MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKAS3
30.05.2019 Ne 1212
Kuis

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

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

HAKA3Y1O:

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

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

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



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

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

B.o. MinicTpa Y. CYIIPYH



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

AopaTok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

30.05.2019 Ne 1212

BHOCATbLCA A0 AEP)XABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Ne Hassa dopma sunycky 3assHuk Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexnamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
1. ANEPIFO3AH® pO34nH opanbHuid, 0,5 AT Bonrapis Brpo6HuLTBO Bonrapis peecTpalif Ha 5 pokis 6e3 nionsi2ae UA/17454/01/01
mr/mn no 120 mn B "Codpapma” Hepo3glacoBaHoi peyenma
CKNsHili abo NET npoaykuii, MepiognyHICTb NOJAHHA perynspHo
naswyi, no 1 naswui 3 nepsuHHa Ta OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
MIPHAM CTaKaH4YMKOM BTOPVHHA [0 Mopagky 34iicHeHHa hapMakoHarnsgy,
abo [03y0UnMm ynakoBka: 3aTBEPAKEHOro Hakas3oM MiHicTepcTea
LUMPWLIOM B KapTOHHii AT "Cocpbapma’, OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHa
nauui Bonrapis 2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
[lo3Bin Ha Bunyck 2016 poky 3a Ne 1649/29779 (y pepakuii
cepii: Hakasy MiHicTepcTBa OXOPOHM 34,0P0B’SA
AT "Cochapma”, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
Bonrapis CTaHOBWTL: 3riHO 3i CTpOKamu,
3a3HayYeHUMK y NepioAnNYHOCTI NoAaHHSA
PErynsipHux 3BiTiB 3 6e3neku
2. FIAUMHTIA TabneTkun, BKpUTI AT YkpaiHa AT "KUIBCbKWW YkpaiHa peecTpauif Ha 5 pokis 3a He UA/17455/01/01
N/1iBKOBOK 06GOJIOHKOMO, "KNIBCbKWM BITAMIHHUIA peyenmom nionsi2ae
no 10 wmr, no 10 BITAMIHHUIA 3ABOA" MepiognyHICTb NOAAHHA perynspHo
Tabnetok y 6nictepi, no 3ABOJA" OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO
3 6nicTtepu y navui o Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAXEHOro Haka3oM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHwuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku
3. AEHIFTMA® PO34MH A48 OPaIbHOro TOB YkpaiHa TOB "KYCYM YkpaiHa peecTpauif Ha 5 pokis 3a He UA/17456/01/01
3acTocyBaHHs, 2 Mr/mMs, "TNEAPAPM PAPM" peyenmom nionsizae
no 100 M1 po34nHY Y nTta" MepiognyHICTb NOAAHHA perynspHo
chnakoHi, no 1 dpnakoHy OHOB/IIOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
Y KapTOHHIi1 ynakoBLi o Mopsaaky 34iicHeHHs dhapmakoHariaay,
pasom i3 MipHOI0 3aTBepXeHoro Hakasom MiHicTepcTBa
JI0XKOH OXOPOHU 370P0B’A YKpaiHu Bif 27 rpygHs
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6nicTepn y nauui

o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBepKeHoro Hakasom MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepiogNYHOCTI NogaHHA

Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y peaakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rifHO 3i CTpOKamu,
3a3HayveHMn y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
4, AOKCOPYBIUWN | koHueHTpaT Ans AKkopA, Benuka BVMPOGHMLTBO, IHgis/ peecTpauisf Ha 5 pokis 3a He UA/17439/01/01
H AKKOPJ, po34nHy Ans iHdysili 2 Xenckea N14. BpuTaHis KOHTPO/Ib AKOCTI, Benuka peyenmom nionsizae
mr/mn, no 5 mn (10 mr), nepBuHHE Ta BputaHis MepiognyHICTb NOAAHHA perynspHo
10 mn (20 wmr), 25 mn (50 BTOPUHHE OHOB/IOBAHOrO 3BiTY 3 6e3neKkun BiANOBIAHO
mr), 50 mn (100 mr), 100 nakyBaHHs: o Mopsaaky 34iicHeHHs dhapmakoHariaay,
M1 (200 mr) y donakoHax IHTac 3aTBepXeHoro Hakasom MiHicTepcTBa
Nel dapmacbloTikanc OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
Niviten, IHAis; 2006 poky Ne 898, 3apeecTpoBaHuii B
BUPOGHMLTBO, MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
KOHTPO/b SKOCTI, 2016 poky 3a Ne 1649/29779 (y pegakuii
nepBuHHe Ta Haka3y MiHicTepcTBa OXOPOHW 340POB’A
BTOPUHHE YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
nakyBaHHs: CTaHOBWTb: 3rifHO 3i CTpOKamu,
IHTac 3a3HayveHMK y NepiognyHOCTI NOAAHHSA
dapmacbioTikanc perynspHux 3BiTiB 3 6e3neku.
Nimiten, IHAis;
BignoBiganbHWi 3a
BMNYCK cepil:
AkKoppg, Xernckea
NimiTen, Benuka
BpuTaHis;
BTOPUHHE
nakyBaHHS:
Akkopg, Xenckea
NimiTea, Benuka
BpuTaHis
5. EPrOLUETAN TabneTtku, BKPUTI AT YkpaiHa AT "KMIBCbKUI Ykpaina peecTpadist Ha 5 pokis 6e3 nionsieae UA/17457/01/01
MiBKOBOI 0BGOOHKOIO "KNIBCbKN BITAMIHHW peyenma
no 5 mr no 10 TabneTok BITAMIHHU 3ABOA" MepiognyHICTb NOJAHHA PerynsapHo
y 6nictepi, no 1 aéo 3 3ABO4" OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
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OHOB/IIOBAHOrO 3BITYy 3 6e3neku BiANOBIAHO
o Mopsaaky 34iicHeHHs dhapmakoHariaay,
3aTBEPAXEHOro Hakas3oM MiHicTepcTea
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’A

Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
PErynsipHuX 3BiTiB 3 6e3Meku
6. ITonPna, Tabnetku no 50 mr, nNo "KcaHTic Kinp CaHeka CnoBaubka peecTpauist Ha 5 pokis 3a He UA/17458/01/01
KCAHTIC 10 TabneTok y 6nictepi, dapma dapmacbioTikan3 Pecny6nika peuyenmom nionsieae
no 1 a6o no 4 a6o no 10 Nimiten" AT MepiognyHicTb NOAaHHA perynsipHo
6nicTepiB B KAPTOHHY OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
nayky o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAXEHOro Hakasom MiHicTepcTea
OXOPOHU 3/10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMK Y NepioguyYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
7. KAKCITA TabneTku, BKPUTI CaH IHais CaH IHais peecTpaList Ha 5 pokis 3a He UA/17459/01/01
N/1iBKOBOK 060/IOHKOIO, dapmacbloTuK dapmacboTrKan peyenmom nionsi2ae
no 500 mr Ne 120 an lHgacTpis IHpacTpi3 114, MepiognyHICTb NOJAHHA PerynspHo
(10x12) y 6nicTepax Nimiteq OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
3aTBEPAKEHOro Haka3oM MiHicTepcTea
OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyYHOCTI NogaHHs
PErynsipHuxX 3BiTiB 3 6e3neku
8. KANMIOP MOPOLLIOK (CybCcTaHLis) y TOB "®APM- YkpaiHa MeHrnaii MapiHe Kutaii peecTpalis Ha 5 pokis - He UA/17460/01/01
NoOABINHMX PEFICTP (WaHgoHr) Ko., nidssieae
nosnieTnIeHoBUX nTta" nTa
naketax Aans
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
9. KAPBAPYTUH PO34MH A5 iH EKLiA no yopna Ipy3ia Medpap lnau CaH. TypeyunHa peecTpauist Ha 5 pokis 3a He UA/17461/01/01
3 mny amnynax Ne 10 MEAWNLINH A.LL. peyenmom nionsizae
(5x2) nTa MepiognyHICTb NOAAHHA perynspHo
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioanYHOCTI NOAaHHSA
PErynsipHUX 3BiTiB 3 6e3Meku
10. KONIrA3- TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina peecTpauist Ha 5 pokis 6e3 niosnsieae UA/17462/01/01
340POB'A 06010HKOt0, N0 125 Mr 06MexeHo obmexeHoro peyenma
no 7 TabneTtok y BignoBigasbHi BigNoBiAa/IbHICTIO MepiognyHicTb NOAAHHSA PerynsipHo
6nictepi, no 1 a6o 2 CTHo "PapmaLueBThYHA OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
6nicTepu y kopobui "®apmaveBTu KOMMaHis o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
YyHa KOMNaHis "3p0poB'a” 3aTBEpAXEHOro Hakasom MiHicTepcTBa
"3popos'a” OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
11. KIOPNE], TabneTtku, BKPUTI Crpaiiac IHais Crpaiinc Papma IHais peecTpaList Ha 5 pokis 3a He UA/17463/01/01
N/1iBKOBOK 06O/IOHKOLO, Papma CaiieHc flimiteq peyenmom nionsi2ae
no 400 wmr, rno 28 CalieHc MepiognyHICTb NOJAHHA PerynspHo
TabneTok y hNakoHi, no Nimiteq OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
1 dh1akoHy Y KapTOHHIl o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
Kopoobui 3aTBepxeHoro Hakasom MiHicTepcTBa
OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyHOCTI NogaHHs
perynsipHmx 3BiTiB 3 6e3neku.
12. KIOPNEA-NN TabneTkun, BKpUTI Crpaiigc IHAjisA Crpaiigc ®apma IHAiA peecTpalis Ha 5 pokis 3a He UA/17464/01/01
NAiBKOBOK 060/TIOHKOIO, dapma CalieHc JliviTepg, peuenmom nidssieae
no 90 mr/400 wmr, no 28 CaiieHc MepiognyHICTb NOJAHHA perynspHo
TabneTok y pnakoHi, no Nimiten OHOB/IIOBAHOrO 3BITY 3 6e3neku BiANOBIAHO

1 chnakoHy y KapTOHHiM
KopoobLi

0o MNopsaky 34ifcHeHHs chapmakoHarnsagy,
3aTBEpXEHOro Hakasom MiHicTepcTBa
OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pepakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTL: 3rifHO 3i CTpoKamu,
3a3Ha4YeHVMU y NepioNYHOCTI NoAaHHSA
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
perynsipHmx 3BiTiB 3 6e3neku.
13. NEBO®JIOKCA | nopoLiok (cybcTaHLis) y ToBapucTBO 3 YkpaiHa UxeL3sH JlaHxya Kutaii peecTpauist Ha 5 pokis - He UA/17465/01/01
LUHY nakeTax noABiNHUX 06MexeHo dapmacbloTikan nionsi2ae
FEMIFCIAPAT noslieTuIeHoBuxX aNs BignoBigasbHi Ko., N1A.
hapmMaLeBTUYHOTO cTio "Xainsen"
3aCTOCyBaHHs
14. NEHANIAOMIA- | kancynu TBepgi no 2,5 MicTpan AHrnisA OiNnbHUS, WO Icnanisa/ Yuni/ peecTpauis Ha 5 pokiB 3a He UA/17466/01/01
BICTA Mr 10 7 Kancyny Kenitan Bignosigae 3a ManbTa peuenmom nionsieae
6nicTepi, no 3 6nictepu MeHempKMeHT nakyBaHHs, MepiognyHiCTb NOAAHHA perynspHo
B KapTOHHIi Kopo6ui Nimiten KOHTPO/1b SIKOCTI, OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
BUNYCK cepii: [0 Mopaaky 3ailicHeHHa chapmakoHarnsay,
CiHTOH XicnaHisi, 3aTBEpAXEHOro Hakasom MiHicTepcTBa
C.J1.,, IcnaHis OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
2006 poky Ne 898, 3apeecTpoBaHuii B
AinbHUUA, Wo MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
Bignosigae 3a 2016 poky 3a Ne 1649/29779 (y penakuii
BUPOBHMLITBO, Haka3y MiHicTepcTBa OXOPOHU 340POB'A
nakyBaHHs, Ykpainu Big 26 BepecHsl 2016 poky Ne 996),
KOHTPO/b SKOCTI: CTaHOBWTb: 3riAHO 3i CTPOKamu,
CiHTOH Yuni 3a3HavyeHVMK Y NepiogNYHOCTI NofaHHSA
Ntpa., Yuni perynsipHux 3BiTiB 3 6e3mneku.
OinbHUUS, WO
Bignosigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xenckea 114,
ManbTa
15. NEHANIAOMIA- | kancynu TBep4i no 5 mr MicTpan AHrnisA OiNbHUUS, Wo Icnanis/ Ywni/ peecTpauist Ha 5 pokis 3a He UA/17466/01/02
BICTA no 7 kancyn y 6nictepi, Kenitan Bignosigae 3a ManbTa peuyenmom niossieae
no 3 6nictepu B MeHepKMeHT nakyBaHHs, MepiognyHiCTb NOAAHHA perynspHo
KapTOHHIi KOpoOLyi Nimiteq KOHTPO/Ib SIKOCTI, OHOB/IIOBAHOrO 3BiTY 3 6Ge3neKkn BiANOBIZHO
BUNYCK cepii: no Mopagky 3ailicHeHHsa hapmakoHarnsgy,
CiHTOH XicnaHisi, 3aTBEpXEeHOro HakasoMm MiHicTepcTBa
C.J1., IcnaHis OXOPOHU 3[10POB’A YKpaiHu Big 27 rpyaHs

AinbHUUA, WO
Bignosigae 3a
BMPOGHMLTBO,
nakyBaHHs,
KOHTPO/1b SIKOCTI:
CiHTOH Yuni
Ntpa., Yuni

OinbHUUSA, WO
Bignosigae 3a
KOHTPO/1b SIKOCTI:

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLi YKpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuji
Hakasy MiHicTepcTBa OXOPOHM 340POB’st

Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3rif4HO 3i CTpoKamu,
3a3HayYeHVMU y NepioANYHOCTI NOAaHHS
perynspHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
Papmagokc
Xenckea N114,,
ManbTa
16. NEHANIAOMIA- | kancynu TBepgino 7,5 MicTpan AHrnis OinbHUUSA, WO IcnaHis/ Yuni/ peecTpauist Ha 5 pokis 3a He UA/17466/01/03
BICTA Mr no 7 kancyny Kenitan Bignosigae 3a ManbTa peyenmom nionsi2ae
6nicTepi, no 3 6rictepu MeHemKMeHT nakyBaHHs, MepiognyHicTb NOAAHHSA PerynsipHo
B KapTOHHIi Kopo6Lyi Nimiten KOHTPO/b SIKOCTI, OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
BUMYCK Cepii: o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
CiHTOH XicnaHis, 3aTBEpAXEHOro Hakasom MiHicTepcTBa
C.J1.,, IcnaHis OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
OinbHUUS, Wo MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
Bignosigae 3a 2016 poky 3a Ne 1649/29779 (y penakuii
BVMPOGHMLTBO, Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
nakyBaHHs, Ykpainu Big 26 BepecHs 2016 poky Ne 996),
KOHTPO/b SKOCTI: CTaHOBWTb: 3riAHO 3i CTPOKamu,
CiHTOH Yuni 3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
Ntpa., Yuni perynsipHux 3BiTiB 3 6e3mneku.
AinbHMUA, Wo
BignoBsigae 3a
KOHTPO/b SKOCTI:
dapmagokc
Xenckea JiTa.,
ManbTta
17. NEHANIAOMIA- | kancynu TBepgi no 10 MicTpan AHrnisA OiNnbHUS, WO Icnanisa/ Yuni/ peecTpaduis Ha 5 pokiB 3a He UA/17466/01/04
BICTA Mr, 1o 3 Kancynuy Kenitan Bignosigae 3a ManbTa peuenmom nionsieae
6nicTepi, no 7 6nictepis MeHeKMeHT nakyBaHHs, MepiognyHiCTb NOAAHHA perynsipHo
Y KapTOHHIli kopobui Nimiten KOHTPO/1b SIKOCTI, OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
BUNYCK cepii: [0 Mopaaky 3ailicHeHHs chapMakoHarnsay,
CiHTOH XicnaHisi, 3aTBEpAXEHOro Haka3om MiHicTepcTBa
C.J1.,, IcnaHis OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA

AinbHUUA, Wo
Bignosigae 3a
BUPOGHMLTBO,
nakyBaHHs,
KOHTPO/Ib AKOCTI:
CiHTOH Yuni
Ntpa., Yuni

OinbHUUS, WO
Bignosigae 3a
KOHTPO/1b AKOCTI:
dapmagokc
Xernckea /114,

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainu 19 rpygHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 310POB’s

Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHMU y NepiofnYHOCTI NOAaHHSA
perynspHux 3BiTiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
ManbTa
18. | NEHANIAOMIA- | kancynu TBepgi no 15 Mictpan AHrnis AinbHMUA, Wo Icnanis/ Ynni/ peecTpauif Ha 5 pokis 3a He UA/17466/01/05
BICTA Mr, no 3 kancynum y Kenitan BignoBigae 3a Manbta peyenmom nionsizae
6nictepi, no 7 6nictepis MeHeXMeHT nakyBaHHs, MepiognyHICTb NOAAHHA perynspHo
Y KapTOHHIli Kopobui Nimiteq KOHTPO/b SIKOCTI, OHOB/IOBAHOrO 3BiTY 3 6e3nekun BiANOBIAHO
BUMYCK Cepii: o Mopsaaky 34iicHeHHs dhapmakoHariaay,
CiHTOH XicnaHis, 3aTBepXeHoro Hakasom MiHicTepcTBa
C.J1., IcnaHis OXOPOHU 370POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
OinbHUUSA, WO MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
Bignosigae 3a 2016 poky 3a Ne 1649/29779 (y pegakuii
BUPOBHMNLITBO, Haka3y MiHicTepcTBa OXOPOHU 340POB’A
nakyBaHHs, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
KOHTPO/b AKOCTI: CTaHOBWTb: 3rifHO 3i CTpOKamu,
CiHTOH Yuni 3a3HayYeHVMU y NepioAnNYHOCTI NoAaHHS
Ntpa., Yuni perynspHux 3BiTiB 3 6e3neku.
OiNbHUUS, WO
Bignosigae 3a
KOHTPO/b AKOCTI:
dapmagokc
Xenckea N114,,
ManbTa
19. NEHANIAOMIA- | kancynu TBepai no 20 MicTpan AHrnis OinbHUUS, WO IcnaHis/ Yuni/ peecTpadist Ha 5 pokis 3a He UA/17466/01/06
BICTA Mr, no 3 kancynum y Kenitan Bignosigae 3a ManbTa peyenmom nionsi2ae
6nicTepi, no 7 6nictepis MeHeaXMeHT nakyBaHHs, MepiognyHICTb NOJAHHA PerynsapHo
Y KapTOHHili kopobLi Nimiteq KOHTPO/b SIKOCTI, OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
BUMYCK Cepii: o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
CiHTOH XicnaHis, 3aTBepxeHoro Haka3om MiHicTepcTea
C.J1.,, IcnaHis OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs

OiNnbHUS, WO
Bignosigae 3a
BVPOGHMLTBO,
nakyBaHHs,
KOHTPO/1b SKOCTI:
CiHTOH Yuni
Ntpa., Ywni

AinbHUUA, Wo
Bignosigae 3a

KOHTPO/1b SAKOCTI:

dapmagokc
Xenckea JitAa.,
ManbTa

2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHW 340POB’s

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3Ha4YeHUMM Y NepioguyHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3Mneku.




10

Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
20. NEHANIAOMIA- | kancynu TBepai no 25 Mictpan AHrnis OiNbHUUS, WO Icnanis/ Yuni/ peecTpauis Ha 5 pokis 3a He UA/17466/01/07
BICTA Mr, 1o 3 Kancynuy Kenitan Bignosigae 3a ManbTa peuyenmom niosnsieae
6nicTepi, no 7 6nictepis MeHeKMeHT nakyBaHHs, MepiognyHiCTb NOAAHHA perynsipHo
Y KapTOHHIl kopoobLi Nimiten KOHTPO/Ib SKOCTI, OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
BUNYCK cepii: o Mopagky 34ilicHeHHa hapMakoHarnsgy,
CiHTOH XicnaHisi, 3aTBEpAXEHOro Hakasom MiHicTepcTBa
C.J1., IcnaHis OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
AinbHUUA, Wo MiHicTepcTBi tocTuLi YKpainn 19 rpyHs
BiAnoBigae 3a 2016 poky 3a Ne 1649/29779 (y pegakuii
BUPOBHMLTBO, Haka3sy MiHicTepcTBa OXOPOHU 340POB’A
nakyBaHHs, YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
KOHTPO/b SIKOCTI: CTaHOBWTb: 3riAHO 3i CTPOKamu,
CiHTOH Yuni 3a3HavyeHVMK Y NepiognYHOCTI NoJaHHsA
Ntpa., Yuni perynsipHux 3BiTiB 3 6e3neku.
OinbHUUSA, WO
Bignosigae 3a
KOHTPO/b SIKOCTI:
dapmagokc
Xenckea N114,,
ManbTa
21. MENATOHIH MOPOLLIOK KPUCTaUTIYHUIA AT Ykpaina CBATI IHAaiA peecTpauif Ha 5 pokis - He UA/17467/01/01
(cy6cTaHuin) y naketax "KUIBCbKWM CMEHTOS3E MNBT. nionsizae
nogBiliHMx BITAMIHHW nTa,.
nonieTuneHoBux ans 3ABO"
dhapmaLieBTU4YHOro
3aCTOCYBaHHSA
22. MECHA PO34MH A5 iH KL, Amakca Benuka BTOPUHHE HimeuunHa peecTpauif Ha 5 pokis 3a He UA/17468/01/01
100 mr/mn, no 4 mn B Papmva 1T BpuTaHis nakyBaHHs, peyenmom niossieae
amnyni, no 10 amnyn y KOHTPONb MepiofnyHICTb NOAAHHS PerynsipHo
KapTOHHI KopobLi; no cepii/siKocTi, OHOB/IIOBAHOrO 3BiTY 3 6Ge3neKkun BiANOBIAHO
10 mn a6o no 50 mny BUWMYCK Cepiii: o Mopsaaky 34iicHeHHs dhapmakoHariaay,
hnakoHi, no 1 dpnakoHy Crapachapm 3aTBepXeHoro Hakasom MiHicTepcTBa

Y KapTOHHiIll kopobui

'mM6X, HimeuyunHa

BMPOBHULTBO
po3uuHy bulk,
nepBuHHe Ta
BTOPVHHE
nakyBaHHs,
KOHTPONb
cepii/akocTi:
Xaynt ®apma
BonbthparcxayseH
m6X, HimeyunHa

OXOPOHU 340POB’A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHW 3[10POB’s
YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
3a3HavYeHMU y NepioAnYHOCTI NofaHHA
perynspHux 3siTiB 3 6e3neku.
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
23. METOTPEKCAT | niodhinizat gns po3uunHy Pyn Pecny6nika Pyn Pecny6nika peecTpauis Ha 5 pokis 3a He UA/17469/01/01
Ans iHdysiii no 1000 wr, "benmegnpen Binopycb "Benmeanpenapat Binopycb peuyenmom niosnsieae
no 1 dpnakoHy B aparu" n" MepiognyHiCTb NOAAHHA perynsipHo
KapTOHHI/ navu,i OHOBJ/IKOBAHOrO 3BiTYy 3 6e3nekn BiANOBIAHO
o Mopagky 34ilicHeHHa hapMakoHarnsgy,
3aTBEpAXEHOro Hakasom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YKpainn 19 rpyHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3sy MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
24. HE®OMNAM- pO34nH ANs iH ekuin, 20 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa peecTpauis Ha 5 pokis 3a He UA/17470/01/01
340POB'A Mr/2 M1 N0 2 MN B 06MeXeHo 06MEXEHO peuyenmom niosnsieae
amnyni; no 5 amnyn'y BiANOBIAa/TbHI BiANOBIAA/LHICTIO MepiognyHiCTb NOAAHHA perynsipHo
kopobui. Mo 5 amnyn'y cTHo "®apmavleBTUYHa OHOBJ/IHOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
6nictepi; no 1 6nictepy "hapmaueBTu KOMNaHis o Mopsaaky 34iicHeHHs dhapMakoHarisay,
y Kopoo6Li YyHa KOMNaHis "3p0pos'a” 3aTBEPAKEHOr0 Haka3om MiHicTepcTea
"3p0pos'a” OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
2006 poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainun 19 rpyaHs
2016 poky 3a Ne 1649/29779 (y pegakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
perynspHux 3BiTiB 3 6e3neku.
25. OMHOINOH PO34MH ON18 iH ek, no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 Ykpaina peecTpauis Ha 5 pokiB 3a He UA/17471/01/01
HEO 1 mn B amnyni, no 5 06MeXeHo 06MEXEHO peuenmom nionsieae
amnyn y énictepi; no 1, BiANOBIAa/bHI BiANOBIAA/ILHICTIO MepiognyHiCTb NOAAHHA perynsipHo
2 abo 20 6nicTepiB y CTHo "XapkiBcbke OHOBJIHOBAHOrO 3BiTYy 3 6e3nekx BiANOBIAHO
Kopo6Li 3 KapTOHY "XapkiBCcbke hapmaueBTUyHe o Mopsaaky 34iicCHeHHs dhapMakoHariaay,
thapmaueBTny nigNpPUeEMCTBO 3aTBEpAKEHOro Haka3om MiHicTepcTBa
He "3p0poB's OXOPOHU 3[10POB’A YKpaiHu Bif, 27 rpyaHA
nigNpPUEMCTBO Hapogay" 2006 poky Ne 898, 3apeecTpoBaHuii B
"3a0poB's MiHicTepcTBi tocTuLi YKpainun 19 rpygHs
Hapogay" 2016 poky 3a Ne 1649/29779 (y penakuii
Haka3y MiHicTepcTBa OXOPOHU 340POB'A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBUTL: 3rifHO 3i CTPOKamu,
3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
pPerynsipHux 3BiTiB 3 6e3neku
26. ONTULIE® rpaHynv ans opanbHoi ToBapucTBo 3 YKpaiHa ToBapucTBO 3 YKpaiHa peecTpauis Ha 5 pokis 3a He UA/17472/01/01
cycneHsii, 100 mr/5 mn 06MmeXeHo 06MEXEHO peuenmom nionsieae
no 32 r rpaHyn ans BignoBigasIbHi Bi4NOBiAA/IbHICTIO MepioAMYHICTb NOAAHHS PEryAsipHO
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
npuroTyBaHHsA 60 M cTio "Arpodhapm" OHOBJ/IKOBAHOrO 3BiTYy 3 6e3neku BiANOBIAHO
cycneHsii y donakoHi 3 "Arpodhapm” Ykpaina o Mopsaaky 34iicHeHHs dhapMakoHarisay,
6pyHaTHoro ckna, no 1 (Buniyck cepii, 3aTBEpAXEHOro Haka3om MiHicTepcTBa
chnakoHy pasom 3 rakyBaHHs i3 in OXOPOHU 340POB’A YKpaiHu Bif 27 rpygHs
MipHOIO JTOXKOHO B MaulLy; bulk supobHuka 2006 poky Ne 898, 3apeecTpoBaHuii B
no 53 r rpaHyn ans Ankanoio A MiHicTepcTi tocTuLi YKpainu 19 rpyHs
npurotyeaHHsa 100 mn Ckor'e, 2016 poky 3a Ne 1649/29779 (y pegakuii
cycneHsii y donakoHi 3 Pecny6nika Haka3y MiHicTepcTBa OXOPOHY 34,0P0B’SA
6pyHaTHoro ckna, no 1 MakedoHisi) Ykpainu Bif 26 BepecHsn 2016 poky Ne 996),
chnakoHy pasom 3 CTaHOBWTb: 3riHO 3i CTpOKamu,
MipHOIO JTOXKOIO B NnauLlj KOHTPO/b SAKOCTI: 3a3HavyeHVMK Y NepiognYHOCTI NoJaHHsA
ToBapucTso 3 perynsipHux 3BiTiB 3 6e3neku.
06MEXEHOI0
BiANOBiAA/IbHICTIO
"Hatyp+"
YkpaiHa
27. ONTULE®D rpaHynun ans opanbHoi ToBapucTBO 3 YkpaiHa BUNYCK Ta aHani3 Pecny6nika peecTpadist Ha 5 pokis - He UA/17473/01/01
GMP cycneHsii, 100 mr/5 mn 06MexeHo cepii; MakepoHis, nionsi2ae
no 32 r rpaHyn ans BiANOBIAa/TbHI BMPOGHMLTBO Ta KOMULWHSA MepiogunyHicTb NOAAHHSA perynsipHo
npuroTyBaHHa 60 Mn cTio nakyBaHHS y FOrocnascbka OHOBJ/IKOBAHOrO 3BiTY 3 6e3neku BiANoOBI4HO
cycnersii y pnakoHi 3 "Arpochapm” NepBUHHY Pecny6nika o Mopsaaky 3aiicHeHHs dhapmakoHariaay,
6pyHaTHOro cka, in yMaKoBKy: 3aTBEpAXEHOro Hakasom MiHicTepcTBa
bulk: 13514 dnakoHis Ankanoig AL OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
no 32 r Ta 13514 mipHux Ckon'e, 2006 poky Ne 898, 3apeecTpoBaHuii B
TNIOXOK Y KaPTOHHUX Pecny6nika MiHicTepcTBi tocTuLii Ykpainu 19 rpyaHs
Kopobkax; no 53 r MakepfoHis1, 2016 poky 3a Ne 1649/29779 (y penakuii
rpaHyn gns KOJINLLIHA Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
npurotyeaHHs 100 mn tOrocnascbka Ykpainu Big 26 BepecHs 2016 poky Ne 996),
cycneHsii y donakoHi 3 Pecny6nika CTaHOBWTb: 3rigHO 3i CTpoKamu,
6pyHaTHOro ckna, in 3a3Ha4YeHUMM Y NepioguYHOCTI NogaHHs
bulk: 8159 dhnakoHis no perynsipHux 3BiTiB 3 6e3mneku.
53 r Ta 8159 MipHUX
JIOXOK Y KaPTOHHUX
Kopo6Kax
28. ONTULE®D TabneTtku, BKPUTI ToBapucTBO 3 YkpaiHa BMNYCK Ta aHani3 Pecny6nika peecTpadist Ha 5 pokis - He UA/17473/02/01
GMP N/1iBKOBOK 060/IOHKOIO, 0bMexeHo cepii; MakepoHis, nionsi2ae
no 400 Mr no 7 TabneTok | BiANOBIAA/IbHI BMPOGHMLTBO Ta KOJINLLIHA MepiognyHICTb NOJAHHA PerynsapHo
y 6nictepi; in bulk: 7357 CTHo nakyBaHHs y lOrocnascbka OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
6nictepiB No7 y "Arpochapm” NepBUHHY Pecny6nika o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
KapTOHHMX KOPOGKax yNaKkoBKy: 3aTBEPAKEHOro HakasoM MiHicTepcTea
Ankanoig AL OXOPOHU 3[10POB’A YKpaiHu Big, 27 rpyaHs
Ckor'e, 2006 poky Ne 898, 3apeecTpoBaHuii B
Pecny6nika MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
MakepfoHis1, 2016 poky 3a Ne 1649/29779 (y penakuii
KOJINLLIHA Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
HOrocnascbka YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
Pecny6nika CTaHOBWTb: 3rigHO 3i CTpoKamu,

