr; no H AnbTepHaTUBHUIA Pecny6nika/ 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta
30 a6o no 100 BMPOOHUK, L0 34iACHIOE YkpaiHa thapmakoHarnsgy. 3miHa y KopoTkili
TabneTokK y d1akoHi; nepBrHHE Ta BTOPVHHE XapaKTepucTuLi fikapcbKoro 3acoby,
no 1 dpnakoHy B nakyBaHHs: TEKCTi MapKyBaHHS Ta iHCTPYKUIT ANns
KapTOHHI KOpoo6Li OpioH KopriopeiiLuH, MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
DiHNaHAaIS; perynsipHO OHOBJ/TOBAHOTO 3BITY 3
AnbTepHaTUBHUIA 6e3nekun nikapcbkoro 3acoby, abo
BMPOOHUK, LLLO 34iACHIOE LocnigpkeHb 3 6e3neky 3acTocyBaHHS
KOHTPO/Ib SIKOCTI: nikapcbkoro 3acoby B
KsiHTa - AHaniTika c.p.o., nicnsipeecTpadiiinii nepiog, abo sk
Yecbka Pecny6bnika; pe3ynbTaTt OLUiHKV 3BITy 3 AOC/IIKEHD,
AnbTepHaTUBHUIA npoBefeHnX Bi4NOBIAHO A0 NNaHy
BMPOBHUK, L0 34ilACHI0E negiatpuyHux gocnimxkerb (PIP) (3MiHy
BTOPWHHE MaKyBaHHS, Y3rOKEHO 3 KOMMETEHTHUM
KOHTPO/b AKOCTI i YMOBHOB&XEHVM OpraHoMm) - 3MiHu
BUMNYCK cepiii (ans BHECEHO [0 IHCTPYKLUIT A8 MeANYHOro
nakyBaHHsi Ne 100): 3acTOCyBaHHS MikapCbKoro 3acoby y
ToBapucTBo 3 po3ainu "OcobnmBocTi 3acTocyBaHHA"
06MEXEHO Ta "Mob6iyHi peakwii" BianoBigHO A0
BiANOBIAA/TIbHICTIO OHOB/IEHOI IHhopMaLiii 3 6e3neku Ailunx
"KYCYM ®APM", Ta JOMOMDKHUX PEYOBVH.
YKpaiHa
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
22. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopropeiiLuH, diHnaHpia/ MepepeecTpaLis Ha HeOOMEXEHWIA 3a He UA/1919/01/01
® TPIO 060/10HKO10, Mo 50 Kopnopeiiw QiHnAHAIS; Yecbka TEPMiH. peyenmom nidssieae
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
mr/12,5 mr/200 wr; H AnbTepHaTUBHUIA Pecny6nika/ 3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
no 30 a6o no 100 BMPOGHUK, L0 34iiACHI0E YkpaiHa thapmakoHarnsgy. 3miHa y KopoTkili
TabneTok y hNakoHi; NnepBUHHE Ta BTOPUHHE XapakTepucTuLi nikapcbKoro 3acoby,
no 1 conakoHy B nakyBaHHs: TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
KapTOHHI KopooLi OpioH KopriopeiiLuH, MeAMUYHOro 3acToCyBaHHA Ha niacrasi
DiHNAHAIS; perynsipHoO OHOB/IHOBAHOIO 3BITY 3
AnbTepHaTUBHUIA 6e3nekn nikapcbkoro 3acoby, abo
BUPOGHMUK, LLLO 34iliCHIOE JocnifxeHb 3 6e3nekn 3acToCyBaHHs
KOHTPO/Ib SIKOCTI: nNiKkapcbKoro 3acoby B
KBiHTa - AHasiiTika c.p.o., nicnspeecTpauiiinii nepiog, abo sk
Yecbka Pecny6nika; pe3ynbTaT OLiHK/ 3BITY 3 AOCAIIKEHD,
AnbTepHaTUBHUIA npoBefeHnX Bi4NOBIAHO 40 NnaHy
BMPOBHUK, L0 34iACHIOE negiatpuyHux gocnigpkers (PIP) (3miHy
BTOPWHHE MakKyBaHHS, Y3rO[XKEHO 3 KOMMETEHTHUM
KOHTPOb AKOCTI i YMNOBHOB&XEHUM OpraHom) -3MiHu
BWMNYCK cepiii (ans BHECEHO [0 iHCTPYKLii 415 MeanyHOro
nakyBaHHs Ne 100): 3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
ToBapucTBo 3 po3ainu "Oco6MBOCTI 3aCTOCYBaHHSA"
06MEXEHO Ta "MobiyHi peakwyii" BignoBigHO A0
BiANoBigasIbHICTIO OHOBJIEHOI iHGhopMaLLii 3 6e3nekn Aiunx
"KYCYM ®APM", Ta JOMNOMDKHUX PEYOBYH.
YkpaiHa
MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
23. KOH®YHAYC | Tabnetku, BKpUTI OpioH DiHNAHAA OpioH KopriopeiiLuH, PiHnaHgia/ MepepeecTpauis Ha HeoOMeXeHWIA - He UA/17291/01/01
® TPIO 060/10HKOH0, Mo 100 KopnopeiiL PiHNAHAIS; Yecbka TEPMiH. niosnsieae
Mr/25 mr/200 wmr in H AnbTepHaTUBHWI Pecny6nika

bulk: no 100
Tabnetok y dhnakoHi,
no 60 chnakoHiB B
KapTOHHIl
TpaHCMOpPTHIl
ynakoBLi

BMPOBHUK, L0 34iACHIOE
NepBUHHE Ta BTOPUHHE
nakyBaHHs:

OpioH KopriopeiiLuH,
PiHNAHAIS;
AnbTepHaTUBHUI
BMPOBHUK, L0 34iACHIOE
KOHTPOJIb SIKOCTI:
KBiHTa - AHaniTika c.p.o.,

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
Yecbka Pecnybnika Haka3y MiHicTepcTBa OXOPOHW 340POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
24. KOH®YHAYC | Tabnetku, BKpUTI OpioH PiHNAHAIA OpioH KopriopeiiLuH, PiHnaHgia/ MepepeecTpauis Ha HeobMeXeHui 3a He UA/1919/01/02
® TPIO 060/10HKOI0, Mo 100 Kopnopeiiw DiHNaHAaIS; Yecbka TEepMiH. peyenmom nionsizae
Mr/25 mr/200 mr no H AnbTepHaTUBHUIA Pecny6nika/ 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
30 a6o no 100 BMPOOHUK, L0 34i/ACHIOE YkpaiHa thapmakoHarnsgy. 3miHa y KopoTkili
TabneToK y d)/1akoHi; nepBrHHE Ta BTOPVHHE XapaKTepucTuLi fikapcbKoro 3acoby,
no 1 pnakoHy B nakyBaHHs: TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
KapTOHHI KOpoo6Li OpioH KopriopeiiLuH, MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
DiHNaHAaIS; perynsipHoO OHOB/TOBAHOTO 3BITY 3
AnbTepHaTUBHUIA 6e3nekun nikapcbkoro 3acoby, abo
BMPOOHUK, LLLO 34iCHIOE LocnigpkeHb 3 6e3neky 3acTocyBaHHS
KOHTPO/Ib SIKOCTI: nikapcbkoro 3acoby B
KsiHTa - AHaniTika c.p.o., nicnsipeecTpadiiinii nepiog, abo sk
Yecbka Pecny6bnika; pe3ynbTaTt OUiHKV 3BITy 3 AOC/iIKEHD,
AnbTepHaTUBHUIA npoBefeHnX Bi4NOBIAHO A0 NNaHy
BMPOBHUK, L0 34ilACHI0E negiatpuyHux gocnimxkersb (PIP) (3MiHy
BTOPWHHE MaKyBaHHS, Y3rO)KEHO 3 KOMMETEHTHUM
KOHTPO/b AKOCTI i YMOBHOB&XEHVM OpraHoMm) - 3MiHu
BUMNYCK cepiii (ans BHECEHO [0 IHCTPYKLUIT A8 MeANYHOro
nakyBaHHsi Ne 100): 3acTOCyBaHHS MikapCbKoro 3acoby y
ToBapucTBo 3 po3gainu "OcobnmBocCTi 3acTocyBaHHA"
06MEXEHO Ta "Mob6iyHi peakwii" BianoBigHO A0
BiANOBIAA/TIbHICTIO OHOB/IEHOI IHhopMaLiii 3 6e3neku Ailunx
"KYCYM ®APM", Ta JOMOMDKHUX PEYOBVH.
YKpaiHa
MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.

25. NA3O0/IBAH® | cupon, 30 mr/5 mn, TOB Ykpaina Lensdhapm Peiimc, PpaHuis/ MepepeecTpavis Ha HeOBMEXEHWIA 6e3 nionsieae UA/13771/01/01
3 no 100 a6o no 200 «CaHodi- ®paHuis; Icnanis TEepMiH. peyenma
MONYHUYHO | mny chnakoHi; no 1 ABeHTIC BepiHrep IHrenbxaim MepiognyHICTb NOJAHHA PerynspHo
- dnakoHy B YkpaiHa» EcnaHa, CA, IcnaHis OHOB/IHOBAHOTO 3BITY 3 6e3neku
BEPLUKOBU KOMM/IEKTI 3 BiANoBigHO A0 Mopsaky 34iNCHEHHS
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
M CMAKOM NNacTUKOBUM hapmakoHarnsgy, 3aTBepIXeHoro
MipHVM KOBNAYKoM Y Haka3oM MiHicTepcTBa OXOPOHU
KapTOHHI Kopoo6Li 34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
26. | NTAMIKOH® Tabnetkn no 0,25, MAT YkpaiHa MAT "dapmak” YkpaiHa MepepeecTpauis Ha HeobMexXeHui 3a He UA/2714/01/01
no 7 TabneTtok y "®apmak” TepMiH. 3MiHu | TURY - 3MiHK WoA0 peyenmom nionsizae

6nictepi; no 2
6nicTepy B nayuj

6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkii
XapaKTepucTuLli fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[MYHOro 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMX/6ionoai6HMX
nNiKapcbkunx 3acobiB Nicns BHECEHHSA Tiel
camoi 3MiHM Ha peddepeHTHUIA Npenapar
(3MiHa He nNoTpebye HafaHHS XOAHMX
HOBUX A0AaTKOBUX AaHuX) 3MiHU
BHECEHI A0 iHCTPYKLii Ana MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby B
po3ainu: "®apmakonoriyHi BnacTuBocTi”,
"MpoTrnokasaHHs", "B3aemogis 3
HLUIMMKN NiKapCbKMKM 3acobamMm Ta iHLWi
BUAM B3aemogiii”, "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
BariTHoCTi abo rogyBaHHs rpyaa”,
"3paTHICTb BNMBATK Ha LWBUAKICTb
peakuii npy KepyBaHHi
aBTOTPaHCMNOPTOM abo iHWMMHK
MexaHismamu", "Cnocib 3acTocyBaHHS
Ta gosun", "MobiuHi peakuyii" BigNoBigHO
[0 iHdopmauji Woao MeguyHoro
3acTOCyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (JTAMI3NN®,
Tabnetku, 250 mr).

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
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KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

peecmpayjiliHo2o

Homep

n/n

Hassa
JliKapcbKo20

(nikapcbka ¢hopma,

Popma sUMYCKY

3asBHUK

3asiBHUKa

KpaiHa

Bupo6HuK

BUPOGHUKa

MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs

nocsBi04YeHHs

3acoby

ynakoska)

TOB "Actpachapm"

YkpaiHa

2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s

3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA

Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,

perynsipHmx 3BiTiB 3 6e3neku.
MepepeecTpaLis Ha HeOOMEXEHWIA

peyenma

6e3

nionsieae

UA/2610/01/01

27.

NOPATAAVH

Tabnetkn no 10 mr;
no 10 TabneTtok y

6nicTepi; no 1 abo
10 6nicTepis B
Kopoo6Li

"AcTpadhapm

TOB

YKpaiHa

HimeuunHa

TepMiH. 3MiHu | TURY - 3MiHN WoA0
6e3nekn/edpeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCcyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOIO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIMKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
negjiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu
BHECEHO [0 iHCTPYKLiT 4115 MeANYHOro
3aCTOCYyBaHHS iKapcbKkoro 3acoby Ao
po3ginis "3acTocyBaHHA Y nepiog,
BariTHocTi abo rogyBaHHs rpyaato”
(yTouHeHHs iHchopmadi) Ta "Mo6iuHi
peakuji" BiANOBIAHO A0 OHOBMNEHOI
iHhopmauii 3 6e3nekn Ajt4oi pevyoBUHN.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
MepepeecTpaLis Ha HeOOMEXEHWIA

6e3

peyenma

nionsieae

UA/2333/01/01

MA3b AP.

masb; no 20r, 50 r

TAWCCA 3

a60 100 r y 6aHL;

[Op. Taiicc

Himeyunna

HartypsapeH

[Op. Taiicc HatypBapeH
"vM6X (#03BiN Ha BUMYCK

TEPMiH
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi04YeHHs

XXNBOKOCTO
M

no 1 6aHui B
KapTOHHI KopooLi

m6X

cepii; BAPOGHMLTBO
Hepo3gacoBaHo!
NpoAyKLii, NepBnHHe Ta
BTOPWHHE MaKyBaHHS)

3MmiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBVMW JaHUMU 3 AKOCTI, AOKNIHIYHUMN,
KNiHIYHUMW JaHMK Ta JaHuMm 3
thapmMakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUiT AN MEeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3giny
"Moka3aHHA" (YTOYHEHHS), a TakoX 40
po3ginis "lMpoTunokasaHHNA",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (YTo4HeHHs
iHdhopmauii 3 6e3nekn), "Cnocié
3aCTOCyBaHHA Ta A03n" (YTOUHEHHS),
"Mo6iuHi peakuii" BiANOBIAHO A0
OHOBJIEHOI iHhopMaUii 3 6e3nekn
3aCTOCyBaHHSA Nikapcbkoro 3acoby,
3a3HayeHol B MaTepianax
peecTpauiiHoro AocChbeE.

MepiognyHiCTb NOAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANoOBIAHO A0 Mopsaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

29.

MATEPUHKN
TPABA

Tpasa no 50 r abo
75 ry naykax 3
BHYTPILLHIM
naketom; no 1,5ry
inbTP-nakeTi; No
20 ¢hinbTp-nakeTiB y
nauui abo y nayui 3
BHYTPILLHIM NakeTom

MpAT
"NikTpasn"

YKpaiHa

MpAT "Niktpasn"

YkpaiHa

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn
BiANoBigHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainun 19 rpyaHs

6e3
peyenma

nionsieae

UA/3538/01/01
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n/n

Hassa
JliKapcbKo20

(nikapcbka ¢hopma,

Popma sUMYCKY

ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3acoby

2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

UA/0237/01/01

30.

MIPAMIOE3®

PO3YUH HALLKIPHWIA,
cnupTosuii, 0,1%,
no 100 mny
dhnakoHi; no 1
dhnakoHy B
KapTOHHIN nayui

KHBMI
"ICHA"

YKpaiHa

TOB "Bupo6Huye
06" eaHaHHs "TeTepis",
YkpaiHa,;

TOB "TepHodhapm",
YKpaiHa

YkpaiHa

MepepeecTpauis Ha HeOOMeXeHWIA
TEPMiH.
3MiHM Woao0 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiANoBIAHO A0 NiaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO 10 IHCTPYKUIiT 4518 MeANYHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3ainis: "OCO6MMBOCTI 3aCTOCYBaHHA",
"Cnocib 3acTocyBaHHA Ta fo3un"
BiANOBIAHO [0 OHOBMEHOI iHCbopMaL,i 3
6e3nekn 3acTocyBaHHA Ajito4ol
PEYOBUHM.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn
BiANoBigHO A0 MopsAaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTAHOBUTb

6e3
peyenma

niossieae

31.

HIMECYNIA-
DITOPAPM

Tabnetkun no 100 mr
no 12 tabneTtok y
6nictepi; no 1
6nictepy y nauui

MPAT
"®ITOPAPM

YKpaiHa

MPAT "®ITO®PAPM"

YkpaiHa

MepepeecTpavis Ha HeOBMEXEHWIA
TEepMiH.
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili

XapakTepucTuLi Nikapcbkoro 3acoby,

3a
peyenmom

He
niossieae

UA/2963/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIIKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
negiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YMNOBHOB&XEHUM OpraHom) -3MiHu
BHECEHO [0 IHCTPYKLIi y po3ainn
"MpoTunokasaHHs", "B3aemopgis 3
HLUIMMK NiKapCbKMKM 3acobamm Ta iHLWi
BuUan B3aemogijin”, "OcobmBocTi
3acToCyBaHHSA", "3acTocyBaHHA y nepio,
BariTHOCTi abo rogyBaHHsA rpyaat”,
"Cnoci6 3acTocyBaHHS Ta fo3u" (LWoao
6e3neku), "OiTn" (YyTOUHEHHS), "M06iYHI
peakuii" BiANOBIgHO A0 OHOBMEHOI
iHchopmawii 3 6e3nekmn fjtoyoi peyoBUHU.

MepiognyHiCTb NOAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANoOBIAHO A0 Mopsaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

32.

HOPAITPOMNI
H®
HOPAINET®
10 MI/1,5 Mn

PO3YUH ANS1 iH'EKLNA,
10 mr/1,5mn, no 1,5
My 6aratofo30Bii
LINpUL-pyYLi 3
BMOHTOBaHNM
Karpumkem; no 1
LINpUL-PYYLi Y
KOpo6Li 3 KapTOHY

A/T Hoso
Hopgaick

[OaHis

Bupo6HMK nikapcbKoro
3aco0y, nepBrHHE Ta
BTOPWHHE NakKyBaHHS:
A/T Hoso Hopgick,
[NaHis;
Bupo6HuK ans

BTOPWUHHOIO NakyBaHHA:

A/T Hoso Hopgick,
[aHis;
Bupo6HuK,
BiANOBiga/IbHMIA 3a

[aHis

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH.
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW AaHWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNiHIYHUMW JaHMK Ta JaHMK 3
hapmakoHarnsagy - 3MiHM BHECEHO [0
IHCTPYKUIiT ANS MEANYHOro 3aCTOCYBaHHS

3a
peyenmom

He
nionsieae

UA/0578/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BUMYCK Cepili KIHLEBOrO
NpoayKTY:
A/T Hoso Hopgick,
[Oanis

nikapcbKoro 3acoby A0 po3giny
"lMoka3aHHA",

a TakoxX A0 po3ginis "MpoTunokasaHHs",
"Cnoci6 3acTocyBaHHs Ta fo3n",
"B3aemogis 3 iHWKMMUW NiKapCbKUMMn
3acobamMu Ta iHLWi BUAW B3aeMogiii",
"Oco6nMBOCTI 3aCTOCyBaHHS",
"3acTocyBaHHs y nepiof BariTHOCTi a6o
roflyBaHHs rpyaat”, "Mo6iyHi peakuii”,
"[iTn" (pegakuiiHi npaskn), "34aTHICTb
BMN/IMBATW Ha LIBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCcnopTomM abo
iHLUIMMKW MexaHi3mamun'" BiAMNoBIAHO A0
marepianiB peecTpauiiiHoro focCbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIAHO 0 MOpsAAKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

33.

HO-X-LUA®

cynosuTopii
pekTasnbHi no 0,04,
in bulk: Ne 1000 (no
5 cynosuTtopiis y
6nictepi; no 200
6nicTepiB y ALLMKY)

MpuBatHe
akuioHepHe
TOBapUCTBO

"Jlekxim -

Xapkis"

Ykpaina

MpuBaTHe akujioHepHe
TOBapUCTBO "JIeKxim -
Xapkis"

YkpaiHa

MepepeecTpauis Ha HEOOMEXEHNIA
TEepPMiH

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.

He
niossieae

UA/13745/01/01

34.

HO-X-LWA®

cynosuTopii

pekTasibHi o 0,04 T,

MpuBartHe
akuioHepHe

YKpaiHa

MpuBaTHE akuioHepHe
TOBapMUCTBO "JIEKXiM -

YkpaiHa

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH

6e3
peyenma

nionsieae

UA/3611/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
no 5 cynosuTopiiB y TOBapUCTBO Xapkis"
6nictepi; no 2 "Jlekxim - MepiognyHICTb NOAAHHA perynspHo
6nictepn y nauui Xapkis" OHOBJIHOBAHOrO 3BiTYy 3 6e3neKku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
35. MAHTOMPA3 | nopoLuok How Na6c IHAisA How Na6c¢ Mert. NiTa,. IHAjs nepepeecTpawis Ha HeobmexeHni - He UA/14280/01/01
O HATPIO (cybeTaHuisn ) y MeT. N14. TEepMiH niosnsieae
CECKBIrigrP noABIAHMX
AT nonieTNeHoBUx
nakeTtax gns
hapmaLeBTUYHOIO
3aCTOCyBaHHSA
36. MEHTACA rpaHynun Peppinr Lseliuapis BignosiganbHuii 3a Lseliuapis/ MepepeecTpalis Ha HeobMeXeHW 3a He UA/4990/03/02
NPOJIOHroBaHoI Aji IHTepHeLHN BMPOGHMLITBO, NEPBUHHE HimeuunHa TEPMiH. peyenmom nionsi2ae
no 2rno 60 CeHTep CA Ta BTOPVHHE NakKyBaHHS, 3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
naxkeTuKiB 3 KOHTPO/Ib AKOCTI:

rpaHynamm y
KapTOHHIA KOpooLi

®eppiHr IHTepHeLwHn
CeHtep CA, LLBeliuapis;
BignosifansHuii 3a
BUWMYCK Cepii:
®eppiHr TM6X,
HimeuunHa

hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
Me[IMYHOro 3aCTOCYBaHHA Y 3B'A3KY i3
HOBUMW AaHWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNIHIYHAMW JaHUMK Ta JaHuMn 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKL|i 415 MeAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"®apmakonoriyHi BnactmsocTi"
(peparyBaHHs TEKCTY Ta YTOUHEHHS
iHcbopmawi), "OcobnmsocTi
3acTocyBaHHSA", "3acTocyBaHHA y nepiog,
BariTHocTi abo rogysBaHHs rpyaato”
(peparyBaHHsA TEKCTY Ta YTOUHEHHSA
iHchopmawii), "3aaTHiCTb BNAMBATK Ha
LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTPAHCNOPTOM abo iHWUMK
MexaHismamu" (pefaryBaHHsi TEKCTY Ta
YTOUHeHHs iHdopmauii), "Cnocié
3acTocyBaHHsA Ta [03u" (pegaryBaHHs
TEKCTYy Ta YTOUYHEHHS iHdhopMmaui),
"Mepego3yBaHHa", "Mo6ivHI peakuii "
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n/n

JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi04YeHHs

37.

BiANOBIAHO A0 MaTepianis
peecTpauiiiHoro Aocbe.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIgHO 0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Bif 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

MEHTACA

rpaHyun
NPOJIOHrOBaHoI Aji
no 1 rno 50, 100,
a6o 150 nakeTukis 3
rpaHynamv y
KapTOHHI KOpooLi

Peppinr
IHTEpHELLHN
CeHtep CA

LLisefuapis

BignosiganbHuii 3a
BUPOGHULITBO, NEPBUHHE
Ta BTOPVHHE NakyBaHHS,

KOHTPO/Ib SKOCTI:
®eppiHr IHTepHeLwH
CeHtep CA, LLBeliuapis;
BignosiganbHuii 3a
BUWMYCK Cepii:
®eppiHr MM6X,
HimeuunHa

Lseiuapis/
HimeuunHa

MepepeecTpauis Ha HEOOMEXEHNIA
TEPMiH.
3MiHV Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsagy. 3mMiHu y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBUMW A@HWMM 3 SIKOCTi, AOK/IHIYHUMM,
KNIHIYHUMW faHMK Ta faHMu 3
hapmakoHarnisgy - 3MiHM BHECEHO A0
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKoro 3acoby Ao po3zinis
"apmMakonoriyHi BnactmsocTi"
(peparyBaHHs TEKCTY Ta YTOYHEHHS
iHdhopmadii), "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHA Y nepiog,
BariTHocTi abo rogyBaHHs rpyaat”
(peparyBaHHs! TEKCTY Ta YTOYHEHHS
iHchbopmawii), "3aaTHiCTb BNMBaTK Ha
LIBMAKICTb peakwii mpy KepyBaHHI
aBTOTPaHCMOPTOM abo0 iHWKMMK
MexaHismamu" (pegaryBaHHsl TEKCTY Ta
YTOUYHeHHs iHdhopMmauii), "Cnoci6
3acTocyBaHHA Ta 031" (pegaryBaHHs
TEKCTy Ta YTOUYHEHHs iHchopmauii),
"MepepnosyBaHHsA", "INo6i4HI peakuii "
BigNoBigHO A0 MaTepianis
peecTpauinHoro 4ochE.

MepioANYHICTb NOAAHHA PerynsipHo
OHOB/IOBAHOTO 3BiTY 3 6e3neku

3a
peyerimom

He
niossieae

UA/4990/03/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
BiANOBIAHO A0 Mopsaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHYU
300pOoB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTi tocTuLi YKpainu 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
38. MNEHTUNIH TabneTtku KPKA, a.4., CnoBeHis KPKA, a.4., HoBo mecto CnoBeHis MepepeecTpauis Ha HeOOMeXeHWIA 3a He UA/2694/01/01
NPOSIOHroBaHoI Aji HoBo mecTo TEPMiH. peuenmom niosnsieae
no 400 mr no 10
Tabnetok y 6nictepi MepiognyHicTb NOAAHHSA perynsipHo
no 2 6nictepu B OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
KapTOHHI KOpoo6Li BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
39. nnoya, cnpei HalKipHUA, BocHanek BocHis i BocHanek a.4. BocHist i MepepeecTpauis Ha HeobMeXeHWiA 6e3 nionsi2ae UA/1840/01/02
BOCHAJNEK® | po3yuH 5% no 60 mn n.o. epuerosuH epuerosuH TEPMIH. peyenma
y thnakoHi 3 a a 3MiHV Woao 6e3nekn/edekTUBHOCTI Ta
posnuosayem; no thapmakoHarnsgy. 3miHa y KopoTkili
1 cpnaxoHy B XapaKTepucTuLli fikapcbkoro 3acoby,

KapTOHHI KopooLi

TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITY 3 AOC/iIKEHD,
npoBeAeHnX BifMNoBigHO A0 niaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YMOBHOB&XXEHUM OpPraHom) -3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao
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n/n

JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

40.

po3ginis "B3aemogis 3 iHWMMK
nikapcbkrMu 3acobamm abo iHLWi BuAan
B3aemogiit”, "OcobmBocCTi
3actocyBaHHsa", "lNepeno3yBaHHA",
"Mo6iyHi peakui™ BignNoBigHO [0
OHOBJIEHOI iHhopMaLii 3 6e3neku gitoyoi
PEyOoBMHM Ta JOMOMIKHOT PEYOBUHW.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

nocsBi04YeHHs

niNeya,
BOCHA/EK®

cnpeii HaLKipHUIA,
PO34mMH 2% no 60 mn
y donakoHi 3
posnunioBayem; no
1 donakoHy B
KapTOHHI KOpooLi

BocHanek
o.4.

BocHis i
lepueroBuH
a

BocHanek a.4.

BocHis i
epueroBuH
a

MepepeecTpaLis Ha HeOBMEXEHWIA
TEPMiH.
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTocyBaHHA Ha NigcTasi
perynsipHO OHOBJIOBAHOTO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO 40 NnaHy
negiatpuyHux gocnigpkeHs (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVIM OpraHom)
3MiHM BHECEHO [0 iHCTPYKLUIiT Ans
MeAMYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby [0 po3ginis "B3aemogis 3
IHLWIXMK NikapcbkuMK 3acobamu abo iHLwi
BUAM B3aemogiii", "OcobnmBocCTi
3actocyBaHHs", "lNepeno3yBaHHA",
"Mo6iuHi peakuii" BigMOBIgHO A0
OHOB/EHOI iHhopMaLii 3 6e3nekun Aitoyol

PEYOBUHM Ta AONOMiXKHOI PEYOBMHW.

6e3
peyenma

nionsieae

UA/1840/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOoB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

41.

NPEAHI3ON
OH-
JAPHULA

PO3YUH NS iH'EKLN,
30 mr/mn, no 1 mn B
amnyni; no 3 abo no
5 amnyn y KOHTYpHii
YapyHKOBIli
ynakosLj; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
y nauui

MpAT
"®apmaueBT
nyHa dhipma

"fapHuua”

YKpaiHa

MpAT "dapmaLeBTuyHa

ipma "OapHuus”

YkpaiHa

MepepeecTpauis Ha HeOOMeXeHWIA
TEePMiH.
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
niKkapcbKoro 3acoby B
nicnsapeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBeAeHnX BiANoBiAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) (3MiHy
Y3rO[KEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpraHom) - 3miHu
BHECEHO 0 IHCTPYKUIiT A8 MeANYHOro
3aCTOCYBaHHS /iKapcbKoro 3acoby Ao
po3ainis: «PapmakonoriyHi
BNACTMBOCTI» (YTOYHEHHS BiANOBIAHO A0
MiXXHapoaHoi knacudikauii kogis ATC
BOO3), "lMpoTunokasaHHA", "B3aemosis
3 iHWMMK NiKapcbkumuy 3acobamu abo
iHWi BUAM B3aemogiii","OcobnmnBocCTi
3acToCcyBaHHSA", "3acTocyBaHHA Yy nepios,
BariTHOCTi abo rogyBaHHs rpyaat”,
«3paTHICTb BN/IMBATU Ha LWBUAKICTb
peaxuii npy kepyBaHHi
aBTOTPaAHCMOPTOM ab0 iHWMMK
MexaHisMamu», "Mob6iuHi peakwyii"
Bi4NOBIAHO 40 OHOBMEHOT iHChopMaLlii 3
6e3nekn 3acTocyBaHHs fitoyoi

3a
peyenmom

He
nionsieae

UA/2587/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

pevoBnNHN.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

42,

NPUCUMNKA
OUTAYA

NMOPOLLIOK HaLLKIpHWiA
0,1r/r,mo50ry
6aHKax

MNAT
"Ny6Hndpap
M

YKpaiHa

MAT "Nly6Hudpapm”

YkpaiHa

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3nekn
BiANoBigHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300poB’A Ykpaiuu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsieae

UA/3599/01/01

43.

PUCNONENT
KOHCTA®

MOPOLLIOK Ta
PO3UNHHKK A1A
cycnensii gns
iH'eKUIn
NPOMIOHrOBaHoI Aii
no 25 Mr; KOMNAEeKT
WO MiCTUTb: 1
nakoH 3
nopotukom, 1 wnpu,
3 2 M1 PO3YMHHUMKA (
HaTpilo kKapmenosa
40 mMNa.c;
nonicop6ar 20;
HaTpito
rigpodgooccpart,

TOB
"[IKOHCOH i
JP>KOHCOH
YkpaiHa"

YKpaiHa

Brpo6HMUTBO Ta
nepBMHHA ynakoBka
PO3UYUHHKKA:
Cinar Al WBeiiuapis;
Bupo6bHuuTBO Ta
nepBrHHA yrnakoBka
MOPOLLKY:
Ankepmec IHK., CLUA;
BTopuHHa ynakoBka Ta
BUNYCK Cepil:
Cinar AT, WBeiiuapis

LLiBefiuapis

MepepeecTpauis Ha HeO6MeXeHWIA
TEePMiH.
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
chapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3arasibHeHUX JaHyX Npo cucTemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXXeHOT
0co6w, BignoBiAaIbHOI 3a 34iMCHEHHS
dhapmakoHarnsgy; KOHTakTHoi ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3piicHeHHs hapmakoHarnsgy B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, YNOBHOBaXXEHOT
oco6u, BiAMNoBifaIbHOI 3a 3AiACHEHHS
dhapmakoHariagy (Bkayarym

3a
peyenmom

He
nionsieae

UA/1683/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

avrigpat; kucnorta
NIMMOHHa 6e3B0AHa;
HaTpito xnopua;
HaTpilo rigpokeung;
BOAA ANS iH'ekuin), 1
6e3rofKoBuit
npucTpii
West/Medimop gns
NpUroTyBaHHs
cycneHsii Ta 2 rofiku
[0BXMHOKW 25 MM Ta
51 Mm (i3 3axmcHUMUK
npucTposMn) Ans
BHYTPILLHbOM'30BUX
iH'eKUili y navui

KOHTaKTHi fjaHi) Ta/abo 3mMiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YMOBHOB&XEHOI 0c06y, BiANOBIAA/IbHOI
3a thapmakoHarnag,. ditova pegakuis:
YnosHoBaxeHa 0coba 3asBHUKa,
BiAnoBiganbHa 3a hapmakoHarnsg — Dr.
Laurence Oster-Gozet. KOHTakTHa
ocoba 3as1BHMKa, BiAMNOBiAa/IbHA 32
thapmakoHarnag — ApHaytosa HOnis
NeoHigisHa. MNponoHoBaHa pedakuis:
YnosHoBaxeHa 0coba 3asBHUKa,
BiANoOBigasIbHA 3a dhapmakoHarnag —
ApHayTtoBa tOnist JleoHigiBHa. 3MiHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0oco6w, BignoBigabHOT 3a
hapmMakoHarnag. 3miHa micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MicLLe3Haxo4XeHHs1 MacTep-aiina.
3MiHu Woao 6esnekn/ethekTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iIHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMW JaHWMU 3 SKOCTI, AOK/TIHIYHUMMU,
KMIHIYHUMW A@aHMU Ta JaHumn 3
hapmakoHarnsgy - 3mMiHM BHECEHO A0
IHCTPYKUIT ANS MEAUYHOrO 3aCTOCYBaHHS
nikapcbKkoro 3acoby [o po3zinis
"B3aemogis 3 iHWVMU fikapCbKnMn
3aco6amMu Ta iHWi BUAY B3aemogiii",
"Ocob6nmBocTi 3acTocyBaHHA", "Mo6iuHI
peakujii" BiANOBIAHO A0 MaTepianis
peecTpaLiiHoro AocbeE.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBigHO 0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpoOKamMu,
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
44, PUCNONENT | nopowok Ta TOB Ykpaina BupobHMuTBO Ta LLIseliyapis MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/1683/01/02
KOHCTA® PO3UMHHUK AN "[DXOHCOH i nepBuHHAa yrnaxkoBka TEPMiH. peyenmom nionsizae
cycneHsii ana L[bKOHCOH PO3YMHHMKA: 3MiHM Woao 6e3nekn/edpeKTUBHOCTI Ta
iH'ekuin YkpaiHa" Cinar Al', LWseiuapis; thapmakoHarnsgy. BeegeHHs abo 3miHn
NPOJIOHrOBaHOI Aji Brpo6HMUTBO Ta [0 y3arasibHeHMX AaHuX Npo cuctemy
no 37,5 wmr; nepBrHHA yrnakoBka thapmakoHarnagy (BBefeHHs

KOMM/IEKT Lo
MiCTUTb: 1 cpriakoH 3
nopoLuKom, 1 wnpuy,
3 2 M1 PO3YMHHUKA (
HaTpito kapmenosa
40 mMNa.c;
nonicop6ar 20;
HaTpito
rigpodpoccpar,
avrigpart; kuenota
JIMMOHHa 6e3B0AHa,;
HaTpito xnopug,;
HaTpito rigpokeung;
BOAA ANS iH'ekujn), 1
6e3rosiKoBuii
npucTpii
West/Medimop ans
NpUroTyBaHHs
cycnensii Ta 2 ronku
LOBXMHOK 25 MM Ta
51 mMm (i3 3axmcHUMU
npucTposmu) Ans
BHYTPILLUHbOM'I30BUX
iH'ekyjin y nauyi

MOPOLLIKY:
Ankepmec IHK., CLUA,
BTopvHHa ynakoBka Ta

BUMYCK Cepii:
Cinar Al, LWBeliuapis

y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT
ocobu, BiANoBIfa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXeEHOT
0co6w, BignoBigabHOI 3a 34iACHEHHS]
thapmakoHarnagy (Bkitovaioum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0c06y, BiANOBIAA/IbHOI
3a hapmakoHarnag. [ivoya pegakuis:
YnoBHOBaxeHa 0coba 3asBHMKa,
BiAnosiganbHa 3a papmakoHarnsg — Dr.
Laurence Oster-Gozet. KoHTakTHa
ocoba 3asBHMKa, BiANOBIAa/IbHA 3a
thapmakoHarnag — ApHaytosa Onis
NeoHigiBHa. MponoHoBaHa pefakyis:
YnoBHOBaxeHa 0coba 3asBHMKa,
BignoBigasibHa 3a hapMakoHarnisg —
ApHayToBa HOnisl JleoHigiBHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobu, BiANoBiAasIbHOI 3a
thapmakoHarnag. 3miHa micus
3[iACHEHHS1 OCHOBHOI AisiNIbHOCTI 3
hapmakoHarnsagy. 3miHa
MicL,e3HaxoMKeHHs1 macTep-daiina.
3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. 3MiH1 y KOpPOTKili
XapaKTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
MeJMNYHOro 3aCTOCYBaHHSA Y 3B'A3KY i3
HOBUMW A@HWMM 3 SIKOCTi, AOK/IHIYHUMM,
KNIHIYHUMW faHMK Ta JaHMu 3
hapmakoHarnisgy - 3MiHM BHECEHO A0
IHCTPYKUIiT AN MEeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis
"B3aemogis 3 iHWKMU fTikapCbKuMM
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n/n

JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi04YeHHs

3aco6amu Ta iHLWi B1UAn B3aemMogii”,
"Oco6nmBocCTi 3acTocyBaHHA", "MM06IYHI
peakuii" BiANOBIAHO A0 MaTepianis
peecTpauiiHoro AOChbE.

MepiognyHiCTb NOAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANoOBIAHO A0 Mopsaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’S
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

45,

PUCNONENT
®

TabneTkn, BKPUTI
060/10HKOH0, MO 2 Mr;
no 10 TabneTok B
6nictepi; no 2 abo
no 6 6nictepis y
KapTOHHIN nauui

TOB
"[XOHCOH i
J>KOHCOH
YkpaiHa"

YKpaiHa

AHccen-Cinar C.n.A.

ITanisa

MepepeecTpaLis Ha HeOOMEXEHWIA
TEPMiH
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapakTepucTuLi NikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW AaHWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNiHIYHUMW JaHMK Ta JaHMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKL|i 415 MEAMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ainis
"PpapmMakonorivyHi BnactmsocTi”,
"MokasaHHa" (yTOUHeHHS iHdhopmaLii),
"B3aemogis 3 iHWVMU fTikapCbKnMu
3aco6amMu Ta iHLWi BUAY B3aemogiii",
"Oco6/1MBOCTI 3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta gosu", "Aitn"
(yTouHeHHs iHchopmaui),
"Mepeno3yBaHHs", "IMo6iuHI peakujii”
BiANOBIAHO A0 mMaTepianis
peecTpauiiHoro Aocbe.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOTIO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340poB’sA Ykpainu Big 27 rpyaHa 2006

3a
peyenmom

He
nionsieae

UA/0692/01/02
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
46. PO3YBACTA | MOpOLLOK How Nla6ce IHAiA How Na6c¢ Mert. NiTa,. IHAjs MepepeecTpauis Ha HeobMeXeHui - He UA/14226/01/01
TUH (cybcTaHuis) y Met. NIT4. TEepPMiH nionsizae
KAMbLUIO noAaBiliHMx
nonieTuneHoBmxX
naketax gns
chapmaLeBTUYHOIo
3aCTOCYBaHHS
47. CEAACEH Kancynu, no 40 CninbHe Ykpaina CniflbHe yKpaiHCbKO- YkpaiHa MepepeecTpauis Ha HeobMeXeHWIA 6e3 niossieae UA/10985/01/01
Kancyny YKpaiHCbKO- icnaHcbKe NignpMemMcTeo TEPMIH. peyenma
MNacTUKOBOMY icnaHcbke "CMNEPKO YKPAIHA"
KOHTeliHepi; no 1 nignNpUeMCTB MepiognyHICTb NOJAHHA PerynspHo
KOHTEliHepy B o "ClrNEPKO OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
KapTOHHI nauui YKPAIHA" BiANOBIAHO A0 Mopsaky 3ailicHeHHs
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
340pO0B’A YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
48. CIrPA TabneTkn, BKPUTI CKAH IHgis BadHa IHgis [MepepeecTpauis Ha HEOOMEXEHNIA 3a He UA/13928/01/01
NNiBKOBOIO BIOTEK dapmacstoTikasnc /Ta,. TepMiH. 3MiHuM | TUNY - 3MiHK WoA0 peuyenmom niossieae
060/10HKO10, N0 50 nTa 6e3nekn/edhekTVBHOCTI Ta

mr, no 1 Tabnetuyjiy
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBLi,
no 4 Tabnetkn y
6nictepi no 1
6nictepy B
KapTOHHI ynakoBLi

thapmakoHarsisgy. 3MiHn y KOpoTKili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iIHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHS
reHepuyHUX/ribpuaHMX/6ionoaibHMX
nNiKapcbKunx 3acobiB nic/s BHECEHHSA Tiel
camMoi 3MiHM Ha pedoepeHTHUIA npenapaT
(3MiHa He NoTpebye HafaHHS XOAHMX
HOBUWX AOJATKOBUX AaHNX) 3MiHK
BHECEHI [0 iIHCTPYKLii y po3ainv
"MpoTunokasaHHsa", "B3aemopis 3
HLUIMMK NiKapCbKMKM 3acob6amMm Ta iHLWi

BMaAM B3aemogiin”, "OcobamBocTi
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

3actocyBaHHs", "lNo6iuHI peakuii"
BiANoBIAHO A0 iHdopMaLiT
pethepeHTHOrO /ikapcbKoro 3acoby
(BIATPA®, TabneTtku, BKpUTI NIIBKOBOKO
060/10HKO0, No 50 mr, no 100 mr). 3MiHK
| TMny - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo 3miHu
[0 y3arasibHEHUX JaHKX MPo CUCTEMY
thapmakoHarnagy (BBefeHHs
y3arasilbHeHUX JaHnX npo cucTemy
hapmakoHarnagy, 3mMiHa ynoBHOBaXEHOT
0co6w, BignoBiga/bHOI 3a 34iNCHEHHS]
dhapmakoHarnsgy; KoOHTakTHoi ocobu 3
thapmakoHarnagy 3assHuka gns
3piicHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXXEHOI
ocob6u, BiAnNoBiga/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy (Bkaovaoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MiLLeHHI MacTep-haiina cncremm
hapmakoHarnsgy) 3miHa
YNOBHOB&XEHOT 0Co6MU, BiANOBiAabHOT
3a 34iliCHEHHA hapmakoHarnsgy
3asBHMKa (BK/THOYAKUN KOHTaKTHI JaHi):
[Litova pepakuisa —AmIT LLpiBacTasa.
MponoHoBaHa pefakuis — FonanakpiHa
MaHikep BiHy. 3MiHa KOHTaKTHMX JaHUX
YNOBHOB&XEHOT 0CO6U. 3MiHa
KOHTaKTHOI 0CO6U 3asBHVKa AN
3pificHeHHs hapmakoHarnsay B YkpaiHi
(BK/THOYAKOYM KOHTAKTHI AaHi):
[itoya pepakuis - LWapma MaHkamx
MponoHoBaHa pefakuisi - IBaHULbKUIA
AHApili BacnnboBnY. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI oco6u

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHYU
300pOoB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 26 BepecHs 2016 poky Ne
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku

49. CIrPA Tabnetkn, BKpUTI CKAH IHAisA BadHa IHAjs MepepeecTpauis Ha HeOOMeXeHWIA 3a He UA/13928/01/02

NNiBKOBOIO BIOTEK dapmacbtoTikanc /Ta,. TepMiH. 3MiHuK | TUNY - 3MiHK LWoa0 peuenmom niosnsieae

060/10HKO0, Mo 100 nTa 6e3nekn/edhekTNBHOCTI Ta

mr, no 1 Tabnetuyjiy
6nictepi, no 1
6nictepy B
KapTOHHI ynakoBLi,
no 4 Tabnetkn y
6nictepi no 1
6nictepy B
KapTOHHI ynakoBLi

thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acToCyBaHHSA
reHepuyHuX/riopuaHnx/6ionodibHmx
NiKapcbKnx 3acobiB Nic/isi BHECEHHS Tiel
camoi 3MiHM Ha peddepeHTHUIA npenapar
(3miHa He noTpebye HafaHHS XOLHUX
HOBUWX [OAATKOBUX AaHNX) 3MiHK
BHECEHI [0 iHCTPYKLii y po3ginu
"MpoTunokasaHHs", "B3aemopgis 3
IHLUIMMK NiKapCbKMKM 3acobamm Ta iHLWi
BUaAn B3aemogiin”, "OcobmBocTi
3acTocyBaHHsA", "Mo6ivHi peakuii”
BIANOBIAHO A0 iHdopMmaLii
pechepeHTHOro likapcbKoro 3acoby
(BIArPA®, TabneTtku, BKpUTI M/1iBKOBOIO
060710HKO0, N0 50 mr, no 100 mr). 3MiHK
| TNy - 3miHK Wwoao
6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnsay. BeegeHHs abo 3miHu
[0 y3araslbHeHUX JaHvx Npo cuctemy
thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT
ocobu, BiAMNoBifa/IbHOI 3a 3AiCHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3pjiicHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBigabHOI 3a 34iACHEHHS]
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) 3miHa
YNOBHOBaXEHOI 0c06W, BiANOBIAA/IbHOI
3a 3[jficHeHHs hapMakoHarnsgy
3asBHMKa (BK/HOYAKOUM KOHTaKTHI AaHi):
[Litova pegakuia —AmiT LLpiBacTasa.
MponoHoBaHa pegakuis — FonanakpiHa
MaHikep BiHy. 3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOI 0cobu. 3miHa
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

KOHTaKTHOI 0CO6M 3asiBHMKA A/151
3piicHeHHs hapMakoHarnsay B Ykpaii
(BKNHOYAKOUN KOHTAKTHI faHi):
[itoua pepakuis - LWapma MaHkamx
MponoHoBaHa pefakuisi - IBaHULbKWIA
AHpiVi BacnnboBnY. 3MiHa KOHTaKTHUX
[aHNX KOHTaKTHOI 0cobu

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
PErynsipHuX 3BiTiB 3 6e3neku

50.

CKNOBUOHE
TINO

PO3YUH ANS1 iH'EKLNA,
no 2 Mn B amnyni,
no 5 amnyny
6nictepi, no 2
6nicTepu B nauyui 3
KapToHY

TOB "®3
"BIO®PAPMA

YKpaiHa

TOB "®3 "BIOPAPMA"

YkpaiHa

MepepeecTpaLis Ha HeOBMEXEHWIA
TEPMiH
3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
hapmakoHarnsigy. 3mMiHu y KopoTkiii
XapakTepucTuLi NikapcbKkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHA y 3B'A3KY i3
HOBUMW AaHWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNiHIYHUMW JaHMK Ta JaHuMK 3
hapmakoHarnagy - 3MiHM BHECEHO A0
IHCTPYKUIiT A4NA MEAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis:
"3acTocyBaHHA y nepiof BariTHOCTi abo
rogyBaHHs rpyaar” (YTOUHEHHS),
"Mo6iuHi peakuii" BigMOBIgHO A0
mMarepianis peecTpaLiiHoro AOCkLeE.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
340poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii

3a
peyenmom

He
niossieae

UA/2189/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

Haka3y MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb

51.

TOBPALEKC
®

Kpanni o4Hi, no 5 mn
y thnakoHi-
KpanenbHuui «[ipon-
TeiitHep®»; no 1
doNnakoHy-
KpanenbHuULi B
KOpOO6Li 3 KapTOHY

HoBaprTic
dapma Al

LLiBefiuapis

AnkoH-KyBpbop

Benbris

MepepeecTpauis Ha HeOOMeXeHWIA
TEePMiH.
3MiHu Wwoao 6esnekn/echekTMBHOCTI Ta
thapmakoHarnagy. 3MiHU y KOpOTKili
XapakTepucTuLi nikapcbKoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
HOBUMW A@HVMM 3 SKOCTI, AOK/TIHIYHUMMU,
KMIHIYHUMW AaHMU Ta JaHumu 3
hapmakoHarnsgy - 3mMiHu BHECEHO [0
IHCTPYKLU|T 4719 MEAUYHOTO 3aCTOCYBaHHSA
nikapcbKoro 3acoby y po3ainu
"MpoTrnokasaHHsA", "B3aemogis 3
iHLWMMK NiKapcbKMMK 3acobamu Ta iHLWi
BMAM B3aemogiin", "OcobamBoCTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs
Ta fo3mn" (YyTouHeHHs iHchopmadi), "ditn"
(3aTBEpmxeHO: "OTpumMaHi faHi
niaTBEpAXYHOTb 6e3neky Ta
eheKTUBHICTb 3aCTOCyBaHHS Npenapary
AiTAM BikoMm Big 1 poky ",
3anponoHosaHo: "TOBPAJEKC® moxHa
3acTocoByBaTH AiTAM BIKOM BifJ 2
pokis"), "MobiuHi peakuii" Ta "Ynakoska"
(peparyBaHHs iHdhopmaLii) BiaNoBigHO
[0 MaTepianiB peecTpauiiiHoro 10CheE.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HayveHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/2448/01/01

52.

TOBPALEKC
®

Masb 04Ha, no 3,51
y Ty6i; no 1 1y6iy
KOpobLi 3 KapTOHY

HosaprTic
dapma Al

LLiBefuapis

AnkoH-KyBpbop

Benbris

MepepeecTpauis Ha HEOOMEXEHNIA
TEePMiH.
3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta
dhapmakoHarnsagy. 3miHu y KOpoTkii

3a
peyerimom

He
nionsieae

UA/2448/02/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

XapaKTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOr0 3aCTOCYBaHHS y 3B'A3KY i3
HOBUMW A@HWMM 3 SIKOCTi, AOK/TIHIYHUMM,
KNiHIYHUMW faHMK Ta faHMu 3
hapmakoHarniagy - 3MiHM BHECEHO A0
IHCTPYKUT 4719 MEANYHOr0o 3acTOCYBaHHSA
nikapcbKoro 3acoby y po3ginmv
"MpoTnnokasaHHsA", "B3aemogisa 3
HLUIMMK NiKapCbKMKM 3acobamMm Ta iHLWi
BMAM B3aemogiit", "OcobnmBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHs
Ta fo3n" (yTouHeHHs iHdopmauii), "Aitn"
(3aTBEpmKEHO: "OTpuMaHi AaHi
niATBEPLKYIOTL 6e3neky Ta
eheKTUBHICTb 3aCTOCyBaHHA npenapary
4iTam Bikom Big 1 poky ",
3anponoHosaHo: "TOBPAJEKC® moxHa
3aCTOCOBYBATU AiTAM BIKOM Bif 2
pokis"), "Mo6ivHi peakuii” Ta "YnakoBka"
(peparyBaHHs iHdbopmaLii) BiANoOBIAHO
[0 matepianis peecTpauiiHoro JOCbE.

MepiognyHiCTb NOAaHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANoOBIAHO A0 Mopsaaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

53. TPEHAKCA TabneTkn, BKPUTI Makneopc IHais Makneopc IHais MepepeecTpaLis Ha HeOOMEXEHWIA 3a He UA/10181/01/01
250 060/10HKOH0, Mo 250 PapmacbioT PapmacbioTrKanc TEepMiH. 3MiHuM | TMNY - 3MiHK Woa0 peyenmom nionsieae
Mr, o 6 TabneTok y nkanc Nimiten 6e3nekn/edpeKTNBHOCTI Ta
cTpuni; No 2 cTpunu NimiTen thapmakoHarnsgy. BeefeHHs abo 3miHu
B KApPTOHHIli Kopobu,i [0 y3ara/ibHeHMX AaHuX Npo cuctemy

thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHux Npo CUCTEMY
hapmakoHarnsgy, 3mMiHa yrnoBHOBaXEHOT
0co6w, BignoBigabHOI 3a 34iACHEHHS]
thapmakoHarnsay; KOHTakTHOi ocobu 3
dhapMakoHarnsay 3asBHvKa ans
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

3piicHeHHs hapmakoHarnsay B YkpaiHi,
AKLLO BOHa BigMiHHA Bif, YyNOBHOBaXEHOT
oco6u, BiAnoBigasIbHOI 3a 3AiICHEHHS
thapmakoHarnsgy (Bkaouyatoum
KOHTaKTHI AaHi) Ta/abo 3MiHu Yy
po3MilLeHHI MacTep-haiina cucremm
thapmakoHarnsgy) Jiroya pepakuis:
YnoBHOBaxeHa 0coba 3asBHMKa,
BifNOBigaIbHA 3a 34iiCHEHHSA
thapmakoHarnagy — AHxy Arapsari.
KoHTakTHa ocoba 3asBHuKa,
BiANOBiAa/bHA 3a hapmakoHarnsag B
YkpaiHi — NetpeHuyk OneHa BikTopiBHa.
MponoHoBaHa pefakuis: YNoBHOBaXKeHa
ocoba 3as1BHMKa, BiAMNOBiAa/IbHA 3a
3pjicHeHHs chapmakoHarnsgy— Dr.
Ashish Mungantiwar. KoHTakTHa ocoba
3asBHWKA, BiANOBIAa/IbHA 3a
hapmakoHarnsg B YkpaiHi — MHiTeubka
No60oB BanepiiBHa. 3MiHa KOHTaKTHUX
[AaHVX yNoBHOBaXeHOI ocobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy. 3MiHa KOHTaKTHUX
[OaHUX KOHTaKTHOI 0Cco6Y 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsag B
YkpaiHi. 3miHu | Tuny - 3MiHn Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo sk
pe3ynbTaT OLUiHKV 3BITy 3 AOC/iKEHD,
npoBefeHnX BifnoBigHO A0 naHy
negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHWM OpraHoM) 3miHu
BHECEHO 10 IHCTPYKLU|i y po3ainn
"Oco6nmBOoCTiI 3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHA Ta 031" (YTOUHEHHS),
"fiTn" (6yno: He 3acTocoByBaTy 4iTam
BikOM [0 12 pokiB; cTano: BiacyTHii
KNiHiYHWIA [OCBIA LWOA0 3aCTOCYBaHHS
TpaHeKcaMoBOi KACNOTU AiTAM Ta
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

nignitkam Bikom go 15 pokis. MNpoTte gaxi
LLOA0 A03YBaHHSA, eDeKTUBHOCTI Ta
6e3nekn 3acTocyBaHHs 3a TakvMx yMOB €
obmexeHnmn), "MNepenosyBaHH:A",
"Mo6iyHi peakui™ BignNoBigHO [0
OHOBJIEHOI iHdhopMaLii 3 6e3neku Aitoyoi
PeyoBUHM.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.

54. TPEHAKCA TabneTkn, BKPUTI Makneopc IHais Makneopc IHais MepepeecTpaLis Ha HeOBMEXEHWIA 3a He UA/10181/01/02
500 060/10HKOH0, Mo 500 PapmacbioT PapmacbioTmKanc TepMiH. 3MiHun | TMNYy - 3MiHK Woa0 peyenmom niossieae
Mr no 6 TabneTok y nkanc Nimiten 6e3nekn/edpeKTNBHOCTI Ta
cTpuni; No 2 cTpunu NimiTen hapmakoHarnsgy. BeefeHHs abo 3miHu
B KAPTOHHIli Kopobu,i [0 y3ara/ibHeHMX AaHuX Npo cuctemy

thapmakoHarnagy (BBefeHHs
y3arasibHeHUX JaHnX npo cucTemy
hapmakoHarnsgy, 3MiHa yrnoBHOBaXEHOT
0co6w, BignoBigabHOI 3a 34iNCHEHHS]
dhapmakoHarnsgy; KoHTakTHoi ocobu 3
hapMakoHarnsay 3asBHuka ans
3pificHeHHs hapMakoHarnsay B YkpaiHi,
SAKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOI
0co6w, BignoBiga/IbHOI 3a 34iNCHEHHS
hapmakoHarnsgy (Bkao4yatoum
KOHTaKTHI faHi) Ta/abo 3MiHu Yy
pO3MilLEeHHI MacTep-gaiina cuctemm
thapmakoHarnsgy) Jiroya pepakuis:
YnoBHOBaxeHa 0coba 3asBHMKa,
BiANOBiga/IbHa 3a 3AjACHEHHSA
thapmakoHarnagy — AHxy Arapsari.
KoHTakTHa ocoba 3asBHuKa,
BiANOBiAa/bHa 3a hapmakoHarnsag B
YkpaiHi — MNetpeHuyk OneHa BikTopiBHa.
MponoHoBaHa pefakuis: YNoBHOBaXKeHa
ocoba 3asBHUKa, BiANOBiAa/IbHA 3a
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

3pjicHeHHs chapmakoHarnsgy— Dr.
Ashish Mungantiwar. KoHTakTHa ocoba
3asBHWKa, BiANOBiAa/IbHA 3a
hapmakoHarnsg B YkpaiHi — MHiTeubka
No60oB BanepiiBHa. 3MiHa KOHTaKTHUX
[AaHVX yNoBHOBaXeHOI ocobu,
BiANOBIAA/IbHOT 32 3AiCHEHHS
chapmakoHarnsgy. 3MiHa KOHTaKTHUX
[OaHUX KOHTaKTHOI 0CcobYM 3asiBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsag B
YkpaiHi. 3miHu | Tuny - 3MiHun Woao0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3acToCyBaHHA Ha NigcTasi
perynsipHo OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnapeecTpaviiHnii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITy 3 AOC/iKEHD,
npoBefeHnX BifnoBigHO A0 naHy
negiatpuyHux gocnigpkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHNUM
YNOBHOB&XEHUM OpraHoM) 3miHu
BHECEHO 0 IHCTPYKLU|i y po3ainn
"Oco6nmBOoCTi 3acTocyBaHHs", "Cnoci6
3aCTOCyBaHHA Ta A03n" (YTOUHEHHS),
"fitn" (6yno: He 3acTocoByBaTy 4iTam
BikOM A0 12 pokiB; cTano: BiacyTHii
KNiHiYHWUIA [OCBIA LWOA0 3aCTOCYBaHHS
TpaHeKcaMoBOi KACNOTU AITAM Ta
nignitkam Bikom go 15 pokis. MNpoTte gaxi
LOA0 A03YBaHHSA, eDeKTUBHOCTI Ta
6e3nekn 3acTocyBaHHs 3a TakvMx yMOB €
obmexeHnmn), "MNepenosyBaHH:A",
"Mo6iyHi peakui™ BignNoBigHO [0
OHOBJIEHOI iHhopMaLiii 3 6e3nekn gitoyoi
PeyoBUHM.

MepiognyHiCTb NOAaHHA perynsipHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 3[40POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
perynsipHmx 3BiTiB 3 6e3neku.
55. TPUKACANA | kancynu no 500 wr, dapmacaiiH KaHapa dapmacaiiHc IHK. KaHapa MepepeecTpaLis Ha HeOOMEXEHWIA 3a He UA/1071/01/01
no 15 kancyny c IHk. TEPMiH. peyenmom niossieae

6nictepi; no 1
6nictepy B
KapTOHHI ynakosL,
no 30 kancyny
dhnakoHax

3MmiHu Wwoao 6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCcyBaHHA Ha NigcTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 AOCAIMKEHD,
npoBefeHnX Bi4NOBIAHO 40 NnaHy
negjiatpuyHux gocnigpkers (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OpPraHom) - 3MiHu
BHECEHO A0 IHCTPYKUIiT A58 Mean4HOro
3aCTOCYyBaHHS iKapcbKkoro 3acoby Ao
posginis: "MpoTunokasaHHs",
"B3aemogis 3 iHWVMU fTikapcbKnMu
3aco6amMu Ta iHLWi BUAY B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaato”, "MobivHi peakuii”
BIANOBIAHO [0 OHOBMEHOI iHChopMaLi 3
6e3nekn 3acTocyBaHHs Aitoyoil
PeYOoBUHM.

MepiognyHICTb NOAAHHSA PerynsipHo
OHOB/IIOBAHOTIO 3BITY 3 6e3neku
BiANOBIAHO A0 Mopsaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTpOKamMu,
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
3a3HaYeHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
56. | TYTYKOH PO34YnH OpasIbHUI Ipang LLisefuapis Miryens i lappira, C.A. Icnanis MepepeecTpauis Ha 5 pokis. 6e3 nions2ae UA/13218/01/01
no 300 mn a6o no Mepgukan peyenma
600 mny Fpynn Al MepiognyHICTb NOAAHHA perynspHo
noninponineHosoMy OHOB/IOBAHOTO 3BITY 3 6e3nekn
dhnakoHi; no 1 BiANoBigHO A0 MopsAaky 34iACHEHHS
chnakoHy pa3om 3 chapmakoHarnsgy, 3aTBepAXeHoro
NNacTUKOBUM Haka3om MiHicTepcTBa OXOPOHU
MipHUM 300poB’A Ykpaiuu Big 27 rpyaHs 2006
CTakaH4uMKoMm y poky Ne 898, 3apeecTpoBaHuii B
KapTOHHIN nayui MiHicTepcTBi tocTuLi YKpainn 19 rpygHs
2016 poky 3a Ne 1649/29779 (y pegaxuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
57. YPOMITEKCA | po34uH ANns iH'ekuiid, Bakctep HimeuyunHa BakcTep OHkoNnoaxi HimeuunHa MepepeecTpauis Ha HeobMeXeHWIA 3a He UA/1405/01/01
H® 400 MI 100 mr/mn; no 4 mn OHKonoaXi 6X TEPMiH. peuenmom nionsieae
(400 wmr) B amnyni; 6X
no 5 amnyny MepiognyHICTb NOAAHHS PerynsipHo
KOHTYPHiIl OHOBJIHOBAHOrO 3BiTYy 3 6e3neku
YapyHKOBIli BiANoBIAHO A0 Mopsaaky 34iNCHEHHS
ynakosLi; no 3 thapmakoHarnagy, 3aTsepaxeHoro
KOHTYPHI YapyHKOBI Haka3om MiHicTepcTBa OXOPOHU
ynakoBKu y 3040p0B’A YKpaiuu Big 27 rpyaHs 2006
KapTOHHIA KOpooLi poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTpOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3siTiB 3 6e3neku.
58. PEHIBYT NMOPOLLOK ToBapncTBO YkpaiHa ToBapucTBO 3 YKpaina nepepeecTpaisi Ha HeobMeXeHuin - He UA/14286/01/01
(cybcTaHuis) y 3 06MexeHo TEPMiH niossieae
nakeTtax 06MEeXeEHO BiANoBigasIbHICTIO
nonieTuIeHoBMX BignoBiAa/ b "PAPMXIM"
AN BUPOGHMLTBA HicTio
HECTepUIbHUX "@APMXIM"
NiKapCcbKknx chopm
59. ®IYKOHA3O0 | po3uunH ans iHgysiid, | TOB "HOpis- Ykpaina TOB "lOpis-dapm” YkpaiHa nepepeecTpawis Ha HeobMeXxeHul 3a He UA/3041/01/01
n 2 mr/mn no 50 mn Papm"” TEPMiH peyenmom nionsieae

a6o no 100 mny
nnsawui; no 1
NAAWL Y nayui 3
KapToHyY; no 50 mn,

3MiHuW | TUNY - 3MiHK Woa0
6e3nekn/edhekTUBHOCTI Ta
hapmMakoHarnsay. 3miHa y KopoTkii
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PeecmpayjitiHa npoyedypa

Ymosu

Peknamys

aHHA

Homep

n/n

Hassa
JliKapcbKo20

Popma sUMYCKY
(nikapcbka ¢hopma,

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

XapaKTepucTuLi fikapcbKoro 3acoby,

Bionycky

peecmpayjiliHo2o
nocsioYeHHs1

3acoby

ynakoska)
100 mn a6o 200 mn
y nAsilwKax

Mibe Mm6X

HimeuunHa

TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeMYHOro 3aCTOCyBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaTt OUiHKV 3BITY 3 AOC/IIKEHD,
npoBefeHNX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OPraHoM) - 3MiHN
BHECeHIi [0 IHCTPYKLii A/19 MefnU4HOoro
3acTOCyBaHHS NikapcbKoro 3acoby y
po3ainu: "®apmakosnoriyHi BnactneocTi"
(iHchopmawuisi Lwoao 6e3nekn),
"MokasaHHa" (yTOUHeHHS iHdopmaLlii),
"MpoTrnokasaHHsA", "B3aemogis 3
HLUIMMK NiKapcbKMKM 3acobamMm Ta iHLi
BMAW B3aemogiii", "OcobnuBocTi
3acTocyBaHHs", "3acTocyBaHHSA y nepiog,
BariTHOCTi abo rogyBaHHsA rpyaar”,
"Cnocib 3acTocyBaHHA Ta f03un"
(yTouHeHHs iHcbopmauvii), “ditn"
(yTOoYHeHHs iHdopMmaLit), "To6iuHi
peakuii" BiANOBIAHO A0 OHOBEHOI
iHchopmauii 3 6e3nekn Ajt4oi pevyoBUHN.
3arsepaXXeHHA KOPOTKOI
XapakTepucTukn AikapcbKoro 3acoby.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHYU
300pO0B’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
MepepeecTpauis Ha HeoOMeXeHWIA

3a

He

nionsieae

UA/10307/02/01

60.

DY3IKYTAH

Masb 2% no5r, 15
raéo 30 ry Ty6i; no

Hepwmadcapm
Al

HimeuunHa

1 Ty6i B KAPTOHHIW

ApuHalimiTTens

TEePMiH.

peyenmom
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

nauuj

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIgHO 0 MopsAAKY 34iNCHEHHS
thapmakoHarnsgy, 3aTBepikeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

61.

DYIIKYTAH

Kpem 2 % no 5r, 10
r,15ra6o30ry
Ty6i; no 1 Ty6i B
KapTOHHIM nayui

[Nepwmadcapm
Al

HimeyunHa

mMi6e MTmM6X
ApuHaiimiTTens

Himeuunna

MepepeecTpauis Ha HEOOMEXEHNIA
TEepMiH.

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANoOBiAHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 3[40POB’S
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.

3a
peyerimom

He
niossieae

UA/10307/01/01

62.

LE®POKTAM®

MOPOLLIOK A/1A
PO34UMHy AN iH ekl
no 0,75; 1 chnakoH 3
MOPOLLKOM Yy naui; 5
hnakoHiB 3
MOPOLLKOM Y
KOHTYPHil
YapyHKOBIl
ynakosui; no 1
KOHTYPHiIl
YapyHKOBIli ynakoBLj
y nauuj

MpAT
"PapmaueBT
nyHa hipma

"fapHuua”

YKpaiHa

MpAT "dapmaLesTnyHa

thipma "apHnus”

YkpaiHa

MepepeecTpauisiHa He06MeXeHwi
TEepPMiH
3MmiHu Wwoao 6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnifxeHb 3 6e3nekn 3acToCyBaHHs
nikapcbkoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk
pe3ynbTaT OLiHKM 3BITY 3 AOCAIMKEHD,
npoBefeHnX BigNOBIAHO A0 NnaHy
negiatpuyHux gocnimkerb (PIP) (3MiHy
Y3rO[)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVM OpraHoM) 3MiHu

3a
peyenmom

He
niossieae

UA/2585/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BHECEHO [0 IHCTPYKLUIii y po3ainn
"B3aemogis 3 iHWKMMU NiKapCbKUMMn
3acobamMu Ta iHLWi BUAW B3aeMOpiii",

"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi a6o
roflyBaHHs rpyaar”, "3gatHictb
BMN/IMBATW Ha LWBWAKICTb peakuii npw

KepyBaHHi aBTOTPaHCNOPTOM abo

iHWMMK MeXaHi3mamu”, "Crocio

3acTocyBaHHs Ta 4o3n" (LWoao 6esnekn),
"Aitn" (peparysaHHs),
"Mepepno3yBaHHs", "Mo6iuHI peakuji”
BiANOBIAHO [0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Aito4oi PpeHOBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BifNOBIAHO 0 MOpsAAKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepAkeHoro
Haka3om MiHicTepcTBa OXOpPOHU
300poB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpaiuu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKamMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

63.

LE®OKTAM®

NMOPOLLIOK A/1A
PO34UHY NS iH'EKL
no 1,5r; 1 conakoH 3
NOPOLLKOM Y nauui; 5
h1aKoHIB 3
MOPOLLKOM Yy
KOHTYPHIl
YapyHKOBIli
ynakosLi; no 1
KOHTYPHIl
YapyHKOBIli yrnakoBLi
y nauui

MpAT
"®apmaueBT
nyHa chipma

"AapHnus”

Ykpaina

MpAT "®apmaveBTuyHa
thipma "AapHuusa”

YkpaiHa

MepepeecTpavisiHa HeOOMeXeHW
TEepPMiH
3MiHM Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi fikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta IHCTPYKUiT Ans
MeJMYHOro 3aCTOCYBaHHA Ha nigcTasi
perynsipHoO OHOBJIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
LocnigpkeHb 3 6e3neky 3acTocyBaHHS
nikapcbkoro 3acoby B
nicnsipeecTpadiiHnii nepiog, abo sk
pe3ynbTaTt OLiHKV 3BITy 3 AOC/IIKEHD,
npoBefeHNX Bi4NOBIAHO A0 NNaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHy
Y3rO)KEHO 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHO 10 IHCTPYKLUIT Y po3ainu
"B3aemogis 3 iHWKMU fTikapCbKuMM

3a
peyerimom

He
niossieae

UA/2585/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sUMYCKY
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHs

Homep

peecmpayjiliHo2o

nocsBi04YeHHs

3aco6amu Ta iHLWi B1UAn B3aemMogii”,
"Oco6NMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHs y nepio BariTHOCTi abo
roflyBaHHs rpyaar”, "3gatHicTe
BMN/IMBATW Ha LWBMAKICTb peakLii npu
KepyBaHHi aBTOTpaHCcnopTom abo
iHWMMK MexaHismamu®, "Cnoci6
3acTocyBaHHA Ta o3un" (Loao 6esneku),
"AiTn" (peparyBaHHs),
"Mepepo3yBaHHs", "Mob6iyHI peakujii™
Bi4NOBIAHO 4,0 OHOBNEHOT iHChopMaLli 3
6e3nekun Aito4oT peHOBUHN.

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHYU
300pOoB’A YkpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big, 26 BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO 3i CTPOKaMMu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.

64.

LE®OTAKCHU
My
HATPIEBA
Cl/ib
CTEPWU/IbHA

NMOPOLLIOK
(cybeTaHuin) y
6ifgoHax
aTIOMIHIEBUX ANs
papmaLeBTUYHOIO
3aCTOCYBaHHS

MAT
"Kuismegnp
enapar”

YKpaiHa

Kiny AHTMGIoTUKC (J1iHbi)
dapmacstoTikan Ko.,
nra.

Kutaii

MepepeecTpauis Ha HeOOMeXeHWIA
TEPMiH.

He
nionsieae

UA/14374/01/01

65.

LUMMEBEH®

niodpinizat ana
pO34nHy Ans
iHdbysili no 500 mr; 1
hnakoH 3
niocpinizatom y
KapTOHHI KOpoo6Li

®.XohcpmaH
H-J19 PoLu
nrp,

LLiBefiuapis

Brpo6HMLTBO
Hepo3gacoBaHo!
npoayKuii, NnepBnHHe
naxkyBaHHs:
®.XohchmaHH-/15 Pow
Nta, Weeiuapis;
Brpo6HMLTBO
Hepo3gacoBaHo!
npoayKuii, NnepBnHHe
nakyBaHHs,
BUNPOGYBaHHSA
KOHTPOJIHO SIKOCTI:
BCIM dapmacbioTikans
C.n.A,, Itanis;
BToprHHE nakyBaHHs,

Lseiiuapis/
ITanisa

MepepeecTpauin Ha 5 pokis

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BiTY 3 6e3nekn
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTsepmkeHoro
Haka3om MiHicTepcTBa OXOPOHU
34,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Bif 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NogaHHsA

3a
peyenmom

He
nionsieae

UA/10598/01/01
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
BMMNPOGYBaHHSA perynsipHux 3BiTiB 3 6e3mneku.
KOHTPO/O AKOCTI,
BUMNYCK Cepil:
®.XodpcpmaHH-/15 PoLu
Ntp, WBeiiuapis
66. LUNCTOH® Tabnetkn no 100 Ximanas IHais Ximanas [par KomnaHi IHgis MepepeecTpauis Ha HEOOMEXEHNIA 6e3 niossieae UA/2451/01/01
Tabnetok y [Opar TEepPMiH peyenma
nn1acTMKoBOMY Komnawi 3MiHV Woao 6e3nekn/edeKTUBHOCTI Ta
dhnakoHi; no 1 thapmakoHarnsgy. BeegeHHs abo 3miHn
ch/1akoHy B [0 y3araslbHeHUX JaHvx Npo cuctemy

KapTOHHI KOpooLi

thapmakoHarnagy (BBefeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa ynoBHOBaXKeHOT
ocobu, BiAMNoBifa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy; KOHTakTHOi ocobu 3
dhapmakoHarnsgy 3asBHuka gns
3piicHeHHs1 hapMakoHarnsay B YkpaiHi,
AKLLO BOHA BigMiHHA Bif, yNOBHOBaXEHOT
0co6w, BignoBigabHOI 3a 34iCHEHHS]
hapmakoHarnagy (Bkitovaiouu
KOHTaKTHI faHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) - 3miHa
YNOBHOBaXEHOI 0c06y, BiANOBIAA/IbHOI
3a thapmakonarnag. MponoHosaHa
pepakuis - Dr. Rajesh Kumawat. 3miHa
KOHTaKTHUX JaHuX YNMOHOBaXKEHOT 0cobwm,
BiANOBIAa/IbHOI 3a hapmakoHarnsag,.
3MiHa KOHTaKTHOT ocobu,
BigNoBiga/IbHOI 3a hapMakoHarnsga.
lMponoHoBaHa pepakuis - Dr. Menon
Unni Parambath Ramanan. 3miHa
KOHTaKTHUX JaHWX KOHTaKTHOI ocobw,
BiANOBIAaNbHOI 3a thapmakoHarnsg,

MepiognyHiCTb NOAAHHA perynspHo
OHOBJ/IIOBAHOrO 3BITY 3 6e3neku
BiANoOBiAHO A0 MopsAaky 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
304,0p0B’A YKpaiHu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpaiuu Big, 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTPOKamMu,

3a3Ha4YeHUMM Y NepiogNYHOCTI NogaHHSA
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Ne Hassa ®dopma sunycKy 3asiBHUK Kpaina Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JlikapcbKo20o | (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1

perynsipHmx 3BiTiB 3 6e3neku.

HavyanbHUK Bigaginy 3 nutaHb (papmaneBTUYHOI
AianbHocCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IACKOBCbKUA




NMEPENIK

AJopatok 3

[0 Haka3y MiHicTepcTBa OXOpPOHMU
300pOB’A YKpaiHu
21.11.2019 Ne 2319

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

6nictepi; no 1,
abo no 3, a6o no
10 6nicTepiB y
KapTOHHIlA
ynakoBLi

npoLiecy roToBOro Nikapcbkoro 3acoby (AiNbHNULSA, Ha SKil
nNpoBOAATLCA OyAb-5Ki BUPOOHWYI cTagil, 3a BUHATKOM
BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOIO Ta BTOPMHHOTO
nakyBaHHs, A5 HECTEPU/IbHUX NiKapCbKNX 3acobiB).
CynyTHA 3miHa. 3MiHU 3 SKOCTi. FOoTOBUIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo BBeAEHHS J0AATKOBOI
OiNbHULI BUPOGHMLTBA A1 YACTUHU ab0 BCbOro
BMPOBHMYOrO NPOLLECY rOTOBOTO JliKapCbKOro 3acoby
(8iNbHUUSA ANS BTOPMHHOIO MakyBaHHS); 3MiHW 3 SKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI fi/bHUL BUPOGHMLTBA A1
4acTHM abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (A4inbHULA NS NePBUHHOIO NakyBaHHS)
- BBEJEHHA A04aTKOBOI AiNbHULi BUPOOHULITBA; 3MiHM | Tuny
- 3MiHu 3 sKoCTi. [O0TOBMIA Nikapcbkuii 3aci6. 3MiHU Y
BUPOBHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYHTbCA
BMNYCKY Cepii Ta KOHTPOIO SIKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo gofaBaHHA BUPOOHMKA, LLO BignoBigae
3a BBe3eHHS Ta/abo BMNycK cepii) - Bkaovaroumn
KOHTPO/b/BUNPOBYBaHHSA cepii - BBEAEHHSA A04aTKOBOI
AiNbHULI BUPOBHWULTBA; 3MiHM | TMNy - 3MiHW 3 AKOCTI.
[OTOBWIA Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mmipy cepii (BK/IOYaKoum gianasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbweHHs Ao 10 pasiB NopiBHSAHO i3
3aTBEpPXEHVM PO3MIPOM) - 3MiHW PO3Mipy cepil Ansa
rOTOBOrO NiKapCbKOro 3acoby y 3B'A3Ky 3 BBEAEHHAM
[04aTKOBOI BUPOBGHNYOT AiNbHUL
[Oitova pepakuin: BupobHuk: Kycym Xentxkep MBT /1T4, IHAis.
Po3mip cepii: 500 000 TabneTok, 2 000 000 TabneTok, 3 000
000 TabneTtok, 4 000 000 TabneTok
MponoHoBaHa pefakuis: BupobHuk: Kycym Xentxkep MNeT
Nth, IHais
CIn-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisagi, [icT.

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHna Peecmpayjitina npoyedypa Ymosu Howmep
n/n | nikapcbko2 BionyckKy peecmpayiliHo2o
0 3acoby nocsio4YeHHs1
1. L-LET® TabneTku, BKpUTI KYCYM IHAjsa KYCYM XENTXKEP IHgja BHECEHHS 3MiH 0 peecTpavljiiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/8612/01/01
060/10HKO10, N0 5 XENTXKEP NBT NTA 3MiHu 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y peyenma
mr; no 10 NBT NTA BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AATKOBOI AiNIbHNL
TabneTok y BMPOBHMLTBA 151 YACTUHM ab0 BCbOro BUPOGHNYOro
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

Ansap (PapxacTtaH), IHgjs
MponoHoBaHa pepakuis: Po3mip cepii: 500 000 TabneTok, 2
000 000 Tabnetok, 3 000 000 TabneTok, 4 000 000
TabneTok.
Bupo6Huk: Kycym Xentxkep MBT /114, IHAIA
Mnot Ne M-3, IHgop Cnewen IkoHoMik 30yH, Peirs-Il,
Mitamnyp, Aict. Axap, Magxbs MNpageww, MiH 454774, IHais
Po3mip cepii: 1 500 000 TabneTok;
3MiHW | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
3MiHM y BUPOGHMLTBI. 3MiHa po3Mmipy cepii (BkIoyaumn
Jiana3oH po3mipy cepii) roToBOro likapcbKoro 3acoby
(3meHLweHHs go 10 pasis) - 3MiHW po3Mipy cepii Ans
roTOBOIO /liKapCbKOro 3acoby y 3B'A3Ky 3 BBEAEHHAM
[04aTKOBOI BUPOOHNYOT AiNbHULL
[itoua pepakuis: BupobHuk: Kycym Xentxkep MeT /IT4, IHAisA
Po3wmip cepii: 500 000 TabneTok, 2 000 000 TabneTok, 3 000
000 Tabnetok, 4 000 000 TabneTok.
MponoHoBaHa pepfakuis: BupobHuk: Kycym Xentxkep MsT
Nth, IHais
Cn-289 (A), PIIKO IHgacTpian apea, YonaHki, bxisagi, AicT.
Ansap (PagxacTaH), IHgis
Po3wmip cepii: 500 000 Tabnetok, 2 000 000 TabneTok, 3 000
000 Tabnetok, 4 000 000 TabneTok.
Bupo6Huk: Kycym Xentxkep BT /114, IHAisa
Mnot Ne M-3, IHgop Cnewuen IkoHoMiK 30yH, Peiis-II,
Mitamnyp, Aict. Axap, Maaxes Mpagew, MiH 454774, IHgis
Po3mip cepii: 1 500 000 Tabn1eTok

ATEH® 10

TabneTku no 10 mr
Ne 30 (10x3): no
10 TabneTok y
6nicTepi; no 3
6nictepu y
KapTOHHIW
kopo6bui, Ne 30
(15x2): no 15
TabneTok y
6nicTepi; no 2
6nictepu y
KapTOHHI Kopobui

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny -
3MiHW [0 IHCTPYKLii y po3ainu "®apmakonoriyHi
BnacTmsocTi", "B3aeMogis 3 iHLIMMK NikapcbknMmn 3acobamm
Ta iHWi By B3aemogiii”, "OcobaMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTI abo rofyBaHHs rpyaat”,
"Cnoci6 3acTocyBaHHsa Ta fo3u", "Mo6iyHi peakyii” 3rigHo 3
iHcbopMmaLi€lo W00 MeANYHOTO 3aCTOCyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (HOPBACK®, TabneTku,
no 10 mr). [o iHCTpyKLii AodaHo iHchopmaLiio LWoao
3asBHMKa. BBeeHHS 3MiH NpoTArom 6-T MicAUiB micas
3aTBEPAKEHHS

3a
peyenmom

UA/7446/01/01

ATEH® 5

Tabnetkn no 5 mr
Ne 30 (10x3): no
10 TabneTok y
6nicTepi; no 3
6nictepn y
KapTOHHIW
kopo6ui, Ne 30
(15x2): no 15
TabneTok y

TOB "CaHodi-
ABeHTIC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasiB:3MiHu | Tuny -
3MiHW [0 IHCTPYKLii Yy po34inu "®apmakonoriyHi
BnacTmBocTi", "B3aeMogis 3 iHLLMMK NikapcbknMmn 3acobamm
Ta iHWi By B3aemogiii”, "OcobamMBOCTi 3aCTOCyBaHHS",
"3acTocyBaHHSA y nepiog BariTHOCTI abo rofyBaHHs rpyaat”,
"Cnoci6 3acTocyBaHHs Ta fo3u", "Mo6iyHi peakyii” 3rigHo 3
iHhopmaLieto Woa0 MeaNYHOIo 3acTOCyBaHHSA
pedepeHTHOro nikapcbkoro 3acoby (HOPBACK®, TabneTku,

no 5 mr). Jlo iHCTPYKLii foAaHo iHhopMaLilo LWOoA0 3asiBHMKA.

3a
peyenmom

UA/7446/01/02
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6nictepi; no 2

JloricTiwep Cepsic

(phenylazopyrimidinediamine, pyrimidinetrisamine,

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
6nicTepi; no 2 BBefeHHS 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS
6nictepu y
KapTOHHI KOpo6Li
4. AJEMNAC TabneTku, BKpUTI Baitep Al Himeuun | Baiiep Al, HimeuunHa HimeuyunHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/14101/01/01
® NAiBKOBOO Ha (Bci cTagii 3MiHa po3mipy cepii (Bkoyatoum gianasoHu) APl abo peuenmom
060/10HKO0, MO BMPOHNLTBA); NPOMDKHOrO NPOAYKTY, SIKUA 3aCTOCOBYETLCA Y NPOLLECI
2,5 mr Ne 42: no LLTeremaHH BMPOGHMLTBA ADI - 36i/IbLLEHHS PO3Mipy Cepii Ha NPOMIKHUX
21 Tabnetuiy JoHdbepnakyHr & eTanax Bupo6HuuTea A®I Pioyuryaty
6nicTepi; no 2 NoricTiwep Cepsic (phenylazopyrimidinediamine, pyrimidinetrisamine,
6nictepu B e.K., Himeuunna methoxycarbonyltrisamine)
KapTOHHI nauwy; (BTOpPUHHE NaKyBaHHS)
Ne 84: no 21
Tabnetui y
6nictepi; no 4
6nictepu B
KapPTOHHIM nayuj
5. AJEMNAC TabneTku, BKPUTI Baiiep Al Himeuun | Baliep Al, HimeuunHa HimeyunHa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/14101/01/02
® N/1iBKOBOIO Ha (Bci cTagji 3MiHa po3mipy cepii (Bkntovaroun gianasoHu) A®l abo peyenmom
060/10HKOI0, MO BUPOHULTBA); MPOMDKHOIO NPOAYKTY, KNI 3aCTOCOBYETLCA Y NMPOLLECI
2,0 mr Ne 42: no LLteremaHH BUPO6HMLUTBA AP - 36iNbLUEHHS PO3MIpY cepil Ha MPOMDKHUX
21 Tabnetujy JNloHdepnakyHr & eTanax Bupo6Huytea APl Piouunryaty
6nicTepi; no 2 NoricTiwep Cepsic (phenylazopyrimidinediamine, pyrimidinetrisamine,
6nictepu B e.K., HimeyunHa methoxycarbonyltrisamine)
KapTOHHIV nauvy; (BTOPWHHE NakyBaHHs)
Ne 84: no 21
Tabnetyiy
6nicTepi; no 4
6nicTepy B
KapTOHHI nayui
6. AJEMMNAC TabneTkn, BKPUTI Baiiep Al Himeuun | Baitep Al, HimeuunHa HimeuunHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/14101/01/03
® NNiBKOBOO Ha (Bci cTagji 3MiHa po3mipy cepii (Bkntoyaroun gianasonu) A®l abo peuyenmom
060/10HKO0, NO BMPOHULITBA); NMPOMIKHOIO NPOAYKTY, KN4 3aCTOCOBYETLCA Y NPOLLECI
1,0 mr Ne 42: no LLIteremaHH BUPO6HMUTBA ADI - 36iNbLUEHHST PO3MIpY Cepii Ha MPOMIDKHUX
21 TabneTtujiy JoHdbepnakyHr & eTanax Bupo6Huutea A®l Piouunryaty
6nicTepi; no 2 NoricTiwep Cepsic (phenylazopyrimidinediamine, pyrimidinetrisamine,
6nictepu B e.K., HimeyunHa methoxycarbonyltrisamine)
KapTOHHI navwy; (BTOpUHHE NaKyBaHHSA)
Ne 84: no 21
Tabnetyiy
6nicTepi; no 4
6nictepu B
KapPTOHHIM nauui
7. AJEMNAC TabneTkn, BKPUTI Baiiep Al Himeuun | Baliep Al, HimeuunHa HimeyunHa BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/14101/01/04
® N1iBKOBOIO Ha (Bci cTagji 3MiHa po3mipy cepii (Bkntoyaroun gianasoHu) A®l abo peyenmom
060/10HKOI0, MO BMPOHNLTBA); NPOMDKHOIO NPOAYKTY, SIKNIA 3aCTOCOBYETHLCS Y NMPOLLECI
1,5 mr Ne 42: no LLteremaHH BMPOGHMLTBA ADI - 36i/IbLLEHHS PO3Mipy Cepii Ha NPOMIKHUX
21 Tabnetujy JNoHdepnakyHr & eTanax Bupo6Huytea A®| Piouunryaty
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
6nictepu B e.K., Hiveuunna methoxycarbonyltrisamine)
KapTOHHIA nauwy; (BTOpUHHE NMaKyBaHHS)
Ne 84: no 21
Tabnetui y
6nictepi; no 4
6nictepu B
KapPTOHHI/ nauuj
8. AJEMNAC TabneTku, BKPUTI Baiiep Al Himeuun | Baliep Al, HimeuunHa HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/14101/01/05
® N/1iBKOBOIO Ha (Bci cTapgji 3MiHa po3mipy cepii (Bkntovaroun gianasonu) A®l abo peyenmom
060/10HKOI0, N0 BMPOHULTBA); NPOMDKHOrO NPOAYKTY, SIKNIA 3aCTOCOBYETHLCS Y NMPOLLECI
0,5 mr Ne 42: no LLteremaHH BUPO6HMLUTBA ADI - 36iNbLUEHHS PO3MIpY cepil Ha MPOMDKHUX
21 Tabnetujy JNloHdepnakyHr & eTtanax BupobHuytea APl Piouunryaty
6nicTepi; no 2 NoricTiwep Cepsic (phenylazopyrimidinediamine, pyrimidinetrisamine,
6nictepu B e.K., HimeyunHa methoxycarbonyltrisamine)
KapTOHHIV nauwy; (BTOPWHHE NakyBaHHS)
Ne 84: no 21
Tabnetyiy
6nicTepi; no 4
6nictepy B
KapTOHHI nayui
9. A3INEKT Tabnetky no 1 mr; TeBa 13painb TeBa dapmaveBTikan I13pains/ BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasiB:3miHn | Tuny - 3a UA/13573/01/01
no 10 Tabnetok y dPapmaLeBTika IHpacTpi3 /T4, Higepnanau BWIYYEHHS 3i cneumdikadii, LWoa0 KOHTPOsIo AkocTi Ad| peyenmom
6nictepi; no 3 n lHpacTpi3 I13painb (BUPOOGHMK, pasariniHy mesunary, nokasHuka «Badki meTanu»
6nicTepy B nrg. AKWIA BiANOBIgae 3a BignosigHo o ICH Q3D
KapTOHHIA KopoobLi BMPOGHMLTBO
npoaykty in bulk,
NepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib cepil,
BWMYCK cepil);
dPapmaxemi b.B.,
HigepnaHnaun
(BUPOBHYK, SKU
Bignosigae 3a
KOHTPO/Ib cepii)
10. AUNIA® PO34unH Ans Baiiep Al Himeuun BMPOGHULTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaviiHnx MmaTtepiasis: 3MiHu | Tuny - 3a UA/12600/01/01
iH'ekwiin, 40 mr/mn, Ha (BKKOYAOUM CWA 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHW y peuyenmom
no 0,165 mny CTepUbHY BMPOGHULTBI. 3MiHN BUNPOOYBaHb abo A0NYCTUMUX MEX,
nonepegHsL0 inbTpadito, BCTaHOB/IEHMX Y cneyudpikauisix, nig yac BMpobHMLUTBA
3anoBHEHOMY HanOBHEHHS - roTOBOrO J1iKapCbKOro 3acoby (3BYXXEHHS [ONYyCTUMUX MEX)
wnpuui; no 1 nepByHHA yNakoBka), He3HayHa 3MiHa B NpoLueci BUPOBGHMLTBA JliKapCbKOro
Lnpuuy BTOPVHHA YNakKoBKa, 3acoby, a came 3MiHa B npoLeaypi TeCTyBaHHSA A1
(3anasHomy y KOHTPO/1b cepil, napameTpy «6iof1oriyHe HaBaHTAXEHHSA» Ha cTagii
6nicTep) y BifNOBigabHWIA 3a «Bioburden Reduction Filrtation»: po3mip Bu6ipku ans
KapTOHHIN BUNYyCK cepii gnis BM3HAYEHHS BGi0NOMNYHOr0 HaBaHTaXXEHHS 36i1bWNTLCA 3 10

ynakosLi; no 0,278
M1y CKNSIHOMY
donakoHi; no 1

(0NaKoHIB, KOHTPOJIb
cepii Ana nonepeHsLo
3anOBHEHMX LUNPUL,iB:

M1 Ao 50 mn. MponoHoBaHi KpUTepii NPUIAHATHOCTI ANs
KOHTPO/O 6ioHaBaHTaxeHHA < 5 KYO/50 Mn B NOPIBHAHHI 3
NOTOYHMMM KpuTepiammn < 1 KYO/10 M/, Lo B CBOK Yepry




65

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

chnakoHy 3
PiNbTPYBaNbHOK
ronkow 18 Gy
KapTOHHIA
ynakoBLi

Baiiep Al', HimeuunHa,
BepniH, HimevunHa;
BiNOBIgabHWIA 32

BMMYCK Cepii,
BTOPVHHA yMakoBKa:
AN nonepesHbLo
3anoBHEHMX LLINPUL,B:
I'T1 I'peHsax
MpogykTioHe Mm6X,
HimevunHa;
BUPOBHULTBO
Hepo3ghacoBaHoi
npoAyKuii, KOHTPO/Tb
AKOCTI
Hepo3g)acoBaHoi
NPOAYKUIi:
Pepn)xeHepoH
dapmacbloTiKasc, IHK.,
CLUA;
KOHTPO/b AKOCTI
Hepo3gracoBaHoi
NPOAYKUIi:
€BpodiHc NlaHkacTep
Nab6opatopis, IHK.,
CLUA;
nepBuHHA Ta
BTOPUHHA YNaKoBkKa,
KOHTPO/b cepii:
BeTTep ®apma-
®epTiryHr F'm6X i Ko.
KI, HimeuunHa;
KOHTPO/b cepii:
Baiiep Al', HimeuunHa,
Bynneptans,
HimeuuunHa,;
KOHTPONb AKOCTi AN
chaKoHiB:

Baiiep Al', HimeuunHa,

JleBepky3eH,
HimeuunHa

Bignosigae 6inbLwomy po3mipy Bubipku (Mpouec
BUpo6HMUTBA /13 BKNtOYaE ABa eTanu pibTpyBaHHA —
Bioburden reduction Filtration Ta In-line filtration). 3miHu |

Tuny - 3MiHK 3 akocTi. A®L. KoHTponb AdL. 3miHa y meTogax
BUNpo6yBaHHA APl abo BuXigHOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBa API (iHLWi 3MiHM Y MeToAax BUNPOOYBaHHS
(BKtOYaroumn 3amMiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MPOMXHOro NpoAyKTy) npoueaypa TecTyBaHHSA Ha
BM3HAYEHHS 3ara/ibHO| KOHLUeHTpauii MpoTeiHy meToaom
Y®-cnekTpod)oToMeTpii 6yna NoHOBMEHA /1A TECTYBaHHSA
A®| Ta I'/13. MeToAnKy CnpoLLLEHO BUKOPUCTaHHAM
npurotosaHoro 6ydepy G B AKOCTi XO/I0CTOTO PO3UUHY.
3MiHu | TUNY - 3MiHK 3 AKocTi. A®Il. KoHTposib A®L. 3miHa y
mMeTofdax BunpobysaHHsA A®| abo BUXiAHOrO

Marepiany/npoMiXHOrO NPoAyKTy/peareHTy, Lo

BMKOPUCTOBYETLCA Y NpoLeci BUpobHMLTBa AP (iHLWi 3MiHN
y MeTofax BunpobyBaHHsA (BK/It0Yaoumn 3amiHy abo
[0noBHEHHs) A®| abo BUXiZHOro/NPOMIKHOTO MPOAYKTY)
3amiHa MeToauku BUnpobyeaHHa SE-HPLC (ekcko3mBHa
BMCOKOehekTBHA pignHHa xpomarorpadis) Ha SEC-UPLC
(exck03MBHa yNbTpa-e)eKTNBHA pigMHHA XpoMarorpadist)
0151 KOHTPOb AKOCTi NnpomixHoro A®l (DSI), AdI (DS) Ta
N3 3a noka3HMKOM uMcTOTM [0AaTKoBO B cneundikavii M3
3a3HayeHo nocunaHHa Ha EP ansa nokasHnuka «Onue»;
cneumdikauito M3 y wnpuyax AONOBHEHO NOCUNAHHAM A1
NOKa3HUKIB «EHAOTOKCUHU» Ta «CTEPUNLHICTb», a came
«TecTyBaHHSA MPOBOAMTLCA Nepes cTepuisadieto 6iictepa,
LL{0 06YMOB/IEHO 3MiHOK chopMaTy crneuudpikauii FN13. 3miHn
| Tvny - 3miHK 3 AkocTi. API. KoHTponb A®I. 3miHa 'y
MeTodax BunpobysaHHs A®l abo BUXigHOrO
MaTepiany/npomMiKHOro nNpoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTea AP (iHLWi 3MiHK
y MeToax BunpobyBaHHS (BK/THOHYaloumn 3amiHy abo
[0noBHEHHS) AD| abo BUXIAHOTO/NPOMIXHOr0o NPOAYKTY)
3MiHa meToAy BMNPOOYBaHHA Ha eHOOTOKCUHW A8
npomixHoro A®| (DSI) Ha KiHeTUYHWIA Typ6iaMMETPUYHWIA
mMeTog KTA2 (3aTBepKeHO refib-Tpom6 meton). 3MiHu |
TMny - 3MiHK 3 aKkocTi. A®l. KoHTponb A®L. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXIQHOTO MaTepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS Y NPOLEC
BMPOGHULTBA AD| (HE3HAYHI 3MIHW Y 3aTBEPAKEHNX
MeToAax BUNPOGYBaHHS)
3MiHa MeToAy BUNPOOYBaHHA Ha eHA0TOKCMHN Ans APl Ha
GinbLU YyTNAMBUIA TYPGIgMMETPUYHUIA MeToa KTA2. (Ha
JaHunii yac Ad| koHTponteTbea Mmetogom KTA. Metog KTA2
€ hapmakoneiiHum, K i nonepeHin metog KTA.) 3MiHu |
TMny - 3MiHK 3 AkocTi. A®Il. KoHTponb A®I. 3miHa y meTogax
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BMNpo6yBaHHA APl abo BMXIgHOrO MaTepiany/npomikHOro

NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETHLCS Y NPOLEC
BMPOGHULTBA AD| (HE3HAYHI 3MiIHW Y 3aTBEPAKEHNX
mMeTofax BUNpobyBaHHs) po3gin S.4.3.01 peecTpauiiiHoro
[l0CbE [ONOBHEHO BaligaLied HOBOro MeToay
BMNPOOYBaHHA Ha €HAO0TOKCUHW. 3MiHK | TNy - 3MiHK 3
aKkocTi. A®Il. KoHTponb A®I. 3miHa y MeTogax BUNpobyBaHHS
A®| abo BUXigHOro MaTepiany/npoMixKHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBa API (iHLWi 3MiHM Y MeToAax BUMPOOYBaHHS
(BKktOYaroumn 3amMiHy abo fonoBHeHHs) APl abo
BWXi4HOro/MPOMIXXHOro NPoAyKTy) 3MiHa y MeTofi
BMNpo6yBaHHA A®I 3a nokasHukom «BmicT ciasiooi
KMCNOTU» (3aMiHa KOHTPOJIbHOTO PO3UYUHY (OYTEIHY, Lo
BUKOPVCTOBYETLCA [151 TECTYBAHHA NPUAATHOCTI CUCTEMY,
Ha eTasIoHHUIA cTaHgapT). 3MiHu | Tuny - 3MiHK 3 AKOCTI.
A®I. KoHTposib A®I. 3miHa y MeToAax BUNpobyBaHHSA AdPI
abo BMXigHOro marepiany/npomMiKHOro NPOAyKTy/peareHTy,
LLI0O BUKOPUCTOBYETLCSA Y Npoueci BupobHuutea A®| (iHwwi
3MiHM Y MeTofax BUNPOOyBaHHs (BK/IOYaOUM 3aMiHy abo
[0NoBHEHHSA) A®| abo BUXIAHOro/NPOMIKHOTO NPOAYKTY)
3MiHM B Npoueaypi TeCTyBaHHS NpoMixHoro Ad®| 3a
NoKa3HUKOM «BMICT JHK KiTUH SeYHMKa KUTaCbKOro
XoM'sika». 3MiHuW | Tmny - 3MiHn 3 AkocTi. APl BupobHULTBO.
3MiHu BUNpobyBaHb abo JOMYCTUMMX MEX Y NpoLLeci
BUpo6HMUTBA A®PI, L0 BCTaHOB/EHI Y cneuudikauisx (iHwi
3MiHM) norofkeHHs Mk Master Batch Record Ta IPC 3BiTOM,
LLIO NPU3BOAUTL A0 PO3LUMPEHHS HEKPUTUYHUX MEX Y
npoueci BupobHuuTBa A®Il. 3MiHu | TMNY - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y napameTpax cneuudikauii
Ta/abo fonyCTMMUX MEX, BUSHAYEHNX Y cneuymdikauisx Ha
A®I, ab0 BUXigHWIA/NPOMDKHUIA NpOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCSA Y Npoueci BUpobHuutea Ad|
(monoBHeHHS cneuudikallii HOBUM NMOKa3HUKOM SIKOCTi Ta
BiANOBIAHUM METOA0M BUNPOOYBaHHSA) LONOBHEHHS
cneuudikauii BuxigHoro matepiany Tris Hydrochloride
MOKa3HNKOM SIKOCTI «/liana3oH TeMnepartypu NaasieHHs» 3i
BCTaHOBNEHUM niMiTom 150-153 °C (to add the parameter
“Melting range” to the specification to the specifications of
the Tris Hydrochloride raw material. The limit is set to 150-
153 °C). 3miHu | Tuny - 3miHK 3 AkocTi. APl KoHTponb AdI.
3MiHa y napameTpax crnewudikaiii Ta/abo fonycTuMmnx
MeX, BU3Ha4YeHNX y cneuundikauiax Ha A®l, abo
BVXiAHWIA/NPOMDKHUIA NpOAYKT/pearexT, LWo
BMKOPUCTOBYIOTbCA Y npoueci BUpobHuuTea A®| (iHLwi 3miHM)
BW/TYYEHHS AOBXUH XBW/b 260 HM Ta 400 HM 3i cnieumdpikaw,i
BMXigHOro matepiany Tris Hydrochloride, wo

BMKOPUCTOBYETLCA Y NpoLieci BUpobHuuTBa A®I. loBXmnHa
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xBWi 280 HM 3anMWwaeTbCcs He3MiHHOLO ( to delete the 260
nm and 400 nm wave lengths from the specifications of the
Tris Hydrochloride raw material. The 280 nm wave length
remains the same). 3minn | Tvny - 3miHK 3 AKocTi. API.
KoHTponb A®I. 3miHa y napameTpax cneuudikauii Ta/abo
[OMNYCTUMUX MEX, BUSHAUYeHWX y crneuymdikauisax Ha A®l, abo
BVXi4HWA/NPOMDKHUIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuuTBa AP (iHLWi 3MiHW)
BUy4eHHA abcopbuii 1 M BOAHOro po3ynHy B 1 CM JOBXWUHK
LLNSAXY KoBeTK 3i cneyudikauii BuxigHoro matepiany Tris
Hydrochloride, L0 BUKOPUCTOBYETLCA Y NpoLECi
BMpo6HULUTBa ADI (to delete the absorbance of a1 M
aqueous solutin in a 1 cm path length cuvette from the
specifications of the Tris Hydrochloride raw material). 3miHu |
TMny - 3MiHK 3 akocTi. A®l. BUpo6HMLTBO. 3MiHM
BMNpoGYyBaHb abo JOMYCTUMUX MEX Y NpoLieci BUPO6HMLTBA
A®I, Wo BCTaHOB/EHI Y crneundikaLisax (3By)XeHHs
[onycTUMMX MeX) norogykeHHs mik Master Batch Record Ta
IPC 3BiTOM, WO NPU3BOAUTL A0 3BY)KEHHS MEX Y NpOoLieci
BMPO6HULTBA ADI. 3MiHU | TMNY - 3MiHK 3 AKOCTi. ADI.
Brpo6HMLTBO. 3MiHM BMNpo6yBaHb abo JOMYCTUMUX MEX Y
npoueci BupobHuuTea A®I, L0 BCTAHOBEHI Y
cneyudikalisix (BUIyYEHHS HECYTTEBOrO BUMPOOYBaHHS)
norogpkeHHa mik Master Batch Record Ta IPC 3BiTOM, L0
NpVU3BOANTL BUTYYEHHS HEKPUTUYHMX MOKA3HWKIB y npoueci
BMPO6HULTBA ADI. 3MiHU | TMNY - 3MiHK 3 AKOCTi. ADI.
Bupo6HMLTBO. 3MiHM BMNpo6yBaHb abo JOMYCTUMUX MEX Y
npoueci BupobHuuTea A®I, L0 BCTAHOBEHI Y
cneuungikayisnx (BUIy4eHHs HECYTTEBOrO BUNPOGYBaHHS)
norogpkeHHa mik Master Batch Record Ta IPC 3BiTOM, L0
NpVU3BOANTL BUTYUYEHHS HEKPUTUYHMX MOKA3HWKIB y NpoLeci
BMPO6HULTBA ADI. 3MiHU | TUNY - 3MiHK 3 SAKOCTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneuudikauiii Ta/abo
[ONYCTUMKX MEX, BUSHaUYeHnX y crneumdikayisx Ha A®l, abo
BVXiAHWIA/NPOMDKXHWIA NpoAYKT/pearexT, LWo
BVIKOPVCTOBYIOTbCSA Y npoueci BUpobHuuTea AP| (3ByXeHHSA
OOMNYCTUMKX MEX, BUSHAUYEHVX Y crieumdikaw,ii)
3BY)XEHHS MOKa3HKKa AKOCTi «KiflbKicCHe BU3HAYEHHS» Y
cneumdikauii BuxigHoro matepiany Tris Hydrochloride 3
299,0% Ha 299,5%, L0 BUKOPUCTOBYETLCSH Y NPOLIECI
BMpo6HUUTBa AdI (to tighten the specification limit for the
assay test for Tris Hydrochloride raw material, applied during
the manufacture of the active substance afibercept from
299,0% to 299,5%) 3MmiHu | TUNY - 3MiHK 3 AKoCTi. AdI.
KoHTponb A®I. 3miHa y napameTpax crneuudikauiii Ta/abo
[ONYCTUMKX MEX, BUSHaUYeHnX y crneumdikayisx Ha A®l, abo
BVXiAHWIA/NPOMDKHWIA NpOAYKT/pearexT, LWo
BVKOPWCTOBYIOTbCSA Y npoueci BUpobHuuTea AP| (3ByXeHHSA
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[ONyCTUMMX MEX, BU3HAUYeHMX y crieumdikaL,ii) 3By>KeHHs
O0ONyCTUMUX MeX A1 NoKasHuka «BmicT MNpoTeiHy A» y
cneuudikaLii npomMixHOro npoAykty Acniéepcent 3 <3 ppm
00 <2 ppm. 3miHun | TUny - 3miHK 3 skocTi. ADl. KoHTponb
A®I. 3miHa y napameTpax cneuudikauii Ta/abo gonycTumumx
MeX, BU3HAUYeHVX Y cneuundikauisx Ha A®l, abo
BVXi4HWA/NPOMDKHUIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTLCA Y Npoveci BupobHuutea Ad|
(monoBHeHHA creumdikalii HOBUM NOKA3HMKOM SKOCTI Ta
BiANOBIAHUM MEeTOA0M BUNPOOYBaHHS)

BBeJEHHS nokasHuka «MLIP Ha napBoBipyC Yy rpu3yHis Ha
COEBOMY rigponisati» Ao cneuudikauii cTapToBmx
matepianis RXM1J Media Powder Ta FP1K/FP10K Medium.
3MiHu | TMNY - 3MiHK 3 AKOCTIi. FOTOBUIA NikapcbKuii 3aci6.
3MiHn y BUPOGHMLTBI. 3MiHK BUNPOByBaHb abo A0NyCTUMUX
MeX, BCTAHOBJIEHVX Y cneundikauisx, nig yac BUpobHuuTBa
rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHM)
He3HauyHa 3MiHa B npoueci BUpOBGHMLTBA NiKapCbKoro
3acoby, a came 3MiHa B NpoLieAypi TECTYBaHHA Ans
napameTpy «6iofioriyHe HaBaHTaXeHHs» Ha cTagii «In-line
filtration»: po3mip BMGIpKK ANst BU3HAYEHHSA BionoriyHoro
HaBaHTaKeHHs 36inbwmnTbesA 3 10 ma go 50 mn.
MponoHoBaHi KpUTepii NPUAHATHOCTI AN KOHTPOJTHO
6ioHaBaHTaXeHHA < 5 KYO/50 mi, NOPIBHAHHI 3 NOTOYHUMM
Kputepiamu < 1 KYO/10 mn, Ta BignoBsigae 6inbwomy
po3mipy BuGIpku (3acTocoByeTbes anst 13 y donakoHax)
(Mpovuec BupobHUUTBa /13 BKItOYAE ABa eTanu
hinbTpyBaHHs — Bioburden reduction Filtration Ta In-line
filtration). 3minu Il TMNY - 3MiHK 3 sKoCTi. A®I. BUpo6HNLTBO.
3MiHa BUPOGHMKa BUXIAHOTO/MPOMIXHOIO
NpoAyKTy/peareHTy, WO BUKOPUCTOBYIOTLCS Yy BUPOOHNYOMY
npoteci A®l, abo 3miHa BUpO6HUKa (BK/IKYaoun, ae
HeobXxifHO, MicLie NPOBELEHHS KOHTPOIIO AKoCTi) AdI (3a
BiICYTHOCTI cepTudikaTta BifgnoBigHOCTI EBponeiichkiii
hapmakonei y 3aTBepyKeHOMY [0CbE)(3MiHN A0 3axX0fiB,
MOB’AA3aHNX 3 KOHTPOJIEM aKTUBHOI PeyoBUHMU BioNoriYHOro
NMOXOAKEHHS: 3aMiHa abo AoAaBaHHA OiNbHULI, Ae
NPOBOANTLCA KOHTPO/L/BUNPOBYBaHHS cepil, BK/IHOYa0UM
3acToCyBaHHSA 6i0/10r4YHOr0/iMyHONOrYHOrO/iMyHOXIMIYHOTO
MeToAy) BBeAEHHS HOBOrO BUPOOHHMKA, «EBPOCIHC
NaHkacTep Jlaboparopis, IHk.» (Eurofins Lancaster
Laboratories, Inc. (ELLI)), skuii BUKOPUCTOBYETLCS, SIK
a/lbTepHaTNBHA KOHTPaKTHA AiNIbHALA, e NPOBOANTLCS
KOHTPO/b AKOCTi NpomixxHoro A®I, A®| Ta Hepo3sdacoBaHoi
npogaykuii (Quality Control testing for aflibercept drug
substance intermediate (DSI), aflibercept drug Substance
(DS) and afibercept Formulated Bulk (FB)) JogaTkoBo 3
METOI NpVBELEHHS Y BifNOBIAHICTb A0 MaTepianis
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Ymosu
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Homep
peecmpayjiliHo2o
nocsioYeHHs1

peecTpauiiHoro Aocke BMPO6HMKa /13 3a3Ha4aEeTbeA
PyHKUiA KOHTPONb AKOCTI 4119 BUPOOGHMYOT AiNbHUL
«PepxeHepoH ®apmacbioTikan3 IHk.», CLUA (Regeneron
Pharmaceuticals, Inc., USA) B MKA (3rigHo maTepiasnis
peecTpaLiiHoro AoCkbE AaHuii BUPOGHUK 3aBX AN BUKOHYBaB
OYHKLLiO KOHTPOb SKOCTI Hepo3dacoBaHoi NPoAYKLiT)
3MmiHu |l Tuny - 3MiHm 3 akocTi. A®Il. KoHTponb A®I. 3miHa y
MeToAax BunpobysaHHsA A®l abo BuXigHOro
marepiany/npoMiKHOro NpoayKTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NpoLeci BUpobHuuTea Ad| (cyTTeBa
3MiHa y 6ion10riYHOMY/iMyHONOrYHOMY/iIMYHOXIMIYHOMY
MeToZAi BUNpobysBaHHA abo MeTogj, y akomy
BVIKOPVCTOBYETbLCS 6IOMOriYHMIA peareHT ans 6io1orivyHoro
A®I, abo oro 3amiHa) 3MiHM Y nNpoLeaypi TECTyBaHHS
npomMikHoro A®| Ana nokasHuka BMICT NPOTeiHy A: 3amiHa
3aTBEPKEHOr0 TECTOBOIO KOMM/IEKTY Ha HOBWI TECTOBUIA
komniekT ELISA. (TecToBuiA KOMMNNEKT, AKUIA
BMKOPVCTOBYBABCS paHillle, 3HATWIA 3 BUPOOHMLTBA, Ta
Hafiani BUKOPUCTOBYBATVMETLCS HOBWIA TECTOBUIA KOMM/IEKT
Bif, Tiel camol komnaHii. Mpoueaypa TecTyBaHHA 6yna
BuganeHa 3 fokymeHta S.4.2.01 ta 3apas onucaHa B
LOKyMeHTi S.2.4.07, OCKinbkun el TeCT 3aBXAn NPoBOAMBCS
nig, vyac TecTyBaHHA NpomixHOro A®l, a He nig yac
TecTyBaHHs rotosoro A®l)

11.