3a3Ha4YeHUMM Y NepiogNYHOCTI NogaHHA
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
perynsipHmx 3BiTiB 3 6e3neku.
29. ONTULE®D TabneTku, BKPUTI ToBapucTBO 3 YkpaiHa ToBapucTBo 3 Ykpaina peecTpauist Ha 5 pokis 3a He UA/17472/02/01
NAiBKOBOK 060/TIOHKOHO, 06MeXeHo 06MEXEHO0 peuyenmom nionsieae
no 400 Mr no 7 TabneTok | BignoBiganbHi BigNoBiAa/IbHICTIO MepiognyHicTb NOAaHHA perynsipHo
y 6nictepi; no 1 abo 2 CTHo "Arpodpapm" OHOB/IOBAHOrO 3BiTY 3 6€3nekun BiANOBIAHO
6nicTepy B nayi "Arpochapm” YkpaiHa o Mopsaaky 3aiicHeHHs dhapmakoHariagy,
(nakysaHHs i3 in 3aTBEpAXEHOro Hakasom MiHicTepcTBa
bulk supobHuka OXOPOHU 3/10POB’A YKpaiHu Big, 27 rpyaHs
Ankanoio A 2006 poky Ne 898, 3apeecTpoBaHuii B
Ckor'e, MiHicTepcTBi tocTuLi Ykpainu 19 rpyaHs
Pecnyb6rika 2016 poky 3a Ne 1649/29779 (y penakuii
MakedoHis ma Haka3y MiHicTepcTBa OXOPOHMW 340POB’s
BUMYyCK cepil) Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
KOHTPO/b AKOCTI: 3a3Ha4YeHUMK Y NepioguyYHOCTI NogaHHs
ToBapucTBo 3 perynsipHux 3BiTiB 3 6e3mneku.
obmexeHoo
BiANOBIAA/LHICTIO
"Hartyp+"
YkpaiHa
30. CMNEKTPINA NopoLUOK A8 Mepak HimeuunHa Bupo6HuK, Lo HimeuunHa peecTpauist Ha 5 pokis 3a He UA/17474/01/01
KOHUeHTpaTy ans lesenbliadt Bignosigae 3a peyenmom nionsizae
pO34nHy AN iHdysii, no dorop KNiHiwe MapKyBaHHs MepiognyHICTb NOAAHHA PerynsipHo
10 000 OJ, y dhnakoHi, LLnewyianbnpe BTOPWHHE OHOB/IIOBAHOrO 3BiTY 3 6Ge3neKkun BiANOBIAHO
Ne 1 a6o Ne 5 napate M6X nakyBaHHs Ta 3a o Mopsaaky 34iicHeHHs dhapmakoHariaay,
BUNYCK cepii: 3aTBEPXEHOr0 HakasoM MiHicTepcTea
Megak OXOPOHU 3740POB’A YKpaiHu Bif, 27 rpyaHs
[esenbliadt drop 2006 poky Ne 898, 3apeecTpoBaHuii B
KniHiwe MiHicTepcTBi tocTuuii Ykpainu 19 rpyaHs
LLineujanbnpenapa 2016 poky 3a Ne 1649/29779 (y pegakuii
Te M6X, Haka3y MiHicTepcTBa OXOPOHY 34,0pP0B’SA
HimeuunHa YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3rigHO 3i CTpoKamu,
Bnpo6HuK, Wwo 3a3HaYeHMK y NepiognyHOCTI NOAAHHSA
Bignosigae 3a perynspHux 3siTiB 3 6e3neku.
BMPOGHMLITBO
roTOBOT NiKaPCbKOT
¢opmMu, NepBuUHHE
nakyBaHHs,
BMNPO6YBaHHA/KOH
TpONb cepii:
PeHTWwWNEp
BioTekHonori
vm6X, HimeyunHa
31. TALANA®IN MOPOLLIOK (Cy6CTaHLis) y XoHop /1ab IHais XoHop /1a6 IHais peecTpauis Ha 5 pokis - He UA/17475/01/01
noABiHMX Nimiten Nimiten, (FOHiT-11) nionsi2ae

nonieTnIeHoBMX
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Ne Hassa ®dopma sunycKy 3asaBHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Peknamys Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKA Bionycky aHHs peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
naketax Ans
chapmaLeBTUYHOTO
3aCTOCYyBaHHSA

HauanbHUK Bigainy 3 nutaHb (papmaueBTUYHOI
[isnbHOCTI lenapTaMeHTy BNpoBagKeHHs pedopm T.M. NIAcKOBCbKUIA




AopaTok 2

Ao Hakasy MiHicTepcTBa 0XOPOHU
3[40pOB’A YKpaiHu

30.05.2019 Ne 1212

MEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNX 3ACOBIB (MEANYHUNX IMYHOBIOOIN4YHUX MPEMNAPATIB), AKI BHOCATbLCA A0
DEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHUN

060/10HKO0, M0 5
mr no 10 TabneTok
y 6nicTepi; no 1
abo 2 6nictepn y
nauuj 3 KapToHy

3MiHM Y KOPOTKili XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHOro
3aCTOCYBaHHSA reHepuYHMX/ribpuaHux/6ionodibHNxX
NiKapcbKnx 3acobiB Nic/isa BHECEHHA TiET camoi 3MiHM Ha
pedhepeHTHWIN Mpenapar (3MiHa He NoTpebye HadaHHsA
XOAHUX HOBUX A0AATKOBUX AaHnX) 3MiHW BHECEHI A0
IHCTPYKLT 418 MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3aco6y B po3ginu: "®apmakoorivyHi B1acTmBocTi”,
"Moka3aHHsA"(yTo4YHeHHs iHdhopMaLiT), "B3aemogis 3
iHLMMKW NiKapCcbKMK 3aco6amMi Ta iHLLi BUAM B3aeMogiit”,
"Oco6nNMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Yy nepiog,
BariTHOCTi abo roflyBaHHs rpyaar”, "3aaTHicTb BNaMBaTh
Ha LUBWAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWKrMK mexaHismamun”, "Oitn" (iHnhopmauis woao
6e3neku), "MobivHi peakuii” BiANoBiAHO A0 iHopMaLii
LLIOA0 MELMYHOrO 3aCTOCYBaHHA pedhepeHTHOro
nikapcbkoro 3acoby (EPIYC, TabneTtku, BKpUTI NiBKOBOO
060/10HKOI0, 5 Mr).

MepiognyHICTb NOAAHHA PerynspHO OHOB/THOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
dpapmakoHarnsgy, 3aTBepKEHOr0 Hakasom

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamys Homep
n/n JliKapcbKO20 (nikapcbka 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsio4yeHHs
ynakosKa)
1. AEPTAN® Kpem, 15 mr/l r no BAT "leneoH YropmHa BAT "T'efeoH YropwmHa MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH. 6e3 nidnsieae UA/13910/01/01
60 ry Ty6i; no 1 PixTep" PixTep" peyenma
Ty6i B KQPTOHHIi MepiognyHiCTb NOAAHHA PErynspHO OHOBJIIOBAHOTO 3BITY
ynakoBLji 3 6e3nekn BignNoBigHO A0 Mopsaky 34iiCHEHHS
chapmakoHarnsgy, 3aTBepKeHOro Haka3om
MiHicTepcTBa OXOpPOHW 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU 34,0pOB’A
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU y NepiofNYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
2. ANEProcTon TabneTku, BKpUTI MPAT YkpaiHa MPAT YkpaiHa MepepeecTpauisi Ha HEOGMEXEHWNI TePMiH. 3MiHK | Tuny - 6e3 nionsizae UA/10337/01/01
® NNiBKOBOO "®ITOPAPM" "®ITOPAPM" 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta dhapmakoHarnsay. peyenma
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TeCTyBaHHA,

no3un” (iHpopmauis wopao 6e3nekn), "MepenosyBaHHA",

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o

3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIoANYHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.

3. APMAAIH po3unH ansa TOB HB® YkpaiHa BiANOBIga/IbH YkpaiHa MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/9896/01/01
iH'ekuii, 50 mr/mn "MIKPOXIM" nin 3a peyenmom nionsieae
no 2 Mn B amnyni; BUPOGHMLITBO MepiognyHICTb NOAaHHA PerynspHO OHOB/TIOBAHOIO 3BITY
no 5 amnyny Ta 3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
KaceTi; no 2 kacetu KOHTPO/b/BUN chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
B nauuji 3 KapToHY pobyBaHHs MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs

cepii, He 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
BK/IHOYa0UU tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
BUNYCK cepil: (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
MpusaTHe YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
akujioHepHe 3riHO 3i CTPOKaMK, 3a3HaYeHNMU Y NEPIOANYHOCTI
TOBapWCTBO nojaHHA perynsapHuX 3BiTiB 3 6e3neku.
“Nekxim —
XapkiB”,
YKpaiHa;
BiANOBIga/IbH
nii 3a BUMyCK
cepil, He
BK/IOYa0UM
KOHTPOb/BUM
pobyBaHHs
cepii:
TOB HB®
"MIKPOXIM",
YKpaiHa
4, AUL® NOpPOLLOK AN CaHpo3 CnoBeHis BUNYCK cepil: HimeuunHa/ | MepepeecTpalisi HA HEOOMEXEHWI TepMiH. 3MiHK | Tuny - 6e3 niossieae UA/6568/02/02
FAPSYNIA OpasIbHOIO dapmacbHoTiK Cantotac LBeiiuapis | 3MiHn Wono 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy. peyenma
HAMIA MEA, po3unHy no 200 wmr; an3 a.a. dapma M'm6X, 3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
NMMOH no 3 r NopoLLKy B HimeyunHa TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4151 MeANYHOro
nakeTuky; no 20 3acToCyBaHHS Ha NigcTaBi perynsapHO OHOB/OBAHOMO
nakeTukiB y BUPOGHMK in 3BiTy 3 6€3Mekmn Nikapcbkoro 3acoby, abo focnigpkeHb 3
KapTOHHI KopooLi bulk, 6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
TeCTyBaHHS, nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTat OLiHKM
nakyBaHHs: 3BITY 3 JOCNiAKeHb, NPOBEAEHMX BifNOBIAHO A0 NnaHy
Ninpodapm negiatpuyHux gocnimxkerb (PIP) (3MiHy y3rompkeHo 3
m6X, KOMNETEHTHNUM YNOBHOBaXKEHUM OpraHoM) 3MiHV BHECEHI
HimeuunHa [0 IHCTPYKUiT AN1S MeANYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby y po3ginu: "MNpoTunokasaHHs", "B3aemogis 3
BUPOGHUK in iHLUIMMKW NiKapcbKMKM 3acobamMu Ta iHLWi BUAW B3aemMogiii",
bulk, "Oco6mBoCTi 3acTocyBaHHA", " "Cnoci6 3acTocyBaHHsS Ta
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
nakyBaHHs: "Mo6ivHI peakui™ BigNOBIAHO A0 OHOB/IEHOI iHhopmaLlii 3
3amb0H 6e3nekun A4ito4oi pevoBUHN.
CaiT3enaHp
n1g, MepiognyHICTb NoAaHHA PerynspHO OHOB/TIOBAHOIO 3BITY
LLBeliLapis 3 6e3neku BiANOBIAHO A0 MopsAaKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIOANYHOCTI
noJilaHHsA perynsipHuX 3BiTiB 3 6e3neKu.
5. ALULU® MOPOLLIOK ANs CaHpo3 CnoBeHis BWMNYCK Cepil: HimeuunHa/ | MepepeecTpalist Ha HEOOMEXEHWI TePMIH. 3MiHK | Tuny - 6e3 nionsizae UA/6568/02/01
FAPSIYMI opasibHOro dapmacboTik Cantotac LBefiuapis | 3miHn WwWoao 6e3nekn/edheKTBHOCTI Ta hapmakoHarnsgy. peyenma
HAMIA MEJ, po3unHy no 600 mr; an3 a.4. dapma M'v6X, 3MiHa y KOpOTKili XxapakTepucTuLi NikapcbKoro 3acoby,
NMMOH no 3 r NopoLLKy B HimeuunHa TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHOro
nakeTuky; no 6 3aCcTOCyBaHHSA Ha MigcTaBi peryaspHO OHOB/IOBAHOMO
nakeTukiB y BUPOGHUK in 3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo focnimpkeHb 3
KapTOHHI Kopoo6Li bulk, 6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
TecTyBaHHs, nicnspeecTpauiiinii nepiog, abo Sk pe3ynbTaT OLiHK/
nakyBaHHs: 3BiTY 3 OCNiXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
Ningodhapm negiatpnyHmx gocnigpkerb (PIP) (3MiHy y3rogpkeHo 3
v6X, KOMMETEHTHVMM YNOBHOB&XEHNM OpraHoM) 3MiHU BHECEHi
HimeyunHa [0 IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu: "MpoTunokasaHHa", "B3aemogis 3
BMPOGHMK in HLIMMKU NiKapcbKMKU 3acobamMu Ta iHLWi BUan B3aemogiii",
bulk, "Oco6mBoCTi 3acTocyBaHHA", " "Cnoci6 3acTocyBaHHsA Ta
TeCTyBaHHs, no3n" (iHchopmauia wono 6esnekn), "MepesosyBaHHs",
nakyBaHHs: "Mo6iuHi peakwyji" BigNOBIAHO [0 OHOBMEHOI iHhbopMmaLi 3
3am60H 6e3nekun 4jtoyoi pevyoBUHN.
CsiT3enaHg
n1g, MepiognyHICTb NOAAHHA PErynspHO OHOB/HOBAHOIO 3BITY
LLiBeiiuapis 3 6e3neku BianoBigHO Ao Mopaaky 34iNCHEHHS
thapmakoHarnsgy, 3aTBepXeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU 34,0POB’SA
Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMM y NePIOANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
6. BICOMPOO/Y | nopoLok My6niuHe YkpaiHa MOEXC IcnaHis nepepeecTpauisi Ha HeobMexeHuit TepMiH - He UA/13870/01/01
DYMAPAT (cy6eTaHuis) y akujioHepHe KATATAHA nionsizae
noAaBiiHMX TOBapuCTBO C.J.
nonieTuIeHoBMX "HaykoBo-
naketax gns BMPOGHNYNIA
chapmaueBTUYHOro LeHTp
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
3acToCyBaHHsA "BopLuariBcbk
nii Ximiko-
thapmavueBTuy
HWii 3aBog”
7. BO®EH cycneHsis My6niyHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauisi Ha HEOBMEXEHWI TePMiH. 3MiHK | Tuny - Ges He UA/10184/01/01
opasibHa, 100 mr/5 akuioHepHe akuioHepHe 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peuenma nionsieae
M1 no 100 mny TOBapuCTBO TOBapuCTBO 3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
dh1aKkoHi CKNsTHOMY "HaykoBo- "HaykoBo- TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHoro
abo noniMepHomy; BMPOGHUYNIA BMPOGHUYNIA 3acTOCyBaHHSA Ha niacTasi peryasipHo OHOB/IOBAHOTO
no 1 cpnakoHy B LEeHTp LEeHTP 3BiTy 3 6€3neKkun Nikapcbkoro 3acoby, abo gocnigpkeHb 3
nauuj pasom 3 "BopLiariscbk "BopLuariBcbk 6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
NIOXKOIO nii Ximiko- WiA XiMiKo- nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHKM
[,03yBa/IbHOIO; MO thapmavueBTuy thapmauesTuy 3BITY 3 JOCNIAKEHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
100 mny 6aHui Hui1 3aBoa” HWii 3aBog” negjarpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
noniMepHiii pazom KOMMNETEHTHUM YNOBHOBaXEHUM OpraHom) 3MiHu
3 JIOXKOHO BHECEHO [0 IHCTPYKLUiT Yy po3ainu "MpoTunokasaHHs",
[,03yBaU1bHOIO B "Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y nepiog,
nauui BariTHOCTI abo rogyBaHHA rpyaat”, "3aatHicTb BNaMBaTu
Ha LIBMAKICTb peakuii Npu kepyBaHHi aBTOTPaHCNOPTOM
abo iHWyMKU MexaHiamamu”, "Cnocib 3acTocyBaHHs Ta
no3un" (wono 6esnekn), "MobivHi peakuii” BignosBigHO A0
OHOBJIEHOT iH(hopMaLii 3 6e3nekn Ailo4oi peYOBUHU.
MepiognyHICTb NOAaHHA PerynspHO OHOB/IIOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM Y NEPIOANYHOCTI
nofilaHHA perynsipHuX 3BiTiB 3 6e3neku.
8. BEHOTOH® Maca nogpioHeHa NAT Ykpaina NAT YkpaiHa MepepeecTpauis Ha HEOOMEXeHUA TEPMIH - He UA/13979/01/01
(cybcTaHuis) 3 "Ximdhapmszas "Ximthapm3as niossieae
CyMiLLi NikapCbKOT opg "YepBoHa of, "YepsoHa
POC/IMHHOT 3ipka" 3ipka”
CUPOBUWHN Y MiLLIKax
nanepoBmx Ans
BMPOGHULITBA
HecTepuIbHNX
nNiKapcbknx hopm
9. BIHBOPOH® TabneTkn, BKPUTI My6niuHe YKpaina My6niyHe YkpaiHa MepepeecTpauis Ha 5 pokiB 3a He UA/0241/02/01
NNiBKOBOO akuioHepHe akuioHepHe peyenmom niosnsieae
060/10HKO0, N0 20 TOBapucTBO TOBapuCTBO MepiognyHiCTb NOAAHHA PerynspHO OHOBJIIOBAHOTO 3BITY
Mmr no 10 TabneTok "HaykoBo- "HaykoBo- 3 6e3nekn BignNoBigHO A0 MopsaKy 34iiCHEHHS
y 6nicTepi; no 1 BUPOBHMYNIA BMPOGHNYMIA hapMakoHarnsay, 3aTBepIXeHoro Hakasom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
abo no 4 6nictepn LeHTp LEeHTp MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
y navui "BopLyariscbk "BopuuariBcbk 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
UiA XimMiKo- WA XiMiKo- tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
thapmaueBTuy hapmaueBTny (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
HWii 3aBof" HWi1 3aBoA" YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIoANYHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.
10. BIHBOPOH® TabneTtkn, BKPUTI My6niuHe YkpaiHa My6niyHe YkpaiHa MepepeecTpauis Ha 5 pokis 3a He UA/0241/02/02
NAiBKOBOO akuioHepHe akujioHepHe peyenmom nionsizae
o060n0HKot0, no 40 TOBapUCTBO TOBapMCTBO MepiognyHICTb NOAaHHA PerynspHO OHOB/TIOBAHOIO 3BITY
mr no 10 TabneTok "HaykoBo- "HaykoBo- 3 6e3nekn BigNOBIAHO A0 MopsaaKy 34iiCHEHHS
y 6nicTepi; no 1 BMPOGHUYNIA BMPOGHUYNIA thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
abo no 4 6nictepu LeHTp LEeHTp MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
y nauui "BopLyariscbk "BopuuariBcbk 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
Ui XimiKo- WA XiMiKo- tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
hapmaveBTny hapmaueBTny (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
Hui 3aBog” Hui 3aBog” YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riHO 3i CTPOKaMK, 3a3HaYeHNMU Y NEPIOANYHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.
11. BITAMIH E pignHa AT Ykpaina XKewaHr HXY Kutai MepepeecTpayis Ha HEOOMEXeHU TEPMIH - He UA/13966/01/01
ONINHNIA MacnsHucTa "KMIBCbKWI KomnaHi /174 nionszae
(cy6eTanuis) y BITAMIHHUIA
60u4kax meTaneBux 3ABO"
AN BUpOOHMLTBA
HecTepubHNX
NiKapcbKnx 3acobis
12. FEPMNEBIP® NOpoLLIOK AN NAT YkpaiHa MAT Ykpaina MepepeecTpauisi Ha HEOBMEXEHWI TePMIH. 3MiHK | TUny - 3a He UA/2466/01/01
po34UMHYy AN "Kuismegnpen "Kuismegnpen 3MiHu Wwopao 6esnekn/ethekTUBHOCTI Ta hapMakoHarnsgy. peyenmom nionszae
iH'ekUin no 250 mr apar” apat" 3MiHa y KOpOTKiil XapaKTepucTULi Nikapcbkoro 3acooby,

10 donakoHiB 3
MOPOLLKOM Y
KOHTYpHil
YapyHKoBIli
ynakosLi, no 1
KOHTYpHil
YapyHKoBIli
ynakoBLji B nauLi

TEKCTi MapKyBaHHS Ta iHCTPYKLIT 4151 MeANYHOrO
3acTOCyBaHHSA Ha niacTasi peryasipHO OHOB/OBAHOTO
3BiTy 3 6€3Mekmn Nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHA NliKkapCbKoro 3acoby B
nicnApeecTpaviiHnii nepiog, abo sk pesynbTar OLiHK/
3BIiTY 3 JOC/iZ)KeHb, MPOBEAEHNX BiAMOBIAHO A0 NaaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHy y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLiT 4715 MeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ainis: "MokasaHHS"
(yTouHeHHs), "MpoTnnokasaHHa", "B3aemogis 3 iHWnmu
niKkapcbknMmy 3acobamu Ta iHLWi BUAW B3aeMOSin"”,
"Oco6NMBOCTI 3acTOCyBaHHSA", "3acTocyBaHHs B Nepiog,
BariTHOCTi abo rogyBaHHsA rpyaa" (YTOUHeHHS), "TMo6iuHi
peakuii” BignoBigHO 40 OHOB/EHOT iHChopmalii 3 6e3nekn
Lir040i pevoBUHN.

MepiognyHiCTb NOAAHHSA PErysIApPHO OHOBJIIOBAHOTO 3BITY
3 6e3neku BianoBigHO A0 Mopsaky 3aiiCHEHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
chapmakoHarnsgy, 3aTBepiKeHoOro Hakasom
MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU y NepiognYHOCTI
noAaHHA perynsipHuX 3BiTiB 3 6e3neku
13. AVKNO®EHAK | nopoluok ToBapucTBo 3 YkpaiHa Hinréo Cmapt Kutaii MepepeecTpavis Ha HeObMeXeHUA TEPMIH - He UA/10343/01/01
HATPIO (cybeTaHuin) y 06MeXeHo damacbioTika nionsieae
[BOX MakeTax 3 BiANOBIAA/bHI n Ko., 1.
nonieTuneHy ans CTIO
hapmaLeBTUYHOIO "®apmaueBTn
3acToCyBaHHSA YyHa KOMMaHis
"3p0pos'a”
14. EBPAHTUN po3unH Ansa Takega M'mM6X HimeuunHa BMPOGHMLITBO ABCTpis MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/9943/02/01
iH'ekUii, 5 mr/mn no 3a NOBHUM peyenmom niosnsiecae
5 mn (25 wmr) abo LMKIOM: MepiognyHICTb NOA4AHHA PErynsipHO OHOBJIOBAHOIO 3BITY
no 10 mn (50 mr) B Takepa 3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
amnyni; no 5, abo ABcTpist TM6X, hapmMakoHarnagy, 3aTBepXeHoro Hakasom
no 10, a6o no 50 ABCTpist MiHicTepcTBa OXOpPOHM 340POB’'A YKpaiHu Bif, 27 rpyaHs
amnyn y KapTOHHIl 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
Kopoo6Li KOHTPO/1b tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
AKOCTI (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
(«CTepunbHic YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
Tb»): 3riHO 3i CTpOKaMu, 3a3Ha4eHUMU y NepiofnUYHOCTI
EVIKEC noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
rvmeX IMEA,
ABCTpIf
15. EAEM® PIHO cnpeli HasaNbHUIA, NAT Ykpaina MAT YkpaiHa MepepeecTpauis Ha HEOOMEXEHWUIA TEPMIH. 6e3 nionsieae UA/14054/01/01
po3umH no 10 mny "®apmak” "®apmak” 3MiHu Wwopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peyenma

donakoHi; no 1
nakoHy y nauui

3MiHM y KOPOTKili XapaKTepuCTuL NikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MEANYHOTO
3aCTOCYBaHHS reHepuYHMX/ribpuaHux/6ionodibHx
NiKapcbKnx 3acobiB Nic/a BHECEHHA TiET camol 3MiHW Ha
pedoepeHTHUIA npenapart (3mMiHa He NoTpebye HagaHHS
XKOOHUX HOBUX [OAATKOBUX flaHnX) - 3MiHM BHECEHO A0
IHCTPYKUIT y po3ainu: "dapmakoTepaneBTnyHa rpyna. Kog
ATX " (3atBepmkeHo: RO1A B01; 3anponoHoBaHo: RO1A
B), "Moka3aHHA" (YTOUHEHHS iHchopmai),
"MpoTunokasaHHa", "B3aemogis 3 iHWMMU NiKapCbKMmu
3acobamu Ta iHWi BuAn B3aemogiit”, "OcobamBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepiog, BaritTHoCTi abo
rofyBaHHs rpyaar”, "3aatHicTb BNMBATU Ha LIBUAKICTb
peaxuii Npu kepyBaHHi aBTOTPAHCMOPTOM ab0 iHLWMMK
MexaHiamamu”, "Cnoci6 3actocyBaHHs Ta gosu”, "ditn"
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

(yTouHeHHs iHdhopMaLit), "Mepeno3yBaHHA", "Mo6iYHi
peakuii" 3rigHo 3 iHhopmaLjielo Woa0 MeanyHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(BIBPOLWN, cnpeii HazanbHWiA).

MepiognyHICTb NOAAHHA PerynspHO OHOB/THOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
MiHicTepcTBa 0XOpOHM 340POB’S YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpaiHuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTbL:
3ifHO 3i CTPOKaMK, 3a3HaYeHMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

16.

EK3EMAPUH

TabneTtku, BKPUTI
NNiBKOBOIO
060710HKoI0, Mo 25
mr, no 10 TabneTok
y 6nicTepi; no 3
6nictepu B nayuj 3
KapTOHY

AnsoreH IMNMKo
C.ap.n

Jiokcembyp
r

Bci cTagii
npouecy
BMPOGHMLTBA:
EiileH dapma
Nimvites,
IpnaHgjs

MepBuUHHE i
BTOPVHHE
nakyBaHHs:
MinmayHT
Xenckea J1Ta,
IpnaHgis

IpnaHgis

MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH.
3MiHu Wwopao 6esnekn/ethekTUBHOCTI Ta hapmakoHarnsagy.
3MiHU Y KOPOTKili XapakTepucTuL, Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIT 4151 MeAUYHOTO
3aCTOCYBaHHS reHepuyYHMX/ribpuaHux/6ionodibHnx
nNiKapcbKMx 3aco6iB Nicns BHECEHHS TiEl camol 3MiHN Ha
pedhepeHTHW1 Npenapar (3MiHa He NOTPebye HadaHHA
XOAHUX HOBUX JOAATKOBUX faHMX) - 3MiHM BHECEHO 0
IHCTPYKLji y po3ainu: "®apmakonorivyHi BlacTueocTi”,
"MpoTnnokasaHHA" (YTOUHEHHS iHchopmali), "B3aemogis
3 iHWYMK NikapcbkMMK 3acob6amu Ta iHLWi BUan
B3aemogiin", "OcobMBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo rogyBaHHs
rpyAA0”, "3aatHiCTb BIMBATY Ha LWBMAKICTL peakLii npn
KepyBaHHi aBTOTPaHCMOpPTOM abo iHWMMKN MexaHismamu',
"Cnoci6 3acTocyBaHHA Ta fo3u", "MNepefo3yBaHHsA",
"Mo6iuHi peakuii" 3rigHO 3 iHChopMaLi€ero Wof0 MeAnyYHOro
3aCTOCyBaHHA pethepeHTHOro Nikapcbkoro 3acoby
(APOMA3WH, TabneTku, BKPUTI LyKPOBOIO 060/I0HKOO MO
25 wr).

MepiognyHICTb NOAaHHA PerynspHO OHOB/IOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHNMM Yy NEPIOANYHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.

3a
peyenmom

He
nionsieae

UA/13698/01/01

17.

EPBU
LWEPCTUCTOI

TpaBa (cybcTaHLuis)
Y MilLKax, THKax,

MpAT
"JlikTpaBun"

Ykpaina

MpAT
"NlikTpasun"

Ykpaina

MepepeecTpayis Ha HEOOMEXEHUA TEPMIH

He
nionsicae

UA/3297/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
TPABA Kinax ans
BMPOGHULITBA
HecTepuIbHNX
nNiKapcbknx hopm
18. E®NOPAH po3unH ansa KPKA, g.4., CnoBeHis KPKA, a.4., CnoseHis MepepeecTpauis Ha HEOBMEXEHUI TEPMIH. 3a He UA/0928/02/01
iHcpysiii, 500 HoBo mecTo HoBo mecTo 3miHu | TUNY - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom nionsizae
mMr/100 mn no 100 hapmakoHarnsgy. 3mMiHa y KopoTkili xapakTepucTu,i
My hakoHi, no 1 nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT 4ns
chrakoHy B MeAMYHOro 3acTOCyBaHHA Ha NiACTasi PerynsipHo
KapTOHHIA KOpooLi OHOB/IOBAHOIO 3BITY 3 6e3neku nikapcbKoro 3acoby, abo
LocniopkeHb 3 6e3nekn 3acToCyBaHHS NikapCbKoro 3acoby
B nicnsipeecTpauiiiHuii nepiog, abo sk pe3ynbTaTt OLiHK/
3BiTY 3 OCNiXEeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negiarpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEHI [0 IHCTPYKLi y po3ainun: "B3aemogis 3 iHWnmu
nikapcbkMmn 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco6nmBocCTi 3acTocyBaHHA", "Mo6iuHi peakuii” 3rigHo 3
JaHumMu Wwopo 6e3nekn fitoyoi peyoBUHN.
MepiognyHICTb NOAAHHA PEryaspHO OHOB/HOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa 0XOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU 34,0POB’A
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3iHO 3i CTPOKaMu, 3a3HaYeHMM y NePIoANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3MneKu.
19. 3UBOKC pO34nH Ans Mdpaiizep IHK. CWA PpeseHiyc Hopseris MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1969/02/01
iHcpysiiA, 2 mr/mn; Kab6i Hopre peyenmom nionsizae
no 300 mn B AC MepioAnYHICTb NOAAHHA PerynspHO OHOBJIKOBAHOIO 3BITY
cucTemi gns 3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS

BHYTPILLHbOBEHHOT
0 BBeleHHs; no 1
CcuCTEeMi B ynakoBL,i
3 NamiHoBaHoTl
donbru 3
MapKyBaHHAM
YKpaiHCbKOIo
MOBOIO; 1Mo 100 mn
B cUCTeMi ans
BHYTPILLUHbOrO
BBEeAEHHSA; no 1
CcuCTEeMi B ynakoBL,i
3 NamiHoBaHoTl
¢onbru 3

chapmakoHarnsgy, 3aTBepiKeHoro Hakasom

MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTunuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779

(y pepakuii Hakasy MiHicTepcTBa OXOPOHW 34,0P0B’SA
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:

3riHO 3i CTPOKaMu, 3a3HaYeHMM y NePioANYHOCTI

nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
MapKyBaHHAM
YKparHCbKOO
MOBOI0 ab0 MOBOIO
KpaiH-uneHiB €C i3
CTUKEPOM
YKpaiHCbKOIo
MOBOIO
20. 30/1ALUMNA KOHUeHTpaT Ans TosapucTso 3 YkpaiHa TOB Natsis MepepeecTpauis Ha HEOOMEXEHMNI TEPMIH. 3MiHK | Tuny - 3a He UA/13408/01/01
NPUroTyBaHHs 0bMexeHot "®apmiges" 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapmMakoHarnsgy. |  peyenmom nionsizae
pPO34MHYy N BiANOBiAa/bHI 3MiHM Y KOPOTKili XapakTepucTuLi Nikapcbkoro 3acoby,
iHdpysin, 4 mr/5 mn, cTto "Pik- TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHOro
no 5 mMn y donakoHi, dapm” 3aCTOCyBaHHS reHepuYHMX/ribpuaHux/6ionodibHux
no 1 a6o no 4, a6o nNiKapcbKnx 3acobiB Nicsis BHECEHHA TiET camol 3MiHW Ha
no 10 chnakoHis y pedhepeHTHWIN Npenapar (3mMiHa He NoTpebye HafaHHA
nauui XOJHVX HOBVX AOAATKOBUX faHUX) 3MiHW BHECEHO [0
IHCTPYKL,T AN MeANYHOro 3acTOCyBaHHA NikapCbKoro
3acoby A0 po3gini "d®apmakosoriyHi BiacTuBocCTi”,
"B3aemogis 3 iHWVMU NikapcbkMK 3acob6amu Ta iHLWi
BUAM B3aemogiii", "OcobnmBocTi 3acTocyBaHHs", "Cnocio
3acTocyBaHHsa Ta fo3n", "MobiuHi peakwyji" BignoBsigHO 40
iHchopMmawii pedrepeHTHOro slikapcbkoro 3acoby
(BOMETA®, KOHLEeHTpaT A1 po34uHy ANs iHgysild, 4
Mr/5 mn)
MepiognyHICTb NOAaHHA PerynspHO OHOB/IIOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM Y NEPIOANYHOCTI
noflaHHs perynsipHuX 3BiTiB 3 6e3neku
21. KACNOTA po34MH Ans TOB "tOpis- Ykpaina TOB "tOpis- Ykpaina MepepeecTpauis Ha HeOGMEXEHW TePMiH. 3MiHK | TRy - 3a He UA/2170/01/01
AMIHOKAMNPO iHdpysiin, 50 mr/mn, Papm” Papm” 3MiHu Wopao 6e3nekn/edekTUBHOCTI Ta hapMakoHarnsay. peyenmom niossieae
HOBA no 100 mny 3MiHa y KOpOTKili XxapakTepucTuLi Nikapcbkoro 3acoby,

nnswkax; no 100
M1y KOHTelHepax
noniMepHux; no 2
M1 abo no 4 mny
KOHTeliHepi
0[IHOA,030BOMY; MO
10 KoHTeliHepiB Y
nauui 3 KapToHy

TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHOro
3aCTOCyBaHHSA Ha NigcTaBi perynspHO OHOB/IOBAHOMO
3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo focnimpkeHb 3
6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BiTY 3 LOCNifXEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO A0 IHCTPYKLIT Ta KOPOTKOT XapaKTepuCTUKM
NiKapcbKoro 3acoby A0 po3ainis "OcobanBocCTi
3acTocyBaHHs", "lNo6ivHi peakuii” BignoBigHO A0
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
OHOB/EHOI iHGhopMaLii 3 6e3Mnekn 3aCTOCYBaHHS Aito4oTl
Ta AONOMDKHNX PEYOBUH.
MepiognyHICTb NoAaHHA PerynspHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BiANOBIAHO A0 MopsAaKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3ri4HO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIOANYHOCTI
noJilaHHsA perynsipHuX 3BiTiB 3 6e3neKu.
22. KNO3AMNIH NOPOLLOK AT YkpaiHa ByxaHb Kutai MepepeecTpauis Ha HEOOMEXHUI TEePMIH - He UA/14083/01/01
KpUCTasTiuHUi "KNIBCbKWI LWnmkm nidnsizae
(cybeTaHuin) y BITAMIHHUIA dapmacbioTik
naketTax noABinHWX 3ABOJ" an Ko., NITa.
nonieTNeHoBUx
015 BUpobHULUTBa
HeCTepuIbHUX
nNiKapcbknx hopm
23. KOIrHym Tabnetku no 250 AT YkpaiHa AT YkpaiHa MepepeecTpalis Ha HEOBMEXEeHWH TepMiH 3a He UA/13717/01/01
mr, no 10 Taénetok | "KWUIBCbKWN "KNIBCbKW peyenmom nionsieae
y 6nicTepi; no 5 BITAMIHHUIA BITAMIHHW MepioAnYHICTb NOAAHHA PerynspHO OHOBJIKOBAHOIO 3BITY
6nicTepiB y navui 3ABO4" 3ABO4" 3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepAXeHOro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHW 34,0P0B’SA
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3riHO 3i CTPOKaMu, 3a3HaYeHMM y NePioANYHOCTI
nofaHHA perynsapHuX 3BiTiB 3 6e3neku.
24, KOrHym Tabnetku no 500 AT YkpaiHa AT YkpaiHa MepepeecTpavis Ha HEOBMEXEHUIA TEPMIH 3a He UA/13717/01/02
mr, no 10 Ta6netok | "KWUIBCbKWN "KNIBCbK peuenmom nionsizae
y 6nicTepi; no 5 BITAMIHHAIA BITAMIHHW MepioAnyHICTb NOAAHHA PerynsipHO OHOBJIKOBAHOIO 3BITY
6nicTepis y nauui 3ABO" 3ABOL" 3 6esneku BiANOBIAHO [0 MopAAKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHW 34,0P0B’SA
Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKamu, 3a3HAYEHUMU Y NEePioANYHOCTI
nofaHHA perynsapHvX 3BiTiB 3 6e3neku.
25. KOHTPOJIOK® | Tabnetku Takega M'm6X HimeyunHa BMPOBHULITBO HimeuunHa MepepeecTpauisi Ha HEOBMEXEHUIA TEPMIH. 3a He UA/0106/01/02
racTpopesnCTeHTHi 3a NOBHUM peyenmom niosisi2ae

no 20 mr; no 14

LMK/IOM:

MepioAnYHICTb NOAAHHS PErysipHO OHOBJIOBAHOrO 3BITY
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
Tabnetoky Takepa M'm6X, 3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
6nictepi; no 1 Mmicue thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
6nictepy B BMPO6HULITBA MiHicTepcTBa 0XOpOHW 340POB’S YKpaiHu Big, 27 rpyaHs
KapTOHHiA Kopoo6Li OpaHieHbypr, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
HimeuunHa tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
HaHeceHHA Ykpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTbL:
NOKPUTTSA Ha 3ifHO 3i CTPOKaMK, 3a3HaYeHMM y NepioANYHOCTI
agpa NoAaHHsA perynsipHyX 3BiTiB 3 6e3neku.
TabneTok:
AnBaHc
dapma 'm6X,
HimeuyunHa
26. KOPUHDAP® Tabnetku TeBa I3painb [o3Bin Ha HimeuyunHa/ MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/9902/01/01
YHO 40 NPONOHIoBaHoI Aji dapmaLeBTika BUNYCK cepil: Lseiiuapis/ | 3MiHn Woao 6e3nekn/ed)eKTUBHOCTI Ta papmakoHarnsgy. peuenmom nionsieae
no 40 wr; no 10 N lHgacTpi3 Mepkne ManbTta/ 3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
Tabnetoky nTp. v6X, Lseiuapis/ TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHOro
6nictepi; no 2 abo HimeuunHa dpaHuis 3acTOCyBaHHSA Ha niacTasi peryasipHO OHOB/IIOBAHOTO
no 5, aéo no 10 3BiTy 3 6€3nekun Nikapcbkoro 3acoby, abo gocnigpkeHb 3
6nicTepiB y kopobu, Brpo6HMLUTBO 6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
Hepo3cacoBa nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHKM
HOI nNpoayKu,i, 3BITY 3 JOCNiAKEHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
nepBuHHa Ta nepiatpuyHux gocnigpkeHb (PIP) (iHwWi 3miHW) - 3MiHK
BTOPWHHA BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHS
ynakoBka, nikapcbKoro 3acoby A0 po3ainis: "®apmakonoriyHi
KOHTPO/b BnactmsocTi", "MpoTunokasaHHs", "Blaemogis 3 iHWyMu
cepi: nikapcbkMKM 3acobamu Ta iHLWi BUAW B3aeMogiii",
3irdopig, "Oco6nMBOCTI 3acTOCyBaHHA", "3acTocyBaHHSA y nepiog,
dapma AT, BariTHOCTi abo rogyBaHHs rpyaato” (YTouHeHHs), "Cnoci6
LLiBeiiuapis 3acTocyBaHHA Ta go3un”, "Oitn" (pegarysaHHs), "TMo6GiuHi
peakui" Wwoao 6e3neky 3acTocyBaHHS MikapCbKOro
Brpo6HMLUTBO 3acoby BifNoBiAHO [0 MaTepiasliB peecTpaui
Hepo3cacoBa
HOI npoAayKu,i, MepiognyHicTb NOAAHHA PErysIApHO OHOBJIIOBAHOTO 3BITY
nepBuHHa Ta 3 6e3neku BignoBigHo Ao Mopaaky 34iCHEHHS
BTOPVHHA chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
yrnakoBkKa, MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
KOHTpPO/Tb 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
cepi: tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
3irdopig, (y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0pOB’A
ManbTa /114., YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
ManbTta 3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepioANYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
KoHTposb
cepi:
3irdpig N74,

LLiseiiuapis
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
KoHTposb
cepii (Tinbkn
Mikpo6iosioriy
He
TECTYBaHHS):
KoHchbapma
dpaHc,
®paHuisa
27. NAMIBY AVH NOpPOLLOK [eTepo /1a63 IHais letepo /1a63 IHais MepepeecTpaLis Ha HeObMeXeHUIA TEpMIH - He UA/14010/01/01
(cybeTaHuis) y Niviten Niviten nionsi2ae
NoABINHMX
nonieTMNeHoBUx
naketax gns
chapmaLeBTUYHOro
3acTocyBaHHs
28. NIHE3ONIA KpucTaniyHmi MAT Ykpaina "neHmapk IHAain MepepeecTpavis Ha HeobMeXeHUi TepMiH - He UA/14126/01/01
NOpPOLLOK "KniBmegnpen PapmacbioTiK niosisieae
(cybeTaHuin) y apar” anc 1T1a.
nakeTax
nonieTNeHoBUxX
015 BUpobHULUTBA
HecTepuIbHUX
NiKapcbknx popm
29. NINPUMAP® TabneTku, BKPUTI Mdcpaiizep IHK. CLWA BupobHuuteo | HimeuunHa/ | MepepeecTpauis Ha HeobMexeHuii TepMiH. 3miHm Il Tuny 3a He UA/2377/01/04
NNiBKOBOIO in bulk, CWA - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenmom nionseae
o6onoHKoto, no 10 nepBuHHa Ta thapmakoHarnsgy. 3MiHV y KOpOoTKili XapakTepucTuLi
Mr, no 10 TabneTok BTOPUHHA nNikapcbKoro 3acoby, TEKCTI MapKyBaHHSA Ta iIHCTPYKLiT Ans
y 6nictepi; no 3 yrnakoBka, MeMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
6nictepu a6o no 10 KOHTPO/1b AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU JaHUMU Ta AaHUMK 3
6nictepis y AKOCTI Ta thapmakoHarnagy 3MiHu BHeceHo [0 IHCTpykuii Ans
KapTOHHI KOpoOLj BUMYCK cepil: MEeAMYHOro 3acTOCyBaHHS MiKapCbKoro 3acoby A0 po3giny
Mdpaiizep "apmMakonoriyHi BnacTnsocTi BignoBigHoO A0 maTtepianis
MeHtohekuyp peecTpaLiiHoro AoChbeE.
WHr [ouneHp,
M6X, MepiognyHICTb NOAaHHA PerynspHO OHOB/IIOBAHOIO 3BITY
HimeuunHa 3 6esneku BiANOBIAHO [0 MopAAKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
BMPOGHMLITBO MiHicTepcTBa OXOPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
in bulk, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
KOHTPOSb tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
AKOCTI: (y pepakuii Hakasy MiHicTepcTBa OXOPOHW 34,0P0B’SA
Mdcpaiizep Ykpainu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
dapmactoTika 3rigHO 3i CTpOKamu, 3a3HAYEHUMU Y NEePioANYHOCTI
n3 1NC, CWA NnoAaHHs perynsipHrX 3BiTiB 3 6e3neku.
30. NINPUMAP® TabneTku, BKpUTI Mdpaiizep IHk. CLA Brpo6HuutBo | HimeuunHa/ | [lMepepeecTpauis Ha HeOGMeEXeHUA TepMiH. 3MiHu Il Tuny 3a He UA/2377/01/01
NNiBKOBOO in bulk, CWA - 3MiHM Wwoao 6e3nekn/eddeKTUBHOCTI Ta peyenmom niosisieae
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
o060n0HKot0, no 20 nepBuHHA Ta dhapmakoHarnsgy. 3MiHW y KOPOTKili XxapakTepucTui
Mr no 10 TabneTok BTOPVHHA nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iIHCTPYKLiT Ans
y 6nictepi; no 3 yrnakoBka, MeAMNYHOr0 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
6nictepu a6o no 10 KOHTPO/1b AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU AaHUMW Ta AaHUMK 3
6nictepis y AKOCTI Ta thapmakoHarnagy 3mMiHu BHeceHo [0 IHCTpykuji ans
KapTOHHI KOpoo6Li BVNYCK Cepil: MeJMNYHOro 3aCTOCYBaHHS NMiKapCbKoro 3acoby [0 po3giny
Mdpaiizep "apmakonoriyHi BnacTneBocTi BignoBigHoO A0 maTtepianis
MeHodekuyp peecTpavujiiHoro AochbE.
WHr [JouneHpg,
M6X, MepioAnyHICTb NOAAHHA PerynspHO OHOBJIKOBAHOIO 3BITY
HimeuunHa 3 6e3neku BiANOBIAHO [0 MopsAaKY 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
BMPOOHULITBO MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
in bulk, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTEpCTBI
KOHTPO/1b tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
AKOCTI: (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
Mdcpaiizep YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
dapmactoTika 3ri4HO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIOANYHOCTI
n3 INC, CWA noJaHHsA perynspHuX 3BiTiB 3 6e3neku.
31. NINPUMAP® TabneTku, BKpUTI Mdpaiizep IHK. CLA Brpo6HuutBo | HimeuunHa/ | TlMepepeecTpauis Ha HeOGMEXeHUA TepMiH. 3MiHu Il Tuny 3a He UA/2377/01/02
NNiBKOBOIO in bulk, CWA - 3MiHN Wwoao 6e3nekn/edhekTUBHOCTI Ta peuenmom niosnsieae
o060n10HKoto, no 40 nepBuHHa Ta thapmakoHarnagy. 3MiH1 Yy KOPOTKiil XxapakTepucTuLi
mr, no 10 TabneTok BTOPUHHA nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
y 6nictepi; no 3 ynakoBka, MeANYHOr0o 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
6nictepu B KOHTPO/1b AKOCTI, AOKNIHIYHUMMU, KTIHIYHUMW AaHMMU Ta JaHuMKy 3
KapTOHHI KopooLi AKOCTi Ta thapmakoHarnsgy 3mMiHu BHeceHo 0 IHCTpykuii ans
BUWMYyCK Cepii: MeAMYHOro 3acToCyBaHHA NiKapCbKoro 3acoby A0 po3giny
Mdpaiizep "®apmakooriyHi BN1acTMBOCTI" BigNOBIAHO A0 MaTepianis
MeHtodekuyp peecTpauiiHoro JochbeE.
WHr [loiunexs
v6X, MepiognyHiCTb NOAAHHA PErysIAPHO OHOBJIIOBAHOTO 3BITY
HimeuunHa 3 6e3neku BiAnoBigHo Ao Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
BMPOGHMLITBO MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
in bulk, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
KOHTPO/b tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
AKOCTI: (y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0pOB’A
Mdpaiizep YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
dapmactoTika 3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepioANYHOCTI
n3 N1C, CWA NoAaHHA PerynsipHyX 3BiTiB 3 6e3neku.
32. NINPUMAP® TabneTku, BKPUTI Mdcpaiizep IHK. CLWA MepBuHHa Ta | HimeuunHa/ | TMepepeecTpauis Ha HeOBMexXeHWi TepMiH. 3MiHu Il TUny 3a He UA/2377/01/03
NNiBKOBOIO BTOPVHHA CWA - 3MiHM Wwoao 6e3nekn/edhekTUBHOCTI Ta peuyenmom nionseae
o60onoHkoto, no 80 ynakoBka, thapmakoHarnagy. 3MiH1 Yy KOPOTKiil XxapakTepucTuLi
Mmr no 10 TabneTok KOHTPO/1b niKkapcbKoro 3acoby, TeKCTI MapKyBaHHS Ta iIHCTPYKUIT ANns
y 6nicTepi; no 3 AKOCTI Ta MeJMNYHOro 3aCTOCYBaHHS Y 3B’A3KY i3 HOBYMM AaHUMU 3
6nictepu B BUMYCK cepil: SAKOCTi, AJOKNIHIYHUMW, KNIHIYHUMKW JaHUMW Ta JaHUMK 3
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
KapTOHHIA Kopoo6Li Mdpaiizep hapmakoHarnagy 3miHu BHECEeHO [0 IHCTpyKUiT Ans
MeHtodekuyp MEeAMYHOro 3acToCyBaHHA NikapcbKoro 3acoby Ao po3ainy
WHr [JouneHpg, "®apmakonoriyHi B1acTMBOCTI" BigNOBIAHO A0 MaTepianis
M6X, peecTpauiiHoro AocCkbeE.
HimeuunHa
BUPOGHMLITBO MepiognyHICTb NOAAHHA PerynspHO OHOB/THOBAHOIO 3BITY
in bulk, 3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
KOHTPO/1b thapmakoHarnsgy, 3aTBepAXeHoro Hakasom
AKOCTI: MiHicTepcTBa 0XOpOHM 340POB’S YKpaiHu Big, 27 rpyaHs
Mdpaiizep 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
dapmactoTika tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
n3 INC, CWA (y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpaiHuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTbL:
3ifHO 3i CTPOKaMK, 3a3HaYeHMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.
33. NIOTEIHA TabneTtkn AT "Apaves Monbla Mab'saHiLbKui Monbwa MepepeecTpaLis Ha HeOGMeXeHUIA TEPMIH 3a He UA/5244/02/01
Cy6niHrBasIbHI NO dapma" hapmaueBTny peyenmom nionseae
50 wr; no 30 HWIA 3aBOg 3miHu Il Trny - 3miHn Woao 6e3nekn/edekTMBHOCTI Ta
Tabnetok y Monbcha A.T. thapmakoHarnagy. 3MiH1 y KOPOTKIil XxapakTepucTuLi
KOHTeliHepax; no nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT 4ns
30 Tabnetok y MeAMYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMM JaHUMU 3
KOHTeliHepi; no 1 AKOCTI, AOKMIHIYHUMU, KNIHIYHUMU JaHUMY Ta AaHUMK 3
KOHTEliHepy y thapmakoHarnsgy - 3MiH1M BHECEHO A0 IHCTPYKLUi Ans
KapTOHHI kopobuyj; MeZMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
no 15 tabnetok y po3ainis "®apmakoTepaneBTUYHa rpyna”(yToO4YHEHHS
6nicTepi; no 2 TekcTy 6e3 3miHun kogy ATX), "OcobnmnsocTi
6nictepu B 3acTocyBaHHs", "3acTocyBaHHSA y nepiog, BaritTHOCTi Ta
KapTOHHIA KopooLi roflyBaHHs rpyaaro”(yTouHeHHs iHdopmadii),
"MepeposysaHHs", "MNo6iyHI peakuii" BiANOBIAHO A0
Marepianis peecTpauiiiHoro AOChe
MepiognyHICTb NOA4AHHS PEryNsiPHO OHOBJIFOBAHOIO 3BITY
3 6e3neku BiAnoBigHo Ao Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepioANYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
34. METPOHIAA30 | cynosutopii NAT YkpaiHa MAT Ykpaina MepepeecTpauisi Ha HEOBMEXEHWI TEPMIH. 3MiHK | Tuny - 3a He UA/1796/01/01
n BariHanbHi no 0,1, "MoHchapm" "MoHdpapm" 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuenmom nionsieae

no 5 cynosutopiis y
cTpuni; no 2
CTpuUnu y nauui 3
KapToHYy

3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4151 MeANYHOro
3aCTOCYBaHHS Ha MigCcTaBi perysisipHO OHOBJIIOBAHOM0
3BiTy 3 6€3Mekmn Nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3Mnekn 3acTocyBaHHs JlikapCbKoro 3acoby B
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 fOCNiAKEHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
negiarpuyHux gocnimkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHom) 3miHu
BHECEHO A0 IHCTPYKLUIT y po3ainu "B3aemogis 3 iHWyMmn
nikapcbkMu 3acobamu Ta iHWi BUAn B3aeMogiii",
"Oco6nmBOCTI 3acToCyBaHHA", "3acTocyBaHHSA y nepios,
BariTHOCTi abo rofyBaHHA rpyaar”, "3aaTHicTb BnavBaTn
Ha LWBWAKICTb peakuii Nnpu KkepyBaHHiI aBTOTPaHCMOPTOM
a6o iHWKYMK MexaHi3mamu”, “Mo6ivHi peakuii” BiANOBIAHO
[0 OHOBJIEHOI IHGpOpMALLiT 3 6e3MeKn Aio4HOT PEYOBUHN.