AKTEMPA®

PO34MH ANnA
iH'ekujnn, 162
mr/0,9 mn; 4
nonepeaHL0
HanoBHEHNX
wnpuua (KoxeH
06’emom 1 mn) y
KapTOHHIlA KOpooLi

®.XohdpmaHH-
Na Pow it

LLiBeiiya
pist

Betep ®apma-
PepTuryHr F'm6X i Ko
KI, HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHol
npoayKuii, NnepBrHHe
nakyBaHHS,
BUNPOOYBaHHA Ha
CTEPUNBHICTb Ta
6akTepiasibHi
eHA0TOoKCUHK); BeTep
Papma-PepTuryHr
m6X i Ko KT,
HimeuunHa
(BnnpobyBaHHsA Ha
CTepUbHICTb Ta
6akTepiasibHi
€eHA0TOKCUHK); BeTTep
dapma-depTiryHr
m6X i Ko KT,
Himeuunna
(BnpobyBaHHsA Ha
CTepUbHICTb Ta
6akTepiaibHi

HimeuuunHa/
LLiBeiiuapis

BHECEHHS 3MiH [0 peecTpauliinHmx maTepianis:3miHu | Tuny -
OHOBJ/IEHHS BXE 3aTBEPIXXEHOr0 TEKCTY MapKyBaHHS
BTOPUHHOI Ta NEPBMNHHOI YMakoBKM iKapCbKOro 3acoby,
BHECEHHS NO3HAYeHb OAVHWLb BUMIPIOBAHHSA, 3
BMKOPUCTAHHAM JliTep TaTUHCLKOro andasiTy, Ta 3aMiHn A0
po3giny «MapkyBaHHs1». BBeAeHHs 3MiH NpoTsarom 6 micauis
nicnsa 3aTBepKeHHs

3a
peyenmom

UA/13909/02/01
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€HA0TOKCUHK); PoLu
dapma All, HimeuunHa
(BunpobysaHHs
KOHTPOJI0 AKOCTI (Kpim
BUMNPOOYBaHHA Ha
CTEPUNBHICTb Ta
6akTepiasibHi
€HOO0TOKCUHN));
®.XohpmarH-/15 PoLu
Nta, Weeiiuapis
(BTOpPVHHE NakyBaHHS,
BUNPOBYBaHHSA
KOHTPOJI0 AKOCTI (Kpim
BUMNPOOYBaHHA Ha
CTEPUNBHICTb Ta
6akTepiasibHi
€HA0TOKCUHWM), BUMYCK
cepii)

12.

AKTPANIA,
® HM
®NEKCMNEH
®

PO34MH ANA
iH'ekujin, 100
MO/mn, no 3 mny
KapTpuaxi; no 1
KapTpuaxy y
6aratofo30Bili
04HOpa3oBili
winpuy-py4ui Nel,
Ne5

AIT Hoso
Hopgaick

[aHis

Bupo6HuK
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO/Tb
AKOCTi MPOAYKTY B
nepBUHHOMY
nakyBaHHi (KapTpuaxi
MeHpin®) Ta
BiANOBiAaIbHNI 3a
BWMYCK Cepil roToBOro
NpoAyKTYy
(PnekchexH®): AIT
HoBo Hopgaick, [aHis;
Bupo6HMK
Hepo3acoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO/b
AKOCTi NPOAYKTY B
nepBUHHOMY
nakyBaHHIi (KapTpuaxi
MeHdin®); 36upaHHs,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
roTOBOro NPOAYKTY
(PnekcleH®);
KOHTPO/b AKOCTI
roTOBOrO NPOAYKTY
(PnekcleH®): AIT
Hoso Hopgaick, AaHis;
Brpo6HuK

[Lanisa/
dpaHuia/
Bpasunis

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiastiB:3MiHu | Tuny -
3MiHU 0 IHCTPYKLiT 415 MeANYHOr0 3aCTOCYyBaHHS
nikapcbKoro 3acoby ao po3ainy "Cnocibé 3acTocyBaHHs Ta
[o3n" (yTouyHeHo iHchopmaLito 415 nauieHTa Wwoao
KOPUCTYBaHHS LUNPWLI-PYYKOI0). BBEAEHHS 3MiH NpoTSArom 6-
TN MiCALB NiCNs 3aTBEPAKEHHS

3a
peyenmom

UA/17171/01/01
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Hepo3dacosaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs (KapTpuaxi
MeHdin®); 36upaHHs,
MapKyBaHHs Ta
BTOPUHHE NakyBaHHS
roTOBOrO NPOAYKTY
(PnekcheH®): AIT
Hoso Hopgaick, JaHis;
Brpo6HWK npoaykuii
3a NOBHUM LMK/TOM:
Hoso Hopgick
MpogatokcboH CAC,
PpaHuin
Bupo6HuK
Hepo3dacosaHoro
NPoOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO/1b
AKOCTI MPOAYKTY B
nepBUHHOMY
nakyBaHHI (kapTpuaxi
MeHdin®); 36upaHHs,
MapKyBaHHs Ta
BTOPUHHE NakyBaHHS
roTOBOrO NPOAYKTY
(®PnekcleH®);
KOHTPO/1b AKOCTI
roTOBOrO NPOAYKTY
(®PnekcleH®):
Hoso Hopgick
MNpoaykao
$apmaceyTika g0
Bpasine NITga.,
Bpasunis
13. ANEP3VH TabneTku, BKPUTI 3AT Yropwy | 3AT dapmaueBTUYHNI YropwuHa BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepianiB:TeXHIYHA 6e3 UA/9862/01/01

NAiBKOBOO PapmaueBTmy Ha 3aBof ElC NOMM/IKa B TEKCTi MapKyBaHHS1 BTOPMHHOIO NakyBaHHS peyenma
060/10HKOI0, M0 5 HWA 3aBOA,

Mr, N0 7 TabneTok EFIC
y 6nicTepi; no 1
abo no 2 6nictepu
B KapTOHHiiA
KopooL;

no 10 Tabnetok y
6nictepi; no 1,
abo no 2, abo no 3
6nictepu B
KapTOHHI KopoobLi

14. ANEP3VH Kpani opasibHi, 3AT Yropwm | 3AT dapmaueBTUYHWIA YroplmHa BHECEHHS 3MiH [10 peecTpaliiiHMX MmaTepianiB:TeXHIYHa 6e3 UA/9862/02/01
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0 3acoby nocsio4YeHHs1
po3unH 5 mr/mn no | dapmauesTny Ha 3asop ErIC noMu/IKa B TEKCTI MapKyBaHHS BTOPVHHOIO NakyBaHHS peyenma
20 My donakoHi 3 HWi1 3aBOf
KpanenbHuueto, no ErcC
1 donakoHy 3
KpanenbHuLEeo B
KapTOHHI KOpo6Li
15. ANNYHA TabneTku, BKpUTI Amakca Benuka BMPOGHMLTBO 3a LLiBeiuapis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/11711/01/01
NAiBKOBOO dapma T, BpuTaHi NOBHUM LK/IOM: AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo peyenma
060n0Hkoto no 10 A Makc Liennep 3b0He afipecy 3asBHVKa (B/laCHUKa peecTpaLiiiHoro nocsigyeHHs).
Tabnetok y Ar, LLseiuapis; 3MiHa BHOCWTLCS Y 3B’A3KY 3i 3MiHOIO IOpUANYHOT agpecu
6nictepi; no 1 a6o nepBuMHHE NakyBaHHsA 3asBHMKa Amakca ®apma NTTA.
3 6nictepu B (dhacyBaHHs), TepMmiH BBELEHHS 3MiH - NpOTArom 6 micsuis nicns
KapTOHHIli KopoobLi BTOPWHHE NakyBaHHS, 3aTBepKEHHS. 3MiHKM | TNy - AgMIHICTPaTUBHI 3MiHW. 3MiHa
MapKyBaHHS: HaliMeHyBaHHS Ta/abo agpecu MicLsa NPoBaKEHHS
Coro dnopgic LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro /ikapCbKoro
IHTEpHeLHN 3aco0y, BK/0YaKUM AiNbHMLi BUNYCKy cepil abo micue
Csit3epneHg CA, NpoBeAEeHHS KOHTPOI0 AKOCTI. (LisANbHICTb, 3a AKY
Llseiuapis; BiANOBiAa€e BMPOGHMK/IMNOPTEP, HE BK/OYAOUM BUMYCK
KOHTPO/Ib AKOCTI: cepiit).
Na6op LonniHrep A, 3MiHa BHOCUTLCSA Y 3B’A3KY 3i 3MiHOK OQiLliiHOT Ha3BU
Llseiuapis; BMPOBHUYOI AiNbHUL, WO BiAMNOBIgA€E 3a NEPBUHHE
KOHTPO/Ib AKOCTI: nakyBaHHs (thacyBaHHs1), BTOPUHHE MakyBaHHS Ta
IHTepnabop bBenn Ar, MapKyBaHHs, 6e3 3MiH1 Micusi BUpOBHULTBA.
LLisefuapis
16. ANTENKA cupon in bulk: no NAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix MmaTepianiB: yTOUHEHHS - UA/12481/01/01
FANMMYDAP | 100 mny 6aHui "Tannudapm" HanvcaHHs ynakoBOK B MPOLECi BHECEHHS 3MiH B Hakasi

M

CKNsHIlA, abo y
dnakoHi
cknsiHomy, abo
donakoHi
noniMepHomy; no
48 6aHOK CKISHUX,
abo chnakoHis
CKNAHMX, abo
hnakoHiB
NoniMepHUX y
KOpoo6i
KapTOHHOMY; in
bulk: no 200 mny
pNakoHi CKNsAHOMY
ab60o onakoHi
noniMepHoMmy; no
30 dhnakoHiB
CKNAHMX abo
hNnakoHiB
noniMepHuX y
KOpoo6i

MOS3 Ykpainu
Ne 2004 Big 02.10.2019 (6yn0 nponyLLeHo ynakoBky y hopmi
in bulk) - 3miHM | TUNY - 3mMiHa po3Mipy cepii (BKOYaun
Aianas3oH po3Mipy cepil) roToBOro /likapcbKoro 3acoby -
BBEJEHHSA 4,04aTKOBMX PO3MIPIB cepii FOTOBOro Nikapcbkoro
3acoby. MNponoHoBaHa pefakLis. TeopeTuyHuin po3mip: He
6inbLwe 15,536 Tnc. yn. (ans go3yBaHHsA 100 M) Ta He
6inbLe 7,768 Tuc. yn. (o015 fo3ysaHHA 200 M) He GinbLie
20,0 Tuc. yn. (ansa gosysaHHA 100 mn) Ta He Ginble 10,0
THC. yn. (8ns fo3ysaHHA 200 mn)
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KapTOHHOMY
17. ANbTABOP | nopoLuok My6niyHe YkpaiHa My6niuHe akuioHepHe Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - - UA/12681/01/01
(cybeTaHuis) y akujioHepHe ToBapucTBo "Haykoso- 3MiHa y meTogax BunpobysBaHHs APl abo BMXigHOrO
noaBiNHWX TOBapuCTBO BVMPOGHNYMIA LEHTP Marepiany/npoMiXXHOro NpoayKTy/peareHTy, LWo
nonieTuIeHoBuxX "HaykoBo- "BopLyariBcbkuii BMKOPUCTOBYETLCA Y npoLeci BUpobHuuTBa AD| (iHWi 3MiHW
nakeTax gns BMPOGHNYMIA XimiKO- y MeToAax BunpobyBaHHs (BkIoHakouy 3amiHy abo
thapmaveBTUYHOT LEeHTp hapmaueBTUYHNI [0NoBHEHHSA) AdD| abo BKXiZHOro/MPOMKHOr0 NMPOAYKTY);
0 3aCTOCYBaHHs "BopLuariscbk 3aBog" CynyTHsi 3MiHa: 3MiHa y napameTpax cneuudikayiin Ta/abo
i XimiKo- O0NYyCTUMUX MEX, BUSHAUYEHVX y crieumdikalisx Ha Adl, abo
thapmavueBTUY BVXigHWA/NPOMDKHWIA NpOAYKT/peareHT, Wwo
HWi1 3aBoa” BMKOPUCTOBYHOTLCA Y Npoueci BUpobHuuTBa AP (iHLi
3MiHW); 3MiHK | TNy — 3MiHK Jo cneymdikalii Ta MeToauku
BMNpo6yBaHHA A®I 3a nokasHukom «MikpobionoriyHa
yncToTa», a caMe KpuTepii NpuitHATHOCTI ansa TAMC, TYMC
Ta 4718 OKpeMUX BUAIB MIKPOOPraHi3mis (HeratmBHmMX
6akTepiii ToflepaHTHUX A0 XOBYI) 4OMNOBHEHO OAUHULIEHD
BMMIipOBaHHA — KYO
18. ANbTABOP | Tabnetku no 20 My6niuHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepiasis:3miHu | Tuny — 6e3 UA/10229/01/01
mr, no 10 akuioHepHe TOBapUCTBO "HaykoBo- BHECEHHS 3MiH 0 MeToAuku BUnpobyBaHHa Adl 3a peyenma
Tabnetok y TOBapUCTBO BMPOGHNYMNIA LEHTP nokasHMKoMm «laeHTudikayis. Enarosa knucnota» MeTofom
6nicTepi; no 10 "HaykoBo- "BopLyariscbkuii TLWX, a came 3MiHEHO pyxoMy Ta Hepyxomy dhasu Ta
Tabnetok y BMPOGHNYUIA XiMiKO- KiNbKICTb PEYOBMHMU, LLIO HAHOCUTLCA; SIK HACNILOK, 3MiHa
6nictepi no 2 LeHTp hapmaueBTUYHNI hopMy/IHOBaHHSI KpUTEPIKD NPUIAHATHOCTI Yy cnevumdikaur;
6nicTepu y nauuj; "BopLuariBcbk 3aBog" 3anponoHoBaHO: HasBHICTb XxapakTepHUX NAsSM Ha
no 20 a6o 60 uii Ximiko- XpomaTtorpami BiNoBifHO [0 TECTY; CYNyTHA 3MiHa:
TabneTtok y hapmaveBTny 3MiHa y napameTpax creumdikayiii Ta/abo onycTUMUX MEX,
KOHTelHepax HWiA 3aBoa” BM3HAYeHUX y cneyucpikauisx Ha A®l, abo
NnaacTUKOBMX 3 BWXiAHWIA/NPOMDKHWIA NpOAYKT/peareHT, Wo
KPWLLIKOIO 3 BUKOPWCTOBYIOTLCS y Npoueci BUpobHuuTea Ad|
KOHTpONemM
nepLuoro
po3KpUTTA
19. AMIOOAPO | Tabnetkmno 0,2, MpuBaTHe YkpaiHa | [NpuBaTHe akuioHepHe YKpaina BHECEHHS 3MiH 40 peeCcTpaLiiHnX MaTepiasiiB:3miHn | Tuny - 3a UA/8904/01/01
H no 10 Tabnetok y akuioHepHe TOBapuCTBO "J1EKXiM- noAaHHs HOBOTo cepTudikaTy BignoBiAHOCTI E€BponeicbKoi peuyenmom
6nicTepi; no 3 TOBapUCTBO Xapkis" thapmakonei Ne R1-CEP 2003-216-Rev 07 Big HoBOro
6nicTepu B nauui 3 "Jlekxim- BMpOGHUKa ADI|
KapTOHY Xapkis"
20. AMIOAAPO | Tabnetknno 0,2, MpuBatHe YkpaiHa | [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/8905/01/01
H in bulk: no 3000 akujioHepHe TOBapuUCTBO "“/lekxim- noAaHHs HOBOTO cepTudikaTy BigNOBIAHOCTI EBpPONECHKOI peyenmom
TabneTok y TOBapuUCTBO Xapkis" thapmakonei Ne R1-CEP 2003-216-Rev 07 Big HOBOro
KOHTelHepax "Nlekxim- BMPOGHUMKa API
n1acTMacoBmx Xapkis"
21. AMIOKOPJ, | po3uvH ons KPKA, a.4., CnoseHi BUpPOBHULTBO «in CnoBeHis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 3a UA/2295/02/01
NH® iH'eku;in, 150 mr/3 HoBso mecTo a bulk», neperHHe Ta 3MiHM 3 SKOCTI. [0TOBWI NiKapCbKuii 3aci6. 3MiHN Y peyernmom

M; Mo 3 M B
amnyni; no 5
amnyn y KapTOHHIl
Kopo6u,i

BTOPWHHE NakKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4., HoBo

BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHN, L0 CTOCYIOTbCA
BUNYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO NiKapCbKOro
3aco6y (3amiHa abo AofaBaHHA AifbHUL, Ha Kl
3[iiCHIETLCS KOHTPO/Ib/BUNPO6YBaHHSA cepii) - JlogaBaHHsA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
mecTo, C/oBeHis; Bmpo6Huka KPKA, a.4., HoBo mecTo, Noexosa yniua 5, 8501
KoHTposb cepii HoBo mecTo, CrnoBeHis, L0 34iliCHI0E KOHTPOJIb cepil 3a
(chiznuHi Ta XimiuHi i3NYHUMM Ta XIMIYHUMK NOKa3HUKaMK Ta 3a3HayveHHs
METOAN KOHTPOJIIO): doyHKLUIil paHiw 3aTBepmxeHoro BupobHuka KPKA, a.a., Hoso
KPKA, a.4., Hoso MecTo, Wimap’ewka uecta 6, 8501 HoBo mecTo, Cri0BeHis
mecTo, CrioBeHis
22. AMOKCWKN | nopowiok ans CaHpo3 CnoBeHi ek ®apmaneBTMUHA CnoBeHis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/7064/02/01
AB® OopasibHOT dapmacbioTika A KoMnaHisa 4. a. 3MiHa NapameTpiB crneuudikaliii Ta/abo AONYCTUMUX MeX peuenmom
cycneHsii (250 n3 g.4. NepPBUHHOI YNakoBKM rOTOBOrO MiKapCbKOro 3acoby -
mr/62,5 mr B 5 BHECEHHS 3MiH f0 Creumdikalii nepBMHHOI yNakoBKu
Mn); no 25r (chnakoH), a came: BuganeHHs nokasHvka Dimensions,
MOPOLLKY Y popasanHsa n. Combined yeast and moulds count: NMT
chnakoHi (ana 100 10/unit, pegaryBaHHs n. Material, Description, Light
M/ cycneHsii); no transmission, Appearance
1 chnakoHy pasom
3 MOPLUHEBOO
nineTKoto B
KapTOHHI Kopobui
23. AHANbIH Tabnetku no 500 AT YkpaiHa AT "Nly6Hncpapm” Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/8374/01/01
mr; no 10 "ly6HMhapm" 3MiHV Woao 6e3nekn/edhekTUBHOCTI Ta dhapMakoHarnsay peyenma
Tabnetok y (iHLWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS yMakoBKM
6nictepax NiKapCcbKoro 3acoby LoA0 3a3Ha4eHHsI MKHapOAHMX
no3HayeHb OAMHULL BUMIpIOBaHHA (Bi4NOBIAHO A0 cucTemu
Sl). BHeceHHs 3MiH Jo p. «MapkyBaHHs» MKA N13. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS (BBefeHHS 3MiH
NPOTArOM 6-TW MICALIB NIiCNA 3aTBEPLAXKEHHS); 3MiHW | TRy -
AfMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecy Micusi NPoBaKEHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro /ikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPOJIHO AAKOCTI. (AifNIbHICTb, 3a Ky BiAnosigae
BMPOGHMK/IMNOpPTEp, BK/IOYAOUM BUMYCK cepili) - 3MiHa
HalilmeHyBaHHsA BUpo6HUKa N3 AT «/lybHucapm» 6e3 3MiHu
Micusl BUpo6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicAuiB
nicnsa 3aTBepAXEHHS); 3MiHW | TUNY - AGMIHICTPATUBHI 3MiHN.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpayiiiHOro NocBig4eHHs ) - 3MiHa HaliMeHyBaHHSs
3asBHVKa (BNacHVKa peecTpauiiHoro nocBig4eHHs)
24, AHECTE3O | cynosuTopii, in MpuBaTHe YkpaiHa | [NpuBaTHe akuioHepHe YKpaina BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - - UA/7066/01/01
ne bulk: no 5 akuioHepHe TOBapuCTBO "J1EKXiM - nofaHHsA oHossieHoro CepTtudikarty BignosigHOCTI
CynosunTopiis y TOBapUCTBO Xapkis" €Bponeiicbkiii hapmakonei R1-CEP 2012-347-Rev 00 Big
6nictepi, no 180 "Jlekxim- BXe 3aTBepakKeHoro BnpobHuka EVERZINC NEDERLAND
6nicTepiB y ALWMKY Xapkis" B.V., Netherlands ans A®| LMHKY okcuay
25. AHECTE30 | cynoswutopii, no 5 MpuBatHe YkpaiHa | [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peeCcTpaLiiiH1X maTepianis:3miHu | Tuny - 6e3 UA/7065/01/01
ne Cyno3unTopiiB y akujioHepHe TOBapUCTBO "JlekxiMm - noAaHHsa oHoBneHoro CepTudikaty BiAMOBIAHOCTI peyenma
6nicTepi, no 1 abo TOBapUCTBO Xapkis" €Bponeiicbkili hapmakonei R1-CEP 2012-347-Rev 00 Big,
2 6nictepu B navui "Nlekxim- BXe 3aTBepxeHoro BupobHnka EVERZINC NEDERLAND

Xapkis"

B.V., Netherlands gns A®I umMHKy okeuay
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
26. AHTPANIb® | nopoLuok AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH O peecTpavliiiHiX maTepianis: 3MiHu | Tuny - - UA/2958/01/01
(cy6eTaHuin) y AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
naketax afipecyt MicLA NPOBaKEHHS Ais/IbHOCTI BUPOGHMKA
NoABINHNX (BK/IHOYAKOUM, 38 HEOOXIAHOCTI, MicLie NPOBEAEHHS KOHTPO/IHO
nonieTnIeHoBux SIKOCTi), abo BnacHvka mactep-gpaiina Ha A®l, abo
ana noctavasnbHuka A®l/BnxigHoro
thapmaueBTUYHOT Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
0 3aCTOCyBaHHSA 3aCTOCOBYIOTLCA Y BUPOGHULITBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickbkili hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOT AOMOMIDKHOI PEHOBUHM (SKLLO
3a3HayeHo y J0CbE) - 3MiHA Ha3BU Ta apecu BUPOGHYKa,
6e3 3MiHN MicLA BUPOGHMLTBA. 3MiHKM | Tumy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afipecy 3asBHUKa (B/1aCHMKa PEECTPALiHOro NOCBIAYEHHS) -
3MiHa Ha3BW Ta aApecu 3asiBHUKA.
27. APTIAN® po34uH Ans TOB YkpaiHa MAT "Tanuudapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/17348/01/01
iHdpy3ild, 42 mr/mn; "APTEPIYM 3MiHuM 3 SKOCTi. [0TOBMIA Nikapcbkuii 3aci6. CTabiNbHICTb. peyernmom
no 100 mn y nTa: 3miHa y TepMiHax npugaTHoOCTi abo ymoBax 36epiraHHs
nnswuyi aéo y rOTOBOrO NiKapCbKOro 3acoby (36i/bLLEHHS TePMiHY
donakoHi, no 1 nNpUAAaTHOCTI FOTOBOTO JTiKApCbKOro 3acoby) - 41 Toproeoi
naswui abo yMakoBku (NiATBEPAKYETLCSA AAHNMMN PeasIbHOIO vacy) -
hnakoHy B nauui 36i/1bLLUEHHS TEPMIHY NPUAATHOCTI FOTOBOTO NiKapCbKOro
3ac06y Ha OCHOBI NO3UTUBHMX Pe3yNbTaTiB JOBrOCTPOKOBUX
[ocnigpKeHb cTabinbHOCTI y peasibHOMY Yaci:
3arsepmkeHo: TepMiH npuaaTHocTi. 1 pik. 3anponoHoBaHo:
TepmiH NpuaaTHOCTI. 2 poku. BBeAeHHs 3MiH NpoTArom 6-Tu
MicALB Nic/1a 3aTBepAKEHHS.
28. APMAAVH Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/12306/01/01
® JIOHI MPOJIOHroBaHoI Aji "MIKPOXIM" "MIKPOXIM" pefakLiiiHi yTouHeHHs Ao Cneuundikauii LWoA0 KOHTPO0 peyenmom
no 300 wmr; no 40 AKocTi A®l apmagiHy, 4519 NokasHuKiB «laeHTudikauis»,
TabneTtok y 6aHLi; «CynbaTHa 30na», «KifibkicHe BU3HaUYEeHHs», HOPMYBaHHS
no 1 6aHui B nauui NOKa3HUKIB HE 3MIHWANCS; 3MiHW | TUMY - BHECEHHS 3MiH Y
3 KapTOHY METOAVKN KOHTPOS0 SiKocTi APl apmagiHy 3a nokasHukamu
«lpeHTudpikauis», «CynbatHa 3ona», «KinbkicHe
BU3HAYEHHS», Y 3B'A3KY 3 HEOOXIAHICTIO MPUBEAEHHS A0
Bumor oY
29. APMAAVH TabneTtku TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/12306/01/02
® IOHIr MPOIOHTOBaHOT Aji "MIKPOXIM" "MIKPOXIM" pefakuiiHi yTouHeHHs1 o Cneymdikauii woA0 KOHTPOsIo peyenmom
no 500 mr; no 40 AkocTi A®| apmagiHy, 4151 NOKa3HWKIB «laeHTudikauis»,
TabneTok y 6aHLi; «CynbaTHa 301a», «KiflbkiCHe BU3HAYEHHS», HOPMYBaHHS
no 1 6aHuj B nauui NOKA3HWUKIB HE 3MIHUNCS; 3MiHW | TUMY - BHECEHHS 3MiH Y
3 KapPTOHY METOAVKN KOHTPOS0 sikocTi APl apmagiHy 3a nokasHukamu
«lgeHTudikalis», «CynbarHa 3ona», «Kinbkice
BU3HAYEHHS», Y 3B'A3KY 3 HEOOXIAHICTIO NPMBELEHHS [0
Bumor oY
30. ACKO®EH- | Tabnetku, no 6 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 6e3 UA/7528/01/01
AAPHUNLA a6o no 10 "PapmaueBTu "PapmaueBTuyHa BiKOpWryBaHHs po3ainy "Cknag", B sKoMy AOMyLIEHO peyenma
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Tabnetok y YyHa hipma ipma "JapHuus" TEXHIYHY MOMW/IKY LLOA0 Macy TabneTkn. BBegeHHs 3MiH
KOHTYPHIit "NapHuus” NPOTAroM 6-TW MiCALIB NiCNA 3aTBEPKEHHS; 3MiHM | Tvny -

YapyHKoBIl
ynakosui; no 1
KOHTYPHIi
YapyHKoBIl
ynakoBLji y nav;
no 6 aéo no 10
Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBKax

3MiHW Y cneumdikaLii Ha roToBuiA Nikapcbkunii 3acio [0
po3giny "MikpobionoriyHa yncrtoTa” BignoBsigHo Ao Bumor EP
. BBefileHHs 3MiH NpoTArom 6-Tu MicsLiB nicns
3aTBEPKEHHS; CyNyTHA 3MiHa: 3MiHa y MeTofax
BMNPOGYBaHHSA roTOBOrO NiKapcbKoro 3acoby 0 po3ainy
"Mikpo6ionoriyHa ymcToTta" BignosigHo A0 BuMmor EP.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNAA 3aTBEPKEHHS;
3MiHK | TUNY - Ha gitody peyosuHy MNapaleramosn BHECEHO
3MiHM [0 pO34iNiB: «PO34MHHICTb», «laeHTudikauis»,
«CynyTHi AOMILLKM», «MIKpo6ionoriyHa YicToTa», - po3gisin
npuBeLeHo A0 BUMOT Aitovoi MoHorpadii «Paracetamol», a
TaK0X BHECEHI YTOUHEHHS Ta peflakLiiiHi npaBku y
BignosigHocTi fo Bumor A®Y. BeegeHHA 3MiH NpoTaroM 6-Tm
MiCALIB MiC/1A 3aTBEPKEHHS; CYMyTHSA 3MiHa: 3MiHa Y
napameTpax crneuudikauii Ta MeTogax BUNPo6yBaHHs
BXIiHOTrO KOHTPO/IO Ha fAitody pevoBuHy Mapauetamon go
po3gainiB: «PO34MHHICTb», «laeHTNdiKauis», «CynyTHi
OOMiLLKM», «MiKpobiosioriyHa ymcToTa» - po3ainv npnusegeHo
[0 BuUMoOr fito4oi MoHorpadii «Paracetamol», a Takox
BHECEHI YTOUHEHHS Ta pefakLiiiHi npaBkn. BBegeHHs 3MiH
NPOTArom 6-TW MiCALIB NiC/A 3aTBEPKEHHS; 3MiHM | Tvny -
3MiHa 4151 BXiLHOrO KOHTPOJIIO Ha filoyvy pevyoBuHy
MapaueTtamorn, a came BUy4eHO po3Ain "Baxkki meTann'”.
BBefeHHs 3MiH MPOTAroM 6-Tu MicAUIB NiCNA 3aTBEPKEHHS.
CynyTHS 3MiHa:
3MiHa y meTogax BunpobyBaHHs APl abo BMXigHOro
MaTepiany/npomMiKHOro nNpoayKTy/peareHTy, LWo
BVIKOPVCTOBYETbLCS Y NpoOLeci BUPO6HMLTBA AD| (HEe3HaYHI
3MiHM Y 3aTBEpIKEHNX MeToAax BUMPOOYBaHHS); 3MiHM |
MRy - 3MiHW Yy cneuudikauii BXiAHOrO KOHTPOIO Ha Ajtouy
peyoBuHy MapaueTamon 40 po3ainy «YMOoBU 36epiraHHs»;
3anpornoHOBaHO: B LLi/IbHO 3aKyMOpEHili Tapi, B 3ax1LLeHOMY
Bif, CBiTNa MicLji, npu Temnepartypi He BuLle 30° C.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNA 3aTBEPMKEHHS;
3MiHM | TUNY - 3MiHK Y cneyudikauii BXigHOrO KOHTPOSI0 Ha
aitouy peyoBuHy Mapauetamon Ao posginy «Mepiog,
36epiraHHsa», a came JONOBHEHO TEPMIHOM NpuAaTHOCTI ANA
3anponoHOBaHOro BUpo6HuKa. BBeaeHHsA 3MiH NpoTsArom 6-
TW MICALIB NiCNsa 3aTBEPAXEHHS;
3MiHM | Tuny - 3MiHa y MeToAax BunpobyBaHHSA BXiAHOrO
KOHTPO/IIO Ha Aitoyy peyosuHy Mapauetamon 4o po3giny
KinbkicHe BU3HaYeHHS, CTUNICTUYHI NpaBku. BBegeHHS 3MiH
NpoTArom 6-Tn MIiCALIB NiCNA 3aTBEPMKEHHS; 3MiHN || Tuny -
BBE/IeHHS1 a/lbTePHaTMBHOTO BUPO6HNKa API
(Mapauetamony) dipmu Farmson Pharmaceutical Gujarat
Pvt. Ltd., India y 3B'A3Ky 3 BUPOBHNYOI HEOOXIAHICTIO.
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BBefeHHS 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS
31. ACMIPUH TabneTku, BKPUTI Baiiep Lseiiua | BMpoGHMLTBO “in bulk", HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny: 6e3 UA/7802/01/01
KAPAIO® KVLLKOBOPO34YMHHO KoHcblomep pis KOHTPO/1b SKOCTI: 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3miHN y peyenma
10 060JI0HKOLD, MO Kep Al Baiiep Al', HimeuunHa; BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL
100 mr, no 14 BMPO6HULTBO "in bulk”, BMPOGHMLTBA A/151 YacT1HM abo BCbOro BUPOOHNYOTO
TabneTok y KOHTPO/1b SKOCTI, npoLiecy roToBOro NikapCbKoro 3acoby (AinbHNLA, Ha kiR

6nicTepi; no 2 abo
no 4 6nictepu B
KapTOHHIW nayv,i

nepBuHHEe, BTOPVHHE
nakyBaHHs Ta BUMYCK
cepii:
Baiiep bBitTepdensy,
'M6X, HimeuunHa

NpoBoAATLCA 6yAb-Ki BUPOOHWYI cTagil, 38 BUHATKOM
BUWMYCKY Cepili, KOHTPOJIKO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs, /19 HECTEPUTbHUX NiKapCbknX 3acobiB) -
BBEEHHS BUPOOHMYOI AinbHuLi Baliep BitTepdens M6X,
HimeuuunHa, ons BupobHMUTBa npenapaTty «in bulk». 3miHn |
TMNy: 3MiHW 3 AKOCTi. FOTOBMIA NiKapCbkunii 3aci6. 3miHK y
BMPOGHMLTBI. 3MiHa iMnopTepa/3aMiHN, L0 CTOCYIOTbCA
BUNYCKY Cepii Ta KOHTPO/IO AKOCTi FOTOBOrO NiKapCbKOro
3aco6y (3amiHa abo AofaBaHHA AifbHUL, Ha AKil
3[iICHIOETLCS KOHTPOL/BUNPOGYBaHHS cepii) - BBEAEHHS
BMPOGHUWYOI AinbHULi Baliep A, HimeuuuHa, Ta baliep
Bitrepcensg Mm6X, HimeuunHa, 418 NpOBEAEHHST KOHTPO/IO
akocTi [13. 3miHu | Tuny: 3miHun 3 AKocTi. FoToBUiA
nikapcbkuii 3aci6. KOHTPO/Ib AOMOMIXHUX PEYOBUH. 3MiHa
napameTpiB cneuyudikaui Ta/abo AonyCTUMMX MeX A5
[O0MNOMIKXHOT peyqoBUHY (iHLLi 3MiHW)

- 3MiHK [0 cneundikaLii 4ONOMIXHOI pevoBUHU Tanbk, a
came: BUyYeHHS NMoCuNaHHAa Ha ANoHCbKY dapmakoneto.
3MiHu | TURY: 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKWii 3aci6.
KOHTpO/b AONOMiXKHMX PeYOBUH. 3MiHa y MeTofax
BMNPOGYBaHHA LOMOMDKHOI PEYOBUHM (BUYYEHHS METOAY
BUMNPOOYBaHHSA, SKLO a/lbTEPHATUBHUA METOL,
BUNPOBYBaHHSA BXe 3aTBEPKEHO) - 3MiHU B MeTOAax
KOHTPOI0 AONOMDKHOT peqyoBrHN Taslbk, a came: BUAASIEHHS
NOCWNaHHS a/lbTEePHATVBHOIO TECTYBaHHSA A5 BUPOOGHUYOT
ninbHULUi Baiiep BitTepdenba MM6X. Ockinbku, 6yae
NPOBOAMTUCH Ha AAnbHULi Baitep Al 3minu | Tuny: 3MiHu 3
SKocTi. FoToBMIA Nikapcbkuii 3aci6. KOHTPOb AOMOMIXKHMX
peyoBUH. 3MiHa Yy MeTofax BUNPoOyBaHHS AOMNOMKHOT
PEeYOBUHMN (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX METofax
BMMNPO6YyBaHb) — 3MiHVM B METOAaX KOHTPOJIIO AOMOMIXHOT
peyoBMHM Taslbk 3a NOKa3HWKOM «BU3HAYEHHS 3a/InLLIKY
nicns NpoXaproBaHHs». 3MiHn |l Trny: 3MiHK 3 AKOCTI.
[oTOBWIA Nlikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepii (Bk/ItoYaoum gianaszoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (3MiHa CTOCYETbCS BCIX iHLUNX
NikapcbKnx dhopmM CyKynHOro (KOMMIeKCHOro) BUPO6HUYOro
npovecy) — 36i/bLLEHHSA pO3Mipy cepiii /13 ans HENOKPUTUX
060/10HKOI0 TabneTok. 3miHu Il Trny: 3MiHK 3 SKOCTi.
['oTOBWIA Nlikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
po3Mipy cepii (Bk/IOYauK AianaszoH po3mipy cepii) rotoBoro
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0 3acoby nocsio4YeHHs1
NikapcbKoro 3acoby (3MiHa CTOCYETbCA BCiX iHLIMX
niKapcbknx hopmM CyKynHoro (KOMMseKCHOro) BUPOOHNYOro
npoLecy) — 3MeHLLEHHSA po3Mipy cepii 13 (TabneTok,
NoKpUTUX 06010HKOK) 3 1370 kr Ao 342,5 Kr.
32. ACMIPUH® | Tabnetkn no 500 Baiiep Lliseiiua Baiiep BitTepdensy, HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 6e3 UA/4018/02/02
mr Ne 10 (10x1), KoHcblomep pist m6X 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy. peyenma
Ne 20 (10x2), Ne Kep Al BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
100 (10x10) y thapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
6nicTepax cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXeH0i 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa A1st 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmMakoHarnagy (BK1oYaoUumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnag. NponoHoBaHa pefakuis: Justin Daniels.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarniagy. 3MiHa
MiCLie3HaxXOKEHHS MacTep-ainna
33. ACNIPUH® | TabneTtku wunyyi Baiiep LLiseiiua Baiiep bitTepdensy, HimeyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 6e3 UA/4398/01/01
C Ne 10 (2x5) y KoHcblomep pist 6X npuBefeHHs cneundikauii APl ackopbiHOBOT KNCOTH Y peyenma
cTpunax Kep Al BiANOBIAHICTb A0 BUMOr MoHorpadii Ascorbic acid EP 3a
NOKa3HWKOM «Baxkki MeTann» (NOKa3HWK BUYHEHO)
34. AYITMEHTWU | TabneTku, BKpUTI nakcoCmiTKn Benuka nakco Bennkom PpaHuia/ BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/0987/02/02
H™ 060/10HKO10, 500 SiH EkcnopT BpuTaHi MpoaakwH, dpaHuis, Benvka nofaHHs HoBoro CepTudikaty BignoBigHOCTI €EBpoNecbKol peyenmom
Mmr/125 wr, no 7 Nimiten A CMITKNsiiiH Bivem BpuTaHis dapmakonei Ne RO-CEP 2015-064-Rev 01 ans Adl
TabneTok y PapmacboTUKac, Amoxicillin trihydrate Enzymatic process Bif, Bxe
6nicTepi (koxeH Benvika bpuTaHis 3aTBEPKEHOro BUPOGHKMKA, SIK HACiAOK OHOBJIEHHS
6nicTep pasom 3 cneumdikauii A®I, Lo BkItoYae BUNPobyBaHHA Ta KpuTepii
BOJ1I0r03axMCHUMU NPUAHATHOCTI CyBCTaHLii BUrOTOB/IEHOT 38 EH3UMATUYHUM
rpaHynamu-caile npotiecom
y nakeri 3
atoMiHieBol
doonbrn); no 2
6nictepu B
naketax y
KapTOHHIN
ynakoBLi
35. ALL® 100 TabneTku wunyui CaHpos CnoseHi | epmec ®apma Mm6X, AscTpis/ BHECEHHS 3MiH 10 peeCcTpaLiiHnX maTepianis:3miHu | Tuny - 6e3 UA/8272/01/01
no 100 mr, no 20 dapmachboTika A ABCTpisl (BUPOBHNLTBO HimeuunHa 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenma
TabneTok y Ty6i, n3 a.a. in bulk, nakyBaHHs); BBeneHHs abo 3MiHU A0 y3ara/lbHeHUX AaHUX NPO cucTemy
no 1 1y6i B Cantotac dapma thapmakoHarnagy (BBe4EHHS y3arasibHEHUX JaHuX Npo

KapTOHHIlA KopoobLi

'm6x, HimewunHa
(Bunyck cepii);
Xepmec
ApuHaiimittens N'M6X,

cuctemy hapmakoHarnisgy, 3miHa yrnoBHOBaXKeHOT 0coow,
BiANOBiAANbLHOI 3a 34iicCHEHHSA (hapMaKkoHarnsay; KOHTakTHOT
0co6m 3 thapmakoHarnagy 3asBHuKa A5 34iINCHEHHSA
hapMakoHarnisay B YkpaiHi, SKLLIO BOHA BigMiHHA Big,
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0 3acoby nocsio4YeHHs1
HimeuunHa yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
(anbTepHaTUBHWIA hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3MiHK
BMPOGHUK in bulk, y po3MilLieHHi MacTep-haiina cuctemn dhapmakoHarnagy) -
nakyBaHHs1) 3MiHa YNOBHOBaXEHOI 0CO6M 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnsag. MNponoHoBaHa pefakuis: David J Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMOBIAA/IbHOI 3a
hapmMakoHarnsag
36. ALL® 200 TabneTkv wunyui CaHpo3 CnoseHi | lepmec ®apma Mm6X, AscTpis/ BHECEHHS 3MiH [0 peecTpaLjiiHux maTepiastis:3MiHn | Tuny - 6e3 UA/8272/01/02
no 200 mr, no 20 dapmachboTika A ABCTpisl (BUPOBHNLTBO HimeuunHa 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy. peyenma
TabneTtok y Ty6i, ns3 a.a. in bulk, nakyBaHHs1); BBeneHHss abo 3MiHU A0 y3ara/lbHEHUX AaHWUX NPO cucTeMy
no 1 1y6i B Cantotac dapma thapmakoHarnagy (BBeAEHHS y3arasibHEHUX JaHWX Npo
KapTOHHIli KopoobLi 'm6x, HimewunHa cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOi 0cobu,
(Bunyck cepii); BiANOBIAANbLHOI 3a 3ilicCHEHHS (hapMakoHarnsay; KOHTaKTHOT
Xepmec 0ocobu 3 chapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
ApuHaiimitTens Mv6X, thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
HimeuunHa YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
(anbTepHaTuBHWiA hapmakoHarnsagy (BkIovaouy KOHTaKTHI gaHi) Ta/abo 3miHn
BMPOGHUK in bulk, y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
nakyBaHHs) 3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYKa, BignoBiganibHOI 3a
thapmakoHarnsg,. MNponoHosaHa pegakuis: David J Lewis,
B.Sc (Hons), Ph. D. 3MiHa KOHTaKTHUX JaHuX
YMNOBHOB&XEHOI 0CO6M 3as1BHYKA, BiAnoBiAabHOT 3a
papmakoHarnsg
37. BANBb3AMI | niHiMeHT N0 40Ty AT YkpaiHa AT "Nly6Hncpapm” Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/6659/01/01
YHUI 6aHkax; no 40ry "ly6HMhapm" 3MiHV Woao 6e3nekun/edhekTUBHOCTI Ta dhapMakoHarnsay peyenma
NIHIMEHT Ty6ax ;no40ry (iHLWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS yMakoBKM
(3A Ty6i; mo 1 Ty6iy nNikapcbKoro 3acoby WoA0 3a3HaYeHHs MiXXHapPOAHMX
BULLHEBC naJui 3 KapToHy no3HayeHb OA4MHMLL BUMIpIOBaHHA (Bi4NOBIAHO 40 cucTemu
bKM) Sl). BHeceHHs 3MiH Jo p. «MapkyBaHHs» MKA N13. 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHS (BBefeHHS 3MiH
NPOTArOM 6-TW MICALIB NICNA 3aTBEPLAXKEHHS); 3MiHW | TRy -
AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micus NPoBaKeHHS Aisi/IbHOCTI
BMPOGHMKa/iMnopTepa roToBOro SikapcbKoro 3acoby,
BK/IOYA0OUM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPOJIHO AKOCTI. (Aif/IbHICTb, 3a AKy BiAnosigae
BMPOGHMK/iMNOPTEp, BK/IKOYAOUM BUMYCK cepili) - 3MiHa
HalilmeHyBaHHsA BUpoOHUKa N3 AT «/lybHucapm» 6e3 3MiHu
Micusl BUpo6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicAuiB
nicnsa 3aTBEpAXEHHS); 3MiHW | TUNY - AgMIHICTPATUBHI 3MiHN.
3MiHa HaliMeHyBaHHSA Ta/abo agpecu 3asBHUKA (BNacHUKa
peecTpayiiHOro NocBig4eHHS ) - 3MiHa HallMeHyBaHHS
3as1BHMKa (BNacHVKa peecTpauiiHoro nocBigYeHHs)
38. BEK/TOHAS3 | cnpeil Ha3anbHwiA, OpioH diHNSAHA, Bunpo6HMK, Lo diHNAHAIa BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 6e3 UA/7455/01/01
AN AKBA cycneHsis, 50 KopnopeiiwH is 3[jliCHIOE BCi 3MiHK 3 SKOCTi. F0TOBUIA NiKapCbKuii 3aci6. 3MiHW y peyenma
MKr/go3y; no 23 BUPOGHWYI cTagii Ta BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNbHUL
M (200 gos) y BMNYCK cepil: BMPOGHMUTBA A/151 YaCcT1HM ab0 BCbOro BUPOBHNYOTrO
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chnakoHi 3 OpioH KopropeliLuH, npoLecy rotToBOro Nikapcbkoro 3acoby (4inbHUuA ans
nomnoto, Lo PiHNAHZINA; BTOPWHHOTO NMakyBaHHs1). BBegeHHs anbTepHaTUBHOT
npuegHaHa fo AnbTepHaTUBHWIA BMPOGHYOT AinbHULUI: OpioH KopnopeiiluH, [xoeHcyyHkaTty 7,
Lniikn cpnakoHa, BMPOGHMK, LLO 24100 Cano, PiHNSHAIA, WO 34iACHIOE BTOPUHHE NaKyBaHHS.
HacazKolo Ta 3[jliCHIOE BCi BBefeHHs 3MiH NPOTAroM 6-TW MicAUIB NiCNA 3aTBEPKEHHS.
3aXUCHUM BMPOGHUUI cTagji, 3a
KOBMavkoMm Ans BVMHATKOM BUMYCKY 3MmiHu | TMRY - 3MiHK 3 SKOCTi. FoTOBMIA Nikapcbkuii 3aci6.
Hacagku; no 1 cepiii: 3MiHM Y BUPOOHULTBI. 3MiHa iMnopTepa/3amMiHu, Lo
pnakoHy B OpioH KopropeiiLuH, CTOCYHTbCS BUMYCKY Cepii Ta KOHTPOJIKO SKOCTi FOTOBOro
KapTOHHIlA KopoobLi OpioH ®apwma, 3aBog, nikapcbKkoro 3acoby (3amiHa abo JofaBaHHsA BUPOGHKKA, Lo
B Kyonio, ®iHNsAHAA; BiANOBiAae 3a BBE3eHHA Ta/abo BMNyck cepil) - He
AnbTepHaTUBHWIA BK/IOYA0UN KOHTPOL/BUNPOGYBaHHSA cepii. JlogaBaHHsA
BMPOGHWK, LLO anbTepHaTMBHOI BUPO6HUYOI AinbHMLi: OpioH KopriopenLuH,
3[jACHIOE BTOPWHHE [bxoeHcyyHkaTy 7, 24100 Cano, PiHAAHAIA, WO 34iACHI0E
nakyBaHHs Ta BUNYCK BUMNYCK cepii. BBeAeHHSA 3MiH NpOTArom 6-Tu Micauis nicns
cepiii: 3aTBEPMKEHHS. 3MiHuM | TMny - 3MiHW Woao
OpioH KopropeliLuH, 6e3nekn/edrekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu).
PiHnaHAia 3amiHa rpachiyHOro ohopMIEHHSA NEPBUHHOI Ta BTOPUHHOT
YNaKkoBOK Ha TEKCT MapKyBaHHS YNakoBOK 3 BifNOBigHUMMN
3MiHamu go po3ginise MKA N13 (po3ain «IpadivHe
0(hOpPMIEHHS YAKOBKM» 3aMiHEHO PO34iS10M
«MapkyBaHHs»). 3aTBeppkeHo: 'padivyHe 306paeHHs
ynakoBku (CornacHo rpagmyeckoMy oQopMIeHUIO
ynakoBku). 3anponoHoBaHo: TeKCT MapkyBaHHS (TEKCT
MapK1pOBKM npuaaraercs).
39. BENNAPA® TabneTku, BKPUTI BAT "T'efeoH YropLm BAT "l'efeoH Pixtep" YropwuHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - 3a UA/2059/01/01
NAiBKOBOIO PixTep" Ha 3MiHM A0 IHCTPYKUii 4158 MegUYHOro 3aCToCyBaHHS peyernmom
060n10HKoI0, 2 nikapcbKoro 3acoby Ao po3giny "OcobnmsocTi
mr/0,03 mr, no 21 3acTocyBaHHs" (3rigHO pekomeHaauin PRAC EMA), a Takox
Tabnetuiy [0 TekcTy po3ginis "®apmakosioriyHi BnactmeocTi”,
6nicTepi, no 1 abo "B3aemogis 3 iHWMMU SlikapCbkuMK 3acobamu Ta iHLWi BUAN
3 6nictepn y B3a€EMOZji" (BHECEHI YTOUHEHHS Ta peflakLiiiHi npaBku).
KapTOHHIW BBefeHHs 3MiH NpoTTArom 3-x MicsLiB NiCNsA 3aTBEPAYKEHHS
yNakoBLi
40. BEHE®IKC niodpinizat ans Mdpaiizep CLWA BUPOBHULTBO Icnanis/ BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/16134/01/01
pO3uuHy AN Eiiy.Ci.Mi. niogpinizaTy 3a Himeuunna/ 3MiHu 3 aKkocTi. A®l. Bupo6HMUTBO. 3MiHa po3mipy cepii peyenmom
iH'ekuili mo 250 KopnopeiiwH NMOBHVM LK/IOM; CWA (Bkntovaroun gianaszoHu) A®l abo NPOMiXXKHOTO NPOAYKTY,

MO, 1 chnakoH 3
niodpinisatom, 1

KOHTPO/b SKOCTI
PO34YMHHMKA (KpiM

SIKMIA 3aCTOCOBYETLCA Y NpoLieci BUPOGHMLTBA ADI
(36inblueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPLKEHUM

nonepegHbL0 TecTy "Cuna TepTa po3mipom) - 3MiHa po6o4oro 06’eMy GiopekTopa, Lo
HarnoBHeHW NnopLUHSA"); NaKkyBaHHSA 3aisiHNIA Y BUPOGHUYOMY NPOLLECT KNITUHHOI KyNbTypy 3
wnpuy, 3 PO34YnHHYKKA Y HabIp; BEPXHIM MOTOKOM NPV BUPOOHULITBI Ait04O0i peYOBUHM
PO3YMHHMKOM KOHTPO/1b SKOCTI, HOHaKor anbgha NikapcbKoro 3acoby, a came: LjifiboBi po6oui
(0,234 % po3uvH 36epiraHHs, 06’emy 6000 n Ta 12500 n 36inbLieHo o 6420 n ta 13375
HaTpilo xopuay y nakyBaHHs Ta BUMYyCcK N. BBEAEHHS 3MiH NpoTArom 6 micALiB Nicns 3aTBEPAKEHHS;
BOAj ANA iH eKL,in) Habopy; 3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHSA
no5wmn, 1 BiAnoBiganbHUIi 3a Ta/abo agpecu MicLsa NPoBaMKeHHS AisNbHOCTI BUPOOHMKA
agantep ans BMNYCK cepil: (BK/IOYAKOUM, 3@ HEOOXIAHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO
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0 3acoby nocsio4YeHHs1

chnakoHy, 1 Baet d®apma C.A,, SKOCTi), abo BnacHvka mactep-hainna Ha A®l, abo

cuctemy ans IcnaHis; nocravanbHuka Adl/BuxigHoro

iHcpy3ii, 2 TaMNOoHK anbTepHaTMBHa marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0

3i cnupTom, 1 nabopartopia ans 3aCTOCOBYIOTbCS Y BUPOOHULTBI AD| (AKLLO 3a3HAYEHO Y

nnactup, 1 TecTyBaHHS [0CbE Ha Nnikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikata

maprieBy npenapary 3a BifNoBigHOCTI €Bponelickkili hapmakonei y 3aTBepikeHoMy

nogyLueyky NOKa3HNKOM f[ocbe, abo BMPOOHVKA HOBOT [ONOMIKHOI PEHOBUHU (SKLLLO

BKNafawTb y «CTepubHICTb»: 3a3HayeHo Yy [10CbE) - 3MiHa Ha3BW BUPOBHMYOT AiNTbHULI 3

KapTOHHY KOPOGKY

BioNla6, C.J1., IcnaHis;
BMPOGHMLTBO Ta
KOHTPO/b AKOCTI

PO34YMHHMKA (KpiM
TecTiB "Cuna gns
no4YaTKoBOro 3CyBY
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyuunHa;
BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34YNHHMKA (KpiM
TecTiB "Cvna gns
no4YaTKoBOro 3CyBY
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMeTuyHoCTI"):
Betep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyuunHa;

Bi3yaslbHWI KOHTPO/Ib,
KOHTPO/b AKOCTI
PO34YMHHYMKA (KpiM
TecTiB "Cvna gns

no4YaTKoBOro 3CyBY

nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMmeTuyHoCTI"):

Betep ®apma-

PepturyHr rméx &

Ko.KI, HimeuuunHa;

Bi3ya/lbHWI KOHTPO/b,
KOHTPO/b AKOCTI

PO34YMHHMKA (/vLe

«Wyeth BioPharma, Division of Wyeth Pharmaceuticals Inc.,
a subsidiary of Pfizer Inc.» go «Wyeth BioPharma, Division
of Wyeth Pharmaceuticals LLC». MicLie3HaxompKeHHs
(appeca) BKkazaHO! BUPOOHNYOT AiNbHUL 3aMLWAETLCA
HEe3MiHHUM; 3MiHK | TNy - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkunii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUIA
3aci6. 3MiHa nocTavyasibHVKa NakyBasibHUX Matepianis abo
KOMMNIEKTYUMX (AKLWO 3a3HAa4Y€HO B [OCLE) (BUYyUYEHHSA
nocravanbHuka) - BunyyeHHs 3 mogynsa 3.2.P.7
peecTpaLiiHoro gocbe nocunaxHsa (West UK) wopno
aBTOPU30BaAHOTO NpefcTaBHVKa nocTavyasbHka Medimop
Medical Products, Ltd., I3painb y €Bponi; 3miHu | TUny -
3MiHK 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3MiHa nocTavasibHrKa
nakyBasibHUX MaTtepianis abo KOMMIEKTYUMX (AKLWO
3a3HaYeHo B J0CbE) (BUTYYEHHS NOCTavYasibHUKA) - 3MiHa
Ha3BM 3apeECTPOBaHOro NocTavyasibHYKa agantepa Ao
dhnakoHa ans nikapcbkoro 3acoby bene®ikc 3 Medimop
Medical Products, Ltd., I3painb Ha West Pharm Services IL,
Ltd., I3painb; 3miHun | TNy - 3MiHW 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTavyasibHVKa NakyBasibHUX Martepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3aMiHa abo
[ofaBaHHA nocTavasibHUKa) - f0faBaHHS albTepHaTVBHOIO
noctavansHuka APE Medical, ®paHuia ans agantepa go
chnakoHa A1 nikapcbkoro 3acoby beHedike wono
3a6e3neyeHHsI NOKPaLLeHOT rTHY4YKOCTi nocTavaHHs
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

Tectn "Cuna gns
no4yaTkoBoOro 3cyBy
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
®epTuryHr rméx &
Ko.KI, HimeuuunHa;
KOHTPO/b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
ro4aTkoBoro 3cyBy
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocNigpKeHHs
repMeTnyHocCTI"):
BaeT biodapma AiBixH
och Baet
dapmaceyTukanc
JINC, CWWA

41.

BEHE®IKC

niodpinizat gns
pO34nHy Ans
iH'exuiri mo 500
MO, 1 chnakoH 3
niodpinizatom, 1
nonepeAHL0
HarnoBHEHWI
wnpuy, 3
PO34YNHHNKOM
(0,234 % po3uunH
HaTpito xnopuay y
BOAj ANA iH eKL;in)
nos5wn,1
ajantep gns
thnakoHy, 1
cuctemy ans
iHdpy3ii, 2 TaMNoHK
3i cnupTom, 1
nnactup, 1
mapneBy
noayLueyky
BKMafatTb y
KapTOHHY KOPOOKY

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiiwH

CLWA

BMPOGHMLTBO
niodpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopLHs"); nakyBaHHs
PO34MHHYKKA Y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta BUMYCK
Habopy;
BignoBiganbHWi1 3a
BMNYCK cepil:
Baet ®apma C.A.,
IcnaHis;
anbTepHaTuBHa
nabopartopia ans
TecTyBaHHs
npenapary 3a
NOKa3HUKOM
«CTepUnbHICTb»:
BioNa6, C.J1., IcnaHis;
BMPOGHMLTBO Ta
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns

Icnanis/
Himeyumnna/
CWA

BHECEHHS 3MiH 0 peecTpavljiiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. BUpo6HMLTBO. 3MiHa po3mipy cepii
(Brntovaroun gianasoHn) A®l abo NPOMIKHOTO NPOAYKTY,

AIKWIA 3aCTOCOBYETbLCA Y NpoLieci BUPO6HMLTBAa ADI
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAXEHNM
po3Mipom) - 3MiHa po6o4oro 06'emy GiopekTopa, Lo
3afisHniA y BUPOBHNYOMY MPOLLECi KNITUHHOI KyNbTypy 3
BEPXHiM NMOTOKOM MpWY BUPOBHULTBI Ait040i pevoBUHM
HOHaKor asibha NikapcbKoro 3acoby, a came: LinboBi poboui
06’emun 6000 n Ta 12500 11 36inbLieHo go 6420 n Ta 13375

N. BBeLeHHs 3MiH NPOTArom 6 MicsLiB NiCNs 3aTBEPKEHHS;

3MiHM | TNy - AOMIHICTPaTMBHI 3MiHX. 3MiHA HallMeHyBaHHSA

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA

(BK/KOHAOUM, 3a HEOBXIAHOCTI, MicLe NPOBEAEHHST KOHTPO/IO

AKOCTI), @60 BnacHuka mactep-chaina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NMpoMKHOIo NPoAyKTy, Lo
3aCTOCOBYHOTLCS Y BUPOOHMUTBI ADI (SIKLLO 3a3HaYeHo y
[0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
Aocbe, abo BUPOOHMKaA HOBOT AOMOMDKHOT PEYOBMHY (SIKLLIO
3a3Ha4yeHo y A0CbE) - 3MiHa Ha3BM BUPOOHNYOT AiNbHUL 3

«Wyeth BioPharma, Division of Wyeth Pharmaceuticals Inc.,

a subsidiary of Pfizer Inc.» go «Wyeth BioPharma, Division

of Wyeth Pharmaceuticals LLC». MicLe3HaxomxeHHs
(appeca) BkazaHOI BUPOOHUYOI AiNbHULI 3aN1LIaETbCA
He3MiHHUM; 3MiHK | Tuny - 3MiHK 3 SKocTi. FoToBMIA

3a
peyenmom

UA/16134/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

noYaTKoOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocNigpKeHHs
repMeTUyHocCTI"):
Betep ®apma-
depTuryHr Nrm6X & Ko.
KI, HimeuuunHa;
BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocNigpKeHHs
repMeTnyHocCTI"):
Betep ®apma-
depTuryHr Nrm6X & Ko.
KI, HimeuuunHa;
Bi3yasIbHWI KOHTPO/Tb,
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocnigpKeHHs
repMeTnyHocCTI"):
Betep ®apma-
depTuryHr rm6X &
Ko.KI", HimeyunHa;
Bi3yasIbHWI KOHTPO/Tb,
KOHTPO/b SKOCTI
PO34MHHMKa (NnLwe
Tectn "Cuna ans
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocnigpKeHHs
repMeTnyHocCTI"):
Betep ®apma-
depTuryHr rm6X &
Ko.KI", HimeuyunHa;
KOHTPO/Ib AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4aTkoBOro 3cyBy

nikapcbknii 3aci6. Cuctema KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTayasibHKKa NakyBaslbHUX MaTepianis abo
KOMM/IEKTYIOUMX (SIKLLO 3a3HAYEHO B OCHE) (BUYYEHHS
noctavanbHvka) - BunyyeHHs 3 mogyns 3.2.P.7
peecTpadiiHoro gocke nocunaHHs (West UK) wono
aBTOPV30BaHOro NpeAcTaBHUKa noctavyanbHrka Medimop
Medical Products, Ltd., I3painb y €Bponi; 3miHu | Trny -
3MmiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHMi 3aci6. 3MiHa nocTadasibHMKa
nakyBaJIbHUX MaTepianis abo KOMMIEKTYUMX (SKLLO
3a3HavyeHo B A0CbE) (BUYYEHHS nocTavasibHMKA) - 3MiHa
Ha3BW 3apeecTpoBaHOro noctadyasibHrKa agantepa o
chnakoHa Ana nikapcbkoro 3acoby benedikc 3 Medimop
Medical Products, Ltd., I3painb Ha West Pharm Services IL,
Ltd., I3painb; 3miHun | TNy - 3MiHW 3 AKOCTi. FTOTOBUIA
nikapcbknii 3aci6. Cuctema KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTayasibHMKa NakyBaslbHUX MaTepianis abo
KOMMEKTYUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3aMiHa abo
[ofaBaHHA NocTavasibHUKa) - [0faBaHHA a/lbTePHATVBHOIO
nocravansHuka APE Medical, ®paHuia ans agantepa fo
thnakoHa Ana nikapcbKoro 3acoby bernedike wofo
3abe3neyeHHs MokKpaLLeHoi rHy4KoCTi nocTaYaHHs




84

n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

nopLuHs", "Cuna tepta
nopLuHsa",
"AocnifpKeHHs
repmMeTnyHoCTI"):
Baet bio®apma aiBikH
o Baet
dapmaceyTukanc
JINC, CWA

42,

BEHE®IKC

niodpiniszat gns
pO34nHy Ans
iH'ekuili no 1000
MO, 1 chnakoH 3
niodpinizatom, 1
nonepegHLO
HarnoBHeHW
wnpu, 3
PO34YNHHNKOM
(0,234 % po3unH
HaTpilo xopuay y
BOAj ANA iH eKLiA)
no5wmn, 1
afjanTep gns
chnakoHy, 1
cuctemy ans
iHdpy3ii, 2 TaMNoHN
3i cnuptom, 1
nnactup, 1
mapreBy
noayLueyky
BKafalTb y
KapTOHHY KOPOOKY

Mdpaiizep
Eity.Ci.Mi.
KopnopeiiwH

CLWA

BMPOGHMLTBO
niogpinizaTy 3a
MOBHUM LMK/IOM;
KOHTPO/Ib SKOCTI
PO34MHHKKA (KpiM
Tecty "Cuna tepta
nopLHaA"); nakyBaHHs
PO34YUnHHYKKA Y HabIp;
KOHTPO/b AKOCTI,
36epiraHHs,
nakyBaHHS Ta BUMYyCK
Habopy;
BiANOBiAaIbHNI 3a
BUMYCK Cepii:
Baet ®apma C.A.,
IcnaHis;
anbTepHaTnBHa
nabéopartopis Ans
TECTyBaHHs
npenapary 3a
NOKa3HNKOM
«CTepunbHICTb»:
BioNla6, C.J1., IcnaHis;
BUPOBHULTBO Ta
KOHTPO/Ib SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4yaTkoBOro 3CyBYy
nopwHa", “"Cuna tepta
nopLuHs",
"[locnimpKeHHs
repmMmeTnyHoCTI"):
Betep ®apma-
PepTuryHr rm6X & Ko.
Kr, HimeuunHa;
BUPOGHULTBO Ta
KOHTPO/Ib SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4aTkoBOro 3cyBy

Icnanis/
HimeuuunHa/
CLWA

BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny -
3MmiHu 3 aKkocTi. A®l. Bupo6bHMUTBO. 3MiHa po3mipy cepii
(Bkntovaroumn gianasoHun) APl abo NPOMKHOTO NPOAYKTY,

AKWI 3aCTOCOBYETLCA Y NpoLieci BUPO6HMLTBAa ADI
(36inbLueHHs Ao 10 pasiB NOPIBHSAHO i3 3aTBEPXEHUM
po3Mipom) - 3MiHa po6oyoro 06’eMy 6iopekTopa, Lo
3aiHWI Y BUPOBGHNYOMY NPOLLECI KNITUHHOI KY/IbTypU 3
BEPXHiIM NMOTOKOM NPV BUPOOHULITBI Ai040T peYOBUHM
HOHaKor anbha NikapcbKoro 3acoby, a came: LiNboBi poboui
06’emun 6000 n Ta 12500 n 36inbweHo o 6420 n ta 13375

N. BBeAeHHS 3MiH NpoTArom 6 micsALiB Nicns 3aTBEPAKEHHS;

3MiHM | TNy - AAMIHICTPaTMBHI 3MiHU. 3MiHA HaliMEeHYBaHHS

Ta/abo agpecu micLa NPoBaMKEHHS AisANbHOCTI BUPOOHMKA

(BKTHOYatOUM, 3a HEOOXIAHOCTI, MicLie NPOBEAEHHS KOHTPO/IHO

SIKOCTi), abo BNacHvka mactep-gpaiina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYHOTLCA Y BUPOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha flikapCbKnii 3acib) 3a BiACYTHOCTI cepTudhikata

BiANOBIgHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy

nocbe, abo BUPOOHUKA HOBOI AOMOMDKHOI PEHOBUHM (SKLLO

3a3Ha4yeHo y [0CbE) - 3MiHa Ha3BM BUPOOHWNYOI AiNbHWL 3
«Wyeth BioPharma, Division of Wyeth Pharmaceuticals Inc.,
a subsidiary of Pfizer Inc.» go «Wyeth BioPharma, Division
of Wyeth Pharmaceuticals LLC». MicLe3HaxomxeHHs
(appeca) BkazaHOI BUPOOHUYOT AiNbHULI 3aNMLWIAETLCS
HEe3MiHHUM; 3MiHK | TNy - 3MiHK 3 SIKOCTi. FoTOBUIA
nikapcbkuin 3aci6. Cuctema KoHTelHep/3aKynopoBasibHU
3aci6. 3MiHa nocTavyasnbHYKa NakyBasibHUX MaTtepianis abo
KOMMNIEKTYUMX (AKLWO 3a3Ha4Y€HO B AOCLE) (BUNYHEHHSA
noctavanbHvka) - BunyyeHnHs 3 mogyns 3.2.P.7
peecTpadiiHoro gocke nocunaHHs (West UK) wono
aBTOPU30BaAHOTrO NpeAcTaBHVKa nocTavyanbHrka Medimop
Medical Products, Ltd., I3painb y €sponi; 3miHu | Tuny -
3miHu 3 sKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema

KOHTelHep/3aKynoptoBa/ibHKiA 3aci6. 3MiHa nocTavasibHKKa

nakyBaslbHUX MaTepianis abo KOMMIEKTYHUMX (AKLLLO
3a3HayeHo B A0CbE) (BUMYYEHHS MOCTavyasibHUKa) - 3MiHa

Ha3BM 3apeECTPOBaHOro NocTavyasibHYKa agantepa Ao
donakoHa ans nikapcbkoro 3acoby bexnedikc 3 Medimop

3a
peyerimom

UA/16134/01/03
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n/n

JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o

43.

BEHE®IKC

nopwHa", "Cuna tepta
nopLuHsa",
"AocnifpKeHHs
repmMeTnyHoCTI"):
BeTtep ®apma-
PepTuryHr rmM6X & Ko.
KI, HimeuunHa;
Bi3ya/lbHWI KOHTPO/Ib,
KOHTPO/Ib AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4aTkoBOro 3cyBy
nopwHa", "Cuna tepta
nopLuHs",
"AocnifpKeHHs
repmMeTnyHoCTI"):
Betep ®apma-
depTuryHr rméx &
Ko.Kl, HimeuunHa;
Bi3ya/lbHWI KOHTPO/Ib,
KOHTPO/Ib AKOCTI
PO34MHHMKa (Nnwe
Tectu "Cuna ans
no4aTkoBOro 3cyBy
nopwHsa", "Cuna tepta
nopLuHs",
"AocnimpKeHHs
repmMeTnyHoCTI"):
Betep ®apma-
depTuryHr rméx &
Ko.Kl, HimeuunHa;
KOHTPO/b AKOCTI
PO34YNHHMKA (KpiM
TecTiB "Cvna gns
no4YaTKoBOro 3CyBY
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMmeTnyHoCTI"):
BaeT biod®apma AiBixH
o Baet
dPapmaceyTukanc
JINC, CWWA

Medical Products, Ltd., I3pains Ha West Pharm Services IL,
Ltd., I3painb; 3miHun | TNy - 3MiHW 3 AKOCTi. FoTOBUIA
nikapcbknii 3aci6. CucteMa KoHTeHep/3akynopoBasibHWiA
3aci6. 3MiHa nocTavyasibHYKa NakyBasibHUX MaTtepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3aMiHa abo
[ofaBaHHA NocTavasibHUKA) - fofaBaHHS a/lbTePHATVBHOIO
noctavansHvka APE Medical, ®paHuis ans agantepa go
hnakoHa a1 nikapcbkoro 3acoby beHedikc Wwon0
3a6e3mneyeHHs NoKpaLLLeHoi THy4YKOCTi nocTavyaHHs

nocsBi04YeHHs

niodinizat ans
po3unHy Ans
iH'ekuin no 2000
MO, 1 chnakoH 3

niogpinisatom, 1

Mdpaiizep
Eliu.Ci.Mi.
KopnopeiiwH

CLA

BUPOBHULTBO
niocpinizaty 3a
MOBHUM LK/IOM;
KOHTPO/b AKOCTI

PO34YMHHMKA (KpiM

Icnanis/
Himeyumnna/
CWA

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny -
3MiHu 3 axocTi. A®l. Bupo6bHMUTBO. 3MiHa po3mipy cepii
(Bkntovaroun gianaszoHu) A®l abo NPOMIXHOTO NPOAYKTY,

SIKMI 3aCTOCOBYETbLCA Y NpoLieci BUPOGHMLTBA ADI
(36inblueHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM

3a
peyenmom

UA/16134/01/04




86

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

nonepegHL0
HanoBHEHW
wnpuy, 3
PO3YNHHNKOM
(0,234 % po3uvH
HaTpilo xopuay y
BOZj ANA iH eKLin)
nos5wmn, 1
ajanTep ans
chnakoHy, 1
cuctemy ans
iHcpy3ii, 2 TaMNOHK
3i cnupTom, 1
nnactup, 1
mapneBy
nogyLueyky
BKMafaTb y
KapTOHHY KOpPOOKY

TecTy "Cuna Tepta
NOpLUHA"); NaKkyBaHHSA
PO34YUHHYKKA Yy HabIp;

KOHTPO/1b AKOCTI,
36epiraHHs,
nakyBaHHS Ta BUMYCK
Habopy;
BiANoBigabHUIA 3a
BUMYCK Cepii:
Baet ®apma C.A,,
Icnanis;
anbTepHaTuBHa
nabopartopia ans
TeCcTyBaHHs
npenapary 3a
NOKa3HNKOM
«CTepUNbHICTbY:
BioNla6, C.J1., IcnaHis;
BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34YMHHMKA (KpiM
TecTiB "Cwna gns
no4YaTKoBOrO 3CyBY
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMeTuyHoCTI"):
Betep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyuunHa;
BMPOGHMLTBO Ta
KOHTPO/b AKOCTI
PO34YNHHMKA (KpiM
TecTiB "Cvna gns
no4YaTKoBOro 3CyBY
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMmeTnyHoCTI"):
Betep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyuunHa;
Bi3yaslbHWI KOHTPO/Ib,
KOHTPO/b AKOCTI
PO34YNHHMKA (KpiM
TecTiB "Cvna gns
no4YaTKoBOro 3CyBY
nopLuHs", "Cuna tepta

po3mipom) - 3mMiHa po6o4oro 06’'emy 6iopekTopa, Lo
3afisHNIA Y BUPOGHMYOMY NPOLLECT KNITUHHOI KyNbTypy 3
BEPXHIM MOTOKOM NPV BUPOOHULITBI Ai04O0T peYOBUHM
HOHakor asibgha NikapcbKoro 3acoby, a came: Lji/iboBi po6oui
06’emn 6000 11 Ta 12500 n 36inbweHo go 6420 n ta 13375
N. BBEAEHHs 3MiH NpoTArom 6 micsALiB NiCNs 3aTBEPAYKEHHS;
3MiHM | TNy - AAMIHICTPaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHSA
Ta/abo agpecu MicLa NPoBaMKeHHs AisANbHOCTI BUPOOHMKA
(BKKOYAOUM, 3a HEOBXIAHOCTI, MicLe NPOBEAEHHST KOHTPO/IO
SKOCTi), abo BnacHvka mactep-haiina Ha A®l, abo
nocravanbHuka Adl/BuxigHoro
marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
3aCTOCOBYIOTLCA Y BUPOOGHULTBI API (AKLLO 3a3HAYEHO Y
[0CbE Ha nikapcbKuii 3acib) 3a BiACYTHOCTI cepTudikata
BifNoBigHOCTI €Bponelickkili hapmakonei y 3aTBepikeHoMy
[ocbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBMHY (SIKLLIO
3a3HayeHo Yy [10CbE) - 3MiHa Ha3BW BUPOBHMYOT AiNTbHULI 3
«Wyeth BioPharma, Division of Wyeth Pharmaceuticals Inc.,
a subsidiary of Pfizer Inc.» go «Wyeth BioPharma, Division
of Wyeth Pharmaceuticals LLC». MicLie3HaxompKeHHs
(appeca) BKkazaHO! BUPOOHNYOT AiNIbHUL 3aMLLIAETHCA
HEe3MiHHUM; 3MiHK | TNy - 3MiHK 3 SKOCTi. FoToBMIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTayasibHVKa NakyBasibHUX Matepianis abo
KOMMNEKTYUMX (AKLWO 3a3HAa4Y€HO B [OCLE) (BUYyUYEHHSA
nocravanbHuka) - BunyyeHHs 3 mogynsa 3.2.P.7
peecTpaLiiHoro gocbe nocunaxHsa (West UK) wopno
aBTOPU30BaAHOTO NpefCTaBHVKa nocTavyasibHka Medimop
Medical Products, Ltd., I3painb y €Bponi; 3miHu | TUny -
3MiHK 3 sikocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoptoBasibHWi 3aci6. 3MiHa nocTavasibHrKa
nakyBasibHUX MaTtepianis abo KOMMIEKTYUMX (AKLWO
3a3HaYeHo B J0CbE) (BUTYYEHHS NOCTavYaslbHUKA) - 3MiHA
Ha3BM 3apeECTPOBaHOro NocTavyasibHYKa agantepa Ao
dhnakoHa ans nikapcbkoro 3acoby beHe®ikc 3 Medimop
Medical Products, Ltd., I3painb Ha West Pharm Services IL,
Ltd., I3painb; 3miHun | TNy - 3MiHW 3 AKOCTIi. FOTOBWIA
nikapcbkuii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTavyasibHVKa NakyBasibHUX Matepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3aMiHa abo
[ofaBaHHA nocTavasibHUKa) - f0faBaHHS albTepHaTVBHOIO
noctavansHuka APE Medical, ®paHuia ans agantepa go
chnakoHa A1 nikapcbkoro 3acoby beHedike wono
3abe3neyeHHs NoKpaLLLeHoi THy4YKOCTi nocTaYaHHs
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

nopLuHa",
"[ocnigpKeHHs
repmMeTuyHoCTI"):
Betep ®apma-
PepturyHr rméx &
Ko.KI, HimeuuunHa;
Bi3yaslbHWI KOHTPO/Ib,
KOHTPO/1b AKOCTI
PO34YMHHMKA (uLe
Tectn "Cuna ans
no4yaTkoBoOro 3cyBy
nopLuHa", "Cuna tepta
nopLuHa",
"[ocnigpKeHHs
repmMmeTuyHoCTI"):
Betep ®apma-
PepturyHr rméx &
Ko.KI, HimeuuunHa;
KOHTPO/Ib SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
ro4aTkoBOro 3cyBy
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocNigpKeHHs
repMeTUyHocCTI"):
BaeT biodapma AiBixH
oth Baet
dapmaceyTukanc
JINC, CWA

BEHE®IKC

niodpinizat gns
pO34nHy Ans
iH'ekuiri mo 3000
MO 1 donakoH 3
niodpinizatom, 1
nonepeaHLo
HarnoBHEHWI
wnpuy, 3
PO34YNHHNKOM
(0,234 % po3uunH
HaTpito xnopuay y
BOAj ANA iH eKL;in)
nos5wn,1
ajantep gns
thnakoHy, 1
cuctemy ans
iHdpy3ii, 2 TaMNoHK
3i cnupTom, 1

Mdpaiizep
Eiu.Ci.Mi.
KopnopeiwH

CLWA

BMPOGHMLTBO
niodpinizaty 3a
MOBHUM LMK/IOM;
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
Tecty "Cuna tepta
nopLHs"); nakyBaHHs
PO34MHHYKKA Y HabIp;
KOHTPO/Ib SIKOCTI,
36epiraHHs,
nakyBaHHs Ta BUMYCK
Habopy;
BignoBiganbHWi1 3a
BMNYCK cepil:
Baet ®apma C.A.,
IcnaHis;
anbTepHaTuBHa
naboparopia ans

Icnanis/
Himeyumnna/
CWA

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 gKocTi. A®l. BUpo6HMLTBO. 3MiHa po3mipy cepii
(Brntovaroun gianasoHn) A®l abo NPOMIKHOTO NPOAYKTY,

AIKWIA 3aCTOCOBYETbLCA Y NpoLieci BUPO6HMLTBAa ADI
(36inbLUeHHs A0 10 pasiB NOPIBHAHO i3 3aTBEPAXEHNM
po3Mipom) - 3MiHa po6o4oro 06'emy GiopekTopa, Lo
3afisHniA y BUPOBHNYOMY MPOLLECi KNITUHHOI KyNbTypy 3
BEPXHiM NMOTOKOM MpWY BUPOBHULTBI Ait040i pevoBUHM
HOHaKor asbha NikapcbKoro 3acoby, a came: LinboBi poboui
06’emy 6000 n Ta 12500 11 36inbLieHo go 6420 n ta 13375

N. BBeLeHHs 3MiH NPOTArom 6 MicsLiB NiCNs 3aTBEPKEHHS;

3MiHM | TNy - AOMIHICTPaTMBHI 3MiHX. 3MiHA HallMeHyBaHHSA

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI BUPO6HUKA

(BK/KOHAOUM, 3a HEOBXIAHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO

AKOCTI), @60 BnacHuka mactep-haina Ha A®l, abo
noctavanbHuka Adl/BnxigHoro
MaTepiany/peareHTy/NMpoMKHOIo NPoAyKTy, Lo
3aCTOCOBYHOTbCS Y BUPO6HMUTBI API (SIKLLIO 3a3HaYeHo y

3a
peyenmom

UA/16134/01/05
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
nnactup, 1 TeCcTyBaHHS [0CbE Ha Nikapcbkuid 3acib) 3a BiACYTHOCTI cepTudikata
MaprieBy npenapary 3a BiANOBIAHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
noayLieyky NMOKa3HNKOM Aockbe, abo BUPOOHMKA HOBOT AOMOMDKHOT PEYOBUHY (SIKLLIO
BKNafawTb y «CTepubHICTb»: 3a3HayeHo y A0CbE) - 3MiHa Ha3BM BUPOOHNYOT AiNbHWL 3

KapTOHHY KOpPOGKY

bioNa6, C./1., IcnaHis;
BMPOGHMLTBO Ta
KOHTPO/b SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocnigpKeHHs
repMeTnyHocCTI"):
Betep ®apma-
depTuryHr Nrm6X & Ko.
KI, HimeuuunHa;
BMPOGHMLTBO Ta
KOHTPO/Ib SKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocNigpKeHHs
repMeTUyHocCTI"):
Betep ®apma-
depTuryHr Nrm6X & Ko.
KI, HimeuuunHa;
Bi3yasIbHWI KOHTPO/Tb,
KOHTPO/b AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHsa",
"[ocnigpKeHHs
repMeTnyHocCTI"):
Betep ®apma-
depTuryHr rm6X &
Ko.KI", HimeyunHa;
Bi3yasIbHWI KOHTPO/Tb,
KOHTPO/b SKOCTI
PO34MHHMKa (NnLwe
Tectn "Cuna ans
noYaTKOBOrO 3CyBY
nopwHsa", "Cuna teptsa
nopLuHg",

«Wyeth BioPharma, Division of Wyeth Pharmaceuticals Inc.,
a subsidiary of Pfizer Inc.» go «Wyeth BioPharma, Division
of Wyeth Pharmaceuticals LLC». MicLe3HaxomxeHHs
(appeca) BkazaHOI BUPOOGHUYOT AiNbHULI 3a1MLLIAETLCS
HE3MiHHUM; 3MiHW | TUNY - 3MiHK 3 AKocTi. FoToBWMIA
nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTayasibHKKa NakyBaslbHUX MaTepianis abo
KOMM/IEKTYHOUMX (SIKLLO 3a3HAYEHO B OCHE) (BUYYEHHS
nocTavanbHvka) - BunyyeHnHs 3 mogyns 3.2.P.7
peecTpadiiHoro gocke nocunaHHs (West UK) wono
aBTOPV30BaHOro NpeAcTaBHUKa noctavanbHrka Medimop
Medical Products, Ltd., I3painb y €Bponi; 3miHu | Tuny -
3MmiHu 3 siKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKkynoptoBasibHMIA 3aci6. 3MiHa nocTadasibHMKa
nakyBaJIbHUX MaTepianis abo KOMMIEKTYUMX (SKLLO
3a3HavyeHo B A0CbE) (BUYYEHHS nocTavasibHMKA) - 3MiHa
Ha3BW 3apeecTpoBaHOro noctayasibHrKa agantepa o
chnakoHa Ana nikapcbkoro 3acoby benedikc 3 Medimop
Medical Products, Ltd., I3painb Ha West Pharm Services IL,
Ltd., I3painb; 3miHun | TNy - 3MiHW 3 AKOCTi. FTOTOBUIA
nikapcbknii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUI
3aci6. 3MiHa nocTayasibHKKa NakyBaslbHUX MaTepianis abo
KOMMEKTYOUMX (SIKLLO 3a3Ha4YeHo B A0CbE) (3aMiHa abo
[ofaBaHHA nocTavasibHUKa) - [0faBaHHA a/lbTePHATVBHOIO
nocravansHuka APE Medical, ®paHuia ans agantepa fo
thnakoHa Ana nikapcbKoro 3acoby bernedike wofo
3abe3neyeHHs NoKpaLLeHoi rHy4KOCTi nocTaYaHHs
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
"[ocNigpKeHHs
repMeTnyHocCTI"):
Betep ®apma-
depTuryHr rm6X &
Ko.KI", HimeyunHa;
KOHTPO/Ib AKOCTI
PO34MHHMKA (KpiM
TecTiB "Cwna gns
no4aTkoBOro 3CyBYy
nopwHa", "Cuna tepta
nopLuHs",
"AocnifpKeHHs
repmMeTnyHoCTI"):
Baet bio®apma AiBikH
o Baet
dapmaceyTukanc
JINC, CWWA
45. BEH3OHA/ | Tabnetku no 100 ToBapucTso 3 YKpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB:3MiHu | Tuny - 3a UA/9793/01/01
IC® mr no 10 TabneTtok [0AaTKOBOO [0AaTKOBOIO BBEJleHHA [0AaTKOBMX PO3MIpiB Cepii roOTOBOrO NiKapCbKoro peyenmom
y 6nictepi; no 5 BiANOBIAA/IbHI BiANoBiAa/IbHICTIO 3aco6y. MponoHoBaHa pefakLis. Po3Mip cTaHAapTHUX Cepiii:
6nicTepiB y nauui CTIO "IHTEPXIM" 54 kr (TeopeTuyHo Big 368800 fo 371800 TabneTok); 72 kr
"IHTEPXIM" (TeopeTnyHo Big 491700 o 495750 TabneTok); 175 kr
(TeopeTnyHo Big 1195100 fo 1204900 Tabnetok). Poamip
anbTepHaTUBHKX cepiii: 5 kr (TeopeTuuHo Big 34150 go
34400 Tabnetok); 18 kr (TeopeTuyHo Big 122950 go 123950
Tabnetok); 23 kr (TeopetnyHo Big 151750 fo 158350
Tabnetok); 36 Kr (TeopeTnyHo Big 245850 1o 247850
Tabnetok); 300 kr (TeopeTuyHo Big 2048750 go 2065600
TabneTok)
46. BEH3OHA/ | Tabnetkn no 50 mr | ToBapucTBo 3 YKpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 pPEeeECTpaLiiHNX MaTepiasiiB:3MiHu | Tuny - 3a UA/9793/01/02
IC® no 10 Tabnetok y [,00aTKOBOKO [,00aTKOBOKO BBEJEHHSA 4,04aTKOBMX PO3MIpIB cepii rOTOBOro NiKapcbkoro peyenmom
6nictepi; no 3 BiANOBIAA/IbHI Bi4NoBiAa/IbHICTIO 3acoby. MponoHoBaHa peaakLis. Po3Mip cTaHAapTHUX Cepiii:
6nictepn y nauui CTIO "IHTEPXIM" 54 kr (TeopeTuyHo Big 353400 fo 356310 Tab6neTok); 72 Kkr
"IHTEPXIM" (TeopeTunyHo Big 471240 po 475080 Tabnetok); 175 kr
(TeopeTnuHo Big 1145310 po 1154730 Tabnetok). Poamip
anbTepHaTUBHUX cepiii: 5 kr (TeopeTuuHo Big 32730 go
33000 Tabnetok); 18 kr (TeopeTuyHo Big 117810 go 118770
Tabnetok); 23 kr (TeopetnyHo Big 150540 no 151770
Tabnetok); 36 Kr (TeopeTnyHo Big 235620 fo 237540
Tabnetok); 300 kr (TeopeTuyHo Big 1963410 go 1979520
TabneTok)
47. BEMAHTEH | masb5%;no3,5r Baviep LLiBeliya M MpeH3ax HimeuunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 6e3 UA/4157/02/01
® abono 30T, abo KoHcblomep pist MpopaykTioHc MM6X 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
100 ry Ty6i; no 1 Kep Al

Ty6i y KAPTOHHIN
KopoobLi

BeefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPo cucTemy
thapmakoHarnsay (BBefleHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBIAANLHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsay 3asiBHUKA A1 34iCHEHHS
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarniagy (BK1Yaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3aABHVKa, BifnoBiganibHOI 3a
thapmakoHarnag. NponoHoBaHa pegakuis: Justin Daniels.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[iliCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLle3HaxX0MKEHHS1 MacTep-chaina

48.

BEMAHTEH
®

Kpem 5% no 30 r
a60 100 r y Ty6i;
no 1 1y6iy
KapTOHHIlA KopooLi

Baiiep
KoHcblomep
Kep Al

Lliseiiua
pist

I'T1 F'peHsax
MpogykTioHc Mm6X

HimeuunHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeeHHs y3araibHeHUX faHuX npo
cuctemy thapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa o1st 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnag. NponoHoBaHa pefakuis: Justin Daniels.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLie3HaxX0KEHHS MacTep-ainna

6e3
peyenma

UA/4157/01/01

49,

BEMAHTEH
®Mnnc

cnpeii HaLKipHWiA,
po34uH rno 30 mn y
onakoHi 3
po3npuckKysayemM
Ta N1acTUKOBO
KpuLLKoto; mo 1
donakoHy B
KapTOHHIlA KopooLi

Baiiep
KoHcblomep
Kep Al

LLBeiina
pist

NixteHxenbaT TM6X
dapmauoliTile
dabpik

HimeuunHa

BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny -
3MiHM WoAao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cucTemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAANbLHOI 3a 3filicHEHHS thapmakoHarnsAy; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHuKa 4719 34iINCHEHHSA
hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
yNOBHOB&XeHOT 0c0obM, BignoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI AaHi) Ta/abo 3MiHu
Y pO3MilLleHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKA, BignoBigasibHOI 3a
thapmakoHarnag. NponoHoBaHa pefakuisa: Justin Daniels.
3MiHa KOHTaKTHMX AaHWX YNOBHOBaXKEHOT 0CO6GU 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AiiNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-haiina

6e3
peyenma

UA/7805/02/01

50.

BEMAHTEH
®nnrc

Kpem ro 100 r, 30
ra6o 3,5 ry Ty6i;
no 1 Ty6i B
KapPTOHHI KOpoobLii

Baliep
KoHcblomep
Kep Al

LLiBeliya
pist

' F'peH3ax
MpopaykTioHc MM6X

HimeuunHa

BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny -
3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 a60 3MiHM A0 y3arasibHeHNX faHuX Npo cucTemy
dhapmakoHarnsgy (BBefeHHs y3arasibHeHUX aHux npo

6e3
peyenma

UA/7805/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

cuctemy hapmakoHarnisgy, 3miHa yrnoBHOBaXKeHOT 0coow,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
0co6m 3 thapmakoHarnagy 3asBHuKa A5 34iINCHEHHSA
chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1Yaoun KOHTaKTHI AaHi) Ta/abo 3MiHM
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3aABHVKa, BifgnoBiganbHOI 3a
thapmakoHarnag. NponoHoBaHa pegakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHNMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[iliCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLle3HaX0MKEHHS1 MacTep-chainna

51.

BETALEPM
®

Ma3b no 15ry
Ty6i; no 1 Ty6i B
KapTOHHIlA Kopoobui

TOB
"BANEAHT
®APMACBIOT
IKAN3"

YKpaiHa

dapmsasop, €nbha
AT.

MonbLa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny -
noAaHHs OHOB/IEHOTO cepTudlikaTy BifnNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 1998-155-Rev 09 Big
3aTBEPIKEHOrO BUPOGHMKA Y 3B'A3KY 3i 3MIHO aapecu
BMPOGHMKA

3a
peyenmom

UA/3511/02/01

52.

BIConPON
ON-TEBA

TabneTku, BKpUTI
nAiBKOBOIO
060/10HKOI0, M0 5
Mmr, no 10
TabneTok y
6nictepi; no 3
6nicTepy B
KapTOHHIlA KopooLi

Tesa
dapmaLeBTika
N lHgacTpi3
nra.

13painb

AT dapmaueBTUYHUIA

3aBog TEBA

YropLmHa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS AOMYCTUMUX MEX) -
npuBeAeHHs BUMOr creumdikaii 3a nokasH1KoM
PO3YMHEHHS [0 YMHHOTO BuAaHHA EP 2.9.3, a Takox
BHECEHHS1 (hopMasibHUX | pefakuiiHnx 3miH 4o cneuudikadii
'N3. BBeageHHA 3MiH NpOTAroM 6-Tv MicsAiB nicns
3aTBEPMKEHHS; 3MiHN | TURY - 3MiHK 3 AiKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO NiKapCcbKoro 3acoby.
3miHa y MeToAax BUNpoGyBaHHS roTOBOTrO JliKapcbKoro
3aco06y (iHWi 3MiHM Y MeToax BUNPOGyBaHb (BK/IHOHAKUU
3aMiHy ab0 AOMOBHEHHS)) - 3MiHM B MeToAax KoOHTposto 13
3a nokasHMKoM «KinbkicHe BU3Ha4YeHHs», a came 3amiHa
BHYTpiLWHbOro metogy (MPC016797) Ha HOBWIA MeTOZ,
(MPC0119730), siknii 6a3yeTbcst Ha MoHorpadii BP, a Takox
BHECEHI pefakLiliiHi npasky LWoA0 opmaty MeToamkm 3a
nokasHukoMm «MBY». Kputepii npuiAHATHOCTI He 3MiHuAnCA
(BBefeHHs 3MiH NpPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS); 3MiHM | TuNy - AOMIHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecyu Micusa NPoBaMKEHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBOro NikapCbKoro
3aco6y, BKIOYauy AibHULi BUNYCKy cepii abo micue
NpoBeAeHHSA KOHTPOJIH0 AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAA€e BUPOGHMK/IMNOPTEP, BK/OUAKOUM BUMYCK CEPIid) -
NpUBEAEHHS HanVcaHHs agpecy MicUs NPOBafKEHHS
AisnbHOCTI BUpobHuka M3 y BifANOBIAHICTE 4O BUCHOBKY
L1040 NiATBEPAKEHHSA YMOB BUPO6HULTBA /13 BUMOram
Hau1eXXHOI BUPOBHMYOI NpakKTWKW, BUAAHOTo

3a
peyenmom

UA/6407/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

[Jepxnikcnyx60t0 y NoKanbHUX JOKyMeHTax. PakTnyHe
MiCLIe3HaxOpKeHHs He 3MiHUIocs. BBefeHHSA 3MiH NpPOTAroM
6-TV MicALIB NiCNs 3aTBEPLKEHHSA

53.

BICOnPON
ON-TEBA

TabneTku, BKpUTI
NAiBKOBOO
060/10HKOI0, N0 10
Mr no 10 TabneTok
y 6nictepi; no 3
6nictepy B
KapTOHHIli Kopoobui

TeBa
dapmaLeBTika
N lHgacTpi3
nra.

13painb

AT dapmaueBTUYHNI
3aBog TEBA

YropwmHa

BHECEHHS 3MiH [0 peecTpavljiiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS JOMYCTUMUX MEX) -
npuBeAeHHs BUMOr cneumdikaii 3a nokasH1KoOM
PO3YMHEHHS [0 YMHHOTO BuAaHHA EP 2.9.3, a Takox
BHECEHHS (hopMasibHUX | pefakuiiHnx 3miH Ao cneuudikawii
'N3. BBegeHHa 3MiH NpOTSAroM 6-Tv mMicsALiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KOHTPOb roTOBOrO iKapcbKoro 3acoby.
3miHa y MeToAax BUNpobyBaHHS roTOBOTO J1iKapCbKoro
3aco06y (iHWi 3MiHM Y MeToax BUNPo6yBaHb (BK/IHOHAKUM
3aMiHy ab0 AOMOBHEHHS)) - 3MiHM B MeToAax KOHTposto 13
3a nokasHMKoM «KinbKicHe BU3Ha4YeHHs», a came 3amiHa
BHYTpiLWHbOro metogy (MPC016797) Ha HOBUIA MeTOq,
(MPC0119730), siknii 6a3yeTbcst Ha MoHorpadii BP, a Takox
BHECEHI pefakLiiiHi npasky LWoAo opmaty MeToamkm 3a
nokasHukom «MBY». Kputepii npuiAHATHOCTi He 3MiHUAnCA
(BBefieHHs 3MiH NpPOTArom 6-Tv MicALiB nicns
3aTBEPMKEHHS); 3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHS Ta/abo agpecy MicL NPOBaKEHHS
LisiNIbHOCTI BUPOGHMKa/iMnopTepa roToBoro Nikapcbkoro
3aco6y, BKIOYauy AinbHMLi BUNYCKY cepii abo micue
NpoBeLEeHHS KOHTPOJIIO AKOCTI. (AiANbHICTb, 3a AKy
BiANOBIAAa€e BUPOGHMK/IMNOPTEP, BK/IOUAKOUM BUMYCK CEPIid) -
NprBeAEeHHs HanMCaHHA afpecn MicLsi NPOBaKEHHS
AisnbHOCTI BUpobHuka 13 y BifNoBiAHICTb 4O BUCHOBKY
L1040 NiATBEPKEHHSA YMOB BUPO6HULTBA /13 BUMOram
Has1eXXHOI BUPOBHNYOI NPaKTWKW, BUAAHOro
[Jepxnikcnyx60t0 y NoKanbHUX fOKyMeHTax. PakTnyHe
MiCLIe3HaxX0pKeHHs He 3MiHUI0cA. BBeAeHHA 3MiH NPOTAroM
6-TV MicALIIB MiCNS 3aTBEPKEHHS

3a
peyenmom

UA/6407/01/02

54.

BOPTE3OM
IB-BICTA

MOPOLLIOK AnSA
NpUroTyBaHHA
PO34unHy Ans

iH ek no 3,5 mr;
1 chnakoH 3
MOPOLLKOM Y
KapTOHHIlA KopoobLi

MicTtpan
Kenitan
MeHemKMeHT
Nimiteq

AHrNifA

CiHgaH ®apma C.P.N1

PyMmyHis

BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasis:3miHu | Tuny -
3MiHM WoAao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cucTemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAANbLHOI 3a 3filicHEHHS thapmakoHarnsAy; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHuKa 4719 34iINCHEHHSA
hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
yNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI AaHi) Ta/abo 3MiHu
Y pO3MilLieHHi macTep-haiina cuctemn chapmakoHarnsgy) -
3MiHa YNOBHOBaXKEHOI 0CO6M, BigNOBIigaILHOI 3a

3a
peyenmom

UA/15234/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
thapmakoHarnsg: nponoHosaHa pegakuis: CoTHikosa
CsiTnaHa BikTopiBHa. 3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOT 0CO6MU, BiANOBILa1bHOI 3a hapMakoHaraag,
3MiHa Micus 34iCHEHHS OCHOBHOI Aisi/IbHOCTI 3
chapmakoHarnagy. 3MiHa MicLle3HaxomKeHHs1 MacTep-daiina
55. BOPTE3OM | niodcbinizat ans TOB "TeBa YkpaiHa CiHpgaH ®apwva CP/1 PymyHis BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3miHu | Tuny - 3a UA/17321/01/01
IB-TEBA pO34unHy A YkpaiHa" 3MiHW [0 IHCTPYKLT 415 MEeAUYHOTO 3aCTOCYBaHHS peyenmom
iH exuili no 3,5 wmr; nikapcbKoro 3acoby y po3ain "MobivHi peakuii” BignosigHO
1 conakoH 3 [,0 OHOB/EHOI iHhopMaL,i LWoAo 6e3nekun Ailo4oi peHOBUHY.
niodpinizatom y BBefeHHS 3MiH NpoTArom 3-x MiCALIB MiC/1A 3aTBEPKEHHS
Kopooui
56. BOPTE3O0M | niochinizaT ans TeBa I13painb AT dapmaueBTUYHUIA YropwuHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/16330/01/01
IB-TEBA PO34uHY A8 dapmaueBTika 3aBog TEBA 3MiHM A0 IHCTPYKLi 4719 MeAMYHOro 3aCTOCYBaHHS peyernmom
iH exuiii no 1 mry n lHpacTpi3 nikapcbKoro 3acoby y po3ain "MobivHi peaxuii” BignosigHO
hnakoHi Nel nra. [0 OHOBNEHOI iHGhopMaLi Woao 6e3nekn Ail4oi peyoBUHU.
BBefeHHs 3MiH NpoTArom 3-x MicsLiB M/ 3aTBePKEHHS
57. BOPTE30M | niocpinizaT ans TeBa 13painb AT dapmaueBTUYHUIA YropwuHa BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - 3a UA/15938/01/01
IB-TEBA pO34nHy Ans dapmaLeBTika 3aBog TEBA 3MiHW A0 IHCTPYKLT A/ MeAWNYHOro 3aCTOCYBaHHSA peyenmom
iH ek no 3,5 mr N lHgacTpi3 niKkapcbKoro 3acoby y po3ain "MobivHi peakuii” BignosigHO
y chnakoHi Ne 1 nra. 0,0 OHOBJIEHOT iHChopMaLii LLoA0 6e3nekn Ailo4oi peHOBUHN.
BBefieHHs1 3MiH NpoTArom 3-x MicsLiB MiCNsA 3aTBEPKEHHS
58. BYCTPUKC | cycneHsia ans FnakcoCmiTKn | Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/14955/01/01
™ iH'ekujnn, 0,5 SH EkcnopT BpuTaHi Bionoaxikans C.A. 3aMiHa eMHOCTel 6aratopa3oBOro BUKOPUCTaHHS 3 peuyenmom
KOMBIHOB | mn/go3y no 1 posi Nimiteq a Hepxasitouoi ctani (Stainless steel vessels) Ha cuctemy
AHA y nonepegHb0 MiLLKIB OZHOPA30BOro BUKopucTaHHs (Single-use bag
BAKUVHA HanoBHEHOMY system) Ans ctagii npeumnitayii npy BUPOGHNULTBI
ansa wnpuui; no 1 npaBLEeBOro aHaTtokcuHy (Tetanus toxoid) Ha BUPOGHUYIi
MNPO®IIAK | nonepegHb0 AinbHuui GSK Vaccines GmbH, Marburg, HimeyunHa.
TUKIN HarnoBHeHOMY OHOB/EHHSA cUCTeMU HymepaLlii cepiii npaBLEBOro
BVNOTEPII, wnpuuy y aHaTokcuHy (Tetanus toxoid). BHECEHHS! peaaKUiiHnx
NMPABLSA, KOMMJI1EKTi 3 npaBsok go posginis 3.2.5.2.2., 3.2.5.2.6, 3.2.A.1.
KALUJTKOKY | gsoma rosikamu B
(ALUENKONA | nnactrkoBomy
PHUI KOHTeliHepi; no 1
KOMMOHE KOHTEliHepy y
HT) KapTOHHIlA KOpO6L
(AACOPBO
BAHA, 3I
3MEHLLEH
nv
BMICTOM
AHTUTEHIB
)
59. BYCTPUKC | cycneHsia ans nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny - 3a UA/15071/01/01
™ nonio iH'ekuin no 1 posi ainH Ekcnopt BputaHi Bionogxikans C.A. 3aMiHa EMHOCTel 6araTopasoBoro BUKOPUCTaHHS 3 peyenmom
KOMBIHOB | (0,5 mn/go3y) no 1 Niviteq A Hepxasitouoi ctani (Stainless steel vessels) Ha cuctemy
AHA [03i y nonepeaHb0 MILLKIB OJHOPa30BOro BMKopucTaHHs (Single-use bag
BAKUMHA HanoBHEHOMY system) Ans cTagii npeumnitayii npy BUPOBGHULTBI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

ansa wnpuui; no 1 npasLeBoro aHatokcuHy (Tetanus toxoid) Ha BUpO6HUYiIi

MPO®INIAK | nonepeHbO pinbHUUi GSK Vaccines GmbH, Marburg, HimeuunHa.