MepiognyHICTb NoAaHHA PerynspHO OHOB/TIOBAHOIO 3BITY
3 6e3neku BiANOBIAHO [0 MopsAaKY 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’'SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM Yy NePiIOANYHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neKu.

35.

MIKOHA30/1-
JAPHULA

Kpem, 20 mr/r no 15
ra6ono30ry
Ty6i; no 1 Ty6i B
nauuj 3 KapToHy

MpAT
"®apmaueBTn
yHa hipma
"AapHnus”

YkpaiHa

MpAT
"PapmaueBTn
YHa hipma
"fapHnus”

Ykpaina

MepepeecTpauis Ha HEOOMEXEHWN TEPMIH.

3MiHa y KOpOTKili XapakTepucTuLi NnikapcbKoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHoro
3aCTOCyBaHHSA Ha MigcTaBi peryaspHoO OHOB/IOBAHOMO
3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHs NiKapCbKOro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BiTY 3 OCNiXeHb, MPOBeAEHUX BiANOBIAHO A0 NnaHy
negiarpuyHunx gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby go posginis "MpoTunokasaHHA",
"Oco6MBOCTI 3aCTOCYBaHHA" BiANOBIAHO [0 OHOB/IEHOT
iHchopMaLii 3 6e3neku Aityoi pevyoBMHN Ta AONOMDKHUX
PEYOBUH.

MepiognyHICTb NOAaHHA PerynspHO OHOB/IOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iNCHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’'SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM Yy NEPIOANYHOCTI
nofilaHHsA perynsipHuX 3BiTiB 3 6e3neku.

3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay.

6e3
peyenma

nionsieae

UA/1642/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
36. MINI HOCIK Kpanni opanbHi 3 Mini Benuka pakype IHais MepepeecTpauis Ha HeObMeXeHUIA TEPMIH 6e3 niosnsieae UA/0567/01/01
pyKTOBUM Xenckepe BputaHis dPapmacbioTiK peyenma
cmakom no 15 mny Nimiteq anc NT[, 3MiHM | TURY - 3MiHK WoAo 6e3nekn/edpeKTNBHOCTI Ta
cknsiHomy abo thapmakoHarnagy. 3MiHa y KOpOTKiil XxapakTepucTuui
nn1acTMKoOBOMY nNikapcbKoro 3acoby, TEKCTI MapKyBaHHS Ta iHCTPYKLiT Ans
chnakoHi; no 1 MeJMYHOro 3aCTOCYBaHHS Ha NifcTasi perynspHo
dhnakoHy 3 OHOBJIHOBAHOrO 3BITYy 3 6e3Mnekn nikapcbkoro 3acoby, abo
rpagyioBaHo LocnimpkeHb 3 6e3nekn 3acTocyBaHHSA NikapCbKoro 3acoby
nineTKkow B B nicnsipeecTpauiiHuii nepiog, abo sk pe3ynbTar OLiHK/
KapTOHHI ynakoBLi 3BiTY 3 IOCNiAXeHb, MPOBeAEeHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBAKEHUM OPraHoMm) - 3MiHM
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro 3aCTOCyBaHHS
nNiKapcbKoro 3acoby Ao po3ainis "B3aemogia 3 iHWMKN
nikapcbkMu 3acobamu Ta iHWi BUAn B3aeMogiii",
"OcobnmBocCTi 3acTocyBaHHsA", "lMepeno3yBaHHs"
BiANOBIAHO [0 OHOBMEHOT iHGhopMaLii 3 6e3nekun Aitoymx
Ta AOMOMDKHMX PEYOBUH NiKapCbKOro 3acoby.
MepiognyHiCTb NOAAHHA PerysispHO OHOB/IIOBAHOTO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepiogNYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
37. HOBO-MACUT PO34UH OpasIbHUIA, TeBa I3painb TeBa Yex Yecbka MepepeecTpauisi Ha HeOGMEXEHWI TePMiH. 3MiHK | Tuny - 6e3 nionsizae UA/9976/01/01
no 100 mny dapmaLeBTika IHoacTpi3 Pecny6nika | 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsay. peuenma
dnakoHi; no 1 N lHgacTpi3 c.p.o. 3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
h1akoHy 3 MipHUM nTp. TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro

KOBMa4koM B
Kopobui; no 5 mny
cawe; no 30 cawe
B KOpPOO6LLi

3acToCcyBaHHS Ha NigcTaBi perynsapHO OHOBOBAHOMO
3BiTy 3 6€3nekun Nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHKM
3BITY 3 JOCNiAKEHb, NPOBEAEHNX BifNOBIAHO A0 NnaHy
negjatpnyHux gocnigpkeHs (PIP) (iHwi 3miHW) 3MiHK
BHECEHO [0 iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby A0 po3ginis «MokasaHHA»
(yTouHeHHs1 iHchopmauii), "MNpoTrnokasaHHsA", "B3aemogis
3 iHWMMK NiKapCcbKMK 3acobamu Ta iHLWWi BUAK
B3aemogiin", "OcobnmBocTi 3acTocyBaHHA", "Cnocib
3acTocyBaHHs Ta A03u" (YTOUHEHHS iHdhopmaLii),
BiANOBIAHO A0 MaTepianiB peecTpauiiiHoro foche.

MepiognyHICTb NOAAHHA PErynspHO OHOB/HOBAHOIO 3BITY
3 6e3neku BianoBigHO A0 Mopaaky 34iNCHEHHS
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky
(nikapcbka
¢hopma,
ynakoska)

3asBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Peknavys
aHHs

Homep
peecmpayjiliHo2o
nocsioYyeHHs

chapmakoHarnsgy, 3aTBepiKeHoOro Hakasom

MiHicTepcTBa OXOPOHW 340POB’A YKpaiHu Big, 27 rpyaHs

2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779

(y pepakuii Hakasy MiHicTepcTBa OXOPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:

3riHO 3i CTpOKamu, 3a3Ha4eHUMU y NepiognYHOCTI

NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

38.

HOKCMPEN
ANTAYNIA

cnpeii HasasIbHUIA
0,025 % no 15 Mmny
KOHTelHepi i3
npo6koto-
posnunoBayem Ta
KPULLIKOHO 3
KOHTpOsIEM
nepLUoro
BiAKpWTTA, No 1
KOHTeliHepy B
naui 3 KapToHy

CninbHe
YKpPaiHCbKO-
icnaHcbke
nignpveMCcTBO
"CIMNEPKO
YKPAIHA"

YkpaiHa

CninbHe
YKpPaiHCbKO-
icnaHcbke
niANpMEMCTBO
"ClNEPKO
YKPAIHA"

YkpaiHa

MepepeecTpauisi Ha HEOOMEXEHWI TePMiH. 3MiHK | Tuny -
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsmy.
3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 415 MeguyHoro
3acToCcyBaHHS Ha NigcTaBi perynsapHO OHOBOBAHOMO
3BiTy 3 6€3nekun Nikapcbkoro 3acoby, abo gocnigpkeHb 3
6e3Mekn 3acTocyBaHHS /likapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTat OLiHKM
3BITY 3 fOCNIAKEHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
negjarpuyHux gocnimkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBaXKEHNM OpraHom) 3miHu
BHECEHO [0 IHCTPYKLUiT 4719 MeAMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3zinis "lMokaszaHHSA" (YTOUHEHHS
hopmyrtoBaHHs), "Cnocib 3acTocyBaHHA Ta fo3un"
(yTouHeHHs iHdopmauii), "MpoTrnokasaHHsa", "Mo6iyHi
peakuii”, "Mepeno3yBaHHA", "3acTocyBaHHS Y Nepiog,
BariTHOCTi abo rogyBaHHA rpyaa” (YTOYHEHHS
iHbopMmawii), "34aTHICTb BNIMBATY Ha LUBUAKICTb peakuil
npun KepyBaHHi aBTOTPaAHCNOPTOM ab0 iHLLNMKN
MexaHismamu", "B3aemMogis 3 iHLWMMKU NiKapCbKuMun
3aco6amu abo iHLi BUAW B3aEMOAI" BifNOBIAHO 40
OHOBJIEHOT iHdhopMaLii 3 6e3neku Ailo4oi peHoBUHY.

MepiognyHICTb NOA4AHHS PEryNsiPHO OHOBJIFOBAHOIO 3BITY
3 6e3neku BiAnoBigHo Ao Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepioANYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.

6e3
peyenma

He
nionsiecae

UA/1703/01/02

39.

OME3®

Kancynu no 20 mr
no 10 kancyn y
cTpuni abo
6nictepi; no 3
cTpunu abo
6nictepun y Kopobui

[-p Peapi'c
Na6opaTtopic
nrp,

IHAis

f-p Pegpi'c
Nab6opaTtopic
Np,
Bupo6Huya
AinbHuuA - 11

IHAjA

MepepeecTpaLlis Ha HeOOMEXEHN TEPMIH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
TeKCTi MapKyBaHHS Ta iHCTPYKUiT 4151 MeANYHOro
3acToCyBaHHS Ha NigcTaBi perynsapHO OHOB/OBAHOMO
3BiTy 3 6€3Mekmn Nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHA /liKapCbKoro 3acoby B

3a
peyenmom

He
nionsieae

UA/0235/02/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep

n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o

3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BITY 3 fOCNiAKEHb, NPOBEAEHNX BifNOBIAHO A0 NNaHy
negiarpuyHux gocnimkerb (PIP) (3MiHy y3romkeHo 3
KOMNETEHTHUM YNOBHOBAXEHWM OPraHom) - 3MiHu
BHECEHO [0 IHCTPYKLUiT 4719 MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby A0 po3ainis: "®apmakosoriyHi
BnactusocTi", "lMoka3aHHA" (YyTOUHEHHS), "B3aemogis 3
iHLMMKW NiKapCcbKMK 3aco6amMy Ta iHLLI BUAM B3aeMogiit”,
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS Y nepiog,
BariTHOCTi abo rofyBaHHA rpyaa” (YToUHeHHs), "Cnocio
3acTocyBaHHsa Ta go3u", "OiTn" (YTOUYHEHHS),
"Mepego3yBaHHa", "lNo6ivHI peakuii” BiANOBIAHO A0
OHOB/EHOT iHthopMaLii 3 6e3neku Ailo4oi PeYOBUHU.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/THOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOpOHW 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBi
tocTunuii Ykpainu 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3iHO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.

40. MEMNCAH Kancynm m'ski no Nab6opaTopil PpaHuin BMPOOHULITBO dpaHuin MepepeecTpavis TepmiHOM Ha 5 pokiB. 3miHu | TNy - 6e3 nionsieae UA/3558/02/01
10 kancyny Poza- Hepo3dhacoBa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta hapmakoHarnsgy. peyenma
6nictepi, no 3 diTochapma HOT MpoAyKu;i: BBefeHHs1 ab0o 3MiHM J0 y3araslbHeHUX AaHKX Npo
6nictepn y Nab6opatopii cuctemy hapmakoHarnsagy (BBefeHHs y3arabHeHNxX
KapTOHHI Kopoo6Li laneHik [aHvx nNpo cmuctemy hapmakoHarnsgy, amiHa

BepHiH, YNOBHOB&XEHOI 0C06W, BiANOBIAA/ILHOI 32 34iiCHEHHS
PpaHuis hapMakoHarnagy; KOHTakTHoOI ocobu 3 chapmakoHarnagy
3asBHUKA 415 34iCHEHHA hapmakoHarnsay B YKpaii,
nepBuHHa Ta AKLLLO BOHA BigMiHHA Bif, yNOBHOBaXKeHOT 0cobwm,
BTOPVHHA BiANOBIAA/ILHOI 3a 34iliCHEHHA dapmakoHarnsgy
yrnakoBkKa, (BK/IHOYAKOUN KOHTAKTHI faHi) Ta/abo 3MiHW y PO3MiLLIEHHI
KOHTpPO/Tb mMacTep-aiina cuctemu dpapmakoHarnisgy) 3miHa
AKOCTI: YNOBHOB&XXEHOT 0CO6U 3asBHMKA, BifNoBigabHOI 3a
Na6opaTopii hapmakoHarnag;: girova pegakuis Dr Annaick ALBERT-
Maiioni MARTY,
Cningnep, nponoHoBaHa pepfakuis: Kouessi LOWANOU. 3miHa
®paHuisa KOHTaKTHUX AaHNX YNOBHOB&XEHOI 0co6u. 3MiHa
KOHTaKTHOT 0CO6U YNOBHOBaXKeHOT 0cobun 3asBHVKa ANs
BignoBiAaIbH 3[jiCHEeHHs1 hapmakoHarnaay B YkpaiHi: fitoua pefakuis -
nii 3a BUMYCK ManvHoecbka TeTsHa MeTpiBHa,
cepii: nponoHoBaHa pefakuis - Lknspesny Irop
Nab6opatopii OnekcaHOpoBKNY. 3MiHA KOHTAKTHUX JaHUX KOHTaKTHOT
Po3sa- ocobun. 3minu |l Tuny - 3MiHn Wwopao
®diTocpapma, 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. 3miHm y

PpaHuis

KOPOTKIil XapaKTepuCTuLi NiKapCbKOro 3acoby, TEKCTI
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
MapKyBaHHS Ta iIHCTPYKLT AN MeANYHOro 3aCTOCyBaHHS
y 3B’AA3KY i3 HOBVMU AaHUMW 3 SKOCTI, JOKNIHIYHUMUA,
KNIHIYHUMW AaHVMU Ta JaHumy 3 papmakoHarnagy -
3MiHM BHECEHO A0 [HCTPYKLUiT Ana MeauyHoro
3aCTOCyBaHHS NiKapCcbKoro 3acoby Ao po3ginis
"®apmakonoriyHi BractusocTi", "B3aemogisa 3 iHWnMm
nikapcbkMKM 3acobamu Ta iHLWi BUAn B3aeMogiii",
"3acTocyBaHHs y nepio BariTHOCTi abo rogyBaHHs
rpPyAAt0" BignoBiAHO A0 MaTepiasiB peecTpawyiiiHoro
[OCbE.
MepiognyHICTb NOAAHHA PerynsipHO OHOB/IHOBAHOIO 3BITY
3 6e3neku BianoBigHO Ao Mopaaky 34iCHEHHS
thapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa 0XOpOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepcCTBi
tocTunuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTbL:
3iHO 3i CTPOKamu, 3a3HaYeHMM y NepioANYHOCTI
NnoJaHHsA perynsipHnX 3BiTiB 3 6e3Mneku.
41. NEPUHAOMPU NOpPOLLOK TOB "Toprosa YkpaiHa PO/NABO IcnaHis MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. - He UA/14181/01/01
ny TEPT- KpuctanivyHmi KOMMaHis AYTCOPCIHI nionsizae
BYTUNAMIH (cybcTaHuis) B "ABpopa" , C.J.
noAgiliHMX
nonieTuIeHoBmxX
MilKkax ans
chapmaLeBTUYHOro
3aCTOCYBaHHS
42, MNIPALEETAM Kancynu no 0,4 r no NAT YkpaiHa MAT Ykpaina MepepeecTpauisi Ha HEOBMEXEHWNI TePMIH. 3MiHK | Tuny - 3a He UA/1878/01/01
10 kancyn y "papmak” "®Papmak” 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta hapmakoHarnsgy. peuenmom nionsieae

6nictepi; no 3 abo
6 6nicTepis y nauyj
3 KApTOHY

3MiHa y KOpOTKiil XapaKTepucTuLi Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLiT 4151 MeANYHOro
3acToCyBaHHS Ha NigcTaBi perynsapHO OHOB/OBAHOMO
3BiTy 3 6€3MeKkun Nikapcbkoro 3acoby, abo focnigpkeHb 3
6e3nekn 3acTocyBaHHA /liKkapCbKoro 3acoby B
nicnsipeecTpauiiinii nepiog, abo sk pe3ynbTat OLiHKM
3BITY 3 JOCNiAKeHb, NPOBEAEHMX BifNOBIAHO A0 NnaHy
negiatpuyHux gocnimxkerb (PIP) (3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBaXKEHNM OpraHom) 3MiHu
BHECEHO [0 IHCTPYKLUiT 4719 MeAMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3gainis: "MpoTunokasaHHsa",
"B3aemogis 3 iHWMMM NikapcbkuMm 3acobamu Ta iHLi
BMAM B3aemogiin”, "Oco6/IMBOCTI 3aCTOCYBaHHS",
"34aTHICTb BNAMBATU Ha LWBUAKICTL peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM ab0 iHW1MK MeXaHismamn®”,
"MepeposyBaHHA", "MNo6iyHI peakuii” BiANOBIAHO A0
OHOB/IEHOI iHchopMaLlii 3 6e3nekn Aiko4oi peyoBMNHU.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
MepiognyHiCTb NOAAHHA PerysispHO OHOB/IIOBAHOTO 3BITY
3 6e3neku BiAnoBigHO Ao Mopaaky 34iACHEeHHS
chapmakoHarnsgy, 3aTBepiKeHoro Hakasom
MiHicTepcTBa OXOPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTEpCTBI
tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0pOB’A
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU y NepiognYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
43. APENIAUN renb Ans Mdpaiizep IHK. CLA Mdpaiizep Benbrisa MepepeecTpauis Ha HEOOMEXEHUI TEPMIH. 3a He UA/9727/01/01
eHfoLepBiKkabHOr MeHtodekuyp peuenmom nionsieae
0 BBefleHHs, 0,5 nHr benbris MepiognyHiCTb NOAAHHA PErysIAPHO OHOBJIIOBAHOTO 3BITY
Mr/3 1; no 3 reno HB 3 6e3neku BiAnoBigHO Ao Mopaaky 34iCHEHHS
B 0[JHOPa30BOMY chapmakoHarnsgy, 3aTBepXeHoro Hakasom
wnpuui; no 1 MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
Lnpudy B 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
6nicTepHil tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
ynakoBui Ta 1 (y pepakuii Hakasy MiHicTepcTBa OXOPOHW 34,0P0B’S
CTepu/ibHOMY YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
KaTeTopy B 3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepioANYHOCTI
6nicTepHin NoAaHHA perynspHyX 3BiTiB 3 6e3neku.
ynakoBLji B
KapTOHHI KOopoo6Lli
44, npononicy HacToiika, no 25 mn TOB Ykpaina TOB YkpaiHa MepepeecTpaLis Ha HEOOMEXeHWUA TepMiH. 3MiHK | Tuny - 6e3 nionseae UA/0627/01/01
HACTOWKA y thnakoHax- "TepHodpapm” "TepHodapm" 3MiHu Wwopao 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsay. peyenma

KpanenbHWUUsX; No
25 mn 'y donakoHi-
KpanenbHuyj; no 1
donakoHy-
KpanenbHuui y
nauui 3 KapToHy

3MiHa y KOpOTKili XxapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHOro
3aCTOCyBaHHSA Ha NigcTaBi perynspHO OHOB/IOBAHOMO
3BiTy 3 6e3nekun nikapcbkoro 3acoby, abo focnimpkeHb 3
6e3nekn 3acTocyBaHHs NikapCbKoro 3acoby B
nicnspeecTpauiiinii nepiog, abo sk pe3ynbTaT OLiHK/
3BiTY 3 OCNifXEHb, NPOBEAEHUX BiANOBIAHO A0 NnaHy
negiatpuyHux gocnimpkerb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM OpraHom) 3MiHu
BHECEHO A0 IHCTPYKLUii ANA MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby A0 po3ainis "OcobanBocCTi
3actocyBaHHs", "Mo6iuHI peakuii” BignoBigHo Ao
OHOBEHOI iHhopMaLii 3 6e3nekn Ailo4oi peyoBUHU
nikapcbKoro 3acoby.

MepiognyHICTb NOAaHHA PerynsipHO OHOB/HOBAHOIO 3BITY
3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepKeHOr0 Haka3om
MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpyaHs 2016 poky 3a Ne 1649/29779
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’'SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riHO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIoANYHOCTI
noJlaHHsA perynsipHuX 3BiTiB 3 6e3neKu.
45, CENEHA3A® PO34UMH OpasibHUN, 6iocuH HimeyunHa BupobHmyTBO HimeuunHa MepepeecTpauis Ha 5 pokis 3a He UA/8796/01/01
50 mkr/mn; no 2 mn | ApuHaimitten He 3MiHu Wwopao 6e3nekn/edheKTUBHOCTI Ta hapMakoHarnsgy. | peeynmom nionsizae
B amnyni; no 20 b 'M6X po3dhacoBaHo 3MiHM Y KOPOTKili XapakTepucTuLi NikapcbKoro 3acoby,
amnys y KapTOHHIl ro NPOAYKTY, TEKCTi MapKyBaHHS Ta iHCTPYKLi 415 MegnyHOro
kopo6uj; no 10 mn nepBuHHe Ta 3aCTOCyBaHHS Yy 3B’A3KY i3 HOBUMM AaHUMK 3 SKOCTI,
y thnakoHi; no 10 BTOPVHHE OOKNIHIYHUMMW, KNIHIYHUMW JaHMK Ta JaHUMK 3
haKkoHiB y nakyBaHHs: thapmakoHarnagy - 3mMiHM BHECEHO [0 iHCTPYKLiT Ans
KapTOHHI KopooLi Xononak MeZMYHOro 3aCTOCyBaHHS NikapcbKoro 3acoby Ao
PepnakyHrcte po3ainis "Mob6ivHi peakuii”" "HecymicHiCTb" BignoBigHO A0
XHIK TM6X, iHdhopmaLii cTocoBHO 6e3neku, sika 3a3HavyeHa B
HimeuunHa Marepianax peecTpauiiHoro AoCbE.
BTopuHHe MepiognyHicTb NOAAHHA PErysIApHO OHOBJIIOBAHOTO 3BITY
nakyBaHHS Ta 3 6e3neku BiAnoBigHo Ao Mopaaky 34iACHEHHS
BUMyCK cepii: chapmakoHarnsgy, 3aTBepiXeHoro Hakasom
6iocuH MiHicTepcTBa OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
ApuHaiimitren 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
b ['M6X, tocTuuil Ykpainum 19 rpyaHsa 2016 poky 3a Ne 1649/29779
HimeuunHa (y pepakuii Hakasy MiHicTepcTBa OXOPOHM 34,0P0B’S
YkpaiHu Big 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepioaANYHOCTI
NoAaHHA perynsipHyX 3BiTiB 3 6e3neku.
46. TABETIN pPO34MH Ans Hosapric LLBeiuapis Takena ABCTpIS MepepeecTpauisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1238/01/01
iH'ekyji1, 1 Mr/mn no KoHcblomep ABcTpis TM6X peuenmom nionsieae
2 mn B amnyni; no 5 Xenc C.A. MepioAnyHICTb NOA4AHHS PErYNSIPHO OHOBJIHOBAHOIO 3BITY
a6o 10 amnyny 3 6e3neku BianoBigHo Ao Mopaaky 34iNCHEeHHS
KapTOHHiA KopooLi hapmakoHarnsgy, 3aTBepaAXeHoro Hakasom
MiHicTepcTBa 0OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
YKkpaiuu Big 26 BepecHsa 2016 poky Ne 996), cTaHOBUTbL:
3riHO 3i CTpOKamu, 3a3Ha4eHUMU Yy NepioANYHOCTI
noAaHHA perynsipHyX 3BiTiB 3 6e3neku.
47. TPYBAJA® TabneTku, BKPUTI lneap, CWA lneap Ipnangis/ MepepeecTpaLis TepMiHOM Ha 5 pokiB. 3a He UA/8375/01/01
NNiBKOBOIO CaiieHcus IHK. CaiieHcuns HimeuunHa peuenmom nionseae
060/10HKOI0, N0 200 Aneneng, HOC, 3MiHu | TNy - 3MiHK WoA0 6e3neKu/edeKTUBHOCTI Ta
Mr/300 wmr; no 30 Ipnanais thapmakoHarnaay. BeeaeHHs a6o 3MiHM [0 y3arasibHeHNX

Tabnetok y
donakoHi; no 1
dhnakoHy B
KapTOHHiiA KOpooLi

(BMnyck cepitd,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b
AKOCTI)

[aHUX NPo cucTeMy hapMakoHarnsay (BBeAeHHs
y3arajibHeHVX AaHnx Npo cucTemy chapmakoHarnsgy,
3MiHa YNMOBHOBaXXEHOT 0CO6MU, BignoBiganLHOI 3a
3AilicCHeHHs chapMakoHarnsy; KOHTaKTHOT oco6u 3
(hapmakoHarnsgy 3asiBHUKa s 34iliCHEHHS
dhapMakoHarnsay B YKpaiHi, KLU0 BOHA BigMiHHA Bif,
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
yNOBHOBaXXEHOT 0c0o6M, BiANOBiAaNbHOT 3a 34iCHEHHS
Takepa M'm6X, hapmakoHarnsay (Bknoyarouy KOHTakTHI AaHi) Ta/abo
HimeuunHa 3MiHM Y pO3MilLeHHI MacTep-thaiina cuctemu
(BUPOBHMLTBO thapmakoHarnsgy) NMponoHoBaHa pefakuis:
, NepBUHHA Ta YnoBHOBaXeHa ocoba 3asBHUKa, BignoBiganbHa 3a
BTOPUHHA thapmakoHarnsg: Anne-Ruth van Troostenburg de Bruyn,
ynakoBka, KOHTaKTHi AaHi yNnoBHOBa)XKEHOI 0CO6U 3asBHUKA,
KOHTPO/b BignoBiga/IbHOI 3a hapmakoHarnsg.
AKOCTI)
MepiognyHICTb NoAaHHA PerynspHO OHOB/TIOBAHOIO 3BITY
KaraneHt 3 6e3neku BiANOBIAHO [0 MopsAaKY 34iNCHEHHS
[xepmani chapmakoHarnsgy, 3aTBepiKeHOro Haka3om
LopHaopd MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
m6X, 2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
HimeuunHa tocTuuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(nepBuHHa Ta (y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
BTOPVHHA YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
yrakoBKa) 3ri4HO 3i CTPOKaMK, 3a3HaYeHNMM y NePiIOANYHOCTI
noJaHHsA perynspHuX 3BiTiB 3 6e3neku.
MinmayHT
Xenckea Jita.,
Ipnangis
(BTOPUHHA
yrnakoBka)
48. POPTYM™ NOPOLLOK ANs nakcoCwmitKn Benvka nakcoCmitKn ITanis MepepeecTpalis Ha HEOOMEXEHWU TEPMIH. 3a He UA/1636/01/02
pO34uHy ons A ExcnopT BputaHis ANH peyenmom nionsizae
iH'ekyinnolr, 1 NimiTen MaHydakTypu MepioAnyHICTb NOAAHHA PErynsipHO OHOBJIKOBAHOIO 3BITY
hnakoH 3 Hr C.Nn.A. 3 6e3neku BiAnoBigHO A0 Mopaaky 34iACHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiKeHOro Hakasom
KapTOHHIA KopooLi MiHicTepcTBa OXOpPOHU 340POB’'A YKpaiHu Bif, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHicTepCTBI
tocTuuii Ykpainm 19 rpygHsa 2016 poky 3a Ne 1649/29779
(y pepakuii Hakasy MiHicTepcTBa OXOPOHY 34,0P0B’SA
YkpaiHu Bif 26 BepecHs 2016 poky Ne 996), cTaHOBUTB:
3ri4HO 3i CTPOKaMK, 3a3HaYeHNMM Yy NEPIOANYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3 6e3neku.
49, POPTYM™ NOpPOLLOK AN nakcoCmiTKn Benuka nakcoCmitKn ITanis MepepeecTpauis Ha HEOOMEXEHUIA TEPMIH. 3a He UA/1636/01/03
pO34nHy Ans AliH EkcnopT BpuTaHisa AH peyenmom nionsieae
iH'ekyinno2r; 1 Niviten MaHythakTypu MepiognyHiCTb NOAAHHSA PEryIspHO OHOBJIIOBAHOTO 3BITY
dhnakoH 3 Hr C.n.A. 3 6e3neku BianoBigHo Ao Mopaaky 34iCHEeHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiKeHoro Hakasom

KapTOHHI Kopoo6Li

MiHicTepcTBa 0OXOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTuuil Ykpainm 19 rpyaHa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa OXOpPOHU 34,0POB’A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996), CTaHOBUTb:
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6HuK Kpaina PeecmpayjitiHa npoyedypa Ymosu Peknamys Howmep
n/n JliKapcbKo20 (nikapcbka 3asBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayjiliHo2o
3acoby ¢hopma, nocsioYyeHHs1
ynakoska)
3riHO 3i CTpOKaMu, 3a3Ha4eHUMU Y NepiogNYHOCTI
NoAaHHA perynspHyX 3BiTiB 3 6e3neku.
50. DPOPTYM™ NOpoLUOK AN nakcoCwmiTKn Benuka nakcoCmitKn ITania MepepeecTpaLisi Ha HEOOMEXEHWNIA TEPMIH. 3a He UA/1636/01/01
pO3unHy ans AnH ExkcnopT BputaHis ANH peyenmom nionsizae
iH'ekwyjn no 500 wr, Niviten MaHythakTypu MepiognyHicTb NOAAHHSA PEry/IAPHO OHOBJIIOBAHOTO 3BITY
1 chnakoH 3 Hr C.n.A. 3 6e3neku BianoBigHO Ao Mopaaky 34iNCHEHHS
MOPOLLKOM Y chapmakoHarnsgy, 3aTBepiXXeHoro Hakasom
KapTOHHI KopooLi MiHicTepcTBa 0XOpPOHY 340POB’ YKpaiHu Big, 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHuii B MiHiCTepCTBI
tocTumuii Ykpainm 19 rpyaHsa 2016 poky 3a Ne 1649/29779
(y pegakuii Hakasy MiHicTepcTBa 0XOpPOHU 34,0POB’SA
YKkpaiuu Big 26 BepecHs 2016 poky Ne 996), CTaHOBUTb:
3rifHO 3i CTPOKaMK, 3a3HaYeHMM y NePIOANYHOCTI
NoAaHHsA perynsipHrX 3BiTiB 3 6e3neku.
51. XPOMY NOPOLLOK AT Ykpaina Bicta IHais MepepeecTpauis Ha HEOOMEXeHUA TEPMIH - He UA/3378/01/01
NIKONIHAT (cy6eTaHuis) B "KNIBCbKWN OpraHikc (M) nionsizae
nakeTax BITAMIHHUIA nTa.
nosieTuIEeHoBMX 3ABOL"

AN BUpOOHMLTBA
HeCTepWUIbHUX
nikapcbkunx hopm

HavanbHuK Bigainy 3 nutaHb dpapmaneBTUYHOI
BIANbHOCTI lenapTamMeHTy BNpoBag)XeHHA pedhopm

T.M. JIacKOBCbKUM




AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

30.05.2019 Ne 1212

NMEPENIK

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

wnpuuax (KoxeH
06°emom 1 mMn) y
KapTOHHiiA KOpooLi

CTEPWU/BHICTb Ta
6akTepiasibHi
€HI0TOKCUHK); BeTep
dapma-depTUryHr
v6X i Ko. KT,
HimeuunHa
(BUnNpobyBaHHS Ha
CTEPWUNBLHICTb Ta
6akTepiasibHi
€HJOTOKCUHK); BeTTep
dapma-dPepTUryHr
v6X i Ko. KI,
HimeuunHa
(BMpPOGHMLTBO
Hepo3dacoBaHol
npoaykuii, neprHHe
nakyBaHHs,
BUNPOO6YBaHHA Ha
CTEPWU/BHICTb Ta
6akTepiasibHi
€HJ0TOKCUHK); PoLu
dapma All, HimeyumHa