TUKIN HanoBHeEHOMY OHOB/IEHHS cMCTEMU HyMepaLii cepiil npaBLEBOIoO

DNDTEPII, wnpuy y aHaTokcuHy (Tetanus toxoid). BHeceHHs peAakuiliHuX

NMPABLSA, KOMMNIeKTi 3 npasokK Ao po3ginie 3.2.5.2.2., 3.2.5.2.6, 3.2.A.1.

KALLUJ/TKIOKY | gBoma ronkamu B

(ALUENKONA | nnactnkoBomy

PHUIA KOHTeliHepi; no 1

KOMMOHE KOHTelHepy Yy

HT) TA KapTOHHIlA KopoobLi

noniomie

ity

(IHAKTUBO

BAHA)

(AACOPBO

BAHA, 3I

3MEHLLEH

nv

BMICTOM

AHTUTEHIB

)

60. BYCTPUKC | cycneHsia ans nakcoCmiTKn | Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiastiB:3MiHu | Tuny - 3a UA/15071/01/01
™ nonio iH'ekUjin no 1 fosi siH EkcnopT BpuTaHi Bionoaxikan3 C.A. 3MiHa y meTogax BunpobysaHHA APl abo BUXiAHOIO peuenmom
KOMBIHOB | (0,5 mn/go3y) no 1 Nimiteq A mMarepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
AHA [03i y nonepeHb0 BMKOPVCTOBYETbLCA 3y npoLeci BupobHuutea AP - 3MiHK A0
BAKUVHA HanoBHEHOMY onucy aHaniTuyHoro metogay “ldentity by DNA fingerprinting”

Aana wnpuui; no 1 AN KNITUHHOTO cy6CTpaTy, L0 BUKOPUCTOBYETHLCS NpU
MAPO®IIAK | nonepegHb0 BMPOGHMLTBI Aitlo4Mx peyvyoBuH (noniosipycis Tvnis 1, 2, 3)
TUKWN HarnoBHEHOMY [ONSA NpUBeAEHHN y BiANOBIAHICTb 3 BUPOGHUYOI NPaKTUKOIO.
BNOTEPII, wnpuyy y PepakuiiHi npaekn 4o po3ainy gocbe 3.2.5.4.2.
NMPABLSA, KOMMNEKTi 3
KALUJTKIOKY | gsoma rosikamu B
(ALUENKONA | nnactrkoBomy
PHUIN KOHTeliHepi; no 1
KOMMOHE KOHTEliHepy y
HT) TA KapTOHHI KOpoobLyi
noniomie
Ty
(IHAKTUBO
BAHA)
(AACOPBO
BAHA, 3I
3MEHLLEH
nv
BMICTOM
AHTUTEHIB
)
61. BAKCITPUN | cycneHsia ans CaHodi PpaHuis CAHO®I BIHTPOI PpaHuis/ BHECEHHS 3MiH 10 peecTpaliiHmMx maTtepianis:3mibu | Tuny - 3a UA/16141/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
® TETPA | iH'ekuiii; no 0,5 mn Mactep IHOACTPIA, ®paHuis YropuumHa/ BBE/JEHHS a/IbTepPHATUBHOrO MeToAy BunpobyBaHHs (Test peyenmom
VAXIGRIP y nonepeaHbo (3anoBHeHHS, Benbris for mycoplasma by Polymerase Chain Reaction (PCR) and
TETRA 3anoBHEHOMY nepBuHHe Ta microarray) 415 BU3HAYEHHS1 BMICTY Mikonaasmu
cnniT- wnpuui; no 1 BTOPUHHE NakyBaHHS, (Mycoplasma test) Ans po60o4nx NOCIBHMX CEPI BaKUMHN
BAKUWHA nonepegHbL0 KOHTPO/b SIKOCTI); (WSL). TepmiH BBeAeHHA 3MiH /ineHb 2019; 3MiHu | Tuny -
ansa 3anoBHeEHOMY CaHodpi MNactep, He3HauHi 3MiHM y npoueci inbTpauii BUpo6HNYOro npouecy
APO®INAK | wnpuuy 3 ®paHuia (MoBHWiA (etan 10) ansa poboumnx nociBHKX cepiit BakumHn (WSL);
TUKIN NPUKpPINIeHo LMK BUPOOHULTBA, 3MiHM | TUNY - OHOBNEHHSA oNucy cTagili 1 Ta 2 npouecy
revny rONIKOK Y 3anoBHEHHSA, BMPOGHULTBA AiH0H0T PEUYOBUHUN BaKLVHW. TEPMiH BBEAEHHS
YOTUPbOX | KapTOHHii nepBuHHE Ta 3MiH YepBeHb 2020; 3miHu |l TURY - 3aMiHa
BANEHTHA | kopo6uj; no 0,5 mn BTOPWHHE NakKyBaHHS, Haemagglutination Inhibition test Ha Single Radial Diffusion
, y nonepegHL0 KOHTPO/1b SKOCTI, Ans igeHTudikalii aHTUreHy remartoTUHIHY. TepMiH
IHAKTUBO 3arnoBHeHOMY BWMYCK Cepii; BBEJEHHS 3MiH nuneHb 2019
BAHA wnpuyi; no 1 BTOPVHHE MaKyBaHHA,
nonepeaHb0 KOHTPO/Ib SIKOCTI,
3arnoBHEHOMY BMMYyCK cepii); CaHodi-
Lwnpuuy 6e3 rosku AseHTic MpaiiBiT Ko.
Y KapTOHHiA Nta., YropwmHa
kopo6ui; no 0,5 mn (BTopuHHe
y nonepeaHL0 nakyBaHHs1); CPHA
3anoBHEHOMY CA, Benbris
wnpuui; no 1 (BTopuHHE
nonepegHLo nakyBaHHs1)
3arnoBHEHOMY
Lwnpuuy 3
NPUKpPINIeHo
rOSIKOK0 Y
KapTOHHI
Kopob6ui; no 0,5 mn
y nonepegHs0
3anoBHEHOMY
wnpuyi; no 1
nonepeAHL0
3anoBHEHOMY
LUNpuLy 6e3 ronku
Y KapTOHHiA
Kopo6ui
62. BANEPIAH TabneTku, BKPUTI NAT YkpaiHa MAT "Tanuudapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis:3miHu | Tuny - 6e3 UA/0265/02/02
n 060/10HKO10, M0 20 "Fanuuchapm” BHECEHHS 3MiH 0 po3gainy 3.2.S.2. Mpouec BUpobHMLTBA peyenma
EKCTPAKT mr, no 10 A, 30Kpema: BUKNafeHHS TEKCTY KOPOTKOro onucy
TabneTok y TEXHOMOTYHOro NPOLLECY Ta TEXHOMOTIYHOT CXeMM
6nicTepi, no 5 BMPOGHMLUTBA AD| B HOBIli peAakuii. TexHonoriyHui npouec,
6nicTepiB y nauui; cTagii Ta onepavjii BAPO6HULTBA 3aIULINMANCH HE3MIHHUMU
no 50 TabneTok y
6nictepax
63. BANEPIAH NMopOLLOK My6niyHe YkpaiHa My6niyHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiasis:3miHu | Tuny - - UA/14417/01/01
N KOPEHIB | (cybcTaHuis)y akuioHepHe TOBapucTBO "HaykoBo- npuBeAeHHs cneundikavii Ta aHaniTMYHMX metoguk Adl
MOPOLUOK | noagiliHux TOBapUCTBO BVMPOGHMYMNIA LEHTP BanepiaHu kopeHiB nopoLlok Ao sumor JPY/EP 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
nonieTueHoBmX "HaykoBo- "BopLyariBcbkuii nokasHukom "MikpobiosnoriyHa unctoTa”; 3MiHu | Tuny -
nakeTtax Ans BUPOGHNUNIA XimiKo- BHECEHHS 3MiH [0 METOAUKM BUNPOOYBaHHA 3a NMOKa3HUKOM
thapmaveBTUYHOT LeHTp chapmaLeBTUYHUI "loeHTndikauis. A. Mikpockonis®, 3okpema: npvBefeHHs
0 3acToCyBaHHA "BopLyariBcbk 3aBofq" onucy MeTOAMKN BiAMOBIAHO BUMOr MoHorpadii €® 9.1 Ta
uii Ximiko- BBeeHHs puc. 0453.-1. [liarHOCTUYHI CTPYKTYpu BanepiaHu
hapmaLeBTny KOpEHi y MeToAnKy BUNPOOYBaHHS
HWiA 3aBoa”
64. BANIAON- Tabnetkv no 60 mr MAT YkpaiHa MAT "ly6Hucbapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:3Minu |l Tuny - 6e3 UA/4697/01/01
NYBHU®DAP | Ne 6, Ne 10y "Jly6HMhapm" BBEJEHHS1 HOBOro BUPOOHUKa ADI (PO3UMHY MEHTONY Y peyenma
M 6nictepax MeHTU1I0BOMy edpipi kncnoTtu isoBanepiaHosoi) TOB
«®apmxim», YKpaiHa 3 HagaHHAM MacTep-thaiin Bepcis 3,
yepseHb 2018
65. BAJICAPTA | Tabnetku, BKpUTI CaHpos CnoseHi BUNycCK cepii: Jlek CnoseHis/ 3MiHM | TUNY - goAaHHa o cneundikauii A®I BapcapTaHy 3a UA/14686/01/01
H nNiBKOBOIO dapmMacbloTika A dapmaueBTuiHa IcnaHis eTun6eH30/y A0 CNOoNyK, AKi cif BpaxoBysaTh Ans peyernmom
CAHAO3® 060/10HKO10, M0 80 ns3 a.a. KoMnaHisa g.4., BM3HAYEHHS KiNIbKOCTi KCUA0My B CyMmi, 4151 BIANOBIAHOCTI
Mr no 14 TabneTok CnoseHis; BuMoram ICH Q3C w040 BU3HAYEHHSA KCU0/Y, HOPMYBaHHSA
y 6nicTepi, no 2 BMPOGHMLTBO “in bulk", 3a/MLWeHo 6e3 3MiH; 3MiHU | TUNY - BUTyYeHHS
6nictepu y nakyBaHHs, aNbTEePHATMBHOIO aHasTITUYHOrO MeToAy «laeHTudikalis

KapTOHHI KopoobLi

TecTyBaHHs: HoapTic
dapmauesTuka C.A.,
Icnanis

meTogom NIR» kog Tecty 20561.01 3i cneuudpikauii AdI
BasicapTaHy, OCKi/IbKN HasiBHi 3aTBepKeHi MeToam
«lpeHTndikauis metogom IR (Nujol)» kog Tecty 20501.01 Ta
«lgeHTudikauis metogom IR (ATR)» kog Tecty 20551.01;
3MiHV | TUMY - BUNYYEHHA a/lbTePHATUBHOMO aHasTiTUYHOTO
MeToay «laeHTudikauisi, KinbkicHe BU3HAaYeHHS Ta
CYNpOoBIiAHI AOMiLKn meTogoM BEPX» kog Tecty 53002.01 3i
cneuudikauii A®| BasicapTaHy, OCKIIbKU HasiBHWIA
3aTBEPMAXKEHNIA MeToA « |aeHTUdiKaLis, KinbkicHe
BM3HAYEHHS Ta CynpoBigHI foMilwKku meTogom BEPX» kog
Tecty 53001.01; 3MiHU | TUNY - BUNYYEHHA a/IbTEPHATUBHOTO
MeToAy BUNPOOYBaHHS «3a/IMLUKOBI PO3YMHHUKA METOAO0M
GC» ko TecTy 35611.01 3i cneumndikauii Ab| BasicantaHy,
OCKINIbKN HasiBHWI 3aTBEPMKEHNI MeTOf, «3a/ILLIKOBI
PO34YUHHMKN MeTodoM GC» kog Tecty 35601.02;
3MiHW | TUNY - BUlyYEHHS anlbTEPHATUBHOIO aHaNiTMYHOro
mMeToay «Baxki metann metogom XRF» 3i cneuudikadii APl
BasicapTaHy, OCKi/bK HasiBHUIA 3aTBepAKeHUiA meTop,
«Baxki metanu metogom ICP-OES»; 3minu | Tuny -
BUJTyHEHHA a/lbTEPHATUBHOIO aHaiTuYHoro metogy «Onoso
meTtogom XRF» 3i cneyudpikauii A®| BancaptaHy, OCKinbku
HasBHWIA 3aTBEpKEHNI MeTog, «Baxki meTann ICP-OES»;
3MiHV | TUMY - BUNYYEHHA a/lbTEPHATUBHOMO aHasTiTUYHOTO
meToay «Managiin metogom XRF» 3i cneuudikauii AdI
BasicapTaHy, OCKi/IbKV HasBHUIA 3aTBEPKEHNI METOS,
«Baxkki MeTasin metogom ICP-OES»; 3MmiHu | Tuny -
[ONOBHEHHS cneumdikauii A®| BancapTaHy nokasHUKOM
AKOCTI «BeH3eH He GinbLue HX 2 ppm» 3 BiANOBIAHUM
MeTOA0M BUNPOOYBaHHS; 3MiHW | TUMY - BBEAEHHA €4UHOrO
MeToAy BUNPOBYBaHHS «3a/IMLLIKOBI PO34MHHKKM GC» (kof,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
35601.02) Ha 3aMiH Ailo4nx MeTOAiB BUNPOOyBaHHS
3annLKoBi PO34YMHHUKU MeToaoM GC( Kog BUNPOGYBaHHS
35601.01) Ta 3an1LLIKOBI pO34MHHUKN MeTogoM GC (Limit
test) (kog, Bunpob6yBaHHs 35603.01), skmii [O3BOMSE
BU3HAYUTU BCi 3a/IMLLKOBI PO3YMHHUKW OHUM METOO0M, LU0
BM3HAaYeHi y cneumndikauii AP| BanicaptaHy
66. BAJICAPTA | TabneTku, BKpUTI CaHpo3 CnoBeHi BUNyCK cepii: Jlek CnoBeHis/ BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/14686/01/02
H NAiBKOBOO dapmacbioTika A dPapmaLeBTUYHa IcnaHis [ofaHHA o cneumdikauii A®I BapcaptaHy eTunéeH3ony fo peuenmom
CAHAO3® 060/10HKO0, MO n3 a.a. KomnaHia g.4., cnonyk, ki cnig BpaxoByBaTu 4718 BUSHAYEHHS Ki/TbKOCTI
160 mr no 14 CnoBeHis; Kcunony B cymi, ans BignosigHocTi Bumoram ICH Q3C wopo
Tabnetok y BMPO6HULTBO "in bulk”, BM3HAUYEHHS KCWUI0MY, HOPMYBaHHSA 3a/TMLLEHO 6e3 3MiH;
6nicTepi, no 2 nakyBaHHs, 3MiHW | TUNY - BUYYEHHS aNlbTEPHATUBHOIO aHaNiTMYHOro
6nictepu y TecTyBaHHs: HoBapTic mMeToay «laeHTudikauis metogom NIR» kog TecTy 20561.01

KapTOHHIlA KopooLi

dapmauesTuka C.A.,
Icnanis

3i cneumaikauii A®I BasicapTaHy, OCKi/IbKM HasiBHi
3aTBepaxeHi Metoan «lgeHTudpikauist metogom IR (Nujol)»
Kop, TecTy 20501.01 Ta «lgeHTudikauis metogom IR (ATR)»
Ko Tecty 20551.01; 3MiHuM | TUNY - BUNYYEHHSA
anbTepHaTMBHOIO aHaniTU4YHOro Metoay «laeHTudikayis,
KiNIbKiCHE BU3HAYEHHS Ta CYNpOBiAHI AOMILLK/ METOAOM
BEPX» kopg, Tecty 53002.01 3i cneuundikavii A®I
BaUicapTaHy, OCKi/IbK/M HassBHUIA 3aTBEPI)KEHNI METO[, «
|aeHTudiKauisi, KinbkicHe BUSHAYEHHS Ta CynpoBifHi
nomiwkn metogom BEPX» kog Tecty 53001.01; 3miHn | Trny
- BWIYYEHHS a/lbTEPHATUBHOTO MeToAy BUNPobyBaHHSA
«3a/IMLLKOBI PO34MHHMKM MeTogom GC» kop TecTy 35611.01
3i cneundikavii A®| BasicanTaHy, OCKifIbkn HasiBHUM
3aTBEPLKEHUI METOS «3a/TULLKOBI PO3YNHHNKN METOL0M
GC» kof Tecty 35601.02;
3MiHW | TUNY - BUNYYEHHS a/TbTEPHATUBHOTO aHaNiTUYHOTO
meToay «Baxki metann metogom XRF» 3i cneuudikauii A®I
BasicapTaHy, OCKi/IbK/ HasBHWIA 3aTBEpKEHNI METOS
«Baxkki MeTasin metogom ICP-OES»; 3MmiHu | Tuny -
BU/TYYEHHS a/lbTEPHATMBHOIO aHaniTMYHoro metogy «Onoso
mMeTogom XRF» 3i cneumndikayii A®| BancapTaHy, OCKiflbku
HasIBHUIA 3aTBEpXEHUIA MeTo «Baxki meTann ICP-OES»;
3MiHW | TUNY - BUYYEHHS aflbTEPHATUBHOIO aHaNiTMYHOro
meToay «MNanagiin metogom XRF» 3i cneumndikavii AdI
BasicapTaHy, OCKi/bKv HasiBHUIA 3aTBepKeHUiA meTop,
«Baxki metanu metogom ICP-OES»; 3minu | Tuny -
[0NoBHEHHS cneuudikalii AP BasicapTaHy NOKasHUKOM
AKOCTi «BeH3eH He BinbLue HixX 2 ppm>» 3 BiANOBIAHUM
MEeTOOM BUNPOBYBaHHS; 3MiHW | TUNY - BBEAEHHS EANHOMO
MeToay BUNPoByBaHHA «3asIMLLKOBI PO34MHHUKM GC» (koa
35601.02) Ha 3aMiH fjtounx MeToiB BUNPoOyBaHHS
3annLwKoBi po34mMHHUKU MeTogoM GC( Kog BUNpobyBaHHsA
35601.01) Ta 3an1LLIKOBi po34MHHUKU MeTogoM GC (Limit
test) (kog, BunpobyBaHHs 35603.01), siknii f03BONISE
BM3HAYNTU BCi 3a/IMLLIKOBI PO3YUHHUKN OAHUM METOA0M, L0
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BM3HAYeHi y cneumdikauii A®I BasicapTaHy

67.

BAJICAPTA
H
CAHJ03®
KOMMO3UT
yM

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, N0
160 mr /12,5 Mr Ne
14 (14x1), Ne 28
(14x2) B
6nictepax

CaHpo3
dapmacbioTika
n3 a.o.

CnoBeHi
2l

Jlek ®apmaueBTMyHa
KomnaHia g.4.,
CnoBeHisa (BUNycK
cepiii); HoBaprTic
dapma C.n.A., ITanis
(BMPOGHMLTBO "in
bulk", nakyBaHHs)

CnoseHis/
ITanis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianiB:3miHum | Tuny —
AofaHHA Ao cneundikauii A®l BapcaptaHy eTunbeHsony go
CnonyK, siKi Cnig BpaxoByBaTh A1 BUSHAYEHHS KiNlbKOCTi
Kcunony B cymi, ans signosigHocTi BuMmoram ICH Q3C wopao
BW3HAYEHHS KCU0/Y, HOPMYBaHHS 3a/IMLLIEHO 6€3 3MiH;
3anponoHoOBaHo:

Xylene (m-, 0-, p-Xelene, Ethyl benzene in sum) Not more
than 217 ppm; 3miHu | TUNy — fonoBHeHHSA cneundikauii A®I
BasicapTaHy MOKa3HWUKOM SIKOCTi «BeH3eH He Ginblue Hix 2
ppm» 3 Bi4NOBIAHMM METOAOM BUNPOBYBaHHS; 3MiHM | TUNYy
— BWIYYEHHS &/TbTEPHATUBHOTO aHaUTITUYHOTO MeToay
«laeHTudikauis metogom NIR» kog TecTy 20561.01 3i
cneundikavii A®l BancapTtaHy, OCKiNIbK/ HasiBHI
3aTBepmxeHi Metoan «lgeHTudikauis metogom IR (Nujol)»
kog Tecty 20501.01 Ta «lgeHTudikauis metogom IR (ATR)»
Kog Tecty 20551.01; 3miHM | TUNY — BUNYyYEHHS
anbTepHaTUMBHOIO aHaniTM4yHoro metoay «Managiii meTogom
XRF» 3i cneyudikauii A®| BasicapTaHy, OCKifIbkU HasiBHUI
3aTBEpMKEHUI MeTog, «Baxki meTanun metogom ICP-OES»;
3MiHW | TUNY — BUNTYYEHHS a/lbTEPHATUBHOIO aHasiTUYHOIO
MeToay «Onoso metogom XRF» 3i cnevyudikayii AdI
BasicapTaHy, OCKiflbkn HasBHUIA 3aTBEPMKEHUIA MeToz,
«Baxki meTtanu ICP-OES»; 3MiHW | Tuny — BUNyYeHHS
a/IbTEPHATUBHOIO aHauTITMYHOTO MeToAy «Baxkki MmeTanu
mMeTtogom XRF» 3i cneuudpikauii APl BasicapTaHy, OCKisibKu
HasiBHUIA 3aTBEPKEHU MeTo «Baxkki meTann metToaom
ICP-OES»; 3miHu | TNy — BUyYEHHS anlbTepHATUBHOIO
aHaniTMYHOro Metoay «lgeHTudpikauis, KinbkicHe
BM3HAYEHHA Ta CynpoBigHI OMiWKN MeTogom BEPX» kopg,
Tecty 53002.01 3i cneuudpikavii A®| BasicapTaHy, OCKiflbKu
HasIBHWI 3aTBEPAXEHUIA MeTOS, « |AeHTudikawis, KinbkicHe
BM3HAYEHHA Ta CynpoBiAHI OMiWKN MeTogom BEPX» kopg,
Tecty 53001.01; 3MiHM | TUNY — BUTyYEHHS
anbTepPHATUBHOrO MeToAy BUNPOGYBaHHA «3aULLKOBI
po3unHHKKM meTogom GC» kog Tecty 35611.01 3i
cneuudikauii A®| BasicanTtaHy, OCKifIbkU HasBHUI
3aTBEPAKEHNI MeTOf, «3a/IMLLKOBI PO3YMHHUKY METOAO0M
GC» kog TecTy 35601.02; 3miHu | TNy — BBEAEHHA EAVHOIO
MeToay BUNPo6yBaHHA «3asLLKOBI PO34MHHUKN GC» (kog
35601.02) Ha 3aMiH Ajlo4nMx MeTOAiB BUNPobyBaHHS
3anvLwKoBi po34YMHHUKN MeTogoM GC( Kog BUNpobyBaHHS
35601.01) Ta 3anMLIKOBi pO34UMHHUKU MeTogoM GC (Limit
test) (kog, Bunpo6yBaHHs 35603.01), siknit 103BONISIE
BM3HAUUTW BCi 3a/IMLLIKOBI PO3YUHHUKN OAHUM METOA0M, LLIO
BM3HaAYeHi y cneundikauii APl BasicapTaHy

3a
peyenmom

UA/15619/01/01

68.

BA/bIMPOK
OM 300

TabneTku, BKPUTI
M/1iBKOBOIO

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasnis:3miHu | Tuny -
BHECEHHS He3HAYHUX 3MiH Y MeTo/ BUNPOGYyBaHHS 3a

3a
peyenmom

UA/2169/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
XPOHO 060/10HKOI0, nokasHunkoMm "KifibkicHe BU3HauYeHHs. loHn Banbnpoary",
NPOJIOHIOBaHoT Aji 3MiHa Npo6oniAroToBKY PO3UYNHY NOPIBHAHHA Ta
no 300 mr; no 10 A0CNiIKyBaHOrO PO34MHY (36iNbLUEHHS Yacy ekcTpakLil
TabneTok y Ba/IbNPOEBOT KNC/IO0TW) HA CTagii iIHTEHCMBHOTO CTPYLLYBaHHS
6nictepi; no 1, 3 LOCAioKyBaHNX PO3UMHIB i3 X/IOPUCTOBOAHEBOIO KMCNOTOO
abo 10 6nictepiB y Ta BHYTPILLHIM CTAHAAPTOM; 3MiHW | TUMY - BHECEHHSA
nautii 3 KapToHy He3HaYHMX 3MiH Y MeToZ BUNPOOYBaHHSA 3a NOKa3HWKOM
"3annLkoBa KiflbKiCTb OrpaHiyHMX PO3YMHHUKIB", 30KpemMa:
3MiHa Npo6oniAroTOBKM AOCAIAKYBAHOIO PO3UUHY
(dhinbTpauis po3uvHy Yepes nanepoBuii inbTP 3aMiHeHa Ha
LeHTpUdyrysaHHs)
69. BANbMNPOK | TabneTkun, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3miHu | Tuny - 3a UA/2169/01/02
OM 500 N/1iBKOBOIO YKPAIHA" BHECEHHS HE3HAYHMX 3MiH Y MeTo BUNpobyBaHHSA 3a peyenmom
XPOHO 060/10HKOI0, nokasHukoMm "KinbkicHe BU3Ha4YeHHs. loHn Banbnpoary",
MPOIOHTOBaHOT Aji 3MiHa MPO6ONIATOTOBKM PO3UMHY NOPIBHAHHA Ta
no 500 mr; no 10 [0CNiIKyBaHOrO Po34KHY (36i/bLUEHHS Yacy ekcTpakuil
TabneTok y Ba/IbNPOEBOT KNCMOTK) HA CTagii iIHTEHCMBHOTO CTPYLLYBaHHS
6nictepi; no 1 a6o L0CAIoKYBaHNX PO3YMHIB i3 X/IOPUCTOBOAHEBOIO KMCOTOO
3 6nictepu y navu,i Ta BHYTPILLHIM CTAHAAPTOM; 3MiHW | TUMY - BHECEHHS
3 KapPTOHY He3HaYyHMX 3MiH Y MeToZ BUNPoOYyBaHHA 3a NOKa3HWKOM
"3anMLLKOBA KiNbKICTb OFPaHiYHNX PO3UMHHUKIB", 30Kpema:
3MiHa Npo6oniAroTOBKM AOCAIAKYBAHOTO PO3UMHY
(hinbTpauis po3urHy Yepes nanepoBuii inbTP 3aMiHeHa Ha
LEeHTpUdyryBaHHs)
70. BIBAVIPA Tabnetkn Benyno, niku Xopsari Benyno, niku Ta Xopsaris/ BHECEHHS 3MiH [0 peecTpauliiHMx maTepianis:3miHu | Tuny - 3a UA/15370/01/01
XyBasibHi N0 50 Mr | Ta KOCMeTuKa, a KOoCcMeTuka, A.4., Mpeuis nofaHHsa oHoBneHoro ceptucpikaty CEP (RO-CEP 2012-317- peyernmom
no 1 a6o no 4 a.a. Xopsartis (BTOPUHHE Rev 03), Ta CEP (RO-CEP 2012-317-Rev 04) Big yxe
TabneTkn y nakyBaHHs, 3aTBep/AxeHoro BupobHuka A®| cungeradiny uutpary
6nictepi, no 1 BiAnoBigabHUA 3a
6nictepy y BWMYCK cepil);
KapTOHHI navw,i xeHedapm CA,
peuis (BUPOBGHULITBO
rOTOBOrO JliKAPCbKOro
3acoby, nepBrHHe
nakyBaHHs, KOHTPO b
AKOCTI)
71. BIBAVPA Tabnetkn Benyno, niku Xopsari Benyno, nikn Ta Xopsarisi/ BHECEHHS 3MiH 0 peecTpauiiHmx maTepianis:3miHu | Tuny - 3a UA/15370/01/02
XyBasbHi no 100 Ta KOCMeTuKa, a KOCMeTuka, A.4., Mpeuis nofaHHsa oHoBneHoro ceptucpikaty CEP (RO-CEP 2012-317- peyenmom
mr, no 1 abo no 4 o.a. Xopsarisi (BTOpUHHE Rev 03), Ta CEP (RO-CEP 2012-317-Rev 04) Big yxe

Tabnetkn y
6nictepi, no 1
6nictepy y
KapTOHHI navvi

nakyBaHHs,
BifNOBigabHWIA 3a
BUNYyCK cepii);
xeHedhapm CA,
Ipevjis (BUPOOHULITBO
rOTOBOrO JliKapPCbKOro
3acoby, nepBuHHe
nakyBaHHSl, KOHTPO/b

3aTBEpAXEHOro BupobHuka A®I cunaeHadiny uutpary
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
SIKOCTI)

72. BIPAKCA TabneTku, BKPUTI "KcaHTic Kinp Cneuidap CA Mpeuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/16000/01/01
NAiBKOBOO Papma 3MiHa y meTogax BunpobyBaHHA APl abo BUXigHOTO peyernmom
060/10HKOI0, N0 Nimiten" Marepiany/npoMiXXHOro NpoayKTy/peareHTy, LWo
125 wr, no 10 BMKOPUCTOBYETLCA Y MpoLieci BUpo6bHuuTBa AdI - 3MiHa y
TabneTok y MEeTOANLi BU3HAYEHHS JOMILLKKM 4-gumeTinamiHonipuguH (EP
6nicTepi; no 1 2.2.29) npu koHTponi skocTi AdI
6nictepy B
KapTOHHIW nayui

73. BIPAKCA TabneTku, BKpUTI "KcaHTic Kinp Cneuidap CA peuis BHECEHHS 3MiH [0 peecTpavjiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/16000/01/02
NAiBKOBOIO dapma 3MiHa y meTogax BunpobysaHHA APl abo BUXIAHOIO peuenmom
060/10HKO0, MO Nimiten" mMarepiany/npoMiXHOro NpoaykTy/peareHTy, Lo
250 mr, no 7 BMKOPUCTOBYETLCA Y NpoLeci BUpobHuuTea AP - 3MiHa y
TabneTtok y MEeTOAMLi BUSHAYEHHS AOMILLKV 4-anMeTinamiHonipuanH (EP
6nicTepi; no 3 2.2.29) npu koHTponi akocTi Ad|
6nictepu B
KapTOHHI nayui

74. BIPAKCA TabneTkn, BKPUTI "KcaHTic Kinp Cneuidap CA Mpeuis BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/16000/01/03
nNiBKOBOIO dapma 3MiHa y MeToAax BunpobysaHHA APl abo BUXigHOro peyernmom
060/10HKO0, N0 Nimiten" mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
500 mr, no 7 BMKOPUCTOBYETLCA Y MpoLeci BUpobHuyTBa AdI - 3MiHa y
TabneTok y MeTOoAMLi BUSHAYEHHS AOMILLKV 4-anMeTinamiHonipuanH (EP
6nicTepi; no 2 abo 2.2.29) npu koHTponi akocTi API
3 6nictepu B
KapPTOHHI nayLij

75. BOAA ANA | pO34nHHWK AnA MAT YkpaiHa MAT "Tanunucpapm" YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHnX MmaTepianis:3miHu | Tuny - 6e3 UA/10078/01/01

IH'EKLLIA napeHTepasibHOro "Tannucbapm" 3MiHa po3Mipy cepii (BkIoUaruy gianasoH po3mipy cepii) peyenma

3aCTOCyBaHHSA Mo roTOBOrO /liKapCbKOro 3acoby - BBeAEeHHA A04aTKOBUX
5 mn B amnyni; no po3MipiB cepii roToBOro nikapcbKoro 3acoby
5amnyny
6nicTepi, no 2
6nictepy B nauuy;
no 2 M B amny/ii;
no 10 amnyn y
6nictepi, no 1
6nicTepy B nayui

76. BOAA Ansa PO3YMHHUK AN NAT YkpaiHa MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasiB:3MiHu | Tuny - 6e3 UA/10079/01/01

IH'EKLLIA napeHTepasibHOro "Fanuuchapm” 3MiHa po3Mmipy cepii (BKIOUatum gianasoH po3Mipy cepir) peyenma

3aCTOCyBaHHS in
bulk: no 2 mn B
amnyni; no 10
amnyn y 6nictepi,
no 100 6nicTtepiB y
Kopo6kax; in bulk
no 3,2 mn B
amnyni; no 5
amnyn y 6nictepi,
no 84 6nictepu B

roTOBOrO /iKapCbKOro 3acoby - BBeAEeHHA A0AaTKOBUX
pO3MipiB cepii roToBOro NikapcbKoro 3acoby
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Kopo6Kax

717.

BOJ/IbTAPE
H
EMYNbren
b

emynbrenb ans
30BHILUHBOTO
3aCToCyBaHHA 1
%; no 20 r, abo no
50, a6o no 100 r
y Ty6i; no 1 Ty6i B
KapTOHHIlA KOpooLi

FCK
KoHcblomep
Xenckep C.A.

Lliseiiua
pist

'CK KoHcbtomep
Xenckep C.A.

LLiBeiiuapis

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MiHu | Tuny -
AfMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
agpecy MicLs NPoBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMNopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue npoBeaeHHs
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHMK/IMNOPTEp, BK/IOYAKOUM BUMYCK cepili) - 3MiHa
HalilMeHyBaHHs Ta agpecu BUpobHYKa, KWt Bignosigae 3a
NOBHUIA LKA BUPOGHMLTBA, 63 3MiHM MicLs BUPOOHULITBA.
BBefeHHs 3MiH NPOTAroM 6-TW MicALIB NiCNA 3aTBEPKEHHS.
3MmiHu | TUny - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHVKa (BnacHWKa peecTpaviiiHoro
NOCBIAYEHHS) - 3MiHa HaliMeHYBaHHS Ta afpecu 3asBHUKA.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.

6e3
peyenma

UA/1811/01/01

78.

FABATMEHT
NH

MOPOLLIOK
(cybeTaHuin) y
naketax
noABINHNX
nonieTnIeHoBuUx
ans
dhapmavieBTUYHOT
0 3aCTOCyBaHHSA

MAT "®apmak”

YkpaiHa

OJIOH Ec.Mi.En.

ITanisa

BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA APl abo BUXiAHOrO MaTepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCSA Y NPOLEC
BUPOGHMUTBaA AP (iHLLI 3MiHW) - NPUBEAEHHA METOAY
BMNpo6yBaHHA AD| 3a nokasH1KoM «CynpoBigHi JOMILLKA.
MeTtog A» Ta «CynpoBigHi gomilwkm. Metog B» y
BiANoBIAHICTb A0 BUMOr MoHorpadii Gabapentin EP 9.4;
3MiHM | TURY - 3MiHK 3 akocTi. CepTudikaT BignoBsigHOCTI/IE-
cepTudikaT BigNoBigHOCTI EBponeiichkiii
thapmakonei/moHorpadii. NogaHHs HOBOro abo OHOBJIEHOTO
cepTudikaTa BignNoBiAHOCTI abo BUyYeHH: cepTudikata
BiAnoBigHOCTI EBponeiickkili hapmakonei: ana A®l; ons
BUXIAHOrO MaTepiany/peareHTy/NPoOMKHOro NPoAyKTy, L0
BMKOPWCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuUHM (cepTudikaT BiANOBIAHOCTI EBpONEiChKiit
hapmakonei) - OHOBEeHUIA cepTudikarT Bif yxe
3aTBEPAKEHOro BUPOGHMKA — NogaHHsA oHoBsieHoro CEP
ons A®l (rabaneHTuH) Ne R1-CEP 2011-344-Rev 00
(3arBepmxeHo: RO-CEP 2011-344-Rev 01); sk Hacnigok,
3MiHa Ha3Bu BMpOoGHMKa 3 Laboratorio Chimico
Internazionale S.p.A., Italy Ha OLON S.P.A., Italy (OJIOH
Ec.Mi.Eii., ITanisa); BHeceHi 3mMiHM A0 crneumdikauii Ta
MeToZIB KOHTPot0 API: BUyYEeHO NOKasHMK «Badkki
MeTa/In», BHECEHI 3MiHM [0 NOKasHWKa «3anLuKoBa
KifIbKOCTi OpraHiyHnX po3unMHHUKIB» (& came BU/Ty4YeHO
HOPMYBaHHs 6€H30/1y; B ONUCI MPUTOTYBaHHSA PO3UUHY
NOPIBHAHHSA (a) BUTy4YeHO 3a3HayeHnii 06’eM GeH30ny;
BU/y4eHO hopMysly po3paxyHKy 6eH30/y; i3 NpuaaTHoCTI
XpomaTorpadiyHoi cuctemun BUNy4eHo koediLieHT
PO3A4ieHHs, po3paxoBaHuii Ans niky 6eH30/1y)

UA/10901/01/01

79.

FAPOACUN
1

cycneHsia ans
iH'ekuin; 1 a6o 10

Mepk Wapn i
Jdoym IJEA

LiBeiiua
pist

Mepk Wapn i Joym
5.B., Higepnanamn

Higepnangn/
CLWA

BHECEHHSA 3MiH [0 peecTpaliiiHnx maTepianis:3amiHu Il Tuny -
3MiHM Woa0 6e3nekn/edpeKTMBHOCTI Ta hapmakoHarnsgy.

3a
peyenmom

UA/13451/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
GARDASIL chnakoHis (no 0,5 6X (BTOpMHHE NakyBaHHS, BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
® Mn (1 gosa)) y [,03BiN Ha BUNYCK peecTpauiiHoro nocBig4eHHs, BKIoYaumn MNnaH ynpas/iiHHA
BAKUVHA KapTOHHiiA cepii); Mepk Lapn i pv3viKkamu (3acTocyBaHHs 3MiH(1), Aki(a) BUMaratTb(€)
nPOTU kopobui; 1 abo 6 [Joywm Kopn., CLLA NoAasIbLIOro 06rpyHTYBaHHSA HOBMMU JOAATKOBUM AAaHUMMU,
BIPYCY nonepeaHL0 (BUpOGHMLTBO LLIO MaOTb HaAaBaTUCA KOMMETEHTHUM OpPraHoM, OCKi/IbKN
MAMIZIOMU | HanoBHeHWX Hepo3chacoBaHol BMMAaraeTbCsa CyTTEBA OLiHKA KOMNETEHTHUM OpraHoMm) -
N anHN wnpuuis (no 0,5 npoAyKuii, KOHTPO/Tb [AeTabHWI ONWUC CUCTEMM YNPaBAIHHA pU3nKaMu y BUTAALI
(TnIB 6, Mn (1 gosa)) y AKOCTi Ta NEPBUHHE nnaHy ynpasniHHA pu3nkamu, Lo HagaHuii 3aaBHUKOM Mepk
11, 16, 18) KomnnekTi 3 1 nakyBaHHs) Wapn i foym IAEA Tm6X, LLBeiiLapisi, MiCTUTb pU3NK
KBAAPUBA | ronkot y NPONOPLifHI 3ax04u 3 MiHIMI3aL,ii pU3VKiB Ta 34iiCHEHHS
NEHTHA KOHTYPHIit hapmakoHarnsgy. [Hgopmadis 3 6e3neku, Wo
PEKOMBIH KOMIipKOBIlA npefcTasfneHa B iHCTPYKLi 4159 MeANYHOrO 3acTOCyBaHHSA
AHTHA ynakoBLi B nikapcbKoro 3acoby, Bigobpaxae 3axoan 3 MiHiMisawi
KapTOHHIlA KopooLi pv3uKiB, BiAnoBiaae iHchopmav,ii, BUknageHili y nnaxi
ynpas/iHHA pu3nMKamu, HaaHoro 3asiBHUKOM
80. FAPOACWUN | cycneHsia ans Mepk Wapn i LLiseiiua Bupo6HMLTBO Higepnangn/ BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:3aMinu |l Tuny - 3a UA/13053/01/01
1 iH'ekUil; no 0,5 mn Ooym IAEA pis Hepo3shacoBaHol CWA [AeTa/lbHWil ONMUC CUCTEMM YNPaBiHHA pU3MKaMU y BUTASAI peuenmom
GARDASIL (1 posa)y 6X NpPoAyKUii, KOHTPO/Ib nnaHy ynpasiHHA pUusukamu, Wo HajaHuii 3asiBHUKOM,
® chnakoHax Ne 480 AKOCTi Ta NepBUHHE MICTUTb PM3KK NPOMOPLiiHI 3aX0Au 3 MiHIMi3aLii pu3ukiB Ta
BAKUMHA ab6o y nonepegHb0 nakysaHHs: Mepk 3[jiicCHEHHs1 hapMakoHarnsay
nPOTU HanoBHEHNX Wapn i foym Kopn.,
BIPYCY wnpuuax Ne 100 B CLUA; BTopvHHe
AAMIZIOMW | KapTOHHIi Kopo6Li nakyBaHHs1, fO3BiN Ha
noanHnN BUMNYCK cepii: Mepk
(TUNIB 6, LWapn i foym B.B.,
11, 16, 18) HigepnaHnaun
KBAOPUBA
NEHTHA
PEKOMBIH
AHTHA, IN
BULK
81. FENbMIHT cycneHsis Nab6opaTtopis PdpaHuis IHHOTepa LLys3i PpaHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasnis:3miHu | Tuny - 6e3 UA/10172/01/01
OKC opasibHa, 125 IHHOTEK 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsagy. peyenma
mr/2,5 mn no 15 IHTepHacbiioH BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
My do1akoHi; no anb thapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHux npo
1 chnakoHy 3 cuctemy chapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi 0cobu,
MipHOIO JTOXKOIO B BiANOBIAANbLHOI 3a 34iliCHEHHA thapMakoHarnsay; KOHTaKTHOT
KapTOHHIlA KopooLi 0cob6u 3 chapMakoHarnsay 3asaBHVKa st 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHa BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1oYaoun KOHTaKTHI AaHi) Ta/abo 3MiHu
y pO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKa, BignoBiganbHOT 3a
hapmakoHarnsag. MNponoHoBaHa pegaxuis: Mrs. Anne-Cecile
Mauclaire / AH-Cecinb Moknep. 3miHa KOHTaKTHUX JaHuX
yMOBHOBaXeHOT 0c06M 3a8BHUKA, BiAMOBIAa/IbHOI 3a
hapmakoHarnsg
82. FENABEHE | kancynu TBepgi no TOB «TeBa YkpaiHa Mepkne T'm6X HimeyunHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHa 6e3 UA/2381/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
10 kancyn y YkpaiHa» (BupobHuuTteo 3asBHMKa (BNacHvka peecTpauiiHoro noceigyeHHs) (3rigHo peyenma
6nictepi; no 3 Hepo3dhacoBaHoro Haka3y MO3 Big 23.07.2015 Ne 460)
6nictepu y NpoaykTy, A03BiN Ha
Kopobui BMMYCK Cepii;
MepBuHHa Ta
BTOPVHHA YNaKoBKa,
KOHTPO/Ib AKOCTI)
83. FAA3ENA Tabnetku no 0,05 ToBapucTBO 3 | YkpaiHa ToBapucTBO 3 Ykpaina BHECEHHS 3MiH 10 peecTpaLiliHiX MaTepianiB: yTOUHEHHS 3a UA/8579/01/02
MIC® rno 10 Tabnetok y [0[aTKOBOKO [0[aTKOBOK npoueaypu B NPoLeci BHECEHHS 3MiH B Hakasi MO3 Ykpainu peyenmom
6nicTepi; no 1 BiANOBiAA/IbHI BigNoBiAa/IbHICTIO Ne 728 Big 04.04.2019 - 3miHun | TNy: AgMiHICTpaTUBHI
6nictepy y nayui 3 CTHO "IHTEPXIM" 3MiHW. BunyyeHHs BUpOGHUYOT AiNbHULI (BKNOYA0UM
KapToHYy "IHTEPXIM" AinbHuui ana A®l, npomixXHOro NpoAykTy abo rotoBoro

nikapcbKoro 3acoby, AiNbHULI 419 NPOBEAEHHS NaKyBaHHs,
BMPOGHUKA, BiAMoBifaIbHOrO 3a BUMYCK cepild, MicLe
NpoBefEHHS KOHTPO/TIO cepil) abo nocTayanbHyKa BUXiAHOTO
Marepiany, peareHTy abo AONOMiXHOT PEHOBUHN (SKLLO
3a3HaYeHo y A0CbE) - AQMIHICTPATUBHI 3MiHU - BUTYYEHHS
OinbHUUI 3a agpecoto YkpaiHa, 65080, Ogecbka 0611., M.
Opeca, lloctpopdhcbka gopora, 6ya. 86 , Ae 34iicHIOBa/IOCh
36epiraHHs roToBOI NPOAYKLIT Ta BUTYyYEHHS iHdopmaLii
LLIOAO MICLE3HAXOMKEHHS FOPUANYHOI 0CobM Y
peecTpauiiHux MaTepiasiax Wwoao Aitoyoi pevosuHn N3.
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
3MiHN Yy BUPOOGHMLTBI. 3MiHN Y Npoueci BUPO6HMLTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM MPOMIXHWIA
NPOAYKT, L0 3aCTOCOBYETHCA NPU BUPOOHWLTBI FOTOBOrO
nikapcbKoro 3acoby (iHLwi 3MiHW) - 3MiHW Y Npoueci
BMPOGHMLITBA FOTOBOTO J1iKQPCbKOro 3acoby, BKIoHaoum
NPOMDKHWI NPOAYKT, L0 3aCTOCOBYETLCS NPY BUPOBHULITBI
rOTOBOrO NliKapCbKOro 3acoby (BBeAEHHS a/lbTEPHATUBHOIO
061aaHaHHSA Npu NpYBEAEHHI TEXHOMOTIYHOro npouecy “Tr1
4.1 l'omoreHi3avjis 3arpy3ku" A9 BUPOBGHMLITBA FOTOBOIO
nikapcbKoro 3acoby). 3minu | Tuny: 3miHu 3 sKocTi. API.
Brpo6HMUTBO. 3MiHa BUPOOHUKA BYXiZHOro/MpOMiKHOro
NPOAYKTYy/peareHTy, L0 BYUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
npoueci A®l, abo 3miHa BUpOGHMKa (BKOUatouu, ge
HeobxiAHO, MicLe NpoBeAeHHS KOHTPOsI0 skocTi) A®I (3a
BiICYyTHOCTi cepTucpikaTa BiANoBigHOCTI EBpONeichbkili
hapmakonei y 3aTBepKeHOMY AOCHE)(3MiHN 40 3aX04,iB,
noB'A3aHuX 3 KOHTponeM Ad|, abo foAaBaHHA AibHULI, Ae
NPOBOAUTLCS KOHTPO/IL/BUNPOBYBaHHSA cepii) - AdI.
Bupo6HMLTBO - 3aMiHa AinbHuL, A€ NPOBOANTLCA
BUMPOOYBaHHA KOHTPOJIO Cepii: 3 AiNbHNLE 3a agpecamu
YkpaiHa, 65080, Ogecbka 0611., M. Ogeca, Jiloctaopdcbka
nopora, 6ya. 86 Ta YkpaiHa, 65025, m. Ogeca, 21- Kwm.
CTapokuiBCcbKoi fopory, 23 Ha AiNbHULII0 3a aapecoro
YkpaiHa, 65025, M. Ofeca, 21-ii km. CTapoKUiBCLKOT A0pOru,
40-A y peecTpaduiiHnx Matepiasiax Wwoao Ailo4oi peyoBuHU
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

'N3. 3miHn | Tviny: 3MiHK 3 akocTi. A®l. BUpo6GHMLTBO. 3MiHM
B npoueci BupobHuuTBa APl (He3HayHa 3miHa y npoueci
BMpo6HMLTBA API) - 3MiHM B NpoLieci BUpo6HULTBa ADI

(BeAEeHHS anbTepHATVBHOI TEXHOJOMNYHOT CXEMU OTPUMAHHS

A®I| (3acTocyBaHHA B AKOCTI BUXiHOI CUPOBUHW NPOMIDKHOIO

NPOAYKTY iHLIOro BUPOGHMKA)). 3MiHU | TUMY: 3MiHK 3 AKOCTI.

A®|. BUpo6HMLTBO (iHLWi 3MiHM). 3MiHN Y BUPO6HULTBI ADI -
[ofaBaHHA BUPOOHNYOT AiNSHKK (Y CKNagi 3aTBepaKEHOI

BMPO6HUYOI ainbHuL TAB "IHTEPXIM") 3a agpecoto
Ykpaina, 65025, m Ogeca, 21-ii km. CTapoK1iBCbKOT AOPOTH,
40-A, fie 3[iICHIETLCA BUPOOHNLTBO, NEPBUHHE Ta
BTOPUHHE NakyBaHHS, 36epiraHHsA rotoBoi NPoAyKLii,

CMPOBUWHM Ta MaTepiasiB y peecTpayiiiHix marepianax Liogo

nitoyoi pevoBuHY N13; - BBEAEHHSA a/lbTEPHATUBHOIO
BMPOGHMKA BUXIAHOMO /MPOMKHOTO NPOAYKTY
(TOB»XBOIr»), L0 BUKOPUCTOBYETHLCS Y BUPOOHNYOMY
npoueci A®I.

84.

FAA3ENA
MIC®

Tabnetku no 0,02
rno 10 TabneTtok y
6nictepi; no 2
6nictepn y nauui 3
KapTOHY

ToBapucTso 3
[04aTKOBOO
BiANOBIAA/IbHI
CTiO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBO
BiANoBiAa/IbHICTIO
"IHTEPXIM"

Ykpaina

BHECEHHS 3MiH [0 peecTpayiiHuX MmaTepiasis: yTOUHEHHS
npoueaypu B Mpoueci BHECEHHS 3MiH B Hakasi MO3 YkpaiHu
Ne 728 Bif 04.04.2019 - 3miHn | TvnNy: AgMiHICTpPaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI AinbHUL (BKNOYaoUN
AinbHuui ana A®l, npomikHOro NpoAykTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHULL 4151 NPOBEAEHHS NaKyBaHHS,
BMPOGHWKA, BiAMNOBIfa/IbHOMO 3a BUMYCK Cepili, MicLe
npoBefeHHs KOHTPO/TIO cepil) abo nocTavanbHrKa BUXiAHOTO
MaTepiany, peareHTy abo fOMOMDKHOI PEHOBUHM (SKLLO
3a3Ha4yeHo y A0CbE) - AAMIHICTPATUBHI 3MiHW - BUyYEHHS
AinbHULI 3a agpecoto YkpaiHa, 65080, Ogecbka 0611., M.
Opeca, Nioctpopdebka gopora, 6ya. 86 , ae 3ailicHiOBasIoCh
36epiraHHs roToBOI NPOAYKLT Ta BUTy4YeHHs iHchopmauii
LLIOA0 MiCLLe3HaXOMKEHHS OPUANYHOT 0Co6K Y
peecTpauiiiHux maTepianax Wwoao Aitoyoi pevoBuHn MN3.
3MiHn | TURNY: 3MiHK 3 AKOCTI. [OTOBWIA NikapcbkWii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHU Y NpoLeci BUPO6HMLTBA
roTOBOrO /1iKapCbKOro 3acoby, BKIOYaun NPOMiKHUIA
NPOAYKT, L0 3aCTOCOBYETLCS NPU BUPOOHULITBI FOTOBOrO
nikapcbKoro 3acoby (iHwi 3MiHK) - 3MiHK y NpoLeci
BMPOGHMLITBA FOTOBOTO JiKapCbKOro 3acoby, BkIovaoum
NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPW BUPOOHULITBI
roTOBOrO NiKapPCbKOro 3acoby (BBeAEHHA aflbTepHaTUBHOIO
obnagHaHHA Npy NpUBEAEHHI TEXHONOrYHOro npouecy “Tr1
4.1 F'omoreHisauis 3arpy3ku” aas BApO6HULITBA FOTOBOTO
nikapcbkoro 3acoby). 3minu | Tuny: 3miHu 3 skocTi. AdI.
Bupo6bHMUTBO. 3MiHa BUPOGHMKA BUXIAHOTO/NPOMIXHOr0O
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYOTLCS Y BUPOOHNYOMY
npoueci A®l, abo 3miHa BUpobHMKa (BK/TtoHaKouu, ae
Heob6XiHO, Micue NPOBefEeHHS KOHTPOSO AKOCTI) AdI (3a
BiICYTHOCTI cepTucpikaTa BiANOBIAHOCTI EBpONENChbkili

3a
peyerimom

UA/8579/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

thapmakonei y 3aTBep)KeHOMY 0CbE)(3MiHV A0 3ax0giB,
noB'A3aHuX 3 KOHTponeM A®|, abo foAaBaHHA AiNbHUL, Ae
NPOBOAMUTLCA KOHTPONL/BUNPOGYBaHHS cepii) - API.
Bupo6HMLTBO - 3aMiHa AinbHULI, A€ NPOBOANTLCA
BMNPOBYBaHHA KOHTPOJIO Cepii: 3 AiNbHULE 3a agpecamu
YkpaiHa, 65080, Ogecbka 06:1., M. Ofeca, Jlloctaopdcbka
popora, 6ya. 86 Ta Ykpaina, 65025, m. Ogeca, 21-i K.
CTapokuiBCbKOi floporu, 23 Ha Ai/IbHUL0 3a apecoro
YkpaiHa, 65025, M. Ogeca, 21-ii km. CTapoKUiBCLKOT A0oporu,
40-A y peecTpauiiHnux mMaTepiasiax Wogo Ailo4oi peyoBuHU
N3. 3miHu | Trny: 3MiHK 3 skocTi. A®I. BUpoGHMLTBO. 3MiHM
B npoveci BupobHuutea APl (HesHayHa 3MiHa y npoueci
BMpo6HMLTBAa ADI) - 3MiHM B npoLieci BUPo6HMLUTBa ADI
(BeAEHHS anbTepHATUBHOI TEXHO/IOMYHOI CXEMU OTPUMAHHS
A®| (3acTOCYBaHHA B AKOCTI BUXIAHOI CUPOBUHU NPOMDKHOTO
MPOAYKTY iHLIOro BUPOGHKMKa)). 3MiHU | TUMY: 3MiHK 3 AKOCTI.
A®I. BUpo6HULTBO (iHLWi 3MiHK). 3MiHN Y BUPO6HULTBI ADI -
[oaaBaHHA BUPOOHWNYOT AiNAHKK (y Cknagi 3aTBepayKeHol
BMPO6HUYOI ainbHuy TAB "IHTEPXIM") 3a agpecoto
YkpaiHa, 65025, m Ofeca, 21-ii kM. CTapoK1iBCbKOT AOpOrH,
40-A, fe 3AiACHIETLCA BUPOOHNLTBO, NEPBUHHE Ta
BTOPUHHE MaKyBaHHs, 36epiraHHs roToBoi NPoayKLii,
CMPOBUWHM Ta MaTepianiB y peecTpaliliHix matepianax Lono
Aitoyoi peyosuHY MN3; - BBEAEHHA aNlbTEPHATUBHOIO
BMPOGHMKA BUXIAHOTO /MPOMIKHOTO MPOAYKTY
(TOB»XBOI»), WO BUKOPUCTOBYETHLCSA Y BUPOOHUYOMY
npoueci Adl.

85.

FNKAMTUH

™

niodpinizat gns
po34nHy Ans
iHcpy3ivi no 4 mr; 1
chnakoH 3
niogpinizatom y
KapTOHHI Kopoobui

HoBaprTic
dapma Al

LLiBeiiya
pist

nakcoCmiTKnsiiH
MaHyhakTypuHr
C.n.A.

ITanis

BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny -
3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsaay.
BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIA&NbHOI 3a 34iliCHEHHSA thapmakoHarnsAy; KOHTakTHOT
0cob6u 3 hapmakoHarnsay 3asaBHVKa o1 34iCHEHHS
hapMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
yNOBHOB&XeHOT 0cobM, BigNoBiAaNbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI gaHi) Ta/abo 3MiHn
Y pO3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag,. MNponoHoBaHa pegakuis: David J Lewis,
B.Sc (Hons), Ph. D. 3miHa KOHTakTHUX AaHux
YNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BigMnoBiga/IbHOT 3a
papMakoHarnsg

3a
peyenmom

UA/9121/01/01

86.

rioTPNoO®

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKot0 Mo 30
Mr, N0 7 TabneTok
y nepdpopoBaHOMy

BepiHrep
IHrenbxanm
IHTEepHeLHN
6X

Himeuun
Ha

A eHg Em Lta6Tect
Na6op dyp AHaniTuk
YHA
Crab6initatcnpydyHre
H T'M6X, HimeyunHa

HimeyunHa

BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis:3amiHu Il Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'si3aHb Ta YMOB BMAadi
peecTpaLiiHoro nNoceifgyYeHHs, Bkoyatoum MnaH ynpasniHHsS
pv3vKkamu (3acTocyBaHHs 3MiH(W), ki(a) BUMaratTb(€)

3a
peyenmom

UA/15816/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
6nicTepi; no 1 (anbTepHaTuBHa NoAasIbLIOro 06r'pyHTYBaHHSA HOBVMU JOAATKOBUM AAaHUMMU,
6nicTepy B na6oparopisi ons L0 MaKTb HABATUCS KOMMNETEHTHUM OPraHoOM, OCKIfIbK/
namiHoBaHOMy npoBefeHHs BMMaraeTbCs CyTTEBA OLLiHKA KOMMNETEHTHUM OpPraHoMm).

anoMiHieBOMy
calle 3 nakeTom
JecukaHTy; no 4
a/IIOMIHIEBUX calle
Y KapTOHHii
KopoobLi

KOHTPOJI0 SIKOCTI);
BepiHrep IHrenbxaim
dapma MvbX i Ko. KT,

HimevunHa
(BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,

KOHTPO/Tb AKOCTi Ta
BUnyck cepii); Jlabop
N+C AT, Himeuunna

(anbTepHaTVBHA
nab6opartopis Ans
npoBefeHHs

KOHTPO/I0 AKOCTi 3a

NOKa3HUKOM
MikpobionoriyHa
uuctota); CI'c

IHCTUTYT PpeseHiyc

'M6X, Himeuunna

(anbTepHaTVBHA
nab6opartopis Ans
npoBefeHHs

KOHTPO/I0 AKOCTi 3a

NOKa3HUKOM
MikpobionoriyHa
ynctota); Papm/lor
dapma NomxicTik

'M6X, Himeuunna

(anbTepHaTVBHA
AinbHUUS Ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHs); ®ACT
le3enbliadt chrop
dapmavoiiTile

KyaniteTrcteHgapac

M6X, HimeuunHa

(anbTepHaTVBHA
AinbHUUS Ans
KOHTPO/IO AKOCTI
roTOBOrO NiKapCbKOro
3acoby Ta 3a
NOKa3HNKOM
"Po3knagaHHA
Aimetnnaminy");

[JeTanbHuin onnc cuctemu ynpasniHHA pusukamu y Burnagi
nnaHy ynpasniHHA pr3vkamu, Lo HafaHWi 3asiBHUKOM,
MICTUTb PU3MK NPOMOPLLFiHI 3ax0Au 3 MiHiMi3aLii pu3unkiB Ta
3pjicHeHHs hapMakoHarnsay




107

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
LLiteremaHH
JNboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTMBHa
OinbHUUS ans
MapKyBaHHs Ta
BTOPUHHOTO
nakyBaHHs)
87. rIoTPNO® TabneTku, BKPUTI BepiHrep Himeyun A eHg Em LTa6Tect HimeyunHa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:3amiHu |l Tuny - 3a UA/15816/01/01
NAiBKOBOIO IHrenbxanm Ha Nabop dyp AHaniTmk 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy. peyernmom
o060n0oHkoto no 20 IHTepHeLwHN YHA, BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
Mr, No 7 TabneTok 6X CrabinitarcnpydyHre peecTpavuiiHoro NocBigYeHHs1, BKIoYaoumn MNnaH ynpas/iiHHA
y nepchopoBaHoMy H FM6X, HimewunHa pv3vKkamu (3acTocyBaHHs 3MiH(1), Aki(a) BUMaratTb(€)
6nicTepi; no 1 (anbTepHaTuBHA noAasIbLIOro 06rpyHTYBaHHS HOBVMU JOAATKOBUM AAaHUMMU,
6nictepy B nab6opartopis Ans LLIO MaOTb HaaBaTUCs KOMMNETEHTHUM OpPraHoM, OCKiSIbKM
namiHoBaHoOMy npoBefeHHs BMMAaraeTbCs CyTTEBA OL|iHKA KOMNETEHTHUM OpPraHom).

anoMiHieBoMy
calle 3 nakeTom
JecukaHTy; no 4
anoMiHiEBMX calle
Y KapTOHHii
Kopobu,i

KOHTPO/I0 SKOCTI);
BepiHrep IHrenbxaim
dapma M'vbX i Ko. KT,

HimevunHa
(BMPOGHMLTBO,
nepBrHHE Ta
BTOPVHHE MaKyBaHHS,

KOHTPO/b SKOCTi Ta
BUNyck cepii); Jlabop
N+C AT, HimeuunHa

(anbTepHaTVBHA

nabopartopia ans

npoBefeHHs
KOHTPO/I0 AKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
uuctota); CI'c
IHCTUTYT dpeseHiyc

'mM6X, Himeuunna

(anbTepHaTVBHA

nabopartopia ans

npoBefeHHs
KOHTPO/I0 AKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
ynctota); Papm/lor

Papma NlomxicTik

'mM6X, Himeuunna

(anbTepHaTVBHA

AinbHuus ans

[JeTanbHuit onnc cuctemu ynpasniHHS pusukamu y Burnagi
nnaHy ynpaeniHHA pyu3vkamu, Lo HafaHWi 3asiBHUKOM,
MICTUTb PM3KK NPOMOPLiMHI 3aX0Au 3 MiHIMI3aLii pusukie Ta
3[jiicHeHHs hapMakoHarnsgy
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHs); ®ACT
le3enbliadt chrop
dapmauoiiTile
KyaniteTrcteHgapac
M6X, HimeuunHa
(anbTepHaTVBHA
AinbHUUS Ana
KOHTPO/IO AKOCTI
roTOBOrO NiKapCbKOro
3acoby Ta 3a
NOKa3HNKOM
"Po3knafgaHHA
aimetunaminy");
LLiteremaHH
JNboHbepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
Himeuunna
(anbTepHaTMBHa
OinbHUUS ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHs)

88.

rIoTPNoO®

TabneTku, BKPUTI
NAiBKOBOIO
o60n0oHkoto no 40
Mr, No 7 TabneTok
y nepdpopoBaHOMy
6nicTepi; no 1
6nictepy B
namiHoBaHoOMy
anoMiHieBOMy
calle 3 nakeTom
JecukaHTy; no 4
anoMiHiEBMX calle
Y KapTOHHii
Kopobu,i

BepiHrep
IHrenbxanm
IHTEpHELHN
M6X

Himeuun
Ha

A eHg Em LTa6Tect
Na6op dyp AHaniTmk
YHA,
Crab6initatcnpydyHre
H T'mM6X, HimeuunHa
(anbTepHaTuBHA
nabéopartopis Ans
npoBefeHHs
KOHTPO/I0 SIKOCTI);
BepiHrep IHrenbxaim
dapma N'vbX i Ko. KT,
HimevunHa
(BMPOGHMLTBO,
nepBrHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/Ib SKOCTi Ta
BUNyck cepii); Jlabop
N+C AT, HimeuunHa
(anbTepHaTVBHA
nabopartopia ans
npoBefeHHs
KOHTPO/I0 AKOCTi 3a
NOKa3HUKOM

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis:3amiHu |l Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
peecTpauiiHoro nNoceigyYeHHs, Bkoyatouy MNnaH ynpasniHHS
pv3vKkamu (3acTocyBaHHS 3MiH(1), Aki(a) BUMaratoTb(€)
noAasIbLLIOro 06I'pPyHTYBaHHS HOBUMMN J04ATKOBUM AaHUMMK,
LLIO0 MaKTb HafaBaTUCA KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMAaraeTbCs CyTTEBA OL|iHKA KOMNETEHTHUM OpPraHoMm).
[JeTanibHuil onnc cuctemu ynpasniHHA pusukamu y Burnagi
nnaHy ynpasniHHA pyu3vkamu, Lo HafaHWi 3asiBHUKOM,
MICTUTb PM3KK NPOMOPLiMHI 3aX0Au 3 MiHIMI3aLii pusukie Ta
3pjiicHeHHs hapMakoHarnsgy

3a
peyenmom

UA/15816/01/03
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

MikpobionoriyHa
uuctota); CI'c
IHCTUTYT PpeseHiyc
'M6X, Himeuunna
(anbTepHaTVBHA
nab6opartopis Ans
npoBefeHHs
KOHTPO/I0 AKOCTi 3a
NOKa3HUKOM
MikpobionoriyHa
ynctota); Papm/lor
dapma NomxicTik
'M6X, Himeuunna
(anbTepHaTVBHA
AinbHUUS Ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHs); ®ACT
le3enbliadt chrop
dapmavoiiTile
KyaniteTrcteHgapac
M6X, HimeuunHa
(anbTepHaTVBHA
AinbHUUS Ans
KOHTPO/IO AKOCTI
roTOBOrO NiKapCbKOro
3acoby Ta 3a
NOKa3HNKOM
"Po3knagaHHA
aimetunaminy");
LLiteremaHH
JNboHepnakyHreH
yHA, NoricTiwep
Cepsic e. K.,
HimeuunHa
(anbTepHaTMBHa
OinbHUUS ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHs)

89.

rioTPNoO®

TabneTku, BKPUTI
NAiBKOBOO
o60n0Hkoto no 50
Mr, No 7 TabneTok
y nepdropoBaHOMy
6nicTepi; no 1
6nictepy B
namiHoBaHOMy

BepiHrep
IHrenbxanm
IHTEpHELHN

M6X

Himeuun
Ha

A eHg Em LTa6Tect
Na6op cyp AHaniTmk
YHA,
CrabinitatcnpydyHre
H T'M6X, HimeyunHa
(anbTepHaTMBHa
nabéopartopis ans
npoBefieHHs

HimeuunHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:3miHu |l Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
peecTpauiiHoro nNoceigyYeHHs, Bkoyatouy MNnaH ynpasniHHS
pv3vKkamu (3acTocyBaHHs 3MiH(1), Aki(a) BUMaratTb(€)
noAasIbLLIOro 06I'PyHTYBaHHS HOBUMMN JOLATKOBUM AaHUMMK,
LU0 MaKTb HaJaBaTUCA KOMNETEHTHUM OpraHoM, OCKifTbK/
BMMAaraeTbCs CyTTEBA OL|iHKA KOMNETEHTHUM OpraHoMm).

3a
peyenmom

UA/15816/01/04
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

anoMiHieBOMy
calle 3 naketom
JecukaHTy; no 4
aloMiHIiEBMX calle
Y KapTOHHii
Kopobui

KOHTPOJII0 SIKOCTI);
BepiHrep IHrenbxaim
dapma NvbX i Ko. KT,

HimeuunHa
(BMPOGHMLTBO,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,

KOHTPO/b AKOCTi Ta
BUnyck cepii); Jlabop
N+C AT, Himeuunna

(anbTepHaTVBHA
nab6opartopis Ans
npoBefeHHs

KOHTPO/I0 AKOCTi 3a

NOKa3HUKOM
MikpobionoriyHa
uuctota); CI'C

IHCTUTYT PpeseHiyc

M6X, Himeuunna

(anbTepHaTVBHA
nab6opartopis Ans
npoBefeHHs

KOHTPO/I0 AKOCTi 3a

NOKa3HUKOM
MikpobionoriyHa
ynctoTa); Papm/lor
dapma NomxicTik

'M6X, Himeuunna

(anbTepHaTVBHA
AinbHUUS Ans
MapKyBaHHs Ta
BTOPWHHOTO
nakyBaHHs); ®ACT
le3enbliadt chrop
dapmauoiiTile

KyaniteTrcteHgapac

M6X, HimeuunHa

(anbTepHaTVBHA
AinbHUUS Ans
KOHTPO/HO AKOCTI
roTOBOrO NiKapCbKOro
3acoby Ta 3a
NOKa3HNKOM
"Po3knagaHHA
aimetunaminy");
LLiteremaHH

JNboHbepnakyHreH

yHA JNloricTiwep

[JeTanbHnin onnc cuctemu ynpasniHHA pusukamu y Burnagi
nnaHy ynpasniHHA pr3vkamu, Lo HafaHWi 3asiBHUKOM,
MICTUTb PU3MK NPOMOPLLFiHI 3ax0aM 3 MiHiMi3aLii pu3unkiB Ta
3pjiicHeHHs hapmakoHarnsay




111

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Cepsic e. K.,
Himeuunna
(anbTepHaTMBHa
OinbHUUS ans
MapKyBaHHs Ta
BTOPUHHOTO
nakyBaHHs)
90. FNIMENIPA | Tabnetku no 1 mr M.BioTek Benuka IHooKO Pemegpis IHAis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB:3MiHu | Tuny - - UA/12720/01/01
A in bulk: no 1000 Nimiteq BputaHi Nimiten NnoAaHHA OHOBMIEHOro cepTudiikaTa BifNOBIAHOCTI
TabneTok B A €sponelicbkinn hapmakonei Ne R1-CEP 2009-067-Rev 02
KOHTeliHepax; in ans pitovoi pevosrHK Glimepiride Big, BXe 3aTBepAXeHOro
bulk: Ne 1000 (no BMPOGHMKA
10 TabneTok y
6nictepi; no 100
6nicTepiB y nauui
3 KAPTOHY)
91. FNIMENIPA | Tabnetku no 2 mr; M.BioTek Benuka IHooKO Pemegpis IHais BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - - UA/12720/01/02
A in bulk: no 1000 Nimiteq BputaHi Nimiten noAaHHA OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI
TabneTok B A €Bponelicbkinn hapmakonei Ne R1-CEP 2009-067-Rev 02
KOHTeliHepax; in ans pitovoi pevosrHn Glimepiride Big, BXe 3aTBepAXeHOro
bulk: Ne 1000 (no BMPOGHMKaA
10 TabneTok y
6nictepi; no 100
6nicTepiB y nauui
3 KApPTOHY)
92. FAIMENIPU | TabneTku no 3 wmr; M.BioTek Benuka IHaoKo Pemepis IHAis BHECEHHS 3MiH 10 peecTpaLiiHnX MaTepianis:3miHu | Tuny - - UA/12720/01/03
A in bulk: no 1000 NimiTen BpuTaHi Nimiteq noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
TabneTok B A €Bponelicbkin hapmakonei Ne R1-CEP 2009-067-Rev 02
KOHTEeliHepax; in ans pitovoi pevosrHu Glimepiride Big, BXe 3aTBepAXeHOro
bulk: Ne 1000 (no BMPOGHMKA
10 TabneTok y
6nictepi; no 100
6nicTepiB y nayui
3 KApTOHY)
93. FAIMENIPU | TabneTku no 4 wr; M.BioTek Benuka IHaoKo Pemepis IHAis 3MiHM | TUNY - NOAAHHA OHOBMIEHOTO cepTudikaTa - UA/12720/01/04
A in bulk: no 1000 NimiTen BputaHi Nimiteq BiAnoBigHOCTI EBponeiicbkin hapmakonei Ne R1-CEP 2009-
TabneTok B A 067-Rev 02 ans gitoyoi pevosuHy Glimepiride Big BXe
KOHTEliHepax; in 3aTBEPAKEHOr0 BUPOGHMKA
bulk: Ne 1000 (no
10 TabneTok y
6nictepi; no 100
6nicTepiB y nauui
3 KQpPTOHY)
94, FAIMENIPU | TabneTkn no 2 mr TeBa 13painb AT dapmaueBTUYHUIA YropwwmHa/ BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3MiHn | Tuny - 3a UA/7800/01/01
A-TEBA Ne 30 (10x3) y dapmaueBTika 3aBof TEBA, I3painb NnoJaHHA OHOBMIEHOrO cepTudiikaTa BifgnoBiAHOCTI peyenmom
6nictepax n lHpacTpi3 YropwuHa; TeBa €sponelicbkiin hapmakonei Ne R1-CEP 2006-243-Rev 03
nrg. dapmauesTikas Ans gioyvoi peyosuHu Glimepiride Big BXe 3aTBEpAXEHOIO

IHaacTpi3 /ita.,

BMPO6GHMKA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
I13painb
95. FNIMENIPA | Tabnetku no 3 mr TeBa 13painb AT dapmaueBTUYHUIA YropwmHa/ 3MiHM | TUNY - NOAAHHA OHOB/IEHOTO cepTudikaTa 3a UA/7800/01/02
A-TEBA Ne 30 (10x3) y dapmaueBTika 3aBsog TEBA, I3painb BiAnoBigHOCTI €Bponeiickkin hapmakonei Ne R1-CEP 2006- peyenmom
6nicTepax n lHgacTpi3 YropuwuHa; TeBa 243-Rev 03 ans gitoyoi peyoBrHy Glimepiride Big Bxe
nTg. dapmaveBTikan 3aTBEPAKEHOIO BUPOOHMKA
IHpacTpis N14.,
I13painb
96. FNIMENIPU | TabneTku no 4 mr TeBa I13painb AT dapmaueBTUYHUIA YropwumHa/ BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/7800/01/03
A-TEBA Ne 30 (10x3) y dapmaueBTika 3aBsog TEBA, I3painb noAaHHA OHOBMIEHOro cepTudiikaTa BifgNOBIAHOCTI peyenmom
6nictepax y n lHpacTpi3 YropwuHa; TeBa €Bponelicbkinn hapmakonei Ne R1-CEP 2006-243-Rev 03
Kopobui nra. $apmaueBTikan ans pitovoi pevosrHu Glimepiride Big, BXe 3aTBepAXeHoro
IHpacTpi3 N14., BMPOGHMKaA
I13painb
97. rNIHOBA Tabnetku no 1 mr M.BioTek Benuka IHaoKo Pemepis IHAis BHECEHHS 3MiH 1O peecTpaLiiHnX MmaTepianis:3miHun | Tuny - 3a UA/12719/01/01
no 10 TabneTtok y NimiTen BpuTaHi Nimiteq noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peyenmom
6nicTepi, no 1 abo A €Bponelicbkin hapmakonei Ne R1-CEP 2009-067-Rev 02
no 3 6nictepuy ans pitovoi pevosrHu Glimepiride Big, BXe 3aTBepAXeHoro
nayui 3 KapTOHY BMPO6HMKA
98. rNIHOBA TabneTkv no 2 mr, M.BioTek Benuka IHooKo Pemepis IHAis BHECEHHS 3MiH [j0 peecTpaLjiitHux MmaTepiasiB:3MiHu | Tuny - 3a UA/12719/01/02
no 10 TabneTok y Nimiteq Bputani Nimiten NnoAjaHHA OHOBMIEHOrO cepTudiikaTa BifNOBIAHOCTI peyenmom
6nicTepi, no 1 abo A €sponelicbkin hapmakonei Ne R1-CEP 2009-067-Rev 02
no 3 6nictepu y ans pitovoi pevosrHK Glimepiride Big, BXe 3aTBepAXeHoro
nauui 3 KapToHy BMPOGHMKA
99. rMNIHOBA TabneTtky no 3 mr, M.BioTek Benvka IHooKo Pemegis IHgis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/12719/01/03
no 10 TabneTtok y Nimiten BpuTaHi Nimiteq noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peuenmom
6nicTepi, no 1 abo A €sponelicbkin hapmakonei Ne R1-CEP 2009-067-Rev 02
no 3 6nictepn y Ans giloyoi peyoBuHu Glimepiride Big BXe 3aTBEpAXEHOr0
nayli 3 KapToHY BUpPOGHMKa
100. rNIHOBA Tabnetkv no 4 wmr, M.BioTek Benvka IHaoko Pemenis IHAjis BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis:3MiHu | Tuny - 3a UA/12719/01/04
no 10 Tabnetok y Nimiteq BpuTaHi Nimiteq, IHais noJaHHA OHOBJIEHOro cepTudpikara BiANOBIAHOCTI peyenmom
6nictepi, no 1 a6o A €sponelicbkiin hapmakonei Ne R1-CEP 2009-067-Rev 02
no 3 6nictepuy Ans pitoyoi pevosrHu Glimepiride Big, BXe 3aTBepAXeHoro
naytii 3 KapTOHY BUPOGHMKA
101. rNILEPUH pignHa 85 % no 25 MpAT YkpaiHa MpAT Ykpaina BHECEHHSA 3MiH [0 peecTpaLiiiH1ux maTepianis: 3miHu | Tuny - 6e3 UA/7463/01/01
rabono50ry dapmaneBTuy dapmaneBTUYHA 3MiHM 3 iKoCTi. [OTOBMIA Nikapcbkuii 3aci6. Cuctema peyenma
chnakoHax; no 25 r Ha thabpuka habpvka "Biona" KOHTeliHep/3aKynopoBasbHuii 3aci6. 3MiHa po3mipy
y thnakoHi; no 1 "Biona" ynakoBKM rOTOBOrO NikapCbKoro 3acoby (3miHa macu/o6'emy

donakoHy B nauui 3
KapTOHY

BMICTY KOHTeiHepa 6araTto030BOro JlikapcbKoro 3acoby ansi
HenapeHTepasibHOro 3acTocyBaHHs (abo 0AHOA030BOrO,
4YaCTKOBOro BMKOPUCTaHHS)) - peecTpavlis rniuepuHy no 50 r
y donakoHax BMK/IMKaHa MapKeTUHTOBMMU LOCAIIKEHHAMUY;
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWMIA NikapcbkWii 3aci6.
KOHTpO/1b FOTOBOrO NiKapcbkoro 3acoby. 3MiHa y meTogax
BMNPOGYBaHHS TOTOBOTO JlikapCbKoro 3acoby (415
npuBeaeHHs y BiANoBigHICTL 3 4dY abo EBponeiicbkoro
(hapMakoneeto Ta BUSTyYEHHSI MOCUNAHHSA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPOOYBaHHS i Moro Homep) -
HEeOoOXifIHICTb akTyasi3aLii MeTo/jiB KOHTPO/IHO SIKOCTI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
NiKapcbKoro 3acoby T. MIKPOB6IoOriyHa YMcToTa; 3MiHK | Tuny
- 3MiHK 3 AKOCTi. F0TOBUIA Nikapcbkuii 3aci6. KoHTposb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa y meTogax
BMMNPOGYBaHHSA roTOBOrO /iKaPCbKOro 3acoby (He3HauyHa
3MiHa y 3aTBEpAKEeHUX MeTogax BUNpobyBaHHs) - 3MiHW A0
METOAMKM BU3HAYEHHSI MAcy BMICTY YNaKOBKW: 3MEHLUEHHS
KiNIbKOCTi BUNPOO6YBaHHs 3paskiB 3 10 3paskiB Ha 1 3pa3ok
102. rNnibePH cynosuTopii no TOB YkpaiHa TOB "®APMEKC YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - 6e3 UA/14366/01/01
oBI 0,88r,no5 "®APMEKC reyn" BBEEHHS 404ATKOBOro po3mipy cepii roToBOro nikapcbkoro peyenma
CYNO3UTO | cyno3uTopiiB y reyn: 3acoby; 3anponoHoBaHo: 20 kr, 25 kr, 80 kr, 160 kr, 200 kr
PIi cTpuni, no 1 a6o
no 2 cTpunu B
nayui
103. FPUNAYT Tabnetkv no 4 €Bpo IHAisa ®AC Nimiteq, IHAis; IHAis BHECEHHS 3MiH 10 peecTpaLiiiHix maTepianis: 3MiHa Ne 4, Ne 10 - UA/9253/01/01
TabneTkn y ctpuni Naiidhkep MapkcaHc Papma /114, 3asBHMKa (B/1acCHMKA peecTpaLiiiHoro noceig4yeHHs) (3rigHo 6e3
abo 6nictepi; no 1 MpaiiBiT IHAjs Hakaly MO3 Big 23.07.2015 Ne 460) peyenma;
cTpuny abo Nimiten Ne 100, Ne
6nictepy y 200 - 3a
KapTOHHIiA peyernmom
ynakosLi Ne 4
(4x1); no 4

TabneTkn y ctpuni
abo 6nictepi; no 1
cTpuny abo
6nictepy y
KapTOHHIlA
kopo6ui, no 50
KapTOHHMX
KOpPO6OK y
KapTOHHI KopoobLi
Ne 200 (4x1x50);
no 4 Tabnetkn y
cTpvni abo
6nicTepi; no 50
cTpvnis abo
6nictepiB y
KapTOHHIA
ynakosLi Ne 200
(4x50); no 10
TabneTok y ctpuni
abo 6nictepi; no 1
cTpuny abo
6nictepy y
KapTOHHIlA
ynakosui Ne 10
(10x1); no 10
TabneTtok y ctpuni
ab6o 6nictepi; no 1
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
cTpuny abo
6nictepy y
KapTOHHiiA
kopo6ui, no 10
KapTOHHMX
KOpPOG6OK y
KapTOHHIlA KopoobLi
Ne 100 (10x1x10);
no 10 TabneTtok y
cTpuni abo
6nictepi; no 10
cTpunis abo
6nicTepiB y
KapTOHHilA
ynakosLji Ne 100
(10x10)
104. FPUMMNOCT | nopowok ans CTALA Himeyun andamven ®APBI/ HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny - 6e3 UA/4718/01/01
A0® opasibHOro ApuHaiimitten Ha ApuHaiimittens Mv6X, noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peyenma
FAPSIYNIA po3unHy, 120 mr/r b Al HimeuunHa €Bponevicbkin hbapmakonei NeR1-CEP 1996-039-Rev 04
HAMIA no 5 r nopoLuky B (BMPOGHULITBO ons A®l MNapaueTtamorn, Bif, BXe 3aTBepAXeHOro BUpobHUKa
nakeTuky; no 5 Hepo3dghacoBaHOro 3i 3MiHOO Ha3BY BUpo6HMKa 3 Mallinckrodt Ink Ha SPECGX
abo no 10 NpoAyKTy, NepBrHHE LLC, 6e3 3MiHV MicL NPOBaXEHHS Ais/IbHOCTI
nakeTukiB y Ta BTOPUHHE
KapTOHHI Kopoobui nakyBaHHs1, KOHTPOS1b
cepiii); CTAOA
ApuHaiimiTTens Arl,
HimeuunHa (Bunyck
cepiit)
105. | JAMBOBET | ma3sb no 15 r a6o NIEO dapma [aHis NNEO Na6opartopic IpnaHgis BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny - 6e3 UA/7276/01/01
30 r masi y Ty6i, AIC Nimiten AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenma

no 1 1y6iy
KapTOHHIlA KopooLi

afpecy 3asiBHVKa (BnacHMKa peecTpauiiHoro nocBig4eHHs) -
3MiHa Ha3BW Ta aApecy 3asBHUKa; 3MiHW | TUny - 3MiHK Woao
6e3nekn/edhekTUBHOCTI Ta thapmakoHarnsagy (iHLwi 3mMiHK) -
3amiHa rpadiyHoro opopMIEHHS YNakoBKM Ha TEKCT
MapKyBaHHS YNakoBOK 3 BiANOBiAHOK 3aMiHOW0 p. «I'pachiyHe
0DOPM/IEHHS YNAKOBKM» Ha p. «MapKyBaHHs»; 3MiHW | TNy -
3MiHu Wwoao 6e3nekn/eddeKTUBHOCTI Ta hapMakoHarnsay.
3MiHa y KOpOTKili xapakTepucTuLji NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT 4719 MEAMNYHOrO 3aCTOCYBaHHA Ha
nifcTasi peryisspHoO OHOB/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnimkeHsb 3 6e3neku
3aCTOCYBaHHS Nikapcbkoro 3acoby B micnspeecTpauiiHmi
nepiog, abo sik pe3ynibTaT OLiHKM 3BTy 3 AOCNISXEHb,
npoBeAeHnX BiANOBIAHO A0 NNaHy negiaTpuyuHnx
pocnigpkeHb (PIP) (3MiHy y3rogkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpraHoM) - BHECEHI 3MiHW [0 iHCTPYKUii ANns
MeAMYHOro 3acTOCYBaHHS NikapCbKOro 3acoby y po3ginu
"dapmakonoriyHi BnactusocTi", "Cnoci6 3acTocyBaHHs Ta




115

n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

posn", "Aitn", "Mo6iyHI peakyii” HaBeAEHHS HOBUX JaHNX
OocnimpkeHb WoAo nefiaTpuyHOT rpyny nauieHTis (6e3
PO3LUMPEHHA AUTAYOTO BiKy) BiANOBIAHO A0 CiflbHOro 3 EMA
aHanisy negjiatpuyHuX AaHux (3rigHo ctatTi 46
€BpONeicbKoro 3aKOHOMOIOXKEHHS WoA0 neaiaTpii); 3miHu |
Tuny - 3MiHK 3 akocTi. CepTudikaT BignosigHoCTI/lE-
cepTudikaT BignoBigHOCTI EBpoONechKiii
thapmakonei/moHorpadii. 3mMiHW, NOB'A3aHi 3 HEOOXiAHICTIO
npuBeLeHHs y BiANOBIAHICTb A0 MoHorpadii PY abo
€Bponelicbkoi hapmakonel, abo iHWOoT HauioHa/IbHOT
thapmakonei gepxasu €C (3MiHa y cnevumdikauii
HehapmakoneiiHoro A®| ans npMBeeHHs y BiANOBIAHICTb
o sumor Y abo €sponeiicbkoi thapmakonei, abo iHLwOoi
HauioHas1bHOT hapmakonei gepxasun €C) - JonomixHa
peyoBUHa/BUXIgHWIA MaTepian Ans BUpo6HULTBA ADI -
npuBeaeHHs cneuudikauii LOMOMKHOI PeHOBUHM
Moniokcunponinex-15-cteapwioBoro eqipy A0 MOHorpadil
EP; 3miHn Il Tuny - 3MiHK Wwopo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKill XxapakTepucTumLi
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
Me[MYHOr0 3aCTOCYBaHHS Y 3B’A3KY i3 HOBUMW JaHUMU 3
SIKOCTi, AOKMIHIYHMMM, KIHIYHUMUN AaHUMK Ta AaHUMK 3
hapmMakoHarnsgy - BHeceHi 3MiHW A0 IHCTPYKLii Ans
MEeAMYHOro 3aCTOCyBaHHSA NiKapCbKoro 3acoby y po3aimn
"®apmakonoriyHi BractmsocTi”, "Oco6mBocCTi
3acTocyBaHHA", "Cnocib 3acTocyBaHHsA Ta A403u",
"MpoTunoka3saHHa", "3acTocyBaHHA Y nepiog BaritTHOCTi abo
rogyBaHHs rpyaao”, "MepeposysBaHHs", "MobivHi peakuii’, a
TaKOX BHECEHHS YTOUHEHb A0 pPo34inis
"®apmakoTepaneBTuMyHa rpyna’, "MokasaHHa", "3gaTHiCTb
BNAMBaTY Ha LUBUAKICTb peakLii Npu kepyBaHHi
aBTOTPaHCNopPTOM abo iHWKMMU MexaHisMamn” Ta
"B3aemogis 3 iHWMMK flikapCbkMMK 3acobamu Ta iHLi BUAN
B3aemogiin"

106.

LOENbTIBA

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, N0 50
Mr; 48 TabneTok B
ynakosLi: no 8
Tabnetok y
6nictepi, no 6
6nictepiB y
KapTOHHIli Kopoobui

P-®apm
[xepmaHi
vm6X

Himeuun
Ha

BMNYCK cepil:
P-®apm [xepmaHi
'mM6X, Himeuunna

nepBUHHE NaKyBaHHA,
BTOPUHHE NaKyBaHHA:

AHpepcoHBbpekoH
(FOKeit) NimiTen,
Benuka BputaHis;
P-®apm OxepmaHi
'M6X, HimeyunHa;
BMPOGHMLTBO

roToBoro ﬂiKapCbKOI’O

3aco0y, KOHTPO/Ib
SIKOCTI:

Himeyumnna/
Benuka
BpuTtaHis/
AnoHis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny -
3MiHK 3 AKOCTi. FOTOBWIA NiKapCbkuii 3aci6. 3miHN y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL
BMPOGHMLTBA A/151 YacT1HM abo BCbOro BUPOOHNYOTrO
npoLecy rotToBOro Nikapcbkoro 3acoby (4inbHUUA ans
NepBMHHOTO NakKyBaHHS) - BBEAEHHS A0AATKOBOrO
BUpo6HUKa P-Papm MxepmaHi 'M6X, HimeyunHa
BiANOBIA&1bHOrO 3a NepBuHHe nakysaHHA 13 (BBegeHHs
3MiH NpPOTAroM 3-X MiCALB Nicns 3aTBEPMAKEHHS); 3MiHM |
TMNy - 3MiHK 3 iKOCTi. FOTOBWMIA Nikapcbkuii 3aci6. 3MiHU Y
BMPOGHMLTBI. 3amiHa abo BBEAEHHS [0AATKOBOI AiNIbHNL
BMPOBHMLTBA 151 YACTUHM ab0 BCbOro BUPOGHUYOro
npoLecy roToBoro Nikapcbkoro 3acoby (AinbHuUA ons
BTOPUHHOIO NakyBaHHS) - BBEEHHS 40AaTKOBOIo

3a
peyenmom

UA/17212/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Ouyka BMpOGHUKa P-dapm [xkepmani TM6X, HimeuunHa
$apmacbloTikan Ko., BignoBiga/IbHOro 3a BTOPUHHE nakyBaHHA /13 (BBeAeHHs
Nta., Anoxisa 3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepAKeHHS)
107. | AEHTON refb AN SICEH, dapmacaiiHc KaHapa dapmacaiiHc IHK. KaHvapa BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:3amiHu |l Tuny - 6e3 UA/6287/01/01
10,0% 100 mr/r,no 151y IHK. BMKOHaHHS 3060B'A3aHb BigNOBIAHO A0 MignyHkTy 1.13 peyenma
Ty6i, Mo 1 Ty6i y NyHKTY 1, mignyHkTy 2.3 NyHKTY 2 goaatky 15 go Mopsagky
KapTOHHIlA KOpooLi NPOBE/IEHHSI EKCNEPTU3M PeeCTpaLiliHiX MaTepianiB Ha
nikapcbki 3acobu, L0 NOAAITLCA Ha AepXaBHy peecTpaLiiio
(nepepeecTpauito), a TaKoX ekcnepTn3n Matepianis Npo
BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis NnpoTsarom gji
peecTpavLiniHOro NoCBiAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
108. AEHTON renb ANs fcex, 75 dapmacaiHc KaHapa dapmacaiHc IHK. KaHaga BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasniB:3amiHy Il Tuny - 6e3 UA/6287/01/02
7,5% mr/r,no15ry IHK BMKOHaHHS 3060B'A3aHb BigNOBIAHO A0 MignyHkTy 1.13 peyenma
Ty6i, no 1 1y6i y nyHKTY 1, NignyHKTY 2.3 NyHKTY 2 gogatky 15 ao Mopagky
KapTOHHI KopoobLi NPOBefEHHS EKCNEePTU3M peecTpaviliHiX maTepianis Ha
nikapcbki 3ac06m, L0 NOAAITLCA Ha fepXaBHy peecTpaLiiio
(nepepeecTpaduito), a Takox ekcnepTnsn martepiasnis npo
BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiaslis NpoTarom gji
peecTpaLiiHoro NOCBiAYEeHHS, 3aTBEPAXKEHOIO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Bif
23.07.2015 Ne 460)
109. | AENAKIH TabneTku, BKpUTI TOB "CaHodhi- | YkpaiHa CaHodpi BiHTpon PpaHuis BHECEHHS 3MiH [J0 peecTpavjiiiHux maTepiasis:3miHu | Tuny - 3a UA/10298/01/01
XPOHO® 060/10HKOIO, ABeHTIC IHpacTpia nofiaHHA OHOBJIEHOrO cepTuddikaTa BifNOBIAHOCTI peyenmom
300 MI’ MPOJIOHTOBaHOI Aji, YkpaiHa" €Bponelicbkiii hapmakonei Ne R1-CEP 2004-198-Rev 04
no 300 mr Ne 100 4ns pitovoi pevosmHK Sodium valproate Big Bxe
(50x2): no 50 3aTBEPKEHOr0 BUPOOHUKA
TabneTtok y
KOHTEliHepi,
3aKkpuUTOMYy
KPWLLIKOIO 3
BOJIOronormHaye
M; Mo 2
KOHTeliHepu B
KapPTOHHI KOpOoOLi
110. | AENAKIH TabneTku, BKpUTI TOB "CaHodpi- | YkpaiHa CaHodi BiHTpon PpaHuis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/10118/01/01
XPOHO® 0060/10HKOHO, ABEHTIC IHpacTpia NoAaHHA OHOBMIEHOrO cepTudiikaTa BifgnNoBiAHOCTI peyenmom
500 MI' NPOJIOHIOBaHoT Aji YkpaiHa" €Bponelicbkiin hapmakonei Ne R1-CEP 2004-198-Rev 04

no 500 mr; Ne30:
no 30 Tabnetok y
KOHTEliHepi,
3aKpUTOMY
KPWLLIKOO 3
BOJIOronorMHaye
M, B KAPTOHHIl
Kopobui

4ns pitoyoi pevosrHn Sodium valproate Big BXxe
3aTBepmkeHoro BupobHuka SANOFI CHIMIE, France
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
111. | AENAKIH® niodpinisat gns TOB "CaHodpi- | YkpaiHa CAHO®I C.IN.A., ITanisa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3miHu | Tuny - 3a UA/10138/01/01
400 MI’ pO34uHy Ans ABeHTIC ITanis (BUPOGHUK, /YropwuHa noJiaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peuyenmom
iH'ekwit no 400 mr YkpaiHa" BiNOBIgabHWIA 32 €sponelicbkili hbapmakonei Ne R1-CEP 2004-198-Rev 04
Ne 4 (no 1 BMNYCK Cepiit); 0115 Ailo40T PEYOBVHY Bif, BXe 3aTBEPAKEHOr0 BUPOOHMKaA
thnakony 3 XIHOIH, 3aBog, SANOFI CHIMIE, France
niogpinizatom y PapmaueBTUYHNX Ta
kommekTi 3 1 XimiuHux MpoaykTis
amMnysoto MpaiisiT Ko. fiTg,,
pO34MHHMKa (BOAa YropuuHa (BUpOOHMK
Ans iH'exuii) no 4 PO34YMHHNKA)
MJ1Y KapTOHHIl
Kopobui Ne 1; no 4
KapTOHHMX
Kopobkn Ne 1y
KapTOHHI KOpO6L
Ne2)
112. | AEMNAKIH® TabneTku, BKPUTI TOB "CaHothi- | YkpaiHa CaHodpi BiHTpon PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiHMx maTepianis:3miHu | Tuny - 3a UA/2598/02/01
EHTEPIK 060/10HKOI0, ABEHTIC IHgacTpia, PpaHuis; IcnaHis noJaHHs OHOB/IEHOro cepTudpikata BigNOBIAHOCTI peyernmom
300 KMLLKOBOPO3UMHHI YkpaiHa" CAHO®I-ABEHTIC €sponelicbkinn dhapmakonei Ne R1-CEP 2004-198-Rev 04
no 300 mr Ne100 C.A,, IcnaHis Ans pitovoi pevyoBrHU Sodium valproate Big, Bxe
(10x10): (no 10 3aTBEPIKEHOr0 BUPOOHUKA
Tabnetok y
6nictepi; no 10
6nictepiB y
KapTOHHIA
KopobLi)
113. | AUMEAPO pO34uH Ans MAT Ykpaina MAT "rannucpapm" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:3MiHn | Tuny - 3a UA/4950/01/01
n iH'ekwuii, 10 mr/mn "ranuudapm” 3MiHa po3mipy cepii (BK/IOYatoum giana3oH po3Mipy cepir) peyenmom
no 1 mn B amnyni; roTOBOrO /iKapCbKoro 3acoby - BBeAeHHA [104aTKOBOro
no 10 amnyny PO3Mipy cepii FOTOBOro NiKapcbKoro 3acooby;
KOHTYPHIit 3anpornoHoBaHo: He Binblie 72,727 Tuc. ynak. Nel0, He
YapyHKoBIl 6inbLwe 90,909 Tuc. ynak. Nel0
ynakosui, no 1
KOHTYPHIit
YapyHKoBIl
ynakoBLi B naui;
no 1 mn B amnyni,
no 10 amnyn y
Kopobu,i
114. | AnpPocn cycneHsis gns LepiHr-Mnay LLiseiiua CEHEKCI HSC - PpaHuia/ BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - 3a UA/9168/01/01
AH® iH'ekUin ons CeHTtpan Ict pis EPYBI/Ib CEHT Benebris BBEIleHHS 40aTKOBOI AiNbHULI Ana cTepunisauii A®I peyenmom
BMPOGHUKIB Al KNEP, ®paHuis (gns 6eTameTasoHy gunponioHat Schering — Plough Labo n.v.;
LWepiHr-Mnay amnyn: BUpOGHYK in 3MiHM | TUMY - HE3HAYHI 3MiHW B NpOLIECi BUPOGHMLITBA
Na6o H.B., bulk, nepsuHHe 6eTameTasoHy AvnponioHaty; 3MiHu | Tuny - 3MiHa po3mipy
Benbrisi; CEHEKCI nakyBaHHs1); CEHEKCI cepii A®I 6eTameTa3oHy AvnponioHaTy; 3anpornoHOBaHO:
HSC - EPYBINIb HSC - EPYBINIb Betamethasone Dipropionate Sterile 15 kg
CEHT K/EP, CEHT K/EP, ®paHujs

dpaHuin: no 1 mn

(415 nonepegHLO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
B amnyni; no 5 HaNoOBHEHUX LUMPULiB);
amnyn B LWepiHr-Mnay /1a6o
KapTOHHiiA H.B., Benbris (gna
Kopobui; ans amny/: BUpobHUK 3a
BUPOGHMKa MOBHUM LK/TOM)
CEHEKCI HSC -
EPYBI/Ib CEHT
KNEP, ®paHuis:
nolmns
nonepegHL0
HarnoBHEHOMY
wnpuui, no 1
Lnpu1y B
KomnnekTi 3 1 abo
2 cTepunbHNUMU
rosikamu B
nnacTyKoBoMy
KOHTeliHepi B
KapPTOHHI KOpoOLii
115. | ANDNO30 | kancynu no 50 mr NAT YkpaiHa MNAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny - 3a UA/5156/01/01
ne no 7 kancyny "Kuismeganpen "Kvismegnpenapat” 3MiHV BUNpoGyBaHb abo [OMYCTUMUX MEX, BCTAHOB/IEHNX Y peyenmom
6nicTepi; 1 apat" cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO MiKapCbKOro
6nictep y navui 3aco0by - BHECEHHS 3MiH A0 cneumdikauii nig vac
BMPOGHULITBA FOTOBOTrO NiKapCbKoro 3acoby, 3okpema: Ha
eTani iHkancyntoBaHHA NPOMOHYETLCA NPOBOANTW KOHTPO/Ib
Kancyn Hepo3dacoBaHWX 3a OAHUM i3 [BOX NOKa3HWKIB
"CepepfHs maca" abo "OgHopigHICTb Macun'; BHECEHHS 3MiH
[0 p. 3.2.P.3.4. KOHTPO/b KPpUTUYHMX CTagi i NPOMKHOI
NpoAyKLii, 30Kpema: KpUTepii NPUAHATHOCTI 3a NOKa3HUKOM
"CynposigHi fgomilwkn. Cyma AOMILIOK" NpYBEAEHO Y
BiANOBIAHICTb 40 3aTBEpPAKEHOI cneuydikaLii roToBoro
nikapcbKoro 3acoby. BBeAeHHs1 3MiH NpoTAroM 6-tm micsuis
nicns 3aTBepakeHHs
116. | ANDNO30 | kancynu no 100 mr NAT YkpaiHa NAT Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/5156/01/02
ne no 7 kancyny "Knismegnpen "Kuismegnpenapar” 3MiHM Wopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsay, peyernmom
6nictepi; 1 apart" OHOBJIEHHS BXe 3aTBEPAKEHOTO TEKCTY MapKyBaHHS
6nicTep y nauui BTOPUHHOT Ta MEPBMHHOI YNaKOBKM JliKkapCbkix 3aco6iB
(BHECEHHS NO3HAYeHb OAMHULL BUMIPIOBaHHSA 3
BMKOPVCTaHHAM iTep NatuHCbKoro andasity). BeegeHHA
3MiH NPOTAroM 6-T1 MicALIB Nic/1A 3aTBEPAKEHHS
117. ANDNKO30 | kancynv no 150 mr MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiitHux MmaTepiasnis:3MiHu | Tuny - Ne 1 — 6e3 UA/5156/01/03
ne no 1 kancyniy "Knismegnpen "Knismegnpenapat” 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy, peyenma;
6nicTepi; 1 abo 2 apar” OHOBJ/IEHHA BXE 3aTBEep)KeHOro TeKCTY MapKyBaHHs Ne 2 —3a
6nicTepu y nauuj; BTOPWHHOT Ta NEPBMHHOI YNaKOBKW iKapCbkix 3aco6is peyenmom
no 2 kancynuy (BHECEHHSA NO3HAYeHb OMHULL BUMIPIOBaHHSA 3
6nicTepi; 1 BVKOPUCTAHHSAIM JliTep NaTUHCLKOTo andasity). BBeaeHHs
6nicTep y nayui 3MiH NpOTArom 6-Tu MicsLiB nicns 3aTBeppkKeHHs
118. | AIANINOH® | po3uunH Ans MAT "dapmak” | YkpaiHa MAT "dapmak” YKpaina BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB:3MiHM | TNy - 3a UA/0794/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
iHpysii 3 % no 10 3MiHa BHOCUTbLCS Y 3B’A3KY i3 BUTyHYEHHSAM po34iny «Baxki peyenmom
mn a6o no 20 mn B MeTasn» i3 cneumaikauii Ha cybcTaHLilo anbgda-ninoesa
amnyni; no 5 a6o Kucnota — AN1a NpUBEeAEHHS NOKa3HWKIB AKOCTI CybcTaHuii A0
no 10 amnyny BuMOr EP*; 3MiHM | TUMy - 3MiHa BHOCUTBCS Y 3B'A3KY i3
nautii 3 KapTOHy; He3HaYHVMK 3MiHaMK 41 METOAY KOHTPOJI0 rOTOBOrO
no 10 mn a6o no niKapcbKoro 3acoby, a came — «CTepubHICTb». MeToa
20 mn B amnyni; aHanisy Bk/oYeHo go JdY* Ta €Bponeiicbkoi hapmakonei*,
no 5 amnyny TOMY 3a/1MLIAEMO BIiAMNOBIAHE NOcuNaHHA Ha MoHorpadito(i)
6nicTepi; no 1 abo Ta 3aranbHy(i) ctatTio(i) Ta BUIy4yaeMO NOBHUIA BUKNAL,
no 2 6nictepun y NpOBefeHHS MEeTOANKN
nayi 3 KapToHY
119. | AIADOPMI TabneTku, BKpUTI MAT "®apmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiHux maTepiasis:3MiHn | Tuny - 3a UA/15141/01/01
H® N/1iBKOBOIO BUyYEHHA 3i cneyudikauii Ta MeToaiB KoHTposio Ad| peyenmom
060/10HKOI0, N0 noKasHuKa AKOCTi «Badkki MeTanu»; 3mMiHW | Tuny - 3MiH1 [0
500 mr no 10 MeToAMKMN KOHTpoto AD| 3a nokasHukom «MikpobionoriyHa
TabneTok y 4yncToTax», a came BUIYyHEHO ONMC NPOBEAEHHS METOANKM,
6nictepi; no 3 abo OCKIi/IbKM MEeToAMKa KOHTPO/IIO 3@ AaHWM NOKa3HUKOM
6 6nictepis y npoBoAMTLCSA BiANOBIAHO A0 BUMOr EP, fONOBHEHO
nauuj 3 KapToHy nocunaHHaM Ha AdY* (*- gitoue BUgaHHs); kputepil
NPUAHSATHOCTI 3a/IMLWEHI 6€3 3MiH; 3MiHK | TUNy -
NPOBaKEHHS NePIOANYHOCTI KOHTpOoso AP MeTopMiHY
rigpoxnopuay BMpo6HuuTBa Harman Finochem Limited. Ta
Shouguang Fukang Pharmaceutical Co., Ltd. 3a
nokasHukamm sKocTi «[1po30picTb Po3unHy», «KobopoBiCTb
PO34nHy», «CynbgatHa 30/1a», «3aNLLIKOBI PO3UYNHHUKN»
Ta «HacunHa ryctuHa*» (* - nuwe ans BupobHuka Adl
Harman Finochem Limited.), a came npuiimatoTbcs
pe3ynbTaTi KOHTPO/IKO BUPOGHWMKA, MOBHWIA KOHTPO/b
NpoOBOANTY 4118 KOXHOT 5-1 cepii, ane He pigwe 1 pa3sy Ha
PiK; 3MiHW | TUMY - 3MiHW A0 METOAY KOHTPO/I0 FOTOBOrO
nikapcbKoro 3acoby 3a NokasHWkom «MikpobionoriyHa
4yncToTa», a came BUyHEHO ONMC NPOBEAEHHST METOANKM,
OCKi/IbKM MeTOAMKa KOHTPO/IIO 3a JaHUM MOKa3HUKOM
npoBOANTLCA BiAMNOBIAHO A0 BUMOr EP, gonoBHeHO
nocunaHHAM Ha AdY* (*- gitove BUAaHHA); Kputepii
NPUAHATHOCTI 3a/IMLLEHI 6e3 3MiH
120. | AIADPOPMI TabneTku, BKpUTI MAT "®apmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - 3a UA/15141/01/02
H® nAiBKOBOIO BW/IYYEHHS 3i cneyudikalii Ta MeToAis koHTposno AdI peuenmom
060/10HKO0, MO nokKasHuka SKoCTi «Badkki MeTanv»; 3miHu | Tuny - 3mMiHu go
850 mr no 10 MEeTOAVKM KOHTpoto A®| 3a nokasHunkoMm «MikpobionoriyHa
TabneTok y 4yncToTa», a came BUYyHEHO ONMC NPOBEAEHHSI METOANKM,
6nicTepi; no 3 abo OCKi/IbKM MeTOAMKa KOHTPO/II0 3a JaHUM NOKa3HUKOM
6 6nicTepiB y NpoBOAMTLCA BiANOBIAHO A0 BUMOr EP, fonoBHEHO

naJui 3 KapToHy

nocunaHHAM Ha dY* (*- gitove BuAaHHs); kputepii
NPUAHATHOCTI 3a/IMLLEH] 6€3 3MiH; 3MiHK | Tuny -
NPoBaPKeHHSA NepioAnYHOCTI KOHTPOsIO A®P| MeTdopMiHY
rigpoxnopugy BupobHuutea Harman Finochem Limited. Ta
Shouguang Fukang Pharmaceutical Co., Ltd. 3a
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

nokasHMKkamMm AKoCTi «Po30pICTb PO3UnHY», «KoNbOpoBICTb
PO3unHy», «CynbghaTHa 30/1a», «3a/IULIKOBI PO3UNHHUKI
Ta «HacunHa ryctuHa*» (* - nuwe gnsa supobHuka AdI
Harman Finochem Limited.), a came npuiimatoTbcs
pe3ynbTaTi KOHTPO/IO BUPOGHYMKA, MOBHWA KOHTPO/b
NpoBOANTY AN151 KOXHOI 5-1 cepii, ane He pigwe 1 pa3y Ha
PiK; 3MiHW | TUNY - 3MiHX 4O METOAY KOHTPOJII0 FOTOBOTO
nikapcbkoro 3acoby 3a nokasHukom «MikpobionoriyHa
yncToTa», a caMe BUTyHYEeHO ONUC NPOBELEHHS METOANKM,
OCKi/IbKM METOAMKA KOHTPO/IO 38 AaHUM NMOKa3HUKOM
npoBOANTLCA BiANOBIAHO A0 BUMOr EP, gonoBHeHO
nocunaHHaM Ha JdY* (*- gitoue BugaHHs); Kputepii
NPUAHATHOCTI 3a/IMLLIEHI 63 3MiH

121.

AIADOPMI
H®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKO0, N0
1000 mr no 10
TabneTok y
6nicTepi; no 3 abo
6 6nicTepiB y
naJui 3 KapToHy

MAT "®dapmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny -
BUYYEHHA 3i cneyndikauii Ta MeToaiB KOHTpoo Ad|
nokasHuKa sIKoCTi «Baxki MeTanv»; 3miHu | Tuny - 3mMiHu fo
MeTOoAMKM KOHTPoo AP| 3a nokasHUkom «MikpobionoriyHa
yncToTa», a caMe BUTyHYEeHO ONWC NPOBELEHHS METOANKM,
OCKiNIbKM METOAMKa KOHTPO/IO 3a AaHUM NMOKa3HUKOM
npoBOANTLCA BiANOBIAHO A0 BUMOr EP, gonoBHeHO
nocunaHHsaM Ha JdY* (*- gitoue BugaHHs); kputepii
NPUAHATHOCTI 3a/IMLLEeHi 6e3 3MiH; 3MiHK | Tuny -
NPOBaPKEHHS NepioANYHOCTI KOHTPO APl MeTdopMiHy
rigpoxnopuay BMpo6HuuTBa Harman Finochem Limited. Ta
Shouguang Fukang Pharmaceutical Co., Ltd. 3a
nokasHMKaMm AKoCTi «MPo30piCTb PO34KHY», «KONbOPOBICTb
PO3unHy», «CynbgaTtHa 301a», «3a/INWKOBI PO3UNHHMKN
Ta «HacunHa ryctrHa*» (* - nuwe ansa Bupo6Hrka Adl
Harman Finochem Limited.), a came npuiimatoTbcs
pe3ynibTaTyt KOHTPOJIHO BUPOGHMKA, MOBHUIA KOHTPOSIb
NpoBOANTY AN151 KOXHOI 5-1 cepil, ane He pigwe 1 pasy Ha
piK; 3MiHW | TUNY - 3MiHX 40 METOAY KOHTPOJII0 FOTOBOrO
NiKapcbKoro 3acoby 3a NnokasHUkom «MikpobGiosioriyHa
4yncToTax», a came BUIYyHEHO ONMC NPOBEAEHHS METOAVKM,
OCKiNbKN METOAMKA KOHTPO/IO 33 AaHUM NOKa3HUKOM
npoBoAMTLCSA BiANOBIAHO A0 BUMOr EP, fONOBHEHO
nocunaHHaM Ha AdY* (*- gitoue BugaHHs); kputepii
NPUAHSATHOCTI 3a/TMLLIEHI 6E3 3MiH; 3MiHM | TUMY - BHECEHHS
He3HayHVX 3MiH y 3aTBEpAKEHY METOAVKY 3a NOKa3HUKOM
«CynposigHi gomiwkn BEPX» (gogaHe nocunaHHa Ha APY
2.2.46, pofaHi cTaHoapTHI 3pa3kn MeTAOPMIHY AOMILLKM A,
B OMUCI MPUroTYBaHHA PO34nHY MOPIBHAHHSA (C) AOAaHO
anbTepHaTUBHY Ha3By MenaHiHy P — [lomiwka D, 3MiHeHO
LUBMAKICTb PYyXOMOI thasu, AoAaHo thopMyy po3paxyHKy
BMICTY 6yAb-AKOi HecneundikoBaHoi 4OMILLKK); 3MiHW | Tuny
- BBEfJeHHs1 a/lbTepPHATMBHOT METOAUK BUNPOGYBaHHA 3a
nokasHnkom «CynpoBifHi AoMiwkn BEPX» fo Bxe
3aTBEPAKEHOI METOAVKV BUNPOBYBaHHS; 3MiHK | Tuny -

3a
peyenmom

UA/15141/01/03
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BBE/IeHHSA NepioANYHOCTI KOHTPOJIIO MOKa3HMKa
«Mikpob6iofioriyHa YucToTa», a came KOHTPOJIKO NPOBOAATL
BMGIPKOBO: NepLUy Ta KOXHY ABaAUATY HACTynHy cepii, ane
He pigwe 1 pasy Ha pik
122. | AIOKOP TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [j0 peecTpaLiiiHux mMmaTepiasis: 3MiHa 3a UA/11341/01/01
CO/o 160 N/1iBKOBOIO YKPAIHA" 3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo peyenmom
060/10HKOI0 NO Haka3y MO3 Big 23.07.2015 Ne 460): 3miHa 3asBHMKa
160 mr no 10 roTOBOrO JliKapcbKoro 3acoby y 3B A3Ky 3 nepefadyeto npasa
TabneTok y B/TACHOCTI Ta MApKETVHIOBUM PiLLEHHSAM KOMMaHili Airoyoro
6nicTepi; no 1 abo Ta HOBOrO 3asBHYKIB. 3aTBepxeHo: TOB "dapma CtapTt"
3, a60 4, abo 9 YkpaiHa, 03124, m. Kuis, Byn. I. Nlence, 8
6nicTepis y 3anponoHosaHo: TOB "ACIHO YKPAIHA" Ykpaina, 03124,

KapTOHHI navu,i

M. KniB, 6ynbBap Baunasa laBena, 8. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicsLiB nicns 3aTBepiKeHHs. 3MiHK |
TUny - AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecyt MicLs NPOBaXEHHS Ais/IbHOCTI
BUPOGHMKa/iMNopTepa roToBoro JlikapcbKoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micle npoBefeHHs
KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK cepill). 3miHa
HanmcaHHa afpecun Micus NPoBapKeHHS 4isNbHOCTI
BMPO6GHMKA rOTOBOrO MikapcbKoro 3acoby, komnaHii TOB
«®apma CtapTt», 6€3 3MiHN PakTUYHOro Micus
NPOBaKEHHS AiSiSIbHOCTI BHOCUTBLCS Y 3B'A3KY 3 PilleHHsM
KniBcbkoi micbkoi pagy Big 10 nuctonaga 2016 poky Ne
315/1319 npo nepeiimeHyBaHHsi 6ynbBapiB, By/1Lb,
HalilMeHyBaHHS M/10LY, Ta MPUCBOEHHS IMEH CKBEpPaM B MICTi
Knesi. 3aTBepaxeHo: Ykpaina, 03124, m. Kuis, 6yn. I.
JNence, 8. 3anponoHoBaHo:YKpaiHa, 03124, m. Kuis,
6ynbBap Baunasa aBena, 8. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBepAXeHHs. 3MiHn | Tuny -
3MiHM Woao 6e3nekun/edeKTUBHOCTI Ta dhapMakoHarnsgy
(iHLWi 3MiHK).

OHOB/IEHHS BXE 3aTBEPKEHOr0 TEKCTY MapKyBaHHS
NePBUHHOI Ta BTOPUHHOI YNakoBKW. 3MiHW | TUNY - 3MiHK
wono 6e3nekn/ehekTBHOCTI Ta dhapmakoHariagy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnX Npo cuctemy
thapmakoHarnsgy (BBeeHHs y3araibHeHUX faHuX npo
cucTemy thapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa A1st 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MiLLEHHI MacTep-halina cuctemu chapmakoHarnagy).
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0coby,
BifnoBiganbHOI 3a hapMakoHarniag,.
3MiHa Micus 34iCHEHHSI OCHOBHOI AiSNIbHOCTI 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
thapmakoHarnagy. 3MiHa MicLle3HaxoMKeHHs MacTep-
dpaiina.
123. | AIOKOP TabneTku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHa - UA/11342/01/01
COJ10 160 NiBKOBOO YKPAIHA"

060/10HKOK NO
160 wr in bulk: no
7 Kr TabneTok B
naketax B
KOHTelHepax

3asBHMKa (BNacHvka peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): 3miHa 3asiBHMKA
roToOBOro MikapCbKOro 3acoby y 3B A3Ky 3 nepegaveto npasa
B/TACHOCTI Ta MapKeTVHIOBUM piLLeHHSAM KOMMaHili Ajiro4oro
Ta HOBOro 3asBHYKiB. 3aTBepaxeHo: TOB "®apma Ctapt"
YKpaiHa, 03124, m. Kuis, Byn. |. Jlence, 8
3anpornoHosaHo: TOB "ACIHO YKPAIHA" YkpaiHa, 03124,
M. KuiB, 6ynbBap Baunasa Nasena, 8. TepmiH BBeeHHSA
3MiH - MPOTAroM 6 MiCALIB MiC/A 3aTBEPMKEHHS. 3MiHM |
TUny - AAMiHICTpaTVBHI 3MiHU. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micusi NPOBaKEHHS Aii/IbHOCTI
BMPO6GHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IHOUA0UM OiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOJIIO SKOCTI. (AisNbHICTb, 3a Ky BiAgnosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM BUMYCK cepiil). 3miHa
HanvcaHHsa afpecu Micus NPOBapKeHHS AisNbHOCTI
BMpPOOHUKA rOTOBOrO JliKapCbKoro 3acoby, komnaHii TOB
«®apma CtapT», 6e3 3MiHW thakTMyHOro micus
NPOBaKEHHS AiSNIbHOCTI BHOCUTLCS Yy 3B'A3KY 3 PilleHHAM
KuiBcbKoi Micbkoi paam Big 10 nuctonaga 2016 poky Ne
315/1319 npo nepeiimeHyBaHHs 6ynbBapis, By1Lb,
HaliMeHyBaHHS N/10LY, Ta MPUCBOEHHS IMEH CKBEpaMm B MICTi
Kuesi. 3aTBepmpkeHo: YkpaiHa, 03124, m. Kuis, 6yn. I.
JNence, 8. 3anponoHoBaHo:YkpaiHa, 03124, m. Kuis,
6ynbBap Baunasa aBena, 8. TepmiH BBEAEHHS 3MiH -
NpOTArom 6 MicsLiB nicns 3aTBepMKEHHS. 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta dhapMakoHarnsay
(iHLWi 3MiHK).

OHOB/IEHHS BXE 3aTBEPAKEHOTO TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPMHHOI yNakoBku. 3MiHu | Tuny - 3MiHN
oo 6e3nekn/edpekTVBHOCTI Ta dhapmakoHariagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux npo
cuctemy hapmakoHarnifgy, 3miHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAANbLHOI 3a 3iicCHEHHS (hapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarns4y 3asBHUKa A4/1 34iIACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarniagy (BK1KYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
y PO3MiLLeHHI MacTep-haiina cucremu chapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHUX YNOBHOBaXeHOI ocobw,
BiANOBIAaUIbHOI 3a hapmakoHarnag.
3MiHa Micus 34iliCHeHHS OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsagy. 3miHa MicLe3HaxoKeHHs macTep-
harina.
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124.

[IIOKOP
COJIo 80

TabneTku, BKpUTI
nNiBKOBOKO
060/10HKOI0 Mo 80
mr in bulk: no 6 kr
TabneTok B
naketax B
KOHTeliHepax

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3miHa
3asBHMKa (BNacHyKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): 3miHa 3asABHMKA
roTOBOrO /liKapCbKOro 3acoby y 3B°A3Ky 3 Nnepefaveto npasa
B/TACHOCTI Ta MapKeTUHIOBUM PiLLEHHSIM KOMMaHili Ajroyoro
Ta HOBOrO 3asBHYKIB. 3aTBepakeHo: TOB "dapma CtapTt"
YkpaiHa, 03124, m. Kuis, Byn. I. Nlence, 8
3anponoHosaHo: TOB "ACIHO YKPAIHA" YkpaiHa, 03124,
M. Knis, 6ynbeap Baunasa lasena, 8. TepmiH BBeAEHHSA
3MiH - MPOTAroM 6 MiCALIB MiC/1A 3aTBEPMAKEHHS. 3MiHM |
TUny - AAMiHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afipecyt MicL NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro /ikapcbKoro 3acoby,
BK/IIOYAOUN [iNbHULI BUNYCKY cepii abo MicLe NpoBeeHHs
KOHTPOJIHO AIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNIOPTEp, BK/IOYAKOUM BUMYCK cepiit). 3miHa
HanncaHHsa agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BMPOGHMKA rOTOBOrO Nikapcbkoro 3acoby, komnaHii TOB
«®apma CtapT», 6e3 3MiHM hakTMyHOro micus
NpoBaXeHHS AiSNIbHOCTI BHOCUTLCS Yy 3B'A3KY 3 PilleHHAM
KuiBcbkoi micbkoi pagy Big 10 nnctonaga 2016 poky Ne
315/1319 npo nepelimeHyBaHHs 6ynbBapiB, By/1Lb,
HaliMeHyBaHHS N/IOLL, Ta NPUCBOEHHS IMEH CKBEpaM B MICTi
Kuesi. 3aTBepaxeHo: Ykpaina, 03124, m. Kuis, 6yn. |.
Nence, 8. 3anponoHoBaHo:YkpaiHa, 03124, M. Kuis,
6ynbBap Baunasa [aBena, 8. TepMiH BBEAEHHS 3MiH -
npoTArom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta ddapmakoHarnsagy
(iHWi 3MiHW).

OHOB/IEHHSA BXE 3aTBEPMKEHOr0 TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPMHHOT yNakoBku. 3MiHu | Tuny - 3MiHN
oo 6e3snekvn/edpekTMBHOCTI Ta hapmakoHarnsaay.
BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy dhapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAANLHOI 32 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cob6u 3 hapmakoHarnsgy 3asaBHVKa A1 34iACHEHHS
thapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YNOBHOBaXKEHOI 0CO6U, BiNOBIAANLHOI 33 34iICHEHHS
thapmakoHarnsgy (Bko4vaouy KOHTaKTHI gaHi) Ta/abo 3MiHn
Y PO3MiLLleHHI MacTep-haiina cucremu chapmakoHarnsgy).
3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0Co6M,
BiAMNOBIA&/IbHOI 3a hapMakoHariaga.
3MiHa MicLs 3AiiCHEHHSI OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
dharina.

UA/11342/01/02

125.

JIOKOP
CO/0 80

TabneTku, BKPUTI
M/1iBKOBOIO

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiiiHux mMmaTepiasis: 3MiHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo

3a
peyenmom

UA/11341/01/02
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060/10HKOI0 Mo 80
Mr no 10 TabneTtok
y 6nicTepi; no 1
abo 3, abo 4, abo
9 6nicTepiB y
KapTOHHIA navui

Haka3ly MO3 Big 23.07.2015 Ne 460): 3miHa 3asBHMKa
roTOBOrO /liKapcbKoro 3acoby y 3B°A3Ky 3 Nepefaveto npasa
BNIACHOCTi Ta MapKETMHIOBMM PiLLEHHSIM KOMMaHii Aitovoro

Ta HOBOrO 3asBHYKIB. 3aTBeppkeHo: TOB "dapma CtapTt"
YkpaiHa, 03124, m. Kuis, Byn. |. Jlence, 8
3anponoHoBaHo: TOB "ACIHO YKPAIHA" Ykpaina, 03124,
M. KniB, 6ynbBap Baunasa lasena, 8. TepmiH BBeAEHHS
3MiH - NPOTArom 6 MicsLiB nicns 3aTBepaKeHHs. 3MiHu |
T™Mny - AAMIHICTPaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHSA Ta/abo
afpecy MicLs NPOBaXEHHS Ais/IbHOCTI

BUPOGHMKa/iMnopTepa rotToBoro Nikapcbkoro 3acoby,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs

KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBigae
BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK cepill). 3miHa
HanmcaHHa afpecun mMicus NPoBaKeHHN AifNbHOCTI
BMPO6GHMKA rOTOBOrO NikapCbkoro 3acoby, komnaHii TOB
«®apma CtapTt», 6€3 3MiHU PakTUYHOro Micus
NPOBaYKEHHS AiSiSIbHOCTI BHOCUTBLCS Y 3B'A3KY 3 PilleHHsM
KwniBcbkoi micbkoi pagw Big 10 nuctonaga 2016 poky Ne

315/1319 npo nepeiimeHyBaHHs 6ynbBapiB, By/1Lb,
HaliMeHyBaHHS N/IOLL, Ta NPUCBOEHHS IMEH CKBEpaM B MICTi

Knesi. 3aTBepaxeHo: YkpaiHa, 03124, m. Kuis, 6yn. |.

Nence, 8. 3anponoHoBaHo:YKpaiHa, 03124, m. Kuis,

6ynbBap Baunasa aBena, 8. TepMiH BBEAEHHS 3MiH -

npoTArom 6 micsAuiB nicns 3aTBepAKeHHs. 3MiHu | Tuny -
3MiHY Woao 6e3nekn/edeKTUBHOCTI Ta dhapmMakoHarnsay
(iHLWi 3MiHK).

OHOB/IEHHS BXE 3aTBEPKEHOTO TEKCTY MapKyBaHHS
NEePBUHHOI Ta BTOPUHHOI YNakoBKW. 3MiHW | TUNY - 3MiHK
wono 6e3nekun/ehekTBHOCTI Ta dhapmakoHariagy.
BBegeHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX JaHux npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoi ocobu,
BiANOBIAANbLHOI 3a 34iiCHEHHS thapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa oNst 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouakouy KOHTaKTHI AaHi) Ta/abo 3MiHK
y po3MiLLeHHi MacTep-ghaiina cuctemu hapmakoHarnagy).
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0Co6Y,
BifnoBiganbHOI 3a papmakoHarnag,.
3MiHa Micus 34iCHEHHSA OCHOBHOT AiANIbHOCTI 3
thapmakoHarnagy. 3MiHa MicLie3HaxoMKeHHs MacTep-
dpaiina.

126.

LIDPOPC
160

TabneTkn, BKPUTI
NNiBKOBOIO
060/10HKO1D, 5
Mr/160 wmr; no 10

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt”

Ykpaina

BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3MiHu | Tuny -
BBE/leHHs1 HOBOrO BUPOGHMKa AD| BasicapTaHy 3 NoAaHHAM
HoBoro CepTtudikata RO-CEP 2012-338 Rev 02

3a
peyerimom

UA/12365/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Tabnetok y
6nicTepi; no 1 abo
3 6nictepu B
KapPTOHHI/ nayuj
127. | AIDOPC 80 | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/12365/01/02
NAiBKOBOO YKPAIHA" BBEEHHS1 HOBOTO BMpo6HMKa ADI BasicapTaHy 3 NogaHHSAM peyenmom
o6onoHkoto, 5 HoBoro CepTudpikata RO-CEP 2012-338 Rev 02
mr/80 mr; no 10
TabneTtok y
6nicTepi; no 1 abo
3 6nictepu B
KapTOHHIW nayui
128. | AIPOPC XL | TabneTku, BKpPUTI TOB "ACIHO YkpaiHa TOB "®apma Crapt" Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/12365/01/03
NAiBKOBOIO YKPAIHA" BBE[EHHSI HOBOTO BUpo6HUKa A®I| BasicapTaHy 3 NogaHHAM peyernmom
o6onoHkoto, 10 HoBoro CepTtudpikata RO-CEP 2012-338 Rev 02
Mmr/160 wr; no 10
Tabnetok y
6nictepi; no 1 a6o
3 6nictepu B
KapTOHHI nayui
129. | AOP30/® Kpan/sii O4Hi, AapaH- Xopsari Anpan-TaneHceknii Xopsaris BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/14027/01/01
po34nH 2 % no 5 laneHcbkuii A Nab6oparopiii 4.4. 3MiHW Y NpoLeci BUPOGHMULITBA FOTOBOIO JliKapCbKoro 3acoby, peyernmom
MY dON1aKoHi- TNa6opartopiii BK/THOHAI0UN NPOMiXKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NPU
KpanenbHuui, no 1 o.a. BMPOOHMLTBI TOTOBOTO NiKAPCHLKOro 3acoby - 3MiHM Ha Pi3HNX
dhonakoHy- eTanax BUPOBHWNYOro NpoLecy roToBOro Nikapcbkoro 3acoby,
KpanesnbHuL,i B a came: 3MiHW B NpoLeci NpurotysaHHsa po3uudy | Ta ll,
KapTOHHI KOpOoOLyi 3MillyBaHHS po34mHy Il BigOyBaeTLCA MPU OXOMOMKEHHI, Yac
3MillyBaHHA Npu NiAroToBLi hapmaLeBTUYHOro NPoayKTy
3MEHLLEHO, 3a3Ha4YeHO KiflbKiCTb 06epTiB, 3MIHEHO He3HauHI
napameTpu KOHTPOJIIO B NPOLLECi BUPOGHMULITBA TOTOBOIO
NPOAYKTY, TOLO
130. EANUNH® niodgpiniszat gns CaHpos CnoseHi ek ®apmaveBTuyHa CnoseHis BHECEHHS 3MiH 10 peeCcTpaLiiHnX maTepianis:3miHu | Tuny - 3a UA/6381/01/01
pO3y4unHy Ans dapmacbioTika A KomnaHis 4.4, 3MiHW BUNPO6YBaHb abo [OMYCTUMUX MEX, BCTAHOB/IEHNX Y peyenmom
iHysii no 0,5, 1 n3 a.a. cneuunagikauisx, nig 4ac BUPO6HULTBA rOTOBOTO /iKaPCbKOro
hnakoH y 3aco0y - NPOMOHYETLCSA A0AATY aNlbTEPHATUBHUI ONTUYHWIA
KapTOHHIlA KopoobLi MeTOZ A1 BU3HAYEHHS BMICTY KMCHIO B PO3UMHI Nif, Yac
3MillyBaHHS. «BMICT KVCHIO BU3HA4a€eTbCA
noTeHLioMeTPUYHO abo ONTUYHO 3a AOMNOMOrOK 30HAA 415
BVMIpPIOBaHHS BMICTY KMCHIO B PO34VHI»
131. EANUNH® niodinizat ans CaHpo3 CnoseHi Nek ®apmaveBTuyHa CnoBeHis BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/6381/01/02
pO3uuHy AN dapmachbloTika A KoMnaHis 4.4 3MiHV BUNPOoGyBaHb abo [OMYCTUMUX MEX, BCTAHOB/IEHNX Y peyenmom
iHysiino 1 r, 1 n3 a.a. cneumdikauisix, nig yac BUPOOGHULTBA FOTOBOrO MiKapCbKOro
dhonakoH y 3aco0y - NPOMNOHYETLCA A0AATY aNbTePHATUBHUN ONTUYHWIA
KapTOHHI KOpoobLyi METOZ, /151 BU3HAYEHHS BMICTY KMCHIO B PO34MHI Mig Yac
3MillyBaHHS. «BMICT KVCHIO BU3HAYa€ETLCA
noTeHLioMeTpUYHO abo ONTUYHO 3a AOMNOMOro 30HAA AN
BMMIpIOBaHHS BMICTY KUCHIO B PO3UVMHI»
132. EK3EMAPWU | TabneTtku, BKpUTI AnsoreH IMKo | JlokceM EileH ®apma IpnaHgis BHECEHHS 3MiH A0 peecTpaLiiHMX MaTepiasiB:3MiHu | Tuny - 3a UA/13698/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
H M/1iBKOBOIO C.ap.n 6ypr Nimiten, IpnaHgis (ci noAaHHA HOBOTO cepTudpikaTa BiANoBIgHOCTI EBpoONenchbkili peyenmom
060/10HKOI0, M0 25 cTagii npouecy thapmakonei Ne RO-CEP 2016-002-Rev 00 ans gito4oi
mr, no 10 BMPOBHULTBA); peyoBunHM Exemestane Bif BXe 3aTBEPKEHOr0 BUPOOHMKA
Tabnetok y MinmayHT Xenckea
6nictepi; no 3 N, Ipnangis
6nicTepu B naywj 3 (nepBuHHE | BTOPUHHE
KapTOHY nakyBaHHs)
133. EK3OAEPW | nak gns HirTis TOB "CaHp03 YkpaiHa Nek ®apmaveBTuyHa CnoseHis/ BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis:3miHu | Tuny - 6e3 UA/13688/01/01
N® NAK nikyBanbHWin, 5% Ykpaina" KomnaHia g.4., HimeuunHa npuBefeHHs cneundikaLii Ta MeToAiB KOHTPO/IO AKOCTI peyenma
pO34KH, No 2,5 mn CnoBeHis (803Bin Ha Ait040T pevyoBNHU amMmoposdiHy rigpoxnopuay Ao MoHorpadil
abo5mny Bunyck cepii); Maynb Amorolfinsi hydrochloridum EP
onakoHi; no 1 B. BeiiBepc 'M6X,
chnakoHy pasom 3 HimeuunHa
10 nonaToykamu, (BMPOGHULITBO
30 TamnoHamu Hepo3acoBaHoi
NS OUMLLEHHSA Ta NPOAYKLIi, NepBUHHE
30 nunoykamu ans Ta BTOPUHHE
HIrTiB Y nayui 3 nakyBaHHs,
KapTOHY TECTyBaHHS)
134. ENEBIT® TabneTku, BKpUTI Baiiep Lseliua PoTTeHgopd Papma HimeuyunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 6e3 UA/9996/01/01
MPOHATAN | nniBkoBOK KoHcblomep pist m6X 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
b o6onoHkoto, no 10 Kep Al BBefeHHs1 ab0o 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
TabneTok y thapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHuX npo
6nicTepi, no 3 abo cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
10 6nicTepiB y BiANOBIAANbLHOI 3a 34iliCHEHHA thapMakoHarnsay; KOHTaKTHOT
KapTOHHIlA 0cobu 3 chapMakoHarnsay 3asaBHVKa st 34iiCHEHHS
kopo6ui, no 20 hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
Tabnetok y yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
6nictepi, no 5 hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
6nicTepis y y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsagy) -
KapTOHHIlA KopoobLi 3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKa, BignoBiganbHOT 3a
hapmakoHarnag. NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. 3MiHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLie3HaxXoKEHHs MacTep-haina
135. EHANAMNPWU | Tabnetku, 10 TOB "TeBa YkpaiHa AT dapmaueBTUYHUIA YropwuHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiasiB:3MiHu | Tuny - 3a UA/16668/01/01
N H-TEBA mr/25 mr; no 10 YkpaiHa" 3aBog TEBA 3MiHW [0 IHCTPYKLT 415 MeAUYHOTO 3aCTOCYBaHHS peyenmom
TabneTtok y NiKkapcbKoro 3acoby y po3ginu: “MNpoTnnokasaHHs",
6nicTepi; no 2 abo "B3aemogis 3 iHWMMU SlikapCbKMMK 3acob6amu Ta iHLWi BUAN
no 3, aéo no 5, B3aeMogiji", "OcobnmnBocTi 3acTocyBaHHs", "T0GIUHI peakL,i"
abo no 6, abo no Bi4MOBIAHO 40 OHOB/EHOT iHChopMaL,ii oo 6e3nekn aitoHoi
10 6nicTepiB y pevoBUHU. BBeAEeHHSA 3MiH NpoTAroM 3-x mMicsAuiB nicns
Kopooui 3aTBEPKEHHS
136. | ENNETOP TabneTku, BKpUTI My6niyHe YkpaiHa | [ly6niyHe akuioHepHe Icnanis BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3miHu | Tuny - 3a UA/12623/01/01
NNiBKOBOO akuioHepHe TOBapuCTBO "HaykoBo- BHeCeHHS 3MiH g0 Cneuudikadii roToBoOro nikapcbkoro peuyenmom
060/10HKO0, N0 25 TOBapuCTBO BMPOBHNYMIA LLEHTP 3ac06y, 30kpema: NPOMOHYETLCSA NPU BUMYCKY rOTOBOrO
mr, no 10 "HaykoBo- "BopLuariBcbknii NiKapcbKoro 3acoby, 3apaxoByBaTy pe3ysibTaTu aHaslisy,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Tabnetok y BMPOGHUUMIA XiMmiKO- ofiepXaHi nNpy NpoBeAeHHi BXifHOro KoHTposio "in bulk"
6nictepi; no 3 LeHTp hapmaueBTUYHNI NpoAYyKTY 3a NokasHukamu "laeHTudikauis”, "Po34MHeHHA";
6nicTepu B nayw, "Bopuiariscbk 3aBof" (thacyBaHHs i3 3MiHU | TUMY - BHECEHHS 3MiH 0 METOAiB BUNPOBYBaHHSA
uii XimiKo- chopmm “in bulk" rOTOBOrO Jlikapcbkoro 3acoby, 3a nokasHukamu "CynpoBigHi
hapmaueBTny hipmn-B1poBOHUKA nomiwkn" Ta "KinbkicHe BU3HaYeHHS", 30KpemMa: YyTOYHEHHS
HWii 3aBog" "CiHTOH XicnaHis napameTpiB XxpomartorpadivyHoi cuctemMmn Ta AofaBaHHA
C.J1.", IcnaHis) [LEMOHCTpALiiHUX XpomaTtorpam
137. EN/IETOP TabneTku, BKPUTI My6niyHe YkpaiHa My6niuHe akuioHepHe IcnaHis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - 3a UA/12623/01/02
NAiBKOBOO akuioHepHe TOBapucTBO "HaykoBo- BHECEeHHS 3MiH go Cneuucpikauii roToBOro nikapcbkoro peyernmom
060/10HKOI0, N0 50 TOBapWCTBO BMPOOHWNYMIA LIEHTP 3aco0y, 30KpemMa: NPOMNOHYETLCA NPU BUMYCKY rOTOBOrO
mr, no 10 "HaykoBo- "BopLyariBcbkuii nikapcbKoro 3acoby, 3apaxoByBaTy pe3y/ibTaTu aHasisy,
Tabnetok y BMPOGHUUNIA XiMiko- ofiepXaHi npy NpoBeeHHi BXigHOro KoHTposio "in bulk"
6nicTepi; no 3 LEeHTp hapmaueBTUYHNI NpoAyKTy 3a nokasHukamu "laeHTudikauis”, "Po3umHeHHs";
6nictepu B nauui "BopLuariscbk 3aBoj" (hacyBaHHs i3 3MiHU | TUNY - BHECEHHSA 3MiH 40 METO/AiB BUNPOOYBaHHS
uii Ximiko- chopmm "in bulk" rOTOBOrO /liKapCbkoro 3acoby, 3a nokasHrkamu "CynpoBigHi
thapmavneBTUY hipMun-BMPOGHMKa nomiwkn” Ta "KinbkicHe BU3Ha4YeHHS", 30kpema: YTOUHEHHS
HWi1 3aBoa" "CiHTOH XicnaHis napameTpiB xpomartorpagiyHoi cuctemu Ta goAaBaHHs
C.J1.", Icnanis) AEeMOHCTpaUiiHX XxpoMarorpam
138. | EPIYC® TabneTku, BKpUTI Baiiep LLieiiua LWepinr-Mnay Na6o Benebris BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 6e3 UA/5827/01/01
nAiBKOBOIO KoHcblomep pist H.B. 3MiHM WoAao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peyenma
06010HKO0, N0 5 Kep Al BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
mr; no 7 a6o no 10 thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
TabneTok y cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
6nicTepi; no 1 BiANOBIAANbHOI 3a 3ilicHEHHS thapmakoHarnsAy; KOHTakTHOT
6nictepy B 0cobu 3 thapmakoHarnagy 3asBHuKa 4719 34iINCHEHHSA
KapTOHHIlA hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
kopobui; no 15 yMNOBHOB&XeHOT 0c0obu, BignoBiganbHOT 3a 34iNCHEHHS
Tabnetok y hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI AaHi) Ta/abo 3MiHu
6nictepi, no 2 Y pO3MilLleHHi macTep-haiina cuctemn hapmakoHarnsgy) -
6nictepu B 3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHMKA, BignoBigasibHOI 3a
KapTOHHIlA KopoobLi thapmakoHarnag. NponoHoBaHa pefakuisa: Justin Daniels.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AiiNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-haiina
139. EPIYC® cupon, 0,5 mr/mn Baliep LLiBeliya LWepinHr-Mnay /1a6o Benbris BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 6e3 UA/5827/02/01
no 60 mn a6o no KoHcblomep pist H.B. 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
120 mn y cpnakoHi; Kep Al BBeneHHs abo 3MiHM A0 y3ara/lbHEHUX AaHUX NPO cucTeMy

no 1 chnakoHy
pasom 3 MipHOK
NoXeykoro abo
[03y0UnMm
LUMPULIOM Y
KapTOHHIA KOpO6L

thapmakoHarnsay (BBefleHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBIAANLHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarns4y 3asBHVKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOI 33 34iICHEHHS
hapmakoHarniagy (BKIKYatoun KOHTaKTHI AaHi) Ta/abo 3MiHu
y pO3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBAXEHOT 0CO6W, BiAMNOBIAabHOI 3a 3AiACHEHHS
hapmakoHarnsay: NponoHoBaHa pefakuisi: Justin Daniels.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXXEHOT 0Co6Y,
BiANOBIAa/IbHOI 3a 34ilicHEHHSA hapmakoHarnsagy. 3miHa
Micus 3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapmakoHarnsgy.
3MiHa MicLie3HaxoMpKeHHs1 MacTep-chana
140. EPMYUMH® | nopowok ans YAB "MPA" JNnToBCb 3ETA ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3MiHu | Tuny: 3a UA/14153/01/01
OopasTbHOT Ka PAPMALIEYTILI 3MiHK 3 AKOCTi. FOTOBUIA NiKapCbkuii 3aci6. 3MiHN y peyenmom
cycneHsii, 175 Pecny6n C.MN.A. BMPOGHMLTBI. 3MiHa po3mipy cepii (BkItoYatoum gianasoH
Mmr/5 M, 1 donakoH ika po3Mipy cepii) roToBOro fikapcbKoro 3acoby (36ibLeHHs 40

3 NMOPOLUKOM 3
MipHUM
KOHTEliHepoM y
KOpo6L,i 3 KapTOHY

10 pasiB NOPIBHSAHO i3 3aTBEPKEHNM PO3MIPOM) -
36iNbLUEHHS PO3MIpY cepii rOTOBOrO JliKapCbKOro 3acoby.
[Oitova pepakuia 250 kg of powder for oral suspension
corresponding to about 5000 bottles MNponoHoBaHa peaakuis
3.2.P.3.2 Batch formula 3.2.P.3.2 Batch formula 1000 kg of
powder for oral suspension corresponding to about 20000
bottles; 3miHun | TMNy: 3miHn 3 AKOCTI. FOTOBUIA NiKapCbKMUiA
3aci6. 3MiHN y BUPOGHMLTBI. 3MiHU y NpoLeci BUpO6GHMLUTBA
roTOBOrO JliKapCbKoro 3acoby, BKIOYaUM NPOMKHUIA
NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOBGHMLTBI FOTOBOTO
nikapcbKoro 3acoby (He3HayHa 3MiHa y npoLeci
BMPOOHULTBA) - HE3HAYHI 3MiHM Y NpoLeci BUPOOHULITBA;
3MiHM | TURY: 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3miHu, Wwo
CTOCYIOTbCSI BUNYCKY Cepii Ta KOHTPO/II0 AKOCTi FOTOBOrO
nikapcbKoro 3acoby (3amiHa abo fogasaHHA BUPOOHWMKA, LLIO
BiANOBiAaE 3a BBe3eHHs Ta/abo BUNyck cepii) - Bkioyaroun
KOHTPONb/BUNPOBYBaHHSA cepii - 3amiHa 3aTBEPKEHOIO
BMPOGHMKA, BiANOBIfaIbHOTO 3@ BUMYCK Cepil AHXEeNiHI
dapma Yecbka pecnybnika c.p.o, Yecbka Pecny6nika;
BiNoBiAa/IbHOIO 3a KOHTPO/1b Cepii/TeCTyBaHHA HaNnoOBHEHNX
dnakoHiB ®yntoH Meguumnani C.n.A,, Itanisa Ta
BiAMOBIAa/TbHOIO 3a AOAATKOBUIA KOHTPO/Ib Cepii/TecTyBaHHS
HanoBHeHUX hnakoHiB EamoHg ®apma C.p.n., ITanis,
BVMPOGHMKOM BifnoBigasibHUM 3a NOBHWIA Lmnkn 3ETA
OAPMALIEYTILI C.M.A., ITanis. 3mMiH1 BHECEHO B
IHCTPYKLi0 AN51 MeANYHOrO 3aCTOCYBaHHSA LOA0
HalilMeHyBaHHS Ta MiCLLe3HaxXOKEHHS BUPOOHUKA, SK
HacnifoK — BiAMNOBIAHI 3MiHW Y TEKCT MapKyBaHHS YNakoBKU
nikapcbKoro 3acoby (BBefeHHs 3MiH NPOTAroM 6-Tn micsuiB
nicns 3aTBepkeHHs); 3MiHW | Tuny: 3MiHu 3 AKoCTi. FoToBMiA
nikapcbknii 3aci6. 3MiHM y BUPO6GHMLTBI. 3amiHa abo
BBEJEHHSA [0AaTKOBOI AiNbHUL BUPOBHMLITBA 4151 HACTUHM
a60 BCbOro BUPOGHMYOro NpoLecy rotoBOro Nikapcbkoro
3acoby (AinbHMLSA, Ha 5Kl NpoBOAATLCA 6yAb-AKi BUPOOHUYI
cTagii, 3a BUHATKOM BUMYCKY Cepiid, KOHTPOJIO SIKOCTI,
NEepPBUHHOTO Ta BTOPMHHOTO NakyBaHHSA, 4151 HECTEPUIbHUX
nikapcbKu1x 3aco6iB) - 3amMiHa 3aTBEPAKEHOr0 BUPOGHMKa,
BifNoBigaIbHOro 3a BUPOOHULTBO Hepo3dhacoBaHol
npogykuii PyntoH MegmumHani C.n.A., ITanis, BAPOGHNKOM
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

3ETA ®APMALIEYTIUI C.M.A., ITanis (BBegeHHa 3MiH
NPOTAroM 6-TW MiCALIB MiCNs 3aTBEPKEHHS); 3MiHU | Tuny:
3MiHKM 3 fIKOCTi. FOTOBWIA NiKapCbKWii 3aci6. 3MiHW Y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS JOAATKOBOI [i/TbHUL
BMPOGHMLTBA 4151 HACTUHM ab0 BCbOro BUPOBHMNYOrO
npoLecy rotoBoro Nikapcbkoro 3acoby (ainbH1uA aAns
NEepPBUHHOTO MakKyBaHHS) - 3aMiHa 3aTBEPAKEHOrO
BMPOO6HKKa, BiANOBIAa/IbHOTO 38 NEPBUHHE NakyBaHHS
®yntoH MeguuuHani C.n.A., ITanis, BupobHukom 3ETA
SAPMALIEYTILI C.MN.A., ITania (BBeAeHHS 3MiH NPOTArom
6-TW MicALB Nicna 3aTBEPMKEHHSR); 3MiHN | TMny: 3MiHU 3
AKOCTI. FoTOBUMIA Nikapcbkuii 3aci6. KOHTPO/Ib FOTOBOrO
nikapcbkoro 3aco6y. 3miHa y MeTogax BUnpobyBaHHs
roTOBOrO J1iKapCbkoro 3acoby (iHLWi 3MiHW y MeToAax
BMNpobyBaHb (BKIOYa0UM 3aMiHy abo [OMOBHEHHS)) -
3amiHa 3aTBepmxeHoro BEPX metogy Ans KinbkicHOro
BM3HAYEHHS aKTUMBHOI cybcTaHLii meTogom CBEPX, sikuii
6yB PO3P06/IEHNIT HOBUM NPOMOHOBAHUM BUPOBHUKOM
(BBeggeHHsA 3MiH MpoTAroM 6-Tv MicsAUiB micns
3aTBEPMXEHHS); 3MiHM | Tuny: 3MiHK 3 siKoCTi. FoTOBMIA
nikapcbkuii 3aci6. KOHTPOnb roToBoro nikapcbkoro 3acoby.
3MmiHa y meTogax BUnpobyBaHHA rOTOBOTO NiKapCbKOro
3aco6y (iHWi 3mMiHM y MeTogax BuNpobyBaHb (BK/IYaum
3amiHy abo [OMOBHEHHS)) - 3aMiHa 3aTBepaAxeHoro BEPX
MeToAy A5 KiNIbKICHOrO BU3HAYEHHS CYNyTHiX AOMILLIOK
meTogom CBEPX, skuii 6yB po3po6sieHuiA HOBUM
MPONOHOBAHNM BUPOGHMKOM (BBEAEHHSA 3MiH NPOTArOM 6-Tu
MiCALIB MIiC/1A 3aTBEPLKEHHS); 3MiHU | TUNY: 3MiHM 3 SKOCTI.
[0TOBWIA NiKapCbKMii 3aci6. KOHTPOb rOTOBOrO NiKapCbKoro
3acoby. 3miHa y MeTofax BMNpo6yBaHHsS rOTOBOrO
nikapcbKoro 3acoby (iHwWi 3MiHM y MeToAax BUNpobyBaHb
(BKIHOYaOUM 3aMiHy abo AONOBHEHHS)) - 3aMiHa
3aTBepmxeHoro BEPX metogy Ans KinbKiICHOTO BU3HAYEHHS
HaTpito 6eH30aTty meTogom CBEPX, skuii 6yB po3po6neHnii
HOBWM MPONOHOBaHNM BUPOGHVKOM (BBeAeHHS 3MiH
NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS); 3MiHW | TUny:
3MmiHu 3 aKocTi. FoToBMIA Nnikapcbkuid 3acib. Onuc Ta cknag,.
3MiHa y cknagi (4ONOMIXHUX peqyoBMHax) roToBOro
nikapcbKoro 3acoby (CMakosi fo6aBkn abo 6apBHUKN) -
[JonasaHHs, BUyYeHHs abo 3amiHa - 3MiHa y ckiagi
(monomiXHMX peyvoBMHax- cMakoBux aobasok(flavoring
system)) roToBOro Nikapcbkoro 3acoby. 3MiHW BHECEHO B
IHCTPYKL,il0 415 MeAUYHOro 3acTocyBaHHA y p. "Ckniag”
(JONOMIKHI pevyoBUHN), K HACMIAOK — BiANOBIAHI 3MiHW Y
TEKCT MapKyBaHHS ynakoBK/ Nikapcbkoro 3acoby (BeefeHHs
3MiH MPOTArOM 6-TW MICALIB NIiCNSA 3aTBEPAKEHHS); 3MiHU |
TUMy: 3MiHW 3 AKOCTi. FOTOBWIA NlikapCbkuWii 3aci6. 3MiHN Y
BMPO6HULTBI. 3amiHa abo BBeEHHS A0AATKOBOI fi/IbHUL
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

BMPOGHMLTBA [151 HACTUHM ab0 BCbOro BUPOBHNYOrO
npoLiecy roToBOro nikapcbkoro 3acoby (AinbHUUA Ans
BTOPUHHOIO NaKyBaHHS) - 3aMiHa 3aTBEPKEHOrO
BMPOGHMKA, BifjNOBiAa/IbHOTO 38 BTOPVHHE NakyBaHHS
AHxeniHi ®apma Yecbka pecny6nika c.p.o, Yecbka
Pecny6nika BupobHukom 3ETA PAPMALIEYTILI C.M.A,,
ITanis (BBegeHHs 3MiH MPOTAroM 6-Tu MicsLiB i3 gatu
3aTBEPMKEHHSA); 3MiHW | TUNy: AQMIHICTPATUBHI 3MiHU.
BunyyeHHss BUPOGHWYOT finbHuL (BKIHOYAK0UN AiNbHULI 415
A®I, npomiXHOro NPoAyKTy abo roTOBOro NiKapCbKoro
3aco0y, AiNbHUL AN NPOBeAeHHA NakyBaHHA, BUPOOHWKa,
BiNOBIAANLHOrO 3a BUMYCK Cepili, MicLie NpoBeAeHHS
KOHTPO/IO cepii) abo nocTavanbHVKa BUXIGHOTO Matepiany,
peareHTy abo AONOMIKHOT PEYOBUHU (AKLLO 3a3Ha4YeHO Y
[0CbE) - BUNYYEHHS a/lbTEPHATUBHOIO BUPOOHUKa AD|
(3atBepmxeHo: damoHg Papma C.p.n., Utanus; Cowmeta
WtannaHa MegucuHanu CkaHamum C.p.n.(C.U.M.C.) C.p.n.,
Wtanus, 3anponoHosaHo: 3amoHg ®apma C.p.a., Utanus);
3MiHM | Tuny: 3MiHKM 3 AKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
KOHTpo/b roToBOro Nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN) - BHECEHHS pefakuiiHnX
3MiH B cneumadikauito MKSA /13 y 38’A3Ky i3 NpUBeAEHHAM [0
opuriHanibHMUX matepiasnis BUpobHuka (3.2.P.5.1.
Specifications); 3miHu | TUny: 3miHK Woao
6e3nekn/echekTMBHOCTI Ta thapmakoHarnagy (iHwi 3miHu) -
3MiHa TEKCTY MapKyBaHHS! YNakoBKW (3a3HaYeHHs OAVHULb
cuctemn Sl natvHuuero) BeefgeHHsA 3MiH NpoTarom 6-tm
MicCsILiB Nicns 3aTBepIKEHHS

141.

ECUMHOB
A CINnb 2,6-
AIAMIHOTE
KCAHOBOI
KACNOTN

MOPOLLIOK
(cybeTaHuis) y
6aHKax CKIAHUX
Ansa BUpobHMLTBa
CTepUSIbHUX
nikapcbknx oopm

MNAT
"Tannuchapm"

YkpaiHa

MeHagjoHa, C.J1.

IcnaHis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -
AfMiHiCTpaTMBHI 3MiHN. 3MiHa Ha3Bu A®| abo [ONOMIXHOT
PeYOoBWHM.

CynyTHSA 3miHa - 3MiHK 3 AkocTi. APl. KoHTponb AdI. 3miHa 'y
napameTpax cneuudikauii Ta/abo AONYyCTUMUX MEX,
BM3HA4YeHUX y cneuudpikauisx Ha A®l, abo
BWXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
BMKOPWCTOBYIOTbCSA Y npoueci BUpobHunytea A®I (iHLWi 3MiHW)

- 3MiHM 3 skocTi. AL, KoHTponb A®I. 3miHa y meTogax
BMNpo6yBaHHA A®| abo BUXIQHOrO MaTepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HMLTBa API (iHLWi 3MiHK). 3MiHa Ha3Bu AdI:
3arBepkeHo: L-nisuHy ecymHar
3anponoHoBaHo: EcuuHoBa cinb 2,6-[liaMiHorekcaHoBOT1
KMCNOTU. FK HACNiAOK 3MiHa MO TEKCTy cneyudpikauii Ta
MeToZiB BUNPoGyBaHHs, Ae 3a3HavyeHo HasBy Adl.

UA/14164/01/01

142.

E®ABIPEH
3

TabneTku, BKPUTI
M/1iBKOBOIO

CTPAAC
CIAVEC

Kinp

CTPAAC ®APMA
CAMEHC NIMITEA

IHais

BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny -
AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo

3a
peyenmom

UA/11463/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
060/10HKOI0, MO NIMITEL agpecy MicLs NPOBaXEHHS Ais/IbHOCTI
200 mr no 90 BMPOGHMWKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
Tabnetok y BK/IOYA0UM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTeliHepi; no 1 KOHTPOJI0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
KOHTEliHepy y BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK cepill). 3miHa
naJui 3 KapToHy HallMeHyBaHHS Ta afpecn BUPO6HMKA rOTOBOTO J1iKapCbKoro
3aco6y CTPANAC ®APMA CAVMEHC NIMITE/, 6e3 3MiHu
MicLl BUPOGHMLTBA. 3MiHM | Tuny - 3MiHW Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHun)
3amiHa po3giny «[padiyHe ohopMIEHHSA yNakoBKM» Ha
po3ain «MapkyBaHHs1» y MKA N13: 3aTBepakeHo: Po3gin
«PAPIYHE OPOPMNEHHA YNAKOBKWM» (Mae
BiANoBiAaTy 3aTBepaKeHoMy rpadiyHOMy 306paKEHHI0
ynakoBku). 3anponoHosaHo: Po3gin «xMAPKYBAHHSA»
(3rigHO 3aTBEPMAKEHOTO TEKCTY MapKyBaHHS).
143. | E®PABIPEH | TabneTku, BKpUTI CTPAMNAC Kinp CTPANAC ®APMA IHAjs BHECEHHS 3MiH 0 peecTpavljiiiHiX MmaTepianis: 3MiHu | Tuny - - UA/11464/01/01
3 NAiBKOBOKO CIAVIEC CAVEHC NIMITE] AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
060/10HKO0, N0 NIMITEL afipecyt MicL NPOBaXEHHS Ais/IbHOCTI
200 wr in bulk: no BMPOGHMKa/imMnopTepa roToBoro fikapcbKoro 3acoby,
1000 TabneTtok y BK/IIOYAOUN [iNbHWLI BUNYCKY cepii abo MicLe NpoBeeHHs
KOHTelHepax KOHTPO/H0 SIKOCTI. (AiSNbHICTb, 3a Ky BignoBigae
BMPOGHMK/iMNIOPTEp, BK/IKOYAKOUM BUMYCK cepiil). 3miHa
HaliMeHyBaHHS Ta afpecy BUPOGHMKa roTOBOrO /iKapCbKoro
3aco6y CTPANAC ®APMA CAVIEHC NIMITEL 6e3 3MiHu
MicL BUPO6HMLTBA. 3MiHM | Tuny - 3MiHW Wwoao
6e3nekun/ehekTVBHOCTI Ta hapMakoHarniagy (iHLwi 3MiHKn)
3amiHa po3giny «IpacdiyHe ohopMNEHHS yNakoBKn» Ha
po3ain «MapkyBaHHsa» y MKA /13: 3aTBepmkeHo: Po3ain
«TPA®IYHE OPOPM/IEHHA YMAKOBKW» (Mae
BiANoBiAaTN 3aTBEPMAKEHOMY rpadiuyHOMYy 306paXKEHHI0
ynakoBku). 3anponoHoBaHo: Po3gin «MAPKYBAHHSA»
(3rigHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS).
144. E®ABIPEH Tabnetok y CTPANAC Kinp CTPANAC ®APMA IHAjis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny - 3a UA/11463/01/02
3 KOHTeliHepax; no CIAVIEC CAVEHC NIMITE[, AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peyenmom
600 mr no 30 NIMITEL agpecy Micusi NPOBaKEHHS AiSSIbHOCTI
TabneTok y BMPOGHMKa/iMNnopTepa roToBOro likapCbKoro 3acoby,
KOHTEliHepi BK/IOUA0UM OiNbHULI BUMYCKY cepii abo Miclie NpoBeAeHHs

KOHTPO/IO SIKOCTI. (AiSNbHICTb, 3a Ky BiAnoBigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM BUMYCK cepiil). 3miHa
HaliMeHyBaHHS Ta agpecy BUPOGHMKa roTOBOrO /liKapCbKoro
3aco6y CTPANAC ®APMA CAVNEHC NIMITE[, 6e3 3MiHu
MicL BUPO6HMLTBA. 3MiHW | Tuny - 3MiHW Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn)
3amiHa po3giny «IpadivyHe ohopMIEHHS YNakoBKU» Ha
po3ain «MapkyBaHHa» y MKA N13: 3aTBepakeHo: Po3gin
«PA®IYHE OPOPM/IEHHA YTMAKOBKW» (Mae
BignoBigaTn 3aTBepAXeHoMy rpadiuyHoOMy 306paXKeHHI0
ynakoBku). 3anponoHoBaHo: Po3gin «MAPKYBAHHSA»
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
(3rigHO 3aTBEPKEHOr0 TEKCTY MapKyBaHHS).
145. E®ABIPEH TabneTku, BKPUTI CTPAWAC Kinp CTPAVC ®APMA IHAis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MiHu | Tuny - - UA/11464/01/02
3 N/1iBKOBOIO CIAVEC CAMEHC NIMITEL AfMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
060/10HKOI0, MO NIMITEL agpecy MicLs NPoBaXEHHS Ais/IbHOCTI
600 mr in bulk Ne BUPOGHMKa/iMNopTepa roToBoro Jlikapcbkoro 3acoby,
1000 y BK/IOYAI0UM AiNbHUL BUMYCKY cepii abo micue npoBeaeHHs
KOHTeliHepax KOHTPOJII0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKUM BUMYCK cepill). 3miHa
HalilMeHyBaHHA Ta afpecun BUPOOHMKa roTOBOrO J1iKapCbKOro
3aco6y CTPANAC ®APMA CAVMEHC NIMITE/, 6e3 3MiHu
Micus BUPO6GHULTBA. 3MiHM | TUNY - 3MiHN WoA0
6e3nekn/edekTBHOCTI Ta hapmakoHarnsagy (iHwi 3mMiHun)
3amiHa po3giny «IpacdiyHe ohopMIEHHS yNakoBKM» Ha
po3ain «MapkyBaHHs1» y MKA N13: 3aTBepaxeHo: Po3ain
«PAPIYHE OPOPMNEHHSA YMNAKOBKWM» (Mae
BiANoOBiAaTH 3aTBepKeHoMy rpadiyHOMy 306paXeHHI0
ynakoBku). 3anponoHosaHo: Po3gin «xMAPKYBAHHSA»
(3rigHO 3aTBEPMAKEHOT0 TEKCTY MapKyBaHHS).
146. | 3EOAH NMopoLoK ANns TOB "AaHT" YkpaiHa TOB "AaHT" Ykpaina BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17435/01/01
pO34uHy ANns (nakyBaHHs i3 hopmu AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby. peuenmom
iH'exuii no 1000 in bulk coipmu 3MiHa Ha3BW NikapcbKoro 3acoby: 3aTBepaAKeHO:
Mr; 1 doniakoH 3 BMpo6HMKa HCIC LIEE®PTA3NANM. 3anponoHosaHo: 3EJAH
NMOPOLLKOM B Xebeii XyaMiH
KapTOHHIW dapmacbloTikan
Kopobui; 25 Komnati Nimites,
(hnakoHiB 3 Kutait)
MOPOLLKOM B
KapPTOHHI KOpoOLi
147. | 3IKAAIA® Kancynu Teepgi, HosaprTic LBeliua Brpo6HMUTBO 3a LBeliuapis BHECEHHS 3MiH 10 peecTpayjiiiHux maTtepianis: 3miHu Il Tuny 3a UA/16003/01/01
no 150 mr no 50 dapma Al pist NMOBHVM LMK/TOM: - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisay. peyenmom
kancyn y 6nictepi, HosaprTic ®apma 3MiHV y TepaneBTUYHUX NOKa3aHHAX (4oAaBaHHSA HOBOrO
no 3 6nictepu B LTeliH AT, TepaneBTUYHOro NokasaHHa abo 3MiHa y 3aTBeppkeHoMy
KapTOHHIi KOpoOLyi LLiBeliLapis; rokasaHHi) 3MiH1 BHECEHO [0 iHCTPYKLii 415 MeguyHoro
KoHTposb siKoCTi (3a 3acToCcyBaHHS Nikapcbkoro 3acoby Ao po3ainis “lMokasaHHA",
BUHATKOM TECTY "apmakonorivyHi BnactusocTi", "OcobnuBi 3axoam 6esneku”,
MiKpoGionoriyHa "B3aemMogis 3 iHWMMKM NiKapCbKUMm 3acobamm Ta iHLWi BUAn
yucToTa): B3aemogiit”, "Cnocib 3acTtocyBaHHs Ta fo3u", "MobiuHi
dapmaHanituka CA, peakui”. BBefeHHs 3MiH NpoTArom 3-x MicsliB nicns
LLIBeliLapis 3aTBEPKEHHS.
148. | 3O0MAQEKC | kancyna ans ACTPA3EHEK | Benuka AcTtpa3eHeka tOK Benvka BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis:3aMiHu Il Tuny - 3a UA/4236/01/01
nigwkipHoro A HOK Nlimiteq Bputani Nimiten BputaHis 3MiHa po3Mipy cepii (BkIovaun gianasoH po3mipy cepii) peyenmom
BBEJEHHSA A roTOBOIO /iKapCbKOro 3acoby - BBeAeHHA [40AaTKOBOro
NPOJIOHIOBaHoT Aji PO3Mipy cepii roTOBOro /likapcbkoro 3acoby 640 r;
no 3,6 mr, 1 BUAANIEHHS PO3MIpY Cepii FOTOBOrO JlikapCbKoro 3acoby 240
Kancynay wnpuu- r; 3anponoHosaHo: 4801, 640 r
annikaTopi i3
3aXVCHUM

MexaHi3aMomMm; no 1
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Lnpu1y B
KOHBepTi 3
NPUKPINIEHNM
npanopem-
aHoTauieto 3
BOJIOTONOrNNHa0Y
010 Karncysiowo; no
1 KOHBEpPTY B
KapTOHHI KOpo6Li
149. | 30NALEKC | kancyna ans ACTPA3EHEK | Benuka AcTpa3eHeka HOK Benuka BHECEHHS 3MiH [0 peecTpaviiiHix maTepianiB:3Minu Il Tuny - 3a UA/4236/01/02
nigWwkipHoro A HOK Nimitepq BpuTaHi Nimiteq BpuTaHis 3MiHa po3mipy cepii (BKIYatoum giana3oH po3Mmipy cepir) peuenmom
BBEEHHSA A roTOBOrO /liKapCbKOro 3acoby - BBEAEHHSA 404aTKOBOro
NPOJIOHroBaHoI fji po3mipy cepii roToBoro nikapcbkoro 3acoby 640 r;
no 10,8 mr 1 BUAANEHHS PO3MIpY Cepii rOTOBOrO Jlikapcbkoro 3acoby 320
Kancynay wnpuu- r; 3anpornoHoBaHo: 480, 640 .
annikaTopi i3
3aXMCHUM
mexaHiamom; no 1
LInpu1y B
KOHBepTI 3
NPUKPINIEHNM
npanopLem-
aHoTauieto 3
BOJIOrONOrANHaY
010 Karcysioo; no
1 KOHBEpPTY B
KapTOHHI Kopobui
150. | 3O/IEQPOH | KoHUeHTpaT ans MicTtpan AHINIA AkTasic ITania C.n.A. ITania BHECEHHS 3MiH [0 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14456/01/01
OBA pO34uHy ANns Kenitan AIMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
KNCNOTA- iHcpysii, 4 mr/5 MeHeKMeHT afipecyt MicL NPoBamXEHHS Ais/IbHOCTI
BICTA Mn; 1 donakoH 3 Nimiten BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
KOHLLEeHTpaTOM y BK/IIOYAOUN AiNbHWLI BUNYCKY cepii abo MicLe NpoBeAeHHs
KapTOHHI KOpoOLii KOHTPOJH0 SKOCTI. (AiSNbHICTb, 3a Ky BiANoBigae
BMPOGHMK/IMNOpPTEpP, BK/IOYAKYM BUMYCK CEpili) - YTOYHEHHS
aapecu BupobHuka AkTasic Itania C.n.A., ITanis, 6e3 3MiHU
Micus BUpo6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepOKEHHS)
151. | 3OJ/IEAPOH | KoHUeHTpaT ans Mictpan AHrnis AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH 10 peecTpaLiiHnX MmaTepianis:3miHu | Tuny - 3a UA/14456/01/01
OBA pO34unHy Ans Kenitan 3MiHa N/1aCTUKOBMX (h/1akoHiB BUpOo6HMKa Daikyo Seiko Ltd., peyenmom
KNCNOTA- iHdpy3iid, 4 mr/5 MeHeKMeHT AnoHia AN roToBoro Nikapcbkoro 3acoby 3i CTEPUIbHUX Ha
BICTA m; 1 conakoH 3 Nimiten HecTepwsbHi, 3 ofaBaHHAM 060B'A3K0BOI CTepuisaLii
KOHLIEHTpaToM y HecTepusibHYX h1akoHIB
KapPTOHHI KOpOoOLi
152. | IBEPOIrACT | kpanni opasibHi no Baiiep LBeliua LTaiirepsanbg, HimeuunHa BHECEHHS 3MiH 10 peeCcTpaLiiiH1X maTepianis:3miHu | Tuny - 6e3 UA/6302/01/01
® 20 mn a6o 50 mn, KoHcblomep pis ApuHaiimiTTensBepk 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenma
a60 100 mny Kep Al m6X BBeneHHs abo 3MiHU A0 y3araslbHeHUX AaHWUX NPO cUcTeMy
thnakoHi; no 1 hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
oNakoHy y cucTemy chapmakoHarssgy, 3MiHa yNnoBHOBa)XeHOI ocobu,
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KapTOHHIlA KopoobLi BiANOBIAANbLHOI 3a 34iliCHEHHS thapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa oNsi 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHK
y po3MilLieHHi MacTep-haiina cuctemn dhapmakoHarnagy) -
3MiHa YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy: NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0co6H,
BiANOBIA&/IbHOI 3a 34iicCHEHHS dhapmakoHarnsagy. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
3MiHa MicLe3HaxoMKeHHA MacTep-caiina
153. | IMATUHIB Kancynv TBepai, AT "T'piHaekc" Natsis AT "I'piHgekc" Nartsis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiastiB:3MiHu | Tuny - 3a UA/14082/01/01
FPIHAEKC no 100 wmr, no 10 3MiHW, NOB'A3aHi 3 HEOBOXIAHICTIO NPUBELEHHS Y peuenmom
kancyn y 6nictepi, BiANOBIAHICTb A0 MOHOrpadii PY abo €Bponencbkoi
no 6 a6o 12 thapmakonei, abo iHLWOi HauioHa/IbHOI hapMakonei fgepxasu
6nictepis y nauui €C (3MiHa y cneyudpikauisix, nos'asaHa 3i 3miHamu B Y,
3 KapTOHY abo Esponelicbkin thapmakonei, abo iHLLUIA HaLioHaNbHI
thapmakonei gepxasu €C); 3MiHM | TUNY - 3MiHW y NpoLieci
BMPOGHMLITBA FOTOBOTO JiKapCbKOro 3acoby, BkIovaoum
NPOMDKHWIA NPOAYKT, L0 3aCTOCOBYETLCA NPV BUPOOHULITBI
roTOBOrO Jlikapcbkoro 3acoby (He3HauHa 3miHa y npoueci
BMPOOHULTBA); 3MiHM | TUNY - 3MiHa Nepioay NOBTOPHMX
BMNpO6yBaHb/nepiody 36epiraHHA abo ymoB 36epiraHHa AP|
- 3MiHa nepioAy NOBTOPHOrO BUNpo6yBaHHA A®| IMaTuHIGy
Me3unarty, BUpo6Huka AT «[IpiHAEKC»; 3MiHa nepiogy
NOBTOPHOroO BMNpobyBaHHA A®| IMaTuHiby me3unnary,
BMpo6HMKa Hetero Labs Ltd, IHgis
154. IMI®OPC nopoLUuoK aNns AHaHTa Benuka "BeHyc Pemegic IHais BHECEHHS 3MiH 0 peECTpaLiiiHMX MaTepiasliB:BUNPaB/IEHHS 3a UA/17305/01/01
pO3uuHy Ans Megikeap ita. | BpuTani Nimiten" TeXHIYHOT NOMUIIKM B cneumdikaLii Ta MeTogax KOHTPOs0 peyenmom
iHdpysiid, 500 A roTOBOrO /liKapCbKOro 3acoby
Mr/500 mry
donakoHi; no 1
donakoHy B
Kopobui
155. IHOIPAB niogpinisoBaHnii ToBapucTBO 3 | YkpaiHa TOB "dapma faiidy", Ykpaina/ IHgis BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasliB:3MiHu | Tuny - 3a UA/15402/01/01
BAKUVHA NnopoLIoK Ans 06MexeHo YkpaiHa (nakyBaHHs i3 BUYyYEHHS 3i cneyudikalii roToBOro nikapcbkoro 3acoby peuyenmom
AHTUPABI po3uuHy Ans BiANOBiAabHI chopmu in bulk dipmu- nokasHuKa sKoCTi "3a/IMLLIKOBUIA BMICT KNiTUHHOT AHK"
YHA iH'EKUI HEe MeHLLe cTHo "dapma BUpPO6HMKa Bxapat
OYMLLEHA, | 2,5 MO/go3aTa Naiig" BioTek IHTepHeLWwHN
IHAKTUBO PO3YMHHUK; 1 Nimviten, IHain)
BAHA oNakoH 3

niogpinizoBaHnM
nopoLukom Ta 1
amnyna 3
PO34YMHHMKOM MO
0,5 mn (HaTpito
x/iopuay po3yvH
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Ons iv'exuin 0,3
%) B
n1acTMKOBOMY
nexani; no 1 a6o
10 nnacTmMkoBmx
neHanis y
KapPTOHHI KOpoOLii

156. IHOIPAB niodpinizoBaHuii ToBapucTBO 3 | YkpaiHa Bxapat bioTek IHAis BHECEHHS 3MiH [JO peecTpaLiiHMx maTepianis:3miHu | Tuny - - UA/15391/01/01
BAKUVHA NOpOLUOK A8 06MEXEHO0 IHTepHewHn fliviTea, BWYYEHHS 3i cnevmdikayii roToBOro sikapcbkoro 3acoby
AHTUPABI po3unHy Ans BiANOBiAA/IbHI IHAiA (BMPOBHULTBO in NoKasHWKa SKOCTi “"3a/IMLLIKOBUIA BMICT KiTUHHOT AHK"

YHA iH'EKL1 HEe MeHLLe cTio "dapma bulk, Bunyck cepii);
OYMLWLEHA, | 2,5 MO/go3aTa Nand" CoBepeiiH ®apma
IHAKTUBO PO3YMHHMK, in MpaiiBat NimiTes,
BAHA bulk: 1 conakoH 3 IHAis (BUPOGHULTBO

niogpinizosaHum PO3YMHHYIKA)

nopoLukom Ta 1

amnyna 3

PO3YMHHMKOM MO

0,5 mn (HaTpito

X/10pUAY PO34nH

ans iH'exuin 0,3

%) B

nNacTyKoBOMYy

neHani y nauyui 3

KapToHy; no 10

nayok 3 KapToHy Y

KOpPOO6Lii 3 KAPTOHY;

no 12 a6o 32

KOPOGKM 3 KapTOHY

Y KAPTOHHOMY

KOpObi

(TpaHcnopTHOMY

KOpo6i)

157. IH®PAHPUK | cycneHsia (DTPa- nakcoCmitKn Benuvka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:3minu Il Tuny - 3a UA/16235/01/01
C HBV-IPV) ansa sH EkcnopT BpuTaHi Bionoaxikans C.A. 3MiHU 3 sikocTi. A®L. MpoekTHUIA NpocTip Ta peuenmom
FEKCA™I/IN | iH’exuiii no 0,5 mn Nimiteq A nicnapeecTpauiiHiii TPOTOKO/ yNpaBAiHHA 3MiHaMK.

FANRIX (1 po3a) Ta BHeceHHs1 3MiH y nicnspeecTpaviiiH1ii NPOTOKON YNpaB/liHHSA
HEXA™ niogpinizar (Hib) 1 3MiHamu ana A®| - 3anpoBapKeHHsi NPOTOKO/Y yrnpaBiHHSA
KOMBIHOB | nonepeaHbo 3MiHamM¥ 4715 HOBOro poboyoro nociBHoro matepiany (WS),
AHA HarnoBHeHW LLI0 BUKOPUCTOBYETLCA A151 BUPobHUMLTBaA Tetanus toxoid
BAKUVHA 0HOPAa30BUiA bulk antigen

ansa wnpwy, (no 0,5 mn

MPO®INAK | (1 posa))y

TUKN KOMMNEKTi 3

DVNDTEPII, [BOMa rofikammy Ta

NPABLUA, NakoH 3

KALUTKOKY | niocpinizaTom (Hib)

(ALENKWONA | ana 1 gosw, wo
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

PHUI
KOMMOHE
HT),
rENATUTY
B!
noniomMmie
niTY TA
3AXBOPIO
BAHb,
3BYAHVKO
M AKNX €
HAEMOPHI
LUS
INFLUENZA
E TNy B

3MiLLYHOTbCA
nepeg,
BUKOPUCTaHHAM
(wnpwuy, 3 ronkamu
3aKpUTi TyMOBVMU
KoBnavkamu); asi
roniku (ogHoro
po3mMipy), LWnpuL,
Ta (hakoH
repMeTnyHo
3anakoBaHi y
nnacTukoBuii
KOHTeliHep; no 1
a6o no 10
NNacTyKOBUX
KOHTEliHepIB y
KapTOHHIlA
kopobu; 1
nonepegHL0
HanoBHEHW
0HOPAa30BUiA
wnpwuy, (no 0,5 mn
(1 posa)) y
KOMNIEKTi 3
[BOMa rosikamv Ta
hNakoH 3
niogpinizatom (Hib)
ons 1 gosu, wo
3MiLLYIOTbCA
nepeg,
BUKOPUCTaHHAM
(wnpw, 3 ronkamu
3aKpuTi TyMOBUMU
KoBnavkamu); aBi
rosiku (o4Horo
po3mipy), LWnpuL,
Ta donakoH
repMeTnyHo
3anakoBaHi y
nNacTvKoBuii
KOHTeliHep; no 1
a6o no 10
NNacTVKOBUX
KOHTEliHepiB y
KapTOHHI KOpo6Li

158.

IHOPAHPUK
C
FEKCA™IIN

cycneHsis (DTPa-
HBV-IPV) ans
iH'ekuin no 0,5 mn

nakcoCmiTKn
siH EkcnopT
Niviteq

Benvka
BpuTaHi
a

nakcoCmiTKnsiiH
Bionoaxikan3 C.A.

Benbris

BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny -
3MiHa y meTogax BunpobysaHHA APl abo BUXiAHOIO
mMarepiany/npoMixXHOTO NpoAyKTy/peareHTy, Lo

3a
peyenmom

UA/16235/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
FANRIX (1 po3a) Ta BMKOPVCTOBYETLCA Y NpoLieci BUpobHuutea APl - 3MiHN J0
HEXA™ niogpinizat (Hib) 1 onucy aHaniTuyHoro metogay “Identity by DNA fingerprinting”
KOMBIHOB | nonepefHbo AN KNITUHHOTO Cy6CTpaTy, LU0 BUKOPUCTOBYETHLCS NpU
AHA HarnoBHeHW BMPOGHMLTBI Aitlo4mx peyvyoBuH (noniosipycis Tvnis 1, 2, 3)
BAKUVHA 0HOPAa30BUiA 015 NpUBEAEHHS Y BiANOBIAHICTb 3 BUPOOHNYOO NPaKTUKOLO.
ana wnpwy, (no 0,5 mn PepakuiiiHi npaBku 1o po3giny aocke 3.2.S.4.2.
APO®INAK | (1 go3a))y
TUKN KOMMNEKTi 3
BVNOTEPII, [BOMa rofikamy Ta
NMPABLSA, chnakoH 3
KALUTKOKY | niocpinizaTom (Hib)
(ALUENONA | ona 1 posw, wo
PHUI 3MiLLYHOTbCS
KOMINOHE nepeg,
HT), BMKOPUCTaHHAM
FEMNATUTY (wnpwy, 3 ronkamn
B, 3aKpUTi TyMOBUMU
noniomie KoBnavkamu); asi
niTY TA roniku (ogHoro
3AXBOPHO po3mMipy), WnpuL,
BAHb, Ta (hakoH
3BYAHNKO | repmeTnyHO
M AKUX € 3anakoBaHi y
HAEMOPHI | nnactukoBuii
LUS KOHTeliHep; no 1
INFLUENZA | a6o no 10
ETUNY B NNacTUKOBUX
KOHTEliHepIB y
KapTOHHilA
kopobu; 1
nonepegHL0
HanoBHEHW
0HOPAa30BUiA
wnpwuy, (no 0,5 mn
(1 Aosa)) y
KOMMNEKTi 3
[BOMa rosikam Ta
hNakoH 3
niogpinizatom (Hib)
ons 1 gosu, wo
3MiLLYIOTbCA
nepeg,
BUKOPUCTaHHAM

(wnpw, 3 ronkamu
3aKpuTi TyMOBUMU
KoBnavkamu); aBi

rosiku (o4Horo

posmipy), Wnpuy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Ta donakoH
repMeTnyHo
3anakoBaHi y
nnacTvKoBuii
KOHTeliHep; no 1
a6o no 10
NNacTVKOBUX
KOHTEliHepiB y
KapTOHHI KOpo6Li
159. | IHOAHPUK | cycnehsia (DTPa- nakcoCmiTKn | Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/16235/01/01
C HBV-IPV) ansa siH EkcnopT BpuTaHi Bionoaxikan3 C.A. 3MiHM B npovueci Bupo6HuuTea A®I - 3amiHa emHoCTel peuenmom
FEKCA™IIN | iH'ekuiin no 0,5 mn Nimiten a 6araTopa3oBoro BUKOPUCTAHHS 3 HEPXaBitoyoi cTasi
FANRIX (1 po3a) Ta (Stainless steel vessels) Ha cuctemy MiLKiB 04HOPA30BOro
HEXA™ niogpinizat (Hib) 1 BUKopucTaHHs (Single-use bag system) ansa cragii
KOMBIHOB | nonepefHbo npeuunitauii Npy BUPOBHWLTBI NPaBLLEBOr0 aHATOKCUHY
AHA HarnoBHeHW (Tetanus toxoid) Ha BUpo6HWMUIli AinbHULi GSK Vaccines
BAKUMHA 0HOPAa30BUiA GmbH, Marburg, HimeyurHa. OHOB/IEHHS cucTemu
ansa wnpwuy, (no 0,5 mn HymepaLjii cepiin npasLeBoOro aHaTokcuHy (Tetanus toxoid).
APO®INAK | (1 po3a))y BHeceHHs pefakuiiiHux npaBok Ao po3ginis 3.2.5.2.2.,
TUKN KOMMNEKTi 3 3.2.5.2.6, 3.2.A.1.
BNOTEPII, [BOMa rofikamy Ta
NMPABLUSA, chnakoH 3
KALUTKOKY | niocpinizaTom (Hib)
(ALUENONA | gna 1 gosw, wo
PHUIN 3MiLLYIOTbCS
KOMINOHE nepeg,
HT), BMKOPUCTaHHAM
FENATUTY (wnpwy, 3 ronkamn
B, 3aKpUTi TyMOBUMU
noniomMie KoBnavkamu); asi
niTyY TA ronku (ogHoro
3AXBOPHO po3Mipy), LWnpuL,
BAHDb, Ta onakoH
3BYAHWUKO | repmeTnyHO
M AKUX € 3anakoBaHi y
HAEMOPHI N1acTUKOBUIA
LUS KOHTeliHep; no 1
INFLUENZA | a6o no 10
ETUNY B NNacTUKOBUX

KOHTEliHepIB y
KapTOHHIlA KOpooLi
3 MapKyBaHHAM
YKpaiHCbKOH
MOBOI0; 1
nonepeaHLo
HarnoBHEHWI
0HOPAa30BUiA
wnpwuy, (no 0,5 mn
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

(1 posa)) y
KOMMNEKTi 3
[IBOMa rofikamu Ta
chnakoH 3
niogpinizatom (Hib)
ona 1 nosu, wo
3MiLLYHOTbCA
nepeg,
BUKOPUCTaHHAM
(wnpwuy, 3 ronkamu
3aKpUTi TyMOBVMU
KoBnavkamu); asi
roniku (ogHoro
po3Mipy), LWnpuL,
Ta (hakoH
repMeTnyHo
3anakoBaHi y
nnacTukoBuii
KOHTeliHep; no 1
a6o no 10
NNacTVKOBUX
KOHTEliHepIB y
KapTOHHIlA KopooLi
3 MapKyBaHHAM
aHrNiicbKo
MOBOIO 3i
CTVKepamu
YKpaiHCbKOH
MOBOIO

160.

IHOAHPUK
C™ INB XIb
I
INFANRIX™
IPV HIB
KOMBIHOB
AHA
BAKLMHA
ans
MPO®INAK
TUKN
OVNOTEPII,
MPABLS,
KALLI/THOKY
(ALENONA
PHUI
KOMMOHE
HT),
noniomie

cycnensia (DTPa-
IPV) ans iH'exuiii
no 0,5 mn (1 fo3a)
Ta niocpinizat
(Hib), cycnensis
(DTPa-IPV) gns
iH'ekuin no 0,5 mn
(1 posa) y
nonepegHLO
HarnoBHeHOMY
0fiHOpPa30BOMY
wnpuyi Nely
KOMMNEKTi 3
[BOMa rofikamv Ta
niogpinizat (Hib) y
chnakoHi Nel, wo
3MiLLYHOTbCA
nepeg,
BUKOPUCTaHHAM:

nakcoCmiTKn
AinH EkcnopT
Nimiten

Benvka
BputaHi
a

nakcoCmiTKnsiiH
Bionogxikans C.A.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3MiHn | Tuny -
3MiHU 3 skocTi. ADI. BupobHuuTBO. 3MiHU B NpoLieci
BMPO6HULTBA A®I (iHLWI 3MiHK) - 3aMiHa EMHOCTE
6araTopa3oBoro BUKOPUCTAHHS 3 HEPXaBitoyoi cTasi
(Stainless steel vessels) Ha cuctemy MiLKiB 04HOPA30BOro
BUKopUcTaHHs (Single-use bag system) ansa cragii
npeuunitauii Npy BUPOBHWLTBI NPaBLLEBOr0 aHATOKCUHY
(Tetanus toxoid) Ha BUpo6HWMUIli AinbHULi GSK Vaccines
GmbH, Marburg, HimeyurHa. OHOB/IEHHA cucTemu
HyMepavjii cepiii npaBLeBoro aHatokcuHy (Tetanus toxoid).
BHeceHHs pefakuiiiHux npaBok Ao po3ginis 3.2.5.2.2.,
3.2.5.2.6,3.2.A.1.

3a
peyerimom

UA/15832/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
NnITY TA no 1 nonepegHLo
3AXBOPHO HarnoBHeHOMY
BAHb, 0ofiHOpa3oBOMY
3BYAHWKO | wnpuuy y
M AKX € KOMMNEKTi 3
HAEMOPHI | gsoma ronkamu ta
LUS 1 donakoHoMm 3
INFLUENZA | niocpinizaTom (Hib)
E TNy B y BaKyyMHiii
CTepWUnbHIl
ynakosLi; no 1
BaKyyMHili
CTepPWUNbHIN
ynakoBsLi y
KapTOHHI KOpo6Li
161. | IHOAHPUK | cycnehsia (DTPa- nakcoCmiTKn | Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpavjiiiHix maTepianis:3minu Il Tuny - 3a UA/15832/01/01
c™InB IPV) ans iv'exuiii siH EkcnopT BpuTaHi Bionoaxikan3 C.A. 3MiHM 3 sikocTi. A®L. MpoekTHUIA NpocTip Ta peuenmom
XIB/INFANR | no 0,5 mn (1 gosa) Nimiteq A nicnapeecTpauiiHiii TPOTOKO/ yNpaBAiHHA 3MiHaMK.
IX™ IPV Ta niodpinizar BHeceHHs 3MiH y nicnspeecTpaLiiiH1ii NPOTOKON YNpaB/liHHSA
HIB (Hib), cycneHnsis 3MiHamu ana A®| - 3anpoBapKeHHsi NPOTOKOY YrpaB/iHHSA
KOMBIHOB | (DTPa-IPV) ans 3MiHamM¥ 47151 HOBOro poboyoro nociBHoro matepiany (WS),
AHA iH'ekUii no 0,5 mn LLI0O BUKOPUCTOBYETLCA A5 BUpPobHuUTBa Tetanus toxoid
BAKUVHA (1 po3a) y bulk antigen
Aana nonepeaHbL0
MPO®INTIAK | HanoBHeHOMY
TUKIN 0fHOpa3oBoOMY
BNOTEPII, wnpuui Nel y
NMPABLUSA, KOMMNEKTi 3
KALUJTKOKY | gsoma rosikamu 1a
(AUENONA | niocpinizar (Hib) y
PHUIN chnakoHi Nel, 1o
KOMMOHE 3MiLLYIOTbCA
HT), nepeg
noniomie BUKOPUCTaHHAM:
nTY TA no 1 nonepegHbo
3AXBOPIHO HanoBHeHOMY
BAHb,3BY 0HOpPa30BOMY
AHNKOM wnpuay y
AKX € KOMMNEKTi 3
HAEMOPHI [BOMa rosikamu Ta
LUS 1 chnakoHoM 3
INFLUENZA | niocpinizatom (Hib)
E TNy B Y BaKyyMHil

CTEpWUNbHIl
ynakosui; no 1
BaKyyMHiiA
CTEpWUNbHIl
ynakoBLi y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KapPTOHHI KOpoOLii
162. IH®AHPUK | cycneHsia ans nakcoCmiTKn Benuka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux MaTepiasiB:3MiHu | Tuny - 3a UA/15120/01/01
c™ iH'ekuin no 1 posi ainH Ekcnopt BputaHi Bionogxikans C.A. 3MiHM B npoueci BupobHuytea APl - 3amiHa emHocTel peyenmom
KOMBIHOB | (0,5mn)y Niviteq A 6aratopa3oBOro BUKOPUCTaHHS 3 HEPXaBitoyoi cTani
AHA nonepegHsL0 (Stainless steel vessels) Ha cucTemy MiLLKiB 04HOPA30BOro
BAKLUMHA 3anoBHEHOMY BMKOpucTaHHsA (Single-use bag system) gns cragii
ansa wnpuui Ne 1y npeuuniTauii Npy BUPOGHNLTBI NPaBLLEBOr0 aHATOKCUHY
MPO®INIAK | komnnekTi 3 (Tetanus toxoid) Ha BUpoGHWMUIli AinbHULF GSK Vaccines
TUKN ofHieto abo ABoma GmbH, Marburg, HimeyunHa. OHOBREHHS cnucTemMmn
DVNOTEPII, ronkamu: no 1 HymepaLjii cepiii npaBLEeBOro aHaTokcuHy (Tetanus toxoid).
NPABLA, nonepeaHL0 BHeceHHs pefakLiiiHux npaBok o po3ginis 3.2.5.2.2.,
KALLUJTHOKY HanoBHeEHOMY 3.2.5.2.6,3.2A.1
AUENONA wnpuuy y
PHA KOMMNEKTi 3
OYULWLEHA | ogHieto abo aBoma
IHAKTBO rosikamv y
BAHA nnacTMKoBomy
PIAKA KOHTeliHepi; no 1
nNacTVKoBoOMy
KOHTEliHepy B
KapTOHHI Kopobui
163. IH®Y3O0NI4, | po3unH ans MpuBaTHe YkpaiHa | [NpuBarHe akuioHepHe Ykpaina BHECEHHS 3MiH 10 peecTpaviiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17022/01/01
® iHdpy3iiA, 2 Mr/mn akuioHepHe TOBapucTBo "IHcy3in" AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKoro 3acoby. peuenmom
no 300 mny TOBapUCTBO 3arBepmkeHo: IHdy3onig. 3anponoHoBaHo: IHY30NIA®.
nakeri "IHdoy3ia” BBefeHHA 3MiH MPOTAroM 6-TW MicAUIB NiCNA 3aTBEPLXKEHHS.
nosiMepHomy,
NOMiLLeHOMY Y
nakeT 3
MeTasi30BaHNM
NOKPUTTSIM
164. ITPAKOH® kancynu no 100 mr | MAT "®apmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis:3miHu | Tuny - 3a UA/2959/01/01
no 4 kancynu y 3MiHa agpecu Bupo6Huka A®| ITpakoHason Nosch Labs peyernmom
6nictepi; no 1 Private Limited, India, 6e3 3MiHM MicLa BUPOOHMLTBA
6nicTepy y nauui;
no 5 kancyny
6nictepi; no 3
6nicTepn y navuj;
no 6 kancyny
6nictepi; no 1
6nictepy y nayuj
165. IXTION Ma3b 20% no 25 r AT YKpaiHa AT "ly6Huchapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny - 6e3 UA/5472/01/01
y 6aHkax cknisHux; | “JlybHncbapm” 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta dapmakoHarnsagy peyenma

no 25 ry Ty6i
aOMiHiEBIl; no 1
Ty6i B nayu;j 3
KapTOHY

(iHWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKu
nNiKapcbKoro 3acoby LWoA0 3a3Ha4YEHHS MiXKHApPOAHMX
no3Ha4YeHb OAMHWLb BUMIPIOBaHHS (BiAMOBIAHO A0 cuCTEMM
Sl). BHeceHHs 3MiH 0 p. «MapkyBaHHs» MKA N13. 3rigHo
3aTBEPLKEHOr0 TEKCTY MapKyBaHHs (BBeAeHHS 3MiH
NPOTAroM 6-TW MiICALIB NiC/IA 3aTBEPMKEHHSA); 3MiHM | TRy -
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micus NPoBaKEHHS Aisi/IbHOCTI
BMPO6GHMKa/iMnopTepa roToBOro likapCcbkoro 3acoby,
BK/IIOYA0UM OiNbHUL BUMYCKY cepii abo miclie NnpoBeaeHHs
KOHTPO/IO SKOCTI. (AiSNbHICTb, 3a Ky BiAnosigae
BUPOGHMK/iIMNOPTEp, BK/IOYAKOUN BUMYCK Cepild) - 3MiHa
HalimeHyBaHHs BUpo6bHuka N3 AT «/lybHudapm» 6e3 3MiHu
Micua BUPO6HULTBA (BBEAEHHSA 3MiH NPOTAromM 6-Tu MicsLiB
nicns 3aTBepkKeHHs); 3MiHu | Tuny - AAMIHICTPaTUBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo agpecu 3asBHMKa (BNacHvKa
peeCcTpaLiiiHOro NocBig4YeHHs ) - 3MiHa HallMeHyBaHHs
3as1BHMKA (B/1ACHMKA PEECTPALiHOrO NOCBIAYEHHS)

166.

KANEHAYN
N MA3b

Ma3sb; no 40 ry
6aHkax ;no 30ry
Ty6ax; no 30 ry
Ty6i; mo 1 Ty6i B
naJui 3 KapToHy

AT
"Jly6HMhapm"

YkpaiHa

AT “ly6Hndhapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afipecy 3asBHVKa (BnacHWKa peecTpauiiHoro nocBig4eHHs) -
3MiHa HaliMeHyBaHHs 3asiBHUKa (BN1aCHMKa peecTpauiiiHoro
NOCBIAYEHHS); 3MiHU | TUNY - 3MiHW W40
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy (iHwi 3mMiHK) -
3MiHU BHECEHI B TEKCT MapKyBaHHS YNakoBKV NikapCbKoro
3acoby WoA0 3a3Ha4YeHHsA MXKHAPOAHMX NO3HaYeHb
OAVHULb BMMIpOBaHHS (BignoBigHoO Ao cuctemu Sl).
BHeceHHs 3MiH A0 p. «MapkyBaHHsA» MKSA /13. 3rigHo
3aTBEPXEHOr0 TEKCTY MapkyBaHHS (BBefeHHS 3MiH
NPOTAroM 6-T MICALIB MICNSA 3aTBEPKEHHS); 3MiHU | Tvny -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
agpecu Micusi NPOBaKEHHS Ai/IbHOCTI
BMPOBGHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYA0UM OiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOJIHO SIKOCTI. (AisNbHICTb, 3a Ky BiAgnoBigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKOYM BUMYCK Cepili) - 3MiHa
HalimeHyBaHHs BUpo6bHuka [N13 AT «/lybHudapm» 6e3 3MiHu
MicLa BUPOGHULTBA (BBEAEHHSA 3MiH NPOTAroM 6-Tu MicsiLiB
nicns 3aTBepmAkeHHs)

6e3
peyenma

UA/6780/01/01

167.

KANbLIN-
a3
HIKOMEQ,
KOM®OPT
E

TabneTku, BKpUTI
NAiBKOBOIO
0060/10HKOI0, Mo 30
abo no 60, abo no
90 TabneTtok y
donakoHi; no 1
onakoHy B
KapTOHHIlA KopooLi

Takega AC

Hopseri
A

BMPOGHMLTBO 3a
MOBHVM LKNOM:

Takepa M'M6X, micue

BMPOGHULITBA
OpaHieHbypr,
HimeuuunHa;
nepBuHHe Ta

BTOPUHHE NaKyBaHHA:

AciHo EcToHia OY,
EcToHis;
[,03BIi/T HA BUMYCK
cepii:
Takepa ®apma AC,
EcTOHIA

HimeyunHa/
EcToHisa

BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu Il Tuny
- 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy.
3MiHM Yy TepaneBTUYHNX NoKa3aHHSAX (4o4aBaHHA HOBOrO
TepaneBTUYHOTO NoKa3aHHA abo 3MiHa y 3aTBepKeHOMY
nokasaHHi) 3MiHW BHECEHO A0 IHCTPYKLiT 415 MeanyHoro
3acTOoCyBaHHS fikapcbKoro 3acoby Ao po3giny "MokasaHHA".
BBefeHHA 3MiH MPOTAroM 6-TW MicAUIB NiCNA 3aTBEPLKEHHS.

6e3
peyenma

UA/12921/01/01

168.

KAHECIOP

Kpem 1% no 15r

Baliep

LLIBeiya

KepH ®apma C.J1.

IcnaHis

BHECEHHS 3MiH 40 PEECTPALiHNX MaTepiasiiB:3MiHM | Tuny -

6e3

UA/3589/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

®

B a/1IOMIHI€EBIVA
Ty6i; no 1 Ty6i B
KapTOHHi KOpO6L

KoHcblomep
Kep Al

pis

3MiHM LWoAo 6e3nekn/edheKTMBHOCTI Ta hapmakoHarnagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa yrnoBHOBaXXeHOT 0coow,
BiANOBiAANbLHOI 3a 34iiCHEHHSA (hapMaKkoHarnsay; KOHTakTHOT
0co6m 3 thapmakoHarnagy 3asBHVKa 415 34iACHEHHSA
chapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0c06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1Yaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3aABHVKa, BifnoBiganibHOI 3a
thapmakoHarnag. NponoHoBaHa pegakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6U 3asABHNMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[iliCHEHHS1 OCHOBHOI AisiNIbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLle3HaX0MKEHHS1 MacTep-chainna

peyernma

169.

KAHECIIOP
®

Kpem 1% no 15r
B a/IIOMIHIEBIl
Ty6i; mo 1 Ty6i B
KapTOHHIlA KOpooLi

Baiiep
KoHcblomep
Kep Al

Lliseiiua
pist

KepH ®apma C.J1.

IcnaHis

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny -
BWYYEHHS BUPOOHUYOI AiNbHUL (BKNOYAKOUN AiNbHNLi ANS
A®I, npoMiXHOro NpPoAyKTy abo roToBOro NMikapcbKoro
3acoby, AiNbHULI A8 NPOBEAEHHS NaKyBaHHS, BUPOBHMKA,
BiANOBIA&/IbHOIO 3a BMUMNYCK Cepiil, MiCLie NPOBEAEHHS
KOHTPO/IO cepii) abo nocTavanbHMKa BUXIQHOTO MaTepiasny,
peareHTy abo AONOMIKHOT PEYOBUHY - BUSTYYEHHS
BMPOGHUYOI AinbHULi Werkstatt uber den Teichen ,Germany
AKa BifnoBigae 3a BTOPYHHE MakKyBaHHS JlikapCbKOro 3acoby;
BW/YYEHHS1 BUPOOHMYOT AinbHuUi PharmLog Pharma Logistik
GmbH (Aussenlager),Germany sika BiAnosigae 3a BTOPUHHE
nakyBaHHs NiKapcbKoro 3acoby

6e3
peyenma

UA/3589/01/01

170.

KAHECIIOP
® HABIP

masb ons
30BHILUHBOTO
3aCTOCyBaHHSA Mo
10 ry 1y6i, 3i
CMY>XKammn
BOAOCTINKOro
nnactnpy Nel5,
ckpebkom ans
HirTiB Nely
Kopobui

Baiiep
KoHcblomep
Kep Al

Lseiiua
pist

Baiiep Al', HimeuunHa
(BMPOGHVK NPOMIDKHOT
cymiLi); KepH ®apma
C.J1., IcnaHis
(BUPOGHKK in-bulk;
nepBuHHe Ta
BTOPVHHE MaKyBaHHS;
KOHTPO/Ib SIKOCTI;
BVPOGHWK,
BiAnoBiganbHUIi 3a
BWMYCK cepil);
Na6opatopi ®yHaauio
LAY, IcnaHis
(nopatkoBuiA
BMPOGHWK ANsi cTagii
BTOPWHHOTO
nakyBaHHs FOTOBOr0O
npoaykty); Ciceam,
C.A., IcnaHis
(oopaTkoBuii

Himeuuunna/
IcnaHis

BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny -
3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy.
BBegeHHs1 ab0 3MiHV [0 y3arasibHeHNX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHuX npo
cuctemy chapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi 0cobu,
BiANOBIAANbLHOI 3a 34iliCHEHHA thapMakoHarnsay; KOHTaKTHOT
0cobu 3 chapMakoHarnsay 3asaBHVKa st 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, SKL0 BOHa BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHIKa, BignoBiganbHOT 3a
thapmakoHarnag. NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOT 0COOM 3asiBHUKA,
BignoBigasibHOI 3a hapmakoHarnsag. 3MiHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
MiCLie3HaxXoMKeHHs macTep-haina

6e3
peyenma

UA/6241/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BMPOGHWK ANs cTagii
BTOPWHHOTO
nakyBaHHs roTOBOr0
NPOAYKTY)
171. KAHECTEH | Tabnetku Baiiep Lliseiiua Baiiep Al HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 6e3 UA/3588/03/02
® BariHasibHi no 200 KoHcblomep pis 3MiHM LWOoA0 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenma
Mr, no 3 Tabnetkn Kep Al BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
y 6nictepi; no 1 thapmakoHarnagy (BBe4eHHs y3arasibHeHUX JaHuX Npo
6nictepy B cuctemy hapmakoHarnasgy, 3MiHa ynoBHOBaXeHOi ocobu,
KOMMNJIEKTi 3 BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
annikaTopom B 0cobu 3 hapMakoHarnsay 3asaBHVKa A1st 34iCHEHHS
KapTOHHI Kopoobui hapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmMakoHarnagy (BK1oYaoUumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnag. NponoHoBaHa pefakuis: Justin Daniels.
3MiHa KOHTaKTHMX faHWUX YNOBHOBaXXEHOI 0COOM 3asiBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarniagy. 3MiHa
MiCLie3HaxXOKEHHS MacTep-ainna
172. | KAHECTEH | Tabnetku Baiiep LLiseiiua Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 6e3 UA/3588/03/03
® BariHasibHi no 500 KoHcblomep pist 3MiHu Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peyenma
Mmr, no 1 TabneTui Kep Al BBegeHHs1 abo 3MiHM A0 y3ara/lbHEHWX faHWX NPO cUcTeMy
y 6nicTepi; no 1 thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
6nictepy B cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
KOMMNEKTi 3 BiANOBIAANbHOI 3a 3ilicHEHHS thapmakoHarnsAy; KOHTakTHOT
annikatopom B 0cobu 3 thapmakoHarnagy 3asBHVKa A1 34iINCHEHHSA
KapTOHHIlA KopooLi hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
yNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI AaHi) Ta/abo 3MiHK
Y pO3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag. NponoHoBaHa pefakuisa: Justin Daniels.
3MiHa KOHTaKTHMX AaHnX YNOBHOBaXKEHOT 0CO6U 3asBHUKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AiSiNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-haiina
173. KAHECTEH | Tabnetku Baliep LLiBeliya Baiiep Al HimeuunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 6e3 UA/3588/03/01
® BariHasibHi no 100 KoHcblomep pist 3MiHM LWoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
Mr, no 6 TabneTok Kep Al BBeneHHs abo 3MiHM A0 y3araslbHEHUX AaHWUX NPO cUcTeMy

y 6nicTepi; no 1
6nictepy B
KOMNJIeKTi 3
annikaTopom B
KapTOHHIlA KopoobLi

thapmakoHarnsay (BBefleHHs y3arasibHeHUxX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBIAANLHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHVKa A1 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOT 33 34iICHEHHS
hapmakoHarisgy (BKIKYaUM KOHTaKTHI AaHi) Ta/abo 3MiHu
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsagy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3aABHVKa, BifnoBiganbHOI 3a
thapmakoHarnag. NponoHoBaHa pegakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6U 3asABHNMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[iliCHEHHS1 OCHOBHOI Aisi/IbHOCTI 3 chapmakoHarnsgy. 3miHa
MicLle3HaxX0MKEHHS1 MacTep-chaina
174. KADDPETIH NnopoLuoK aNns Ankanoig AL - | Pecny6n | Ankanoig A - Ckon'e, Pecny6nika BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3miHu | Tuny: 6e3 UA/12923/01/01
KONAMAKC | opasibHOro Ckon'e ika Pecny6nika MakegoHis/ 3MmiHun 3 sikocTi. CepTudikaT BignosigHocTi/lI E-cepTudikat peyenma
® po3unHy, 1000 Makepo MakenoHisi; ABcTpist BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
mr/12,2 mr no 5,15 Hist Fepmec ®apma MM6X, MopaHHA HOBOro abo OHOB/EHOTO cepTudikaTa
I nopoLuka B AscTpis BiANOBIAHOCTI ab0 BUNYyYeHHs cepTudpikarta BiANOBIAHOCTI

cawe; no 10 cawe
B KapTOHHIiA
Kopobu,i

€Bponeiicbkiii hapmakonei: agnsa A®l; ans BuxigHoro
MaTepiany/peareHTy/NpoMKHOIo NPoAyKTy, L0
BMKOPWCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEChKIi
hapmakonei) - OHOBeHUIA cepTudikart Bif yxe
3aTBEpPAKEHOro BUpobHmKka. OHoBneHnin CEP Ne R1-CEP
2006-231-Rev 01 cheHinedpiHy rigpoxiopugy xongepa
Transo-Pharm Handels GmbH, Bupo6Huua ainbHuus Syn-
Tech Chem. & Pharm.Co.,Ltd., Taiwan. 3miHu | Tuny: 3miHun
3 AKoCTi. FoTOBWIA Nnikapcbkuii 3aci6. KOHTpPOb rOTOBOrO
nikapcbkoro 3acoby. 3MiHa y meTogax BUnpobyBaHHS
rOTOBOrO /1iKapCbKoro 3acoby (iHLi 3MiHW y MeTogax
BMNpOGYBaHb (BK/IOYaoUM 3amMiHy abo [ONOBHEHHS)). 3MiHa
MeToankn BEPX BU3HaueHHs foMioK deHinedpiHy
rigpoxnopvgy B MN3. 3miHu | Tvny: AgMIHICTPaTUBHI 3MiHW.
BunyyeHHs BUPOGHWYOT AibHNL (BKIHOYAKUN AibHAL ANS
A®|, npoMiXHOro NPoAykTy abo roToBOro JlikapCbKoro
3acoby, 4inbHNLi ANA NPOBEAEHHS NaKyBaHHSA, BUPOGHYKa,
BiANOBIAA/ILHOIO 3a BMUMNYCK Cepiii, MicLie NpoBeAeHHS
KOHTPO/IO cepii) abo nocTayasibHMKa BUXIAHOIO MaTepiasy,
peareHTy ab0 AOMOMDKHOT PEHOBUHY (SIKLLO 3a3HAYEHO Y
pocbke). (Bunyyaetbesa BUpo6HVK PeHinedpiHy rigpoxnopuay
Boehringer Ingelheim Pharma GmbH & Co. KG 3
BignosigHum CEP). 3miHu | Tuny: 3miHun 3 AKocTi. FoToBuUiA
nikapcbkuii 3aci6. KOHTponb roToBOro NiKapcbKoro 3acoby.
3miHa napamMeTpiB cneuudikaLiin Ta/abo fonycTUMNX Mex
rOTOBOrO /1iKaPCbKOro 3ac00y (3BY)XXEHHS fONYCTUMUX MEX).
(3ByxXeHHs Mex B cneupndikauii MN13: pH 3 3,2-4,3 3MiHEHO
Ha 3,5-4.3; yac po34nMHeHHs 3 He binbLue 5 xB. 40 He binblue
1 xB ( Npw BUMYCKY) i He Binblie 2 xB. (NPOTATOM TEPMIHY
36epiraHHs); BTpata B Maci Npu BUCYLLUYBaHHI 3 He GinbLue
2% [0 He binblue 1%; cyma AOMILLOK napaueTamorsny 3 He
6inbLe 0,3% a0 He 6inblue 0,2%; cyma AOMILLOK
cheHinedpiny rigpoxnopugy 3 2,0% o 1,0%). 3minu | Tuny:
3MiHM 3 siKocTi. FOTOBWMIA Nikapcbkuii 3aci6. Onuc Ta cknag,.
3MiHa y ckiagi (0NoMiKHWUX pevyoBUHax) roToBOro
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
nikapcbkoro 3acoby (cMakoBi 06aBku abo 6apBHUKN) -
[ofaBaHHs, BUNYyYeHHs abo 3amiHa. (3amiHa

apomarusatopa MMOHHOro «MH», kog 143 - i
apomMaTusaTopa SIMMOHHOro «OC», kog, 134, ogHUM

Ha MapKyBaHHi ynakoBku. OMUC NOPOLLKY 3aTBEPKEHO:

KONbopy 6e3 KPyMHWUX YacToK Ta arperatis, 3 IMMOHHO
MEHTO/I0BMM 3anaxoM. PO3uunH 3aTBepakeHo: 6e36apBHuii
OMas1eCLO0UNiA 3 YacTKaMK 3 HEBE/TIMKUM OCafioM;
3anponoHoBaHo: 6e36apBHMIA 311erka onanecLoymnii, 6e3
4acTokK i ocagy, 3 IMMOHHO-MEHTO/IOBVM 3anaxoM. 3MiHu |
TMNy: 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3miHK y
BMPOGHULTBI. 3MiHW Y NpoLeci BUPOGHULTBA FOTOBOTO
nNikapcbKoro 3acoby, BKIOYAKUM NPOMDKHUIA MPOAYKT, WO
3aCTOCOBYETHLCS NPV BUPOGHULITBI FOTOBOTO NiKapCbKOro
3ac06y (He3HayHa 3MiHa y npoueci BUpOOHULITBA).
(He3HauHi 3miHM B npoueci BupobHuuTtsa /13 BHacnigok
3MiHM ckagy).3miHm | Tuny: 3miHu 3 siKocTi. FoToBMiA
nikapcbknii 3aci6. CucteMa KoHTeHep/3akynopoBasibHWiA
3aci6. 3miHa dhopmmn abo po3mipy KOHTelHepa un
3aKynoproBasibHOro 3acoby (MepBUHHOI YNakoBKK)
(HecTepunbHI nikapcbki 3aco6m). (MPONOHYETLCA
BrpoBapKeHHsA thonbr 3 ME agresnBHUM LLapom
[0AaTKOBO [0 (h0/br 3 K1eoBUM aAre3nBHUM LLapoM
(BVKOpUCTaHHA LWapy ket abo nonieTuneHy sk KNew ans
nanepoBoi A0 a/IlOMIHIEBOI YaCTWHW), KNI HE KOHTaKTye
6e3nocepeiHbO 3 NiKapcbkUM 3aco60M. BignosigHo
3MIHIOETBCSA LWiIbHICTb NaKyBaslbHOro Matepiasy.
3arBepmkeHo; 0,51-0,64 r/ 50cm2; 3anponoHoBaHo: 0,47-
0,69 r/ 50cm2. 3miHu | TUny: 3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOro Nikapcbkoro 3acoby.
3MiHa y MmeTogax BunpobyBaHHA roTOBOTO NiKapCbKOro
3aco0y (iHLWi 3MiHK). (Y3romKeHHs TEKCTY B MeToAMKax
BMNpo6yBaHHa Onuc, CepeaHsa maca, pH, Yac po3unHeHHs,
Btpata B maci npu BucyLLyBaHHI, KinbkicHe BU3HaYEHHS,
Mikpob6ionoriyHa uncroTa BignoBigHO A0 MaTepianis
BUPOGHMKA). 3MiHM | TUNY: 3MiHK 3 SIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KOHTponb roToBOrO NiKapcbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO NiKapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBepKeHNX MeTodax
BMNPo6YyBaHHS). (3MiHa B METOAML| BU3HAYEHHS LOMILLOK
MapaueTamony — BUNpaBAeHHA NOMWU/IKN B PO3PaxyHKOBIl
dopmyni). 3miHu | Tuny: 3MiHK 3 SiKOCTi. FOTOBWIA Nikapcbkuii
3aci6. Onuc Ta cknag,. 3miHa y cknagi (4onoMikKHUX

peyoBMHaXx) roToBOro NikapcbKoro 3acoby (iHLi ONOMKHI

apomMaTn3aTopoM JSIMMOHHO-MeHTOM0BUM «PPG», kog, 174).
BignoBigHo Bif6yBatOTLCA 3MiHW B ONWCI NOPOLLKY i PO3YUHY i

NOPOLLIOK 6i/IOro KoNbopy; 3anponoHOBaHO: MOPOLLOK 6inoro

peyoBuHK) - ByAb-sika He3Ha4yHa 3MiHa KislbKiCHOro cknagy




147

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
[OMOMDKHMX PEYOBWH y FOTOBOMY JlikapcbkoMy 3acobi. be3
3MiHM Macu caule.
175. KEHA3O0/M® | wamnyHb, 20 mr/1 dapma WNoppani | ®apwma IHTepHeweHan Woppanis BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3miHu | Tuny - 6e3 UA/8755/01/01
r,no 100 mny IHTEepHeLLeHan a KomnaHi, I7I0p,anis:| 3amMiHa rpad)iyHoro opOpMIEHHS NEPBMHHOI T2 BTOPUHHOT peyenma
dhnakoHi; no 1 Komnawi yNakoBOK Ha TEKCT MapKyBaHHS YakoBOK 3 BiAMNOBIAHUMM
chnakoHy B 3MiHaMu [0 po3Ainy METOAIB KOHTPOSIIO AKOCTI NiKapCbKoro
KapTOHHIli Kopoobui 3acoby (po3gin «IpadiyHe 0hOpMAEHHS YNaKOBKMN»
3aMiHEHO po3aisioMm «MapKyBaHHS»)
176. KETOHAN® | kpeM 5% no 30T CaHpo3 CnoBeHi Cantotac dapma HimeuunHa BHECEHHS 3MiH A0 peecTpauiiHux maTtepianiB:3amiHy Il Tuny - 3a UA/8325/07/01
y Ty6i, no 1 Ty6iy dPapmacbioTika A v6X 3MiHa NapameTpiB crneuyudikaliii Ta/abo AONYyCTUMUX MeX peyenmom
KapTOHHIlA KopooLi ns3 a.a. roTOBOro Nikapcbkoro 3acoby - 3mMiHa NiMITIB 415 KiNbKicHOro
BM3HAYEHHS KeToMpodieHy y cneundikauii Ha TepmiH
npugatHocTi Ao 90-105% Big, HOMIHAIbHOTO 3HAYEHHSA Y
3B 513Ky 3 HAsIBHUMU JaHUMW N0 AOC/IKEHHIO CTabiNIbHOCTI
roTOBOro flikapbKoro 3acoby Ta 415 rapMoHi3aLii napameTpy
crneundikau,ii 3 iHWKXMK KpaiHamu €C; 3anponoHOBaHoO:
KiNibKicHe BU3HauyeHHs: Ha Bunyck: 50,00 mr/r £5% (47,50 -
52,50 mr/r), Ha TepmiH npugaTtHocTi: 50,00 mr/r-10%/+5%
(45,00 -52,50 mr/r)
177. KETOTU®E | Tabnetkun no 0,001 MpuBaTHe YkpaiHa | [MpuBaTHe akuioHepHe Ykpaina BHECEHHSA 3MiH [0 peecTpaliiiHnx maTepianis:3amiHu Il Tuny - 3a UA/3317/01/01
H r no 10 Tabnetok y aKLioHepHe TOBapUCTBO "JIeKXim- BBE/IeHHS NepiognyYHOCTI KOHTPOJII0 rOTOBOTO NiKapPCbKOro peyernmom
6nicTepi; no 1 abo TOBapuCTBO Xapkis" 3acoby 3a nokasHukom "MikpobiosoriyHa umctoTa'™
3 6nicTepu y nayu,i "Jlekxim- KOHTPONIOETLCA NepLlia Ta KoXHa N'ATta HacTynHa cepis
3 KapTOHY Xapkis"
178. KETOTU®E | Tabnetku no 0,001 MpuBaTHe YkpaiHa | [NpuBarHe akuioHepHe YkpaiHa BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:3aMiHu Il Tuny - - UA/0207/01/01
H rin bulk: no 3000 akuioHepHe TOBapuCTBO "J1EeKXiM- BBEJEHHS NepioANYHOCTI KOHTPOJIKO FTOTOBOTO /iKAPCbKOro
Tabnetok y TOBapuCTBO Xapkis" 3acoby 3a nokasHukom "MikpobionoriyHa umctoTa'™:
KOHTelHepax "Nlekxim- KOHTPOMIOETHCSA MepLUa Ta KOXHa N'ATa HacTynHa cepis
Xapkis"
179. | KITPYAA® KOHLeHTpaT ans LWepiHr-Mnay LLiseiiua BMPOGHMK Ipnangis/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/16209/01/01
pO34uHy ANns CeHTpan Ict pist Hepo3dacoBaHol Benvka 3MiHu Wwopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsay. peuenmom
iHdpy3iA, 25 mr/imn, Al NpPoAyKUii, KOHTPO/Ib BpuTtaHis/ 3MiHM y TepaneBTUYHNX NoKasaHHAX (4o4aBaHHA HOBOrO
no 4 mn AKOCTi Ta TeCTyBaHHSA Higepnanawn/ TepaneBTUYHOTO NoKa3aHHA abo 3MiHa y 3aTBepiKeHOMY
KOHUeHTpaTy y cTabinbHoCTI, Benbris nokasaHHi). 3MiH1 BHECEeHO [0 IHCTPYKLUiT Ans MeanyHOro
thnakoHi; no 1 NepBUHHE NaKyBaHHS: 3aCTOCYBaHHS NiKapCbKoro 3acoby A0 po3ainy "MokasaHHa"
chnakoHy 3 MC/ IpnaHgis Ta, SIK HacnigokK, Ao po3ainis "Oco6MBOCTI 3aCTOCYBaHHA",

npenaparom B
KapTOHHI Kopoobui

(Kapnoy), IpnaHgisi;
KOHTPO/Ib SKOCTi Ta
TecTyBaHHs
CTabiNbHOCTI:
MC/, IHTepHewwHn
M6X/MCJ, IpnaHgais
(BpiHHi), IpnaHgis;
H.B. OpraHoH,
HigepnaHgy;
KosaHc Jlabopatopi3
Nimiten (KoaHc),

"Cnoci6 3acTocyBaHHA Ta fo3un", "Mo6idHi peakuii”.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCIA 3aTBEPMKEHHS.
3miHu |l TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
dhapmakoHarnsgy. 3MiHM y TepaneBTUHHUX NMOoKa3aHHAX
(4of4aBaHHS HOBOro TepaneBTUYHOrO NoKa3aHHSA abo 3MiHa y
3aTBEPAXEHOMY NoKa3aHHi). 3MiHM BHECEHO [0 IHCTpyKui
[ANsi MeAMYHOro 3aCTOCyBaHHSA /likapCbKoro 3acoby Ao
po3giny "MokasaHHA" (BHECEHO 3MiHN A0 3aTBEPAKEHOTO
nokasaHHs HeZpiOHOKNITUHHWIA pak nereHb:"-MNpenapat
KiTpyaa® y kombiHaLii 3 kapbonnatuHoOM Ta naknitakcesiom
abo Hab-nakniTakcesnoM nokasaHuii Sk npenapaTt nepLuoi
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n/n

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o

180.

Benuka BputaHis;
TeCcTyBaHHs
cTabiNbHOCTI:
HysicaH Mm6X,
HimeuuunHa;
BTOPVHHE MaKyBaHHS,
[03BiN Ha BUNYCK
cepii:
LWepinr-Mnay /1a6o
H.B., Benbris

NiHiT ANS NayieHTIB i3 MeTacTaTUYHUM NIOCKOKNITUHHUM
HAPN.") Ta, sk Hacnigok, Ao po3ainis "Cnoci6 3acTocyBaHHSA
Ta fosun", "Mo6ivHi peakuii". BBefeHHs 3MiH NpOTAroM 6-Tu
MicsAUiB MicnsA 3aTBepKeHHs. 3MiHu |l Tuny - 3MiHu Wwopao
6e3nekn/edekTMBHOCTI Ta thapMakoHarnsagy. 3MiHn y
TepaneBTUYHUX NOKa3aHHAX (fofaBaHHSA HOBOTO
TepaneBTUYHOTO NoKa3aHHA abo 3MiHa y 3aTBepKEeHOMY
nokKasaHHi). 3MiHN BHeCeHO [0 IHCTPYKLUiT Ana MeanyHOro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3giny "MokasaHHa"
(nopaHo Hose nokasaHHA: "l'enatouentonAapHa kapLymHoma.
Mpenapar KiTpyaa® nokasaHuii gnsi NikyBaHHSA NaLieHTIB i3
renatouentonsapHoto kapumHomo (HCC), akum paHiwe
NpPOBOAUNY NiKyBaHHA copadheHibom.") Ta, Sk Hacnigok, Ao
po3giniB "Cnoci6 3acTocyBaHHA Ta go3un", "MobivHi peakuii”.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNIA 3aTBEPMKEHHS.
3minu |l Tuny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. 3MiH1 y KOPOTKill XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iIHCTPYKLIT Ans
MeAVYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKMIHIYHUMM, KMIHIYHUMUN JaHUMK Ta AaHUMK 3
hapmakoHarnsgy. 3MiHum BHeceHo [0 IHCTpyKuii Ans
MeZJMNYHOro 3aCTOCYBaHHS MikapcbKoro 3acoby Jo po3ainis
"Oco6mBocCTi 3acTocyBaHHA", "Mo6iYHI peakuil”, a Takox
BHECEHi pefakTopChbKi NpaBku A0 TEKCTY po3giny
"Moka3aHHs". BBeAEHHS 3MiH NPOTArom 6-Tu MicAUB nicns
3aTBEPAKEHHS.

nocsBi04YeHHs

Baiep
KoHcblomep
Kep Al

LLiBelina
pis

LWepinr-Mnay /1a6o
H.B.

Benbris

BHECEHHS 3MiH [0 peecTpaLjiiHux maTepiasis:3MiHn | Tuny -
3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy.
BBegeHHs1 a60 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX faHux npo
cuctemy hapmakoHarnisgy, 3miHa YrnoBHOBaXKeHOT ocobw,
BiANOBIAANbLHOI 3a 3iicCHEHHS thapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarns4y 3asBHUKa 415 34iIACHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarniagy (BKIKYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHYKa, BignoBiganibHOI 3a
thapmakoHarniag. NponoHoBaHa pegakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHnX YNOBHOBaXKEHOT 0CO6U 3aABHMKA,
BignosigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[jiACHEHHST OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarnagy. 3MiHa
MicLle3Hax0MKEHHS1 MacTep-chaina

6e3
peyenma

UA/10060/01/01

181.

Hassa Popma sUMYCKY
JliKapcbKo2
0 3acoby

KNAPUTUH | Tabnetku no 10 mr

® no 7 a6o 10
Tabnetok y
6nictepi; no 1
6nictepy B
KapTOHHIlA KOpooLi

KNAPUTUH | cupon, 1 mr/mn no

® 60 mn1 a6o no 120
MmNy dpriakoHax Ne
1

Baiiep
KoHcblomep
Kep Al

Lseiiua
pist

LWepinr-Mnay /1a6o
H.B.

Benbris

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHux npo
cucTemy hapmakoHarasgy, 3MiHa yNnoBHOBaXXeHOI ocobu,

6e3
peyenma

UA/2171/02/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BiANOBIAANbLHOI 3a 34iliCHEHHS thapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa oNsi 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOI 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHK
y po3MilLieHHi MacTep-haiina cuctemn dhapmakoHarnagy) -
3MiHa YNMOBHOB&XEHOI 0CO6M, BiANOBIAA/IbHOI 3@ 34iiCHEHHS
thapmakoHarnagy: NponoHoBaHa peakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHWX YNOBHOBAaXEHOI 0co6H,
BiANOBIA&/IbHOI 3a 34iicCHEHHS dhapmakoHarnsagy. 3miHa
MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
3MiHa MicLe3HaxoMKeHHA MacTep-caiina
182. | KNAPUTPO | TabneTku, BKpPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHix maTepianis:3aMinu Il Tuny - 3a UA/2547/01/01
MILUVH NAiBKOBOO "Kuismegnpen "Kuismegnpenapar” BBEJEHHS aNlbTepHATUBHOIO BUpo6HUKa AdI peyernmom
060/10HKO0, MO apat" KnaputpomiuuHy, Zhejiang Guobang Pharmaceutical Co.,
250 mr no 10 Ltd., Kutai, 3 HagaHHAM macTep-ghainy
Tabnetok y
6nictepi; no 1
6nictepy B nayui
183. KNAPUTPO | Tabnetku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHSA 3MiH [0 peecTpaliiiHnx maTepianis:3miHu Il Tuny - 3a UA/2547/01/02
MILH N/1iBKOBOIO "Kvismegnpen "Kvismegnpenapat” BBEJEHHS a/IbTEPHATNBHOTO BUPOOHUKa AdI peyenmom
060/10HKO0, N0 apar" KnaputpomiyuHy, Zhejiang Guobang Pharmaceutical Co.,
500 mr no 10 Ltd., Kutai, 3 HagaHHAM mMacTep-ghaiiny
TabneTtok y
6nicTepi; no 1
6nictepy B nayui
184. KNOTPUMA | TabneTtku OpraHocuH IHais EBepTogxeH Janid IHgis BHECEHHS 3MiH 40 peeCcTpaLiiHnX MmaTepiasiiB:3miHn | Tuny - 6e3 UA/8794/02/01
30n BariHasibHi no 100 Naiidp CaeHcu3 Nlimiteq 3MiHW BHECEHI B TEKCT MapKyBaHHS YNakoBKM /iKapCbKoro peyenma
Mr, no 6 TabneTok CaeHcu3 IMBT. 3acoby o040 3a3HAaYEHHSA MDKHAPOAHNX NO3HAYEHb
y cTpuni; no 1 n1g. OfIMHULIb BUMIPIOBAHHSA. TakoXX BHECEHHSA 3MiH A0 po3ainy
cTpuny 3 “MapKyBaHHS" METO/IB KOHTPOJIIO AKOCTI NikapCbKoro
annikaTopom y 3acoby. BeefeHHsA 3MiH NpoTAroM 6-Tu micsuis nicns
KapTOHHIN nauuy; 3aTBEPKEHHS
no 6 TabneTtok y
6nictepi; no 1
6nictepy 3
annikatopom y
KapTOHHIA nayui
185. | KNOTPUMA | ma3b 1% no20r OpraHocuH IHAjsA EHK'106 ETikans IHAjs BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3miHu | Tuny - Ges UA/8794/01/01
30n y Ty6i; no 1 Ty6i B Naiidp MpaiisiT NimiTeq 3MiHM BHECEHI B TEKCT MapKyBaHHS YNakoBKM /iKapCbKoro peyenma
naJui 3 KapToHy CaeHcu3 IMBT. 3acoby o040 3a3HAaYEHHSA MDKHAPOAHNX MO3HAYEHb
n1g. OfMHULIb BUMIPIOBaHHSA. TakoXX BHECEHHSA 3MiH 40 po3ainy
“MapKyBaHHS" METO/IB KOHTPOJIIO AKOCTI NikapCbKoro
3acoby. BeegeHHsA 3MiH NpoTAroM 6-Tu micsuiB nicns
3aTBEPKEHHS
186. KOAKT NopoLUoK ANns Aypo6iHa0 IHais Aypob6iHgo dapma IHAis BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/13884/02/01
Opa/TbHOT Papwma JITa Nimitea, OHIT-XII 3miHu woao 6esnekn/eddeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

cycneHsii, 125
mr/31,25 mr 8 5
M, 1 cdonakoH 3
[03yBa/IbHUM
KOBMaYKoM y
KapTOHHIA KOpOGL

3MiHU Y KOPOTKIil XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeAnYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMX/6ionogibHNX NikapCbkMx 3acobis
nicns BHECEHHS Tiel camoi 3MiHU Ha ped)epeHTHWIA npenapar
(3miHa He noTpebye HafaHHA XOLHWUX HOBMX [0AATKOBUX
LaHnx). 3MiHW BHECEHO [0 IHCTPYKLIi flikapCbKoro 3acoby y
po3ginu: "®apmakoTepaneBTuyHa rpyna.” (yTOYHEHHS
Ha3Bu), "®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(yTouHeHHs iHcbopmauii), "B3aemogis 3 iHWMMK NikapCbKUMu
3acobamu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog BaritTHocTi abo
roflyBaHHs rpyaar”, "3aatHicTb BNIMBATU Ha LUBUAKICTb
peakLjii Npy KepyBaHHi aBTOTPaHCMNOPTOM ab0 iHLIMMUK
MexaHismamu", "Cnocib 3actocyBaHHsA Ta gosu", "Oitn"
(3aTBEpAXEHO: 3acTOCOBYBaTY AiTAM 3 HAPOKEHHSA. [iTAM
(BK/IHOYAKOUW HELJOHOLLEHNX HOBOHAPOMKEHUX) Y NepLui
TWXHI XUTTS 3aCTOCOBYBATM Npenapar He YacTile HiX ABidi
Ha fieHb. 3anponoHoBaHO: 3aCTOCOBYIOTb AiTAM BiKOM Bif, 2
micsuiB. Aitam 3 Macoto Tina 6inbwe 40 Kr npu3HavYalTb
npenapar B iHLWI nikapcbkiii hopmi.), "MepenosyBaHHs",
"Mo6iuHi peakwii" 3rigHO 3 iHhopMaLElo Woh0 MenyHOro
3aCTOCyBaHHA ped)epeHTHOro NikapcbKoro 3acoby
(Augmentin, powder for oral suspension, 125 mg/31,25 mg;
250 mg/62,5 mg, He 3apeecTpoBaHuii B YKpaiHi). BBegeHHS
3MiH NPOTAroM 6-TK MicALIB NiC/1A 3aTBEPIKEHHS.

187.

KOAKT

NOPOLLIOK AnS
opasibHOT
cycneHsii, 250
mr/62,5 mMr B 5 mn,
1 cdonakoH 3
[03yBa/IbHUM
KOBMaYKoM y
KapTOHHI Kopoobui

Aypo6iHa0
Papma /114

IHais

Aypob6iHgo dapma
Nimitea, OHIT-XII

IHAis

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianis: 3MiHu | TUny -
3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKil XapakTepucTuLj NikapCcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLT AN MeANYHOro 3acToCyBaHHA
reHepuyHUX/ribpuaHMx/6ionoaibHNX nikapcbknx 3acobis
nicns BHeCEHHs Tiel camoi 3MiHU Ha pedepeHTHWIA Npenapar
(3miHa He noTpebye HaflaHHA XOLHWUX HOBMX [0AAaTKOBUX
OaHnx). 3MiHW BHECEHO [0 IHCTPYKLi /likapCbKoro 3acoby y
po3ginu: "®apmakoTepaneBTuyHa rpyna.” (yTOYHEHHS
Ha3Bu), "®apmakonoriyHi BnactusocTi”, "MokasaHHs"
(yTouHeHHs iHchbopmawii), "B3aemogis 3 iHWMMK nikapCbKumu
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog BaritTHoCTi abo
rofyBaHHs rpyaar”, "3aatHicTb BN/IMBATU Ha LUBUAKICTb
peakLjii Npy KepyBaHHi aBTOTPaHCMNOPTOM ab0 iHLIMMUK
MexaHismamu", "Cnocib 3actocyBaHHsa Ta gosu", "4itun"
(3aTBEpAXEHO: 3aCTOCOBYBATY AiTAM 3 HAPOMKEHHS. [iTAM
(BK/HOYAIOUW HEJOHOLLIEHNX HOBOHAPOMKEHUX) Y NepLui
TWKHI XUTTS 3aCTOCOBYBATM Npenapar He YacTille HiXK ABidi
Ha AeHb. 3anponoHoBaHO: 3aCTOCOBYIOTb AiTAM BiKOM Bif, 2
micsAuiB. [iTam 3 Macoto Tina 6inbwe 40 Kr npu3HavyalTb
npenapar B iHLWI nikapcbkiii hopmi.), "MepesosyBaHHs",
"Mo6iyHi peakuii" 3rigHoO 3 iHOpMaLE Woa0 MeanyHoro

3a
peyenmom

UA/13884/02/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
3aCTOCyBaHHA ped)epeHTHOro NikapcbKoro 3acoby
(Augmentin, powder for oral suspension, 125 mg/31,25 mg;
250 mg/62,5 mg, He 3apeecTpoBaHuii B YKpaiHi). BBegeHHS
3MiH NPOTAroM 6-TK MiCALIB NiC/1A 3aTBEPIKEHHS.
188. KOMOMIUW | nopowok ans TOB "TeBa YkpaiHa Kcenis [Oanisa/ BHECEHHS 3MiH [J0 peecTpaLiiHMx maTepianis:3miHu | Tuny - 3a UA/7533/01/01
H IH'EKLIA po3unHy ana YkpaiHa" dapmacbtoTikens AnC, YropwuHa/ BW/TYYEHHS Ha3BW NOCTaYa/lbHVKa NaKyBaslbHNX MaTepianis peyenmom
iH'eKUii, iHdy3ii [JaHis (BUpO6GHMLTBO Benuka Ta BHECEHHS peAaKTOPCbKMX 3MiH 4o po3giny 3.2.P.7
abo iHransuyin no 1 Hepo3dghacoBaHoro BpuTaHis CurcTeMa KoHTelHep/3akynoptoBasibHUlA 3aci6
000 000 MO 10 NpoAyKTYy, NepBuHHa
chnakoHiB 3 yMakoBKa, KOHTPO/1b
NOPOLLKOM B cepii); Kcenis
KapTOHHI Kopoobui dapmacbloTikens
nrta., YropwmHa
(koHTpO/b cepii); MNeH
dapmacboTikas
Cepgices JlimiTeg,
Benvka BputaHis
(BTOpMHHA ynakoBKa,
[03BiN Ha BUNYCK
cepii)
189. Konomiun NOpOLLOK A8 TOB "TeBa YKpaina Kcenis [Lanis/ BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasiB:3miHn | Tuny - 3a UA/7533/01/02
H IH'EKUIA pPO34unHy Ana YkpaiHa" $apmacbtoTikens AncC, Yropwumna/ BW/TYYEHHS HA3BW NocTavyasibHUKa NakyBaslbHUX martepiasis peyenmom
iH'eKLi, iHdys3iit [JaHisa (BMpo6HULTBO Benvka Ta BHECEHHSI peiakTOPCbKuNX 3MiH 40 po3giny 3.2.P.7
abo iHransauin no 2 Hepo3cacoBaHoro BputaHis CuncTemMa KoHTelHep/3aKynopioBasibHUIA 3aci6
000 000 MO 10 NPOAYKTY, NEPBUHHA
hNakoHiB 3 yNakoBKa, KOHTPO/1b
NMOPOLLUKOM B cepii); Kcenis
KapTOHHIA KopoobLi dapmacbloTikens
nra., YropwmHa
(koHTponb cepii); MeH
PapmacbloTikau
Cepsices JliviTes,
Benuka BputaHis
(BTOPUHHA ynakoBka,
[03BiN Ha BUNYyCK
cepii)
190. KOMBITPU Ma3b no 20ry OpraHocuH IHais EHK'106 ETikans IHais BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis:3miHu | Tuny - 6e3 UA/1920/02/01
ne KOHTeliHepi; no 1 Naiigp MpaiisiT NimiTeq 3MiHW BHECEHI B TEKCT MapKyBaHHS NePBUHHOI Ta BTOPUHHOT peyenma
KOHTelHepy B CaeHcus MMBT. yNaKoBKM MiKapCbKOro 3acoby LL0A0 3a3HaYeHHs
nayui; no 20 r a6o n1g. MDKHapOAHWUX NO3HAYeHb OAVHWLb BUMIPOBaHHS
no 40 r y Ty6i, no (BignosigHo o cuctemn Sl). BeegeHHs 3MiH npoTsarom 3-x
1 Ty6i y KapTOHHIN MiCSILiB MicNsi 3aTBEPAKEHHSI
nauui
191. KOMBICMA | Tabnetku; no 10 OpraHocuH IHais EBepTomxeH Navidh IHais BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - Ne 10, Ne 20 UA/3088/01/01
3M® Tabnetok y Naiigp CaeHcus flimiteq 3MiHM BHECEHO 040 OHOB/IEHHS TEKCTY MapKyBaHHSs — 6e3
6nicTepi 3 donbru CaeHcua MMBT. YMakoBKM NiKapCbKOro 3acoby Ta 3a3Ha4yeHHs MiXXHapOAHWX peyenma;
anoMiHieBOT Ta nra. Nno3HayeHb OAUHULL BUMIPIOBaHHS). BBeAeHHSA 3MiH Ne 100 - 3a

nniBkn

peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
NoNiX10PBiHINOBOI NpoTArom 6-Tu MiCALIB MiCNs 3aTBEPMKEHHS
;no 1a6o 10
6nictepiB y
KapTOHHI/ navwy;
no 10 TabneTok B
atoMiHieBOMY
6nicTepi; no 1
6nictepy y
KapTOHHI nauw;
no 10 KapTOHHUX
nayvokK y rypTosiii
KapTOHHI nauw;
no 10 TabneTok B
antoMmiHieBOMy
6nictepi; no 1
6nictepy B
KapTOHHI nauwy;
no 10 TabneTok B
anoMiHieBOMy
6nicTepi; no 10
6nicTepis B
KapTOHHI/ navwy;
no 10 TabneTok B
atoMiHieBOMY
6nicTepi; no 2
6nicTepu B
KapTOHHIA nayui
192. | KPECTOP TabneTku, BKpUTI ACTPA3EHEK | Benuka AINIEp CLUA/ Benuka BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/3772/01/01
NAiBKOBOO A HOK NimiTepq BputaHi | ®apmacbloTukanc IHk., BpuTaHia 3MiHM Woao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsaay. peuenmom
060n0HkKo0, No 10 A CLUA (BMpOGHMK BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
mr Ne 28 (14x2) y nikapcbkoro 3acoby “in hapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux npo
6nictepax bulk"); AcTpa3eHeka cucTemy thapmakoHarnisgy, 3MiHa ynoBHOBaxeHoi ocobu,
HOK NimiTen, Benuka BiANOBIA&NbHOI 3a 34iliCHEHHSA thapmakoHarnsAy; KOHTakTHOT
BpuTaHis (BUPO6HUK, 0cob6u 3 hapmakoHarnsay 3asaBHVKa o1 34iCHEHHS
BiAnoBigabHUIA 3a hapMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
nakyBaHHs1, KOHTPO/1b yNOBHOB&XeHOT 0cobM, BigNoBiAaNbHOI 3a 34iACHEHHS
Ta BUNycK cepii.) hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI gaHi) Ta/abo 3MiHn
Y pO3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U BiANOBIZaIbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pepakuis: Magnus Ysander. 3miHa
KOHTaKTHUX JaHnX yNOBHOBaXEHOI 0cobu, BignoBigabHOI 3a
thapmakoHarnsag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBigasibHOI
3a (hapmakoHarang
193. KPECTOP TabneTku, BKpUTI ACTPA3EHEK | Benuka ANIEp CLA/ Benuka BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/3772/01/02
nAiBKOBOIO A HOK fimiteq BputaHi | ®apmacbloTukanc IHk., BpuTaHis 3MiHM WoAao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peuenmom
060/10HKO0, Mo 20 A CLUA (BMpOGHMK BBefeHHs1 ab0 3MiHM [0 y3araJlbHEHUX AaHWX NMPOo cucTemy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
mr Ne 28 (14x2) y nikapcbkoro 3acoby "in hapmakoHarnsgy (BBeAeHHS y3arasibHeHVX faHux npo
6nictepax bulk"); AcTpa3eHeka cuctemy dpapmakoHarnsigy, aMmiHa yrnoBHOBaXeEH0i 0cobu,
HOK NimiTen, Benuka BiANOBIAANLHOI 3a 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
BpuTaHis (BUPO6HUK, 0cob6u 3 hapmakoHarnsgy 3asaBHVKa A1 34iIACHEHHS
BiANoBigabHUIA 3a thapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
nakyBaHHs1, KOHTPO/1b YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOI 33 34iICHEHHS
Ta BMUNycK cepii.) thapmakoHarnsgy (Bkovalouy KOHTakKTHI AaHi) Ta/abo 3MiHn
Y pO3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U BiANOBIAaILHOI 3a
dhapmakoHarnsag;
MponoHoBaHa pepakuis: Magnus Ysander. 3miHa
KOHTaKTHUX AaHWX YyNOBHOBaXEHOI 0cobu, BignoBiabHOT 3a
thapmakoHarnag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobw, BignoBigasibHOI
3a (hapmakoHarnag
194. | KPECTOP TabneTku, BKpUTI ACTPA3EHEK | Benuka AINIEp CLUA/ Benuka BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiastiB:3MiHu | Tuny - 3a UA/3772/01/03
NAiBKOBOKO A HOK NimiTepq BputaHi | ®apmacbloTukanc IHk., BpuTaHis 3MiHM Wopao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsaay. peuenmom
060n0Hkot0, No 40 A CLUA (BMpOGHMK BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO CUcTemy
mr Ne 28 (7x4) y nikapcbkoro 3acoby “in hapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux npo
6nictepax bulk"); AcTpa3eHeka cucTemy thapmakoHarnisgy, 3MiHa ynoBHOBaxeHoi ocobu,
HOK NimiTen, Benuka BiANOBIA&NbHOI 3a 3ilicCHEHHSA thapmakoHarnsAy; KOHTakTHOT
BpuTaHis (BUPO6HUK, 0cob6u 3 hapmakoHarnsay 3asaBHVKa o1 34iCHEHHS
BiAnoBigabHUIA 3a hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
nakyBaHHs1, KOHTPOS1b yNOBHOB&XeHOT 0cobM, BigNoBiAanbHOI 3a 34iACHEHHS
Ta BUNycK cepii.) hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI gaHi) Ta/abo 3MiHn
Y po3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U BiANOBIZaIbHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pepakuis: Magnus Ysander. 3MiHa
KOHTaKTHUX JaHnX yNOBHOBaXEHOI 0cobu, BignoBiAa1bHOT 3a
thapmakoHarnsag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu, BignoBigaibHOI
3a (hapmakoHarang
195. KPECTOP TabneTku, BKpUTI ACTPA3EHEK | Benuka ANIEp CLWA/ Benuka BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/3772/01/04
NAiBKOBOIO A HOK fNimiteq BputaHi | ®apmacbloTukanc IHk., BpuTaHis 3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peuenmom
06010HKO0, N0 5 a CLUA (BMpOGHMK BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy

Mmr Ne 28 (14x2) y
6nictepax

nikapcbkoro 3acoby “in
bulk"); AcTpa3eHeka
HOK NimiTen, Benuka
BpuTaHis (BUPO6HUK,
BiAnoBigabHUii 3a
nakyBaHHs!, KOHTPO/1b
Ta BUNYCK cepil.)

thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
cucTemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAANbLHOI 3a 3ilicCHEHHS thapmakoHarnsAy; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHuKa A1 34iINCHEHHSA
hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHu
Y pO3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U BiAMNOBIZaIbLHOI 3a
dhapmakoHarnsg;
MponoHoBaHa pepakuis: Magnus Ysander. 3miHa
KOHTaKTHUX AaHWX YNMOBHOBaXEHOI 0cobu, BignoBigaibHOI 3a
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
thapmakoHarnag.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobw, BignoBigasibHOT
3a (hapmakoHarnag
196. | KCAPENTO | TabneTku, BKPUTI Baitep Al Himeuun | Baiiep Al, HimeuunHa Himeuunna/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/9201/01/04
® NAiBKOBOO Ha (ans Bcboro ITanis 3iHK Woa0 6e3nekn/edekTUBHOCTI Ta hapMakoHarniagy. peuenmom
0060/10HKOI0, MO BMPOGHNYOro BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX NPO cucTemy
2,5wmr, no 14 npouecy); baiiep thapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHux npo
TabneTok y Xenckep cucTemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT 0coow,
6nicTepi; no 1 abo MaHyhakTypiHr BiANOBIA&NbHOI 3a 34iiCHEHHS thapMakoHarnsAy; KOHTakTHOT
4 6nictepu B C.P.N., Itania (gns 0co6u 3 hapmakoHarnsay 3asaBHVKa o1 34iCHEHHS
KapTOHHI nauwi BCbOr0 BUPOOHNYOro hapMakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
npouecy); LWreremaxH yNOBHOB&XeHOT 0cobM, BifgNoBiAaNbHOI 3a 34iCHEHHS
JNloHdepnakyHr & hapmakoHarnsgy (Bkovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn
NoricTiwep Cepsic Y pO3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
e.K., Himeuunna (gns 3MiHa YNOBHOBaXEHOI 0CO6M 3asBHMKa, BifgNoBiganbHOT 3a
BTOPUHHOTO hapmakoHarnsg. MNponoHoBaHa peakuis: Justin Daniels.
nakyBaHHs1) 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6GU 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-haiina
197. KCAPENTO | Tabnetku, BKpUTI Baiiep Al Himeuun Baviep Al HimeuunHa BHECEHHS 3MiH A0 peecTpaLiiHnX 3a UA/9201/01/02
® NNiBKOBOIO Ha mMartepianis:e3nekn/eteKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
060/10HKO0, No 15 BBefeHHs1 a60 3MiHM A0 y3arasibHeHNX faHnX Npo cucTemy
mr; Ne 14 (14x1); hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
Ne 42 (14x3): no cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXeEH0i 0cobu,
14 TabneTok y BiANOBiAANbLHOI 32 3iicCHEHHS thapMakoHarnsay; KOHTakTHOT
6nicTepi, no 1, ocob6u 3 chapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
abo no 3 6nictepu thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
B KapTOHHIiA nauw,i YMNOBHOBaXXEHOT 0CO6M, BiANOBIAaNLHOT 32 34iCHEHHS
hapmakoHarniagy (BK1HYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHVKa, BifnoBigaibHOI 3a
thapmakoHarniag. NponoHoBaHa pegakuist: Justin Daniels.
3MiHa KOHTaKTH/X AaHNX YNOBHOBaXKEHOT 0CO6U 3asBHMKA,
BignoBigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[jACHEHHSI OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarnagy. 3MiHa
MicLle3Hax0MKEHHS1 MacTep-chaina
198. KCAPENTO | TabneTku, BKPUTI Baiiep Al Himeuun Baiiep Al HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHnX MmaTepianis:3miHu | Tuny - 3a UA/9201/01/03
® NAiBKOBOIO Ha 3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy. peyenmom

o060n0oHkoto, no 20
mr; Ne 28 (14x2);
Ne 100 (10x10): no
10, a6o no 14
Tabnetok y
6nictepi; no 2,
a6o 10 6nicTepiB y
KapTOHHIA navui

BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX NPO cucTemy
hapmakoHarnsagy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy dpapmakoHarnsgy, 3MmiHa yroBHOBaXEHOi 0cobu,
BiANOBIAANbLHOI 3a 34iicCHEHHSA thapMakoHarnsay; KOHTaKTHOT
0cobu 3 hapMakoHarnsay 3asBHVKa st 34iiCHEHHS
chapMakoHarnisaay B YkpaiHi, SIKLLO BOHA BigMiHHA Big,
yMNOBHOBaXeHOT 0cobu, BiANoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1oYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
Y PO3MilLleHHI MacTep-daiina cuctemun oapMakoHarisgy) -
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

3MiHa YNOBHOBaXEHOI 0CO6M 3asBHMKa, BignoBiganbHOT 3a

thapmakoHarnag. NponoHoBaHa peakuis: Justin Daniels.

3MiHa KOHTaKTHMX AaHWUX YNOBHOBaXEHOI 0COBM 3asBHUKA,

BiANOBIAa/IbHOI 3a hapmakoHarnifg. 3miHa micus
3[jACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarniagy. 3MiHa
MicLie3HaX0KeHHsi MacTep-dhaiina
199. | KCAPENTO | TabneTku, BKPUTI Baiiep Al Himeuun Baiiep Al HimeuunHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/9201/01/01
® NAiBKOBOO Ha 3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsamy. peuenmom
060n0HkKo0, No 10 BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO CUcTemy
mr; Ne 5 (5x1): no hapmakoHarnsgy (BBeAeHHs y3arasibHeHVX faHux npo
5 Tabnetok y cucTemy thapmakoHarnisgy, 3MiHa ynoBHOBaxeHoi ocobu,
6nicTepi; no 1 BiANOBIA&NbHOI 3a 34iliCHEHHSA thapmakoHarnsAy; KOHTakTHOT
6nictepy y 0cob6u 3 hapmakoHarnsgy 3asaBHVKa o1 34iCHEHHS
KapTOHHI naywy; hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
Ne 10 (10x1), Ne yNOBHOB&XeHOT 0cobM, BigNoBiAaNbHOI 3a 34iACHEHHS
100 (10x10): no 10 hapmakoHarnsgy (Bkovakouy KOHTakKTHI gaHi) Ta/abo 3MiHn
Tabnetok y Y po3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
6nictepi; no 1 a6o 3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHMKA, BignoBigasibHOI 3a
no 10 6nicTepiB y thapmakoHarnsg. MNponoHoBaHa peakuis: Justin Daniels.
KapTOHHI navui 3MiHa KOHTaKTHMX AaHNX YNOBHOBaXKEHOT 0CO6GU 3asBHUKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-haiina
200. KCENbAH3 | TabneTkun, BKPUTI Mdpaiizep CLWA BMPOGHMLTBO 3a Himeuunna/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: TexHiuHa 3a UA/14485/01/01

nniBKOBOKO Eny.Ci.Mi. NOBHUM LMK/IOM: CLA nomusika (3rigHo Hakasy MO3 Big, 23.07.2015 Ne 460 - peyenmom
060/10HKOI0, M0 14 KopnopeiiwH Mcpaiizep BMNPAaB/IEHO TEXHIYHY NOMUIIKY B IHCTPYKUIT 415 MEAUYHOIO
TabneTok y MeHodek ypUHr 3acToCyBaHHSA MikapcbKoro 3acoby y po3gini «Cknag»
6nicTepi; no 1 abo [oiunena MmoéX, (ZOMOMiXXHI pevoBUHM)
4 6nictepn y HimeuuunHa;
KapTOHHI nauuj 3 BTOPVHHE NakKyBaHHsA
MapKyBaHHSAM Ta [,03BiN Ha BUMYCK

YKpaiHCLKO
MOBOIO; no 14
Tabnetok y
6nictepi 3
MapKyBaHHSIM
aHrniicbkolo abo
iHLIO IHO3EMHO0
MOBOI0; no 1 a6o 4
6nictepu y
KapTOHHIlA nayuj 3
MapKyBaHHsIM
aHrniicbkolo abo
iHLIO IHO3EMHO0
MOBOIO 3i
CTUKEPOM
YKpaiHCLKO
MOBOI0; No 28 abo

cepii:
Mdparizep
PapmactoTikans JI1C,
CLLA
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60 TabneTtok y
hnakoHax 3
MapKyBaHHSIM
YKpaiHCbKOH
MOBOIO
201. | NNA30/JIBAH | cupon, 30 mr/5 mn; TOB YkpaiHa [Jenbdapm Peimc, PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3mMiHu | Tuny: 6e3 UA/13771/01/01
®3 no 100 a6o no 200 «CaHodi- ®paHuis; Icnanis 3MmiHu 3 SKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Onuc Ta ckiag. peyenma
MONYHWUYH | mn y cpnakoHi; no ABeHTIC BepiHrep IHrenbxaim 3miHa y cknagi (4oNoMiKHUX peyoBUHaX) roTOBOro
O- 1 conakoHy B YKpaiHa» Ecnana, CA, Icnanis nikapcbkoro 3acoby (cmakosi fo6aBkn abo 6apBHUKY) -
BEPLLKOB KOMMNJIEKTi 3 [lopaBaHHs, BUTyYeHHs abo 3amiHa -
nv nNacTVKoBUM 3MiHM apomaTun3aTopis: 3amMiHa BaHiIbHOrO apomarunsaropa
CMAKOM MipHUM KOBMa4YKOM 201629 Ha BaHiNbHWiA apomaTtnsatop PHL-114481.
Y KapTOHHii BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
Kopobui 3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3aci6.

3MiHU Yy BUPO6HMUTBI. 3MiHU BUNpobyBaHb abo A0NYCTUMMUX
MeX, BCTAHOB/IeHMX y creumdpikalisx, nig yac BMpo6HuLTBa
roTOBOro Nikapcbkoro 3acoby (iHLUi 3MiHK) - Y 3B'A3KY 3i
3MIHOI CKnagy AONOMiIKHMX PEeYOBUH BiAbynacb He3Ha4YHa
3MiHa BeNnunHM pH rotoBOro NpoaykTy. Lie 3ymosneHo
TakoX 3MiHy/3CyB 3HaueHHs B cnevumdikauii pH, wo
BM3HAYAETLCS B MEXaxX KOHTPO/IIO B MPOLLECi BUPOOHMLTBA.
OKpiM LibOro, Takox 6y/10 BHECEHO PefakTopPChki NpaBku B
MeToAax KOHTPOJI0 B MpoLieci BUpo6HULTBa. BBeAeHHSA 3MiH
NpoTArom 6-Tn MicALB NicNa 3aTBEPMKEHHS. 3MiHM | Tuny:
3MiHu 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
[OMOMDKHMX pevoBUH. 3MiHa Yy MeTofax BUNPobyBaHHS
[0NOMDKHOT peyoBrHY (iHLLi 3MiHW Y MeTogax BUNpobyBaHHS
(Bkntovaroun 3amivy abo goaasanHs))(b.11.8.2. (r),IB),
3amiHa y cneuudikauii 4oNOMKHOT peyoBrHU MNoyHUYHO-
BEPLUKOBUIA apomart. BusHaueHHs TecTy "laeHTudikauis”
meTogom TLUX 6yno 3amiHEHO Ha MeTop ra3oBoil
xpomatorpadii. BBegeHHs1 3MiH NpoTAroM 6-Tn micAuiB nicns
3aTBEPAKEHHS. 3MiHM | TMNY: 3MiHK 3 AkoCTi. FoTOBUI
nikapcbkuii 3aci6. KOHTPO/Ib OMOMIXKHUX PEYOBUH. 3MiHa
napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MeX AN
[OMOMDKHOT peYOBUHM (BUYYEHHS 3i cneumdikadii
He3HaYyHOro nokasHuka (Hanpvkiag 3actapifioro nokasHuka))
- BunpobysaHHs TecTy "Baxki meTanun" 6yso BUIy4eHo 3i
cneumadikauii AN NoayHWYHO-BEPLLKOBOrO apomartm3artopy.
BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPIKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6.
KOHTponb 4ONOMKHUX peyoBMH. 3MiHa napameTpis
cneumdikauin Ta/abo [oNyCTUMUX MEX A1 AONOMIKHOT
peyoBUHM (IHLWi 3MiHKW) - 3MiHWY, LWOAO0 BUNPOOYBaHb B
cneumdikaLii NoyHNYHO-BEPLUKOBOrO apomary. -
Bunpo6yBaHHSA 4715 OUiHKM napameTpiB "30BHilUHi BUrnsag” i
"Konip po3unHy" 06'egHaHi B 0g4HOMY BUNPOGYBaHHi "Onuc" i
BiANOBiAalTb cneyudikauism. - "3anax": cneyndikadio
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BMMNPOBYBaHHA 3MIHEHO 3 "CPpyKTOBWIA, 3PiNNiA, M'AKNIA,
COKOBUTUWIA" Ha "NOMyHNYHUIA 3anax” 3 MeTOK BHYTPILLHLOIO
Y3rofKeHHs onucy 3anaxy. BBefeHHs 3MiH NpoTarom 6-tu
MicAULIB MicnsA 3aTBepKeHHS. 3MiHu | Tuny: 3MiHN 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/b roTOBOro NikapcbKoro

3acoby. 3miHa napameTpiB cneyudikayiin Ta/abo
[0MyCTUMNX MEX rOTOBOrO NiKapCbKOro 3acoby (BU/TyYEHHS
He3Ha4yHOro MokasHuKa (Hanpuknag, 3acTapiforo NokasHuka,
Takoro sk 3anax Ta cMak, abo igeHTudikaLis 6apBHUKIB 4m

CMakoBUX 06aB0K)) - [MokasHuk "3anax” BUIyYeHO 3i
cneuudikaLii rotoBoro nikapcbkoro 3acoby. BeeaeHHs 3MiH
NpoTArom 6-Tn MicALB Nicna 3aTBepAXeHHs. 3MiHu | Tuny:

3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb

roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo fONYCTUMUX MEX FOTOBOrO
NikapcbKoro 3acoby (BUTyYEHHSA HE3HAYHOTO MOKa3HKKa
(Hanpuknag 3acTapifnioro NokasHWka, Takoro sk 3anax Ta
cMakK, abo igeHTudikauiss 6apBHMKIB UM CMaKoBUX [06aBOK))
- MNoka3Huk "laeHTndbikauiss 6eH30MHOI KMCNoTU" METOAOM
TLWX Bry4yeHo 3i cneyudikalii 4ns nikapcbkoro 3acoby y
3B'A3KY 3 TUM, L0 AaHWii MeToA He € cneundiyHnm Ta
TOYHMM. |aeHTudiKaLis BXe 34iiCHI0ETbCA MeToaoM BEPX.
BBefeHHs 3MiH NPOTAroM 6-TW MicAUIB NiCNA 3aTBEPKEHHS.
3MiHu | TMNY: 3MiHK 3 AKOCTi. FTOTOBWIA NiKapcbKuii 3aci6.
KOHTposb roToBOro fikapcbKoro 3acoby. 3MiHa napameTpis
cneumdikauiii Ta/abo AONYCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (BUyYEHHS HE3HAYHOrO MOKa3HMKa
(Hanpuknag 3acTapifioro nokasHuka, Takoro sk 3anax Ta
CMakK, abo ifeHTUdikaLisi 6apBHUKIB UM CMaKOBUX 106aBOK))
- Moka3Huk "O6'em BMICTY" BUyYEHO 3i cneumndikadii gns
rOTOBOrO J1iKAPCbKOro 3ac00y y 3B'A3KY 3 TUM, LLO AaHWIA
MOKa3HUK KOHTPOSIETLCA B PYyTUHHOMY NMOPSAAKY A5 KOXHOT
cepii B AKOCTi KOHTPO/IO B NPOLECi BUPOBHMLTBA Nif Yac
npoLecy HanoBHEHHS. BBeAeHHs 3MiH NpoTAarom 6-Tn
MicaLiB nicna 3aTBepipkKeHHs. 3MiHu | Tuny: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOsb roTOBOrO /likapcbKoro
3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
[0MyCTUMMX MEX rOTOBOTO NiKapCbKOro 3acoby (BUTyYEHHS
He3HayHOro nokasHuka (Hanpuknag 3actapifioro nokasHuka,
Takoro Sk 3anax Ta cMak, abo igeHTudikauiss 6apBHIKIB Ym
CcMakoBux 0o6aBok)) - N. laeHTUdiKalia xnopuga Buny4yeHo
3i cneumdikauii 4N roTOBOro NiKapCbKoro 3acoby y 3B'A3Ky 3
TUM, L0 ABOX METOAIB ifeHTudiKaLil akTMBHOrO
hapMaLeBTUYHOrO iHrpefieHTa A0CTaTHbO BigNoBIAHO A0
HacTaHosu ICH Q6A, a ifeHTudikauisi NpoTHioHiB
060B'A3K0BA TiNIbKM AN Ai040T PEYOBMHY, a He NiKapCbKoro
3aco6y. BBeieHHs 3MiH NPOTAromM 6-Tn MicsLiB nicns
3aTBEPMAKEHHS. 3MiHM | TMny: 3MiHK 3 siKOCTi. FoToBUIA
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nikapcbkuii 3aci6. KOHTponb roToBOrO NiKapCcbKoro 3acoby.
3MiHa y MeTogax BunpobyBaHHA rOTOBOrO NiKapCbKoro
3aco06y (iHWi 3MiHK Yy MeTofax BUNpobyBaHb (BKIHOYAOUN
3aMiHy abo AOMOBHEHHS)) - 3MiHM Y MeToAax BUNPOGYyBaHHS
roToBOro Nikapcbkoro 3acoby 3a n. lgeHTuddikauis ajo4voi
peuosuHn N-A 872 CL: 3amiHa meTogy TLUX ans gitovoi
peyoBuHM Ha Y® meTofd. BBeAeHHs 3MiH NnpoTarom 6-Tu
MicaLiB nicna 3aTBepipkKeHHs. 3MiHu | Tuny: 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkunii 3aci6. KOHTPOsb roTOBOrO NikapcbKoro
3acoby. 3miHa y MeToAax BUNpPoGyBaHHS roTOBOro
nikapcbKoro 3acoby (iHwi 3MiHM y MeTogax BunpobysaHb
(BKtOYaKOUN 3aMiHy abo [ONOBHEHHS)) - 3MiHM Y MeToAax
BMNpo6yBaHHsA /13 - meToa BEPX An15 BU3HAUYEHHS KilTbKOX
napameTpiB: OHOB/IEHHS aHasliTu4YHOro BEPX, wwo noTpi6eH
[N 0AHOYACHOrO BU3HAYEHHS BMICTY A1iH0HOI PEeYOBUHM,
BMiCTy KOHCEpBaHTa i MPOAYKTiB po3nady. BBeAeHHs 3MiH
NPOTArom 6-Tv MicALiB Nicna 3aTBepXeHHs. 3MiHu | Tuny:
3MiHU 3 siKkocTi. FoToBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpiB
cneuudikauii Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapCbKOro 3acoby (3BY)XXEHHS AONYCTUMUX MEX) -
3By)XKeHHS1 Mex cneundikauii - "O6LLee Konm4ecTso
NPOAYKTOB PasnoXeHWs" NPOTAroM TepMiHy 36epiraHHs 3a n.
«MpoayKTbl pasnoxeHns». BBefeHHs 3MiH NPOTArom 6-Tu
MicAUIB MicnsA 3aTBepKeHHs. 3MiHu | Tuny: 3MiHM 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/b roTOBOro NikapcbKoro
3acoby. 3miHa napameTpiB cneyudikayin Ta/abo
[OMYyCTUMNX MEX roTOBOTO NiKaPCbKOro 3aco0y (3BYXEHHS
O0oNyCTUMUX MeX) - 3BYXXEHHSA MeX cneuudikauii s N-A
873 CL npu Bunycky 3a n. «[poAyKTbl pasfioxeHns».
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu | TUNY: 3MiHK 3 AKOCTi. [OTOBMIA Nikapcbknii 3aci6.
KOHTposb roToBoro fikapcbKoro 3acoby. 3MmiHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BYXXEHHS JOMYCTUMUX MEX) -
3BYXeHHS Mex cneuudikauii 4N 3arasibHOI KiflbKOCTi
NpOAYKTIB po3nagy npv BUNycKy 3a n. «MpoayKTbl
pasnoxeHus». BBegeHHs 3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMAKEHHS. 3MiHM | TUny: 3MiHKM 3 SIKOCTi. FoTOBUIA
nikapcbkuii 3aci6. KOHTponb roToBOrO NiKapcbKoro 3acoby.
3miHa napameTpiB cneyudikaLiin Ta/abo fonycTUMNX MEX
roTOBOrO NiKapCbKOro 3acoby (3BY>XXEHHS AONYCTUMUX MEX) -
3ByXeHHs1 Mex cneuundikauii 4ns N-A 873 CL npu TepMiHi
36epiraHHA 3a n. «MpoayKTbl pasnoXxeHus». BBegeHHS 3MiH
NpoTArom 6-Tn MicALB Nicna 3aTBepAXeHHs. 3MiHu | Tuny:
3MiHM 3 sKocTi. [0TOBWMIA Nikapcbkuii 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauii Ta/abo [ONYCTUMUX MEX FOTOBOTO
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NiKapCbKOro 3acoby (3BY)XEHHS AOMYCTUMUX MEX) -
3BYXeHHS Mex cneyudikauii ana N-A 1777 CL npu TepMmiHi
36epiraHHs 3a n. «MpoayKTbl pasnoxeHns». BeefeHHS 3MiH
NpoTArom 6-Tu MicALB Nicna 3aTBepPMKEHHS. 3MiHM | Tuny:

3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. KoHTponb
roTOBOrO Jlikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO

NiKapcbKoro 3acoby (3BYXXEHHS JOMYCTUMUX MEX) -
3BYXeHHs1 Mex crneundikauii NpoTArom TepMiHy 36epiraHHs

00 95,0%-105,0%(+5%) 3a n. «KonnyecTBeHHoe
onpegeneHne N-A 872 CL». BBefileHHS 3MiH NPOTArom 6-1u
MicsALiB NicnsA 3aTBepKeHHs. 3MiHu | Tuny: 3MiHW 3 SKOCTI.

[oTOBWIA Nnikapcbknii 3aci6. Cuctema
KOHTeliHep/3aKynopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
yNakoBLii FOTOBOrO /likapCbKOro 3acoby (SKiCHWIA Ta
KiNbKiCHWIA cknag) - M'siki Ta HeCTepubHi pifki Nikapcbki
dopmu - 3MiHa Y NEepPBUHHIl yNakoBLi BBOAUTLCS Y 3B'A3KY 3i
CTaHZapTu3aLieto 3aKynopoBasibHOIO NMPUCTPOIO Ta 3
npyynH 6e3neku. [na 4acTuH 3aKynopBasIbHOTO NPUCTPOIO,
LLIO0 HEe KOHTaKTYI0Tb 3 NiKapCbkuM 3ac060M, BBOAUTHCS
MOX/NMBICTb BUKOPUCTAHHSA a/IbTEPHATVBHUX MaTepiaslis.
Martepian BHYTPILWHLOTO Wapy, WO € E4MHOI0 YaCTUHOM, AKa
KOHTaKTYy€ 3 /likapCbKMM 3aCO60M, 3a/IMLIAETLCA HE3MIHHUM.
3a3HayaeTbCa KoMip A5 BCiX KOMMOHEHTIB
3aKynoprBasIbHOTO MPUCTPOI0. BBeAeHHS 3MiH NpoTArom 6-
TV MicALiB Nicnsa 3aTBepXeHHsA. 3MiHu | Tuny: 3MiHu 3
AKOCTI. MeAnyHi npucTpoi. 3miHa NpUCTPoiB AN
BMMIpIOBAHHS 1031 @60 BBELEHHS /iKapCbKOro 3acoby
(mogaBaHHA abo 3aMiHa NPUCTPOID, SKUIA HE € HEBIA'EMHOIO
YacTUHOK NEePBUHHOT yNakoBku) - MpucTpiid, akunii mae CE-
MapKyBaHHs - 3MiHa po3MipiB MipHOro KOBNayka BiANoOBiAHO
[10 3anponoHOBaHOro 3aKynopoBasIbHOr0 NPUCTPOIO i3
3aXMUCTOM Bif BIAKPUTTA AiTbMU. [leTanbHa iHdopmauis
LLLOZ0 3MiHV NpeAcTaB/ieHa y 4OKyMeHTax BUPOOHYKa.
3arasibHa KoHpirypauis, matepian Ta rpajyoBaHHs
3aUIMLLAITLCS TakmMM X. 3MiHK | Tuny: 3MiHKM 3 SKOCTI.

[oTOBWIA Nikapcbkuii 3aci6. Cuctema KoHTelHep

/3aKynoproBasibHWi1 3aci6. 3MiHa y MeToax BUNPOGYBaHHS
NepBUHHOT YNakoBKM rOTOBOTO NiKapCbKOro 3acoby (iHLi
3MiHM Yy MeTogax BUNpobyBaHb (BKIOUarUy 3aMiHy abo
fofasaHHs)) - Ans hnakoHy, 3aKynoproBasibHOTO NPUCTPOIO

Ta MIpHOro KoBnayka: 3miHa BBOAWUTLCS Y 3B'A3KY 3

pefaKkTOPCLKOI NPaBKOIO Ta CTaHAapTUsaLjieto
[OKyMeHTauji. BuganeHo nocunaHHs Ha HeYMHHWIA nepenik

OLiHIOBaHHSA aedekTiB. He 6yno cyTTeEBUX 3MiH Y

cneumdikalisix Ym aHaniTMYHUX NpoLeaypax LWoAo o/iakoHy.

Bunpo6yBaHHs wono OgHopiAHOCTI Macy [03, Wo

[0CTaBNATLCA AN MY/TbTUAO3HUX KOHTENHepIB y
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BigNoBiAHOCTI 3 EP 2.9.27 3aMiHSIE KiflbKiCHE BU3HAYEHHSI.

BBefeHHs 3MiH MPOTAroM 6-Tu MicAUIB NiCNA 3aTBEPKEHHS.
3MiHu Il Tuny: 3MiHK 3 iKOCTi. TOTOBWIA NikapcbkuMii 3aci6.
Onuc Ta cknag. 3miHa y cknagi (40NOMKHUX peYOBMHAX)
roTOBOrO iKapCbKOro 3acoby (iHLUi AOMOMIDKHI PeYOBUHM) -

FAKicHi ab0 KifIbKICHI 3MiHW LLOA0 OAHIET a60 AeKibKOX
[OMOMDKHUX PEYOBWH, SKi MOXYTb 3HAYHO BM/IMHYTW Ha
6e3neky, AKicTb ab0 eheKTUBHICTb FOTOBOrO NiKapCbKoro
3acoby - 3amiHa kanito auecynbtamy (E 950), copbity

PO3uuHYy, WO He Kpuctanisyetbes (E 420) Ha caxapososy. -
3MEHLUEHHS KiNbKOCTi KOHCEpBaHTa - 6EH30IMHOT KNCOTU.

BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiCNIA 3aTBEPMKEHHS.
3MmiHu |l TURYy: 3miHW 3 AKOCTi. [OTOBWIA NTikapCcbkuii 3aci6.

3MiHM Y BUPOOHULTBI. 3MiHU Y MpoLeci BUpO6HULTBA
rOTOBOrO J1iKapCbKOro 3acoby, BK/OUaUM NPOMIKHWIA
NPOAYKT, WO 3aCTOCOBYETLCA NPU BUPOOHWLTBI FOTOBOTO
nikapcbKoro 3acoby (CyTTeBa 3MmiHa y npoueci BUpobHULUTBA,
sika MOXe MaTu iCTOTHUIA B/IMB Ha sIKICTb, 6e3neky Ta
ehekTVBHICTb Nikapcbkoro 3acoby) -
3MiHM Y BUPOOHNYOMY NpoLLeci BHACNIAOK 3MiH Y cknagi
[0MNOMDKHMX PEYOBUH rOTOBOTO J1iKapCbKOro 3acoby.
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS.
3MiHu |l TUNY: 3MiHK 3 AKOCTi. FOTOBWIA NikapcbkuMii 3aci6.
KOHTposb roToBoro fikapcbKoro 3acoby. 3MiHa napameTpis
cneuudikauin Ta/abo AONYCTUMKX MEX FOTOBOrO
nikapcbKoro 3acoby (3MiHa 3HaxoAUTbCA No3a
3aTBEPMKEHVMI AONYCTUMUMU MeXaMu cneumdikavii) -
3MiHa gonycTrMux Mex cneuudikauii 13 3a n. pH:
crneuundikauito 3miHeHo 3 pH 2,5-3,5 Ha pH 2,8-3,8 y 3B'A3ky
3i 3MiHOIO peLenTypu. BBeAeHHs 3MiH NPOTAroM 6-Tu MicsAuiB
nicns 3aTBepmkeHHs. 3miHn Il Tuny: 3miHu 3 sKocTi. FoToBMiA
nikapcbkuii 3aci6. KOHTpob roToBOro NikapcbKoro 3acoby.
3MiHa napameTpiB cneumdikauiii Ta/abo fLoNycTUMUX MEX
roTOBOrO JIiKapCbKOro 3acoby (3MiHa 3HaxXo4uUTbCS Mo3a
3aTBEPKEHUMY AONYCTUMUMUN MeXxaMu cneuudikalii) -
3miHa gonycTrMux mex cneuudikadii 13 3a n. BigHocHa
WinbHicTb D(20/20): mexi 3miHeHo 3 1,090-1,150 Ha 0,980-
1,020 yepes 3MiHy cknagy. BBefeHHS 3MiH NpOTArom 6-1u
MicAUIB Micnsa 3aTBepkeHHs. 3MiHu || Tuny: 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPO/Ib roTOBOro NMikapcbKoro
3acoby. 3miHa napameTpiB cneuudikayin Ta/abo
LOMYCTUMMX MEX rOTOBOTO J1iKapCbKOro 3acoby (3miHa
3HaxX0ANTLCA N03a 3aTBEPMHKEHNMMN [ONYCTUMUMUN MEXaMK
cneumdikauiin) - 3miHa AonycTUMMX Mex cneumndikavii MN3
3a n. BMicT KoHcepBaHTa 6eH30iiHa kucnoTta: yepes
3HVDKEHHS KiZTbKOCTI B HOBIli peLenTypi cneumdikais BMIiCTy
KoHcepBaHTa byna HaneXxHVM YHOM ajanTtoBaHa. MexoBi

3HaueHHs1 6yno 3miHeHo 3 153,0-187,0 mr/100 mn Ha 45,0-
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
55,0 mr/100 mn, wo Bignosigae 90,0-110,0% Bif 3asBNEHOr0
BMicTy. MNponoHoBaHi cnewudikalii koHcepBaHTa 6eH30liHa
Kkucnota 6ynn BU3HaYeHi Ha niacTasi BUNPOGyBaHb
eheKTMBHOCTI aHTUMIKPOBHOI KOHCepBawuii nig Yyac po3pobku
HOBOI peLenTypu. BBeAeHHs 3MiH NpoTAromM 6-tn micsuis
nicns 3aTBepAKeHHs.
202. | NAMAN® Tabnetkn no 25 mr | AJIKANOIL AL | Pecny6n | Ankanoig AA4-Ckon'e, Pecny6nika BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/9679/01/01
no 10 TabneTtok y Ckon'e ika Pecny6nika MakefoHis 3MiHa y MeTogax BUnpobyBaHHSA rOTOBOro NiKapcbKoro peuenmom
6nicTepi; no 3 Makepo MakeoHis 3aco6y - 3MiHM A0 MeToAVKM «KiflbKiCHE BU3HAYEHHSI»: 3MiHU
6nicTepn y nayuj 3 Hist y NpUroTyBaHHi BUNPO60BYBAHOrO i CTaHAAPTHOrO PO3YKHIB,
KapToHy 3MiHM pyXOMOT hasu i 3MiHW YMOB XpoMaTorpagyyBaHHs,
TO6TO LWBMAKICTb NOTOKY A0 1,2 mn/xB 3amicTb 1,0 M/xB.
Takox BigkoperosaHo hopmMyny po3paxyHky
203. | IAMAN® TabneTkn no 50 mr | AJIKANOIA AL | Pecny6n | Ankanoig AL-Ckom'e, Pecny6nika BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/9679/01/02
no 10 Tabnetok y Ckon'e ika Pecny6nika MakegoHis 3MiHa y MeTogax B1npobyBaHHsS rOTOBOrO NikapCbKoro peyenmom
6nicTepi; no 3 Makego MakepoHis 3aco6y - 3MiHU [0 MeToAUKN «KinbKiCHE BU3HAYEHHS»: 3MiHN
6nictepn y nauui 3 Hist y NpUroTyBaHHi BUNPo60BYBAHOrO i CTaH4APTHOIO PO3UUHIB,
KapToHYy 3MiHV pyxoMoi ¢pasu i 3MiHM YMOB XpomarorpadyBaHHs,
TO6TO WBMAKICTL NOTOKY A0 1,2 Mn/xB 3amicTb 1,0 MA/xB.
Takox BigkoperosaHo hopmMyny po3paxyHky
204. | NAMAN® Tabnetkn no 100 AJNIKANIOIA AL, | Pecny6n | Ankanoig Al-Ckom'e, Pecny6nika BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/9679/01/03
mr no 15 Tabnetok Ckon'e iKa Pecny6nika MakeoHis 3MiHa y MeToAax B1UNpo6yBaHHSA roTOBOrO JliKapCbKOro peyernmom
y 6nicTepi; no 2 Makeno MakefioHist 3acoby - 3MiHU 0 MeToAUKN «KifbKiCHE BU3HAUEHHSI»: 3MiHN
6nictepn y nauui 3 Hist y NPUroTyBaHHi BUNMPO6GOBYBAHOrO i CTaHA4APTHOIO PO34MHIB,
KapToHy 3MiHM pyXOMOT hasu i 3MiHW YMOB XpoMaTorpaddyBaHHs,
TOOTO WBUAKICTL NOTOKY A0 1,2 Mn/XB 3amicTb 1,0 M/Xs.
Takox BigkoperosaHo hopmyny po3paxyHky
205. | TIAMAN® Tabnetku no 200 AJNIKANOIQ AL | Pecny6bn | Ankanoig A-Ckom'e, Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiB:3MiHu | Tuny - 3a UA/9679/01/04
Mr o 15 Tabnetok Ckon'e ika Pecny6nika MakefoHis 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOrO NiKapcbKoro peyernmom
y 6nicTepi; no 2 Makeno MakefoHis 3aco6y - 3MiHU [0 MeToauKN «KifbKiCHE BU3HAYEHHS»: 3MiHN
6nictepn y nauui 3 Hist y NpUroTyBaHHi BUNPo60BYBaHOrO i CTaH4APTHOIO PO34UHIB,
KapToHYy 3MiHV pyxoMoi ¢hasu i 3MiHM YMOB XpomartorpadyBaHHs,
TO6TO WBMAKICTL NOTOKY A0 1,2 mn/xB 3amicTb 1,0 mMi/xB.
Takox BigkoperosaHo hopmMyny po3paxyHky
206. | NAMIAEPM | kpewm, 10 mr/r no €Bpo IHAjs IHpoko Pemegic IHAjs BHECEHHS 3MiH [0 peecTpavjiiiHnX maTtepianis: 3miHa 6e3 UA/1679/01/01
10rabono15ry Naiidokep Niviten 3asBHMKa (BNacHvka peecTpauiiHoro noceigyeHHs) (3rigHo peyenma
Ty6i; no 1 1y6i B MpaiisiT Haka3y MO3 Big 23.07.2015 Ne 460). 3miHu | TNy - 3MiHW
KapTOHHI Kopoobui Nimiteq woao 6e3snekn/edpekTnBHOCTI Ta chapmakoHarnagy (iHwi
3MiH1) OHOB/IEHHSA BXeE 3aTBEPA)KEHOr0 TEKCTY MapKyBaHHS
NepBUHHOT Ta BTOPUHHOI YNakoBkW. BBeAeHHSA 3MiH
NpoTArom 3-x MiCALIB MiC/1S 3aTBEPKEHHS.
207. NAMIKTAN TabneTku, o nakcoCmiTKn Benuka nakcoCmiTKnsiiH Monblwa BHECEHHS 3MiH 10 peecTpaLjiiiHux maTepianis: 3MiHu 3a UA/0452/01/02
™ ancnepryoTbes, sH EkcnopT BputaHi | dPapmacbioTukani C.A. BHECEHI B IHCTPYKLj0 4151 MeAUYHOro 3aCTOCYBaHHSA Y p. peyernmom
no 25 wmr, no 14 Nimiteq A "YnakoBka". BBeeHHs 3MiH NPOTAroM 6 MicAuiB nicns
TabneTok y 3aTBEPAKEHHS.
6nictepi; no 2
6nictepy B

KapPTOHHI KOpOoOLii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
208. | IAMIKTAN TabneTku, Lo nakcoCmitKn Benvka nakcoCmiTKnsiiH Monblia BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/0452/01/03
™ ancnepryroTbes, SH EkcnopT BputaHi | PapmacbioTukans C.A. BHECEHI B IHCTPYKLj0 4151 MeAUYHOro 3acTOCyBaHHSA Y p. peyenmom
no 50 mr, no 14 Nimiten A "YnakoBka". BBefeHHA 3MiH NPOTAroM 6 MicAuis nicns
TabneTok y 3aTBEPMAKEHHS.
6nictepi; no 2
6nictepu B
KapPTOHHI KOpoOLii
209. | IAMIKTAN Tabnetku, Lo nakcoCmiTKn Benuka nakcoCmiTKnsiAH Monbua BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3MiHu 3a UA/0452/01/04
™ avcnepryrorbcs, ainH Ekcnopt BputaHi | ®apmacbiotmkans C.A. BHECEHI B iIHCTPYKLIitO 4719 MEANYHOIO 3aCTOCYBaHHA Y p. peyenmom
no 100 wmr, no 14 NimiTen a "YnakoBka". BBegeHHs 3MiH NpPOTAromM 6 MicAuiB micns
TabneTok y 3aTBEPKEHHS.
6nictepi; no 2
6nictepu B
KapTOHHI KopoobLi
210. NAMIKTAN TabneTku, Lo nakcoCmiTKn Benuka nakcoCmiTKnsiH Monbwa BHECEHHS 3MiH 4,0 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/0452/01/01
™ avcnepryoTbes, AinH EkcnopT BputaHi | PapmacbtoTukani C.A. 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
no 5 mr, no 14 Nimiten A KOHTeliHep/3aKyrnopoBasibHWiA 3aci6. 3MiHa Y NepBUHHIl
TabneTok y yMNakoBLii FOTOBOTO JIiKAPCbKOro 3acoby (Tn KoHTelHepa abo
6nicTepi; no 2 [0faBaHHA HOBOrO KOHTelHepa) - TBepai, M'ski Ta
6nictepu B HeCcTepw/bHI piaki Nikapcbki (hOpMU - BBEAEHHS
KapTOHHI KopoobLi aNbTepHaTUBHOI yNakoBKN — do/1akoHy 3 NosieTunery
abo no 30 BMCOKOT LWinbHOCTI (HDPE) i3 3ax1cTOM Bif BigKpuBaHHsA
TabneTok y OiTbMU, 3 BHECEHHSIM BifNoOBIgHMX 3MiH 4O MaTepianis
chnakoHi 3 peecTpauiiHoro Aocke Ta p. «Ynakoka» MKA N13. Takox
nonietTnneny 3MiHW BHECEHI B IHCTPYKLiO A/19 Me4UYHOro 3aCTOCYBaHHSA Y
BMCOKOT LLiNIbHOCTI p. "YnakoBka" (BBegeHHs 3MiH NpoTAroM 6 micsauis nicas
i3 3aXVCTOM Bif 3aTBEPKEHHS); 3MiHU | TUNY - 3MiHK 3 SKOCTi. FoTOBMIA
BiAKpMBaHHS nikapcbkunii 3aci6. CucteMa KoHTelHep/3aKynopoBasibHUIA
Aitbmu; no 1 3aci6. 3miHa po3Mmipy yrnakoBKU FOTOBOrO /NiKapCbKoro 3acoby
chnakoHy B (3MiHa KinbKOCTi 0AMHWLE (Hanpuknag TabneTok, amnysn
KapTOHHIlA KopoobLi TOLLIO) B ynakoBLi:) - 3mMiHa no3a Jiana3oHoM 3aTBepKeHNX
PO3MipiB YNakoBKM - BBEAEHHS a/IbTEPHATUBHOI YMakKoBKW —
no 30 TabneTok y p/1akoHi 3 NosieTUIeHy BUCOKOT LLi/TbHOCTI
(HDPE) i3 3aX1CTOM Bif, BifKpPUBaHHSA AiTbMU; N0 1 chnakoHy
B KApPTOHHIl KOpO6Lj, 3 BHECEHHS BiANOBIAHMX 3MiH A0 p.
«YnakoBka» MKSA /13. A TakoX 3MiHW BHECEHI B IHCTPYKL,it0
0151 MeMYHOro 3acToCyBaHHA y p. "YnakoBka", ik Hacnifok
— BiNOBIAHI 3MiHV Y TEKCT MapKyBaHHS ynakoBKN
nikapcbkoro 3acoby (BBefeHHs 3MiH NpoTsArom 6 micsuis
nicns 3aTBepOKEHHS)
211. | TAMOTPU TabneTkun TOB "ACIHO YkpaiHa Cnecidap C.A. Mpevys BHECEHHSA 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - 3a UA/14222/01/01
H® avcneproBaHi, no YKPAIHA" AOMIHICTpaTVBHI 3MiHW. BUyYeHHs1 BUPOOHMYOT GiNTbHULL peyenmom
25 wr, no 10 (Bkntovaroum ginbHuui ans A®I, npoMixxHOro NnpoaykTy abo
TabneTok y roTOBOrO /iKapCbKOro 3acoby, AiNbHUL 415 NPOBEeAEHHS
6nictepi, no 3 nakyBaHHs1, BAPOOHWKa, BifNOBIga/IbHOrO 3a BUMYCK Cepiii,
6nictepu y MicL,e NPOBeAEHHSI KOHTPO/HO cepii) abo nocTavanbHMKa

KapTOHHIA navui

BMXiAHOro marepiasy, peareHTy abo A0NOMiIKHOT peYOBUHM
(AKLWO 3a3HAYEHO Y 1OCLE) - BUTyYEHHS BUPOBOHMKA FOTOBOIO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
nikapcbkoro 3acoby JAMOTPUH®, Aktasic exd.,lcnaHais
(BBefeHHs 3MiH NpPOTArom 6-Tv MicsLiB nicns
3aTBEPMKEHHS); 3MiHM | TNy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay - BHECEHHS
3MiH 40 p. MapkyBaHHS (BBeAeHHSI 3MiH NPOTAroM 6-Tu
MiCALIB MiCNsa 3aTBEPLKEHHS)
212. | NTAMOTPU Tabnetkn TOB "ACIHO YkpaiHa Cnecicgap C.A. pewis BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny - 3a UA/14222/01/02
H® avcneprosaHi, no YKPAIHA" AAMIHICTpaTVBHI 3MiHW. BUyyYeHHs1 BUPOOHWYOT AiNbHULL peuenmom
50 mr, no 10 (Bkovatoum ginbHuLi gns A®l, NnpoMiXXKHOro NPoAyKTy abo
Tabnetok y roTOBOrO JlikapCbkoro 3acoby, AiNbHUL 415 NPOBeAEHHS
6nictepi, no 3 nakyBaHHs, BUPOOHYKa, BiZNOBiAa/IbHOTO 3a BUMYCK Cepiid,
6nictepu y MicLe NpoBefEHHS KOHTPO/IO cepii) abo noctavanbHMKa
KapTOHHI navu,i BMXiAHOrO Marepiany, peareHTy abo AONOMiKXHOI pEHOBUHN
(AKLWO 3a3HAYEHO Y AOCbE) - BUTYYEHHS BUPOBHMKA FOTOBOrO
nikapcbKoro 3acoby TAMOTPUH®, Aktasic exd.,lcnaHais
(BBeaeHHs 3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPKEHHS); 3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta hapmMakoHarnsay - BHECEHHS
3MiH A0 p. MapkyBaHHs (BBeAeHHS 3MiH NpoTArom 6-Tu
MicsILiB Micns 3aTBEPAKEHHS)
213. NAMOTPIU TabneTkn TOB "ACIHO Ykpaina Cnecigpap C.A. Mpeuis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/14222/01/03
H® avcneprosaHi, no YKPAIHA" AIMIHICTPaTMBHI 3MiHWU. ByyuyeHHs1 BUPOGHMYOI AinbHNL peyenmom
100 wmr, no 10 (Bkovatoum ginbHUL gns A®l, npoMiXHOro NpoaykTy abo
Tabnetok y rOTOBOrO /liKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
6nicTepi, no 3 nakyBaHHs, BUpOGHYKa, BifNoBiAaNIbHOro 3a BUMYCK Cepiid,
6nictepn y MicLLe NpoBeAEeHHS KOHTPO/IO cepii) abo nocTavasnibHuKa
KapTOHHIW nayv,i BMXiAHOrO Marepiany, peareHTy abo A0NOMiKHOI pEYOBUHM
(AKLWO 3a3HAYEHO Y AOCbLE) - BUTYYEHHS BUPOBOHMKA FOTOBOrO
nikapcekoro 3acoby IAMOTPUH®, AkTaBic exd.,lcnaHgais
(BBeAeHHs 3MiH NpoTArom 6-Tu Micauis nicns
3aTBEpPKEHHS); 3MiHW | TUNY - 3MiHK WoA0
6e3nekn/edpekTBHOCTI Ta hapMakoHarnisgy - BHECEHHS
3MiH 80 p. MapkyBaHHs (BBeAeHHs 3MiH NpoTArom 6-Tu
MicsLiB NiCNsa 3aTBEPMKEHHS)
214. | NADAKCHU TabneTkun [ekcenb 13painb [Oekcenb /T4, I3painb BHECEHHSA 3MiH [0 peecTpaLiiiH1ux maTepianis: 3miHu | Tuny - 3a UA/13444/01/01
H® XR MPOIOHTOBaHOT Aji dapma AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BU MiKapCbKOro 3acoby - peyenmom
no 75 wmr; no 14 TexHoNnoaXun3 3MiHU BHECEHI LL|010 HAa3BW JlikapCbKoro 3acoby.
TabneTok y nra. 3ateepmxeHo: BIMAKC XR (VIEPAX XR) 3anponoHoBaHo:
6nictepi 3 NadhakcnH® XR (Lafaxine XR) (BBeAeHHSI 3MiH MPOTAroM 6-
KauieHJapHo TW MiCALIB NicNs 3aTBepKEHHS)
LLKasoto; no 2
6nictepn y
KapPTOHHI KOpOoOLi
215. NA®AKCHU TabneTtku [Jekcenb 13painb [ekcenb N14,. I13painb BHECEHHS 3MiH [J0 peecTpaviliHix maTepianis: 3MiHu | Tuny - 3a UA/13444/01/02
H® XR MPOJIOHroOBaHoI fji dapma AZMiHICTpaTMBHI 3MiHX. 3MiHa Ha3BW Jlikapcbkoro 3acoby - peyenmom
no 150 wmr; no 14 TexHonoAXun3 3MiHU BHECEHI W00 HAa3BU JlikapCbKOro 3acoby.
Tabnetok y nra. 3aTtBepaxeHo: BIMAKC XR (VIEPAX XR) 3anponoHoBaHo:
6nicTepi 3 JNadhakcnH® XR (Lafaxine XR) (BBeAEeHHsI 3MiH MPOTAroM 6-
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KaneHaapHo TN MicsILiB nicns 3aTBEpOKEHHS)
LLIKas10t0; MO 2
6nictepn y
KapPTOHHI KOpoOLii
216. | IEBETUPA | nopoLuok XKeiizsH Kutaii XKeliizaH Xyaxait Kutaii BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - - UA/11353/01/01
LLIETAM (cybeTaHuin) y Xyaxai dapmacotoTikan Ko., noJaHHs OHOB/IEHOro cepTudpikata BiANOBIAHOCTI
naketax dapmachboTika nTg, €sponelicbkinn hapmakonei Ne RO-CEP 2012-325-Rev 02
nonieTnIeHoBux nKo., Nita,. ONs fio4voi pevosBrHN Levetiracetam Big Bxe
ans 3aTBEPAKEHOro BMPOGHYMKA 3 BiANOBIAHUMMN 3MiHAMK B
thapmaveBTUYHOT cneumdikauii Ta MeTogax KoHTposiio A®| 3a nokasHukamm
0 3aCTOCYBaHHs «lpgeHTudikalis», CynyTHi JOMILLKN»; BUTYHEHO NOKa3HUK
«Jjomiwka C»; - B MeTogax KoHTposto APl 3a nokasHuKamm
«Bopa», «EHaHTiOMepHa uncToTa», «KisbkicHe
BM3HAUYEHHSA»- NPUBELEHO Y BiANOBIAHICTL A0 MOHOrpagii
EP 9,4;
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikata
BignoBigHOCTi €Bponeiickkilt hapmakonei Ne R1-CEP 2012-
325-Rev 00 gna gitoyoi pevoBuHu Levetiracetam Big, Bxe
3aTBEPXEHOr0 BUPOOHUKA, SK HACNIAO0K 3MiHN Y p.
«YnakoBKa»
217. | NEBIHOPU KOHLieHTpaT Ans CaHpo3 CnoBeHi | BMpo6HMLUTBO "in bulk", Himeuunna/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis:3MiHu | Tuny - 3a UA/15166/01/01
H pO34uHy ANns dPapmacbioTika A nakyBaHHs, CnoBeHis noJaHHA OHOBJIEHOro cepTudpikata BiANOBIAHOCTI peyenmom
iHdpy3iii no 100 mr/ ns3 a.a. TecTyBaHHsA: XaynT €sponelicbkiin hapmakonei Ne RO-CEP 2011-084-Rev 01
lmnno5wmny dapma BronbdiHr Ana gilyoi peyoBmHY Levetiracetam Big, BXxe
dhnakoHi; no 1 M6X, HimeuunHa; 3aTBEPXEHOro BUPOOHUKA; 3MiHM | TUNy - NogaHHSA
donakoHy y BUNYyCK cepii: Jlek OHOBJIEHOrO cepTudikaTa BignosigHOCTI EBponeichkili
KapTOHHIl Kopoobui PapmaLeBTUYHa chapmakonei Ne R1-CEP 2011-084-Rev 00 gns gitouoi
KoMnaHia A4.4., peuoBuHYM Levetiracetam Big Bxe 3aTBEPAXEHOTO BUPOBGHUKA
CnoBeHis
218. | IEBOMEK Masb Mo 40ry MAT "dapmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH A0 peecTpaLiiHnX MaTepiasiiB:3miHu | Tuny - 6e3 UA/1197/01/01
Oonb Ty6i; no 1 Ty6i y npuBeLeHHss MeToay BUNpobyBaHHSA T. MikpobionoriyHa peyenma
nauui yncToTa y BignoBigHICTL 3 PY Ta EBponeiicbKo
dhapmakoneero Ta BUIyYEHHS ONUC METONKN BUKOHAHHS
219. | IEBOMEK mas3b o 30 r abo My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis:3miHu | Tuny - 6e3 UA/8367/01/01
O/lb no 40 r y Ty6i; no akuioHepHe TOBapucTBO "HaykoBo- npuseaeHHs cneundikavii A®I xnopamdiHekony y peyenma
1 Ty6i B mauui 3 TOBapuCTBO BVMPOGHWYMNIA LEHTP BiAMOBIAHICTb A0 BUMOT MoHorpadii E® «Chloramphenicol»
KapToHy "HaykoBo- "BopLyariBcbkuii 3a nokasHuKamu «laeHTudikais», «CynposifgHi AOMILLKW»,
BUPOGHNUNIA XimiKo- «KinibkicHe BU3HaYeHHs», «MBUY»; 3MiHu || Tuny - BBEAEHHS
LeHTp hapmaueBTUYHNI [opartkoBoro BupobHuka A®l 6-metunypaumny TOB
"BopLuariBcbk 3aBog" «®PAPMXIM», YkpaiHa; 3anponoHoBaHo: PharmaZell (India)
NiA XimiKo- Private Limited, IHgis
thapmaueBTuY TOB «®APMXIM», YkpaiHa
HWi1 3aBoa"
220. | IEBOMEK Mas3b Mo 25 r abo AT YkpaiHa AT "Jly6Huchapm” Ykpaina BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/2647/01/01
O/lb no 40 r y Ty6i; no "ly6Hnhapm" 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta dhapMakoHarnsay peyenma

1 Ty6i y nayui

(iHLWi 3MiHW) - 3MiHW BHECEHI B TEKCT MapKyBaHHS yMakoBKM
NikapcbKoro 3acoby LWoA0 3a3HaveHHsI MDKHapOAHMX
no3HayeHb OfMHWLb BUMIpIOBaHHS (BIANOBIAHO A0 cUCTEMM
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

Sl). OHOBNIEHHSA BXE 3aTBEPKEHOI0 TEKCTY MapKyBaHHS;
BHECEHHS 3MiH [0 p. «MapkyBaHHA» MKA 13 3rigHo
3aTBEPKEHOr0 TEKCTY MapKyBaHHs. (BBeAeHHS 3MiH

NPOTAroM 6-T! MICALIB MIiC/1A 3aTBEPKEHHS); 3MiHU | TNy -
AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afipecyt MicL NpoBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro fikapcbKoro 3acoby,
BK/IIOYAOUN AiNbHWLI BUNYCKY cepii abo MicLe NpoBeeHHs
KOHTPOJIIO AIKOCTI. (AiANbHICTb, 3a AKy Bignosifae
BMPOGHMK/IMNOpPTEp, BK/IKOYAKYM BUMYCK Cepili) - 3MiHa
HalimeHyBaHHs BUpo6HUKa 13 AT «/lybHucapms» 6e3 3MiHU
Micus BUPO6HULTBA (BBEAEHHSA 3MiH NPOTArOM 6-TU MicALiB
nicns 3aTBepmkKeHHs); 3MiHu | Tuny - AAMIHICTPaTVBHI 3MiHW.
3miHa HalimeHyBaHHS Ta/abo afpecu 3asBHUKA (BNacHyKa
peecTpaLiiiHoro nNocBifA4YeHHs) - 3MiHa HaliMeHyBaHHSA
3as1BHMKA (B/1aCHMKA PEECTPALLIHOTO MNOCBIAYEHHS)

221.

NEBOLETMN
PU3UHY
JVraPOX
noeup,

MOPOLLIOK
KpucTanivyHmi
(cybeTaHuis) y
noaBinHMX
naketax 3 nnaiBku
nonieTuseHoBol
ans
thapmaveBTUYHOr
0 3aCTOCyBaHHSA

MpAT
"TexHonor"

YKpaiHa

TNIEHMAPK JTAN®
CAVEHCI3 NIMITES,

IHAis

BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | Tuny -
AfMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo
afpecy 3asBHVKa (B/laCHUKA peeCcTpaLiiiHOro NocBigYeHHs).
3MiHa agpecu 3aaBHMKa. 3MiHV | TUNY - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaKEHHS AiS/IbHOCTI BUPO6HMKA (BK/THOYatoum, 3a
Heob6XiAHOCTI, MicLe NPOBEeAEHHSI KOHTPOIO SIKOCTI), abo
BNacHuKa mactep-goaiina Ha A®l, abo noctavyanbHUKa
Adl/BnxigHOro matepiany/peareHTy/NPOMIXKHOTO MPOAYKTY,
LL|0 3aCTOCOBYHOTLCH Y BUPOOHULTBI A®D| (AKLLO 3a3HAYEHO Y
[0CbE Ha flikapCbKnii 3acib) 3a BiACYTHOCTI cepTudhikata
BiANOBIgHOCTI EBponeiickkili hapmakonei y 3aTBepaKeHoMy
nocbe, abo BUPOOHUKA HOBOI AOMOMDKHOI PEHOBUHM (SKLLO
3a3HayYeHo Yy JOCbE) - 3MiHA Ha3BU BUPOGHMKa AdI
NIeBOLETUPU3NHY Auriapoxiopuay, 6e3 3mMiHu micus
BUPOGHMLUTBA

UA/14635/01/01

222.

NIJOKAIH

po34nH Ans
iH'exUin, 10 mr/mn,
no 3,5 mn a6o no
5 mn B amnysii; no
10 amnyn y navuj
3 KapToHy; no 3,5
mn abo no 5 mn B
amnyni; no 5
amnyn y énictepi;
no 2 6nictepuy
nautii 3 KapTOHY;
no 3,5 mn a6o no
5 mn B amnysii; no
100 amnyn y nayuj
3 KApPTOHY

MpuBaTHe
akuioHepHe
TOBapUCTBO

"Nekxim -

Xapkis"

YkpaiHa

MpvBaTHE akuioHepHe
TOBapuCTBO "JIEKXiM -
Xapkis"

Ykpaina

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny -
3MiHu 3 aKocTi. CepTudiikaT BignosigHocTI/IE-cepTudiikar
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii AdY abo €Bponeicbkol
thapmakonei, abo iHLWOT HaLioHaNbHOI thapmakonei fepxasu
€C (3miHa y cneundikauisix, nos'sa3aHa 3i 3miHamu B 10Y,
abo €ponelicbkiit hapmakonei, abo iHLUIA HalioHaNbHIi
hapmakonei gepxasu €C). CynyTHs 3miHa. AGMIHICTpaTUBHI
3MiHW. 3miHa Ha3By AD| abo AONOMIKHOT peYOBMHU. 3MiHM 3
aKocTi. CepTudpikaT BignosigHocTi/IE-cepTudikaT
BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
3MiHK, NOB'A3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTL A0 MoHOrpadii AdY abo €Bponeicbkol
thapmakonei, abo iHLWOT HaLioHaNbHOI thapmakonei fepxasu
€C (iHWi 3MiHW) - NpMBEeAEHHA crneumndikalii Ta aHaTiTUYHNX

3a
peyerimom

UA/15384/01/01
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
mMeToank A®I NligokaiHy rigpoxiopus MoHorigpart Ao BUMOrT
MoHorpadii EP 3 BignoBigHO0 3MiHOK Ha3Bu AdI.
3arBepmkeHo: Jligokainy rigpoxnopug 3anponoHoOBaHoO:
Nigokainy rigpoxnopug MoHorigpaT 3MiHM BHECEHI Y po3ain
"Cknag" B IHCTPYKLiO 419 MeAUYHOro 3aCTOCyBaHHsA
nNikapcbKoro 3acoby Ta K HaCMigokK - BiANOBIAHA 3MiHA Y
TEKCTi MapKyBaHHS YNakoBKy /likapcbkoro 3acoby (BeedeHHs
3MiH NPOTArom 3-X MicsLIB Nicns 3aTBEPKEHHS)
223. | NNIBOKAIHY | kpuctaniuHuin MpuBaTHe YkpaiHa MOEXC KATANAHA, Icnanis BHECEHHS 3MiH [0 peecTpavliiHiX maTtepianis: 3MiHu | Tuny - - UA/14608/01/01
rigPoxno MOPOLLIOK akujioHepHe C.J1., IcnaHis; 3MiHu 3 sKocTi. CepTudikaT BignosigHocTI/l E-cepTudikar
PUL (cy6eTaHuin) y TOBapuCTBO MOEXC BCH, C.J1., BiANOBIgHOCTI EBponeiickkili hapmakonei/MoHorpadii.
MOHOrigr noABiNHMX “Nekxim — Icnanis 3MiHK, NOoB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
AT naketax 3 Xapkis” BiANOBIAHICTL A0 MoHOrpadii APY abo €Bponeicbkol
nonieTuneHy ons thapmakonei, abo iHLWOT HauioHabHOI thapmakonei fepxasu
thapmaveBTU4HOr €C (3miHa y cneuudikauisix, nos'sa3aHa 3i 3MiHamu B 10Y,
0 3aCTOCyBaHHS abo €ponelicbkin hapmakonei, abo iHLUIA HalioHaNbHIl
thapmakonei gepxasu €C) - npuBeeHHs cnewudikadii Ta
aHaniTnyHnx metoamk A®I Nigokainy rigpoxnnopug
MOHoOrigpaT Ao BuMor MoHorpadii EP 3 BignoBigHow 3miHOH
Ha3Bu A®I. 3aTBepmkeHo: JligokaiHy rigpoxiopuz
3anponoHoBaHo: JligokaiHy rigpoxaopug MoHorigpat
CynyTHS 3MiHa - AAMiHICTpaTWBHI 3MiHU. 3MiHa Ha3Bu AdI
ab0 [0NOMDKHOT peyoBMHU
- 3miHu 3 akocTi. CepTudikar BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHOrpadii PY abo €sponencbkoi
thapmakonei, abo iHLWOi HauioHa/IbHOI hapMakonei fgepxasn
€C (iHwWi 3MiHKN)
224, NIBOMAK TabneTku, BKPUTI Makneopc IHais Makneopc IHgis BHECEHHS 3MiH [0 peecTpaLiiHnx MmaTtepiasis: 3miHu | Tuny - 3a UA/9086/01/01
600 NNiBKOBOIO PapmacblTHK $apmacbloTukanc 3MiHM 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
060/10HKOIO MO anc fNimiteq Nimiteq 3MiHa y TepMiHax npugaTHocTi abo ymoBax 36epiraHHs
600 wmr, no 4 rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
TabneTkn y cTpuni; NPUAATHOCTI FOTOBOTO NiKapcbkoro 3acoby) - [1na Toproeoi
no 1 ctpuny y ynakoBku (MiATBEPLKYETLCA AAaHUMU pPeasibHOro yacy)
KapTOHHIN 36ibLUEeHHA TEPMiHY MPUAATHOCTI FOTOBOrO NiKapCbKoro
ynakosui; no 10 3aco6y 3 2 pokiB A0 3 pokiB (MiATBEPAXKYETLCSA AAHNMU
TabneTtok y cTpuni; peasibHOro Yacy). 3miHu | Trny - 3miHW 3 AKocTi. FOTOBMIA
no 1 a6o 6, a6o 10 nikapcbkuii 3aci6. Cuctema KoHTelHep/3aKynopoBasibHUI
cTpunie y 3aci6. 3miHa po3mipy ynakoBK/ roTOBOrO JliKapCbKoro 3acoby
KapTOHHIlA (3MiHa KinbKOCTi oguHMLb (Hanpuknag TabneTok, amnyn
ynakoBLi TOLLO) B yMakoBLii:) - 3MiHa no3a fjanasoHoM 3aTBEePLKEHNX
PO3MIpiB yNakoBku
- BBOAATLCA A0AATKOBI YNakoBKW Nikapcbkoro 3acoby Nel00
(10x10) y cTpunax, 6e3 3MiH1 NePBNHHOTO NaKyBaslbHOro
marepiany, 3 BignoBigHMMM 3MiHAMW Y pP. «YNaKoBKa»
225. NOPATAAWN | Tabnetku no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasnis:3miHu | Tuny - 6e3 UA/2191/01/01
H- Mmr, no 10 "PapmaueBTu "PapmaueBTuyHa 3MiHa agpecu BupobHuka APl nopataguHy Vasudha Pharma peyenma
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
AAPHNUA Tabnetok y YyHa hipma ipma "JapHuus" Chem Limited, India, 6e3 3miHV micus BUPO6HMLITBA.
KOHTYPHIit "NapHuus” BBefeHHSA 3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPIKEHHS
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBUi y nayui
226. | IOPOCAH cnpei TOB YkpaiHa MpAT "Bionik" Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - Ges UA/12867/01/01
OPOMYKO3HW, "YKpaiHcbka 3MiHV B MeTOAax KOHTPOJIt0 FOTOBOrO JlikapcbKoro 3acoby, a peyenma
po3unH no 30 mny | chapmaueBTuy came: YTOYHEeHHs yMOB XxpomaTorpadyBaHHs 419 MeTogy
pNakoHi 3 Ha KoMnaHis" «KinbkicHe BU3Ha4veHHs. HinariH. Hinazon»
Hacocom-
£03aTopoM 3
posnuatoBayem;
no 1 dpnakony y
nayi 3 KapTOHY
227. | NOTEIHA Tabnetku AT "Apavep Monbwa AT "Apames dapma” MonbLa BHECEHHS 3MiH [0 peecTpaLiiiHux matepiasnis: 3MiHu | TUNY - 3a UA/5244/01/01
BariHasibHi no 50 Papma” 3MiHM 3 SKOCTI. [0TOBWIT NiKapCbKuiA 3aci6. 3MiHN Y peyernmom
mr no 15 Tabnetok BMPOGHMLTBI. 3MiHa iMNopTepa/3MiHN, L0 CTOCYHTbLCA
y 6nicTepi; no 2 BMNYCKY cepii Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKOro
6nictepu B 3acoby (3amiHa abo gofaBaHHA BUPOGHYKa, L0 BiAnoBigae
KapTOHHIlA KopoobLi 3a BBE3€HHS Ta/abo Bunyck cepii) - He BkIoyaroum
KOHTPO/b/BUNPOGYBaHHSA cepil - 3MiHa BUpobHuKa /13
BiANOBIAaUIbHOrO 3a BMUNYyCK cepii. BBeaeHHA 3MiH NpoTarom
6-Tn micAuiB nicnsA 3aTBepmkeHHNA. 3MiHu | Tuny -
AZMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy MicLs NPoBamXEHHS Ais/IbHOCTI
BUPOGHMKa/iMNopTepa rotToBoro Nikapcbkoro 3acooy,
BK/IIOYAOUN AiNbHWLI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPO/IH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUK/IMNIOPTEp, He BK/IKYAKUM BUNYCK Cepiil) 3MiHa
Ha3BW BUPOOBHMKA rOTOBOrO JliKapCbKoro 3acoby,
BiANOBIA&/IbHOIO 3a BUPOGHWLTBO, MEPBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b cepii. BBeAeHHs 3MiH NpoTAarom 6-Tn
MiCSILiB Micns 3aTBepPAKEHHS
228. MA3b AP. Masb o 20T, 50T [Op. Taiicc Himeuun [p. Taiicc HimeuunHa BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 6e3 UA/2333/01/01
TANCCA 3 a6o 100 r y 6aHL; HaTypBapeH Ha HatypBapeH 'mM6X, BWJTyYEHHS 3i cneuudikauii 4ONOMKHOT pe4yoBUHN peyenma
XXNBOKOC no 1 6aHui B 6X HimeuunHa (003Bin Ha Apomarunsartop COCHOBOI XBOI HE3HAYHOro MoKasHuKa
TOM KapTOHHIi KOpOoOLyi BMNYCK CepiT; «Touka cnanaxy» (Flash point). Ockinbku, Touka cnanaxy €
BMPOGHMLITBO JiLie BHYTPILWHIM NapaMeTpoMm A1 BUPOGHULITBA, KNI He
Hepo3gracoBaHol TEeCTYETbCA B NPOLLECi KOHTPOSIO AKOCTI (IHhopmaLis
npoaykuii, nepBrHHe BUK/IIOYHO A/151 06PO6KM JOMOMIXKHOT PEYOBUHN), | HE €
Ta BTOPWHHE napameTpoMm, SK1in CTOCYETbCA AKOCTI OMOMIKHOI PEYOBUHM
nakyBaHHs.)
229. | MAKCUAOEK | xpanni ouHi, 1 HoBaprTic LLseiiua AnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3MiHu | Tuny - 3a UA/10812/01/01
C® Mmr/mn, no 5 mny dapma Al pist 3MiHV Wopao 6e3nekn/eeKTUBHOCTI Ta hapmakoHarnsamy. peuyenmom

hnakoHi-
KpanenbHuui

BBefieHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHWX NPOo cucTemy
hapmakoHarnsgy (BBeeHHs y3araslbHeHUX JaHuX npo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
"[pon-TeiHep®"; cuctemy dpapmakoHarnsgy, 3MmiHa yroBHOBaXeEHOi 0cobu,
no 1 cpnakoHy- BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMakoHarnsay; KOHTakTHOT
KpanesnbHuL, B 0co6m 3 thapmakoHarnagy 3asBHuKa A5 34iINCHEHHSA
KOpO6Li 3 KApTOHY chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1Yaoun KOHTaKTHI AaHi) Ta/abo 3MiHM
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOB&XXEHOT 0CO6U 3aABHVKa, BifgnoBiganbHOI 3a
thapmakoHarnag: MNponoHoBaHa pefakuis - David J Lewis,
B.Sc (Hons), Ph.D. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asBHUKa, BiANOBIAa/1bHOI 3a (hapMakoHarnag,
230. MAHIT pO34uH ans MpuBaTHe YkpaiHa | [MpuBaTHe akuioHepHe Ykpaina BHECEHHS 3MiH [0 peecTpaLjiiHux maTepiasis:3MiHn | Tuny - 3a UA/4535/01/01
iHdpy3iiA 15 % no akujioHepHe TOBapuCTBO "“lHdy3isa" BBE/IEHHS 40AaTKOBOrO PO3Mipy Cepii roTOBOrO JlikapCbKoro peyenmom
100 mn, 200 mn, TOBapuCTBO 3acoby; 3anpornoHoBaHo: 2000,00 n; 8000,00 n1; 500,00 n
400 mMn y nnswkax "IHdpy3ia” (100 mn — 4930 nnswok; 200 mn — 2481 naswok; 400 mn —
1240 naswok)
231. MEFNI®OP | TabneTkun, BKPUTI M.Biotek NTa,. Benuka IHgoko Pemepis IHAis BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/12645/01/03
T 1000 NAiBKOBOIO BpuTaHi Nimiteq BBEEHHS 404ATKOBOro/a/ibTEPHATUBHOIO BUPOGHUKa Ad| peyernmom
060/10HKOI0 NO A MeThopmiHy rigpoxnopung SOHAN HEALTHCARE PVT.
1000 mr no 10 LTD., INDIA 3a npoueaypoto CEP (CEP Ne R1-CEP 2009-
Tabnetok y 233-Rev 00) o Bxe 3aTBepmxeHoro supobHuka WANBURY
6nicTepi; no 1 abo LIMITED, INDIA; 3miH¥ | TUNy - nogaHHA OHOBJ/IEHOTO
3 6nictepun y nayu,i cepTudikaTy BignoBigHOCTI €Bponeiickkili hapmakonei gns
3 KapTOHY A®| meThopMmiHy rigpoxnopuay Bif BXe 3aTBepAKeHOro
BMpo6HMka WANBURY LIMITED, INDIA; 3anponoHoBaHo:
CEP Ne R1-CEP 1998-079-Rev 09
232. MEIIIPOP | Tabnertku, BKpUTI M.BioTek /4. Benvka IHooKo Pemegis IHgis BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHu | Tuny - 3a UA/12645/01/01
T 500 NNiBKOBOO BpuTaHi Nimitepn BBE/IEHHS1 40AAaTKOBOro/a/ibTepPHATUBHOIO BUPO6HMKa AdI peyenmom
060/10HKO0, N0 A meTdhopminy rigpoxnopug SOHAN HEALTHCARE PVT.
500 mr no 10 LTD., INDIA 3a npouegypoto CEP (CEP Ne R1-CEP 2009-
TabneTok y 233-Rev 00) o Bxe 3aTBepaxeHoro BupobHuka WANBURY
6nicTepi; no 1 abo LIMITED, INDIA; 3mitu | Tuny - nogaHHsA OHOBIEHOTO
3 6nictepn y nayu,i cepTugikaTy BiANOBIAHOCTI €Bponeicbkil hapmakonei ans
3 KapTOHY Ad| MmeTdhopMiHy rigpoxnopuay Bif BXe 3aTBEPKEHOIO
supo6Huka WANBURY LIMITED, INDIA; 3anponoHosaHo:
CEP Ne R1-CEP 1998-079-Rev 09
233. MEFNI®OP | TabneTku, BKPUTI M.BioTek /114, Benvka IHooKo Pemepis IHais BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiB:3MiHu | Tuny - 3a UA/12645/01/02
T 850 N1iBKOBOIO Bputani Nimiten BBE/IEHHS 40aTKOBOro/asibTEpPHATUBHOTO BUPOOHUKa API peyenmom
060/10HKOI0 NO A mMeTdhopmiHy rigpoxnopug SOHAN HEALTHCARE PVT.
850 mr no 10 LTD., INDIA 3a npouegypoto CEP (CEP Ne R1-CEP 2009-
Tabnetok y 233-Rev 00) go Bxe 3aTBepmxeHoro supobHnka WANBURY
6nicTepi; no 1 abo LIMITED, INDIA; 3miHu | Tvny - nogaHHs OHOB/IEHOTO
3 6nictepu y navui cepTudikaTy BiAnoBigHOCTI EBponeiickkili hapmakonei ans
3 KapTOHY A®| meThopMmiHy rigpoxnopuay Bifi BXe 3aTBEpPIKEHOr0
BMpo6HMka WANBURY LIMITED, INDIA; 3anponoHoBaHo:
CEP Ne R1-CEP 1998-079-Rev 09
234. MEAOBIOT | Ttabnetku no 2,5 Xo6Hep Himeuun AHTOH Xto6Hep M'M6X HimeuunHa BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasliB:3MiHu | Tuny - 6e3 UA/2432/01/01
NH Mmr no 10 Tabnetok | HartypapuHaii Ha & Ko. KI', HimeyunHa noJlaHHA OHOB/IEHOro cepTudpikara BiANOBIAHOCTI peyenma
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
y 6nicTepi; no 3 MiTTeNnb MM6X (BMPOGHMK, €Bponevicbkin dhapmakonei R1-CEP 2001-405-Rev 02 gns
abo 6 6nictepiB y BiANoBigabHUIA 3a A®I (D-Biotin), Bif BXe 3aTBEPAXEHOT0 BUPOGHUKA
KapTOHHIli KopooLi BMNYCK cepil,
BK/THOHAI0UM
KOHTPONb/BUNPOGYBaH
HA cepil); mibe MTM6X
ApuHaiimiTTenNb,
HimeuumHa (BUPOGHUK,
BifNOBIgabHWIA 32
BMMYCK Cepii,
BK/IHOHAI0UM
KOHTpO/b/BUNpobyBaH
HAa cepii); mibe MTM6X
ApuHaiimiTTenNb,
HimeuunHa (BUPOGHMUK,
BignoBigasbHWi 3a
BUPOOHULTBO
Hepo3chacoBaHoro
NPOAYKTY, NepBUHHE
Ta BTOPWHHE
nakyBaHHs)
235. | MENNATOHI | nopoLuok AT YkpaiHa CBATI CMNEHTO3E IHAjs BHECEHHS 3MiH 0 peecTpavliiiHux maTepiastiB:3miHu | Tuny - - UA/17467/01/01
H KpucTaniyHmi "KNIBCbKWI NBT. NTA. npvBefeHHs HOPMyBaHHA Ta METOAMKN KOHTPOIO 3a
(cybeTaHuis) y BITAMIHHWNIA nokasHukom «CynpoBsigHi AOMILLKM» Y BIANOBIAHICTb A0
naketax 3ABO[", MoHorpadii BP Ha Melatonin
noaBinHMX YkpaiHa
nonieTuIeHoBmX
ans
dhapmav,eBTUYHOT
0 3aCTOCyBaHHS
236. MENIOKCUK | Tabnetkn no 7,5 AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/3921/01/01
AM-KB mr, no 10 "KNIBCbKWI BITAMIHHW BHECEHHS He3Ha4yHUX 3MiH o po3giny 3.2.P.3. MNpouec peyernmom
Tabnetok y BITAMIHHWIA 3ABO" BMPOGHMLITBA NiKapCbKoro 3acoby Ha ctagii «TM2.1
6nicTepi; no 1 abo 3ABOA" MpuroTyBaHHA 3B0/1I0XYBaYa», a caMe BBOAATLCA HOBI
2 6nictepun y nayui OAMHWLI 06NafHaHHA: EMHICTb NepecyBHa, Millasika
nepecyBHa;
3MiHK | TUNY - BBEAEHHA A0AaTKOBMX PO3MIpIB cepii.
MponoHoBaHa pefakuis Ana nosysaHHa 7,5 mr Po3mip cepil
[ns ynakoskn NelO
18 760 yn JopatkoBuii po3mip cepii: 140 700 yn Ans
ynakoBku Ne20 9 380 yn. logatkoBuii po3mip cepii: 70 350
yn
237. MENIOKCUK | Tabnetku no 15 mr AT YkpaiHa AT "KMIBCbKUI Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/3921/01/02
AM-KB no 10 TabneTtok y "KNIBCbKWI BITAMIHHW BHECEHHS He3Ha4yHUX 3MiH [0 po3giny 3.2.P.3. MNpouec peyenmom
6nictepi; no 1 abo BITAMIHHUIA 3ABO" BMPOGHMLTBA NMiKapCbKoro 3acoby Ha ctagii «TM2.1
2 6nictepu y navui 3ABOA" MpuroTyBaHHA 3B0/1I0XYBaYa», a caMe BBOAATLCA HOBI

OAMHULI 06/1aHaHHA: EMHICTb NepecyBHa, Millasnka
nepecyBHa,
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
3MiHY | TUMy - BBEAEHHSA AOAATKOBMX PO3MIpIB cepii.
MponoHoBaHa pepakuia Ans fo3ysaHHA 15 mr Po3mip cepii
[ns ynakosku NelO
9 380 yn foaaTkoBuii po3mip cepii: 70 350 yn a5 ynakoBku
Ne20 4 690 yn. logaTkoBuiA po3mip cepii: 35 175 yn
238. MEPOHEM NMopoLIOK aNns NOPANIEP CLWA AcTpa3eHeka tOK Benvka BHECEHHS 3MiH 40 peecTpauiiHux martepianis:3miHn Il Tuny - 3a UA/0186/01/01
po3unHy Ans EWY.CLMI. Niviten, Benuka BpuTtaHis/ 3MiHM A0 IHCTPYKUIT 4719 MEeANYHOro 3acTOCyBaHHS peyenmom
iH'eKwiii no 500 mr, | KOPMOPEMLU BpuTaHis (BUpoOHUK, LLiBeiiuapisi/ niKkapcbKoro 3acoby Ao po3ainis "OcobanBoCTi
no 10 chnakoHis 3 H BiANOBIAaIbHNI 3a AnoHis 3actocyBaHHs", "Mob6iyHI peakujii”, TakoX BHECEHO
MOPOLLKOM y BTOPUHHY YNaKoOBKY, pefakuiiiHi npaBkK 40 TekcTy po3ainy "Cnocibé 3actocyBaHHS
KapTOHHIlA KopooLi Bunyck cepii); ENCIiEc Ta f03u1". BBeeHHA 3MiH NpPOTArom 3-X Micauis nicas
[o6dap Cna, ITanis 3aTBEPKEHHS
(Bup0o6HYK "in bulk™);
3am60H CaiTuepnaHg
Nta, Weenuapis
(BMPOGHMK,
BiAnNoBigabHUIA 3a
NepBUHHY YNaKoBKy,
BTOPVHHY YNakoBKY,
BUNYyCK cepii);
CymiTomo [leliHinnoH
®apwma Ko., fita.,
ANoHis (BUPOBHKMK "in
bulk™)
239. MEPOHEM NMopoLoK ANns MOAN3EP CLWA AcTtpa3eHeka tOK Benvka BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis:3minu Il Tuny - 3a UA/0186/01/02
pO34unHy Ans EVY.CLII. NimiTen, Benuka BputaHis/ 3MiHW A0 IHCTPYKUiT 418 MeAUYHOro 3aCTOCYBaHHS peuenmom
iH'ekuii mo 1000 KOPMOPEWLL BpuTaHis (BUpO6HUK, LLisefuapis/ nikapcbkoro 3acoby Ao po3ginis "OcobamsocTi
mr, no 10 H BignoBiganbHWi 3a AnoHis 3acTocyBaHHs", "Mo6iyHI peakujii”, TaKoX BHECEHO
hNakoHiB 3 BTOPVHHY YNaKOBKY, pefakuiiiHi npaBkK 40 TekcTy po3ainy "Cnocibé 3acTocyBaHHs
NMOPOLLKOM Y BUMYCK cepii); ENCIiEc Ta Ao3v". BBeAeHHs 3MiH NpoTarom 3-x Micauis nicns
KapTOHHIlA KopoobLi Lo6dap Cna, ITanis 3aTBEPKEHHS
(BMpOGHUK "in bulk™);
3am60H CaiTuepnaHs
NTa, Weeiiuapis
(BUPOBHUK,
BiANOBIgaIbHNI 3a
NepPBUHHY YNakoBKy,
BTOPVHHY YNakoBKY,
BWMYCK cepil);
CymiTomo [eliHinnoH
®apwma Ko., fita.,
AnoHisa (BUPOBHWK "in
bulk")
240. MIKCTAPA cycneHsia ans A/T Hoso [NaHis Bupo6HuK [Nanis/ BHECEHHS 3MiH 10 peecTpaLiiHnX maTepianis:3miHu | Tuny - 3a UA/17173/01/01
® 30 HM iH'exuin, 100 Hopgaick Hepo3dhacoBaHoro dpaHuia/ 3MiHM A0 IHCTPYKLi A/19 MeAMYHOro 3aCTOCYBaHHS peyenmom
®JIEKCMNEH | MO/mnno 3 mny NPoAYyKTY, NepBuHHe Bpasunis nikapcbkoro 3acoby B po3ain "Cnocib 3acTocyBaHHsA Ta

®

KapTpuaxi; no 1
kapTpuaxy y

naKyBaHHs; KOHTPO b
AKOCTi NPOAYKTY B

[031" (yTOYHeHo iHchopmauito A5 nauieHTa Wwoao
KOPUCTYBaHHS LUNPWLI-PYYKOI0). BBEAEHHS 3MiH NpoTSArom 6-
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
6araTro030Bii nepBUHHOMY TN MIiCALIB NiCNs 3aTBEPMAKEHHS
oAHOpa3oBili nakyBaHHi (KapTpuaxi
LWNpuL-pyyL; no 1 MeHpin®) Ta

abo 5 wnpuu-
PYYOK Y KapTOHHiIl
Kopobui

BignoBigasbHWi 3a
BMNYCK Cepii roTOBOro
NpoAyKTy
(PnekcleH®): AIT
Hoso Hopgaick, AaHis;
Bupo6HuK
Hepo3dacosaHoro
NpPoOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO b
AKOCTI MPOAYKTY B
nepBUHHOMY
nakyBaHHI (kapTpuaxi
MeHdin®); 36upaHHs,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
roTOBOrO NPOAYKTY
(®PnekcleH®);
KOHTPO/Ib AKOCTI
roTOBOrO NPOAYKTY
(PnekcheH®): AIT
Hoso Hopgaick, JaHis;
Bupo6Humk
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs! (KapTpuaxi
MeHin®); 36upaHHS,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY
(PnekcheH®): AIT
HoBo Hopgaick, [aHis;
Bypo6HMK Npoaykui
3a MNOBHUM LIMK/TOM:
Hoso Hopgaick
MpoptokcboH CAC,
®paHuis;
Bupo6HuK
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO b
AKOCTi MPOAYKTY B
nepBUHHOMY
nakyBaHHi (KapTpuaxi
MeHhin®); 36upaHHs,
MapKyBaHHs Ta
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY
(dnekcleH®);
KOHTPO/b SKOCTI
roTOBOro NPOAYKTY
(PnekcleH®):
Hoso Hopgaick
MNpoaykao
dapmaceyTika g0
Bpasinb NlITga.,
Bpasunis
241. MITPA pO34unH Ans PYM Pecny6n PYN Pecny6nika BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/16318/01/01
iH exuiii, 100 "Benmeanpen ika "Benmegnpenapartu” Binopycb AZMiHICTpaTUBHI 3MiHN. 3MiHa Ha3BM JlikapcbKoro 3acoby. peyenmom
Mmr/mn, no 5 mn B apatun" Binopyc 3MiHa Ha3BY NikapcbKoro 3acoby. 3aTBepaKeHo:
amnyni; no 5 b ME/IbZIOHIN. 3anponoHosaHo: MITPA. Sk HACMifoK - 3MiHa
amny’s 3 pO34MHOM B TEKCTi MapKyBaHHA yNakoBKM /liKapCbKOro 3acoby.
y 6nicTepi; no 2
6nictepn y
KapPTOHHI/ nayuj
242. MOAENb TabneTku, BKPUTI AnBoreH Bonrapi TOB TeBa MonbLa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3MiHa 3a UA/15294/01/01
EPO NAiBKOBOIO Papma a OnepeliwH3 MonaHg 3asBHMKa (B/1aCHMKA peecTpaLiiHoro noceig4yeHHs) (3rigHo peyernmom
o06010Hkot0 no 91 TpeiguHr Haka3y MO3 Big 23.07.2015 Ne 460). BBeieHHSA 3MiH
Tabnetyiy HOpon OTOB NPOTArom 6-Tv MicAILiB Nicnsa 3aTBepaAXeHHs. 3MiHu | Tuny -
6nictepax (no 28 3MiHu Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
poXeBux TabneTok BBegeHHs1 ab0 3MiHM [0 y3arasibHeHNX JaHnX Npo cucTemy
y 2 6nictepax Ta thapmakoHarnagy (BBe4eHHS y3arasibHeHUX JaHuX Npo
35 Tabnetok (28 cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
poXeBux TabneTok BiNOBIAAIbHOI 3a 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
Ta 7 6innx 0cob6u 3 chapMakoHarnsay 3asaBHVKa st 34iiCHEHHS
Tabnetok) y hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
6nicTepi); no 3 yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
6nictepu, Wo hapmakoHarnagy (BK1oYaoun KOHTaKTHI AaHi) Ta/abo 3MiHu
3adikcoBaHi y PO3MiLLEeHHI MacTep-halina cucremu chapmakoHarnagy).
KOpPO6KOIo- 3MiHa YyNoBHOBaXKeHOT 0c06M 3aiBHUKA, BiAMOBIAa/IbHOI 3a
KHVKeukoto; no 1 chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOT
KOPOOLLi-KHNXL B 0cobu ynoBHOBaXKeHOT 0CO6M 3aABHUKA, BiAMOBIAa/IbHOI 3a
nakeTuky 3 thapmakoHarnag B YkpaiHi. 3MiHa micus 34iACHEeHHS
onbru; no 1 OCHOBHOI AisiNbHOCTI 3 hapmakoHarnsgy. 3MiHa
nakeTuky 3 MicLe3HaxXoKeHHs MacTep-haiina Ta noro Homepy.
oL Ta
Hakneinkoro-
KaneHgapem B
Kopo6ui
243. MOMAT Kpem 0,1% no5r neHmapk IHAisA CneHmapk IHAis BHECEHHSA 3MiH 10 peECTpaLiiHNX MaTepianiB: yTOYHEHHS 3a UA/7827/01/01
KPEM a6o 15 r B Ty6i; no dapmacbioThK dapmacboTrKan3 HanucaHHs 3asiBHMKa B NPOLECi NnepepeecTpavii B Hakasi peyenmom
1 Ty6i y KapTOHHii ans Jita,. nra., Hais; MOS3 Ykpainu
ynakoBLij FneHmapk Ne 1772 Big 12.08.2019. Pepakuis B Hakasi: FneHmapk

PapmacboTrKan3

dapmacbioTukans Jliviteg, IHAis; 3anponoHoBaHa pegakuis:
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
NimiTeq, IHAjis neHmapk ®apmacbktoTvkans J174., IHAis.
244. MOMAT Ma3b 0,1 % no5r neHmapk IHais neHmapk IHAis BHECEHHS 3MiH [10 peecTpaLiiiHix MmaTepianiB: yTOUHEHHS 3a UA/7827/02/01
MA3b a6o 151y Ty6i; no | dapmacblThK PapmacboTrKan3 HanucaHHs 3asiBHMKa B NPOLECi NnepepeecTpavii B Hakasi peyernmom
1 Ty6i y KapTOHHii ans /ltg. nra., IHais; MO3 YkpaiHu
ynakoBLi neHmapk Ne 1772 Big 12.08.2019. Pepakuisi B Hakasi: [neHmapk
dapmacbloThKan3 dapmacbioTvkans Nlimites, IHAjA; 3anponoHoBaHa pegakLis:
NimiTeq, IHAjs neHmapk ®apmacbktoTvkans J174., IHAis.
245. MOHTEN TabneTku, BKPUTI My6niyHe YkpaiHa My6niuHe akuioHepHe Ykpaina/ BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/16297/01/01
NAiBKOBOIO akuioHepHe TOBapuUCTBO "HaykoBo- Benbrisi/ 3MiHM A0 IHCTPYKLi A/19 MeAMNYHOro 3aCTOCYBaHHS peyernmom
o6onoHkoto, no 10 TOBapuCTBO BVMPOGHNYMNIA LEHTP IcnaHis nikapcbkoro 3acoby y po3ginu: "OcobnmsocTi
Mr Mo 7 TabneTok "HaykoBo- "BopLyariBcbkuii 3acTocyBaHHs", "Mo6ivHi peakuii" BigNOBIAHO A0 OHOBNEHOT
y 6nicTepi, no 2 BMPOGHUUNIA XiMiko- iHdhopmauii 3 6e3nekn Aitoyoi peyoBnHW. BBegeHHS 3MiH
abo no 4 6nictepu LEeHTp hapmaueBTUYHNI NPOTArom 3-X MiCALB Nic/a 3aTBepAKeHHA
B nauLii "BopLuariscbk 3aBoj", YkpaiHa
uii Ximiko- (chacyBaHHs i3 chopmu
hapmaueBTny "in bulk" BUPOGHMKIB
Hui1 3aBoa” CaHiko H.B., bBenbrisi;
CiHTOH XicnaHisa C./1.,
IcnaHis)
246. MOHTEN TabneTkun My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLiiHnX MmaTepianis:3miHu | Tuny - 3a UA/16297/02/01
XyBaJlbHi M0 5 Mr akuioHepHe TOBapucTBO "HaykoBo- Benbrisi/ 3MiHM A0 IHCTPYKLi A/19 MeAMYHOro 3aCTOCYBaHHS peyenmom
no 7 TabneTok y TOBapWCTBO BMPOOHWYMIA LIEHTP IcnaHis nikapcbKoro 3acoby y po3ginu: "OcobameocTi
6nicTepi; no 2 abo "HaykoBo- "BopLyariBCbKuii 3actocyBaHHs", "Mob6iyHI peakuii" BiANOBIAHO A0 OHOBNEHOI
no 4 6nictepu B BMPOGHNYMI XimiKO- iH(hopMawii 3 6e3nekn gjtyol pevyoBMHN. BBegeHHS 3MiH
nauui LeHTp hapmaueBTUYHNI NPOTArom 3-X MiCALB NicNa 3aTBepAKEeHHSA
"Bopuuariscbk 3aBoj’", YkpaiHa
WA XiMiKO- (dbacyBaHHs i3 oopmMm
thapmaueBTny "in bulk" BUpOGHWMKIB
HWiA 3aBog" CanHiko H.B., benbris;
CiHToH Xicnania C.J1.,
IcnaHis)
247. MOHTEN Tabnetkun My6niuHe YkpaiHa My6niyHe akuioHepHe YkpaiHa/ BHECEHHS 3MiH 10 peeCcTpaLiiHnX maTepianis:3miHu | Tuny - 3a UA/16297/02/02
XXyBaJlbHi M0 4 M, akujioHepHe ToBapucTBo "HaykoBo- Benebris/ 3MiHW [0 IHCTPYKLi 415 MeAUYHOTO 3aCTOCYBaHHS peyenmom
no 7 TabneTok y TOBapUCTBO BMPOGHNYMNIA LEHTP IcnaHis nikapcbKoro 3acoby y posginu: "OcobanBoCTi
6nicTepi; no 2 abo "HaykoBo- "BopLyariBCcbkuii 3acTocyBaHHs", "Mob6iyHI peakuii” BiANOBIAHO 4O OHOBNEHOI
no 4 6nictepu B BMPOGHUUMIA XiMmiKO- iHhopMmauii 3 6e3nekn Aitoyoi peyoBmHW. BBeaeHHsA 3MiH
nauui LeHTp hapmaueBTUYHNI NPOTArom 3-X MiCALB Nicna 3aTBepAKeHHsA
"Bopuuariscbk 3aBoj", YkpaiHa
uii XimiKo- (chacyBaHHs i3 hopmu
hapmaueBTny "in bulk" BUPOGHWMKIB
HWi1 3aBoa" CaHiko H.B., benbris;
CiHToH Xicnania C.J1.,
IcnaHis)
248. MYKOIEH TabneTku, BKPUTI Makneopc IHais Makneopc IHgis BHECEHHS 3MiH A0 peecTpauiiHux maTtepiasis: 3miHu | Tuny - 3a UA/5547/01/01
060/10HKO0, N0 dapmacbloThK dapmacbroTrKanc 3MiHM 3 sKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
100 mr, no 10 anc Nimiteq Nimiteq 3MiHa y TepMiHax npuaaTHOCTI abo ymMmoBax 36epiraHHs

TabneTok y cTpuni;
no 3 ctpunu B

rOTOBOrO /1iKapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NpWAAaTHOCTI TOTOBOTO JTiKAPCLKOro 3acoby) - s Toproeoi
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KapTOHHIA yMakoBku (MiATBEPAKYETbCS AAHNMMN PEATbHOTO Yacy) -
ynakoBLi 36iNbLUEHHS TEPMiHY NPUAATHOCTI TOTOBOTO J1iKapCbKOro
3aco6y Ha OCHOBI NO3UTUBHMX Pe3y bTaTiB JOBrOCTPOKOBUX
[ocnimpKeHb cTabinbHOCTI y peasibHOMY Yaci: 3aTBepaXeHO:
TEPMIH NMPUAOATHOCTI 2 poku. 3anponoHosaHo: TEPMIH
MPNOATHOCTI 3 poku. BBefieHHS 3MiH NpoTArom 3-x
MiCAILB Nic/1A 3aTBEPAKEHHS.
249. MYTA®/IO cycneHsis Apgaeiicapm Himeyun Appaeiichapm M6 X HimeyunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny - 3a UA/10280/02/01
P opasibHa no 1 mn 6X Ha 3MiHM LWOoA0 6e3nekn/edeKTMBHOCTI Ta thapmakoHarnsgy. peyenmom
y NOMieTUNEHOBI BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
amnyni, no 5 thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHuX npo
amnyn y cawue; no cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHOi 0cobu,
1 caweB BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
ynakosLi; no 1 mn 0cobu 3 chapMakoHarnsay 3asaBHVKa A1si 34iCHEHHS
y NOMieTUNEeHOBIN thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
amnyni; no 25 yMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
amnyn B ynakoBLi hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa KOHTaKTHOI 0Cco6u 3asiBHMKA, BiANoBiAa/IbHOT 3a
3[iicHeHHs1 hapmakoHarnaay B YkpaiHi. MponoHoBaHa
pepakuis — TpeT'sk Jlapuca BaneHTuHiBHa. 3MiHa
KOHTaKTHUX JaHnX KOHTaKTHOT 0CO6U 3asBHNKA,
BiANOBIAA/ILHOI 32 34iiCHEHHS (hapMakoHarnaayB YkpaiHi
250. HAS3IK® cnpeii HasanbHWiA, | Kaccenna-mep | Himeuwun | Knoctepdopay BepniH HimeuunHa BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis:3MiHu | Tuny - bes UA/9133/01/01
BNK QITEN po3unH o 10 mny | m6X eHg Ko. Ha meX nofaHHs OHOBJ/IEHOrO cepTuddikaTy BiAMNOBIAHOCTI peyenma
dhnakoHi; no 1 KIr €Bponeiicbkilt hapmakonei R1-CEP 2008-255-Rev 02 Big,
chnakoHy pa3om 3 3aTBEPA)KEHOro BUPOOHYKA Ajt0U0i PeUOBUHM
Hacafkoto ans KCU/TOMETa30/1iHy TigpoxX1opng,
pO3NWAeHHs y
KapTOHHIW
kopo6ui; no 10 mn
y chnakoHi, no 1
donakoHy 3
thikcoBaHOO
Hacafkoto ans
po3nusieHHs B
KapPTOHHI KOpoOLi
251. HA3OHEKC | cnpeii HasanbHWiA, LepiHr-Mnay LBeliua MC/ IHTepHeLHn Cinranyp/ BHECEHHSA 3MiH [0 peecTpaliiiHnx maTepianis:3amiHu Il Tuny - 3a UA/7491/01/01
® [030BaHuii, 50 CeHTpan Ict pist M6X (chinis Benbris 3MiHM A0 IHCTPYKLi A/19 MeAMYHOro 3aCTOCYBaHHS peyenmom
MKr/go3y; no 18 r Al Cinranyp), CiHranyp; nikapcbkoro 3acoby o po3ainis "OcobnmnBoCTi

(140 po3)
cycneHsii y
nonieTmneHoBoMy
dhnakoHi 3
[103y0UMM
Hacocom-
posnuntoBayem,
3aKpUTUM

LWepinr-Mnay a6o
H.B., Benbris

3actocysaHHs", "lMNo6iyHI peakuii”. BBejeHHs1 3MiH NpOTArom
6-TN MicAUIB NiCNs 3aTBEPAKEHHS
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KoBnaykom, no 1
hnakoHny y
KapTOHHI KOpo6Li
252. | HA3BOHEKC | cnpeii Ha3anbHuiA, LWepiHr-Mnay LLiseiiua LWepinr-Mnay Na6o Cinranyp/ BHECEHHS 3MiH [0 peecTpavljiiiHix maTepianiB:3Minu |l Tuny - 3a UA/11264/01/01
®CUHYC [030BaHuit, 50 CeHTpan Ict pist H.B., Benbria; MCL, Benbris 3MiHW A0 IHCTPYKLi A/ MeAMNYHOro 3aCTOCYBaHHSA peuenmom
MKr/go3y; no 10 1 Al IHTepHewHn M6X nikapcbKoro 3acoby go posginis "OcobamBocTi
(60 po3) cycneHsii (chiniss Cinranyp), 3actocyBaHHs", "INo6ivHI peakuii”. BBeieHHS 3MiH MPOTArom
y CiHranyp 6-TU MicAUIB NicNsA 3aTBEPKEHHS
nonieTueHoBoMy
chnakoHi 3
[03yH0UnMm
Hacocom-
posnuatoBayem,
3aKpUTUM
KoBMaykom, no 1
chnakoHy y
KapTOHHI KopoobLi
253. HAKOM® Tabnetkn no 250 CaHpo3 CnoBeHi Jlek dapmaueBTMyHa CnoBeHis BHECEHHS 3MiH 40 peecTpaLiiHnX MmaTepiasiB:3miHn | Tuny - 3a UA/9134/01/01
mr/25 mr no 10 dPapmacbioTika a KoMnaHis 4. a. noAaHHa HOBOro cepTudpikaTa BiANoBigHOCTI EBponenchbkili peyenmom
Tabnetok y ns3 a.a. thapmakonei Ne R1-CEP 2005-161-Rev 04 ans gito4oi
6nicTepi, no 10 PEeYOBUHM Bif, HOBOrO BUPOOHWKA B JONOBHEHHS 40
6nicTepiB y 3aTBEpAXEHOro BUpobHuka A®l; 3miHu | TUNY - nogaHHs
KapTOHHIlA KopooLi HOBOrO cepTudikaTa BifnoBiAHOCTI EBPONEACHKIi
chapmakonei Ne R1-CEP 2005-057-Rev 04 gns gitouoi
PeyoBMHM Bifi HOBOrO BUPOOHYKA B [ONOBHEHHSA A0
3aTBEpPAKEHOro BUPO6HUKa Ad|
254, HANBY®IH- | po3unH ans TOB YkpaiHa | Bci cTagii, BKIovarum YKpaina BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiasis: 3MiHu | Tuny - 3a UA/11606/01/01
DAPMEKC iH'ekuii, 10 mr/mn, "®APMEKC BUMYCK Cepii: 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. peyenmom
no 1 mn a6o no 2 reyn" TOB "®APMEKC 3MiHa y TepMiHax NpugatHocTi abo ymoBax 36epiraHHs
My nonepeaHbo reyn-, rOTOBOrO JliKAPCbKOro 3acoby (36i/1bLEHHS TEePMIHY
HarnoBHEHOMY YKpaiHa,; npuAaaTHOCTI TOTOBOrO MikapcbKoro 3acoby) - [ns Toprosoi
wnpuui; no 1 aéo BCi cTagii, okpim ynakoBku (NiATBEPLKYETHCA AAHUMMN PeasIbHOro Yacy)
5 nonepeaHbO BUNYCKY Cepii: 36ibLUEHHS TEPMiHY MPUAATHOCTI FOTOBOrO NiKapCbKoro
HarnoBHEHUX TOB "X®I1 "3p0pos'a 3acoby 419 TOProBoi ynakoBkuy (LWnpuum no 1 ma a6o no 2
LNpuLiB y Hapogay", M) 3areepmxeHo: AN wnpuuis: 2 pokn Ana amnyn: 3 poku
KOMMJIEKTi 3 YkpaiHa; 3anponoHoBaHo: 15 wnpuuis: 3 pokn a8 amnyn: 3 poku
rosikamu y BCi cTagii, BK1ovaoun BBefeHHA 3MiH NPOTArom 6-Tu MiCALIB MicNs 3aTBEPIKEHHS
KOHTYpHIl BTOPUHHE NakyBaHHS
YapyHKOBIW Ta KOHTPO/b SKOCTI, 3a

ynakoBLji abo
6nictepi; no 1
KOHTYPHili
YapyHKOBIl
ynakosLi a6o
6nictepy y nauuj;
no 1 mn a6o no 2
M B amnysi; no 5
amnyn y 6nictepi;

BUHATKOM BUMYCKY
cepii:
ToBapucTtso 3
06MeXeHo
BiAANOBIAA/LHICTIO
"®apmaueBTuyHa
KoMnaHis "3gopos'a”,
Ykpaina
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
no 1 a6o 2
6nictepu y nauui;
no 1 mn a6o no 2
M1 B amny/ii; no
10 amnyn y
6nictepi; no 1
6nicTtepy y nayui
255. HATPIIO po34uH Ans AT "dapmak” YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/6871/01/01
OKCUBYTWU | iH'ekuiin, 200 mr/mn BHECEeHHS 3MiH g0 Cneyudikauii/MeToaiB BUNpobyBaHHS peyernmom
PAT no 5 a6o 10 vn B roTOBOrO JliKapcbKoro 3acoby 3a napameTpom
amnyni; no 5 a6o "CTepwbHICTL", 30KpeMa: BUYYEHHS MOBHOMO Onucy
10 amnyn y nauuj; npoBefeHHA METOAVKM; AONOBHEHHS Bi4NOBIAHNM
no 5 a6o no 10 mn nocunaHHsAM Ha fjtody pegakuito €®; 3miHm | Tvny -
B amnyni; no 5 BHECeHHS 3MiH 10 Cneuudikauii/MeToAiB BUNpobyBaHHS
amnyn y énictepi; roTOBOrO NiKapCbKOro 3acoby, 30Kpema: BU/TyUYEHHSI
no 1 a6o 2 nokasHuka "AHOMaslbHa TOKCUYHICTL" 3 BiAMNOBIAHOK
6nictepy y nauui 3 MEeTOAMKO
KapToHy
256. HA®TU3WH | kpanni Ha3a/ibHI MAT "®apmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH 0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 6e3 UA/3332/01/02
® 0,1%no 10 mny 3MiHa y MeTogax BUnpobyBaHHSA rOTOBOrO NiKapCbKoro peyenma
chnakoHi, no 1 3acoby (an5 NpuBefeHHs y BignosigHIiCTb 3 AdY abo
dhnakoHy B naui €BponeicbKoo hapMakoneeto Ta BUyYeHHS NOCUIaHHA Ha
3acTapifnvii BHYTPILWHI MeTog, BUNPOGYBaHHS i iioro Homep);
3MiHK | TNy - 3MiHa y NapameTpax crneungikauii Ta/abo
[OMYyCTUMWX MeX, BU3Ha4YeHuX y cneyudikauisx Ha Adl, abo
BUXiAHWIA/NPOMIDKHWIA NpoAYKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y Npoueci BupobHuuytea A®| (iHwi
3MiHW); 3MiHW | TMNY — He3HAaYHi 3MiHW B NpoLeci
BMpPOGHMLTBA cybcTaHuil HadhasoniHy HiTpaty BUpo6GHMKOM
«LOBA Feinchemie GmbH>», ABcTpisi. He Big6y0cs )XogHMX
3MiH Yy cneuudikauii Ta aHaniTMYHNX MeToAMKax roTOBOro
A®I, NPOMIXHNX NPOAYKTIB Ta CUPOBUHN (PO3YNHHUKIB,
peareHTiB, BUXigHoro matepiany A®l); 3miHn | Tuny —
He3HauHi 3MiHV B TEXHOJIOMNYHOMY MPOLLECi BUPOBHULTBA
cy6cTaHuil HadTnanH BUpo6HrKom MAT «dapmaks,
YkpaiHa. 3anponoHoBaHi 3MiHW B TEXHOOTYHUIA NpoLec
BUrOTOBJIEHHA CY6CTaHLi € HE3HAUYHMMK Ta He BN/IMBAIOTb
Ha AKiCTb HaNiBNPOAYKTIB Ta roToBOI NpoAyKLii. Byab-siki
3MiHM y SIKICHOMY Ta KiflbKicHOMY npodpini JOMILLOK Ta 'y
hi3MKO-XIMIYHUX BNACTUBOCTSIX OTPMMAaHOI cybcTaHLii
BiACYTHI, cneumdikauii Ha A®I Ta NPOMKHI NPOAYKTU He
3MIHIOETBCSA
257. HA®TU3WH | kpanni Ha3a/ibHI MAT "®apmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux MmaTepiasiB:3MiHu | Tuny - 6e3 UA/3332/01/01
® 0,05 % no 10 mny 3MiHa y MeTogax BUNpobyBaHHSA rOTOBOrO NiKapcbKoro peyenma

donakoHi, no 1
hnakoHy B nauui

3acoby (418 NpYBeAeHHs y BIAMOBIAHICTL 3 A4dY abo
€Bponeiicbkoo hapMakoneeto Ta BUyYEHHS MOCUIaHHS Ha
3acTapinnii BHYTPILLHIA MeTog, BUNPoGyBaHHSA i ioro Homep);
3MiHK | TMNy - 3MiHa y NapameTpax cneundikauii Ta/abo




Hasga

3asBHUK

177

n/n

JliKapcbKo2
0 3acoby

Popma sUMYCKY

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o

258.

HEBIIET®

TabneTku, BKpUTI

MeHapiHi

Jliokcem

[ONyCTUMMX MeX, BU3HaueHux y cneyudikauisx Ha Adl, abo
BWXiAHWA/NPOMIKHWIA NPOAYKT/peareHT, Wwo
BVIKOPVCTOBYIOTbCA Y npoueci BupooHuutea API (iHwi
3MiHW); 3MiHW | TUMY — HE3HAYHI 3MiHW B NpoLEeCi
BMPOGHMLTBA CybCTaHLii HadhasoniHy HiTpaTy BUPOOHUKOM
«LOBA Feinchemie GmbH>», ABcTpisi. He Big6ynocs )XogHux
3MiH y cneuudikauil Ta aHaniTUYHNX METOAMKaX roTOBOro
A®I, NPOMIXHUX NPOAYKTIB Ta CUPOBUHN (PO3YNHHUKIB,
peareHTiB, BUXigHOro matepiany A®l); 3miHu | Tuny —
He3HauHi 3MiHV B TEXHOJIOMNYHOMY MPOLLeCi BUPOGHNLTBA
cy6cTaHuii HadhTanH Bupo6Hukom MAT «Dapmaks,
YkpaiHa. 3anponoHoBaHi 3MiHW B TEXHOMOTYHMIA MpoLiec
BUrOTOBJIEHHSA CY6CTaHLi € HE3HAUHMMK Ta He BN/IMBAIOTb
Ha AKICTb HaNiBNPOAYKTIB Ta roToBOI NpoAaykuii. Byab-ski
3MiHW y SIKICHOMY Ta KiflbkKicCHOMY npodpini 4OMILLOK Ta 'y
hi3NKO-XiMIYHUX BNACTUBOCTSX OTPMMAHOI cy6cTaHLii
BiACYTHI, cneumdikauii Ha A®I Ta NTPOMKHI NPOAYKTU He
3MIHIOETBCSA

nocsBi04YeHHs

nnroc
5/12,5

NAiBKOBOO
060/10HKO0; MO 14
Tabnetok y
6nictepi; no 1 a6o
2 6nictepn y
KapTOHHIli Kopoobui

IHTepHeLLoHan
OnepeiiLwoHc
Tokcembypr

6ypr

Brpo6HMUTBO "in
bulk", KoHTponb cepii:
BEP/IH-XEMI AT,
HimeuunHa;
Brvpo6HMUTBO "in
bulk", nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepi:
MeHapiHi-dPoH XeingeH
m6X, HimeuunHa,;
KiHLEeBe nakyBaHHs,
KOHTPONb Ta BUMYCK
cepii:
BEP/IIH-XEMI AT,
Himeuunna

HimeuunHa

BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny -
3MiHu Wwopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta iIHCTPYKLT 4715 MeANYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapcbKoro 3acoby B MicnspeecTpauiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIIKEHb,
npoBefeHnX BigNoBIAHO A0 NNaHy negiaTpuyuHmX
pocnigpxeHsb (PIP) (3MiHy y3rofpkeHo 3 KOMNeTEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHW BHECEHO B pPO34i/in
"papmakogmHamika”, "Ocob/IMBOCTi 3aCTOCYBaHHS" Ta
"Mo6iyHi peakuji" cTOCOBHO 6e3Mneku AitoHoi pevyoBUHN
rigpoxnopTiasng LWoo pru3nKy PO3BUTKY HEMEeNaHOMHOro
paky LKipy Ha nigcTasi pekomeHgauii KomiTeTy 3 oLiHKK
pv3vkiB y chapmakoHarnsi €Bponeiicbkoro areHTcTea 3
nikapcbkux 3acobis (PRAC EMA) EMA/PRAC/595691/2018
Bia 01.10.2018. BBegeHHs 3MiH MpOTAroM 6-Tv MicsALiB nicns
3aTBEPMKEHHS; 3MiHM | TURY - 3MiHK WoAJo
6e3nekn/edpeKTMBHOCTI Ta thapMmakoHarnagy. 3miHa y
KOPOTKIll XapaKTepuCTULLi NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta iIHCTPYKLT 4715 MeNYHOro 3aCTOCYBaHHA Ha
nigcTaBi perynspHoO OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
nikapcbKoro 3acoby, abo gocnigpkeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro 3acoby B MicnspeecTpauiiiHmi
nepiog, abo sk pe3ynbTar OUiHKM 3BiTY 3 LOCNIKEHb,
npoBefeHnX BiANOBIAHO A0 NnaHy negiaTpuyuHmX
pocnigpkeHs (PIP) (iHWwi 3MiHM) - 3MiHVM BHECEHO B pO34inuv
"B3aemopis 3 iHLWMMKM NiKapcbKumy 3acobamu Ta iHLWi BUAW

B3aEMOZiin" iHhopMaLli€ro LL0A0 B3aEMOZIi 3 6aknodeHoM Ta

3a
peyenmom

UA/15245/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk
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Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

amichoCTMHOM, a TakoX JoAaBaHHs NoGiYHOI Aji
"Kponue'aHka" fo po3giny "MobiyHi peakuii” y 38'A3ky 3
eBponelicbkoto npoueaypoto PSUR-Worksharing
(NL/H/PSUR/0029/002) (BBefeHHst 3MiH MpOTSArom 6-tv
MicALiB Nicna 3aTBepKeHHs); 3MiHK | Tuny - 3MiHW Woa0
6e3nekn/edhekTMBHOCTI Ta thapmakoHarnagy (iHLwi 3miHu) -
3MiHW CTOCYIOTbCS JONOBHEHHSA TEKCTY MapKyBaHHS
yNakoBK1 NO3HAYEHHAMW OAVHMLb BUMIPIOBAHHS 3rigHO 3
MixXHapogHoto cucteMoro oanHuLb (S).
BBefeHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS;
3MiHu |l Tuny - 3miHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsgy. 3MiHN y KOpOTKili xapakTepucTu,i
nikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
MeAMYHOro 3acTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, JOKNIHIYHUMU, KAIHIYHUMW AaHVMK Ta JaHumu 3
thapmakoHarnsgy - 3MiHM BHECEHO [0 PO34i/iB
"®apmakonoriyHi BnactnsocTi”, "MokasaHHs",
"MpoTrnokasaHHaA", "B3aeMogis 3 IHLLUMU NiKapCbKUMn
3acobamu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHA", "3acToCyBaHHSA Y nepiog, BariTHOCTI Ta
roflyBaHHs rpyaar”, "3aatHicTb BNIMBATU Ha LUBUAKICTb
peakLjii Npy KepyBaHHi aBTOTPaHCMNOPTOM ab0 iHLIMMUN
MexaHizmamu”, "Cnoci6 3acTocyBaHHsA Ta gosun”, "4itn",
"Mepepo3sysaHHsA", "Mo6iYHI peakuii” y 3B'A3Ky 3
npvBeaeHHAM [0 OHOBJ/IEHOT KOPOTKOT XapakTepnucTnkm
niKkapcbKoro 3acoby.
BBefieHHs 3MiH NpoTArom 6-T1 MiCALIB Nicia 3aTBEPAKEHHS

259.

HEWPOAUK
NoBIT

Kancynu no 10
Kancyn y énictepi;
no 3 abo no 5
6nicTepis B
KopoOLi 3 KapTOHY

TOB
"BAJIEAHT
®APMACBIOT
IKAN3"

YkpaiHa

I.J1. dapma 'm6X,
ABCTpIS;
BMPOGHMK

BignoBiganbHWi1 3a

BUMYCK NPOAYKTY:

I.J1. dapma M'm6X,
ABcTpis

ABcTpist

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | TUny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax NpugaTHoCcTi abo ymoBax 36epiraHHsi
rOTOBOrO JlikapCbKOro 3acoby (36iNbLUEHHS TEPMIHY
NPUAATHOCTI FOTOBOTO JiKAPCLKOro 3acoby) - 1 Toprosoi
yNakoBku (NiATBEPLKYETbCA AAHUMMN PEASIbHOTO Yacy)
36iNbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOTO JliKapCbKOro
3acoby Ha OCHOBI NO3UTMBHMX Pe3y/bTaTiB AOBrOCTPOKOBUX
JocnigpKeHb cTabiNbHOCTI y peasibHOMY yaci:
3arBepmkeHo: TepMiH NpuaaTHoCTI. 24 MicAui
3anponoHoBaHo: TepMiH npuaaTHocTi. 30 MicauiB

3a
peyenmom

UA/5909/01/01

260.

HENPOAUK
noBIT

Kancynu, no 10
kancyn y 6nictepi,
no 3 abo no 5
6nictepiB y
Kopoobui

TOB
"BANTEAHT
PAPMACBIOT
IKAN3"

YkpaiHa

I.J1. dapma M'm6X,
AscTpis; I'.J1. dapma
'M6X, ABCTpis
(BUPOGHWMK
BignoBiganbHWi 3a
BUMYCK NPOAYKTY)

AscTpis

BHECEHHS 3MiH [0 peecTpaliiiHux maTepiastiB:3MiHn | Tuny -
nofaHHs OHOBJ/IEHOro cepTuddikaTy BiAMNOBIAHOCTI
€Bponeiicbkiit hapmakonei R1-CEP 1997-041-Rev 05 gns
Ait040T pEYOBVHN AUKNOEHAK HATPIO Bif BXe
3aTBEPKEHOr0 BUPOGHUKA B 3B'A3KY 3 YTOUHEHHSIM B
HanucaHHi agpecn BUPOOHUYOI AiNbHULI, HE3HAYHUM
YTOYHEHHSIM B OMUCi BUPOOHUYOro NpoLiecy, Ta NpUBEAEHHI
cneumdikaLii Ta MeTo4iB KOHTPOJIO Y BiANOBIAHICTL A0
BMMOT MOHorpadii €Bponelicbkoi hapmakonei;
3anponoHoBaHo: R1-CEP 1997-041-Rev 05 Site of

3a
peyerimom

UA/5909/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
production: Unique Chemicals (a Division of J.B. Chemicals
and Pharmaceuticals Ltd.) Plot No 5, Phase IV, G.I.D.C
Industrial Area District Bharuch India-394116 Panoli,
Gujarat)
261. HEMPOKCO | posunH gns NAT YkpaiHa MAT "Tanuudapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/12114/01/01
H® iH'ekuin, 500 mr/4 "Fanuuchapm" BBEEHHS 404ATKOBOro po3mipy cepii roToBOro nikapcbkoro peyernmom
M no 4 mn B 3acoby. MNponoHoBaHa pefakuis. TeopeTuyHuin po3mip cepii
amnyni; no 5 roTOBOro Nikapcbkoro 3acoby - 10,465 Tuc. ynak. Ne5x2 a6o
amnyn B 6nicTepi; He Gisble 23, 255 Tuc. ynak. Ne5x2
no 2 6nictepu B
nayui
262. HEWPOKCO | po3uuH ans MAT YkpaiHa MAT "rannucpapm" Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHux maTepiastiB:3MiHn | Tuny - 3a UA/12114/01/02
H® iH'eku;ji, 1000 mr/4 "ranuudapm” BBEJEHHS 404AaTKOBOro po3mipy cepii roToBOro Nikapcbkoro peyenmom
M/ N0 4 MN B 3aco6y. MponoHoBaHa pefakuis. TeopeTuyHuii po3mip cepii
amnyni; no 5 roTOBOro Nikapcbkoro 3acoby - 10,465 Tuc. ynak. Ne5x2 a6o
amnyn B 6nicTepi; He 6inbLue 23, 255 Tuc. ynak. Ne5x2
no 2 6nictepu B
nauui
263. HENPOTPO | posunH ans PYM Pecny6n PYM Pecny6nika BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis: 3MiHu | Tuny - 3a UA/11143/01/01
MUH- iH'eKwin 5%, no 2 "benmeanpen ika "benmegnpenaparu” Binopycb 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapMakoHarnsgy. peyernmom
MEKCUBEN | mn B amnyni; no 5 apartun” Binopyc 3MiHM Y KOPOTKIil XapaKTepucTUL,i Nikapcbkoro 3acoby, TEKCTI
amnyn y 6nictepi; b MapKyBaHHS Ta iIHCTPYKLiT AN MeAn4HOro 3acTocyBaHHA
no 2 6nictepu B reHepuyHUX/ribpuaHMX/6ionoaibHNX Nikapcbkx 3acobis
naJui 3 KapToHy nicnsi BHECEHHS TiET camoi 3MiHM Ha pechepeHTHMI Npenapat
(3miHa He noTpebye HafaHHA XOLHWUX HOBMX [0AATKOBUX
[aHunX) - 3MiHW BHeCeHi [0 IHCTPYKUIii y po3ginu "MNoka3aHHa"
(nopaHo nokasaHHsA: "HepenHo-Mo3koBa TpaBMa, HacslifgKm
YyepenHo-M0o3KOBUX TPaBM; rocTpuii iHhapkT miokapaa (3
nepLioi Ao6w), y cknagi KOMnaeKCcHoi Tepanii; nepsuHHa
BiAKPUTOKYTOBA rnaykoma pi3HUX cTagii, y ckiagi
KoMMeKcHoi Tepanii*), "Cnoci6 3acTocyBaHHsA Ta fo3mn"
3rigHo 3 iH(hopmaLieto LWoA0 MEANYHOIO 3aCTOCYBaHHS
pediepeHTHOro flikapcbkoro 3acoby (Mekcnaon®, posynH
ONs iH'exuid, 50 mr/mn, B YKpaiHi He 3apeecTpoBaHuii)
264. HIMOTOMN® | po3uuH ans Baiiep Al Himeuun | Baiiep Al, HimeuunHa HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHnX maTepianis:3miHu | Tuny - 3a UA/3871/01/01
iHdpysiiA, 10 mr/50 Ha (Becb uykn 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnagy. peyenmom
mA; no 50 mn BMPOGHMLTBA BBegeHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnX Npo cucTemy

PO34MHYy y
thnakoHi; no 1
donakoHy pasom 3
noslieTnIEHOBOI

(B1po6HMLTBO in-bulk,

NepBUHHE MakyBaHHS,

BTOPWHHE NaKyBaHHS,
KOHTPO/Ib SIKOCTI,

hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnisgy, 3mMiHa yrnoBHOBaXXeHOT 0coow,
BiANOBIAANbLHOI 3a 34iicCHEHHSA (hapMaKoHarnsay; KOHTakTHOT
0co6m 3 thapmakoHarnagy 3asBHuKa 415 34iNCHEHHSA

CMoJsTy4HO Bunyck cepii)); KB chapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
Tpy6KOtO oNs dapma + BeTepuHap YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS
iHby3omata y Mpogykte MM6X, hapmakoHarnsgy (BkIovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn
KapTOHHI HimeuunHa y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
Kopobui; no 5 (anbTepHaTUBHWIA 3MiHa YNOBHOBaXEHOI 0CO6U, BiANOBIAA/IbHOI 3a 34iiCHEHHS
KOpO60OK B BUPOGHUK (BTOPUHHE thapmakoHarnagy: MNponoHosBaHa pefakuis: Justin Daniels.
ynakoBLi 3 nakyBaHHs)); 3MiHa KOHTaKTHMX AaHMX YNOBHOBaXXEHOI 0cobu,




180

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
nonietTuneny Contodhapm BiANOBIAa/IbHOI 3a 34iicCHEHHS dhapmakoHarnsagy. 3miHa
dapmavoiiTile MicLA 34iACHEHHA OCHOBHOI AisiNIbHOCTI 3 chapMakoHarnsgy.
EpuolirHicce Tm6X, 3MiHa MicLe3HaxomKeHHs MacTep-aiina
HimeuunHa
(anbTepHaTUBHWIA
BMPOGHUK
(Bnpo6HuLTBO in-bulk,
nepBUHHE NaKyBaHHS,
KOHTPO/b SKOCTI))
265. | HOBOKAIH | posuuH ans MpuBaTtHe YkpaiHa | [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpayiiiHux maTepiastiB:3miHu | Tuny - 3a UA/13523/01/01
iH'eKLjin 5 mr/mn no akuioHepHe TOBapuCTBO "J1eKXiM- 3MiHM 1O METOZIB KOHTPOJ1t0 rOTOBOrO NiKapCbKoro 3acoby peuenmom
5 mn B amnyni, no TOBapUCTBO Xapkis" 3a nokasHukamu «CynpoBigHi 4oMmilLkn» Ta «KinbkicHe
10 amnyn B nauui "Nlekxim- BU3HAYEHHS», a Came BBE[EHO BUKOPUCTaHHS CTaHAapTHOro
3 KapTOHyY 3 Xapkis" 3pasky Esponelicbkoi hapmakonei (EP CRS) Ta po6oyoro
neperopogkamu, cTaHgapTHoro 3pasky (PC3), HOpMyBaHHS Ta aHasTiTUYHI
no 5 mn B amnyni; METOAMKN He 3MIHUNCA; 3MiHW Il TUNY - BBEJEHHA HOBOTO
no 5 amnyn B BMpo6HUKa A®I npokainy rigpoxnopuay 3 HagaHHAM
6nicTepi, no 2 macTep-harina Ha A®I| (Bepcis 07 Big 11.2018) goaaTkoBo
6nicTepn y nayuj 3 [0 3aTBepakeHoro Bupo6Huka Norbrook s.r.o., Yecbka
KapToHy, no 5 mn Pecny6nika
B amnyni; no 100
amnyn B kopobu,j 3
KapTOHY 3
neperopogxkamu
266. HOPAITPO pO34uH Ans A/T Hoso [anis Brpo6HYK nikapcbKoro [JaHis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasis: 3MiHu | TUny - 3a UA/0578/01/01
MIH® iH'ekuji, 10 mr/1,5 Hopgaick 3acoby, nepBuHHe Ta AZMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
HOPAINET mnno15mny BTOPWHHE NaKyBaHHS: afpecy MicLs NPoBamXEHHS Ais/IbHOCTI
® 10 MI/1,5 | 6araTofo30Biit A/T Hoso Hopgick, BMPOGHMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
Mn Lnpu1L-pyYLi 3 [anis; BK/IIOYAOUN AiNbHWLI BUNYCKY cepii abo MicLe NpoBeAeHHs
BMOHTOBaHUM BupobHuk ans KOHTPOJH0 SKOCTI. (AiSNbHICTb, 3a Ky BigNoBigae
KaTpumkem; no 1 BTOPVHHOIO BMPOGHUK/iMNOpPTEp, BK/IKOYAKOUM BUMYCK cepili) 3MiHa Ha3Bu
Lwinpuy-pyyi y nakyBaHHs: Ta agpecu Bupo6Huka M3 A/T Hoso Hopgaick, JaHis, 6e3
KOpO6Li 3 KapTOHY AIT Hoso Hopagick, 3MiHV MicL BUPO6HMLTBA. BBEAEHHS 3MiH npoTsrom 6
[aHis; MiCAILiB Micns 3aTBEPIKEHHS
Bunpo6HuK,
BiANOBIgaIbHNI 3a
BUMYCK Cepiii
KIHLLeBOro NPOAYKTY:
A/T Hoso Hopgick,
JaHis
267. HYBIK / MOPOLLOK Ta OkTadapma ABCTpis BUPOGHMK, LWseuis/ BHECEHHS 3MiH 10 peecTpavyjiiiHux maTtepianis: 3MiHu Il Tuny 3a UA/17140/01/01
NUWIQ® PO3YMHHMK ANs dapmaueBTUK BignoBigasbHMi 3a HimeuunHa - 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarisay. peyenmom
pO34uHy ANns a BMPOGHULTBO in bulk, 3MiHU Y KOPOTKIili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
iH"ekuili, 250 MO; MpopykTioHcre nepBUHHE NakyBaHHA, MapKyBaHHA Ta IHCTPYKUIT 4119 MEANYHOro 3aCTOCYBaHHA Y
1 chnakoH 3 c M.6.X. Bi3yaJslbHy iHCNEKL,jto, 3B'SA3KY i3 HOBMMU AAHUMW 3 SIKOCTI, AOKAIHIYHUMMU,
nopotukom, 1 BUMNPOOYBaHHA Ha KNIHIYHUMW JaHUMK Ta gaHumu 3 hapmakoHarnagy - 3MiHu
nonepeaHL0 LinicHicTb, [0 po3ainy "MokasaHHa" [HCTPYKLUii 4na MeguyHoro
3arnoBHEHW BUMPOOYBaHHS SIKOCTI, 3aCTOCyBaHHS MikapcbKoro 3acoby. TakoX 3MiHWM BHECEHO A0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1

wnpu, 3
PO34YMHHMKOM NO
2,5 mn (Boga ansa
iH'eKLji1) pa3om 3
KOMMNIEKTOM AN
PO3YMHEHHS |
BHYTPILLHbOBEHHOT
0 BBefeHHA (1
ajanTep ans
BiOKpUTTA
dhnakoHy, 1 ronka-
MeTenuk, 2
MPOCOYEHi
CNMPTOM TaMMOHN)
B KAPTOHHIl
Kopobui

BWMYCK Cepil KiHLEeBOro
npoaykTy (NopoLuka
[ANSA PO3UMHY Ans
iH eKuili Ta
PO3UYMNHHUKA):
Okradapma Ab,
LLIBeuist;
BUPOBHUK,
BifNOBIgabHWIA 32
Bi3yasibHy iHCMEKLjit0
Ta BUNPOBYBaHHA Ha
LinicHicTb Ans
nopoLLKa A4/15 PO3UNHY
[ANs iH ek,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
KiHLLeBOro npoaykTa
(nopowwka ans
PO34nHY A1 iH KL
Ta PO3YNHHNKA):
Oxtadhapma [eccay
m6X, HimeuunHa,;
Bi3yasibHa iHCneKuis,
BMNPOBYBaHHA AKOCTI,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
PO3UMHHYIKA:
Bettep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeyunHa,
Bi3yasibHa iHCcnekuis,
BUNPOGYBaHHSA
CTabiNbHOCTI
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeuunHa;
BMPOGHULITBO,
BMNPOBYyBaHHA AKOCTI,
Bi3yasibHa iHCneKuis
PO3YMHHYKA:
BeTTep ®apma-
®eptiryHr F'm6X Ta Ko.
KI, HimeuuunHa;
BMNPOBYyBaHHA AKOCTI,
Bi3yasibHa iHCneKuis
PO3YMHHYKA:
BetTep-Papma

po3ginis "®apmakonoriyHi BractusocTi”, "Cnoci6
3acTocyBaHHA Ta o3un”, "OcobMBOCTi 3aCTOCYBaHHSA",
"MoGiyHi peakuii”, BiANOBIAHO [0 MaTepianis peecTpaLiiHoro
[OCbE.

TepMmiH BBEEHHS 3MiH - 6 MicALIB NiCNSA 3aTBEP)KEHHS.
3MmiHn |l TUny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. BHeceHHs abo 3miHa(v) [0 3060B'A3aHb
Ta YMOB BuAaui peectpauiliHoro NocBig4YeHHs, BK/IHOHaoum
MnaH ynpaeniHHA pu3nkaMmm (3acTocyBaHHS 3MiH(M), sKi(a)
BMMaratTb(€) NoJasbLIOro 06r'pyHTYBaHHA HOBUMM
[00aTKOBUM AaHMMK, L0 MaloTb HagasaTmcs
KOMNETEHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCsi CyTTeBA
OLliHKa KOMMNETEHTHUM opraHom) [leTasnbHuil onuc cuctemn
ynpasniHHA pyU3viKamun y BUrALj NnaHy ynpas/iHHA
pv3nKamu, L0 HaAAHWI 3aBHNKOM, MICTUTb PU3MNK
NPONOPLifHI 3ax04u 3 MiHIMI3aL,ii pU3VKiB Ta 34iiCHEHHS
thapmakoHarnagy. I[Hopmauis 3 6e3neku, Lo
npeacTasneHa B NPOEKTi IHCTPYKUIT AN MegUYHOro
3acTocyBaHHS Nikapcbkoro 3acoby, Bigobpaxae 3axoau 3
MiHimi3aLii pu3ukiB, BignoBigae iHchopmalLiii, BUKNaaeHin y
nnaHi ynpas/iHHA pusmkamy, HaaHoMy 3asiBHUKOM. TepMiH
BBEJEHHS 3MiH - 6 MiCALIB MiCNA 3aTBEPAKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
®eptiryHr F'm6X Ta Ko.
K, HimeyuunHa
268. HYBIK / MOPOLUOK Ta OkTadapma AscTpis BVPOGHWK, LWseuis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu Il Tuny 3a UA/17140/01/02
NUWIQ® PO3YMHHVK ANS dapmaueBTmK BignoBiganbHWi 3a HimeuunHa - 3miHK Wwoao 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy. peyenmom

pO34uHy ANns a BMpo6HUUTBO in bulk, 3MiHU Y KOPOTKili XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
iH exuini, 500 MO; MpopykTioHcre nepBrHHE NakKyBaHHS, MapKyBaHHS Ta IHCTPYKUIT A/19 MEANYHOIO 3aCTOCYBaHHA y
1 donakoH 3 c M.6.X. Bi3yasibHy iHCMEKL;jto, 3B'AA3KY i3 HOBYMU JaHVWMU 3 SKOCTi, JOKMIHIYHMMU,
nopoLukom, 1 BMNPOGYBaHHA Ha KNIHIYHUMY flaHMKU Ta faHuMK 3 ddapMakoHarnsgy - 3MiHu
nonepeaHbL0 LinicHiCTb, [0 po3ainy "MokasaHHa" [HCTPyKLUii 4na MegnyHoro
3anoBHeHW BMNPOBYBaHHA SKOCTI, 3aCTOCYBaHHS NiKapCbKoro 3acoby. TakoX 3MiHM BHECEHO A0
wnpwy, 3 BUNYCK cepii KiHLEeBOro po3ginis "®apmakonoriyHi BnactusocTi”, "Cnoci6

PO34YMHHMKOM NO
2,5 mn (Boga gns
iH'eKLji1) pa3om 3
KOMMN/IEKTOM AN1si
PO3YMHEHHS i
BHYTPILLHLOBEHHOT
0 BBefeHHsA (1
afjanTep gns
BIAKPUTTA
donakoHy, 1 ronka-
MeTesnuK, 2
NPOCOYEHI
CNUPTOM TammnoHK)
B KapTOHHIiA
Kopobui

npoaykTy (nopoLuka
AN PO34MHY ANs
iH eKuili Ta
PO3YMHHNKA):
OxTadapma Ab,
LBeuis;
BUPOBHMK,
BignoBiganbHWi 3a
Bi3yasibHy IHCNEKLjo
Ta BUNPObyBaHHA Ha
yinicHicTb ans
nopoLLKa A48 PO3UnHY
ONs1iH ekuiin,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
KiHLLeBOro NpoaykTa
(nopowwka ans
PO34UHY A5 iH EKLii
Ta pPO3YMHHUKA):
OkTadhapma [Jeccay
M6X, HimeyunHa;
Bi3yasibHa iHCnekuis,
BMNPOBYyBaHHA SKOCTI,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeuunHa,;
Bi3yasibHa iHCneKLis,
BMNPOBYBaHHSA
CTabiNbHOCTI
PO3YMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeuuunHa;
BMPOBHULITBO,

3acTocyBaHHSA Ta go3un”, "OcobaMBOCTi 3acTOCyBaHHS",
"Mo6iyHi peakwyji”, BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[OCbE.

TepMmiH BBEEHHS 3MiH - 6 MICALB NiCNa 3aTBEPMAKEHHS.
3miHu |l TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy. BHeceHHsi abo 3MiHa(1) 40 3060B'A3aHb
Ta YMOB B/Jaui peecTpaLiliHoro nocBig4yeHHs, BKIYaum
MnaH ynpaeniHHA pyu3nkamMm (3acTocyBaHHS 3MiH(M), ski(a)
BUMaratoTb(€) NofasbLIOro 06rpyHTyBaHHA HOBUMM
[0[AaTKOBUM JaHUMK, L0 MatoTb HagaeaTucs
KOMMEeTEeHTHUM OpraHoM, OCKi/IbKW BUMaraeTbCsi CyTTeBa
OLliHKa KOMMNETEHTHWUM opraHom) [leTanbHuii onuc cuctemu
ynpas/iHHA pu3nKamu y BUrIaAi nnady ynpasaiHHS
pu3nKkamu, L0 HafaHW 3a9BHNKOM, MICTUTb PU3MNK
NPONOPLilHI 3axo4u 3 MiHIMI3aL,ii pU3nKiB Ta 34iiCHEHHS
hapmakoHarnsgy. IHgopmauis 3 6e3neku, Wo
npeacras/ieHa B NPOEKTi IHCTPYKLiT 415 MeANyHOro
3acTocyBaHHSA NiKapcbkoro 3acoby, Bifobpaxae 3axoam 3
MiHimi3aLii pu3unkiB, BignoBigae iHdhopmaLiii, BUKNageHin y
nnaHi ynpasniHHA pusnkamu, HafaHoMy 3asiBHUKOM. TepMiH
BBEEHHS 3MiH - 6 MicALIB NiCNA 3aTBEPKEHHS.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BMNPOOYBaHHA SKOCTI,
Bi3yasibHa iHCeKuis
PO3YMHHYKA:
Bettep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeyuunHa;
BMNPOBYBaHHA SKOCTI,
Bi3yasibHa iHCeKuis
PO3UMHHYIKA:
BetTtep-®apma
®epTiryHr FTm6X Ta Ko.
KI, HimeuunHa
269. | HYBIK/ MOPOLLIOK Ta OkTadapma ABCTpis BVPOGHWK, Lseuis/ BHECEHHS 3MiH 10 peecTpaviitHux maTepianis: 3miHu Il Tuny 3a UA/17140/01/03
NUWIQ® PO3YMHHUK AN dapmaLeBTUK BiAnoBigabHUIA 3a HimeyunHa - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta hapMakoHarniagy. peuenmom
pO3uuHy AN a BMPO6HMLTBO in bulk, 3MiHN Y KOPOTKill XapakTepucTuLj NikapCbKoro 3acoby, TeKCTi
iH exuiii, 1000 MO; | MNpopykTioHcre NepBUHHE NakyBaHHS, MapKyBaHHS Ta iHCTPYKUIiT 4719 MEAMYHOrO 3aCTOCYBaHHS y
1 chnakoH 3 ¢ M.6.X. Bi3yasibHy iHCNeKL;jto, 3B’A3KY i3 HOBUMU AAHUMW 3 SKOCTI, AOKNIHIYHUMMU,
nopotukom, 1 BMNPOGYBaHHA Ha KMIHIYHUMW AaHMK1 Ta JaHumn 3 doapmakoHarnsagy - 3miHu
nonepeaHbLO LiTicHICTb, [0 po3ainy "MNokasaHHa" IHCTPYKLii 4ns MeguyHoro
3anoBHeHW BMNPOBYBaHHS AKOCTI, 3aCTOCyBaHHSA Nikapcbkoro 3acoby. Takox 3MiHW BHECEHO [0
wnpuy, 3 BWMYCK Cepii KiHLEeBOro po3ginis "®apmakonoriyni BnactusocTi”, "Cnocié

PO34YNHHVKOM MO
2,5 mn (Boga ans
iH'eKLji1) pa3om 3
KOMMNIEKTOM AN
PO3YMHEHHS |
BHYTPILLUHbOBEHHOT
0 BBefeHHsA (1
ajanTep gns
BIAKPUTTSA
thnakoHy, 1 ronka-
MeTenuk, 2
NPOCOYEHI
CMMPTOM TaMMOHWN)
B KapTOHHiiA
Kopobu,i

npoayKTy (NopoLuka
ANSA PO34nHY Ans
iH eKuUili Ta
PO3YUHHNKA):
Oxtachapma AB,
LWsewjs;
BVPOGHWK,
BiAnoBigabHUIA 3a
Bi3yasibHy iHCMEKLit0
Ta BUNPOOYBaHHA Ha
yinicHicTb ans
nopoLLKa A5 po3ynHy
ONS1iH ekuii,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
KIHLLeBOro npogykTa
(nopoluka ans
PO3unHy A1 iH EKLiR
Ta PO3YNHHNKA):
Oktadhapma [eccay
'm6X, HimeuunHa;
Bi3yasibHa iHCcnekuis,
BUNPOBYBaHHSA AKOCTI,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
PO3YMHHYKA:
BeTTep ®apma-

3acTocyBaHHA Ta f03mn", "Oco6MBOCTi 3aCTOCyBaHHA",
"Mo6iyHi peakwji”, BiANOBIAHO A0 MaTepianiB peecTpauiiHoro
[0CbE.

TepMiH BBeZleHHS 3MiH - 6 MiCALIB NicNs 3aTBEPAKEHHS.
3MiHu 1l TUny - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnagy. BHeceHHsi abo 3miHa(1) 40 3060B'A3aHb
Ta yMOB BMAaui peecTpaviiHoro noceigyeHHs, BKoYaum
MnaH ynpasniHHA pusmMKamMm (3acTocyBaHHS 3MiH(K), ski(a)
BMMaraTb(€) NoJasbLIOro 06r'pyHTYBaHHA HOBUMMN
[0[aTKOBUM AaHMK, Lo MaloTb HagasaTucs
KOMMNEeTEeHTHUM OpraHoM, OCKi/Ibkv BUMaraeTbCsi CyTTeBa
OLliHKa KOMMNETEHTHUM opraHoMm) [leTasibHuin onuc cuctemm
ynpaeiHHA pyU3viKammn y BUTAIALj NaaHy ynpas/iHHA
pr3nKamu, L0 HaAaHW 3a9BHNKOM, MICTUTb PU3MK
NPONOPLiHI 3ax0Au 3 MiHIMI3avL,ii pU3VKiB Ta 34iiCHEHHS
thapmakoHarnagy. IHopmauis 3 6e3neku, Lo
npeacrasfieHa B NPOEKTi IHCTPYKLiT 415 MeAnyHoro
3acTOCyBaHHS MikapcbKoro 3acoby, Bigobpaxkae 3axoam 3
MiHimi3aLii pu3ukiB, BignoBigae iHchopmaLiii, BUKNageHin y
nnaHi ynpasniHHA pusnkamu, HagaHoMy 3asiBHUKOM. TepMiH
BBEJEHHS 3MiH - 6 MiCALIB NiCNA 3aTBEPMAKEHHS.
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

®eptiryHr F'm6X Ta Ko.
K, Himewyunna;
Bi3yasibHa iHCnekuis,
BMNPO6YBaHHSA
CTabiNbHOCTI
PO3UYMHHYKA:
Bettep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeyuunHa;
BMPOBHULITBO,
BMNPOBYBaHHS AKOCTI,
Bi3yasibHa iHCneKuis
PO3UMHHYIKA:
BeTTep ®apma-
®epTiryHr F'm6X Ta Ko.
KI, HimeuunHa;
BMNPOBYBaHHS AKOCTI,
Bi3yasibHa iHCneKuis
PO3YMHHYIKA:
Bettep-dapma
®epTiryHr F'm6X Ta Ko.
KI, HimeyunHa

270.

HYBIK |
NUWIQ®

NOPOLLIOK Ta
PO3YMHHWK AN
pO34unHy Ans

iH exuili, 2000 MO;
1 cdonakoH 3
nopoLukom, 1
nonepegHLO
3anoBHEHWIA
wnpu, 3
PO34YMHHMKOM NO
2,5 mn (Boga ans
iH'eKLji1) pa3om 3
KOMMNIEKTOM AN
PO3YMHEHHS |
BHYTPILLHbOBEHHOT
0 BBefeHHA (1
ajanTep ans
BiOKpUTTS
dnakoHy, 1 ronka-
MeTenuk, 2
NpocouYeHi
CNMPTOM TaMMOHW)
B KapTOHHIi
Kopobui

Oktathapma
PapmaLeBTUK
a
MpoaykTioHcre
c M.6.X.

ABCTpIs

BUPOBHUK,
BiANOBIAaIbHNI 3a
BMPO6HMLTBO in bulk,
nepBUHHE NaKyBaHHS,
Bi3yasibHy iHCMEKLjt0,
BUMPOOYBaHHA Ha
LinicHICTb,
BMNpPOBYyBaHHA AKOCTI,
BWMYCK Cepii KiHLEeBOro
npoAayKTy (NopoLuka
ANS PO3UMHY Ans
iH ekuili Ta
PO3UYMHHUKA):
Oxtadapma Ab,
LLiBeuist;
BUPOBHUK,
BiANOBIAaIbHNI 3a
Bi3yasibHy iHCMEKLjt0
Ta BUNPOBYBaHHA Ha
uinicHictb Ans
nopoLLKa A5 PO3UNHY
ANs iH ek,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
KiHLLeBOro npoaykTa
(nopowwka ans

Lseuis/
HimeuunHa

BHECEHHS 3MiH [10 peecTpaLiiiHux maTepianis: 3miHu Il Tuny
- 3miHu Wwoao 6esnekn/edekTMBHOCTI Ta thapmakoHarnsgy.
3MiHU Y KOPOTKil XapakTepucTuLj NikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta iIHCTPYKLiT 4151 MeANYHOro 3aCTOCyBaHHA Y
3B'A3KY i3 HOBVMU JaHUMW 3 SKOCTI, JOKNIHIYHUMU,
KMIHIYHUMW AaH MK Ta JaHuMK 3 dhapMakoHarnsagy - 3miHu
00 po3ainy "MNokasaHHA" IHCTPYKUIT 418 MeguyHoro
3aCTOCYBaHHSA NiKapCbKoro 3acoby. TakoX 3MiHM BHECEHO A0
po3ginis "®apmMakonoriyHi BractusocTi”, "Cnoci6
3acTocyBaHHsA Ta go3un”, "OcobMBOCTi 3aCTOCYBaHHA",
"Mo6iuHi peakwji”, BiANOBIAHO A0 MaTepianis peecTpauiiHoro
[OCbE.

TepMiH BBEEHHS 3MiH - 6 MiCALIB NiCNSA 3aTBEPKEHHS.
3minn |l Tuny - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo 3060B'A3aHb
Ta YMOB Bujaui peectpauiliHoro NocBig4YeHHs, BK/IHOHa0um
MnaH ynpaeniHHA pu3nkamm (3acTocyBaHHS 3MiH(M), ski(a)
B/MaratTb(€) NoJanbLIOro 06r'pyHTYBaHHA HOBUMM
[00aTKOBUM A@HMMK, L0 MaloTb HagasaTmcs
KOMMETEHTHUM OpraHoM, OCKifIbKW BUMaraeTbCsi CyTTEBA
OLliHKa KOMMNETEHTHUM opraHom) [leTasnbHuil onuc cuctemun
ynpaBiHHA pyU3vKammn y BUrIALj NnaHy ynpas/iHHA
pv3viKamu, Lo HagaHuii 3a9BHUKOM, MICTUTb PU3NK
NPONOPLifHI 3axo4u 3 MiHIMI3aL,ii pU3VKiB Ta 34iiCHEHHS
thapmakoHarnsgy. lHdopmadis 3 6e3neku, Wo
npejcTaBneHa B NPOEKTi IHCTPYKUIT AN MeANYHOro

3a
peyenmom

UA/17140/01/04
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

PO34nHY A1 iH KL
Ta PO3YNHHNKA):
Oxtadhapma [eccay
m6X, HimeuunHa,;
Bi3yasibHa iHCneKuis,
BMNPOBYBaHHA AKOCTI,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHS
PO3UYMHHYKA:
Bettep ®apma-
®epTiryHr FTm6X Ta Ko.
KI, HimeyuuHa,
Bi3yasibHa iHCcnekuis,
BUNPO6YBaHHSA
CTabiNbHOCTI
PO3YMHHYIKA:
BeTTep ®apma-

®epTiryHr F'm6X Ta Ko.

KI, HimeuunHa;
BMPOGHULITBO,
BMNPOBYyBaHHA AKOCTI,
Bi3yasibHa iHCnekuis
PO3YMHHYKA:
BeTTep ®apma-

®eptiryHr F'm6X Ta Ko.

KI, HimeuuunHa;
BMNPOBYBaHHA AKOCTI,
Bi3yasibHa iHCnekuis
PO3YMHHYKA:
BeTtTep-®dapma

®eptiryHr F'm6X Ta Ko.

KI', HimeuynHa

3acTocyBaHHS Nikapcbkoro 3acoby, Bigobpaxae 3axoau 3
MiHimi3aLii pu3ukiB, BignoBigae iHchopmalLiii, BUKNaaeHin y
nnaHi ynpas/iHHA pusmkamy, HaaHoMy 3asiBHUKOM. TepMiH
BBEJEHHS 3MiH - 6 MiCALIB MiCNA 3aTBEPMAKEHHS.

271.

OKTAHIH @
1000 MO

NOPOLLIOK ANSA
pO34unHy Ans
iH'ekuili no 1000
MO, kapToHHa
kopobka Ne 1: no 1
pN1akoHy EMHICTIO
30 mn 3
MOPOLLKOM A5
pO34nHy Ans

OkTadhapma
dapmaueBTuK
a
MpopykTioHcre
c M.6.X.

AscTpis

BupobHuk
(anbmepHamusHuli),
BionosioasbHul 3a

BMOPUHHE rakyBaHHSs!

OkTadhapma [Jeccay
vM6X,
HimeuyuunHa;
Bupo6HuK,
BionosioasbHul 3a

HimeyuunHa/
AscTpis/
PpaHuis

BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny -
AIMIHICTPaTMBHI 3MiHWU. ByyuyeHHsI BUPOGHMYOI AinbHNL
(BKovatoum ginbHUL ons A®l, NpoMiXXHOro NPoAyKTy abo
rOTOBOrO /1iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHYKa, BifNOBiAaIbHOIO 3a BUMYCK Cepiid,

MicLLe NpoBeAEeHHS KOHTPO/IO cepil) abo nocTavasnbHUKa
BMXiAHOrO Marepiany, peareHTy abo A0NOMiIKHOI pEYOBUHN
(AKLL0 3a3HaYEeHO Y A0CbE). BunyyeHHs BUpOOHUYOI
onepavii "BTOpUHHa ynakoBka" /151 BUPOOGHUYOI AifTbHUL

iH'ekuin Ta BUPOBGHUYMBO 3a "OkTadhapma, PpaHuis”. 3aTBepaxeHo: BUpobHuK,
IHCTpYKLj€t0 Mpo MOBHUM YUK/IOM BiANOBIAa/IbHUIA 32 BUPOOHULITBO 38 MOBHUM LIMK/TOM
3acToCyBaHHs; OkTathapma Oxtadhapma, PpaHuia / Octapharma, France.
KapTOHHa Kopobka dapmaveBTVKa 3anponoHoBaHo: B1po6HuK, BigNoBigaibHUiA 3a

Ne 2: no 1 MpogaykTioHcrec BUPOGHMLITBO 3@ MOBHUM LIMK/IOM, 3@ BUK/OYEHHAM
hnakoHy 3 M.6.X., ABCTpIs; BTOPVHHOrO nakyBaHHs OkTadhapma, PpaHuis / Octapharma,
PO3YMHHMKOM BupobHuk France.TepMiH BBeEHHS 3MiH - 6 MicsLiB nicns

3a
peyerimom

UA/14330/01/03
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

(Bofa Ans iH'ekujn,
10 mn) y
KapTOHHi KOpO6L
pasom 3
KOMMNIEKTOM AN
PO3YMHEHHSA Ta
BHYTPILLHbOBEHHOT
0 BBefeHHA (1
LunpuLy
oAHopasoBuiA, 1
KOMMNEeKT ans
nepexocy (1
[ABYXKiHLieBa
ronka, 1
hinbTpoBasIbHA
ronka), 1
KOMMNEKT ans
iHdpy3iii (ronka-
MeTenuk), 2
NPOCOYEHUX
CNMPTOM
TamrnoHwu);
Kopobkn Ne 1 Ta
Ne 2
06’eAHYIOTbCA MiX
co6oto
nNacTyKoBOK
NiBKOKO

8ionosidasibHUl 3a
BUPOBHUYMBO 3a
MOBHUM YUK/IOM 3@
BUK/IOYEHHSIM
BMOPUHHOT yrakosKu:
Okrachapma, PpaHuis

3aTBeppKEeHHA.

272.

OKTAHIH @
250 MO

NOPOLLIOK AN
PO34unHy Ans
iH'ekujin no 250
MO, kapToHHa
kopobka Ne 1: no
1 donakoHy
€MHicTio 30 M1 3
MOPOLLKOM A5t
pO34unHy Ans
iH'EKLili; KApTOHHA
Kopo6ka Ne 2: mo 1
chnakoHy 3
PO34YNHHMKOM
(Boga Ans iH'eku;in
no5wmn)y
KapTOHHIlA KOpooLi
pasom 3
KOMMNIEKTOM AN
PO3YMHEHHSA Ta
BHYTPILLUHbOBEHHOT

Oktadhapma
PapmaLeBTUK
a
MpoaykTioHcre
c M.6.X.

ABCTpIs

BupobHuk
(asnbmepHamusHuli),
BionosioasbHul 3a
BMOPUHHE MaKyBaHHs1:
Oxktadhapma [eccay
M6X,
HimeuuunHa;
BUPOBHUK,
BionosioasbHul 3a
BUPOBHUYMBO 3a
MOBHUM YUK/IOM
OkTadapma
dapmaueBTuKa
MpoaykTioHcrec
M.6.X., ABCTpIs;
Bupo6bHuk
BionosioasbHUl 3a
BUPO6HUYMBO 3a
MOBHUM YUK/TOM 3a
BUK/THOYEHHSIM

HimeyuunHa/
AscTpis/
®paHuisa

BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MiHu | Tuny -
ALMIHICTPaTMBHI 3MiHWU. BuyyeHHst BUPOGHNYOI AinbHUL
(Brntovatoum ginbHuui ans A®|, npoMixXHOro NpoaykTy abo
roTOBOrO NiKapCbKOro 3acoby, AiNbHULi 418 NPOBEAEHHS
nakyBaHHs, BUPO6HYKa, BifNOBIAaNIbHOIO 3a BUMYCK CEpiid,

MicL,e NpoBeAEHHS KOHTPO/IO cepii) abo nocTavanbHMKa
BMXIAHOrO MaTepiany, peareHTy abo fOMNOMDKHOI pe4OBUHN
(AKLLLO 3a3HaYeHO Y A0CbE). BunyueHHs BMpOOHUYOI
onepadjii "BTOPUHHA ynakoBka" 47151 BUPOOHNYOT AiNbHUL
"OkTtachapma, PpaHuin”. 3aTBepaxeHo: BUpo6HMK,
BiANOBIAa/IbHUI 38 BUPOOHULTBO 38 MOBHUM LMK/TOM
OkTadhapma, ®paHuisa / Octapharma, France.
3anponoHoBaHo: BUpo6HuK, BignoBiganbHuiA 3a
BMPOOHULITBO 32 MOBHWUM LIMK/TOM, 3@ BUK/THOYEHHAM
BTOPUHHOrO nakyBaHHsa OkTachapma, ®paHuis / Octapharma,
France.TepMiH BBeZileHHS 3MiH - 6 MicALiB nicas
3aTBEPIKEHHS.

3a
peyenmom

UA/14330/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

0 BBefeHHsA (1
LUnpuLY
ofHopasoBuiA, 1
KOMMN/IEKT ANns
nepeHocy (1
[ABYXKiHLieBa
ronka, 1
hinbTpoBasIbHA
ronka), 1
KOMMNIEKT ANns
iHdpy3iii (ronka-
MeTenuk), 2
NPOCOYEHUX
CNMpTOM
TammnoHwu);
kopobku Ne 1 Ta
Ne 2
06'€4HYOTLCS MK
coboto
nNacTVKoBOO
N/1iBKOKO

BMOPUHHOI yrakosKu:
OkTathapma, ®paHuis

273.

OKTAHIH @
500 MO

MOPOLLIOK ANSA
pO34nHy Ans
iH'exuiri mo 500
MO, KapToHHa
Kopobka Ne 1: no
1 conakoHy
emHicTio 30 mn 3
MOPOLLKOM ANt
PO34unHy Ans
iH'EKLil; KApTOHHA
Kopobka Ne 2: o 1
onakoHy 3
PO3YNHHNKOM
(Bofa Ans iH'eku;i
no5wmn)y
KapTOHHIli Kopoobui
pasom 3
KOMMN/IEKTOM AN1si
PO3YMHEHHSA Ta
BHYTPILLHLOBEHHOT
0 BBefeHHsA (1
LInpuLY
oaHopasoBui, 1
KOMNIEKT ANns
nepeHocy (1
[OBYXKiHLEeBa
ronka, 1

OkTadapma
dapmaueBTuK
a
MpopykTioHcre
c M.6.X.

ABCTpis

BupobHuk

(annbmepHamusHuli),

gionosioasbHUl 3a

BMOPUHHE NnaKysaHHs:

Oktadhapma [eccay
m6X,
HimeuyuunHa;
BUPOBHUK,
8i0nosioasibHUl 3a
BUPOB6HUYMBO 3a
MOBHUM YUK/IOM
OkTagapma
dPapmaueBTuKa
MpopaykTioHcrec
M.6.X., ABCTpisi;
BupobHuk
BionosioasbHul 3a
BUPOBHUYMBO 3a
MOBHUM YUK/IOM 3a
BUK/THOYEHHSM

BMOPUHHOI ynakosKu:
OxTtacapma, PpaHuis

HimeuunHa/
ABcTpisi/
®paHuis

BHECEHHS 3MiH 0 peecTpavljiiiHiX maTepianis: 3MiHu | Tuny -
AAMIHICTpaTBHI 3MiHW. BUyyYeHHs1 BUPOOHWYOT AiNbHULL
(Brntovatoun ginbHnui ana A®I, npoMixkHOro NpoaykTy abo
roTOBOrO JlikapCbkoro 3acoby, AiNbHUL 415 NPOBeAEeHHS
nakyBaHHs, BUPOOHYKa, BiZNOBifa/IbHOIO 3a BUMYCK Cepiid,

MicL,e NpoBefEHHS KOHTPO/IO cepii) abo noctavyanbHMKa
BMXiAHOrO Marepiany, peareHTy abo AONOMiKXHOI pEHOBUHN
(IKLLO 3a3HaYeHOo Y A0CbE). BunyyeHHs BUPOGHMYOT
onepadji "BTOPUMHHA ynakoska" A5 BUPOBHNYOT AifIbHUL
"OkTadhapma, PpaHuis”. 3aTBepmkeHo: BUpobHuK,
BiANOBIAa/IbHUIA 32 BUPOBHULITBO 32 MOBHUM LIMK/TOM
Oxtadhapma, PpaHuis / Octapharma, France.
3anponoHoBaHo: Bupo6HuK, BignoBiganbHuii 3a
BUPOGHMLITBO 3@ MOBHUM LIMK/IOM, 3@ BUK/IOUEHHAM
BTOPVHHOro nakyBaHHs1 OkTadhapma, PpaHuis / Octapharma,
France.TepMmiH BBeAEHHS 3MiH - 6 MicsLiB nicns
3aTBEPKEHHS.

3a
peyenmom

UA/14330/01/02
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
hinbTpoBasIbHA
ronka), 1
KOMNIEKT AN
iHdpy3iii (ronka-
MeTenuk), 2
NPOCOYEHUX
CnMpTOM
TamrnoHwn);
Kopobku Ne 1 Ta
Ne 2
06’€HYIOTLCA MK
coboto
nNacTVKOBO
MN/1iBKOO
274. | OKTAMNEK | nopollok gns OkTadapma AscTpis Bupo6HuK Himeuunna/ BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14313/01/01
C 500 MO po3unHy Ans dapmaneBTmK (anbTepHaTUBHMIA), AscTpis/ AIMIHICTPaTMBHI 3MiHWU. ByyyeHHsI BUPOGHMYOI AibHNL peyenmom
iH'ekjin no 500 a BiAnNoBigabHUIA 3a PpaHuin (BKovatoum ginbHUL ans A®l, NpoMiXXHOro NPoayKTy abo
MO; aBi kopobku MpopykTioHcre BTOPWHHE NaKyBaHHS: rOTOBOrO /1iKapCbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
06’eHYOTbCA MiX c M.6.X. OkTadhapma [Jeccay nakyBaHHs, BUPOGHYKa, BifNOBiAaIbHOIO 3a BUMYCK Cepiid,
coboto 'M6X, HimeuuunHa; MicLLe NpoBeAEeHHS KOHTPO/IO cepil) abo nocTavasnbHUKa
N1acTUKOBOKO Brpo6HuK, BMXiAHOrO Marepiany, peareHTy abo A0NOMiKHOI pEYOBUHM
N/1iBKOIO: BiANoBigaIbHNI 3a (AKLLL0 3a3HaYeHO Y A0CbE). BunyyeHHs BMPOOHUYOI
KapTOHHa Kopobka BUPOBHMLTBO 3a onepavii "BTOpUHHa yrnakoBka" /11 BUPOOHWUYOI AifTbHUL
Ne 1:no 1 NMOBHUM LMK/TOM: "OkTadhapma, PpaHuis”. 3aTBepaxeHo: BUpobHuK,
chnakoHy 3 OkTadapma BiANOBIAa/IbHUIA 32 BUPOOHULITBO 38 MOBHUM LIMK/TOM
NOpPOLLUKOM A5 $apmaueBTUKa Oxtadhapma, PpaHuin / Octapharma, France.
pO3uuHy AN MpopykTioHcrec 3anponoHoBaHo: B1po6HuiK, BigNoBigabHUiA 3a
iH'eKUjin Ta M.6.X., ABCTpIs; BMPOOGHULITBO 3a MOBHWM LIMK/IOM, 3@ BUK/THOYEHHAM
IHCTPYKUi€e0 Npo BUPOBHUK BTOPVHHOI ynakoBku. OkTachapma, ®paHuisa / Octapharma,
3aCTOCYyBaHHA; BiANOBiAaIbHNI 3a France. TepmiH BBEEHHSI 3MiH - NPOTAroM 6 micALiB nicns
KapTOHHa KOpobka BMPOOHMLTBO 3a 3aTBEPAKEHHS.
Ne2:no1l NOBHUM LIMKNOM 3a
hnakoHy i3 BUK/IIOYEHHSIM
PO3YNHHNKOM BTOPWHHOT yNaKoBKU:

(BoZa Ans iH'ekuii,
20 mn) y
KapTOHHIli Kopoobui
pasom 3
KOMMN/IEKTOM AN1si
PO3YMHEHHSA Ta
BHYTPILLHLOBEHHOT
0 BBefeHHsA (1
LInpuLY
oaHopasoBui; 1
KOMNIEKT ANns
nepeHocy (1
[OBYXKiHLEeBa
ronka, 1

OkTathapma, dpaHuis
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
hinbTpoBasIbHA
ronka); 1
KOMMNEKT Ans
iHdpy3iii (ronka-
MeTenuk); 2
NPOCOYEHUX
CnMpTOM
TaMroHiB)
275. | OMENPA3 niodpiniszat gns PapmaLeBTny Ipevis AHchbapm Xennac C.A. pevis BHECEHHS 3MiH [0 peecTpaLjiiHux maTepiastis:3MiHn | Tuny - 3a UA/1030/01/01
on- pO34nHy Ans Ha KoMnaHis 3amiHa rpacdhiyHoro opopmIEeHHS NEPBUHHOT Ta BTOPUHHOT peyenmom
BOKATE iH'ekwjin no 40 mr, "BOKATE yNakoBOK Ha TEKCT MapKyBaHHS YakoBOK 3 BiAMNOBIAHUMM
1 chnakoH 3 CA" 3MiHamMK [0 PO34iny MeToAIB KOHTPOIO SIKOCTi /TiKapCbKOro
niodpinizatom y 3acoby (po3gin «IpadiiyHe 0hOpPMAEHHS YNaKOBKMN»
KomnaekTi 3 1 3aMiHEHO po3aisioMm «MapKyBaHHS»)
amnysiowo 3
pOYMHHKKOM o 10
M
(nonieTuneHrnikon
b 400, K1coTH
NIUMOHHOT
MOHoOrigpaT, Bogy
Ans iH'exuiin) y
KapTOHHI KopoobLi
276. | OPFANYTP pO34uH Ans LepiHr-Nnay LLseiiua Bettep ®apma- Himeuunna/ BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis:3MiHu | Tuny - 3a UA/8192/01/01
AH® iH'ekuin, 0,5 mr/mn, CeHTpan Ict pist ®eptiryHr F'm6X i Ko. Higepnanau 3MiHM WoAo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenmom
no 0,5mny Al KI, HimeuunHa BBeneHHs abo 3MiHM A0 y3ara/lbHEHUX AaHWUX NPO cUcTeMy
nonepeaHL0 (BUpOBHMLTBO hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
HarnoBHEHOMY Hepo3dacosaHoi cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
wnpuyi; no 1 npoAayKLUii , nepuHHa BiZANOBiAANbLHOI 3a 3iicCHEHHS thapMakoHarnsay; KOHTakTHOT
LLINPULY pasom 3 ynaKoBKa, KOHTPO/1b 0cob6u 3 chapmakoHarnsgy 3asBHVKa AN 34iCHEHHS
roJIKOK 3 AKocTi); BeTTtep thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
3aXUCHUM dapma-PepTUryHr YMNOBHOBaXKEHOT 0CO6M, BiANOBiAaNbHOT 3a 34iACHEHHS
KOBMaykoMm y v6X i Ko. KI, thapmakoHarnsagy (Bkovatouy KOHTakKTHI gaHi) Ta/abo 3MiHn
BiAKpUTOMY HimeyunHa (KOHTpO/Ib y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
naacTUKOBOMY AKocTi); BeTTep 3MiHa Micusi 3AiiCHEHHSA OCHOBHOI AjisiIbHOCTI 3
NOTKy; No 5 noTkis dapma-depTuryHr thapmakoHarnsgy. 3miHa MicuesHaxomkeHHs macTep-tainna
Y KapTOHHii v6X i Ko. KI,
Kopobui HimeuunHa (KOHTpOb

sKkocTi); BeTtep
dapma-dPepTUryHr
v6X i Ko. KT,
HimeuunHa
(BUpPOGHMLTBO
Hepo3ghacoBaHoi
NpoAyKLUil, NnepBrHHa
ynakoBKa, KOHTPO/Ib
sKocTi); H.B. OpraHoH,
HigepnaHngm




190

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
(BTOPVHHA ynakoBka,
KOHTPO/b AKOCTI,
[03BIiNT HAa BUMYCK
cepii)
277. | OTPUBIH Kpansi Ha3asibHi CK Lliseiiua "CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3MiHu | TUny - 6e3 UA/5206/01/01
0,05%; no 10 mny KoHcblomep pis Xenckep C.A. AfMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo peyenma
chnakoHi 3 Xenckep C.A. afpecy 3asBHVKa (B/laCHUKa pPeeCcTpaLiiiHOro NocBigYeHHs).
KPWILLIKOO- 3MiHa HalimeHyBaHHA Ta agpecy 3asBHUKa. BBeeHHs 3MiH
nineTkoto; no 1 nNpoTArom 6-Tn MiCALIB NiCNa 3aTBEPMKEHHS. 3MiHM | Tuny -
chnakoHy B AZMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
KapTOHHI nauwi agpecu Micusi NPOBaKEHHS Ai/IbHOCTI
BMPO6HMKa/iMnopTepa roToBOro likapCbKoro 3acoby,
BK/IOUA0UM OiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOJIIO SIKOCTI. (AiSNbHICTb, 3a Ky BiAgnoBigae
BMPOGHMK/IMNIOPTEp, BKIKOYAKOUM BUMYCK cepiil). 3miHa
HallMeHyBaHHA Ta agpecu BUPo6HWKa, 6e3 3MiHM Micus
BUPOGHMLTBA. 3MiHV/ BHECEHO B IHCTPYKLiIO A/19 Me4UYHOro
3aCTOCYBaHHS LWOA0 HaliMEeHYBaHHA Ta MiCLLe3HaXO0MKEeHHS
BMPOGHUWKA, SIK HACNIAOK — BiANOBIAHI 3MiHW y TEKCT
MapKyBaHHS YNakoBKW Nikapcbkoro 3acoby. BeBefeHHsA 3MiH
nNpoTArom 6-Tn MiCALIB NiCNA 3aTBEPMKEHHS. 3MiHM | Tuny -
3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy
(iHWi 3MiHM). 3aMiHa TeKCTY MapKyBaHHS YNakoBKu
BiANOBIAHO [0 BUMOT Haka3y MO3 YkpaiHu Ne 460 Big
23.07.2015 p., a TAKOX 3a3HaYEHHS MKHaApPOAHUX
no3HavyeHb OUHWLb BUMIpOBaHHSA. BBeAeHHS 3MiH
NPOTAroM 6-T MICALIIB MiC/1SA 3aTBEPLKEHHS.
278. O®PTATE/Ib | renb o4HwiA, 2,5 CaHTeH AT ®iHngaHg | CanTeH AT, ®iHNAHAIA diHnganpis/ BHECEHHS 3MiH 0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - 6e3 UA/6605/01/01
® mr/r,no10ry is (BUPOBHUK, HimeyunHa npuBefeHHs cneundikalii JONOMKHOT pevyoBUHN peyenma
chnakoHi, no 1 BiANOBIAaIbHNI 3a MoniBiHiNOBWI CANPT Yy BIANOBIAHICTL A0 Ait04oi MOHOrpadit
onakoHy B Bunyck); YPCA®APM EP Ha 3aminy BuMor USP; 3miHu | Tvny - 3MiHKX Y npoueci
KapTOHHIlA KopooLi ApuHaiimitTens M6X, BMPOGHMLTBA FOTOBOrO NiKapCbKoro 3acoby, BKIoUaoun
HimeuumHa (BUPOGHMUK, NPOMDKHWIA MPOAYKT, L0 3aCTOCOBYETLCSA NPW BUPOOHULITBI
BiANoBigabHUI 3a roTOBOrO /liKapCbKOro 3acoby
BMpOo6HULTBO in-bulk,
nepBrHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b AKOCTI)
279. MNAKCUN™ TabneTkn, BKPUTI nakcoCmiTKn Benvka nakcoCmiTKnsiiH Monba BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/8573/01/01
o060n0oHkoto, no 20 SnH EkcnopT BputaHi | ®PapmacbtoTukani C.A. noJaHHs OHOBJ/IEHOrO cepTuddikaTy BiAMNOBIAHOCTI peyenmom
Mr no 14 tTabneTok Nimiten A €Bponeiicbkiii hapmakonei gnsa APl napokceTuHy

y 6nicTepi; no 2
6nictepu y
KapTOHHIA KOpO6L

rigpoxiopuay remirigparty Big, BXXe 3aTBepAKeHoro
BMPOGHMKa; 3anponoHoBaHo: R1-CEP 2006-081-Rev 00;
3MiHM | TUNy - 3MiHa y napameTpax cneuudgikauii Ta/abo
[OMYCTUMUX MEX, BU3HAUEHNX y cneundikalisx Ha A®l, abo
BWXiAHWA/NPOMIKHWIA NPOAYKT/peareHT, Wwo
BUKOPWCTOBYIOTLCS Y Npoueci BUpo6HMUTBa AD| - 3MiHW [0
crneundikauii Ha APl napokceTMHy rigpoxsopuay, a came:
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

[0[aBaHHS MOKa3HWKIB «3a/TMLLKOBUIA KaTanizaTops»
MEeTOA0M aTOMHO-abCcopOLiiHOI CNeKTPoOMETpIl AN nanagito
Ta «3a/IMLLIKOBUIA PO3YMHHUK i30MPONaHon» MeTogom MX
BignoBigHO A0 oHoBneHoro CEP

280.

NAHOLMJ,

MOPOLLIOK AN1si
pO34unHy Ans

iH ek no 40 wmr;
in bulk: 20
pNakoHiB 3
MOPOLLKOM y
KapTOHHIlA KopooLi

AHaHTa
Megikeap /T4,

Benvka
BputaHi
a

JNIABOPATOPIO PEUI
XOO®PE, C.A.

Icnanis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTepianis: 3miHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): 3miHa 3asBHMKa
roTOBOrO JliKapCbKOro 3acoby. 3miHa Ha3su J13.
3arBepmxkeHo: MAHTOIMPA3O/1. 3anponoHoBaHoO:
MAHOUMWA,. 3minu | Tvny - AOMIHICTpaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy MicLA NPOBaKEHHS
AiSNbHOCTI BUPO6HUKa/iMnopTepa roToBOro /likapCbKoro
3aco0y, BK/0YaKUM AiNbHMLi BUNYCKy cepil abo micue
NpoBeAEeHHS KOHTPOI0 AKOCTI. (LisANbHICTb, 3a AKY
BiANOBiga€e BUPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK CEPINA) -
3miHa HaliMeHyBaHHS BUpPOGHKMKa , 6e3 3MiHM Micus
BUPOGHMUTBA. 3MiHW | TUNY - 3MiHK WOA0
6e3nekn/edhekTMBHOCTI Ta papMakoHarisgy. BeegeHHs abo
3MiHW [0 y3araslbHeHVX AaHnX Npo cuctemy
thapmakoHarnsgy (BBeeHHs y3araibHeHUX faHuX npo
cuctemy thapmakoHarnasgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa A1st 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YyNoBHOBaXKeHOT 0c06M 3aBHUKA, BiAMOBIAa/IbHOI 3a
thapmakoHarnsag: fitoya pefakuis — 3iHueHko Mapist
Bonogmmupisra. MponoHoBaHa pegakuis — MNywkap Hagisa
B’AuecnagiBHa. 3MiHa KOHTaKTHUX JaHMX YNOBHOBaXKEHOT
ocobu 3as1BHUKa, BiANOBIAa/IbHOT 3a (hapmakoHarnsas,. 3miHa
MicLA 3AiICHEHHA OCHOBHOI AisNIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLle3HaxomKeHHs1 MacTep-ghaina.

3a
peyenmom

UA/17040/01/01

281.

NAHOLMJ,

MOPOLLIOK AN1si
PO34unHy Ans

iH ek no 40 wr;
1 a6o 5, abo 20
(pNakoHiB 3
MOPOLLKOM Y
KapTOHHIlA KopooLi

AHaHTa
Megikeap /T4,

Benvka
BputaHi
a

JNIABOPATOPIO PEVT
XOO®PE, C.A.

Icnanis

BHECEHHS 3MiH [10 peecTpaLjiiiHix maTtepianis: 3miHa
3asBHMKa (BNacHvKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): 3miHa 3asABHMKA
roTOBOrO JliKapCbKOro 3acoby. 3miHa Ha3su J13.
3arBepmxeHo: MAHTOMPA3O/1. 3anponoHoBaHoO:
MAHOUWA. 3miHun | Tuny - AgMiHicTpaT1BHi 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecy MicLs NPOBaKEHHS
AiSbHOCTI BUPO6HUKa/iMnopTepa roToBOro likapCbKoro
3aco0y, BK/OYaKUM AiNbHULi BUNYCKY cepil abo micue
NpoBeAEeHHS KOHTPOIO AKOCTI. (AiANbHICTb, 3a AKY
BiANoBigae BUPOGHMK/IMNOPTEp, BKIOYaUM BUMYCK CEPIi) -
3MiHa HaliMeHyBaHHS BUpOGHKMKa , 6e3 3MiHM Micus
BUPOGHMUTBA. 3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edhekTVBHOCTI Ta dapMakoHarisgy. BeegeHHs abo

3a
peuyenmom

UA/17039/01/01
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3MiHW [0 y3araslbHeHVX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs y3araibHeHUX JaHuxX npo
cucTemy thapmakoHarnisgy, 3MiHa ynoBHOBaxeHOoi ocobu,
BiANOBIAANbHOI 3a 34iiCHEHHS thapmakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asBHVKa o1si 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BignoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkouvakouy KOHTaKTHI AaHi) Ta/abo 3MiHu
y po3MilLieHHi MacTep-haiina cuctemn dhapmakoHarnagy) -
3MiHa YyNOBHOBaXKEHOT 0CO6M 3aBHUKA, BiAMOBIAa/IbHOI 38
thapmakoHarnsag: fitoya pegakuist — 3iHyeHko Mapist
BonogumupisHa. MponoHoBaHa pegakuis — MNywkap Hagis
B’auecnagiBHa. 3MiHa KOHTaKTHNX JaHMX YNOBHOBaXKEHOT
ocobu 3asiBHUKa, BiANOBiAa/IbHOT 3a (hapmakoHarnsas,. 3miHa
Micus 3AiiCHEHHA OCHOBHOI AisNIbHOCTI 3 dhapmakoHarnsgy.
3MiHa MicLle3HaxoMKeEHHS1 MacTep-ghaina.

282.

MAPA®Y3I
B

PO34MH ANa
iHcpysiiA, mo 10
mr/mn, no 50 mn
a60 100 mny
donakoHi, no 1 abo
10 chnakoHiB y
KapTOHHIlA
ynakoBLi

Papma
BaBapis
IHTepHauioHan
(®BI)
MopTyranis,
HOHin. Nga.

MopTtyra
nis

C.M. dapmauveyTiui
C.P.N.

ITanisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsagy.
BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeeHHs y3araibHeHUX faHuX npo
cuctemy thapmakoHarnasgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa A1st 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, KO0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKa, BignoBiganbHOT 3a
thapmakoHarnag. NponoHoBaHa peakuis: Dr. Ricardo
Andrade. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI 0cobw,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
HoMepa Ta MiCLe3HaxoMKeHHs MacTep-goaiiaa

3a
peyenmom

UA/17329/01/01

283.

MAPALIETA
Mon
conobn

TabneTky Wwunyui,
500 mr no 2
Tabnetkv y cTpuni;
no 6 cTpunis y
KOpo6Li 3 KapTOHY

ToBapuncTso 3
obmexeHoro
BiANOBiAabHI
CTIO
"GapmaueBTu
YyHa KoMnaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3
obmexeHoro
BiANOBIAA/IbHICTIO
"GapmaueBTuyHa

KoMnaHis "3gopos'a”

YkpaiHa

BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiasis:3miHu | Tuny -
3MiHU 40 IHCTPYKLiT AN15 MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainy "3actocyBaHHA y nepios
BariTHOCTi abo rogyBaHHA rpyaar” Wwoao 6esnekn
3aCTOCYyBaHHSA [il040T peYoBWHY - MapaleTamon, BiAnoBigHO
[0 pekomeHAaLiin KoMiTeTy 3 OLiHKM pU3KNKIB y
hapmakoHarnsgi €sponeiicbkoi meguyHoi areHuii (PRAC
EMA)

6e3
peyenma

UA/17144/01/01

284.

MEHTAKCU
M®
BAKLUVHA
ansa
MPO®INAK
TUKUN
ANDTEPII,

MOPOLLIOK
Haemophilus
influenzae Tuny b
Ta cycneHsia gns
iH'ekuin (0,5 mn);
no 1 dpnakoHy 3
nopoLukom T1a 1

CaHodpi
Mactep

dpaHuis

CaHocdpi MNactep,
PpaHuin; CAHODI
C.N.A., Itanis;
CaHodhi-ABeHTIC
MpaiiBiT Ko. NiTg,,
YropluHa

dpaHuisn/
ITania/
YropluHa

BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB:3MiHn | Tuny -
apanTauis icHyto4oro metogy Phosphorus Content gns
Concentrated Tetanus Protein, sikuii BAKOPUCTOBYETLCA A/1A
BWUIOTOB/IEHHS HEPO3(DACOBAHOI KOHLEHTPOBAaHO|
KOH'HOroBaHoi nosicaxapugHoi BakUMHN NPOTU reMoinibHOT
iHdpekuii (PRP-T): nepexig, 3 KiflbKiCHOro BU3Ha4YeHHs Ha
BWU3HAYEHHS TPaHUYHUX 3HAYEHb; 3MiHW | TUNY - BHECEHHSA

3a
peyenmom

UA/13010/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
NMPABLSA, nonepeaHbL0 3MiH g0 po3giny 3.2.S.2.4 peecTpauiiHoro A0CbE LWOA0
KALLUJTFOKY | 3anoBHeHOMY OHOB/IEHHS IHGhOpPMALLT 3 METOIO NPUBELEHHSA Y
(AUENONA | wnpuuy (0,5 mn) 3 BiANOBIAHICTb 40 NPOMWC/OBOI AOKYMeHTaLii Ta
PHUI NpUKPINIEHO0 BWMNpPaB/IEHHS MOMUWJIOK i ICTOPUYHNX HETOYHOCTEN
KOMMOHE roskoto (a6o 2
HT), okpemumu
noniomie ronkamu), Lo
nty MIiCTUTb CYyCMNEH3ito
IHAKTUBO ANst iH'eKUil, B
BAHA TA KapTOHHIlA KopoobLi
BAKUWHA a6o B
ana cTaHfapTHO-
MNPO®INIAK | ekcrnopTHiii
TUKUN ynakosL|i B
IHOEKLIA, | kapToHHiit kopobu
CMPUYNHE
HUX
HAEMOPHI
LUS TUnNy
B
KOH’tIOroB
AHA,
ALCOPBO
BAHA
285. | MEHTACA rpaHysn deppiHr LLiseiiua BignoBiganbHuii 3a LLiBeriuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a UA/4990/03/02
NPOIOHIOBaHOT Aji IHTEepHeLUHN pist BMPOOHULITBO, HimeyunHa AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHsA Ta/abo peuenmom
no 2 rno 60 CeHntep CA nepBrHHE Ta afipecyt MicL NPOBaXXEHHS Ais/IbHOCTI
nakeTuKiB 3 BTOPWHHE NakyBaHHS, BMPOGHMKa/imMnopTepa roToBoro fikapcbKoro 3acoby,
rpaHynamu y KOHTPO/1b SAKOCTI: BK/IIOYAOUN [iNbHWLI BUNYCKY cepii abo MicLe NpoBeeHHs
KapTOHHI Kopobui ®eppiHr IHTepHewHn KOHTPOJIH0 SIKOCTI. (AiANbHICTb, 3a AKy BignoBifae
CeHtep CA, BMPOGHUWK/IMNOpTEp, BK/IOYAKOYM BUMYCK Cepili) 3MiHa
LBeiiLapis; aapecu BupobHuka ®eppiHr MM6X, HimevynHa, 6e3 3MiHn
BignosiganbHuii 3a MicLs BUPO6HMLTBA. 3MiHW | Tuny - 3MiHn Woao
BUMYCK Cepii: 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn)
PeppiHr MM6X, 3amiHa rpagivuHOro 306paxeHHs NepBUHHOI Ta BTOPUHHOT
Himeuunna YMaKoBKN Ha TEKCT MapKyBaHHSA MepPBUHHOI Ta BTOPUHHOT
yMakoBKU 3 BiANOBIAHUMM 3MiHaMu A0 po3ainisa MKA /13
(po3gin «padhiyHe odropMIEHHS» 3aMiHEHO PO3/i/IOM
«MapKyBaHHs»).
286. MEHTACA rpaHynu PeppiHr LLiBeiiua BignoBiganbHuii 3a LLBeiiuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a UA/4990/03/01
NPOIOHIOBaHOT Aji IHTEepHeLUHN pist BMPOBHULITBO, HimeyunHa AZMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo peuenmom
no 1 rno 50, 100, CeHTep CA nepBrHHe Ta afpecy MicLs NPoBamXEHHS Ais/IbHOCTI

a60 150 nakeTukis
3 rpaHyiamu y
KapTOHHIl KopoobLi

BTOPVHHE MakKyBaHHS,
KOHTPO/b SKOCTI:
deppiHr IHTepHeLwHN
CeHTtep CA,
LBeiiyapis;
BignosiganbHuii 3a

BUPOGHMKa/iMNopTepa rotToBoro Nikapcbkoro 3acooy,
BK/IIOYAOUN AiNbHWLI BUNYCKY cepii abo MicLe NpoBeAeHHs
KOHTPOJII0 SKOCTI. (AiANbHICTb, 3a AKy BignoBifae
BMPOGHUWK/iMNOpTEp, BK/KOYAO4M BUMYCK cepili) 3miHa
aapecy BupobHuka ®eppiHr MM6X, HimevunHa, 6e3 3MiHn
MicL BUPO6HMLTBA. 3MiHW | Tvny - 3MiHK Wwoao
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BMMYCK Cepii: 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHN)
PeppiHr M'M6X, 3amiHa rpaci4HOro 306paxeHHs1 NePBUHHOT Ta BTOPUHHOI
Himeuunna YMaKoBKN Ha TEKCT MapKyBaHHSA MNepBUHHOI Ta BTOPUHHOT
yMakoBKU 3 BiANOBIAHUMM 3MiHaMu A0 po3ainis MKA /13
(po3gin «IpadhiyHe odhopmMIEHHS» 3aMiHEHO PO3/i/TIOM
«MapKyBaHHs»).
287. | MEHTACA rpaHysn deppiHr LLiseiiua BignoBiganbHuii 3a LLiBeriuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | TUny - 3a UA/4990/03/01
NPOIOHIOBaHOT Aji IHTEepHeLUHN pist BMPOOHULITBO, HimeyunHa 3MmiHu 3 aKocTi. CepTudikaT BignosigHocTiI/IE-cepTudikat peuenmom
nolr, no 60 CeHntep CA nepBrHHe Ta BiANOBIAHOCTI EBponeiickkil hapmakonei/moHorpadii.
nakeTvKiB 3 BTOPVHHE MaKyBaHHS, MogaHHA HOBOro abo OHOBMIEHOTO cepTudikaTa
rpaHynamu y KOHTPO/1b SAKOCTI: BignoBigHOCTI abo BU/TyYEHHS cepTudikaTa BignoBiAHOCTI
KapTOHHI Kopoobui ®eppiHr IHTepHeLwHn €poneiicbkin hapmakonei: gna A®l; ans BuxigHoro
CeHtep CA, Marepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
LBeiiLapis; BVKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ANs ONOMDKHOT
BignosiganbHuii 3a peyoBuHM (cepTudikat BiANOBIAHOCTI EBPONECHKIi
BUMYCK Cepii: hapmakonei) - OHOBMeHUIA cepTudikarT Bif yxe
PeppiHr MM6X, 3aTBEPKEHOIO BUPOGHMKA
Himeuunna noAaHHa oHoBneHoro CepTudikaty BiANOBIAHOCTI
€Bponelicbkinn hapmakonei R1-CEP 2004-056-Rev 04
(nonepepsHs Bepcis R1-CEP 2004-056-Rev 03) Big BXe
3aTBepAKeHoro BupobHrka SYNTESE A/S, faHis gna Adl
MecasiasuHy.
288. MEHTACA rpaHynu deppiHr Lseiiua BignoBiganbHuii 3a LLeiiuapisi/ BHECEHHS 3MiH 0 peecTpaLiiiHux matepiasis: 3MiHu | TUNY - 3a UA/4990/03/02
MPOIOHTOBaHOT Aji IHTEepHeLwHN pist BMPOGHULITBO, HimeuunHa 3MmiHu 3 sikocTi. CepTudikaT BignosigHocTi/l E-cepTudikaT peyernmom
no 2 r, no 50, 100, CeHTep CA nepBrHHe Ta BiANOBIgHOCTI EBponeiickkili hapmakonei/MmoHorpadii.
a60 150 nakeTukis BTOPWHHE NakKyBaHHS, MopaHHA HOBOro abo OHOBMEHOTO cepTudikaTa
3 rpaHynamu y KOHTPO/1b SKOCTI: BiANOBiAHOCTI abo BUNyYeHHs cepTudikaTta BiANOBIAHOCTI
KapTOHHIA KopoobLi PeppiHr IHTepHeLWwHN €Bponeiicbkili hapmakonei: gna A®l; ans BuxigHoro
CeHTtep CA, MaTepiany/peareHTy/NpoOMKHOIo NPoAyKTY, L0
Llseiiuapis; BMKOPWCTOBYIOTbCH Y BUPOOHULTBI ADI; 415 AONOMDKHOT
BignoBiganbHuii 3a peyoBuUHM (cepTudikaT BiANOBIAHOCTI EBpONEiChKiit
BMNYCK cepil: hapmakonei) - OHOBEeHUIA cepTudikarT Bif yxe
®eppiHr MTM6X, 3aTBEPLKEHOr0 BUPOOHMKA
HimeyunHa nogaHHA oHossieHoro CepTtudpikaty BignoBigHOCTI
€Bponelicbkiit hapmakonei R1-CEP 2004-056-Rev 04
(nonepegHs Bepcia R1-CEP 2004-056-Rev 03) Big BXe
3aTBepxeHoro BupobHnka SYNTESE A/S, fania ana Aol
MecanasuHy.
289. MEPrOBEPI | nopowok Ta Apec TpeligiHr | LBeiua Mepk CepoHo C.A., LLIBeliyapis BHECEHHS 3MiH 40 peecTpauiiHux maTtepiasiB: 3miHu | Tuny - 3a UA/10624/01/01
C® PO3YMHHUK AN C.A. pist Bif4iNIEHHA Y M. AfMiHiCTpaTMBHI 3MiHX. 3MiHa Ha3BW JlikapcbKoro 3acoby - peuyenmom

pO34mnHy Ans
iH'exuin; 1 abo 3
hN1akoHu 3
MOPOLLKOM Y
kommnnekTi 3 1 abo
3 dpnakoHamu 3 1
M/1 PO34YMHHMKA

(Boga ans

OO6O0HH

3MiHa Ha3BW fikapcbkoro 3acoby. SATBEP)XKEHO:
MEPrOBEPIC (PERGOVERIS®) 3ANPOMNOHOBAHO:
NMEPIOBEPIC® (PERGOVERIS®) (BBefeHHS 3MiH
NPOTAroM 6-T1 MICALIB MICNA 3aTBEPLKEHHS); 3MiHU | TUny -
3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta ddapMakoHarnsay
(iHLLI 3MiHW) - OHOBJ/IEHHSA BXE 3aTBEPXXEHOro TEKCTY
MapKyBaHHS YNakoBKM IKAPCbKOro 3acoby 3 BHECEHHAM
iHdhopmauii WoA0 3a3HaYEHHSI OANHMLL BUMIPIOBAHHS Y
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
iH'eKUin) y cuctemi S| (BBegeHHs 3MiH NpOTArom 6-Tu MicsuiB nicns
KOHTYPHIit 3aTBEPKEHHS)
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBLi B
Kopobui; 5
pNakoHiB 3
MOPOLLKOM Y
KOMMNeKTi 3 5
hnakoHamu 3 1
MJ1 PO3YNHHMKA
(Boga ansa
iH'eKUil) y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 2
KOHTYPHI
YapyHKOBI
ynakoBku B
Kopobui
290. NMEP'ETA® KOHLeHTpaT ans ®.XopcpmaHH- | Lseiiua Pow [iarHocTuke HimeyuunHa/ BHECEHHS 3MiH [J0 peecTpaLiiHMx maTepianis:3miHu | Tuny - 3a UA/13062/01/01
pO3uuHy AN Na Pow Nta pis vm6X, HimeyunHa LLsenuapis nopasadHs 0,1 r/n reHTaMiymHy cynbaTy B iHOKYIAT i peyenmom
iHcpysiii no 420 (BUpOGHMLTBO KyNbTYpW KNITUH Ha cTagii BupobHuutea A®| (nepty3symab).
mr/14 mn; no 14 Hepo3dacoBaHol BBefeHHA 3MiH NPOTArom 6-Tu MiCALIB NicNs 3aTBEPIKEHHS
My h/1akoHi; no npoayKuii, NnepBrHHe
1 donakoHy y nakyBaHHS,
KapTOHHIlA KOpooLi BUNPOGYBaHHSA
KOHTPO/IO SIKOCTI);
®.XopcpmaHH-/15 PoLu
NTa, Weeiiuapis
(Bunyck cepii);
®.XodpcpmaHH-/15 PoLu
NTa, Weeiiuapis
(BTOPWHHE NakyBaHHs)
291. NEP'E€ETA® KOHUeHTpaT ans ®.XopcpmanH- | LBeiiua Pow [iarHocTukc HimevuunHa/ BHECEHHS 3MiH 10 peecTpaviiiHix maTepianis:3MiHu Il Tuny - 3a UA/13062/01/01
pO34uHy ANns Na Pow N1a pist 'm6X, HimeuunHa LLBeiiuapis 3MiHM Woao 6e3nekn/edekTUBHOCTI Ta chapmakoHarnsgy. peuenmom

iHchysiii no 420
mr/14 mn; no 14
MN Yy hnakoHi; no
1 conakoHy y
KapTOHHIlA KopoobLi

(BUpOGHMLTBO
Hepo3dacoBaHoT
npoayKuii, nepsrHHe
nakyBaHHs,
BMNPO6YBaHHSA
KOHTPOSIO SIKOCTI);
®.XothcpmarH-/15 PoLu
NTa, Weeiiuapis
(Bunyck cepii);
®.XodhpmarH-/15 PoLu

IHLWI 3MiHW, SKi He BBIALLAM Y Lieil po34in, SKi BKIoYaTb
noAaHHA pe3y/bTaris fOCNiAKeHb [0 KOMMNETEHTHOro
opraHy - 3asiBHUKOM HaJaHO AeTaslbHuii OnMc cucTeMm
ynpas/iHHA pu3nKamu y BUrIsAi nnady ynpasaiHHS
pu3uKamm, Lo MICTUTb PU3KK NPONOPLiiHI 3axoau 3
MiHimi3aLii pu3unkiB Ta 3giiicHeHHs1 hapMakoHarnsgy ans
NiKapcbKoro 3acoby y 3B8’A3Ky 3 HaAaHHAM 3BITY LLOPIYHUX
3BefieHnX aaHnx peectpy MotHER (H4621g/GE28099) 3a
2018 pik 3 METOI BUKOHaHHS 30608B’s13aHb [MYPY CTOCOBHO
NOTEHLiIHOTrO PU3UNKY OMirorifpamMHioHy i3 BUAaIeHHsAM 3
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Nta, Weeiiuapis MYPy ycix icHyelounx Ta TprBatoumnx 3axogis 3
(BTOpUHHE NMaKyBaHHS) thapmakoHarnagy ans peectpy MotHER gnsa npenapaty
Mep’eTa®, 3rigHO HaAAHOro NIATBEPAXKEHHS NPONOHOBAHUX
3MiH EBpONecbKoi MeANYHOI areHuii
EMEA/H/C/002547/11/0041
292, AIMA®YLIN | cynosuTopii NIEO ®apma [aHis Temmnep Itania C.p.n. ITanis BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3miHu | Tuny - 3a UA/4370/01/01
H® BariHasibHi no 100 AIC 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy. peyenmom
Mr no 3 BBegeHHs1 ab0 3MiHM A0 y3arasibHeHNX JaHnX Npo cucTemy
cynosutopii y hapmakoHarnsgy (BBeAeHHs y3arasibHeHVUX faHux npo
cTpuni; no 1 a6o 2 cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOI 0cobu,
cTpunn y BiANOBIANbHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
KapTOHHIW nayv, 0ocobu 3 chapmakoHarnsgy 3asBHVKa AN 34iMCHEHHS
thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
YMNOBHOBaXXEHOT 0Cc06M, BiANOBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarniagy (BK1KYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHOI 0CO6U 3asiBHMKA B YKpaiHi Ans 34iiCHEHHS
thapmakoHarnsgy: nponoHoBaHa pefakuis - Haymosa IpuHa
OnekcaHApiBHa. 3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOT 0co6u
293. MIPALETA po3uuH ans MAT "®apmak” | YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/1878/02/01
M iH'exuii 20 % no 5 BHeCeHHS 3MiH g0 Cneuucpikauii / MeTogis BunpobyBaHHs peyernmom
mn abo no 10 mn, roTOBOrO JliKapcbKoro 3acoby 3a napameTpom
a6o no 20 mn B "CTepw/bHICTL", 30KpeMa: BUYYEHHS MOBHOMO Onucy
amnyni; 10 amnyn npoBefeHHA METOAVKW; AONOBHEHHS Bi4NOBIAHNM
y nauyuj 3 KapTOoHY; NoCUIaHHAM Ha ity pefakuito €®; 3MiHu | Tuny -
no 5 mn a6o no 10 BHeCeHHs 3MiH 0 Cneuudikayii/ MeToais BUNpobyBaHHsA
mn, abo no 20 mn rOTOBOrO /1iKapCbkoro 3acoby, 30Kpema: BUTyYeHHs
B amnyni; no 5 nokasHuka "AHOMasibHa TOKCUYHICTL" 3 BiAMNOBIAHOO
amnyn y énictepi; MEeTOAMKO
no 2 6nictepu B
naduj 3 KapToHy
294. noBIAOH- MopOoLLIOK MPAT YkpaiHa Mpaui IHAis BHECEHHSA 3MiH [0 peecTpaLiiiHnx maTepianis: 3miHu | Tuny - - UA/14224/01/01
nopa (cybeTaHuin) y "®ITOGAPM" dapmacbtoTikasic BT, AAMIHICTpaTVBHI 3MiHK. 3MiHA HaliMeHyBaHHA Ta/abo
noaBinHMX nra. afpecy MicLl NPOBaXEHHS Ais/IbHOCTi BUPOGHMKa
nonieTuIeHoBnX (BKKOHAOUM, 3a HEOOXIAHOCTI, MicLe NPOBEAEHHSI KOHTPO/IO
naketax gnas SIKOCTI), @60 BnacHuka MacTtep-caina Ha A®l, abo
BMPOGHULITBA nocravanbHuka Adl/BuxigHoro
HecTepu/ibHNX mMarepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0
nikapcbknx doopm 3aCTOCOBYHOTbCS Y BUPOOHMUTBI ADI (SIKLLIO 3a3HAYEHO y
[0CbE Ha nikapcbKuii 3acib) 3a BiACYTHOCTI cepTudikata
BifNoBigHOCTI €Bponelicbkili hapmakonei y 3aTBepiKeHoMy
[ocbe, abo BMPOOHMKA HOBOI AOMOMIKHOI PEHOBUHM (SIKLL,O
3a3HayeHo y AOCbE) - 3MiHa aapecy MicLA BNPOBaKEHHS
[ifnbHOCTI BUPO6HMKa cybcTaHLii MoBigoH-ioa Prachi
Pharmaceuticals Pvt, Ltd, 6€3 3MiH1 hakTUYHOTO
po3TallyBaHHA AiflbHULI
295. nonio cycneHsis nakcoCmiTKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaujiitHux maTepiasis:3MiHu | Tuny - 3a UA/16435/01/01
CABIH™ opasibHa no 10 slH EkcnopT BpuTaHi Bionomxikanc C.A. 3MiHa y MeTogax BunpobyBaHHs AP| abo BMXiAHOIO peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
ABOBATNE 803 (1 mn) abo no Niviteq A Marepiany/npoMiXXHOrO NPoAyKTy/peareHTy, Lo
HTHA 20 po3 (2 mn) y BMKOPUCTOBYETLCA Y NnpoLieci BUpo6HuLTBa ADI - 3MiHU A0
BAKUVHA chnakoHax Ne 100 onucy aHaniTnyHoro metogy “ldentity by DNA fingerprinting”
ansa Ansa 6aHKy KNiTWH, ANS KTITMHHOTO cy6eTpary, Wwo
NMPO®INTIAK BMKOPUCTOBYETHLCA NMPU BUPOOBHULTBI Ait0UNX PEYOBUH
TUKN (noniosipycis Tunis 1, 3) ANA NpUBELEHHS Y BiANOBIAHICTL 3
noniomie BMPOBHUYOIO MPaKTUKO. PepakuiiHi npaBku fo po3giny
aTy TmniB focbe 3.2.5.4.2.
1TA3
(KNBA,
ATEHYINOB
AHA)
296. | MPECTAPIY | Tabnetku, BKpUTI ne PpaHLis Na6opaTtopii Ceps'e dpaHuis/ BHECEHHS 3MiH 40 peecTpauiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/1901/02/01
M® 10 Ml NAiBKOBOO NNABOPATYA IHoacTpi, PpaHLis; IpnaHgis 3MiHu Wwopao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsay. peuenmom
060n0HkKo0, No 10 P CEPB'E Ceps'e (IpnaHgis) BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
mr, no 14 a6o no IHgacTpic NTa, peecTpauiiHoro NocBigYeHHs, BkIoYaumn MNnaH ynpasiHHA
30 Tabnetok y IpnaHgis pu3nKamu (3aCTocyBaHHS 3MiH(1), Siki(a) BUMaratoTb(€)
KOHTeliHepi Ans NoAasIbLIOro 06r'pyHTYBaHHSA HOBMMW [OAATKOBUM AAaHUMMU,
Tabnetok; no 1 L0 MaKTb HaJaBaTNCA KOMNETEHTHUM OpraHoM, OCKi/TbK/
KOHTelHepy Ans BUMaraeTbCsl CyTTEBA OLjiHKa KOMNETeHTHUM OpraHom) -
Tabnetok y BrikoHaHHS 3060B'A3aHb BIANOBIAHO A0 NignyHkTy 1.13
KOpOO6Lii 3 KapTOHY NyHKTY 1, mignyHkTy 2.3 NyHKTY 2 goaatky 15 go Mopsagky
NpoBefEeHHA eKcnepTu3n peecTpauiiHux Matepiasiis Ha
nikapcbki 3acobu, Lo NOAAITLCA Ha AepXaBHy peecTpaLiiio
(nepepeecTpauito), a TaKoX ekcnepTn3n Matepianis Npo
BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis NnpoTsarom gji
peecTpavwinHOro NoCBiAYEHHS, 3aTBEPAKEHOTO HaKa3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakazy MO3 Big,
23.07.2015 Ne 460)
297. MNPECTAPIY | TabneTku, BKpUTI ne PpaHuis Na6opaTtopii Ceps'e PpaHuis/ BHECEHHS 3MiH 40 peecTpaLiintHux maTepiasis: 3miHu Il Tuny - 3a UA/1901/02/02
M® 2,5 MI' NNiBKOBOIO NNABOPATYA IHoacTpi, PpaHLis; IpnaHgis 3MiHuM Woao 6e3nekn/eddeKTMBHOCTI Ta hapMakoHarnsay. peyenmom
060/10HKOI0, N0 P CEPB'E€ Ceps'e (IpnaHgis) BHeceHHs abo 3miHa(1) A0 3060B'A3aHb Ta YMOB Buaadi
2,5 wmr, no 14 a6o IHgacTpic fTa, peecTpauiiHoro NocBigYeHHs, BkIoYatumn MNnaH ynpasiHHA
no 30 Tabnetok y IpnaHgis pu3nKamu (3acTocyBaHHs 3MiH(1), Aki(a) BUMararoTb(€)
KOHTeliHepi ans nofasibLLIoro 06rpyHTYBaHHS HOBUMU [,04ATKOBUM AaHUMMK,
Tabnetok; no 1 LLIO MaloTb HaAAaBaTNCA KOMNETEHTHUM OPraHoM, OCKISTbKM
KOHTelHepy Ans BUMaraeTbCs CyTTEBA OLjiHKa KOMNETEHTHUM OpraHom) -
Tabnetok y BukoHaHHs 3060B'A3aHb BiAMNOBIAHO A0 NignyHKTy 1.13
KOpO6Li 3 KapTOHY NyHKTY 1, nignyHkTy 2.3 NnyHKTY 2 gogatky 15 go Mopsagky
NPOBEefEeHHA ekcnepTu3n peecTpauiiHux matepiaslis Ha
nikapcbki 3ac06u, L0 NoAATLCA Ha AePXaBHY peecTpaLiio
(nepepeecTpauiio), a TakoxX ekcnepTnsn martepiasis npo
BHECEHHS 3MiH O peecTpaLjiiiHMX maTepiasnis NnpoTarom Aji
peecTpaLiiHoro NoCBiAYeHHS, 3aTBEPAXKEHOIO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Big,
23.07.2015 Ne 460)
298. APECTAPIY | TabneTku, BKpUTI ne PpaHLin Na6opaTopii Ceps'e PpaHuis/ BHECEHHS 3MiH O peecTpaLiiiHnx maTepianis: 3miHu Il Tuny - 3a UA/1901/02/03
M® 5 Ml NAiBKOBO JIABOPATYA IHgacTpi, PpaHuis; IpnaHgis 3MiHM Woao 6e3nekn/edekTMBHOCTI Ta dhapMakoHarnsay. peyenmom
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
060n0Hkot0, No 5 P CEPB'E Cepg'e (IpnaHgis) BHeceHHs abo 3miHa(1) 40 3060B'A3aHb Ta yMOB BMAadi
Mmr, no 14 a6o no IHgacTpic /1ta, peecTpauiiHoro nocBig4eHHs, BKIoYaumn MNnaH ynpas/iiHHA
30 Tabnetok y IpnaHgis pv3viKkamu (3acTocyBaHHs 3MiH(1), Aki(a) BUMaratTb(€)
KOHTeliHepi ans noAasIbLLIOro 06I'PyHTYBaHHS HOBUMM JOATKOBUM AaHUMK,
Tabnetok; no 1 LU0 MaKTb HafaBaTNCA KOMNETEHTHUM OpraHoOM, OCKifTbK/
KOHTeliHepy ans BMMAaraeTbCsa CyTTEBA OLiHKA KOMNETEHTHUM OpraHoMm) -
Tabnetok y BrikoHaHHS 3060B'A3aHb BiANOBIAHO A0 MignyHkTy 1.13
KopoOLi 3 KapToHY NyHKTY 1, NignyHKTy 2.3 NyHKTY 2 gogatky 15 ao Mopagky
NPOBEEHHA eKCnepTu3y peecTpauiiHix MaTepiaslis Ha
nikapcbki 3aco6u, L0 NOAAITLCA Ha AepXaBHy peecTpadiio
(NepepeecTpadito), a Takox ekcnepTnsn martepiasnis npo
BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis NpoTarom Aji
peecTpaLiiHoro NOCBiAYEHHS, 3aTBEPAXKEHOIO Haka3oM
MO3 Big 26.08.2005 Ne 426 (y pegakuii Hakasy MO3 Bif
23.07.2015 Ne 460)
299. | MPOKCIYM MOPOLLIOK ANs NMPO®APMA ManbTa Na6opaTtopioc Icnanis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiastiB:3MiHu | Tuny - 3a UA/13996/02/01
® pPO34uHy Ana IHTEepHeLwHN HopmoH C.A. 3MiHa y meTogax BunpobysaHHA APl abo BUXiAHOIO peyernmom
iH exuin no 40 wmr, TpehguHr mMarepiany/npoMiXHOro NpoayKTy/peareHTy, Lo
no 1 dpnakoHy y Niviteq BVIKOPVCTOBYETbLCS Y NPOLIECi BUPOGHMLTBA AD| -
KapTOHHI naywi [0faBaHHs OpraHiyHMX PO3UYMHHUKIB T-OYTUIMETUIOBUIA
edpip Ta i3onponaHon ANs KOHTPOO AKOCTI AdI
MaHTonpason BupobHuLTBa Moehs Iberica S.L., IcnaHis,
BignoBigHo no HagaHoro CEP; 3miHu | Tuny - nogaHHa
HOBOro cepTudikarty BiANOBIAHOCTI EBpONEChKOT
thapmakonei Ne R1-CEP 2009-323-Rev 01 Big HOoBOro
BUpo6HMKa A®I MaHTonpasony Moehs Iberica S.L., IcnaHis
300. NMPOCNAH cupon no 100 mn, EHrensrapg, Himeuun BMPOBHULITBO, HimeuunHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:3miHu | Tuny - 6e3 UA/0672/02/01
® CcupPon 200 mn y chnakoHi; | ApuHaiimitTTen Ha nakyBaHHs1, KOHTPO/1b 3MiHa NnoB'sA3aHa 3i 36iNbLLIEHHAM TEPMiHY NPUAATHOCTI peyenma
BI4 no 1 chnakoHy b M6X & AKOCTI, BUNYCK cepil: roTOBOro NikapCbKOro 3acoby nic/as NepLLIoro po3KpUTTS
KALUTHO pa3oMm 3 MipHOI0 Ko.KI EHrensrapg yMakoBKK, L0 NiATBEPAKYETbCA pe3yibTaTtaMu fOCAIAKEHHS
YaLlKo B ApuHaiimitTrens M6X cTabiNbHOCTI Y pea/ibHOMY Yaci; 3anponoHOBaHO: 3 POKK
KapTOHHIlA KopooLi & Ko.KI", HimeuunHa; Micns po3kpuTTA yNnakoBKM npenapaT MoXHa 3acToCOByBaTH
nepBrHHE NakyBaHHS, npoTArom 6 micsAuis. BBeAeHHSA 3MiH NpOTArom 6-Tn MicAuiB
BTOPVHHE MaKyBaHHS: nicnsa 3aTBepKeHHs
Mepy, ®apma M'M6X i
Ko. Kl'aA, HimeuumnHa;
NepBUHHE NaKyBaHHS,
BTOPVHHE MaKyBaHHS:
Nixtenxenbat M6X
dapmaueBTUyYHa
habpuka, HimeuunHa
301. MPOTA®A cycneHsis gns A/T Hoeo [aHis Bupo6HMK [Lanisa/ BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/17174/01/01
H® HM iH'ekujin, 100 Hopgaick Hepo3dhacoBaHoro PpaHuia/ 3MiHW A0 IHCTPYKUiT 415 MeguyYHOro 3acTocyBaHHs peuyenmom
®JIEKCMNEH | MO/mn, no 3 mny NPOAYKTY, NEPBUHHE Bpasunis nikapcbKoro 3acoby ao po3ainy "Cnocibé 3acTocyBaHHs Ta
® KapTpuaxi; no 1 nakyBaHHs; KOHTPO/1b [03Kn" (yTOUHEHO iHhopmauito 415 nauieHTa Wwoao

KapTpuaxy y
6araTo030Biii
04HOpPas30Bii

SIKOCTi MPOAYKTY B
nepBUHHOMY
nakyBaHHi (KapTpuaxi

KOPUCTYBaHHS LLNPWLI-PYYKOI0). BBEAEHHS 3MiH NpoTsArom 6-
TN MiCALB NicNs 3aTBepPAXEHHSA
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
wnpu-pyyLi Ne 1, MeHdin®) Ta

Ne 5

BiANoBigabHUIA 3a
BWMYCK Cepii roToBoro
NpoAyKTY
(PnekcheH®): AIT
Hoso Hopgaick, JaHis;
Bupo6Humk
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO b
AKOCTi MPOAYKTY B
nepBUHHOMY
nakyBaHHi (KapTpuaxi
MeHhin®); 36upaHHs,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY
(dnekcleH®);
KOHTPO/Ib SKOCTI
roTOBOro NPOAYKTY
(PnekcheH®): AIT
HoBo Hopgaick, [aHis;
Bupo6HuK
Hepo3hacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHs1; 36UpaHHs,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY
(PnekcleH®):
A/T HoBo Hopgick,
[aHisn; BUpobHuk
NPOAyKUii 32 NOBHUM
uumkiom: Hoso
Hopgaick MNpoAatoKCcboH
CAC, ®paHuis;
Bupo6Huk
Hepo3dhacoBaHoro
NPOAYKTY, NepBUHHE
nakyBaHHS; KOHTPO b
AKOCTi MPOAYKTY B
nepBUHHOMY
nakyBaHHi (KapTpuaxi
MeHin®); 36upaHHS,
MapKyBaHHs Ta
BTOPVHHE NaKyBaHHSA
roTOBOro NPOAYKTY
(PnekcleH®);
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KOHTPO/Ib SKOCTI
roTOBOro NPOAYKTY
(®nekclNeH®): Hoso
Hopgaick MNpoaykao
$apmaceyTika g0
Bpasine NTga.,
Bpasunis
302. PABEN® TabneTtku KPKA, a.4., CnoseHi KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/3628/01/01
SR MPOIOHTOBaHOT Aji, HoBso mecTo a MecTo nofaHHs OHOBJ/IEHOrO cepTudikaTy BiAMOBIAHOCTI peyernmom
BKpUTI NNiBKOBOIO €Bponelicbkinn hapmakonei R1-CEP 1998-075-Rev 04
060/10HKOI0, N0 BHACNILOK 3MiHN aZpecy BNacHuKa ceptudikary
1,5 mr Ne 20
(10x2), Ne 30
(10x3), Ne 60
(10x6), Ne 90
(10x9) y bnicTepax
303. PEBI®® po3uuH ans Apec Tpeiiginr | LWBseiiua Mepk CepoHo C.A., Lseliuapis/ BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/16340/01/01
iH'EKLA NO 22 MKr C.A. pist BiA4iINIEHHA Y M. ITanis 3MiHM WoA0 6e3nekn/etheKTUBHOCTI Ta hapmakoHarnsgy. peyernmom
(6 m1H MO) / 0,5 O60HH, LBeiiuapis; BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHKX MPO cucTemy
M1y nonepeaHbo Mepk CepoHo C.n.A., thapmakoHarnsgy (BBeeHHs y3arasibHeHUX faHuX npo
3aMoOBHEHMNX ITanis cuctemy chapmakoHarnisgy, 3MiHa ynoBHOBaXeHOi 0cobu,
wnpuuax Ne 3 Ta BiANOBIAANLHOI 3a 34iliCHEHHA thapMaKkoHarnsay; KOHTaKTHOT
Ne 12 0cobu 3 chapMakoHarnsay 3asaBHVKa st 34iiCHEHHS
hapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
yMNOBHOBaXeHOT 0cobu, BigNoBiAaNbHOT 3a 34iNCHEHHS
hapmakoHarnagy (BK1oYaoun KOHTaKTHI AaHi) Ta/abo 3MiHu
y pO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa KOHTaKTHUX JaHnX YNOBHOBaXXEHOT 0cobu,
BiANOBIAA/ILHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
LaHNX KOHTaKTHOI 0cobw, BignoBiAa/ibHOT 3a
thapmakoHarnsg,. 3miHa Micus 34jiACHEeHHST OCHOBHOT
LisNbHOCTI 3 hapmakoHarnsagy. 3MiHa MicLe3HaxXoMKeHHs
MacTep-gharina
304. PEBI®® pO34uH Ans Apec TpeligiHr | LWeeiiya Mepk CepoHo C.A., LLiBeiiuapis/ BHECEHHS 3MiH [0 peecTpavjiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/16340/01/02
iH'eKLi No 44 mKr C.A. pis BiAAINEHHA Y M. ITanisa 3MiHV LWoA0 H6e3nekn/edeKTUBHOCTI Ta thapmakoHarnagy. peyenmom

(12 mnH MO) /0,5
My nonepeaHsL0
3arnoBHEHNX
wnpuuyax Ne 3 Ta
Ne 12

OO60HH, LLBeliLapis;
Mepk CepoHo C.n.A.,
ITania

BBefeHHs1 ab0 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
hapmakoHarnsgy (BBeAEeHHs y3arasibHeHNX faHux npo
cucTemy thapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
BiANOBIAa/IbHOT 3a 34iICHEHHS (hapMakoHariagy; KOHTaKTHOI
0cobu 3 hapMakoHarnsay 3asaBHVKa o1si 34iCHEHHS
hapmakoHarnsgy B YKpaiHi, Ko BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6M, BifnoBiganbHOI 3a 34iCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTaKTHI AaHi) Ta/abo 3MiHn
y po3MilLieHHi MacTep-haiina cuctemn dhapmakoHarnagy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKeHOT ocobw,
BiANoBiAa/IbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobw, BignoBiAaibHOT 3a
hapMakoHarnsg. 3miHa Micusi 34iCHeHHA OCHOBHOI
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
AOiSNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLie3HaX0MKeHHS
mMacTep-gaiina
305. PErAaPOH NOpOLUOK A4/1A OpioH ®iHNAHA, Ot Megdaiins fita, diHnaHgia/ BHECEHHS 3MiH 40 PeeECTpaviiHNX MaTepianiB:TEXHIYHA 6e3 UA/9267/01/01
OnTIM opasibHoro KopnopeiiwH is ®iHNAHAiA (BUPOOHUK, Icnanis NMOMW/IKa Y TEKCTi MapKyBaHHS NEePBUHHOI yNaKkoBKM peyenma
po3uuHy, no 10,7 r LLI0 3AiliCHIOE nikapcbKoro 3acoby y p. 6.
MOPOLLKY Y NakeTi; KOHTPO/b SKOCTI );
no 20 nakeTiB y OpioH KopropeliLuH,
KapTOHHIlA KOpooLi PiHNAHAIA (BUPOOHMK,
LLIO 3[i/iCHIOE
KOHTPO/b AKOCTI i
BUNyCK cepiii); TOB
Peuundapm Mapetc ,
IcnaHis (BUPOBHUK, WO
3[jiicHI0E
BMPOBHULITBO,
nakyBaHHS, KOHTPO/Tb
AKOCTI Ta BUMYyCK
cepii)
306. PEOANTYK KOHUeHTpaT ans O-p Peppi'c IHAja O-p Peppi'c IHAjs BHECEHHS 3MiH [10 peecTpavjiiiHiX MmaTepianis:BMnpaBneHo 3a UA/12905/01/01
(o pO34unHy Ans Na6opartopic Na6opartopic N14 TEXHiYHY MOMUSIKY Y TEKCTi MapKyBaHHS BTOPYHHUX YNaKoBOK | peyernmom
iHcpysii, 10 mr/mn, nrp,
no 10 mn (100 wmr)
a6o 50 mn (500
Mr) y do1lakoHi; no
1 chnakoHy B
KapTOHHIlA
Kopob6ui; no 1
KapTOHHIA KopoobLi
y N1acTUKOBOMY
MiLLIKY
307. PE3ICTON Kpansi opasibHi no NAT YkpaiHa MAT "Tanuudpapm” Ykpaina BHECEHHS 3MiH [J0 peecTpaviiiHux maTepiasis:3miHu | Tuny - 6e3 UA/13789/01/01
® 20 mn a6o no 50 "Tanuuchapm" BBEJEHHSA 4,04aTKOBMX PO3MIpIB cepii FOTOBOro Nikapcbkoro peyenma
My chriakoHi 3 3aco6by; 3anpornoHOBaHO: TeopeTUYHNIA po3mip cepii: He
npo6koto- 6inble 19 801 ynakoBok no 50 mn He 6inbLue 40 000
KpanenbHuLeo; no ynakoBokK no 50 mn He 6inblie 49 261 ynakoBok no 20 mn He
1 cbnakoHy B mayu,i 6inbwe 100 000 ynakoBok Mo 20 ms1; 3MiHuM | Tuny -
BHECEHHS 3MiH 0 po3ainy 3.2.P.3. Mpovec BupobHuLTBa
nikapcbKoro 3acoby, 30Kkpema: BUKNafeHHs TEKCTY
KOPOTKOrO OMUCY TEXHOJIOMYHOIO NPOLLECy Ta TEXHOMOTMYHOI
CXEMU BMPOBHMLTBA rOTOBOrO NiKapCbKOro 3acoby B HOBIl
pefaxuii
308. | PE3ICTON Kpanni opasibHi in MAT Ykpaina MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3miHu | Tuny - - UA/14765/01/01
® bulk: no 20 mny "Fanuucapm" BBEJEHHSA [04aTKOBMX PO3MIpIB cepii roTOBOro Nikapcbkoro

dhnakoHi; no 88
chakoHiB y Kopobi
KapTOHHOMY; in
bulk: no 50 mny

3aco0y; 3anponoHoBaHo: TeopeTnyHWit Po3Mmip cepii: He
Ginble 19 801 ynakoBok no 50 mn He 6inbLie 40 000
ynakoBok no 50 Mn He 6inbLie 49 261 ynakoBok no 20 Mn He
6inbLwe 100 000 ynakoBoK no 20 MA; 3MiHW | Tuny -
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chnakoHi; no 80 BHECEHHS 3MiH 0 po3giny 3.2.P.3. Mpouec BupobHuyTBa
hNakoHiB y KOpoo6I nikapcbKoro 3acoby, 30Kpema: BUKNafeHHs TEKCTY
KapTOHHOMY KOPOTKOro OMNMCY TEXHO/ONYHOrO NPOLEeCy Ta TEXHOOrYHOT
CXeMW BMPOGHMLTBA rOTOBOrO J1iKapCbKOro 3acoby B HOBIl
pegpakuii
309. PE3OHATW | po3uuH ans OkTadapma AscTpis BVPOGHWK, Himeuunna/ BHECEHHS 3MiH [0 peecTpavliiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/14323/01/01
B iH'ekujin, 625 dapmaueBTmK BignoBiganbHWi1 3a LLBeuis AIMIHICTPaTMBHI 3MiHWU. ByyuyeHHsI BUPOGHMYOI AinbHNL peyenmom
MO/mn, no 1 mn a BTOPWHHE NakKyBaHHS: (BKovatoum ginbHUL ons A®l, NpoMiXXHOro NPoAyKTy abo
abono2mnB MpopykTioHcre OkTadhapma [Jeccay rOTOBOrO /1iKapCbKOro 3acoby, AiNbHUL 415 NPOBEeAEHHS
amnyni; no 1 c M.6.X. M6X, HimeuunHa; nakyBaHHs, BUPOGHYKa, BifNOBiAaIbHOIO 3a BUMYCK Cepiid,
amnyni B BUPOBHUK, MicLLe NpoBeAEeHHS KOHTPO/IO cepil) abo noctavasnibHuKa
N1acTUKOBIi BiANOBIAaIbHNI 3a BMXiAHOrO Marepiany, peareHTy abo A0NOMiIKHOI pEYOBUHN
6nicTepHii BMPOGHMLTBO 3a (AKLL0 3a3HaYEeHO Y A0CbE). BunyyeHHs BUpOOHUYOI
ynakosLi; no 1 NMOBHUM LMK/IOM, 38 onepadii "BTOpPMHHA ynakoBka" o1 BUPOOHNYOT AiNbHULI
NacTUKOBIi BUK/IIOYEHHAM OkTadhapma, AB, LLBeuis. 3aTBepakeHo: BUpo6HUK,
6nicTepHii BTOPUHHOT YMaKoBKM: BiANOBIAa/IbHUIA 32 BUPOOHULITBO 38 MOBHUM LIMK/TOM
ynakosLi B Oxtachapma AB, Oxtadhapma AB, LUBeuis / Octapharma AB, Sweden.
KapTOHHI Kopoobui Lseuis 3anponoHoBaHo: B1po6HuK, BigNoBigaibHUiA 3a
BUPOGHMLITBO 3@ MOBHUM LIMK/IOM, 3@ BUK/IOYEHHAM
BTOPWHHOI ynakoBku OkTadapma AB, LUBeuis / Octapharma
AB, Sweden. TepMiH BBe,€HHS 3MiH - 6 MicALiB nicns
3aTBEPAKEHHS.
310. PENBAP™ MopoLUoK AN nakcoCmiTKn Benuka nakco OnepeWiLuHc Benuvka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3miHu Il Tuny - 3a UA/14565/01/01
ENNINTA iHranauin, AnH EkcnopT BpuTaHi HOK Nimiteq, BpuTaHis 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarnsgy. peyernmom
[030BaHuii no 92 Nimiteq a 3MiHM Y TepaneBTUYHMX NoKa3aHHAX (4o04aBaHHS HOBOrO
MKr/22 MKr/po3y; TepaneBTUYHOrO NoKa3aHHA abo 3MiHa y 3aTBepKEHOMY
no 14 a6o 30 o3 noKasaHHi) - 3MiH/ BHECEHO A0 iHCTPYKUIT 4151 MeANYHOTO
y MOPOLLKOBOMY 3acTocyBaHHSA NikapcbKoro 3acoby Ao po3ziny “lNokasaHHs",
iHransaTopi; no 1 a came 3MiHW y 3aTBEpKEHNX NOKa3aHHAX, Ta BHECEHO
iHransTopy y pefakuiiHi npaskn Ao po3ainy "®apmakoTepanesTuyHa
KapTOHHIlA KopoobLi rpyna'(yTouHeHHs TekcTy 6e3 3miH kogy ATX) (BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NicAA 3aTBEPAKEHHS)
311. PEHHI® TabneTkn Baviep LLiBeliya Lenbchapm Maliapg dpaHuis BHECEHHS 3MiH A0 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 6e3 UA/6025/01/01
BE3 LYKPY | XyBasibHi 3 KoHcblomep pist 3MiHM LWoao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy. peyenma
M'ATHAM CMaKOM; Kep Al BBeneHHs abo 3MiHM A0 y3araslbHEHUX AaHUX NPO cUcTeMy

no 6 TabneTok y
6nicTepi; no 2 abo
4 6nictepu B
KapTOHHIN
Kopo6ui; no 12
Tabnetok y
6nictepi 3
nepdpopadieto; no
1 a6o 2 6nictepu
B KQPTOHHIN
KopoobLi

thapmakoHarnsay (BBefleHHs y3arasibHeHUX JaHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBIAANLHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarns4y 3asBHVKa A1 34iACHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOI 3a 34iICHEHHS
hapmakoHariagy (BKIHYaoun KOHTaKTHI AaHi) Ta/abo 3MiHu
y pO3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOI 0CO6U 3asBHVKA, BignoBiganbHOI 3a
thapmakoHarniag. NponoHoBaHa pegakuist: Justin Daniels.
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT 0CO6U 3asBHMKA,
BiAANOBiga/IbHOI 3a (hapmakoHarnsg. 3miHa micus




203

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
3[jACHEHHSI OCHOBHOT AiSiNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLie3HaXOKEHHSI MacTep-haiina
312. PEHHI® 3 Tabnetkn Baiep Lseiua [Jenbdapm Manapg ®paHuis BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasi:3MiHn | Tuny - 6e3 UA/7798/01/01
MEHTO/IO XXyBaUlbHi o 12 KoHcblomep pis 3MiHM LWoAo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy. peyenma
BUM Tabnetok y Kep Al BBeneHHss abo 3MiHU A0 y3ara/lbHEHUX AaHWUX NPO cucTeMy
CMAKOM 6nictepi 3 thapmakoHarnagy (BBeAEHHS y3arasibHEHUX JaHWX Npo
nepdhopavieto, no cuctemy dpapmakoHarnsgy, 3MmiHa yrnoBHOBaXEHOi 0cobu,
1a6ono 2 BiANOBiAANbLHOI 3a 34iicCHEHHS thapMakoHarnsay; KOHTakTHOT
6nictepy B 0cobu 3 chapmakoHarnsgy 3asBHVKa AN 34iNCHEHHS
KapTOHHIA thapmakoHarnsgy B YkpaiHi, K0 BOHa BigMiHHA Bif,
Kopobui; no 6 YMNOBHOBaXXEHOT 0Cc0o6M, BiANOBiAaNbHOT 3a 34iNCHEHHS
Tabnetok y hapmakoHarnsgy (BkIovaouy KOHTaKTHI gaHi) Ta/abo 3MiHn
6nicTepi, o 2 abo y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
no 4 6nictepu B 3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHVKA, BignoBiganbHOI 3a
KapTOHHI Kopoobui thapmakoHarnsg. MNponoHoBaHa pegakuis: Justin Daniels.
3MiHa KOHTaKTHUX AaHNX YNOBHOBaXKEHOT 0CO6U 3aABHMKA,
BignosigasibHOI 3a hapmakoHarnsg. 3MiHa micus
3[jiACHEHHST OCHOBHOT AiSNIbHOCTI 3 dhapmakoHarnagy. 3MiHa
MicLle3Hax0MKEHHS1 MacTep-chaina
313. PULMHOB onisi no 30 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHSA 3MiH [0 peecTpavyiiiHnux maTtepianis:3MiHu Il Tuny - 6e3 UA/7354/01/01
Aonia no 50 r, abo no dapmaueBTny PapmaueBTUUYHA BBEJEHHS 40AATKOBOro BMPOGHMKa ans A®l PuupHoBa onist peyenma
100ry Ha thabpuka habpvka "Biona"
thnakoHax ; no 30 "Biona"
ry dpnakoni; no 1
hf1aKoHY y naYui
314. PO3AKOM Kpanni ouHi, AT "Apaveq Monbwa | BupobHULTBO “in bulk”, Ipevis/ BHECEHHSA 3MiH [0 peecTpaLiiiH1ux maTepianis: 3miHu | Tuny - 3a UA/14401/01/01
PO34uH; N0 5 My dapma” nepBuHHE | BTOPVHHE Monba 3MiHM 3 SKOCTi. [0TOBWIA NiKapCbKuiA 3aci6. 3MiHN Y peyenmom
dhnakoHi i3 nakyBaHHs: BMPOGHMLTBI. 3MiHa iMNopTepa/3aMiHK, L0 CTOCYHTbLCA
KpanesbHuLer; no Padapm AT, Mpeuis; BMNYCKY cepii Ta KOHTPOIO SKOCTi FOTOBOrO NiKapCbKOro
1 chnakoHy y BignoBigasbHMi 3a 3acoby (3amiHa abo fofaBaHHS BUPOOHMKA, LLLO BiANOBiAaE
KapTOHHIlA KopoobLi BMNYCK cepil: 3a BBE3€HHS Ta/abo Bunyck cepii) - He BkIovarum
AT «Apgamen dPapma», KOHTpONb/BMNPO6YBaHHSA cepii. 3miHa BUpo6Huka 13
Monbwa BiANOBiga/IbHOro 3a BMMNYCK cepii. BBeAeHHSA 3MiH NpOTSArom
6-TV MicALiB NiCNA 3aTBEPAKEHHS.
315. PO3ANIH Kpanni oyHi, AT "Apaveq Monbwa BMPOGHMLTBO 3a Ipevis/ BHECEHHSA 3MiH 10 peeCTpaLiiiH1x maTepianis: 3miHu | Tuny - 3a UA/14388/01/01
po3unH, 20 Mr/mn dapma" NMOBHUM LMK/IOM: Monbwa 3MiHM 3 SKOCTi. [0TOBWIA NiKapCbKuiA 3aci6. 3MiHW y peyenmom
no 5 mn y cnakoHi Padhapm AT, IMpeuis; BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYHTbLCA
3 KparnesibHuULEelo; BMPOGHUK BUMYCKY Cepii Ta KOHTPOJI0 AKOCTi rOTOBOrO NiKapCbKOro
no 1 dpnakoHy y BignoBigasbHWi 3a 3acoby (3amiHa abo gofaBaHHA BUPOOHMKA, LLIO BignoBigae
KapTOHHIlA KopooLi BUNYCK cepii, He 3a BBE3€EHHS Ta/abo Bunyck cepii) - He BkIoyakum
BK/HOYA0UN KOHTPO/b: KOHTPONb/BMNPOGYBaHHSA cepii. 3miHa BUpobHuka 13
AT «Agaveg ®apma», BiAMOBIAaUTbHOIO 3a BUNYyCK cepii. BBeaeHHA 3MiH MPOTArom
Monbwa 6-TW MiCALB Nic/1a 3aTBEPAKEHHS.
316. CEAABIT® Tabnetku, no 10 MNAT YKpaina MNAT YkpaiHa BHECEHHS 3MiH 40 pPEeeECTpaLiiHNX MaTepiasiB:3miHn | Tuny - 6e3 UA/7821/01/01
Tabnetok y "Kuismegnpen "Kuismeanpenapat” 3MiHa B METOANLj KOHTPOsO AKOCTi AD| cefaBiTy ekcTpakTy peyenma
6nictepi; no 2 apart" rycToro no nokasHuky «laeHtudikauis B. MonicheHoNbHi

6nicTepu B nayuyj 3
KapTOHY

CMOMyKM», a caMe KOPEeKL,isi TPUroTyBaHHS PO3UYMHY
NOPIBHAHHSA, 6€3 3MiHM KiHL,eBOT KOHLIEHTpaLlii pO34MHY Ta no
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MOKa3HWUKY «3aUTMLLKOBI KifIbKOCTi OpraHiYHUX PO3UYMHHUKIBY,
a came 3MiHa y MPUroTyBaHHA PO34MHY MOPIBHAHHSA
peakTuBy eTaHony P Ha eTaHon (96 %) P 3 BignoBsigHUmM
nepepaxyHKOM HaBaXKN peakTusy
317. | CEOANTIH Tabnetku no 10 TOB "TeBa YkpaiHa BankaHdapma- Bonrapis BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 6e3 UA/3271/01/01
nnoc TabneTtok y Ykpaina" AynHnusa AT 3MiHM A0 IHCTPYKUii 4158 MegUYHOro 3acToCyBaHHS peyenma
6nicTepi; no 1 abo nikapcbKoro 3acoby Ao posginis: "MpoTunokasaHHa"
2, abo 5 bnictepis (peparyBaHHs1), "B3aemogisi 3 iHLUNMY NiKapCbKUMU
y nayLj KapTOHHIN; 3acobamu Ta iHWi BuAM B3aemogiin”, "Oco6mBoCTi
no 20 Tabnetok y 3actocyBaHHs", "MNepego3yBaHHsa", "MNo6ivHI peakuii” woao
6nictepi; no 1 6e3nekn 3aCToCyBaHHS Nikapcbkoro 3acoby. BBegeHHs 3MiH
6nicTepy B nauui NpoOTArom 6-T1 MiCALIB NiCNA 3aTBEPMXKEHHS
KapPTOHHIl
318. | CENTAHA3 | cnpeii Ha3anbHWiA, KPKA, a.4., CnoseHi KPKA, a.4., Hoso CnoseHis BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 6e3 UA/14128/01/01
AN® po3unH, 1 mr/50 HoBo mecTo A MecTo 3amiHa abo BBefeHHs1 f,04aTKOBOI AiNbHULI BUPOOHULTBA peyenma
mr/mn, no 10 mny [N YacTnHM abo BCbOro BUPOGHMYOro NpoLecy rotoBoro
hnakoHi 3 nikapcbKoro 3acoby (AinbHULS, Ha sikili NpoBoAATLESA Oy ab-
[03younm AKi BUPOGHWYI cTagil, 382 BUHATKOM BUMYCKY Cepiid, KOHTPOO
nynbBEpPV3aTOPOM AKOCTi, NEPBVHHOIO Ta BTOPUHHOTO NaKyBaHHA, AN
; 1o 1 donakoHy y HeCTepW/IbHUX NiKapCbK1X 3ac06iB); CynyTHA 3MiHa - 3aMiHa
KapTOHHI KOpoOLii a60 BBeAEHHS 40A4ATKOBOI AiNbHULI BUPOOHMLTBA 415
4acTHM abo BCbOro BUPOOHNYOro npoLecy rotoBoro
niKapcbKoro 3acoby (AinbHMLA ANs NePBUHHOTO NaKyBaHHS)
- 3a3HaYeHHs AiNbHNLb Ta PYHKLA BUPOGHYKKa B
mMaTepianax peecTpauiiiHoro Aocbe BiANOBIAHO A0
(haKTUYHMX Ha BUPOBHULTBI, 6€3 3MiHU caMuX PyHKLINA.
BBefeHHs 3MiH NpoTArom 6-T1 MicALIB Nicia 3aTBEpPAKEHHS
319. | CENTAHA3 | cnpeii HazanbHWiA, KPKA, a.4., CnoseHi KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - 6e3 UA/14129/01/01
AN® anA po3uuH, 0,5 mr/50 HoBso mecTo a MecTo 3amiHa abo BBeAeHHS A04AaTKOBOI AiNbHUL BUPOGHMLTBA peyenma
AITEVI mr/mn, no 10 mny 0151 YaCcTUHM abo BCbOro BUPOBGHNYOro NpoLecy roToBoro
hNakoHi 3 nikapcbKoro 3acoby (AinbHWLS, Ha sKili npoBoAATLESA Oyapb-
[03ylounm AKi BUPOGHWYI CTagii, 38 BUHATKOM BUMYCKY Cepili, KOHTPO/0
nyNbBEPVN3aTOPOM AKOCTi, NEPBMHHOIO Ta BTOPUHHOTO NaKyBaHHA, 4151
; o 1 donakoHy y HeCTepWIbHUX Nikapcbkux 3acobiB); CynmyTHS 3MiHa: 3aMiHa
KapTOHHIlA KopooLi a60 BBeAEHHA 40AATKOBOI AiNbHULI BUPOGHULTBA A1
4acTHY abo BCbOro BUPOOHNYOro NpoLecy rotosoro
nikapcbKoro 3acoby ([inbHWUUSA AN NEPBUHHOTO NaKyBaHHS)
3a3HayeHHs AiNbHNLG Ta QyHKUIM BUPOOHUKA B MaTepianax
peECTpaL,iiHOro AOCbE BiAMOBIAHO A0 DAKTUYHUX Ha
BMPOBHULTBI, 6€3 3MiHN camMmnx qOYHKLi1. BBeAEHHS 3MiH
npoTArom 6-T1 MiCALIB MicNa 3aTBEPAKEHHS
320. | CUMAAKC KOHLeHTpaT ans OpioH PiHNAHA, OpioH KopropeliLuH, diHnAHAA BHECEHHS 3MiH 10 peecTpavjiiiHiX maTtepiasiB:BunpaBieHo 3a UA/1812/01/01
NpUroTyBaHHA KopnopeiiwH if diHNAHAiA TEXHIYHY MOMUSIKY Y TEKCTi MapKyBaHHS YNakoBKu peyenmom
po3unHy Ans
iHdpysiid, 2,5

Mr/mn; no 5 mny
donakoHi; no 1
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chrnakoHy B
KapTOHHI KopoobLi
321. CUH®/IOP cycneHsis gns nakcoCmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasliB:3MiHM | Tiny - 3a UA/15363/01/01
MKC™ iH'eKUin o 1 fosi AinH EkcnopT BputaHi Bionogxikans C.A. 3MiHM B npoueci BUpobHuuTBa A®| - BNpoBaKeHHs1 HOBUX peyenmom
BAKUVHA (0,5mn)y Nimiten A YMOB PO3MOPOXYBaHHS A/191 NPOMDKHOro NpoAaykty Protein D
Aana nonepeaHbL0 (PD), wo 36epirascs y koHTeliHepi 250 ml Thermo Fisher
APO®INAK | HanoBHeEHOMY Containers; 3miHu | TMny - 3MiHa y 6e3nocepeHiil ynakosLi
TUKUN CK/ISTHOMY LUNPULL A®| - 3amiHa koHTelHepiB 06’'eMom 120 mn Ta 500 Mn Ha
NMHEBMOK Yy KOMM/IEKTi 3 KOHTeliHep 06’emom 250 mn (250 ml Thermo Fisher
OKOBOI OJHI€I0 TONKOO Containers) ansa 36epiraHHA NPOMKHOro nNpoaykTy Protein D
IHOEKLJI abo 3 ggoma (PD) nicns cTepunbHOI (hinbTpauii Ta 4o npouecy KoH'torauil
(MONICAXA | ronkamu Ta 6e3 nig yac BUpO6HULTBA BaKUMHW. TEPMIH BBEAEHHS 3MiH -
PUAHWIA ronok; 1 31.03.2021p.
AHTUIEH) nonepegHL0
TA HarnoBHeHW
HETUMNOBA | wwnpwy, 3 rofikoto
HOI a6o asoma
FEMO®I/Ib | ronkamu, a6o 6e3
HoI ronoK y
IHOEKLY, iHAMBIAYyanbHOMY
KOH'FOIOB | repmeTnyHO
AHA, 3anakoBaHoMy
AACOPBO nnacTMKoBomy
BAHA KOHTeHepi; no 1
nNacTyKoBoMy
KOHTEliHepy y
KapTOHHI
kopobui; no 1 gosi
(0,5mn)y
nonepeaHL0
HarnoBHEHOMY

CKMISTHOMY LLINpWL;;
no 10 wnpwujs 3
10 ronkammn a6o
6e3 ronok y
iHAMBIAyaNbHMX
repMeTnyHo
3anakoBaHux
NNacTyKOBUX
KOHTEeliHepax y
KapTOHHIlA
Kopobui; no 1 gosi
(0,5 mn)y
MOHOZ030BOMY
CKIISTHOMY
chnakoni; no 1, 10
a60 100 donakoHiB
Y KapTOHHii
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Kopo6ui; no 2 go3mn
(Imn)y
MyNbTUA030BOMY
chnakoHi; no 100
hNakoHiB y
KapTOHHI KOpo6Li
322. | CIMBPUH3 Kpanni o4Hi; no 5 HoBaprTic LLiseiiua AnkoH-KyBpbop Benebris BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasis:3miHu | Tuny - 3a UA/15669/01/01
A® MmNy chnakoHax- dapma Al pist BHECEHHS 3MiH 0 po3gainy 3.2.P.7 Cuctema peuenmom
KpanesnbHULAX KOHTeliHep/3akynopoBasibHWi 3acib, a came 3miHa Ha3Bw
"[pon-TeiHep®"; noctavasibHvKa maTepianis ynakosku (LDPE bottle and plug)
no1la6o 3 3 Basell Ha LyondellBasell
hnakoHn y
KapPTOHHI KOpoOLii
323. | CIMBPUH3 Kpanni o4Hi; no 5 HosaprTic Lseliua AnkoH-KyBpbop Benebris BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/15669/01/01
A® MA 'y cnakoHax- dapma Al pis BuaaneHHs "Arkema" sk noctavyasibHUKa CTapTOBOro peyenmom

KpanenbHULAX
"[pon-TeiiHep®";
no 1 a6o 3
donakoHn y
KapTOHHIlA KopooLi

matepiany Etunamin 70% BOAHOro po3umnHy; 3MiHu | Tuny -
BUJAEHHS BCiX NOCTAYa/IbHUKIB 4151 PO3UMHHUKIB,
peareHTiB Ta kaTas1i3aTopiB 3 4OCbE; 3MiHM | TUny -
AofasaHHsA "BASF" K a/ibTepHaTVBHOIO noctadasibHuKa
CTapToOBOI PeYOBMHU - ETUNamiH 70 % BOAHOTO PO3UUHY.
BBefeHHs 3MiH NPoTArom 6-T1 MiCALIB MiCNA 3aTBEPMXKEHHS;
3MiHuM | TUNY - gogaBaHHa "BASF" Ak anlbTepHaTUBHOIO
nocravasnibHviKa CTapToBOi PEYOBUHM - rigpoKcunamii-O-
Cy/bhOHOBOT KUCOTW. BBEAEHHS 3MiH NPOTArom 6-Tu
MiCALIB MiC/1A 3aTBEPKEHHS; 3MiHN | TUNY - 36iNbLUEHHS
onepavyifiHnx oAUHULL Ta NPOAYKTUBHOCTI AN BUPOGHNUMX
onepaviin 1-4 ana BMpo6GHULTBA Cy6CTaHLili; 3MiHK | TRy -
3BY)XEHHS nokasHuka KinbkicHe BusHaveHHs (HPLC) ans
iHTepmepgiata PS-4999, skuii BUKOPUCTOBYETLCS NpK
BUPOOHMUTBI cybcTaHLii 3 790% PS-4999 po ?97,5% PS-
4999(% wi/w); 3MiHU | TUNY - AoAaBaHHA METOAY KiflbKiICHOro
Bu3HayeHHs1 (HLPC) ana metogy "Purity” wopao
iHTepmegiata PS-4999, Akuii BUKOPUCTOBYETHLCA NpU
BUPOGHMLTBI cybcTaHLji. JlofaBaHHs MeToAy KOHTPO/IO
AKOCTi "Impurity” Ta BUAaneHHA NOKa3HUKa KOHTPOO SKOCTI
"Water (KF)"wogo iHTepmegiata AM-1001; 3miHm | Tuny -
BUa/IeHHA He3Ha4yHoro napameTpa cneuuqikadii "Onuc”
(Appearance: yellow-brown, viscous oil) ans iHTepmegiata
peyoBnHM PS-4999, L0 BUKOPUCTOBYETLCS Y BUPOBHULTBI
cy6CTaHLiT; 3MiHW | TUNY - PO3LLUMPEHHS NOKa3HUKA KOHTPO/TIO
AKocTi "KisibkicHe BU3HauYeHHs" (MpoBOANUTLCSA 3a A0NOMOroK
BEPX) ans intepmegiata PS-4999, 110 BUKOPUCTOBYETHLCS B
npoveci BUpobHULTBa Aitoyoi pevoBuHy 3 ? 95.0 % PS-4998
[0 ? 95 % PS-4998.

BBefeHHs1 3MiH NPoTArom 6-T1 MiCALIB MiC/A 3aTBEPMXKEHHS;
3MiHU | TUNY - fofaBaHHA a/lbTEPHATVBHOIO CMocoby
KOHTPO/IO /19 KifIbKICHOrO BU3HAYEHHs1 CTapTOBOI PEYOBUHY
rigpokcmnamii-O-cyibhOHOBOT KUCOTU. BBEAEHHS 3MiH
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
NPOTArom 6-T1 MiCALIB MiC/IA 3aTBEPMKEHHS; 3MiHM | Tuny -
[0AaBaHHA aflbTePHATUBHUX NONIETUNEHOBUX NAKETIB 3
HM3bKOIO LWiNbHICTIO (LDPE), W0 BUKOPUCTOBYOTLCS B AKOCTI
NEepPBMHHOI YNaKoBKM A1 cybCTaHLil 6prMH30namig,
324. | CIHAPTA® NopoLUuoK aNns MAT "®dapmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/14774/01/01
opasibHOro BWTYYEHO TEKCT METOAVKM BUNPOGYBaHHSA 3a NOKa3HUKOM peyenmom
po3unHy, 1,5 «MikpobionoriyHa YncTtotTa» B METOAAX KOHTPOJIO FOTOBOrO
r/3,95rno3,95rB nikapcbKoro 3acoby Ta foAaHo nocunaHHa Ha Y no
cawe; no 10 a6o 3aTBEPKEHOr0 nocunaHHa Ha EP; 3MiHu | Tuny - BUNyYeHHs
30 cawe y nauyui 3 3 cneumdikauii HaniBNpoaykTy (Macy AN HanOBHEHHS
KapToHy caule) nokasHuka «CynpoBsigHi OMILLKM»
325. cKonrPun Tabnetku no 20 ANKANOIA AL | Pecny6n | Ankanoig Afl - Ckon'e Pecny6nika BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiasiiB:3MiHM | TNy - 3a UA/10253/01/01
nnroce mr/12,5 mr; no 10 Ckon'e ika MakepoHis 3MiHW A0 IHCTPYKLi A/19 MeAWUYHOro 3aCTOCYBaHHSA peyenmom
TabneTtok y Makeno nikapcbKoro 3acoby y po3ginu: "®apmakonorivHi
6nicTepi; no 3 His BnactmsocTi" (iHhopmauis woao 6e3nekn), "Ocob6anBoCTi
6nictepu B 3acTocyBaHHs", "lNo6iYHI peakyii” BiAMNOBIAHO 4O OHOBNEHOI
Kopobui iHhopmaLii 3 6e3neku Aito4oi pevoBUHM TigpPOoXopoTiasng.
"MpoTrnokasaHHs", "B3aeMogis 3 iHLLMMY NiKapCbKUMn
3acob6amu Ta iHWi Buay B3aemogiii”, "OcobamBocCTi
3acTocyBaHHSA", "3acTocyBaHHS Yy nepiog BaritTHOCTi abo
rofyBaHHs rpyaar”, "3aatHicTb BNIMBATU Ha LUBUAKICTb
peakL,ii Npu kepyBaHHi aBTOTPaHCMOPTOM ab0 iHL1MK
MexaHizmammn", "Cnoci6 3actocyBaHHs Ta fo3n" (iHdopmavis
wopo 6e3nekn), "MepenosysaHHs", "TMoGiYHI peakujii™
BiAMOBIAHO [0 OHOBMEHOI iHChopMaLii 3 6e3Mekn Ajilounx
peyoByuH
326. | CONIAAro PO34unH Ans Bionoriwe Himeuun Bionoriwe HimeuunHa BHECEHHS 3MiH 40 peeCcTpaLiiHnX MmaTepiasiiB:3miHn | Tuny - 3a UA/4374/01/01
KOMMO3WUT | iH'ekwiii no 2,2 mn XalinbmiTTens Ha XainbmitTens Xeenb 3MiHa nepiogy NOBTOPHUX BUNPO6yBaHb/Nepiogy 36epiraHHs peuyenmom
YMC B amnyni; no 5 Xeenb Mv6X 6X a60 ymoB 36epiraHHs A®I - 3miHa nepiogy NOBTOPHOrO
amnyn y KOHTYPHIl BMNPOOGYBaHHS Aitouoi peyoBmHM Natrium pyruvicum 35 go 4
YapyHKOBIl pokiB
ynakosLi; no 1 a6o
no 2, a6o no 20
KOHTYPHUX
YapyHKOBUX
YNaKkoBOK Y
KOpOGLii 3 KAPTOHY
327. | COMABEPT | niocpinisar ans MOANIEP CLWA Bupo6HuuTBO, Benebris/ BHECEHHS 3MiH 10 peeCcTpaLiiiH1X maTepianis:3miHu | Tuny - 3a UA/17108/01/01
po3unHy Ans EWY.CLMI. KOHTPO/Ib SIKOCTi Ta IpnaHgis 3MiHa y meTogax BunpobyBaHHs APl abo BMXigHOro peyenmom
iH'ekujin no 10 wr; KOPMOPENLU BUNYyCK cepii BOgn Ans MaTepiany/npomMiKHOro nNpoAayKTy/peareHTy, Lo
30 dhnakoHis 3 H iH€ekLili y nonepefHb0 BVIKOPVCTOBYETbLCA Y NpoLeci BUPo6HMLUTBA AP - 3MiHK 80 p.

niodpinizatom y
KomnnekTi 3 30
nonepeaHLo
HarnoBHEHMM
wnpuLamu 3
PO3YMHHMKOM
(Boga ans

HarnoBHEHNX LUNPULLAX,
ofHOYaCHE NakKyBaHHs
Ta MapKyBaHHsi BoAn
ONs1 iH eKujin Ta
nikapcbKoro 3acoby;
BMPOGHMLTBO
NiKapCcbKoro 3acoby in

3.2.S.5. CtaHgapTHi 3pa3ku abo npenapartu, a came:
BBE/IeHHs1 HOBOrO po6040ro pedpepeHTHOro martepiany
(WRM) lot AN—-2017-07 ans APl Ta nikapcbkoro 3acoby
B2036-PEG, a Takox, nogaHHs p. 3.2.S.5. CtaHgapTHi
3pas3ku abo npenapatu Ta p. 3.2.P.6. CtaHaapTHi 3pasku
abo npenapatun y chopmati CTD; 3MiHu | TURY - 3miHa y
MeToAax BUNpobyBaHHA rOTOBOTO /1iKapCbKOro 3acoby
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
iH'ekuin) no 1 mn bulk Ta nepBuHHe (He3HayHa 3MiHa y 3aTBEpAXEHUX MeToAax BUNpobyBaHHs);
Ta 30 6e3neyHnMm nakyBaHHS1; BUMYCK 3MiHW | TUMY - 3MiHW Y NpoLeci BUPOGHMLITBA FOTOBOIO
rofikamu y cepii nikapcbkoro NiKapcbKoro 3acoby, BK/TOHYAKUM MPOMIKHWIA NPOAYKT, L0
KapTOHHIA KopoobLi 3aco6y; KOHTPO/Tb 3aCTOCOBYETLCS MNPV BUPOOHULITBI TOTOBOrO /TIKAPCHKOro
AKOCTI /liKapCbKOro 3acoby (He3HayHa 3MiHa y npoueci BUPOOHULTBA); 3MiHU I
3acoby, 3a MRy - 3MiHW BUNPOByBaHb abo AONYCTUMUX MEX,
BUK/THOYEHHAM TECTY BCTAHOB/IEHNX Y cneuudikauisax, nig vyac BUpo6HMLTBa
"BioaHaniz": MNdavizep rOTOBOrO JIiKAPCbKOro 3acoby - 3MiHW Y BUNPOOYBaHHAX Y
MeHodyeKUypUHr npoueci BUpoGHULITBA FOTOBOIO fliKapCbKoro 3acoby, y
Benbris HB, Benbris, 3B’5I3KY 3 BMKOPWCTAHHAM JliHii HanoBHeHHA WSL — 7; 3MiHn
KoHTpOsb sKoCTi Il TMNY - 3MiHW y NpoLeci BUPOBGHULITBA rOTOBOTO NiKapCbKOro
NiKapcbKoro 3acoby: 3aco06y, BK/1H0YAKUM NPOMDKHUIA NPOAYKT, L0
Mdpaiizep IpneHp, 3aCTOCOBYETLCS MNPV BUPOOHULITBI FOTOBOrO NTIKAPCHKOro
dapmaceyTukanc, 3acoby (cyTTeBa 3miHa y npoLeci BUPO6HULTBA, Aka MOXe
IpnaHgis MaTu iCTOTHWIA B/IB Ha SIKICTb, 6e3neky Ta edeKTVBHICTb
nikapcbKoro 3acoby). BBegeHHs 3MiH MPOTAroM 6-Tv MicsiLiB
nicnsa 3aTBepKeHHs
328. | COMABEPT | niocbini3at ans NPANIEP CLWA Bupo6HuuTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3MiHu | Tuny - 3a UA/17108/01/02
po3unHy Ans EWY.CLMI. KOHTPO/Ib SKOCTi Ta IpnaHgis 3MiHa y meTogax BunpobyBaHHs AP| abo BMXigHOro peyenmom
iH'ekujin no 15 wr; KOPMOPENLL BUNYCK cepii BOAN ANns MaTepiany/npoMiKHOro NpoAyKTy/peareHTy, Lo
30 dhnakoHis 3 H iH eKUili y nonepesHbO BVIKOPVCTOBYETbLCS Y NpoLeci BUPO6HMLUTBA AD| - 3MiHK 80 p.
niodpinizatom y HarnoBHEHNX LUNpULAX, 3.2.S.5. CtaHpapTHi 3pa3ku abo npenapartu, a came:
komnnekTi 3 30 ofiHo4acHe nakyBaHHS BBE/IeHHs1 HOBOrO po6040ro ped)epeHTHOro Marepiany
nonepeaHbL0 Ta MapKyBaHHA BOAM (WRM) lot AN—2017-07 ans APl Ta nikapcbkoro 3acoby
HanoBHEHUMU ONs1 iH eKujin Ta B2036-PEG, a Takox, nogaHHs p. 3.2.S.5. CtaHgapTHi
Lwnpuyamm 3 NiKapcbKoro 3acoby; 3pasku abo npenapatu Ta p. 3.2.P.6. CtaHAapTHI 3pas3ku
PO3YMHHMKOM BMPOGHMLTBO abo npenapatu y cpopmati CTD; 3MiHu | TURy - 3miHa y
(Boga ans nikapcbKkoro 3acoby in MeToAax BUNPOGYyBaHHSA roTOBOTrO JlikapcbKoro 3acoby
iH'ekuit) no 1 mn bulk Ta nepsuHHe (He3HayHa 3MiHa y 3aTBEepAXEHNX MeToAax BUNpobyBaHHS);
Ta 30 6e3neyHnmm nakyBaHHs; BUMYCK 3MiHM | TUNY - 3MiHW Y NPOLLECi BUPOGHMLTBA FOTOBOIO
ronkamu y cepil nikapcbkoro nNiKapcbKoro 3acoby, BKIOYAKUM NPOMDKHUIA MPOAYKT, WO
KapTOHHIlA KOpooLi 3acoby; KOHTPO/Ib 3aCTOCOBYETLCA MNPV BUPOOHMLTBI TOTOBOIO NiKapCbKoro
AKOCTI NiKapCbKoro 3ac00y (He3HayHa 3MiHa y npoeci BUpobHMLTBa); 3MiHu ||
3acoby, 3a TUMy - 3MiHW BUNPObyBaHb abo AONYCTUMMX MEX,
BUK/IIOYEHHAIM TECTY BCTaHOB/IEHUX Y cneuundikauisx, nig yac BMpobHULTBa
"BioaHani3": Mdarizep rOTOBOTO JIiKAPCLKOro 3acoby - 3MiHW Y BUNPOBYBaHHAX Y
MeHohek ypuHr npotieci BUPO6HMLITBA rOTOBOTO /iKapCbKOro 3acoby, y
Benbrist HB, Benbris, 3B'A3KY 3 BUKOPUCTAHHAM JiHii HanoBHeHHSA WSL — 7; 3MiHK
KoHTponb sikocTi Il TMny - 3MiHKM Y Npoueci BUPOOHULTBA FOTOBOrO NiKapCbKOro
nikapcbKkoro 3acoby: 3ac006y, BK/1I0YAKUM NPOMDKHUIA NPOAYKT, L0
Mdcpaiizep IpneHs, 3aCTOCOBYETHCS MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
dapmaceyTukasic, 3acoby (cyTTeBa 3MiHa y NpoLeci BUPOGHULITBA, Ska MOXe
IpnaHgis MaTu iCTOTHUIA B/IUB Ha SKICTb, 6e3neky Ta ed)eKTUBHICTb
nikapcbKoro 3acoby). BBeeHHs 3MiH NpoTAroM 6-Tu micsLis
nicns 3aTBepakeHHs
329. | COMABEPT | niodinizar gns MNMOAN3EP CLWA Bupo6HMLTBO, Benbrisi/ BHECEHHS 3MiH 0 peecTpaviiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/17108/01/03
pO34uHy ANns EVY.CLII. KOHTPO/Ib SIKOCTi Ta IpnaHgis 3MiHa y meTogax BunpobysaHHA APl abo BUXIAHOIO peuenmom
iH'eKUjin no 20 mr; KOPMOPEWLL BWMNYCK cepii Bogn Ans Marepiany/npoMixXHOTO NpoAyKTy/peareHTy, Lo
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
30 dhrnakoHiB 3 H iH eKUili y nonepeHbo BVIKOPVCTOBYETbLCS Y NpoOLeCi BUPO6HMLUTBA AD| - 3MiHM 40 p.
niogpinizatom y HanoOBHEHUX LUNpULax, 3.2.S.5. CtaHpapTHi 3pa3ku abo npenaparu, a came:
KomnnekTi 3 30 ofHoYacHe nakyBaHHS BBEEHHSI HOBOr0 po6040ro pehepeHTHOro MaTepiany
nonepeaHbL0 Ta MapKyBaHHs1 BOAN (WRM) lot AN—2017-07 gns A®I| Ta nikapcbkoro 3acoby
HarnoBHEHUMM ONs iH eKuin Ta B2036-PEG, a Takox, nogaHHsa p. 3.2.S.5. CtaHgapTHI
wnpvuamm 3 NiKapcbKoro 3acoby; 3pasku abo npenapatu Ta p. 3.2.P.6. CTaHAapTHI 3pasku
PO3YMHHVIKOM BMPOGHMLTBO abo npenapatu y coopmati CTD; 3MiHu | TUny - 3miHa y
(Boga ans niKkapcbKoro 3acoby in MeTofax BUNpo6yBaHHSA roTOBOrO JliKapCbKOro 3acoby
iH'eKUid) no 1 mn bulk Ta nepBuHHe (HesHayHa 3miHa y 3aTBEPKEHUX METoAax BUNPoOyBaHHS);
Ta 30 6e3neyHnmm nakyBaHHSI; BUMyCK 3MiHW | TUMY - 3MiHW Y NpPOLLECi BUPOBHMLITBA TOTOBOIO
rofikamv y cepii nikapcbkoro nikapcbKoro 3acoby, BKIOYAKUM NPOMKHUIA NPOAYKT, L0
KapTOHHI KOpO6L 3aco6y; KOHTPO/b 3aCTOCOBYETLCA MPU BUPOOHULITBI rOTOBOrO NiKAPCHKOro
AKOCTI /likapcbKoro 3aco0y (He3Ha4yHa 3MiHa y npoLeci BUpo6HMLTBA); 3MiHu ||
3acoby, 3a T™Mny - 3MiH1 BUNpobyBaHb abo JONYCTUMUX MEX,
BUK/TIOYEHHAM TecTy BCTaHOB/IEHMX Y cneuundikauisx, nig yac BMpobHULTBa
"BioaHanis": MNdavizep rOTOBOrO JiKapCbKOro 3acoby - 3MiHW y BUNPOBYBaHHAX y
MeHtodhekuypuHr npoLeci BUpo6HMLITBA FOTOBOTO J1iKapCbKoro 3acoby, y
Benbris HB, Benbris, 3B'A3KY 3 BUKOPUCTAHHAM MiHii HanoBHEHHSA WSL — 7; 3MiHK
KoHTponb sikocTi Il TNy - 3MiHK Y Npoueci BUPOOHULITBA FOTOBOrO NiKApCbKOro
NiKapcbKoro 3acoby: 3ac00y, BK/1H0YAKUM NPOMDKHUIA NPOAYKT, L0
Mdpaiizep IpneHp, 3aCTOCOBYETLCS MNPV BUPOOHMLTBI FTOTOBOMO NiKapCbKOro
dapmaceyTukanc, 3acoby (cyTTeBa 3MiHa y NpoLeci BAPOOHMLITBA, Sika MOXe
IpnaHgis MaTu iCTOTHUIA B/IMB Ha SIKICTb, 6e3neKy Ta e)eKTUBHICTb
nikapcbKoro 3acoby). BBegeHHs 3MiH NpoTAroM 6-Tu micsuis
nicnsa 3aTBepKeHHs
330. | COMABEPT | niodinizat gns MNMOAN3EP CLWA Bupo6HMLTBO, Benbrisi/ BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/17108/01/04
pO3uuHy AN EWY.CLMI. KOHTPO/Ib SKOCTi Ta IpnaHgis 3MiHa y meTogax BunpobysaHHs APl abo BMXigHOrO peyenmom
iH'ekujin no 30 mr; KOPMOPEWNLL BWMYCK cepii BoAM Ans Marepiany/npoMiXXHOro NpoayKTy/peareHTy, Lo
30 dhnakoHiB 3 H iH eKUili y nonepesHbO BMKOPUCTOBYETLCA Y NpoLeci BUpo6bHuLTBa A®I - 3MiHM A0 p.

niogpinizatom y
kommnnekTi 3 30
nonepegHLo
HarnoBHEHVMMU
wnpuuamm 3
PO34YNHHMKOM
(Boga ans
iH'ekuin) no 1 mn
Ta 30 6e3neyHVMun
rosikamu y
KapTOHHIli KopoobLi

HaMoBHEHMX LUMPULLAX,
OfiHo4acHe nakyBaHHS
Ta MapkyBaHHS BOAN
ONA iH eKuin Ta
nikapcbKkoro 3acoby;
BUPOBHULTBO
nikapcbKoro 3acoby in
bulk Ta nepBuHHe
nakyBaHHS1; BUMYyCK
cepii nikapcbkoro
3aco0y; KOHTPO/b
AKOCTI JliKapCbKOro
3acoby, 3a
BUK/IIOYEHHAM TecTy
"BioaHaniz": MNdaiizep
MeHtohekuypuHr
Benbria HB, Benbrig,
KoHTpOosb siKoCTi
nikapcbKoro 3acoby:

3.2.S.5. CtaHgapTHi 3pa3ku abo npenapaTu, a came:
BBE/leHHs1 HOBOTO po6040ro pedepeHTHOro Marepiany
(WRM) lot AN-2017-07 ans A®I Ta nikapcbkoro 3acoby
B2036-PEG, a Takox, nogaHHs p. 3.2.S.5. CtaHgapTHi
3pasku abo npenapatu Ta p. 3.2.P.6. CTaHAapTHi 3pasku
ab6o npenapatu y popmati CTD; 3MiHu | Tuny - 3miHa y
MeToAax BUNPOGYBaHHSA roTOBOrO /likapcbKoro 3acoby
(He3HayHa 3miHa y 3aTBEpIAXEHUX MeToAax BUNpobyBaHHs);
3MiHM | TUNY - 3MiHM Y NpoLeci BUPOBHULITBA FOTOBOIO
NiKapcbKoro 3acoby, BK/OHYAUM NPOMIKHWUIA NPOAYKT, L0
3aCTOCOBYETHCSA MNPV BUPOOHULTBI FOTOBOTO NiKapCbKOro
3acoby (He3HayHa 3MiHa y npoueci BUpOOHULTBA); 3MiHU ]
MRy - 3MiHW BUNPOByBaHb abo AONYCTUMUX MEX,
BCTaHOB/IEHNX Y cneuyudikauisx, nig vyac BUpo6HMUTBa
rOTOBOIO JIiKAPCbKOro 3aco6y - 3MiHW Y BUNPOOYBaHHAX Y
npoueci BUpoGHULITBA FOTOBOrO fliKapCbKOoro 3acoby, y
3B’513KY 3 BMKOPWCTAHHAM JliHii HanoBHeHHA WSL — 7; 3MiHn
Il TMNY - 3MiHK Y NpoLeci BUPOBGHULITBA rOTOBOTO NiKapCbKOro
3ac06y, BK1OYaKUy NPOMKHUIA NPOAYKT, L0
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Mdpaiizep IpneHp, 3aCTOCOBYETLCS MNPV BUPOOHULITBI FOTOBOrO JTIKAPCHKOro
dapmaceyTukanc, 3acoby (cyTTeBa 3miHa y npoLeci BUPO6HULTBA, Aka MOXe
IpnaHgis MaTw iCTOTHWIA BB Ha SIKICTb, 6e3neky Ta e)eKTVBHICTb
nikapcbKoro 3acoby). BBegeHHs 3MiH MPOTAroM 6-Tv MicsiLiB
nicnsa 3aTBepKeHHs
331. | COPBIDEP | Tabnetku, BKpUTI 3AT Yropwy | 3AT dapmaueBTuyHWi YropuwmHa BHECEHHS 3MiH 0 peecTpaLiinHmx MmaTepiasiB: TeXHIYHa 3a UA/0498/01/01
AYPYNEC 060/10HKOI0, 3 dapmaueBTny Ha 3aBog ElIC NoMusIKa y TEKCTi MapKyBaHHS BTOPVHHOI YNaKoBK/ peyenmom
MOoAMDIKOBAHUM HWi1 3aBOf
BMBINIbHEHHSIM 320 Erc
mr/60 mr, no 30
a60 50 TabneTok y
CKNISIHOMY
thnakoHi; no 1
donakoHy B
KapTOHHIW
yNaKoBLi
332. | CNA3BMEKC | Tabnetku, BKpUTI Op. P. Himeuun Ap. P. Mdbnerep HimeuyunHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - 3a UA/11835/01/02
® N/1iBKOBOIO Mdonerep Ha XimiyHa thabpuika noAaHHA OHOBMIEHOro cepTudiikaTa BigNOBIAHOCTI peyenmom
o6onoHkoto, no 15 XimiyHa 6X €Bponelicbkinn hapmakonei Ne R1-CEP 2009-213-Rev 00
Mr rno 10 Tabnetok Pabpuka ons aitodoi peyosrHn Trospium chloride Big Bxe
y 6nicTepi; no 3 m6X 3aTBEPAKEHOr0 BUPOGHMKA
6nicTepu B
KapTOHHI KopoobLi
333. | CrIPUBA® NMopOoLIOK ANs BepiHrep Himeuun BepiHrep IHrenbxaiim HimeuunHa BHECEHHS 3MiH 40 PEeECTpaLiiHNX MaTepiastiB:3MiHM | Tuny - 3a UA/6495/01/01
iHranauin, Tepaj IHrenbxanm Ha dapma 'm6X i Ko. KI BMMNPO6YBaHHSA Ta KpUTepii NPUAHATHOCTI cTaH4apTHUX peuyenmom
Kancynv no 18 IHTepHeLwHn 3paskis 6y nepernsiHyTi 3 BUKOPUCTAHHSAM Cy4acHUX
MKr, no 10 kancyn m6X MEeTOZIB igeHTMikaLii Ta KilbKICHOro BU3HaY€eHHS
3 MOPOLLKOM A4
iHransayin y
6nictepi, no 3
6nictepu B
KapTOHHiiA
Kopob6ui; no 10
kancyn 3
MOPOLLKOM NSt
iHranauin y
6nicTepi, no 1 abo
3 6nictepu B
KOMMN/IeKTi 3
NPUCTPOEM XeHJi
Xeiinep® B
KapPTOHHI KOpoobLii
334. | CTOMEPAH | kancynu TBepAi no tOHina6, Nn CLWA CaiccKo Cepsices AT, LLiBeiiuapis/ BHECEHHS 3MiH [0 peecTpaLiiHMx maTepianis:3miHu | Tuny - 6e3 UA/4685/01/01
2 wr, no 4 a6o 8 LBeliuapia (BUpo6HUK | IHAis/ Monblwa | 3MiHW A0 IHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHSA Y PO3Ainu peyenma

kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHIiA navui

BignoBigasbHWi 3a
BMPOGHULITBO,
KOHTPO/b Ta BUMYCK
npoaykTy in bulk);

"Oco6nunBOCTI 3acTocyBaHHsA", "Nepeo3yBaHHS" WOA0
noAoBxeHHs iHTepBany QT Ta QRS-3y6uiB BiANoBIgHO A0
OHOB/IEHOT iHdopMaLLii 3 6e3nekn filoyoi peyoBUHY;
"Oco6/mBoCTi 3acTocyBaHHs", "MNepeao3yBaHHs", "Mo6iYHi
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
Crpaiigc ®apma peakuii" LLoA0 Cepiio3HMX KapAionoriYHnX ycknagHeHb
CaiieHc fimiTeq, IHAisA BiANOBIAHO 0 OHOB/EHOT iHpopmaLLii 3 6e3neku Ajtoyol
(BUPOGHWMK peyoBuHW. BBeaeHHA 3MiH npoTsaroM 3-x micsuis nicns
BignoBigasbHWi 3a 3aTBEPKEHHS
BMPOGHULITBO,
KOHTPO/b Ta BUMYCK
npoaykty in bulk);
TOB HOC dapmauis,
MonbLua (BUPOGHMK
BignoBigasbHWi 3a
yNakoBKy, KOHTPO/b Ta
BWMYCK Cepii roToBoro
NPOAYKTY)
335. | cynbniPn Tabnetky no 50 mr TOB YkpaiHa TOB "XapkiBcbke Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/11476/01/02
A -3H no 10 TabneTtok y "XapkiBcbke hapmaueBTnyHe 3MiHa po3Mmipy cepii (BKIOUatum gianasoH po3Mipy cepir) peyernmom
6nicTepi; no 2 abo | dhapmaueBTuy niagnpMeEMCTBO roTOBOrO J1iKapCbKOro 3acoby - BBEAEHHS A0AaTKOBKX
3 6nictepn y He "3p0poB's Hapoay" po3MmipiB cepiii roToBOro Nikapcbkoro 3acoby. MponoHoBaHa
Kopobu,i nignprMeMcTBo pegakuisi. Posmip cepii 1407 ynakoBok - Ne20 (10x2) (5,278
"340poB's kr), 938 ynakoBok - Ne30 (10x3) (5,278 «kr), 5626 ynakoBok -
Hapoay" Ne20 (10x2) (21,100 kr), 3751 ynakoBok - Ne30 (10x3)
(21,100 kr)
336. | TA®IKCUN TabneTku, BKpUTI Papma MopTyra NabiaHa IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux MmaTepiasiB:3MiHu | Tuny - 3a UA/17403/01/01
nAiBKOBOIO BaBsapis nis $apmaueBTikanc, 3MiHu Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay. peuenmom
060/10HKO0, MO IHTepHauioHan C.Ny. BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
500 wmr, no 10 (®BI) thapmakoHarnagy (BBefeHHs y3arasibHeHUX JaHux npo
TabneTtok y MopTyranis, cucTemy hapmakoHarnsgy, 3MiHa ynoBHOBaxeHoi ocobu,
6nicTepi; no 2, 3, 6 HOHiIn. Nga. BiANOBIAANbHOI 3a 3ilicHEHHS thapmakoHarnsAy; KOHTakTHOT
abo 10 6nicTepiB y 0cobu 3 hapMakoHarnsay 3asaBHVKa oS 34iCHEHHS
KapTOHHIlA hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
ynakoBLi yNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bk/ovakouy KOHTakKTHI AaHi) Ta/abo 3MiHK
Y pO3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag. NponoHoBaHa peaakuis: Dr. Ricardo
Andrade. 3MiHa KOHTaKTHUX AaHUX YNOBHOBaXEHOT 0Co6U,
BiANOBIAa/IbHOI 3a hapmakoHarnsg. 3miHa micus
3[jACHEHHSI OCHOBHOT AiSiNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
HoMepa Ta MicLie3HaxoKeHHsi macTep-ghaina
337. | TA®NIOTAH | kpanni ouHi, 15 CaHTeH AT diHNSAHA, Hekctdapma AT, diHNAHAIA BHECEHHS 3MiH 40 peeCcTpaLiiHnX MaTepiasiiB:3miHn | Tuny - 3a UA/9952/01/01
® MKkr/mn; no 0,3 mn is DiHNAHAiA (BUPOBHUK, 3MiHM LWoao 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peuyenmom

y THOOUK-
KpanesnbHuL; no
10 THO6KK-
KpanesibHuLb Y
nakeTi i3 dhosibru;
no 3 naketu B
KapTOHHIA KOpO6L

BifNOBigabHWIA 3a
BMpPO6HMLTBO in bulk,
nepBUHHE Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b SKOCTI);
CaHTeH AT, ®iHnaHais
(BUPOGHMK,
BignoBigasibHWi 3a

BeefieHHs1 ab0 3MiHW [0 y3araslbHEHUX AaHWX NPo cucTemy
thapmakoHarnsay (BBefleHHs y3arasibHeHUxX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiNOBIAANLHOI 3@ 3AiICHEHHS hapmakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy 3asBHVKa A1 34iCHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOI 0CO6U, BiNOBIAANLHOT 33 34iICHEHHS
hapmakoHarisgy (BKIKYaUM KOHTaKTHI AaHi) Ta/abo 3MiHu
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BMNYCK Cepii) y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsagy) -
yNOBHOBaXKeHa ocoba 3aaBHMKa, BignosiganbHa 3a
thapmakoHarnag: Tapio Kertulla M.D., Ph.D.; koHTakTHa
ocoba ynoBHOBaXKeHOT 0c06M 3a8BHUKA, BiAMOBIga/IbHOI 3a
thapmakoHarnsag B YkpaiHi: Tatiana Syniuk; agpeca, ge
3AiACHIOETLCSA AiSNbHICTL 3 hapMakoHarnagy
338. | TET 36.6® MOPOLLIOK ANs MpuBaTtHe YkpaiHa | [MpuBaTHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHiX maTepianis: 3MiHu | Tuny - 6e3 UA/17420/01/01
PAMNIA 3 OpasibHOro akuioHepHe TOBapUCTBO “J1ekxiMm — AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BU NiKapCcbKOoro 3acoby - peyenma
APOMATO poO3unHy Mo 231y TOBapUCTBO Xapkis” 3MiHa Ha3BW Nikapcbkoro 3acoby: 3aTsepakeHo: Tet 36.6
M JIMMOHY | cawe-nakeTi; Mo 5 “Nekxim — RAPID with lemon flavour Tet 36.6 PAIMI/J, 3 apomaTom
a6o 10 cawe- Xapkis” nunmoHy 3anpornoHoBaHo: Tet 36.6® RAPID with lemon
nakeTiB y nauui flavour TeT 36.6® PAIMIA 3 apomaTom numoHy (BBegeHHs
3MiH NpPOTAroM 3-X MiCALB NicNs 3aTBEPMAKEHHS); 3MiHM |
TMny - 3MiHK Woao 6e3nekn/ehekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHM) - 3MiHW B TEKCTi MapKyBaHHS
NepBMHHOT YNakoBkK, a caMe fofAaHHA Ha3su J13.
aHrNincbKo MOBOK Ta iHChopMaLii o0 WTPUX-Koay
(BBefeHHs 3MiH MpoTsAroM 3-X MicsLiB Nicns 3aTBepAKEHHS)
339. | TUSEPUUH | Tabnetku, BKpUTI 3AT Yropwy | 3AT dapmaueBTUUHNI YropwuHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiasi:3miHu | Tuny - 3a UA/0175/01/01
® nAiBKOBOIO dapmaueBsTmy Ha 3aBof ElC BHECEHHS 3MiH [10 MaTepiasliB peecTpaviliHoro Aocbe Ha peyernmom
06010HKO0, Mo 25 HWi1 3aBOf nikapcbknii 3aci6 TM3EPLIMH®, TabneTkun, BKpUTI
mr no 50 TabneTok Erc NiBKOBOK 060/I0HKOO, MO 25 Mr Yy 3B'A3KY 3 TUM, LU0
y chnakoHi; no 1 BUPOBHMKOM LONOMIXHOI pevoBuHY MarHis cteapart (FACI
chnakoHy B S.p.A., ITania) 6yna npoBefeHa 3aMiHa MarHisi cTeaparta
KapTOHHIiA TBAPWHHOIO NOXOPKEHHA Ha MarHis cteapar POC/IMHHOMO
ynakoBLji MOXOAXXEHHS 3 METOK MOBHOTO BUK/OYEHHS PU3NKY
nepegadi 36yaHukis N'E
340. | TIAMIHY KpucTaniyHmi MpAT YkpaiHa [xiaHrkci TiaHKCiH Kutaii BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - - UA/14650/01/01
rigpoxno nopoLLoK abo "dapmaLeBTu dapmacsioTikan Ko., nogaHHa oHossieHoro CEP Ne CEP R1-CEP 2011-077-Rev
PUA KpucTtanm yHa hipma nra. 01 ans A®I TiamiHy rigpoxopuay Big, BXe 3aTBepAKeHoro
(cybeTaHuis) y "NapHuus” BMPOGHMKA SIK HACMiJOK, BUNYYeHHS 3i cneumdikadii
naketax nokasHuka «Baxki MeTanun»
nonieTnIeHoBUX
ans
thapmaveBTU4HOr
0 3aCTOCyBaHHSA
341. | TIOOAPOH Tabnetku, no 10 MNAT YkpaiHa MAT "Tanuudapm", YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiitHux MmaTepiasiB:3MiHu | Tuny - 3a UA/6326/01/01
® Tabnetok y "Tannudapm" Ykpaina; MAT 3MiHa agpecu BupobHuka APl MopchoniHieBOT coni Tia3oTHOT peyenmom

6nicTepi; no 3 abo
no 6 6nictepiB y
nauuj

"Knismeanpenapar”

kncnotu [lepxxasHe MignprMemMcTBO “"3aBog XiMiuHMX
peakTuBiB" HayKoBO-TEXHOMOrYHOIO KOMM/IeKey "IHCTUTYT
MOHOKpucTanis" HauioHanbHOT akagemii Hayk YkpaiHu':
3anpornoHoOBaHo:
YkpaiHa, 61166, XapkiBcbka 06/1., MiCTO XapkiB, NpocnexT
Hayku, 6yanHoK 25; 3MmiHW | Tuny - 36inbLIeHHs nepiogy
NoBTOPHOro BMNpobyBaHHA Ans A®| mopdhoniHieBoi coni
Tia30THOI KMCOTK: 3anNponoHoBaHo: MepioA [0 NpoBeAeHHS
NOBTOPHMX BMNPOGYBaHb: 5 pokis
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
342. | TIOTPUAS3 Tabnetkn no 200 MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpavliiiHux maTepiastiB:3miHu | Tuny - 3a UA/5819/01/02
ONIH® Mmr, no 10 "Kvismegnpen "Kvismegnpenapat” 36iMbLIEHHS TepMiHy npuaaTHocTi Al MopdioniHieBoi coni peuyenmom
Tabnetok y apart" Tia30THOI KMCNOTK BMPOGHMKa «Menadiona S.L.», IcnaHis
6nicTepi; no 3 abo 3 «[epiog, [0 NpoBeAEHHS NOBTOPHMX BUNPOGYBaHb - 4
no 9 6nictepiB y poku» Ha «[lepiog 40 NPOBeLEeHHA NOBTOPHUX BUNPOGYBaHb
nauuyj; no 15 - 5 pokiB»
TabneTok y Ha OCHOBI OTPUMaHNX NO3UTUBHUX Pe3y/bTaTiB JOC/iIKEHHA
6nictepi; no 6 CTabiNbHOCTI; 3MiHU | TUMY - BHECEHHA albTEPHATUBHUX
6nicTepiB y naui TMNIB MaTepiasliB NEPBMHHOIO NakyBaHHSA rOTOBOrO
nikapcbKoro 3acoby (6nicTepy) - TPbOXLWAPOBOro Martepiany
(noniamig/antomiHiii/ nonisiHiNxnopwa) Ta niBku
nonisiHinxnopuaHoi Aknap 4000, 3 BiANOBIAHUMW 3MiHAMM
[0 p. «YnakoBka»; 3MiHW | Tuny - 3MiHa agpecy BUPOGHMKa
A®| MopdoniHieBoi coni Tia30THOI Kncnotn epxasHe
nigNpPMEMCTBO «3aBog, XiMiYHUX peakTuBiB» HaykoBo-
TEXHOMOTYHOr0 KOMMNEKCY «IHCTUTYT MOHOKPUCTasTiB>»
HauioHasnbHOI akafeMmil Hayk YKpaiHu», 6e3 3MiHu micus
BMPOGHMLITBA; 3anponoHoBaHo: YkpaiHa, 61166,
XapkiBckbka 0611., MiCTO XapkiB, npocnekT Hayku, 6yanHok
25
343. | TOMNPA3 Tabnetkn Aypo6iHao IHAjs Aypobingo ®apma IHAjs BHECEHHS 3MiH [0 peecTpavuiiiHiX maTtepianis: 3MiHu | Tuny - 3a UA/16735/01/01
racTpope3vCTEeHTH dapma Nl1g Nimite - OHIT VII, 3MiHM 3 SKOCTi. F0TOBWIA NiKapCbKuiA 3aci6. 3MiHW y peyenmom
i, 40 mr no 10 IHAis; BUPOBHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYTbCA
TabneTok y Aypobingo ®apma BUMYCKY Cepii Ta KOHTPO/I0 AKOCTi FOTOBOrO NiKapCbKOro
6nicTepi, no 3 Nta, ®opmynenwH 3acoby (3amiHa abo gofaBaHHA BUPOOHMKA, LLO BignoBigae
6nictepu B HOHIT XV, IHais 3a BBe3eHHSA Ta/abo BUNyck cepii) - Bkaovaroumn

KapTOHHI Kopoobui

KOHTPO/b/BUNPOBYBaHHSA cepii - BBEAEHHSA A04aTKOBOI
BMPOGHWYOT AinbHUL AypobiHao dapma /T4, PopmynenwH
FOHIT XV, sika BiANoOBiAae L0 3a NOBHWIA LK BUPOBHNLTBA,
BK/IIOYAI0UM KOHTPO/b/ BUNPOGYBaHHS cepii. BBegeHHs 3MiH
npoTArom 6-Tu MicALIB Nicns 3aTBEPMKEHHS. 3MiHM | Tuny -

3MiHu 3 sikocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN Y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AiNTbHNL
BMPOBHMLTBA [151 YACTUHM ab0 BCbOro BUPOBGHUYOro
npoLiecy roToBOro Nikapcbkoro 3acoby (AiNbHNULSA, Ha SKil
nNpoBOAATLCA OyAb-sKi BUPOOHWYI cTagil, 3a BUHATKOM
BUMYCKY Cepili, KOHTPOJIIO AKOCTi, NEPBUHHOIO Ta BTOPUHHOTO
nakyBaHHs1, 4151 HECTEPWU/IbHUX JTiKapCbKMX 3ac06iB).
CynyTHSA 3MiHa - 3MiHW 3 AKOCTIi. FOTOBWUIA NiKapcbkuii 3aci6.
3MiHu y BUPOGHMLTBI. 3amiHa abo BBeAEeHHSA J0AATKOBOI
OiNbHULI BUPOGHMLTBA A1 YACTUHU ab0 BCbOro
BMPOBHMYOro NPOLECy roTOBOTO JliKapCbKOro 3acoby
(AiNbHULSA A8 BTOPMHHOIO NakyBaHHS) - 3MiHW 3 SIKOCTI.
[OTOBMIA Nikapcbkunii 3aci6. 3MiHM y BUPOOHULTBI. 3amiHa
abo BBeAEHHA A0AATKOBOI fi/TbHUL BUPOGHMLTBA A1
4acTHM abo BCbOro BUPOOHNYOro NpoLecy rotoBoro
niKkapcbKoro 3acoby (A4inbHULA ANs NePBUHHOIO NakyBaHHS)
- BBEJIEHHS [0AaTKOBOI BUPO6HMYOI AinbHULI AypobiHao
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n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
dapwma J1ta, dopmyneiiwH KOHIT XV, ska Bignosigae 3a
MOBHWIA LK BUPOGHULTBA. BBEAEHHA 3MiH NpoTArom 6-Tn
MicsILiB NicNs 3aTBEPAKEHHS.
344. | TPAMAAO pO34MH Ans MAT "®apmak” | YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/3408/01/01
ny iH'eKLjn 5 % no 2 BW/TyYEHHS TECTY «AHOMaJIbHA TOKCUYHICTb>» 3 METOZIB peyenmom
rigpoxno M1 B amnysii; no KOHTPO/O SIKOCTi; 3MiHU | TUNY - BUTYYEHHSA NOBHOMO
PUA, 10 amnyn y nauuj; BVK/1ady NpoBeAeHHs MeToaukn TecTy CTepunbHICTb 3i
no 2 M B amnyni; cneundikauii Ha 13 Tpamagony rigpoxnopua, pos3yvH ans
no 5 amnyny iH'EKLI 5 %, OCKiNIbKM MeTOoA, aHanidy BKIOUYeHO Ao AdY Ta
6nicTepi; no 2 E€d, TOMy 3a/MWAETLCA NKLLIE BiANOBiAHE NOCUMAHHSA Ha
6nictepu B nauui MOHOrpadito Ta 3arasibHy cTaTTio
345. | TPUAYKTA | Tabnetku, BKpUTI TOB "ACIHO YkpaiHa TOB "®apma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpavjiiiHuX maTtepianis: 3miHa - UA/5031/01/01
H MB NNiBKOBOIO YKPAIHA" 3asBHMKa (BNacHvka peecTpauiiHoro noceigyeHHs) (3rigHo

060/10HKO10, 3
MOoANIKOBAHUM
BMBINIbHEHHSIM, MO
35 wr; in bulk: no 7
Kr TabneTok y
nosieTnIeHoBMX
nakeTax, ki
BKNafawTb y
KOHTEliHepn

Haka3y MO3 Big 23.07.2015 Ne460) 3miHa 3asBHMKa
roToOBOro MiKapCbKOro 3acoby y 3B A3Ky 3 nepegaveto npasa
B/TACHOCTI Ta MapKeTVHIOBUM PiLLEHHSAM KOMMaHili Ajryoro
Ta HOBOTO 3asBHUKIB. TEPMiH BBEAEHHS 3MiH - NPOTAroM 6

MiCSLiB NiCNs 3aTBEPAXKEHHS.

3MiHu | TURYy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta

chapmakoHarnsgy. BeefeHHs abo 3MiHM [0 y3arasibHEHNX

[aHvx npo cuctemy chapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
YMNOBHOBaXKEHOT 0CO6M, BiANOBiAaNbHOT 3a 34iACHEHHS
dhapmakoHarnsgy; KOHTakTHOI 0cobu 3 hapmakoHarnsgy

3asBHUKa A1 34IMCHEHHA thapMakoHarnsgy B YKpaiHi, SKLwo
BOHa BiMiHHa Bif, yNOBHOBaX€eHOT 0C06M, BiANOBIAa/IbHOI 3a
3fjiicHeHHs chapmakoHarnsgy (BKIHOYAUM KOHTaKTHI AaHi)

Ta/abo 3MiHM y po3MilLleHHI MacTep-daiina cucremu
chapmakoHarnsgy) 3miHa KOHTaKTHUX AaHVX YNOBHOBaXKEHOI

ocobu, BiAgnoBiganbHOI 3a hapmakoHarnsg. 3MiHa Micua
3[jACHEHHSI OCHOBHOT AisSiNIbHOCTI 3 dhapmakoHarniagy. 3MiHa
MiCLLe3HaXOKEHHSI MacTep-gpaiina.
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLUs NPOBaKEHHS AiSNIbHOCTI

BMPOGHMKa/iMnopTepa roToBOro SikapcbKoro 3acoby,

BK/IOYA0OUM AiNbHUL BUMYCKY cepii abo miclie npoBefeHHs
KOHTPOJIHO AKOCTI. (Aif/IbHICTb, 3a AKy BiAnosigae
BMPOGHMK/IMNOpTEpP, BK/IOYaUM BUMYCK cepiii) 3MiHa
HanmcaHHsa afpecu Micus NPoBaKeHHS AifNbHOCTI
BMPOGHMKA rOTOBOrO NikapcbKoro 3acoby, komnaHii TOB
«Papma CtapTt», 6€3 3MiH1 PakTUUHOro Micus
NPOBaKEHHS AiSi/IbHOCTI BHOCUTBLCS Y 3B'A3KY 3 PilleHHsM
KuiBcbKoi MicbKoi paam Big 10 nuctonaga 2016 poky Ne

315/1319 npo nepeiimeHyBaHHs1 6y/bBapiB, By1Lb,

HalilMeHyBaHHS M/10LL, Ta MPUCBOEHHS IMEH CKBEpaMm B MICTi
Kuesi. TepMiH BBEEHHA 3MiH - MPOTAroM 6 micAuis nicns
3aTBEPMAKEHHS. 3MiHM | TMNy - 3MiHK Woa0
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn)
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

OHOB/IEHHSA 3aTBEPAKEHOIO TEKCTY MapKyBaHHsA NepBUHHOT
Ta BTOPUHHOT ynakoBku J/13. TepMiH BBEAEHHS 3MiH -
npoTsArom 6 micsuiB nicns 3aTBepKEHHS.

346.

TPULYKTA
H MB

TabneTku, BKpUTI
N/1iBKOBOIO
0060/10HKOI0, 3
MoaundiKoBaHUM
BUBINIbHEHHAM, MO
35 wr; no 10
Tabnetok y
6nictepi; no 3 abo
6 6nicTepiB y
KapTOHHI nauwy;
no 20 TabneTok y
6nictepi; no 1, 3
abo 4 6nictepu y
KapTOHHI naywi

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 10 peecTpavjiiiHix maTtepianis: 3miHa
3asBHMKa (BNacHyka peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3zy MO3 Big 23.07.2015 Ne460) 3miHa 3asBHMKa
roTOBOrO /liKapCbKOro 3acoby y 3B°A3Ky 3 Nnepefaveto npasa
B/TACHOCTI Ta MapKeTUHIOBUM PiLLIEHHSIM KOMMaHili Ajiroyoro
Ta HOBOrO 3asiBHUKIB. TEpPMiH BBEAEHHS 3MiH - MPOTAroM 6
MiCSLiB NiCNs 3aTBEPAXKEHHS.
3MiHu | TUNYy - 3MiHK Woao 6e3nekn/eddeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3MiHM A0 y3arasibHEHUX
[aHux Npo cuctemy chapmakoHarnsgy (BBefieHHs
y3arasibHeHUX JaHnx npo cuctemy dpapmakoHarnsgy, 3miHa
yNOBHOB&XeHOT 0cobM, BigNoBiAaNbHOI 3a 34iACHEHHS
dhapmakoHarnsgy; KOHTakTHOi 0cobu 3 hapMakoHarnagy
3as1BHUKA A4N19 34iiCHeHHA thapMakoHarnsgy B YKpaiHi, AKLwo
BOHa BifMiHHA Bif, yNOBHOBaXXEHOI 0c06W, BifNOBIAaIbHOI 3a
3pjificHeHHs hapmakoHarnsgy (BK/IHYAKUM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLleHHi MacTep-haiina cucremu
hapmakoHarnsgy) 3MiHa KOHTaKTHUX AaHUX YNMOBHOBaXKEHOT
ocobu, BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa Micud
3[iACHEHHS1 OCHOBHOT AisiNIbHOCTI 3 chapmakoHarnagy. 3MiHa
MicLie3HaxXoMKeHHs macTep-hainna.
3MmiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NPOBamXeHHs AisNbHOCTI
BMPOBGHMKa/iMNnopTepa roToBOro JlikapCbKoro 3acoby,
BK/IOYA0UM OiNbHUL BUMYCKY cepii abo miclie NpoBeAeHHs
KOHTPOJIHO SIKOCTI. (AisNbHICTb, 3a Ky BiAgnoBigae
BMPOGHMK/iIMNOpTEpP, BK/OYAUM BUMYCK cepili) 3MiHa
HanvcaHHsa afpecu Micus MPOBafKeHHS AifNbHOCTI
BMPOOHUKA rOTOBOrO JliKapCbKoro 3acoby, komnaHii TOB
«®apma CtapT», 6e3 3MiHW thakTnyHOro micus
NPOBaMKEHHS AifNIbHOCTI BHOCUTLCS Y 3B'A3KY 3 PilleHHAM
KuiBcbKoi Micbkoi paam Big 10 nuctonaga 2016 poky Ne
315/1319 npo nepeiimeHyBaHHs 6ynbBapis, By1Lb,
HaliMeHyBaHHS N/10L, Ta MPUCBOEHHS IMEH CKBEpaMm B MICTi
Kuesi. TepMiH BBEEHHSA 3MiH - MPOTAroM 6 micAuiB nicas
3aTBEPMKEHHS. 3MiHuM | TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3MiHn)
OHOB/EHHA 3aTBEPAKEHOTO TEKCTY MapKyBaHHS NepBUHHOT
Ta BTOPVHHOI ynakosku J13. TepmiH BBEEHHS 3MiH -
npoTsArom 6 MicsiLiB Micasi 3aTBEPAKEHHS.

3a
peyenmom

UA/5030/01/01

347.

TPIOMBPA
CT®

po34uH Ans
iH'ekuin 60 % no
20 mn B amnyni,
no 5 amnyny
nauuj; no 20 mn B

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLjiiiHux MmaTepiasis:3MiHu | Tuny -
3MiHa po3mipy cepii (BKIOUaloum gianasoH po3Mipy cepir)
roTOBOrO /liKapCbKOro 3acoby - BBeeHHA [40AaTKOBOro
po3Mipy cepii 1060 n [0 Bxe 3aTBEpAXeHNX po3mipiB 526,5
ntab30 5.

3a
peyenmom

UA/3439/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
amnyni, no 5
amnyn y 6nictepi,
no 1 6nictepy y
nayui
348. | TPIOMBPA po34uH Ans MAT "®dapmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3MiHu | Tuny - 3a UA/3439/01/01
CT® iH'ekuin 60 % no 3a3HayeHHs B p. «Ckiag» MeTopiB KOHTPO/HO AKOCTI peyenmom
20 mn B amnyni, nikapbkoro 3acoby ans A®l MernwoMiH JoAaTKOBOT
no 5 amnyny BMPO6HUYOT AinbHUUI Merck S.L.U, Spain 3aTBepaxeHoro
nauuj; no 20 mn B Bupo6HuKa Merck KGaA, Germany; 3MiHu | TUny - 3MiHu Wwo
amnyni, no 5 CTOCYIOTbCSI FOTOBOrO JliKapCbKOro 3acoby. 3a po3aifiom
amnyn y énictepi, «CTepunbHiCcTb». KpuTepii NpUHATHOCTI Ta BUMOTH
no 1 6nictepy y 3anMweHo 6e3 3MiH. HopmaTtmBHe nocunaHHsa Ha AdY* (*-
nauui Aitoye BuaHHs) AOMOBHEHO NOCUMNAHHAM Ha E®*. MeTopg,
aHanisy BkIoYeHo o AdY* Ta EBponeiicbkoi hapmakonei*,
TOMy 3a/IMLLIAEMO BiANOBIAHE NOCMNaHHA Ha MOHorpadito(T)
Ta 3aranbHy(i) cTarTio(i) Ta BUIy4aEMO NOBHUIA BUKIaS
NpoBEeLEHHS METOLMNKY;
3MiHM | TUNy - 3a PO34iNoM «AHOMasIbHA TOKCUYHICTb».
KOHTpO/b nokasHuka Ha aHOMaslbHy TOKCUYHICTb 6yB
BUAaNeHUli 3 MeTOZIB KOHTPOSIO
349. | TPIOMBPA pO34uH Ans MAT "®apmak” | YkpaiHa MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis:3MiHu | Tuny - 3a UA/3439/01/02
CT® iH'EKUI 76 % no 3a3HauveHHs B p. «Cknag» MeTOoLiB KOHTPOJIHO AKOCTI peyenmom
20 mn B amnyni, nikapbKoro 3acoby ans A®l MernomMiH oAaTKoBOI
no 5 amnyny BMPO6GHUYOT AinbHuUi Merck S.L.U, Spain 3aTBepaXeHoro
naJui; no 20 mn B BMpo6HMKa Merck KGaA, Germany; 3MiHu | TUny - 3MiHW WO
amnyni, no 5 CTOCYHTbCH FOTOBOrO NikapcbKoro 3acoby. 3a po3aisiom
amnyn y 6nictepi, «CTepunbHiCTb». KpuTepii NpUnHATHOCTI Ta BUMOT#H
no 1 6nictepy y 3auwweHo 6e3 3MiH. HopMaTmBHe nocunaHHsA Ha oY= (*-
nauui Aitoye BUAAHHS) LONOBHEHO NOCUIaHHAM Ha EP*. MeToa
aHaUi3y BK/IOUeHo fo AdY* Ta €Bponelicbkoi hapmakonei*,
TOMY 3a/1MLIAEMO BiAMNOBiAHE NocunaHHA Ha MoHorpadito(i)
Ta 3aranbHy(i) cTatTio(i) Ta BUIYy4YaEMO NOBHUIA BUKIa,
NpoBefEeHHs METOANKN;
3MiHM | TUNYy - 32 Po34iNoM «AHOMasIbHA TOKCUYHICTb».
KOHTpO/b NokasHWKa Ha aHOMaslbHY TOKCUYHICTb 6yB
BUAANEHNIA 3 METOAIB KOHTPO/IKO
350. | YBIXIHOH pO34uH Ans Bionoriwe Himeyun Bionoriwe HimeyunHa BHECEHHS 3MiH [j0 peecTpaLiiiHux maTepiasis: 3a UA/0018/01/01
KOMNOS3WUT | iH'ekuiid, no 2,2 mn Xainnbmitrenb Ha XalinbmitTens Xeenb BUMpPaB/IeHHA TEXHIYHOT NoMUKK B oHoBneHnx MKA, saxi peyenmom
YM B amnyni; no 5 Xeenb M'v6X m6X 3aTBepAKeHi Haka3oM MO3 YkpaiHu

ammnyn y KOHTYpHIiA
YapyHKoBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKoBIl
ynakoBL,i B
KOpPOOLLi 3 KApTOHYy;
no 2,2 Mn B
amnyni; no 5

Ne 297 Big, 05.02.2019 (npoueaypa BHECEHHS 3MiH [0
peecTpaujiiiHux maTepianis). Momunika cTocyeTbcst
HanncaHHs HOMepy pPeecTpauiiHOro NOCBiAYEHHS B "Wwany”
MKSA. Pepakuia B oHoBneHnx MKA: UA/7275/01/01.
3anponoHoBaHa pegakuisa: UA/0018/01/01.
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
ammnys y KOHTYpPHIiA
YapyHKOBIl
ynakosLij; no 2
KOHTYPHI
YapyHKOBI
ynakoBku B
KOpOO6Lii 3 KAapTOHY;
no 2,2 Mn B
amnyni; no 5
ammnys y KOHTYpPHIiA
YapyHKOBIl
ynakosLi; no 20
KOHTYPHUX
YapyHKOBUX
yMnakoBOK y
KOpo6Li 3 KAPTOHY
351. | YHAEBIT apaxe, no 50 NAT YkpaiHa MAT "BITAMIHA" Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasnis:3miHu | Tuny - 6e3 UA/5605/01/01
apaxe y "BitamiHn" 3MiHa agpecy BUPO6HUKa Ailo4oi peyoBuHM 6e3 3MiHW MicLA peyenma
KOHTeliHepi, no 1 BMPOGHULTBA; 3MiHW | TUNY - 36iNbLUEHHS Nepiogy
KOHTelHepy B NOBTOPHOr0O BUNPOGYBaHHSA, PYyTUHY BUPOBHYMKa «Sichuan
nadui 3 KapToOHy; Xieli Pharmaceutical Co., Ltd», KuTaii, Ha OCHOBI
no 50 gpaxe y pe3ynbTaTiB AOC/igKeHb CTabiNbHOCTI, NpoBeAEHNX B
KOHTeliHepi peanbHOMY Yaci; 3anponoHoBaHo: MNepiof NOBTOPHOIO
BMMPOGYBaHHS 3 pPOKK
352. | YHAEBIT apaxe, no 50 MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 6e3 UA/2985/01/01
apaxe y "TexHonor" BUYYEHHS BUpo6HMKa A®I (TiamiHy rigpoxnopug, sBitaMiH peyenma
KOHTeliHepax B1), dhipma State-Run Huazhong Pharmaceutical Factory ,
China; 3miHu |l TUNY - BBEAEHHS HOBOTO BMPOGHMKa AdI
(tiamiHy rigpoxnopug BitamiH B1); 3miHu Il Tuny - BBEAEHHS
HOBOro BMpo6Huka APl (HikotuHamig (BiTamiH PP) Amsal
353. | YHAEBIT apaxe, in bulk: no MpAT YkpaiHa MpAT "TexHonor" Ykpaina BHECEHHS 3MiH [0 peecTpavjiiiHux maTepiasiB:3MiHu | Tuny - - UA/2986/01/01
1000 gpaxe y "TexHonor" BUyYEHHS1 BUPO6HUKa API (TiaMiHy rigpoxiopug BiTamid
KOHTeliHepax B1), chipma State-Run Huazhong Pharmaceutical Factory ,
naactmacosu China; 3miHu |l TUNY - BBEAEHHS HOBOTO BMPOGHMKa AdI
(tiaminy rigpoxnopug sitamiH B1); 3miHu Il Tuny - BBeAEHHA
HOBOro BMpo6HUka Adl (HikoTuHamig (BiTamiH PP) Amsal
354. | ®EMIBAI Kancynm META TainaHpg, BidhopaH A/C [JaHis BHECEHHS 3MiH [10 pEECTpaLiiiHUX MaTepianiB:TeXHIYHa 6e3 UA/15239/01/01
BariHasibHi no 10 NANOCAVEH NOMU/IKa B IHCTPYKLUIT 415 MEAMYHOIO 3aCTOCYBaHHS peyenma
kancyn B Ty6i; no CI3 Mabnik nikapcbKoro 3acoby
1 Ty6i y KapTOHHii Komnawi
Kopoobui Niviteq
355. | ®IABAME | tabnetkv no 30 mr | BEPJ/IIH-XEMI | Himeuun BEP/IH-XEMI AT, HimeuunHa BHECEHHS 3MiH [0 peecTpavljiiiHux maTepiastiB:3MiHu | Tuny - 6e3 UA/3591/02/01
ao® no 10 TabneTtok y Al Ha HimeuunHa BWJTyYEHHS1 BUNPOBYBaHHS 3i cnevudikauii APl - peyenma
TABNIETKW | 6nictepi; no 1 a6o (BMPOGHMLTBO "in loeHTudikauis NIRS (Sk anbTepHaTUBHWUI METOL), HAsBHWI
BIA, no 2 abo no 5 bulk", koHTponb MeToz BifnoBigHO A0 MoHorpadii (AMGPOKCON rigpoxiopua)
KALUIHO 6nictepiB y cepiii); BEPJTIH-XEMI EP; 3MiHM | TUNY - nogaHHsi oHoBneHuii CEP Bif BUpOGHMKa

KapTOHHI Kopoobui

Al', HimeuyunHa
(NaKkyBaHHS1, KOHTPO/b

SHILPA MEDICARE LIMITED R1-CEP 2004-291 -Rev 03;
3MiHu | TMNY - BBeAEeHHA HoBoro metoay (PX, metoa?2) ans
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

Ta BUMYCK cepiii));
MeHapiHi-®oH XeiiaeH
m6X, HimeuyunHa
(BMpPOGHMLTBO "in
bulk", nakyBaHHs Ta
KOHTPONb Cepiid)

nposefeHHst BUNpobyBaHHA 3a napameTpamu "KinbkicHe
BMU3HaYeHHs", "laeHTudikauia”, "XimiyHa uncrora”,
"OAHOPIHICTb A030BaHNX OAMHULB". OHOBNEHHSA PO3L4iNiB
3.2.P.5.2,3.2.P.5.3, 3.2.P.5.4, 3.2.P.6. BBeaeHHs 3MiH
NPOTArom 6-TW MiCALIB NiC/A 3aTBEPKEHHS; 3MiHM | Tvny -
[04aBaHHA XapakTepuCTUK LOMILLOK, OHOB/IEHHS P.
3.2.P.5.5., OCKinbKM y 3aTBEPIXEHOMY [OCHE HABELEHO
nocwnaHHsa Ha p. 3.2.P.1 1a 3.2 S.3.2 ge Taka iHthopmauis
He BifjobpaxaeTbCs; 3MiHM | TUNY - AOAABaHHA feTaNlbHOro
06r'pyHTYBaHHA cneuudikauii, sike BigCyTHE y
3aTBepKeHOMy focbe. OHOB/EHHA po3giny 3.2.P.5.6 i3
BiAMNOBIAHMMW JAaHUMU; 3MiHW | TUNY - OHOB/IEHHSA
[OKyMeHTauii maTepianis NepBNHHOT ynakoBku, a came MNBX
nniskn. CkI1afoBi Ta AKICTb MePBUHHOIT YNaKoBKU
3a/IMWaTbCA He3MiHHUMUK. OHOBAEHHA po3ainy 3.2.P.7
OHOBJIEHHSA Aeknapayii Npo BiANOBIAHICTb YUHHOMY
3aKOHOAABCTBY, A0AaBaHHSA cneuudikaLii, oaaBaHHS
mMeToay iaeHTudikauii, 14 cnektpa Ta cepTudikara aHanisy;
3MiHM | TUMy - OHOBNEHHSA AOKYMeHTaLji maTepianis
NepBUHHOI YNakoBky, a came dosbrn aoMiHieBoi. Ckinagosi
Ta AKICTb NEPBUHHOT YNakoBKN 3a/INLLIAIOTLCA HE3MIHHUMMU.
OHoBeHHs po3giny 3.2.P.7 oHOBNeHHA geknapadii npo
BiNOBIAHICTb Y/HHOMY 3aKOHOAABCTBY, ,0AABaHHSA
cneumdikaLlii, fofaBaHHsa MeToay ifgeHTudikadii, 14 cnektpa
Ta cepTucpikata aHanisy; 3mMiHu | TNy - OHOB/IEHHSA
OOKyMeHTaUiT maTepiasiB NepBUHHOT yNakoBKK, a came
nonieTmneHoBoro Miky. Cknagosi Ta SkicTb NEPBUHHOI
YNaKoBKM 3a/TNLLIAITLCA HE3MIHHUMUW. OHOBIEHHSA PO3Ainy
3.2.P.7 oHOB/eHHA geknapaduii npo BiANOBIAHICTb YAHHOMY
3aKOHOJABCTBY, A0AaBaHHA creuudikaLii, JoAaBaHHA
MeToay iaeHTudikauji, 14 cnekTpa Ta cepTuduikara aHanisy

356.

D/TIAMIAE3
®

TabneTku, BKPUTI
NAiBKOBOO
060/10HKOI0, in
bulk: 2500
TabneTok y
naketax i3 chonbru
NIOMIHIEBOT

OpraHocuH
Naid

CaeHcm3 MBT.

nra.

IHais

EBepTomKeH Navich
CaeHcus flimiTeq

IHAis

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny -
3MiHV BHECEHI B TEKCT MapKyBaHHS yNakoBKM NiKapCbKoro
3aco0y W00 3a3HauYeHHA MKHAPOAHMX NO3HaYeHb
OMHULIb BUMIpPIOBAHHSA. TakoX OHOB/IEHHS BXe
3aTBEPAKEHOr0 TEKCTY MapKyBaHHs 415 ynakosku in bulk:
2500 TabneTok y nakeTtax i3 )onbry asltoMiHieBoi (BHECEHHS
No3HaYeHb OAVHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHAM JliTep
naTvHCbKOro andasiTy). BBeAEeHHS 3MiH NpOTArom 6-Tu
MicALIB MicNsA 3aTBEpKEHH

UA/7062/01/01

357.

D/TIAMIAE3
®

TabneTku, BKPUTI
NAiBKOBOIO
o6onoHkoto, no 10
TabneTok y
6nictepi; no 1,
abo no 3 abo no
10 6nicTepiB y

OpraHocuH
Naid

CaeHcms MBT.

nra.

IHais

EBepTomKeH Naiich
CaeHcus flimiteq

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasnis:3miHu | Tuny -
3MiHV BHECEHI B TEKCT MapKyBaHHS YNaKkoBKM NiKapCbKoro
3aco0y WOoA0 3a3Ha4YeHHA MKHaPOAHMX NO3Ha4YeHb
OOMHWLB BUMIPIOBaHHSA. BHeceHHs 3MiH 40 po3ainy
“MapKyBaHHA" MeToAiB KOHTPOJIKO AKOCTi NiKapCbKoro
3acob6y. BBegeHHsA 3MiH MPOTAroM 6-Tu micsLiB nicns

3a
peyenmom

UA/7061/01/01
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n/n

JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o

358.

DITYUNHAP

KapTOHHI/ navu,i

renb, 0,25 mr/r no

3aTBepKeHH

nocsBi04YeHHs

359.

®

®NYLVHAP

15ry T1y6i; no 1
Ty6i B KAPTOHHIl
Kopobui

TOB
"BANEAHT
®APMACBIOT
IKAN3"

YKpaiHa

dapmsasop, €nbha

MonbLua

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny -
3MiHM WoA0 6e3nekn/etheKTMBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 ab0 3MiHV A0 y3arasibHeHNX JaHnX Npo cucTemy
thapmakoHarnsgy (BBeAeHHs y3araibHeHUX faHux npo
cuctemy hapmakoHarnasgy, 3MiHa ynoBHOBaXeHOi ocobu,
BiANOBIAANbLHOI 3a 34iliCHEHHS chapMakoHarnsay; KOHTakTHOT
0cobu 3 hapMakoHarnsay 3asaBHVKa A1st 34iCHEHHS
thapmakoHarnsgy B YKpaiHi, K0 BOHa BigMiHHA Bif,
YMOBHOB&XeHOT 0cobu, BigNoBiAanbHOT 3a 34iACHEHHS
hapmMakoHarnagy (BK1oYaoumn KOHTaKTHI AaHi) Ta/abo 3MiHu
y PO3MilLieHHi macTep-haiina cuctemm hapmakoHarnsagy) -
3MiHa YNOBHOBaXEHOI 0CO6U 3asBHMKa, BignoBiganbHOT 3a
3piicHeHHs chapmakoHarnsagy. NponoHoBaHa peaakyis —
Nesunubkuii KOpiin BacnnboBuy. 3MiHa KOHTAKTHUX AaHWX
YMNOBHOBaXXeHOT 0c06M 3a8BHUKA, BiAMOBIAA/IbHOI 3a
3[jiicHeHHs1 hapMakoHarsay. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisifIbHOCTI 3 hapmakoHarnsgy.
3MiHa MicLe3HaxomkeHHs MacTep-haiina cuctemu
thapmakoHarnsgy

3a
peyenmom

UA/2878/01/01

360.

®N

DPONIEBA

Ma3b no 15ry
Ty6i; no 1 Ty6i B
KapTOHHIlA KopooLi

Tabnetkn no 1 mr,

TOB
"BANTEAHT
PAPMACBIOT
IKAN3"

MAT

YkpaiHa

dapmsaBog Enbha
A.T.

Monbwa

BHECEHHS 3MiH 0 peecTpaliiiHux maTepiasi:3MiHu | Tuny -
3MiHM WoAo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy.
BBefeHHs1 a60 3MiHM A0 y3arasibHeHNX faHnX Npo cucTemy
hapmakoHarnsgy (BBeAeHHs y3arasibHeHUX faHux npo
cuctemy hapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobw,
BiANOBiAANbLHOI 32 3iicCHEHHS thapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarns4y 3asBHUKA A1 34iIACHEHHS
thapmakoHarnagy B YkpaiHi, AKLLO BOHA BigMiHHA Bif,
YMNOBHOBaXXEHOT 0CO6M, BiANOBIAaNLHOT 32 34iCHEHHS
hapmakoHarniagy (BK1HYaoun KOHTaKTHI AaHi) Ta/abo 3MiHW
y po3MilLieHHi macTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa YNOBHOBaXXEHOT 0CO6U 3asBHVKa, BifnoBigaibHOI 3a
3AiicHeHHs hapmakoHarnsay: MponoHoBaHa pefakuis —
NeBuubkuii KOpiii BacnnboBuy. 3MiHa KOHTAKTHUX AaHKX
YNOBHOBA&XEHOI 0CO6M 3as1BHYKA, BiAnoBiAaIbHOT 3a
3[jicHeHHs hapMakoHarnsay. 3MiHa Micus 34iCHEHHS
OCHOBHOT AisiNIbHOCTI 3 hapmakoHarnsagy.
3MiHa MicLLe3HaxX0MKEHHS1 MacTep-gpaiina cuctemm
dhapmakoHarnsgy

3a
peyerimom

UA/2879/01/01

KNACNOTA

no 10 TabneTtok y
6nictepi, no 3 abo
5 6nictepiB y
nauuj 3 KapToHy

"BITAMIHA"

YkpaiHa

MAT "BITAMIHA"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiasis: 3miHu Il Tuny -
3MiHK Wwoao 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHV y TepaneBTUYHUX NOoKasaHHAX (foAaBaHHSA HOBOrO
TepaneBTUYHOrO NoKa3aHHA abo 3MiHa y 3aTBepKeHOMY
rokasaHHi). 3MiH1 BHECEHO [0 IHCTPYKLUiT AN MeAUYHOro

3acToCyBaHHSA NikapcbKkoro 3acoby Ao po3sginy "MokasaHHsA"

(oopaHo nokasaHHsA: "AediumT honieBoi KucnoTu,

NoB’'A3aHWi 3 He3baaHCOBaHWUM abo 3 He3a0BiNIbHUM

6e3
peyenma

UA/5940/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
XapuyBaHHsAM"), SIK HAC/iAOK 3MiHU J0 po3giny "Crocib
3aCcTOCyBaHHA Ta [03un" (YTOUHeHHs iHchopmali). BBeaeHHs
3MiH NPOTAroM 3-X MiCALiB Nicna 3aTBePAXEHHS. 3MiHu Il
TMny - 3MiHK Woao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOPOTKili XxapakTepucTuLi
nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iHCTPYKLIT Ans
MeAVYHOro 3aCTOCYBaHHA y 3B'A3KY i3 HOBUMW AaHUMK 3
AKOCTI, AOKMIHIYHUMM, KMIHIYHUMUN JaHUMK Ta AaHUMK 3
hapmakoHarnsagy. 3mMiHM BHECEHO [0 IHCTPYKLiT Ans
MeAMYHOro 3acTOCyBaHHSA NikapCbKoro 3acoby [0 po3giny
"papmMakonoriyHi BNactmsBocTi". BBeeHHA 3MiH NpoTSArom 3-
X MicAUIB MiCNA 3aTBEPMAKEHHS.
361. | POTUN® Kpanni o4Hi; no 5 CaHTteH AT DiHNAHA, Hekctdapma AT, diHnaHgia/ BHECEHHS 3MiH [0 peecTpauliinHux maTepianis:3miHu | Tuny - 3a UA/2384/01/01
My chnakoHi- is PiHNAHAIA (BUPOOHMK, Kutaii 3MiHK LWoao 6e3nekn/ehekTUBHOCTI Ta hapmakoHarnsgy. peuenmom
KpanensHuui; no 1 BignoBigasbHWiA 3a BBefeHHS abo 3MiHM [0 y3araslbHEHNX AaHUX MPO CUcTemMy
chnakoHy- BMPO6HMLTBO in bulk, thapmakoHarnsgy (BBeAEHHS y3araslbHeHNX faHux npo
KpanenbHuLi B NepBUHHY Ta cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXeHOi 0cobm,
KapTOHHI Kopoobui BTOPVHHY YMaKoBKY, BiANOBIAaNbHOI 3a 34iiCHEHHA dapmakoHarnsgy;
KOHTPO/1b SIKOCTI); KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuka Ans
CaHTeH AT, ®iHnaHais 3[jificCHEHHsT hapMakoHarsay B YKpaiHi, siKILO BOHA
(BUPOGHWMK BiAMiHHa BiJ YNOBHOBaXeHOI 0cobu, BiANOBiga/IbHOI 3a
BiANoBigaIbHNI 3a 3pjificHeHHs hapMakoHarnisgy (BK/IYakoun KOHTaKTHi AaHi)
Bunyck cepii); CaHTeH Ta/abo 3MiHW y po3MilLleHHI MacTep-chaiina cuctemu
dapmacbloTikan hapmakoHarnagy) - ynoBHoBaxkeHa ocoba 3asiBHMKa,
(Kutai) Ko., N14, BignoBiganbHa 3a hapmakoHarnag: Tapio Kertulla M.D.,
Kutali (BUpoGHMK Ph.D.; koHTakTHa ocoba ynoBHOBaXXeHOI 0cobu 3asBHUKa,
BiANOBiAaIbHNI 3a BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi: Tatiana
BMPO6HMLTBO in bulk, Syniuk; agpeca, e 34jiCHINETLCSA AiSNTbHICTL 3
NepBUHHY Ta thapmakoHarnsgy
BTOPUHHY YMakKoBKY)
362. | POTUN® Kpansi o4Hi; no 5 CaHTeH AT PiHNAHL, Hekctdapma AT, PiHnaHgis/ BHECEHHS 3MiH 0 peecTpauiiHmx maTepianis:3miHu | Tuny - 3a UA/2384/01/02
DOPTE MmNy is PiHNAHAIA (BUPOOHMK, Kutaii 3MiHK LWoao 6e3nekn/ehekTMBHOCTI Ta hapmakoHarnsgy. peuenmom

nonieTueHoBoMy
pNaKoHi-
KpanenbHuuj; no 1
chnakoHy B
KapTOHHIA KopoobLi

BiANOBIgaIbHNI 3a
BMPOGHULTBO in bulk,
NepBUHHY Ta
BTOPVHHY YNakoBKY,
KOHTPO/b AKOCTI);
CaHTeH AT, ®iHnaHais
(BUPOGHWMK
BignoBiganbHWi 3a
BUnNyck cepii); CaHTeH
dapmacbloTikan
(Kutait) Ko., N14,
Kutali (BUpoGHMK
BiANOBIgaIbHNI 3a
BMPOGHULTBO in bulk,
NepBUHHY Ta
BTOPUHHY YMakKoBKY)

BeegeHHs abo 3MiHM A0 y3arasibHeHVX aHuX Npo cucTemy
chapmakoHarnsgy (BBefleHHs y3arasibHeHUX JaHnx npo
cuctemy chapmakoHarnagy, 3MiHa ynoBHOBaXeHOi 0cobwm,
BiANOBIAaNbHOI 3a 34iiCHEHHA dapmakoHarnsgy;
KOHTaKTHOI 0co6u 3 thapmakoHarnagy 3asBHuka Ans
3[jiicHEHHsT hapMakoHarsay B YKpaiHi, KILO BOHA
BiAMiHHa Bif YNOBHOBaXeHOI 0cobu, BiANOBiga/IbHOI 3a
3pjificHeHHs hapMakoHarnsay (BK/IKYakoun KOHTaKTHi AaHi)
Ta/abo 3MiHW y po3MilLleHHi MacTep-chaiina cuctemu
hapmakoHarnsigy) - ynoBHoBaxxeHa 0coba 3asiBHuKa,
BignosigasibHa 3a hapmakoHarnsag: Tapio Kertulla M.D.,
Ph.D.; koHTakTHa ocoba ynoBHOBaXXeHOI 0cobu 3asBHUKa,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B YkpaiHi: Tatiana
Syniuk; agpeca, e 34iCHIETLCS AiSNTbHICT 3
thapmakoHarnsgy
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
363. | ®PATMIH® | po3uuH gns NeANIEP CLWA Bupo6HMLTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny - 3a UA/1581/01/01
iH'ekujn 5000 MO IHK. BTOPWHHE NakKyBaHHS, HimeyunHa 3MiHM JONYCTUMKX MEX, BCTAHOBMEHUX Yy crieundikalisx, nig | peyenmom
(aHTn-Xa)/0,2 mn KOHTPO/Ib SIKOCTI, Yyac BMpOOHMLUTBA FOTOBOrO NiKapCbKoro 3acoby ans tecty
no 0,2 mn B BMMYCK Cepii, Bioburden 3 "He 6inbLue, Hix 100 KYO/mn" Ha "He 6inbLue,
0fHOPa30BOMY BVBYEHHS Hi>XK 10 KYO/100MA" AinbHULj; 3MiHW | TUNY - BUNTYYEHHSA
wnpuui; no 5 cTabinbHocTi:Mdaiize anbTepHaTUBHOI BUPOOHUYOT AinbHULI AD| Ans BidyanbHOro
LINpULIB Y p MeHotekuypuHr KOHTPOJTI0 SKOCTi Ta NePBUHHOTO MakyBaHHs, a came - Betep
6nictepi; no 2 Benbrist HB, benbris; dapma-PepTturyHr F'm6X & Ko. KI (Xon6aiiHcTpacce 40,
6nictepu B Brpo6HMUTBO Ta 88212, PaseHcHypr, HimeuunHa; 3miHu |l Tuny - BBEAEHHAM
KapTOHHIlA KopoobLi KOHTPO/Ib SKOCTI [04aTKOBOr0O po3Mipy cepii 404aTKOBOT BUPOOHWNYOT AiHii
(Bi3yasibHWI1 KOHTPOSIb, (DSF3); 3anponoHoBaHo: BUpobHMYa niHia DSF2 - po3mip
KOHTPO/b Ha cepii: 50 n, 141n Ta 207 n, BupobHWYa niHis DSF3 - po3mip
CTEPUNBHICTb Ta cepii: 50 n, 141n Ta 428 n.; 3miHu |l TNy - BBEAEHHS HOBOI
KOHTPO/b 06" €My, L0 BMPOBHUYOT NiHiT, ika [03BOAUTL NIABULLMTA NPOAYKTUBHICTb
BUTATAETHCS): (&ns BUPOGHULTBA LUNPULiB, NiHis 3 DSF3)) Ha BUPOGHWIl
BeTep ®apma- AinbHuui MNdaiizep MentodekuypuHr Benbris B Myypc,
®epTuryHr rm6X & Ko. Benbris
KI, HimeyuunHa;
BizyanbHuWi1 KOHTPO/Ib,
KOHTPO/Ib Ha
CTepunbHICTb: BeTep
Papma-PepTuryHr
M6X & Ko. KT,
HimeuyuunHa;
BizyanbHuWi1 KOHTPO/Ib:
BeTtep ®apma-
PepTuryHr rM6X & Ko.
KI, HimeuunHa;
BizyasibHWin KOHTPOsb
Ta BTOPUHHE
nakysaHHs: BeTep
dapma-dPepTUryHr
M6X & Ko. KT,
HimevunHa;
BisyanbHuii KOHTPONb,
KOHTPO/b Ha
CTepUIbHICTb Ta
BTOPVHHE MaKyBaHHS:
Betep ®apma-
depTuryHr Nrm6X & Ko.
K, HimeyuunHa
364. | ®PATMIH® | po3uuH ans MNPANIEP CLWA Bupo6HuuTBO, Benebris/ BHECEHHS 3MiH [0 peecTpaLjiinHux maTepiasis:3MiHn | Tuny - 3a UA/1581/01/02
iH'ekujn 2500 MO IHK. BTOPWHHE NakyBaHHS, HimeuunHa 3MiHV JONYCTUMMUX MEX, BCTAHOBMEHWX Y crieumndpikalisx, nig | peyenmom

(aHTn-Xa)/0,2 mn

KOHTPO/1b SAKOCTI,

uac BMPOGHULTBA FOTOBOrO /iKapcbKOro 3acoby Ans TecTy

no 0,2 mn B BMNYCK cepil, Bioburden 3 "He 6inbLue, Hixx 100 KYO/Mn" Ha "He 6inbLue,
04HOpPa30BOMY BMBYEHHS HiX 10 KYO/100Mn" AinbHUL; 3MiHW | TUMY - BUNyYEeHHS
wnpuuyj; no 5 cTabinbHocTi:Mpaiize abTepHaTMBHOT BUPOBHNYOI AinbHULI AP| aNns BisyasibHOro
LINpULLB Y p MeHodiek4ypuHr KOHTPO/IH0 SIKOCTi Ta NEPBUHHOIO NakyBaHHs, a came - Betep
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

6nicTepi; no 2
6nictepu B
KapTOHHi KOpO6L

Benbria HB, Benbris;
Bupo6bHuLTBO Ta
KOHTPO/Ib AKOCTI

(Bi3yasibHWI1 KOHTPOIb,
KOHTPO/Ib Ha
CTEPUNBHICTb Ta
KOHTPO/b 06" €My, L0
BUTAraeTbCA):
Betep ®apma-
depTuryHr Nrm6X & Ko.
KI, HimeuuuHa;
BisyanbHuWiA KOHTPONb,
KOHTPO/b Ha
CTepusbHICTL: BeTep
Papma-dPepTuryHr
M6X & Ko. KT,
HimeuuunHa,;
BisyanibHuWiA KOHTPONb:
Betep ®apma-
®epTuryHr rm6X & Ko.
KI, HimeyuunHa;
BizyanbHuit KOHTPOb
Ta BTOPWHHE
nakysaHHs: BeTep
Papma-dPepTuryHr
M6X & Ko. KT,
HimeuyuunHa;
BizyanbHuWi1 KOHTPO/Ib,
KOHTPO/Ib Ha
CTEPUNBHICTb Ta
BTOPVIHHE MaKyBaHHS:
BeTtep ®apma-
PepTuryHr rmM6X & Ko.
KI, HimeyunHa

dapma-depturyHr N'm6X & Ko. KI' (Xon6aiiHcTpacce 40,
88212, PaBeHcoypr, HimeuyuunHa; 3miHu |l Tuny - BBEAEHHAM
[0aTKOBOro po3Mipy cepii 4oAaTKOBOI BUPOBHUYOT AiHil
(DSF3); 3anponoHoBaHo: BMpo6HMYa niHia DSF2 - po3mip
cepii: 50 n, 141n Tta 207 n, BUpo6HM4a niHis DSF3 - po3mip
cepii: 50 n, 1410 Tta 428 n.; 3miHu |l TUNY - BBEAEHHSA HOBOI
BMPOBHNYOI NiHil, Ska 403BOMUTb NiABULLMTY NPOAYKTUBHICTb
(ansa Bupo6HMLTBA LWNpuLiB, NiHia 3 DSF3)) Ha BUpO6HWYiii
AinbHuui Mdpaiizep MeHodekuypuHr Benbris B Myypc,
Benbris

365.

®YPOCEMI
i}

PO34MH ANa
iH'ekuji, 10 mr/mn
no 2 M B amny’ii;
no 10 amnyn B
nauuj; no 2 Mn B
amnyni; no 10
amnyn y énictepi;
no 1 6nictepy B
nadui; no 2 mn B

ToBapucTso 3
obmexeHor
BiANOBiAA/IbHI
CTiO
"focnigHnin
3aBof,
"rHyact

YKpaiHa

KOHTPO/b SKOCTI,
BUMYCK Cepii:
ToBapucTBO 3
obmexeHolo
BiANOBIAA/IbHICTIO
"NocnigHnii 3aBog "
HLUIC", YkpaiHa; BCi
cTagii BUpobHULTBA,
KOHTPO/1b SKOCTI,

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MmaTepiasis:3miHu | Tuny -
NnoAaHHA OHOBMIEHOro cepTudiikaTa BifgNOBIAHOCTI
€Bponelicbkiin hapmakonei Bif BXe 3aTBepKeHOro
BUpo6HMKa A®I doypocemis, nopoltok SRI KRISNA
PHARMACEUTICALS LIMITED, India (Bepcist R1-CEP
1999-137-Rev 07, Sk Hacnigok, 3MiHEHO agpecy Micus
NPOBaPKEeHHSA AiSNIbHOCTI BUPOOHMKA, 6e3 3MiHV (hakTUYHOro
PO3MIiLLEHHS BUPOOHUYOI AiNbHUL Y 3B'A3KY 3
peorpanisaujieto paioHiB B LUTaTax IHAji; 3anponoHoBaHo:

amnyni; no 5 BMNYCK cepil: Unit-1V, Survey No. 296/7/10, |.D.A., Jinnaram Mandal,
amnyn y 6nictepi; ToBapucTeo 3 Sangareddy District India — 502 325 Bollaram, Telangana
no 2 6nictepu B 06MEXEHOI0 BiANOBiAHO A0 npeacTaBneHoro CEP. 3MiHn Ha3Bu
nauui BiANoBiAa/IbHICTIO HalilMeHyBaHHs BflacHUka Mactep-haiina Ha A®| He
"PapmaLieBTyHa Bifgbynocsa. BupobHuya AinbHUUA Ta yci BUPO6HMYI onepauii

3a
peyenmom

UA/5153/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
KomnaHis "3gopos's” 3a/IMWATbCA HE3MIHHUMM; 3MiHW | TUMY - 3MiHW, NOB'A3aHi 3
HEeOoB6XiAHICTIO NpUBEAEHHS Y BiANOBIAHICTL [0 MOHOrpadii
L®Y a6o Esponelicbkoi hapmakonei, abo iHLWoi
HaLjioHanbHOI thapmakonei Aepxasu E€C (3MiHa 'y
cneumaikauisx, nos'a3aHa 3i 3amiHamy B dY, abo
€Bponeiicbkiii hapmakonei, abo iHLWiiA HaLioHabHIl
thapmakonei gepxasu €C); CynyTHS 3MiHa: 3MiHa y MeToax
BUNpo6yBaHHA APl abo BuXigHOro martepiany/npoMikHOro
NpoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCA Y NPOLIECI
BMPO6HMUTBa API (iHLWi 3MiHM Y MeToAax BUMPOOYBaHHS
(BKNHOYAKOUM 3aMiHy abo [0MOBHEHHS) APl abo
BVXifHOro/NMpoMiXXHOro NpoAyKTy)
366. | PYPOCEMI | Tabnetku no 40 mr AT Bonrapi AT "Codpapma" Bonrapis BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasi:3miHu | Tuny - 3a UA/3120/01/01
Jil no 10 TabneTtok y "Codpapma” A nofaHHs oHossieHoro CepTtudpikaty BignoBigHOCTI peuenmom
CODAPMA 6nicTepi; no 2 €poneiicbkin thapmakonei R1-CEP 1999-069-Rev 08 Big
6nicTepy B nayuj BXe 3aTBEpAKEHOro BUpobHMKa ans APl dypocemigy
367. | ®YLMC® Tabnetku no 150 KYCYM IHAisa KYCYM XENTXKEP IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:3MiHu | Tuny - Ne 1 - 6e3 UA/7617/01/03
mr; no 1 a6o no 2, XENTXKEP MBT NTA, 3MiHa po3Mipy cepii (Bkouarun gianasoH po3mipy cepii) peyenma;
a60 no 4 TabneTku MNBT NTA rOTOBOrO JliKapCbKoro 3acoby - BBEAEHHS A0AaTKOBKX Ne 2; Ne 4 -
y 6nictepi; no 1 po3MipiB cepii roToBOro nikapcbkoro 3acoby. MNponoHoBaHa 3a
6nictepy B pegakuisi. Po3mip cepii: 300 000 Ta6., 600 000 Tab. peuyenmom
KapTOHHIA
ynakoBLi
368. | PYLMC® Tabnetkn no 200 KYCYM IHais KYCYM XENTXKEP IHgis BHECEHHS 3MiH 40 peeCcTpaLiiHnX MaTepiastiB:3miHu | Tuny - 3a UA/7617/01/04
Mr no 4 a6o no 10 XENTXKEP NBT NTA 3MiHa po3mipy cepii (BK/IOYatoum giana3oH po3Mipy cepir) peuyenmom
TabneTok y NBT NTA roTOBOrO /iKapCbKOro 3acoby - BBEAEHHS 404aTKOBUX
6nictepi; no 1 pO3MipiB cepii roTOBOro nikapcbkoro 3acoby. MNponoHoBaHa
6nictepy B pepakuisi. Po3mip cepii: 200 000 Ta6., 400 000 Tab.
KapTOHHiiA
yNakoBLi
369. | XAPTUN® Tabnetku no 2,5 3AT Yropu BiANoBigabHUIA 3a YropwuHa/ BHECEHHS 3MiH [0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/3196/01/02
mr Ne 14 (7x2) abo | dapmaveBTuy Ha BUNyck cepii: 3AT ManbTa noJaHHs OHOB/IEHOro cepTudpikata BigNOBIAHOCTI peyernmom
Ne 28 (7x4) y HWi1 3aBOf dapmaLleBTUYHNIA €sponelicbkin dhapmakonei Ne R1-CEP 2003-050-Rev 06
6nictepax ErC 3aBog ElIC, onsA airodoil peyoBuHy Ramipril Big BXe 3aTBepIKEHOro
YropLumHa; BMPOGHUKA, K HACNifoK 3MiHa B agpeci BnacHuka CEP Ta
BignoBigasbHWi 3a 3MiHa agpecy BUPOGHUYOT AinbHuui A®I; 3miHu | Tvny -
NOBHUIA LWKN noJiaHHs OHOB/IEHOrO cepTudpikata BigNoOBIAHOCTI
BMPOOHULITBA, €sponelicbkili hapmakonei Ne R1-CEP 2003-050-Rev 03

BK/IOHA0UN BUMYCK
cepii: AkTasic 1T/,
ManbTa

ans pitoyoi pevoBnHn Ramipril Bif Bxe 3aTBEpaAXEHOro
BMPOOHYKA; 3MiHU | TUNY - NOAAHHS OHOB/IEHOTO
cepTudikata BignoBigHOCTI €Bponeiicbkii hapmakonei Ne
R1-CEP 2003-026-Rev 02 ansa gitoyoi peyosmHy Ramipril
Bifj, BXXe 3aTBEpAKEHOro BUPOOHNMKa,;
3MiHM | TUNY - NOJAaHHS OHOBMIEHOTO cepTuddikaTa
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
050-Rev 07 ansa gitovoi pevosrHn Ramipril Big BXxe
3aTBEPKEHOr0 BUPOOHUKA, SIK HACNiAoK, 3MiHa B agpeci
BUPOBHWYOI AiNAHKN; 3MiHW | TUNY - NOAAHHSA OHOB/IEHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
cepTudpikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei Ne
R1-CEP 2003-050-Rev 05 ans gjtovoi pevosuHn Ramipril
Bifl BX€ 3aTBEPAKEHOr0 BUPOOHUKA; 3MiHM | TUMY - NOAaHHSA
OHOBJ/IEHOrO cepTudikaTa BifgnoBigHOCTI EBpoNeichKii
thapmakonei Ne R1-CEP 2003-050-Rev 04 ans gjto4oi
peyosBuHM Ramipril Bif BXe 3aTBEpAXKEHOro BUPOGHYIKa,;
3MiHM | TUMY - NOJaHHS OHOB/IEHOTO cepTuddikaTa
BignoBiaHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
026-Rev 01 gns gitoyoi pevosnHn Ramipril Big BXe
3aTBEPAKEHOIO BUPOOHMKA
370. | XAPTUN® Tabnetku no 5 mr 3AT YropLm BiAnoBigabHUIA 3a YropwuHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHMx maTepianis:3miHu | Tuny - 3a UA/3196/01/03
Ne 14 (7x2) abo Ne | dapmaveBTuy Ha MOBHWIA LMKN ManbTa noJaHHs OHOB/IEHOro cepTudpikata BigNOBIAHOCTI peyernmom
28 (7x4) y HWiA 3aBOf BMPOBHULITBA, €sponelicbkin hapmakonei Ne R1-CEP 2003-050-Rev 06
6nictepax ErC BK/1I0HA0UN BUMYCK 4ns pitovoi peyosrHn Ramipril Big BXe 3aTBEpAXeHOoro
cepii: 3AT BMPOGHMKA, SIK HACNigoK 3MiHa B agpeci BnacHuka CEP Ta
dapmaLleBTUYHNIA 3MiHa agpecy BUPOGHUYOT AinbHuui A®I; 3miHu | Tuny -
3aBog ETIC, noJiaHHs OHOB/IEHOrO cepTudpikata BigNOBIAHOCTI
YropuuHa; €Bponelicbkiii hapmakonei Ne R1-CEP 2003-050-Rev 03
BignoBiganbHWi 3a Ans givoyvoi peyoBrHY Ramipril Big BXe 3aTBepAKEHOro
NOBHUIA LKA BMPOGHYMKA; 3MiHU | TUNY - NOAAHHS OHOB/IEHOTO
BMPOOHULITBA, cepTudiikaTa BignoBiAHOCTI EBponelickkii hapmakonei Ne
BK/IOYAOUM BUMYCK R1-CEP 2003-026-Rev 02 ans gitouoi peyoBrHy Ramipril
cepii: Aktasic 1T/, Bif, BXXe 3aTBEPAXEHOro BUPOOHUKA,;
ManbTa 3MiHM | TUMy - NOAAHHA OHOBMIEHOTO cepTudikara
BignosigHoCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
050-Rev 07 ansa gitovoi pevosrHn Ramipril Big BXxe
3aTBEPIKEHOr0 BUPOOHUKA, SIK HACNiAoK, 3MiHa B agpeci
BMPOGHWYOT AINAHKN; 3MiHW | TUNY - NOAAHHS OHOB/IEHOTO
cepTudpikaTa BignoBigHOCTI E€Bponeiickbkili hapmakonei Ne
R1-CEP 2003-050-Rev 05 ans gitouoi peyosmHu Ramipril
Bif] BXXe 3aTBEPKEHOro BUPOOHYVKA; 3MiHU | TUMY - NoAaHHA
OHOBJIEHOrO cepTudikaTa BignoBigHOCTI EBponeiickkiii
chapmakonei Ne R1-CEP 2003-050-Rev 04 ans gitouoi
peyoBuHM Ramipril Big BXe 3aTBEPAXXEHOrO BUPOGHNIKA,;
3MiHM | TUNY - NOAaHHA OHOBJ/IEHOro cepTudikara
BignosigHoCTI E€Bponeiickkilt hapmakonei Ne R1-CEP 2003-
026-Rev 01 gns gitoyoi pevoBnHu Ramipril Big Bxe
3aTBEPAKEHOIO BUPOOHMKA
371. | XAPTUN® Tabnetkv no 10 mr 3AT YropLuym BiANOBIgaIbHNI 3a YropmHa/ BHECEHHS 3MiH 40 peecTpaliinHmx maTtepianis:3miHu | Tuny - 3a UA/3196/01/04
Ne 14 (7x2) abo Ne | ®apmaueBTuy Ha NOBHUIA LKA ManbTa noJiaHHA OHOBJIEHOrO cepTudpikara BignoBiAHOCTI peyenmom
28 (7x4)y HWi1 3aBOf, BMPOOHULITBA, €sponelicbkiin hapmakonei Ne R1-CEP 2003-050-Rev 06
6nictepax EriC BKJ/THOHAK0UN BUNYCK ANns pitovoi peyoBrHn Ramipril Big BXe 3aTBEpAXeHOro
cepii: 3AT BMPOGHUWKA, SIK HacnigoK 3MiHa B agpeci BnacHuka CEP Ta
dapmaLeBTUYHNIA 3MiHa agpecu BUPOBGHNYOI AinbHuLi APL; 3MiHKM | Tuny -
3aBog ElIC, noAaHHA OHOBMIEHOro cepTuddikaTa BiANOBIAHOCTI
YropmHa; €sponelicbkinn dhapmakonei Ne R1-CEP 2003-050-Rev 03

BiAnoBiganbHUIi 3a
NOBHWIA LKA

Ans pitovoi peyosrHn Ramipril Big BXe 3aTBEpAXeHOro
BMPOGHMKA; 3MiHW | TUMY - NOJAaHHS OHOB/IEHOTO
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
BMPOOHMLITBA, cepTudpikaTa BignoBigHOCTI EBponeiickbkiit hapmakonei Ne
BK/1HOHA0UN BUMYCK R1-CEP 2003-026-Rev 02 ans gjtovoi pevosuHn Ramipril
cepii: Aktasic NTA, Bifl BX€E 3aTBEPAKEHOr0 BUPOOHUKA;
ManbTa 3MiHuW | TUNY - NOJaHHA OHOBJ/IEHOTO cepTudikaTa
BignoBiaHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
050-Rev 07 gns gitoyoi pevonHn Ramipril Big Bxe
3aTBEPIXEHOr0 BUPOOHUKA, SIK HAcNifoK, 3MiHa B agpeci
BMPOGHWYOI AiNAHKM; 3MiHW | TUNY - NOAAHHS OHOB/IEHOTO
cepTudikata BignoBigHOCTI €Bponeiicbkii hapmakonei Ne
R1-CEP 2003-050-Rev 05 ans gitoyoi peyosmHy Ramipril
Bif, BXXe 3aTBEpAKEHOro BUPOOHYMKA; 3MiHU | TUMY - NogaHHA
OHOB/IEHOro cepTudikaTa BignoBiAHOCTI EBpoONenchKii
thapmakonei Ne R1-CEP 2003-050-Rev 04 ans gitouoi
peyoBuHM Ramipril Bif BXe 3aTBEpP)KEHOI0 BUPOOHMKA;
3MiHM | TUNY - NOJAaHHS OHOBMIEHOTO cepTuddikaTa
BignoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP 2003-
026-Rev 01 ansa pitovoi pevosrHn Ramipril Big BXe
3aTBEPKEHOr0 BUPOGHMKA
372. | XIBEPUKC niodpinizat gns nakcoCmiTKn | Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpaviiiHix maTepianis:3minu Il Tuny - 3a UA/13048/01/01
™ po3uuHy Ans AiH ExkcnopT BputaHi Bionopxikanc C.A. 3MiHU 3 sikocTi. A®L. MpoekTHUIA NpocTip Ta peuenmom
HIBERIX™ iH'ekuiin; no 1 gosi Nimiteq A nicnapeecTpauiiHiii TPOTOKO/ yNpaBAiHHA 3MiHaMK.
BAKLUVHA y thnakoHi Nel B BHeceHHs 3MiH y nicnsspeecTpaLiiiH1ii NPOTOKON YNpaB/liHHSA
ansa KOMMNIeKTi 3 3MiHamu ana A®| - 3anpoBapKeHHsi NPOTOKOY yrnpaBiHHSA
MPO®IIAK | pO34MHHMKOM 3MiHamM¥ 47151 HOBOro poboyoro nociBHoro matepiany (WS),
TUKN (cTepunbHwuia LLI0O BUKOPUCTOBYETLCA A5 BUpPobHuUTBa Tetanus toxoid
3AXBOPHO chisionoriyHuii bulk antigen
BAHb, po3uurH) no 0,5 mn
3BbYAHWMKO | y nonepeaHb0
M AKUX € HarnoBHeHOMY
HAEMOPHI | wnpuui Nel 3
LUS [BOMa rosikamu B
INFLUENZA | kopob6ui; no 1 gosi
ETUNY B y thnakoHax Ne
100 y KoMn/IeKTi 3
PO34YNHHMKOM
(cTepunbHwii
dhizionoriyHuii
po34urH) no 0,5 mn
y amnynax Ne 100
B OKpeMmx
Kopobkax
373. XIBEPUKC niodpinisat ans nakcoCmiTKn Benuka nakcoCmiTKnsiH Benbris BHECEHHS 3MiH 40 pPEeECTpaLiiHNX MaTepiasiiB:3MiHu | TNy - 3a UA/13048/01/01
™ pO34uHy ANns AinH EkcnopT BpuTaHi Bionogxikan3 C.A. 3MiHM B npovueci BupobHuutea A®I - 3amiHa emHocTei peyenmom
HIBERIX™ iH'ekuili; no 1 posi Nimiten A 6araTopa3oBoro BUKOPUCTaHHS 3 HEPXaBitoyoi cTani
BAKUWHA y chnakoHi Nel B (Stainless steel vessels) Ha cucTemy MiLLKiB 04HOPA30BOro0
ana KOMMJIEKTi 3 BUKOpUCTaHHs (Single-use bag system) ansa cragii
NMPO®INTAK PO3YUHHMKOM npeuunitTauil npy BUPOGHULTBI NPaBLEBOr0 aHATOKCUHY
TUKUN (cTepuabHui (Tetanus toxoid) Ha BUpo6HWYiIn dinbHMLi GSK Vaccines
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3AXBOPIO
BAHb,
3BYAHVKO
M AKUX €
HAEMOPHI
LUS
INFLUENZA
E TUMNY B

dpizionoriyHuii
po34uH) no 0,5 mn
y nonepegHbLo
HarnoBHEHOMY
wnpuyi Ne 1 3
[IBOMa rosikamuv B
kopobui; no 1 gosi
y chnakoHax Ne
100 y koMnaekTi 3
PO3YNHHNKOM
(cTepunbHwuii
dhizionoriyHuni
po3unH) no 0,5 mn
y amnynax Ne 100
B OKpeMmx
Kopob6Kax

GmbH, Marburg, HimeuyunHa. OHOBMEHHS cUCTEMMN
HymepaLlii cepiii npaBLEBOro aHaTokcuHy (Tetanus toxoid).
BHeceHHs pefakuiiiHux npaBok Ao po3ginis 3.2.5.2.2.,
3.25.2.6,3.2.A.1.

374.

LETIO®
nnoc

TabneTku, BKPUTI
N/1iBKOBOIO
060/10HKOI0, No 10
Tabnetok y
6nictepi; no 1
6nictepy y
KapTOHHIlA
kopo6bui, no 10
Tabnetok y
6nictepi; no 2
6nictepn y
KapTOHHIA
Kopob6ui; no 10
TabneTtok y
6nicTepi; no 3
6nictepu y
KapTOHHI Kopobui

OpraHocuH
Naid
CaeHcus MBT.
nra.

IHais

EBepTomKeH Naidh
CaeHcus flimiteq,

IHAis

BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepiasnis:3miHu | Tuny -
3MiHV BHECEHO Y TEKCT MapKyBaHHS ynakoBKW NiKapCbKoro
3aco0y W00 3a3Ha4YeHHA MKHAPOAHMX NO3HaYeHb
OMHULIb BUMIpIOBaHHS. BBEEHHA 3MiH MPOTArom 6-Tm
MiCALIB MIiC/1A 3aTBEPLYKEHHS

6e3
peyenma

UA/15638/01/01

375.

LETPOTIA
® 0,25 Mr

MOPOLLIOK Ta
PO3YMHHWK ANA
po3unHy ans
iH'ekUii no 0,25
Mmr, 1 donakoH 3
MOPOLLKOM y
KoMnaekTi 3 1
nonepegHLo
3anoBHEHUM
LUMPULIOM 3
PO34YNHHNKOM
(Boga ans

iH exuiii) no 1 mn,
1 ronkoto gns
PO34YMHEHHS, 1

Apec TpeligiHr
C.A.

LLBeiina
pist

A660TT Bionogxikana
B.B., HigepnaHaun
(BTOPUHHE
nakysaHHs); bakcTep
OHkonomxi MM6X,
HimeuumnHa (BMPOGHUK
Hepo3dacoBaHoT
npoaykuii Ta
NepBYHHE MakKyBaHHS);
Mepk KraA,
HimeuunHa
(BignoBiganbHuii 3a
BUNycK cepii); M'ep
Pabp MeamkameHT
MpogakwH, AKiTeH

Higepnangu/
HimeyuunHa/
®paHuis

BHECEHHS 3MiH 0 peecTpaviiiHux maTepiastiB:3MiHu | Tuny -
3MiHM Wopao 6e3nekn/edpeKTUBHOCTI Ta hapmakoHarnsaay.
BBefeHHs1 abo 3MiHM [0 y3araslbHEHUX AaHVX MPO cucTemy
hapmakoHarnagy (BBefeHHs y3arasibHeHUX faHux npo
cuctemy dhapmakoHarnsgy, 3MmiHa yrnoBHOBaXeHoi 0cobu,
BiANOBIAANbLHOI 3a 3ilicCHEHHS thapmakoHarnsAy; KOHTakTHOT
0cobu 3 thapmakoHarnagy 3asBHuKa A1 34iINCHEHHSA
hapmakoHarnagy B YkpaiHi, SKLLO BOHa BigMiHHA Bif,
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT 3a 34iNCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTakKTHI AaHi) Ta/abo 3MiHu
Y pO3MilLieHHi MacTep-haiina cuctemn hapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX YNOBHOBaXKeHOT ocobw,
BiANOBIAa/IbHOT 32 hapmakoHarnsag. 3MiHa KOHTaKTHUX
[aHnX KOHTaKTHOI 0cobw, BiAnoBiAaIbHOT 3a
dhapMakoHarnsg. 3miHa Micusi 34iNCHEHHA OCHOBHOI

3a
peyenmom

UA/4898/01/01




227

Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
ro/IKoK ANns dapm AOiSNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLie3HaX0MKeHHS
iH ekt Ta 2 IHTepHacbiioHasb mMacTep-aiina
TamnoHamu, (MOMIM/API), PpaHuis
NMpPOCOYEHUMM (BUPOGHWMK
crnvMpTomMm, y Hepo3dhacoBaHol
KOHTYpHIl npoaykuii Ta
YapyHKOBIl nepBUHHE NakyBaHHS)
ynakosLi; no 7
KOHTYPHUX
YapyHKOBUX
ynakoBOK B
KapTOHHI KOpo6Li
376. | LE®MA TabneTku, BKpUTI CaHpo3 CnoBeHi | CaHgo3 M'm6X-TexOnc ABcTpist BHECEHHS 3MiH 10 peecTpaviiiHuX maTtepianiB:MiHu | Tuny - 3a UA/14864/01/02
NAiBKOBOO dapmachbioTika A noJiaHHa OHOB/IEHOro cepTudpikata BiANOBIAHOCTI peuenmom
060/10HKO0, MO n3 a.a. €sponelicbkin hapmakonei Ne R1-CEP 2010-283-Rev 00
200 wmr no 10 (3aTBepaxeHo0:RO-CEP 2010-283-Rev 01) ans gjtovoi
Tabnetok y peyosuHu Cefpodoxime proxetil Bif BXxe 3aTBEpKEHOrO
6nicTepi; no 1 abo BMpo6HMka SANDOZ GMBH; 3MiHM | TUny - nogaHHsA
2 6nictepu y OHOBJ/IEHOrO cepTudikaTa BignoBigHOCTI EBponechbkili
Kopobui thapmakonei Ne R1-CEP 2010-283-Rev 01 ans gito4oi
peuosuHn Cefpodoxime proxetil Big BXe 3aTBEpAXEHOIO
BMpo6HMKa SANDOZ GMBH
377. LE®PMA TabneTku, BKpUTI CaHpo3 CnoseHi | CaHgo3 M'm6X-TexOnc AscTpist BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasis:3MiHu | Tuny - 3a UA/14864/01/01
NNiBKOBOO dPapmacbioTika A noJiaHHA OHOBJIEHOro cepTudpikara BiANOBIAHOCTI peyenmom
060/10HKOI0, N0 ns3 a.a. €sponelicbkiin hapmakonei Ne R1-CEP 2010-283-Rev 00
100 mr no 10 (3atBepaxeHo0:RO-CEP 2010-283-Rev 01) ans gjtovoi
Tabnetok y peyosunHu Cefpodoxime proxetil Big Bxe 3aTBEpXEHOro
6nictepi; no 1 a6o BUpo6HMKa SANDOZ GMBH; 3MiHM | TUNY - nogaHHsA
2 6nictepn'y OHOBJ/IEHOrO cepTudikaTta BifgnoBigHOCTI €Bponenchbkili
Kopobui thapmakonei Ne R1-CEP 2010-283-Rev 01 ans gjto4oi
peyosuHn Cefpodoxime proxetil Big BXxe 3aTBEpLKEHOTO
BMpo6HMKa SANDOZ GMBH
378. LUMHAPU3N | nopoLuok MpAT YkpaiHa | ®nemiHr JlebopeTepis IHAis BHECEHHSA 3MiH [0 peecTpaLiiiH1ux maTepianis: 3miHu | Tuny - - UA/6252/01/01
H (cybeTaHuin) y "dbapmaueBTn Nimiteq 3MiHun 3 sikocTi. CepTudikaT BignoBigHocTi/I E-cepTudikat
nakeTax YyHa hipma BiANOBIAHOCTI EBponeiickkili hapmakonei/MoHorpadii.
noABiiHNX "AapHuus" MoaaHHA HoBOro abo OHOBMIEHOTO cepTudikaTa
noslieTuIeHoOBUX BiAMOBIAHOCTI ab0 BU/TyUYEHHS cepTudpikaTa BignoBiAHOCTI
ans €Bponeiicbkili hapmakonei: ana A®l; ans BuxigHoro
thapmaveBTU4Hor mMarepiany/peareHTy/npoMKHOr0 NPOAYKTY, L0

0 3aCToCyBaHHA

BMKOPUCTOBYHOTLCS Y BUPOOHMLTBI API; 4151 4OMOMIKHOT
peyoBUHM (cepTudpikaT BiANOBIAHOCTI EBpONEiChKiit
thapmakonei) - OHOBNEHWI cepTudikar Big, yxe
3aTBEPKEHOr0 BUPOGHUKA - NOAaHHS OHOBIEHOTO
cepTudpikaTa BignosigHOCTI EBponeiickbkiin dpapmakonei Ne
RO-CEP 2015-019-Rev 01 gnsa A®| uMHapu3uH Bif BXxe
3aTBEPKEHOro BUPOGHMKa daemiHr JSlebopeTtepis JlimiTes,
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

IHAis (BBEAEHHS 3MiH NpoTArom 6-T1 MicAUIB micns
3aTBEPKEHHS); 3MiHY | TUNY - 3MiHK 3 aKocTi. CepTudikaT
BignoBigHOCTI/IE-cepTudikar BignoBiAHOCTI EBponecbkiii
thapmakonei/MmoHorpadii. 3MiHu, NOB'A3aHi 3 HEOBXigHICTIO

npuBeAeHHs y BiANOBIAHICTb A0 MoHorpadii 4PY abo
€Bponelicbkoi hapmakonel, abo iHWOoT HauioHaIbHOT
thapmakonei aepxasu EC (3miHa y cneyudikauisx,
nos's3aHa 3i 3miHamu B 1Y, a6o €Bponeiicbkii
chapmakonei, abo iHLWili HavioHaubHIV hapmakonei Aepxasu
€C) - npuBefeHHs cneundikauii Ans A®| uMHapn3uH y
BigNoBiAgHICTb A0 OHOBNEHOI MoHorpadii Cinnarizine EP 3a
NoKasHUKOM «Baxkki MeTanm»( BUy4eHO NoKasHUK)
(BBegeHHs 3MiH NpOTArom 6-Tu MicAuiB nicns
3aTBEPKEHHS); 3MiHY | TUNY - 3MiHK 3 aKocTi. CepTudiikaT
BignoBigHOCTI/IE-cepTudikar BignoBiAHOCTI EBponecbkiii
thapmakonei/moHorpadii. NogaHHs HOBOrO abo OHOB/IEHOTO
cepTugikaTa BigNoBIigHOCTI abo BUyYeHHs cepTudiikara
BiZiNOBIAHOCTI E€BponeNchbkiin thapmakonei: ana Adl; ons
BMXigHOro Matepiany/peareHTy/npoMikHOro NPOAYKTY, Lo
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI API; ANS [ONOMDKHOT
peyoBuHM (cepTudikaT BiANOBIAHOCTI EBpONEiChKiit
hapmakonei) - HoBuii cepTudikaT Bif BXe 3aTBEpIKEHOr0
BMPOGHUKA - NoJaHHA HOBOro cepTudpikata BianoBiAHOCTI
€sponelicbkili hbapmakonei Ne RO-CEP 2015-019-Rev 00
ana APl uHapW3nH Bif BXe 3aTBEPAKEHOTO BUPOBOHMKA
dnemiHr NlebopeTepis flimiTes, IHAISA, AK HACNiAOK 3MiHa B
MK$A cy6cTaHuii «TepmiH npuaaTHOCTI 5 pokiB» 3MiHEHO Ha
«TepMiH nepekoHTposto 5 pokiB» (BBefeHHS 3MiH NpOTArom
6-T1 MicALIB NicNsA 3aTBEPXEHHS)

379.

LMnPo®n
OKCALMHY
rAPOXnI0
PUA

MOPOLLIOK
KpucTaniyHmi
(cybeTaHuis) y
NoABINHNX
nonieTnIeHoBuUx
Milkax ans
BMPO6HULTBA
HecTepuIbHMUX
Nikapcbknx gopm

TOB "TK
"ABPOPA"

YkpaiHa

LLaHtol LI3MHCUHB
dapmacbioTrkan Ko.,
nTa

Kutaii

BHECEHHS 3MiH [0 peecTpaliiiHux maTepiasi:3miHu | Tuny -
3MiHM y Cneumdikayii Ha A®I LiunpodonokcaumnHy
rigpoxnopug NoB'A3aHi 3 HEOOXIAHICTIO MPUBEAEHHS Y
BiANOBIAHICTL A0 MOHOrpachii 0888 €Bp.Papm. Ha
Ciprofloxacin hydrochloride, a came, BuUny4eHHs 3i
Cneuudpikauii A®| nokasHrka «Bakki MeTasim» BignoBigHO
[0 MoHorpadii

UA/11765/01/01

380.

LUMCNNATU
HA
AKKOP[,

KOHLleHTparT Ans
pO34unHy Ans
iHdpy3iiA, 1 mr/mn,
no 10 mn, no 25
M, no 50 mn, no
100 mn 'y chriakoHi;
no 1 cpnakoHy y
KapTOHHIlA KopooLi

Akkopfa
Xenckea lTg,

Benvka
BpuTaHi
a

Brpo6HuuTBo M3,
nepBuHHe Ta
BTOPVHHE MaKyBaHHS,

KOHTPO/b AIKOCTI cepii:

IHTac
dapmacbioTikan3
Nimiteq, IHAis;
(anbTepHaTUBHWIA
BUPOBHUK):

IHais/
Benuka
BputaHis

BHECEHHS 3MiH 40 peecTpaLiiiHux matepiasis: 3MiHu | TUny -
3MiHu 3 sikocTi. FoToBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPO6HMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI AibHNL
BMPOBHMLTBA [151 YACTUHM ab0 BCbOro BUPOGHUYOrO
npoLecy roToBoro Nikapcbkoro 3acoby (iHLi 3MiHK)
AofaBaHHA (PyHKLIT BTOPUHHOIO NakyBaHHS 4151 BUPOOHMKa
N3 IHTac ®apmackioTnkans Jlimites, IHAis, (382210 wrat
l'ymkapart, okpyr Axmegabag, woce Capkepx-basna, c.
MaToga, BupobHuui ginsiHkn Ne 457, Ne 458, IHAis), a Takox

3a
peyenmom

UA/15240/01/01
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
IHTac 3a3Ha4yeHHs asibTepHaTUBHOrO BMpo6HMKa 13 IHTac
dapmacbioTikans dapmacbioTukans Jlimiteq, (382210 wrat MNygpkapaT, okpyr
Nimiten, IHAis; Axmepabag, Papmes — CrieviasibHa eKOHOMIYHA 30Ha 6ins
BTopuHHe nakyBaHHs: c. Matoaa, Bupo6Huyi ginsHkn Ne 5, 6, 7) IHgis,) BignoBigHO
Akkoppg, Xersnckea [0 MaTepianis BUPOGHMKa (OCKi/IbKM, AaHa AiNbHULS 3aBXan
Nimiten, Benuka 6yna npucyTHs B p. 3.2.P.3.1. BUpo6HuKm)
BpuTaHis;
BignoBiganbHuii 3a
BUMYCK Cepii:
Akkoppg Xenckea
NimiTen, Benuka
BpuTtaHis
381. LUNTPAMO Tabnetku, no 10 MpAT YkpaiHa MpAT Ykpaina BHECEHHS 3MiH [J0 peecTpaLjiiiHiX maTepianis:3miHu | Tuny — 6e3 UA/3984/01/01
H EKCTPA Tabnetok y "®bapmaueBTu "®GapmaLeBTnyHa 3MiHM Y cneumdikav,ii BXiHOro KOHTPOIO Ha Aitouy peyenma
KOHTYPHIi YyHa hipma ipma "JapHmus” peyoBuHy MapaueTtamon fo po3gainy «Mepios 36epiraHHs»,
YapyHKOBIl "OapHuus" a came [OMNOBHEHO TePMIHOM NpUAATHOCTI ANs

ynakosui; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBLji B nayLi

3anponoHOBaHOro BUPO6HMKA; 3anponoOHOBaHO: 4 poku; Ans
BMpo6HMKa Angiu Lu'an Pharmaceutical Co., Ltd., China; 5
pokiB ans BupobHuka Farmson Pharmaceutical Gujarat
Pvt.Ltd., India. BBefeHHs 3mMiH NpoTArom 6-T MicAUiB nicas
3aTBEPMKEHHS; 3MiHW | TNy - BigKOPUryBaHHA po3giny
"Cknag", B AKOMY A0MYLLEHO TEXHIYHY NOMU/IKY LLOAO0 Macu
TabneTkn. BBeAeHHS 3MiH NpOTArom 6-T1 MicALIB nicns
3aTBEPMAKEHHS; 3MiHM | TUNY — 3MiHa Yy MeTodax
BUNPOOYBaHHA BXIiAHOrO KOHTPO/IO Ha AiloYy peyoBUHY
MapaueTtamon o po3giny «KinbkicHe BU3HAYEHHS»,
CTUNICTUYHI NpaBky. BBeAeHHS 3MiH NpOTAroM 6-Tu MicsAuiB
nicns 3aTBepKEeHHS; 3MiHK | TUNy — 3MiHa 415 BXiAHOro
KOHTPO/IIO Ha fitouvy pevoBuHy MapaueTtamon, a came
BW/TyYEHO PO34in «Baxkki MmeTanny». BBefeHHs 3MiH
NPOTArom 6-Tv MiCALIB NiCNA 3aTBEPMAXKEHHS; CYNyTHSA 3MiHa:
3MiHa y meTogax BunpobysBaHHs APl abo BMXigHOrO
Marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
BUKOPUCTOBYETbLCA Y NpoLieci BUpo6bHuLTBa AP (HE3HAYHI
3MiHW Y 3aTBEPIKEHNX METoAax BUNPOOYBaHHS); 3MiHM |
UMy — NpUBEAEHHS cneumdikauii Ta MeToAiB KOHTPOSIO
roTOBOrO /1iKapCbKOro 3acoby 3a NoKasHNKOM
«MikpobionoriyHa unctota» y BiANoBiAHICTb A0 BUMOr EP
2.6.12, 2.6.13, 5.1.4. BBefeHHSI 3MiH NPOTArom 6-T MicsALiB
nicns 3aTBeppKEHHSI; CynyTHA 3MiHa: 3MiHa y MeTogax
BMNPOGYBaHHSI TOTOBOTO JIiKApCbKOro 3acoby (He3HavHa
3MiHa y 3aTBEPMKEHUX MeTogax BUNpobyBaHHs); 3MiHM |
TMNYy — 3MiHW Y cneundikaLii BXi4HOro KOHTPO/0 Ha Aitody
peyoBuHy MapaueTamosn 40 po3ainy «YMOoBU 36epiraHHs»,
3anponoHOBaHO: B LLi/IbHO 3aKyMOpeHili Tapi, B 3axvLLeHOMY
Bif, CBiTNa MicLj, npu Temnepatypi He Buule 30° C.
BBefieHHs1 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPMKEHHS;
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Howmep
n/n | sikapcbKoe Bionycky peecmpayjiliHo2o
0 3acoby nocsio4YeHHs1
3MiHM | TUMY — 3MiHa y napameTpax cneuudikayiin Ta
MeToAax BUNPOGYBaHHA BXifHOTO KOHTPOJIIO Ha fjtody
peyoBuHy MapalueTamosn 3a NokasHMKamMun: «PO3UNHHICTb»,
«laeHTudikauis», «CynyTHi goMiwkn», «MikpobionoriyHa
4yucToTax, - PO34iN NpUBeAEHO A0 BUMOT AitoHoT
MOHorpadgii «Paracetamol», a TakoX BHECEHi yTOUHEHHS Ta
pefakuiiiHi npaBkn. BBegeHHA 3MiH MPOTAroM 6-Tv MicsLiB
nicnsa 3aTBepKeHHs; CynyTHA 3MiHa: 3MiHa y MeTogax
BunpobyBaHHA APl abo BUXiAHOrO MaTepiany/npomikHOro
NPoAyKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpoOHUUTBa AP (iHLWI 3MiHM y MeToAax BUNPoOyBaHHSA
(BKNtOYaroun 3aMiHy abo fonoBHeHHS) APl abo
BUXiIHOrO/NPOMiXHOTO MPOAYKTY); 3MiHW |l TUNY — BBEAEHHA
anbTepHaTUBHOro BUpo6Huka APl Mapauetamony cipmu
Farmson Pharmaceutical Gujarat Pvt. Ltd., India y 3B'A3ky 3
BMPOGHNYOK HEOOXiAHICTIO. BBeAEHHS 3MiH NPOTArom 6-Tn
MiCAILiB Micns 3aTBEPIKEHHS
382. | ULUTPAMO Tabnetku, no 6 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpavljiinHux maTepiasis:3miHu | Tuny - 6e3 UA/6550/01/01
H- abo no 10 "GapmaueBTu "GapmaueBTuyHa BiKopuryBaHHs po3giny "Cknag”, B AKOMy AONyLLEHO peyenma
OAPHULSA Tabnetok y YyHa hipma hipma "JapHuus” TeXHi4YHY NOMU/KY LOoA0 Macu TabneTkn. BBeaeHHs 3MiH
KOHTYPHUX "fapHuus” NPOTAroM 6-T1 MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHN | TUny -
YapyHKOBUX 3MiHa y napameTpax creumdikayiini Ta/abo 4onyCTUMUX MEeX,
ynakoBkax; rno 6 BM3HA4YeHUX y cneuudpikauisx Ha A®l, abo
abo no 10 BWXiAHWIA/NPOMDKHWIA NpoAyKT/peareHT, Wwo
Tabnetok y BVIKOPVCTOBYIOTbCSA Y Npoueci BupobHuutea A®| (iHwwi
KOHTYPHIit 3MiHM); CynyTHS 3MiHa: 3MiHa y NapameTpax cnevudikauii
YapyHKOBIl Ta MeToAax BMNpobyBaHHSA BXiAHOTO KOHTPOSO Ha Ajrouy
ynakosLi, no 1 peyoBuHy MapaLeTamon 3a nokasHMkaMmu: «PO3UMHHICTb,
KOHTYPHIit «lgeHTndikauis», «CynyTHi OMILLKK», «MiKpobionoriyHa
YapyHKOBIl ynCTOTa» - PO3AiNn NPUBEAEHO [0 BUMOT fit04oi MOHOrpadii

ynakoBLji B naui;
no 10 TabneTok B
KOHTYPHIi
YapyHKOBIl
ynakosLi, no 6 a6o
12 KOHTYPHUX
YapyHKOBUX
ynakoBOK B nauLi

«Paracetamol», a Tako)X BHECEHI YTOUHEHHS Ta pefakLiiHi
npaskun. BBeeHHsA 3MiH NPOTArom 6-Tu MicsLiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHW y cnevudikauii BXigHOro
KOHTPOJIIO Ha fAitovy peyoBuHy Mapauetamon 4o po3giny
«YMOBWU 36€epiraHHs»; 3anpornoHOBaHO: B LLiIbHO
3aKyrnopeHiii Tapi, B 3aXuLL,eHOMy Bif CBITa MicLj, npu
Temneparypi He Bue 30° C. BBeeHHS 3MiH NpoTArom 6-tu
MiCAILiB MiCNs 3aTBEPIKEHHS; 3MiHU | TUNY - 3MiHWN Y
cneumdikaLii BXigHOrO KOHTPOSIIO Ha fjloyy PeYOBUHY
MapaueTtamon fo po3giny «Mepiog 36epiraHHsA», a came
[IONOBHEHO TEPMIHOM NPUAATHOCTI A48 3anNponoHOBaHOro
BMPOOHUKA; 3anpONOHOBAaHO: 4 PoKK; AN BUPOGHMKa Angiu
Lu’an Pharmaceutical Co., Ltd., China; 5 pokis gns
BMpo6HMKa Farmson Pharmaceutical Gujarat Pvt.Ltd., India.
BBefeHHs1 3MiH NpoTArom 6-T1 MiCALIB MiCNA 3aTBEPMAKEHHS;
3MiHM | TUMy - 3MiHa y MeToAax BUNpoGyBaHHSA BXiAHOrO
KOHTPOJII0 Ha fAitoyy peyoBuHy Mapauetamon Ao po3giny
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n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

«KinbkicHe BU3HaAYEHHS», CTUIICTUYHI NpaBkn. BBegeHHs
3MiH NPOTArom 6-Tu MiCALIB MiCNA 3aTBEPKEHHS; 3MiHW |
TNy - 3MiHa y napameTpax cnewuudikawiii Ta/abo
[ONyCTUMMX MeX, BU3HaueHux y cneuudikauisx Ha Adl, abo
BWXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTbCA Y npoueci BUpobHuuTBa A®| (BUNyYeHHs
He3HauHOro NoKasHVKa SIKOCTI (Hanpukiag BUTyYeHHs
3acTapifioro NoKasHWkKa)); CynyTHs 3MiHa: 3MiHa Ans
BXiZIHOro KOHTPO/IIO Ha filovy peyoBuHy Mapauetamon, a
came BWy4YeHO po3ain «Baxkki meTanin». BBefeHHS 3MiH
NPOTArom 6-Tv MiCAILiB NiCNs 3aTBEPOXKEHHS; 3MiHM |l Tuny -
BBE/IEHHS a/lbTepHATUBHOrO BMPOo6HUka A®I Mapauetamony
hipmn Farmson Pharmaceutical Gujarat Pvt. Ltd., India y
3B'sI3Ky 3 BUPOOHUYO HEOOXifHICTIO, BBEAEHHS 3MiH
NpPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPMXKEHHS

383.

LUTPOMNAK
®-
JAPHULA

Tabnetkv no 6
TabneTok y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 4
KOHTYPHi
YapyHKOBI
ynakoBKU B nauu;
no 6 a6o no 10
Tabnetok y
KOHTYPHIi
YapyHKOBIl
ynakosLi; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBLi B navLi;
no 6 TabneTok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax; rno 10
Tabnetok y
KOHTYPHUX
YapyHKOBUX
ynakoBKax

MpAT
"®apmaueBTu
YyHa hipma
"OapHuus"

YKpaiHa

MpAT
"®GapmaLeBTnyHa
ipma "JapHnus”

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLiiiHux MaTepiasis:3MiHu | Tuny -
3MiHa napameTpiB crieuundikaiini Ta/abo fonyCTUMUX MeX
rOoTOBOrO /1iKapCbKOro 3acoby; CynyTHsA 3MiHa: MPUBEAEHHS
cneumngikaLii Ta MeToAiB KOHTPOJIIO FOTOBOrO NiKapCbKoro

3aco0by 3a NokasHMKOM «MikpobiosioriyHa uncTota» y
BiANOBiIAHICTb A0 BUMoOr EP 2.6.12, 2.6.13, 5.1.4. BBegeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNA 3aTBEPAKEHHS; 3MiHW |
TMny - 3MiHa y napameTpax cneuudikauii Ta/abo
[ONyCTUMMX MeX, BU3HaueHux y cneyudikauisx Ha Adl, abo
BUXiAHWA/NPOMIKHWIA NpOAYKT/pearexT, Wwo
BVIKOPVCTOBYIOTbCA Y npoueci BupobHuuytea A®I (iHwwi
3MiHM); CynyTHS 3MiHa: 3MiHa y napameTpax cnevudikauii
Ta MeTogax BUNpobyBaHHSA BXiAHOTO KOHTPO/IO Ha fitouy
peyoBuHy MNapaueTamosn 3a NokasHMKamMmn: «PO3YNHHICTbY,
«laeHTudikauis», «CynyTHi goMiwkn», «MikpobionoriyHa
4yucToTax, - PO34iN NPUBEAEHO A0 BUMOT AitoHoT

MOHorpadgii «Paracetamol», a TakoX BHECEHi yTOUHEHHS Ta
pefakuiiiHi npaBkn. BBegeHHA 3MiH MPOTAroM 6-Tv MicsILiB
nicns 3aTBepKeHHs; 3MiHK | Tuny - 3mMiHa y napameTpax

cneuudikavin Ta/abo foNyCTUMUX MEX, BUSHAUYEHUX Y
cneuudikauisix Ha Adl, abo BYXigHWIA/NPOMKHWIA
NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y Npoueci
BMPOGHMLTBA AD| (BUNYYEHHS HE3HAYHOTO MOKAa3HMKa SKOCTI

(Hanpukiag BUTyYeHHS 3acTapisioro NokasHvKa)); CynyTHS
3MiHa: 3MiHa 4151 BXiHOro KOHTPOJIK0 Ha flilody peqyoBuHY
MapavueTtamon, a came BUIy4YEeHO po3in «Baxkki MeTasin».

BBefeHHs 3MiH NPOTArom 6-T1 MiCALIB MiC/1A 3aTBEPIXKEHHS;
3MiHu | TUNy - 3MiHK y cneyudikauii BXiZZHOrO KOHTPOJIO Ha
aitouy peyosuHy MapaueTtamon 4o po3giny «YMoBu
36epiraHHs»; 3anNponoHOBaHO: B LLiIbHO 3aKyrnopeHiii Tapi, B
3axuLLLeHOMY Big, CBITa MicLi, Npy TemMnepaTypi He BuLle
30° C. BBefieHHs1 3MiH NpoTArom 6-T1 Micauis nicns

Ne 6, Ne 10
— 6e3
peyenma;
Neo 24 — 3a
peyernmom

UA/3002/01/01




232

n/n

Hassa
JliKapcbKo2
0 3acoby

Popma sUMYCKY

3asBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayjiliHo2o
nocsioYeHHs1

3aTBEPKEHHS; 3MiHM | TUMY - 3MiHW y cneyudikauii BXigHOro
KOHTPOJIIO Ha Aitoyy peyoBuHy Mapauetamon 4o po3giny
«[epiog 36epiraHHa», a came [OMNOBHEHO TEPMIHOM
NPUAATHOCTI A/1A 3aNPONOHOBAHOIO BUPOGHUKA,;
3anponoHoBaHo: 4 poku; Ansa BUpo6HKKa Angiu Lu'an
Pharmaceutical Co., Ltd., China; 5 pokiB Ans BUpo6Huka
Farmson Pharmaceutical Gujarat Pvt.Ltd., India. BBeaeHHs
3MiH NPOTAroM 6-TW MICALIB NiCNA 3aTBEPAXKEHHS;
3MiHM | TUny - 3MiHa y MeToAax BunpobyBaHHSA BXiAHOrO
KOHTPOJIIO Ha Aitoyy peyosuHy Mapauetamon 4o po3giny
«KinbkicHe BU3HaYeHHs», CTUNICTUYHI NpaBku. BBeaeHHs
3MiH NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPMKEHHS; 3MiHN ||
TNy - BBEAEHHS a/lbTePHATUBHOTO BUPO6HNKa AdI
MapavueTtamony cipmm Farmson Pharmaceutical Gujarat Pvt.
Ltd., India y 3B'A3Ky 3 BUpOGHMUYOI HEOOXIAHICTIO. BBEAEHHS
3MiH NPOTAroM 6-TW MiCALB NicNs 3aTBepAKEHHS

384.

LJAHOKOB
ANAMIH
(BITAMIH
B12)

PO34MH ANa
iH'exuUin, 0,5 mr/mn
no 1 mn B amnyni;
no 10 amnyn y
KOHTYPHIi
YapyHKOBIl
ynakosui; no 1
KOHTYPHIi
YapyHKOBIl
ynakoBLji B nayLi

MNAT
"Tannuchapm"

YkpaiHa

NAT "Tanndcpapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis:MiHv | Tuny -
3MiHa po3Mmipy cepii (Bkoualouy gianasoH po3mipy cepii)
roTOBOrO /liKapCbKoro 3acoby - BBeeHHA [10AaTKOBOro
pO3Mipy cepii roTOBOrO /liKapCbKOro 3acoby;
3anponoHoBaHo: He Ginblie 45, 454 Tuc. ynak. Nel0, He
6inbLwe 90, 909 Tnc. ynak. Nel10

3a
peyerimom

UA/7360/01/01

HavyanbHuK Bigainy 3 nutaHb papmaueBTUYHOI
AiAnbHOCTI [lenapTaMeHTy peani3auii NONiTUK

T.M. NIACKOBCbKUA




MEPENIK

Jopatok 4

A0 Hakasy MiHicTepcTBa OXOPOHMU
3[00pOB’A YKpaiHu

21.11.2019 Ne 2319

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TOMNYHUX MPENAPATIB), AKUM BIAMOBJ/IEHO Y AEP>XXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALINHUX MATEPIANIB
TA OEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ne Ha3ssa Popma sunycky 3asaBHUK Kpaina Bupo6HuK KpaiHa lMiocmasa lMpoyedypa
n/n | nikapcbko2
0 3acoby

IHCYNAP pO34uH NS iH'ekuin, 100 NAT YkpaiHa MAT "Tannucapm”, YkpaiHa/ 3acigaHHa HTP Ne 39 BigmoBuTK y 3aTBepKeHHi - 3MiHM Il Tuny - 3amiHa abo BBeAEHHS
AKTNB MO/mn no 3 mn B "Kuismegn YkpaiHa (nakyBaHHs Paocilicbka Big 10.10.2019 [0AaTKoBOl  AiNbHWLI  BMPOGHWMUTBA AN 4YacTMHM abo  BCbOro
KapTpuaxi, no 5 penapat” KapTpUaXiB B nayky Pegepauis BMPOGHMYOrO NpoLecy roTOBOr0O MiKapCbKOro 3acoby (fiNbHULA, Ha AKil
KapTpUAXIB Y KOHTYPHIi (nakyBaHHs i3 in bulk NPOBOAATLCA OyAb-sKi BMPOGHMYI CTagil, 3a BUHATKOM BUMYCKY Cepiid,
YapyHKOBIli ynakoBLii hipMn-BrpobHUKa NpoOBeAEHHA KOHTPO/II0 SAKOCTI  Ta BTOPWUHHOIO MakyBaHHA, 4N
(nenani) abo 6nicTepi; TOB "3aBog nikapcbknx 3aco6iB  6i0N0riYHOro/iMyHONOMNYHOTO  MOXOMKEHHA  abo
no 1 KOHTYpHIl MegncuHTes", nikapcbknx ¢OpM KOMM/IEKCHOTO (CK/1aAHOro) BUPOGHMYOrO MNpoLiecy)
YapyHKOBIli ynakoBLii Paocilicbka (B.11.6.1. (B),Il) -3miHa BMpPOGHUYOT AinsHKK in bulk 6e3 3MiHK TexHonoriT
abo 1 6nicTepy B naui Pepepadis); NMAT BMPOOHULTBA ; - 3MiHM Il TUNy -3MiHa iMNopTepa/3MiHK, L0 CTOCYHTLCA
KapTOHHI; no 5 mny "KviBmegnpenapat", BUMYCKy Cepii Ta KOHTPOJIIO0 SKOCTi FOTOBOrO /iKapCbKOro 3acoby (3aMmiHa
donakoHi, No 5 donakoHis YkpaiHa (nakyBaHHs abo fofaBaHHA BUPOOHMKA, LLO BiAMNOBIgAE 3a BBE3E€HHA Ta/abo BUMYCK
Y KOHTYPHIli YapyHKOBIl haKkoHiB B nauky cepii) - Bkawoualum KOHTPONL/BUNPOOYBaHHA cepii ANnA NiKapCbKoro
ynakoBLji (neHani) abo (nakyBaHHs i3 in bulk 3acoby 6i0n10riYHOro/iMyHO/IONYHOTO MOXOMKEHHS Ta OAWMH 3 METOAB
6nicTepi; N0 1 KOHTYpHIiA hipMn-BrpobHUKa aHanisy, Lo 3aCTOCOBYETLCA Ha AinbHNUI, €
YapyHKOBI ynakoBLi TOB "3aBop, 6ionoriyHnm/imyHonoriyHum/imyHoxiMmiuHum metogom(b.11.6.2. (B)-3.,l1) -
abo 1 6nictepy B maui MegncuHTes", 3MiHa BMPO6HUYOI AinsHkM in bulk 6e3 3miHu TexHonorii BUpobHuUTBa Ha
KapTOHHIl Pociiicbka ®epnepauis) nigcTaBi HeraTMBHWX BUCHOBKIB EKCMEPTHWX KOMICI LWOA0 BHECEHHS
3MiH [0 peecTpauiliHux MatepiasiiB Ta 3 ypaxyBaHHAM PpilleHHs
3acigaHHsA HaykoBo-TexHiuHoi pagn OEL, MO3 Ykpainu Big 10.10.2019

npotokon Ne 39
IHCYNAP pO3unH ANs iH'ekuin, 100 MAT Ykpaina TOB "3aBop, Pocilicbka 3acigaHHa HTP Ne 39 BigmoBuTK y 3aTBepKeHHi - 3MiHM Il Tuny - 3amiHa abo BBeAEHHSA
AKTNB MO/mn in bulk: no 3 mn "Kuismegn MegacuHTes", depepauis Big 10.10.2019 [opaTtkoBoi  AiNbHULE  BMPOBHMUTBA AN 4acTMHM abo  BCbOro
B KapTpuaxi, no 452 penapat" BMPOGHMYOro MpoLecy roToBOrO JliKapcbKoro 3acoby (fiNbHULSA, Ha SKii

KapTpuaxa B kopobi; in
bulk: no 5 mn 'y conakoHi,
no 225 h1akoHiB B
KOpoobi

NPOBOAATLCA OyAb-AKi BUPOGHWYI CTagil, 3a BUHATKOM BUMYCKY Cepii,
NPOBEMEHHA KOHTPO/I0 SAKOCTi Ta BTOPUHHOMO NakyBaHHA, AN
nikapcbknx 3aco6iB  6i0N0rivYHOro/iMyHONMOMNYHOTO  MOXOMKEHHS abo
Nikapcbknx opM KOMMMEKCHOro (CKMafHOro) BMPOBHMYOrO MpoLecy)
(B.11.6.1. (B),Il) -3miHa B1pOGHMYOT AinsHkK in bulk 6€3 3MiHM TexHonoril
BMPOOHULTBA ; - 3MiHK || TNy -3MiHa iMNopTepa/3MiHK, WO CTOCYTbCSA
BMNYCKY Cepil Ta KOHTPOJtO SKOCTi FOTOBOrO JliKaPCbKOro 3acoby (3amiHa
abo gopaBaHHA BUPOGHKMKA, WO BiANOBIAAE 3a BBE3EHHS Ta/abo BMMNycK
cepii) - Bknwovarun KOHTPO/b/BUNPOGYBaHHA cepii AN NikapcbKoro
3aco6y 6i0n10riYHOro/iMyHOIOMNYHOTO MNOXOMKEHHA Ta OAWMH 3 MEeTOAiB
aHanisy, o 3aCTOCOBYETLCS Ha AinbHUUI, €
6ionoriyHnmM/imyHonoriyHum/imyHoximiyHum metogom(b.11.6.2. (8)-3.,11) -
3MiHa BMPO6HUYOI AinsHKKM in bulk 6e3 3miHn TexHonorii BUpobHULTBA Ha
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nigcTaBi HeraTMBHUX BWCHOBKIB €KCMEPTHWX KOMICIA 040 BHECEHHSI
3MiH 00 peecTpauiiiHux maTepianie Ta 3 YypaxyBaHHSM pilleHHS
3acifgaHHsA Haykoso-TexHiyHoi pagn OEL, MO3 Ykpainu Big 10.10.2019
npotokon Ne 39

IHCYNAP CycCneHsist oNs iH ek, MAT YkpaiHa MAT "Tanuuchapm”, YkpaiHa/ 3acigaHHa HTP Ne 39 BiaMoBuTK y 3aTBepKeHHi - 3MiHu || Tuny - 3amiHa abo BBeAEHHS
CTABIN 100 MO/mn no 3 mn B "Kuismegn YkpaiHa (nakyBaHHs B Pocilicbka Big 10.10.2019 [OAAaTKoBOI  AiNbHULI  BMPOOHMUTBA A1  4YacTMHM abo  BCbOro
KapTpuaxi, mo 5 penapart" KapTpWAXIB y mauky depepauis BMPOGHMYOro MpoLecy roToBOro Jlikapcbkoro 3acoby (AibHULSA, Ha SKii
KapTpUaKiB B KOHTYPHY (nakyBaHHs i3 in bulk NpoBOAATLCA OyAb-Ki BUPOGHMYI cTafil, 3a BUHATKOM BUMYCKY Cepiid,
YapyHKOBY YNakoBKYy hipMmn-BUPOGHMKa NPOBELEHHS KOHTPO/MI0 SKOCTI Ta BTOPUHHOIO NakyBaHHA, AN1s
(nenan) abo 6nictep; no TOB "3aBog nikapcbkx 3aco6iB  6i0N0riYHOro/iMyHONOMNYHOTO  MOXOMKEHHA abo
1 KOHTYpHIiA YapyHKOBIl MepacuHTtes", nikapcbknx QOpPM KOMM/IEKCHOTO (CK/1afHOro) BMPOGHMYOro npoLiecy)
ynakosLi abo 6nictepy B Pocilicbka (B.11.6.1. (B),Il) -3miHa BUpPOGHMYOT AinaHKK in bulk 6€3 3MiHK TexHonoril
nauvj KapToHHii; no 5 ®epnepauin)); NAT BUPOGHMLTBA ; - 3MiHK || Tuny -3mMiHa iMNopTepa/3miHK, L0 CTOCYTbCA
MY ¢pakoHi, no 5 "Kuismegnpenapart”, BMNYCKY cepil Ta KOHTPOJItO AKOCTi FOTOBOrO J1iKapCbKOro 3acoby (3amiHa
h1aKoHIB B KOHTYPHY YkpaiHa (nakyBaHHs abo gogasaHHA BUPOOGHKMKA, WO BiANOBIAAE 3a BBE3EHHS Ta/abo BMMNYyCK
YapyHKOBY YNakoBKYy h1aKoHIB y Mayky cepii) - Bkawuawum KOHTPO/b/BUNPOBYBaHHA cepii ANns /iKkapcbkoro
(nenan) abo 6nictep; no (nakyBaHHA i3 in bulk 3acoby 6io/10riYHOro/iMyHOMONYHOrO MOXOMKEHHA Ta OAUH 3 METOAiB
1 KOHTYpHIli YapyHKOBI hipMmn-BUPOGHMKa aHanisy, Lo 3aCTOCOBYETLCSA Ha AinbHULi, €
ynakoBLi abo 6nictepy B TOB "3aBog 6ionoriyHnmM/imyHonoriyHum/imyHoximiuHum Metogom(b.11.6.2. (B)-3.,11) -
nauvj KapToHHIiA MegacuHTtes", 3MiHa BUPOOHUYOT AinaHKy in bulk 6e3 3MiHM TexHoNorii BUPO6HULTBA Ha
Pocilicbka nifcTaBi HeraTMBHWX BWUCHOBKIB €KCMEPTHUX KOMICI LWoA0 BHECEHHS
depgepaduis)) 3MiH [0 peecTpauiiHnx MaTepiasliB Ta 3 ypaxyBaHHSIM pilLEHHS
3acifgaHHa HaykoBo-TexHiuHoi pagn AEL, MO3 Ykpainu Big 10.10.2019
npotokon Ne 39
IHCYNAP CyCneHsis gns iH'exujn, MAT YkpaiHa TOB "3aBog, Pociiicbka 3acigaHHsa HTP Ne 39 BigmoBUTU y 3aTBepKEHHi - 3MiHM Il Tuny - 3amiHa abo BBeAEHHS
CTABIN 100 MO/mn in bulk: no 3 | "Kuismegn MegacuHTtes", depnepauis Big 10.10.2019 00AaTKOBOI  AiNbHWLI  BMPOGHWUUTBA AN 4YacTMHM abo  BCbOro
MA B kKapTpuaxi, no 452 penapat” BMPOGHMYOro MpoLLEeCcy roToBOro /ikapcbkoro 3acoby (fibHULSA, Ha SKii
KapTpuaxa B Kopoobi NpPoOBOAATLCA OyAb-sKi BMPOOGHMYI CcTagil, 3a BUHATKOM BUMYCKY Cepiid,
rpynosomy; in bulk: no 5 NPOBEAEHHA KOHTPO/IIO SKOCTI  Ta BTOPWMHHOIO MakyBaHHA, A4S
M1y ¢h1akoHi, no 225 nikapcbknx 3acob6iB  6i0N0rYHOro/iMyHONMOMNYHOTO  MOXOMKEHHST  abo
chn1akoHiB B KOpPOOi nikapcbknx )OpM KOMM/IEKCHOTO (CK/1aAHOro) BUPOGHMYOrO npoLiecy)
rpynosomy (B.11.6.1. (B),Il) -3miHa BMpPOBHUYOT AiNsHKK in bulk 6e3 3MiHK TexHonoriT
BMPOOHULTBA ; - 3MiHM Il TMNy -3MiHa iMNopTepa/3MiHu, L0 CTOCYHTLCA
BMMYCKy Cepii Ta KOHTPOJII0 SKOCTi FOTOBOrO /iKapCbKoro 3acoby (3aMmiHa
abo fofaBaHHA BUPOGHMKA, LLO BiAMNOBIAAE 3a BBE3E€HHA Ta/abo BUMYCK
cepii) - Bkawoualum KOHTPO/b/BUNPOOYBaHHA cepii ANns MiKkapCbKoro
3acoby 6i0/10riYHOro/iMyHOMONYHOrO MOXOMKEHHA Ta OAUH 3 MEeTOAiB
aHanisy, o 3aCTOCOBYETLCA Ha AinbHNUI, €
6ionoriyHnm/imyHonoriyHum/imyHoximiuHum metogom(b.11.6.2. (B)-3.,11) -
3MiHa BUPOGHMYOT AinsHkM in bulk 6€3 3MiHWM TeXHOMOorii BUPOGHMLTBA Ha
nigcTaBi HeraTMBHWX BUCHOBKIB EKCMEPTHWX KOMICI 0[O0 BHECEHHS
3MiH [0 peecTpauiiHnx MaTepiasliB Ta 3 ypaxyBaHHSAM pilLEHHS
3acigaHHa HaykoBo-TexHiuHoi pagn OELL MO3 Ykpainn Big 10.10.2019
npotokon Ne 39
KBALEBIT TabneTku, BKPUTI AT YkpaiHa AT Ykpaina 3acigaHHa HTP Ne 39 BigmMoBUTM y 3aTBEpPMKEHHI - 3MiHW | TUny - 3MiHK 3 AKOCTI. [OTOBMIA
® NNiBKOBOIO 060/I0HKOIO, "KMIBCbK "KNIBCbKWI Big 10.10.2019 nikapcbKuii 3acié. Onuc Ta cknag (iHwi 3minn) (B.1l.a. (x) I6) - Posgin
no 10 TabneTok y un BITAMIHHWA «Cknag». Cy6cTaHuito giTUH nepeBefeHo i3 nepeniky Ailounx pevyoBuH
6nictepi, no 3 6nictepun BITAMIHH 3ABO4" 0o nepeniky [,0NOMDKHUX PEYOBWH.
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B nauyj; no 15 TabneTok
y 6nicTepi; no 4 abo no
6 6nicTepis y nayu,i

nn
3ABOL"

BBegeHH 3MiH npoTsiroMm  6-TM  MICAILiB - Micnsi  3aTBEpAKEHHS
CynyTHS 3MiHa - 3MiHa Y MeToAax BUMPOGYBaHHS rOTOBOrO J1ikapCbKOro
3acoby (HesHauyHa 3MiHa Yy 3aTBeppKeHWX MeToAax BUNPOOyBaHHS)
(B.1.r.2. (a) 1A), ockinbkn B SIKOCTi OOIPYHTYBaHHS ANsi NepeBefeHHs
cy6cTaHUii iTUH i3 Nepeniky Aji4Ynx pevyoBUH A0 nepeniky AOMOMiIKXHMX
PEeYoBMH Haf@Ho NiTepaTypHuWiA ornsg WoAo BnacTveocTeld (iTMHOBOT
KUC/IOTW, @ caMe NOCW/IEeHHA Gi0/IoriYHOI aKTUBHOCTI BiTaMiHiB rpynu B.
3rigHO 4YMHHOro 3akoHogaBcTBa APl — Gyab-sika pevyoBMHA YW CyMiLll
PEYOBMH, LIO Npu3HaYeHa A5 BUKOPUCTaHHS y BUpPOGHMUTBA /13 i nig,
yac UbOro BMKOPWUCTAHHA CTa€ WOro akTMBHWMM iHrpegieHToM. Taki
peYoBMHM MalTb DapMakosioriyHy uYM iHWY 6e3nocepefHlo il Ha
opraHiam JtofuHW. Y cKnagi rotosux ¢popMm fikapCbkux 3acobiB X
3aCTOCOBYKOTb  ANA  NiKyBaHHSA,  AiarHOCTMKM  uuM  NpodpinakTukm
3aXBOPIOBAHHSA, AJ151 3MiHW CTaHy, CTPYKTyp a6o disionoriyHmx dpyHKLii
opraHiamy, Ans ornsgy, obpobku Ta MONEreHHs CUMNTOMIB (3rigHO
Hakasy MO3 YkpaiHn Ne460 Big 23.07.2015 p.). [lonoMixHa peyoBuHa -
[00aTKOBI peYOBMHW, HEOOXifHI 4151 BUTOTOB/IEHHS FOTOBUX NliKapPCbKUX
3aco6iB (3rifHO 3aKkOHY YKpaiHu npo nikapcbki 3acobu). Takum YnMHOM,
OONOMDKHI  peYOBMHU Yy BUPOGHMLTBI TabNETOK Npu3HayeHi Hagatu
TabneTmaci HeobxigHi TEeXHOMOriYHi BNAcCTMBOCTI, WO 3abe3neuylTb
TOYHICTb [03yBaHHA, MeXaHiyHy MILlHICTb, po3nagaHHa i cTabiflbHiCTb
Tabnetok B npoueci 36epiraHHs. TakoX [AOMOMiKHI PEYOBUHM MalTb
6yTM  XiMiYHO  iHAM(hbepeHTHMMKU.  BpaxoBywunm  BuLie3a3HaAYEHY
iHpopmavjto iTMH He Moxe 6yTv knacudikoBaHMil SK [OMNOMiIXHA
peyoBMHA, OCKINIbKM BiH Hece hapmakosioriyHi BNacTMBOCTI (a came
NocUNeHHs1 GioNoriYHOI aKTMBHOCTI BiTamiHiB rpynu B). Kpim Toro B
3aTBEPMAKEHIl IHCTPYKLUiT MO MeAMYHOMY 3aCTOCYBaHHI 3asHauyeHi Taki
papMakKooriyHi BNACTMBOCTI [Ail0H0I PeyvyoBMHU - (DITUHY: CcKiagHa
opraHiyHa cnonyka doccopy, WO MICTUTb CyMill KasibLieBUX Ta
MarHieBux coneii iHo3UTHOCHOPHUX KUCMOT; CTUMY/THOE KPOBOTBOPEHHS,
nigCcUNE pPiCT Ta PO3BUTOK KICTKOBOI TKaHWMHW, MOKpallye (YHKLi0
HEepBOBOI CUCTEMU

KBEHTIAKC
®

TabneTkn, BKpUTI
NNiBKOBOI 060/I0HKOI
no 25 wmr, 100 mr, 200
mr, 300 mr no 3 abo 9
6nicTepiB y KAPTOHHIN
Kopoobui

KPKA,
A.4a., Hoso
MecTo

CnoseHi
A

KPKA, a.4., HoBo
mecTo, CroBeHist
(BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b cepii Ta
sunyck cepii); KPKA,
An.4a., Hoeo mecrto,
CnoBeHisa (KOHTPOsIb
cepii); KPKA-©@APMA
[.0.0., XopBarTisl
(BUPOGHMLTBO "in
bulk", nepsuHHe Ta
BTOPWHHE MaKyBaHHS,
KOHTPO/b cepii Ta
BUMYCK cepii)

CnoseHis/
XopBaTisi

3acigaHHa HTP Ne 40
Big 17.10.2019

BiaMOBUTU y 3aTBEpPMKEHHI - TEXHIYHY MOMUKY LWOAO0 TeKCTy
MapKyBaHHS1 YMakoBKV NiKapCbKOro 3acoby , OCKiIbkv 3aTBepiKeHa
pefakuisi He Mae 03HaK TEeXHIYHOI MOMWIIKM, BKasaHux Yy posgini 2.4
«lopagKy NpoBeAeHHs1 eKCcnepTusn peecTpauiiHix martepianis  Ha
nikapcbki - 3acoby, WO NOJAlTbCA Ha [epxaBHy peecTpauiio
(nepepeecTpalilo), a Takox ekcnepTusy martepianis NPO BHECEHHSA 3MiH
[0  peecTpauiiHux  maTtepiasliB  NpOTAroM  Aii  peecTpawuiiiHoro
NoCBiAYeHHS» Ta NoTPebye BHECEHHS 3MiH B YCTaHOB/IEHOMY MOPSALKY

CIHAPTA®

NOpPOLLOK A5
OpasibHOro po3yunHy, 1,5

NAT
"Papmak”

YKpaiHa

MAT
"Papmak”

YKpaiHa

3acigaHHa HTP Ne 39
Big 10.10.2019

BiaMoBUTM Yy 3aTBepXeHHi - 3MiHM | Tuny - 3miHa napameTpis
cneumdikauin Ta/abo AONYCTUMKX MEX FOTOBOFO NiKapCbKOro 3acoby
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r/3,95rno 3,95rB
caule; no 10 a6o 30
calle y nayuj 3 KapToHy

(iHwi 3miHn) (B.1l.r.1. (x) 1B) - 3MiHEHO 4acToTy BUMPOOYBaHHSA 3a
nokasHukoMm «MikpobionoriyHa unctota» B cneyudikauii 113 (nepwa Ta
KOXHa TPUALUATY HaACTYMHy cepii), OCKifIbkM [AN1A 3MiHW  4acToTu
BMNPOOYBaHHS 3a MNOKa3HUMKOM  «MikpobGiosioriyHa uncToTa»  He
[OCTaTHbO CTaTUCTUYHMX AaHux (3 2017 no 2018 poku HanpalbOoBaHO
25 cepiii N3, a came y 2017 poui — 10 cepiii Ta 2018 poui — 15 cepiii)

CTOMEPAH | kancynu TBepAi no 2 wr, tOHINab, CLIA CsiccKo Cepsices Al LBeiuapis/ | 3acigaHHa HTP Ne 38 BigmoBuUTM y 3aTBepKeHHi - 3MiHMW | Tuny - 3MiHM WoA0
no 4 a6o 8 kancyny nn LLiBeliLapis (BUPOGHUK IHais/ Big 03.10.2019 6e3nekn/edrekTMBHOCTI Ta dhapmakoHarnagy (iHwi 3miHn) (B. (X) 1A)
6nictepi; no 1 6nictepy BiANOBIAabHUIA 38 dapmaduis Ha nigcTaBi BUCHOBKIB €KCMEPTHUX KOMICI O[O0 BHECEHHSI 3MiH [0

B KaQpPTOHHII nauui

BMPOGHMLTBO,
KOHTPONb Ta BUMYCK
npoaykTy in bulk);
Crpaiigc dapma
CaiieHc fliviten, IHais
(BUPOGHWMK
BiANOBiAa/IbHMI 3a
BMPOBHULTBO,
KOHTPO/b Ta BUMYCK
npoaykTy in bulk);
TOB HOC dapmauis,
Monba (BMPOGHWMK
BiANOBiAa/IbHMI 3a
yNakoBKy, KOHTPO/b Ta
BWMYCK Cepii roToBoro
NPOAYKTY)

peecTpauiiHnx maTepiasliB Ta 3 ypaxyBaHHSIM pilleHHS 3acifgaHHsA
HaykoBo-TexHiuHoi pagn OELL MO3 YkpaiHu Big 03.10.2019 npoTtokon
Ne 38

HauvanbHUK Bigainy 3 nutaHb (hapmayeBTUYHOIT
AisnbHoCTI [lenapTaMeHTy peasisauii NONiTUK

T.M. IACcKOBCbKUA
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