MeTogax BMnpobyBaHHa A®I T. BmicT nonicop6arty 80 3amiHa
KOMIOPUMETPUYHOro meToay Ha metof BEPX 3 BUKOPUCTaHHAM
BMMapOBYBa/IbHOIO AETEKTOPY CBiT/I0po3citoBaHHA (ELSD);
3MiHM | TRy - 3MiHa Yy MeTogax BUNPO6yBaHHS 4OMOMIKHOT
PEYOBMHM - 3MiHN Y MeTOAaX BUNPOGYBaHHSA rOTOBOrO
niKapcbKoro 3acoby T. BMICT 6inka meTogom Y® -cnekTpockonii 3
BHECEHHAM pefakLUiliHnX npaBoK. BBeeHHs 3MiH NpoTArom 6-tv
MicsILiB Micns 3aTBepPIKEHHS

Ne Hassa dopma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
1. AKBAJETPUM PO34UH BOAHUIA MepaHa Monbla MepaHa ®apma Monbla BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/9205/01/01
® BITAMIH D3 [O/151 NepopasibHOro Papma AKuioHepHe 3MiHM | TURy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHMy |  peyenmom
3acTOCyBaHHA, AKLjiOHepHe ToBapucTBO BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
15000 MO/mn, no ToBapucTBO po3Mipy cepil) roToBOro Nikapcbkoro 3acoby (36inblweHHsA ao 10
10 mn y donakoHi 3 pasiB NOPIBHAHO i3 3aTBEPAKEHUM PO3MIPOM) - BBEAEHHSA
KpanesibHUM aofaTtkoBoro po3mipy cepii /13 400 000 chnakoHis (4000,00 n,
[o3aropom; no 1 4400,00 kr) fo BXe 3aTBEpxeHoro po3mipy cepii 50 000
nakoHy B cnakoHiB (500 11, 550,0 kr), 100 000 chnakoHis (1000,00 n,
KapPTOHHIW nayuj 1100,00 kr)
2. AKTEMPA® po3unH ansa ®.XothchpmaHH | LLBeliuapis BeTep dapma- HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHnx maTepianis: 3a UA/13909/02/01
iH'ekuin, 162 mr/0,9 -Ns Pow NTg, depTuryHr 'méX & Ko. a/ 3MiHK | TURy - 3MiHa y MmeTogax BunpobyBaHHs AdD| abo peuyenmom
M/1 B 4 nonepesHbo KI, HimeuunHa Lseiiuapi BUXiAHOIO MaTepiany/npoMixXHOro NpoayKTy/peareHTy, LWo
HanoBHEHUX (BnpobyBaHHA Ha A BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa AP - 3MiHN Y
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
(BUnNpobyBaHHs
KOHTPOJII0 AKOCTI (Kpim
BUNPOOYBaHHA Ha
CTepUbHICTb Ta
6akTepiasibHi
€HJO0TOKCUHW);
. XodhdpmaHH-/15 Polu
N1, Weeiiyapis
(Bunyck cepii);
. XodhdpmaHH-/15 Pou
N1, Weeiiyapis
(BTOpPVIHHE NakyBaHHSA,
BMNPO6YBaHHsA
KOHTPOJIH0 AKOCTI (Kpim
BUNPOOYBaHHA Ha
CTepUbHICTb Ta
6akTepiaibHi
€HAO0TOKCUHN)
3. AKTEMPA® KOHUEHTpaT ans ®.XohcpmaHH | LUselinapis Pow ®apma Al HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13909/01/01
pO3UMHYy AN -Na Pow Jtg, HimeuunHa al 3MiHM | TUNy - 3mMiHa y MeToAax BunpobysaHHs A®| abo peyenmom
iHdpysiid, 20 mr/mn (BunpobyBaHHs LLBeiuapi BVXiHOTrO Marepiany/npoMiXHOro NpoayKTy/peareHTy, Wwo
no 80 mr/4 mn, 200 KOHTPOJIO SIKOCTI); A/ AnoHis BMKOPUCTOBYETLCA Y NpoLieci BUpo6HuLTBa ADI - 3MiHa Y
mr/10 mn, 400 ®. XodpcpmaHH-/151 Pow MeTogax BunpobysaHHa A®I T. BmicT nonicop6aty 80 3amiHa
Mr/20 mny NTa, Weeiiuapis mMeToay konopumeTpii Ha meToa (BEPX, ELSD); 3MiHu | Tuny -
donakoHi; no 1 a6o (Bunyck cepii); 3MiHN Y MeToAax BUNpPoByBaHHSA AONOMDKHOT peqyoBUHN
4 chnakoHn y ®. XodpchpmaHH-/151 Pow nosicop6arty 80 B roTOBOMY /likapCbKOMY 3ac006i - MeTofq
KapTOHHI KopooLi NTa, Weeiiuapis KonopumeTpii 3amiHeHo Ha meTog, (BEPX, ELSD). BBegeHHs
(BTOpPUHHE MakyBaHHS); 3MiH NPOTArom 6 MicsLiB 3 AaTu 3aTBEPKEHHS
Uyrain dapma
MaHydhekTypuHr Ko.
Nta, AnoHis
(BPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, neprHHe
nakyBaHHs)
4, ANEPAE3 TabneTku, BKpUTI My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/14492/02/01
NNiBKOBOO akLjioHepHe TOBapuCTBO "HaykoBo- BUNPAaB/IEHHA TEXHIYHMX NOMW/IOK, Y MeToAaXx KOHTPO/IO AKOCTI peyenma
060/10HKOIO, M0 5 TOBapUCTBO BMPOGHNYNIA LEHTP nikapcbKoro 3acoby, B po3gini «PO34YMHEHHS»
Mr no 10 TabneTok "HaykoBo- "BopLyariBCbkuii XiMiko-
y 6nicTepi, no 1 BMPOGHUYNIA hapmaueBTUYHNIA
6nicTepy B nauui LeHTp 3aBof”
"BopLuariBcbk
uii Ximiko-
hapmaueBTny
HWiA 3aBog”
5. AMBPOKCON Tabnetku no 30 mr, NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/2084/01/01
no 10 TabneTtok y "Kuismegnpen "KuiBmegnpenapar” 3MiHK | TURYy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
6nictepi; no 2 apar” dhapmakoHarnsgy - OHOB/IEHHSA BXe 3aTBEPAXXEHOIO TEKCTY
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
6nictepn y nauuj MapKyBaHHS1 BTOPVHHOT Ta NepBUHHOT YNakoBKW MikapCbKoro
3ac06y 3 BHECEHHAM A04aTKOBOT iHhopmaLil (BHECEHHS
NMo3HaYeHb OAVHWLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NliTep
NaTUHCBLKOro andasiTy Ta Towo). BBeAeHHS 3MiH NpoTAroM 6-tu
MicALIB MiCNs 3aTBEPKEHHS
6. AMILNN® niodpinizat gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/1036/01/03
pPO34mnHYy Ana "Knismegnpen "KviBmegnpenapar” 3MiHM | TUNY - 3MiHK Woa0 6e3neku/edekTMBHOCTI Ta peyenmom
iH'ekyin no 0,5ry apar” hapmakoHarnagy - OHOB/IEHHS BXXE 3aTBEPKEHOrO TEKCTY
chnakoHax MapKyBaHHS1 BTOPVHHOT Ta NePBUHHOT YNakoBKN MiKapCbKoro
3ac06y 06yMOBNEHO BHECEHHAM NO3HaYeHb OAUHULL
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep /TaTUHCLKOro andasiTy
Ta BufanieHHs iHpopmauii ctocoBHO “Kopnopauii ApTepiym®.
BBefeHHs 3MiH NPOTAroM 6-TW MiIcALIB Nic/1A 3aTBEPAKEHHS
7. AMILNN® niodpinizat gns MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/1036/01/04
pOo3UmnHy Ansa "Knismegnpen "Kvuismegnpenapar” 3MiHM | TURY - 3MiHW WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
iH'ekyinno 1,0ry apat” thapMakoHarnsay - OHOB/IEHHS BXe 3aTBEPKEHOro TeKCTy
hnakoHax MapKyBaHHS BTOPMHHOI Ta NEPBUHHOT YNakoBKN MiKapCbKoro
3ac00y 06yMOBNEHO BHECEHHAM NO3Ha4YeHb OAUHULL
BMMIPIOBaHHS, 3 BUKOPUCTAHHAM J1liTep NaTUHCLKOro andasiTy
Ta BuganeHHs iHpopmauii ctocoBHO “Kopnopauii ApTepiym®.
BBefeHHS 3MiH NpoTAroM 6-T1 MicALiB NiC/1A 3aTBEPAKEHHS
8. AMnoaumniH Tabnetkn no 5 mr NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/1586/01/01
no 10 TabneTok y "Kuismegnpen "KuiBmegnpenapar” 3MiHK | TURYy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta peuyenmom
6nictepi; no 3 apar” chapmakoHarnsgy - OHOB/IEHHSA BXe 3aTBEPAXXEHOIO TEKCTY
6nictepu B nayLi MapKyBaHHS BTOPUHHOI Ta NEPBUHHOT YNakoBKW MiKapCbKoro
3aco0by (BHeCEeHHS No3HaYeHb OAVHWLb BUMIPIOBAHHS, 3
BVKOPUCTAHHSAM J1iTep NaTUHCLKOro andasiTy). BBeAeHHs 3MiH
NpoTArom 6-T1 MicALIB Nicna 3aTBePAKEHHS
9. AMnoaunniH Tabnetku no 5 wmr; CaHpo3 CnoBeHis ek ®apmaueBTUyHa PymyHis/ BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/11166/01/01
CAHAO3® no 15 tabneTtok y dapmacbHoTiK KoMnaHisa g.4., TypeyyuH 3MiHM | TNy - 3MiHa y MeToAax BUNpobyBaHHSA roTOBOro peyenmom
6nictepi; no 2 ans3 a.4., CnoBeHis a NiKapcbKoro 3acoby, He3HaYHi 3MiHW Y NPUrOTYBaHHI
6nictepu y (BMPOGHMLTBO 3a BMNPOBYBAHOro po3unHy y metoamui «KisbkicHe BUSHaUYEHHS».
KapTOHHIA Kopoo6Li NOBHWM LK/IOM; 3anponoHoBaHa 3MiHa He BNMBAaE Ha BaslifaLilo Ta Ha AKICTb
nepBUHHE i BTOPUHHE rOTOBOrO NPOAYKTY; HE3HAYHI pefakLiiiHi 3MiHWM y MeToauL
nakyBaHHs); C.K. «KinbKicHe BU3HAYeHHS»; HE3HAaYHI 3MiHU Y MeToAWLj
CaHpgos C.P.J1., «lpeHTudikauisi»: yTOYHEHHS onucy MeToamnku ANs
PymyHist (kOHTposb iaeHTudikauii giro4oi peyoBMHM amnoauniHy 6ecmnary MeTogom
cepii); CaHgos Npyn 1Y-cnekTpockonii; He3HauHi 3MiHW y MeToauLi «OAHOPIAHICTb
Carnvik YpyHnepi [1030BaHVX OAVHWLb»: YTOYHEHHS ONWCY MEeTOANKN ANs
Inaknapi CaH. Be Tik. A. NpUroTyBaHHA BUNPOOYBAHOro po3ynHy. 3anponoHosaHa 3miHa
C., TypeuunHa He BM/VMBAaE Ha BasTifaLilo Ta Ha AKICTb TOTOBOrO NPOAYKTY;
(Bpo6HMLTBO in bulk); He3HauHi 3MiHW Yy meToauui «CynpoBiaHi AOMILLKN»: BUAa/IeHHSA
CaHpo3 Inak CaHali Be METOANKN NPUroTyBaHHA PO34nHY nnaue6o 3 onmucy aHasliTUYHOT
Tikapet A.C., npoueaypu, OCKiIbku XxpoMatorpadiyHnii nik 4ns po34nHy
TypeyunHa nnaue6o 6yno niagTBepopKeHo nig vac Banigauii metoay npu Rt ?
(Bpo6HMLTBO in bulk) 1.1 xB.
10. AMAoAauniH Tabnetku no 10 wmr; CaHpo3 CnoBeHis ek ®apmaueBTUyHa PymyHis/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/11166/01/02
CAHAO3® no 15 tabneTtok y PapmacbioTiK KoMnaHisa a.4a., TypeyyuH 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peyenmom
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
6nictepi; no 2 an3 a.4. CnoBeHis a NiKapcbKoro 3acoby, He3HauHi 3MiHW Y MPUrOTYBaHHI
6nictepu y (BMPOGHMLTBO 3a BMNPOBYBAHOro Po3unHy y metoamui «KinbkicHe BUSHAYEHHS».
KapTOHHI KOpoo6Li NMOBHMM LMK/IOM; 3anponoHoBaHa 3MiHa He BM/IMBAE Ha Baslifauilo Ta Ha SKiCTb
nepBuHHE | BTOPUHHE rOTOBOrO NPOAYKTY; HE3HAUHI pefakLiiiHi 3MiHM y MeToauLi
nakyeaHHs); C.K. «KinbKiCHEe BU3HAYEHHS»; HE3HAYHI 3MiHW Y MeToAuLi
Canpgo3 C.P.11., «lgeHTundikauisa»: yTOYHEHHS ONUCY METOANKN ANs
PymyHist (KOHTpO/b iaeHTViKaLl Aito4oi peyoBrHU aMmioguniHy 6ecnunary MeTogoMm
cepii); CaHgos Npyn 1Y-cnekTpockonii; He3HauHi 3MiHW y MeToauLi «OAHOPIAHICTb
Carnvik YpyHnepi [1030BaHVX OAVHWNLb»: YTOYHEHHS ONWCY METOANKN ANs
Inaknapi CaH. Be Tik. A. NpUroTyBaHHs BUNPOGYBAHOro po3yMHy. 3anpornoHoBaHa 3miHa
C. TypeuunHa He BN/MBAaE Ha BaslifaLlito Ta Ha AKICTb roTOBOro NPOAYKTY;
(Bnpo6HMLTBO in bulk); He3HauHi 3MiHM Yy meToamui «CynpoBifHi AOMILLKM»: BUAAIEHHS
CaHpo3 Inak CaHaii Be MEeTOAMKM NPUIOTYBaHHS PO34MHY naauebo 3 onucy aHaniTUYHOI
Tikapet A.C., npoweaypu, ockifibku XpomartorpadivyHuii nik Ans po3yunHy
TypeuunHa nnaue6o 6yno NiaTBepKEHO Nig yac Banigauii metogy npu Rt ?
(BUpo6HMLTBO in bulk) 1.1 xB.
11. AMOKCUN® Tabnetkn no 250 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/1081/01/01
mr no 10 TabneTok "KviBmegnpen "KviBmegnpenapar” 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddekTUBHOCTI Ta peyenmom
B 6nicTepi; no 2 apar” thapmakoHarnsgy - OHOB/IEHHSA BXe 3aTBEPAXXEHOI0 TEKCTY
6nictepu B nauui MapKyBaHHS BTOPVMHHOI Ta NEPBUHHOT YNakoBKMN MiKapCbKoro
3ac00y 3 BHECEHHSIM A0AaTKOBOT iHhopmaLii (BHECEHHS
no3Ha4yeHb OAVHWLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
naTvHCbKOro andasiTy Ta Tow0). BBegeHHs 3MiH NpoTsarom 6-tu
MiCALIB MiC/1A 3aTBEPKEHHS
12. AMOKCUN® Tabnetku no 500 NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/1081/01/02
mr no 10 TabneTok "Knismegnpen "KviBmegnpenapar” 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edhekTUBHOCTI Ta peyenmom
B 61icTepi; no 2 apar” dhapmakoHarnsgy - OHOB/IEHHSA BXe 3aTBEPAXKEHOI0 TEKCTY
6nicTepy B nayvj MapKyBaHHS1 BTOPVHHOT Ta NePBUHHOT YNakoBKW NMiKkapCbKoro
3ac06y 3 BHECEHHSAM A04aTKOBOT iHGhopmaLii (BHECEHHS
No3Ha4YeHb OAVHMLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
NaTUHCLKOro andasiTy Ta Towo). BBeAEHHS 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPL)KEHHS
13. AMMOILANIH NOpoLLIOK AN NAT YkpaiHa MAT "KviBmegnpenapat YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/2950/02/01
pO34UMHYy ANns "Kuismegnpen 3MiHW | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peuyenmom
iH'ekuinno0,5r, 1 apar” hapmakoHarnsigy - OHOBJ/IEHHS BXE 3aTBEPKEHOro TeKCTy
chnakoH 3 MapKyBaHHS1 BTOPVHHOT Ta NepBUHHOT YNakoBKW MikapCbKoro
nopotukom; 10 3ac06y 06YMOB/IEHO BHECEHHAM NO3HAYEHb OAVHULb
cnakoHiB 3 BMMIPIOBaHHS, 3 BUKOPUCTAHHSIM J1iTep NaTUHCLKOro andasiTy
NOPOLLKOM Y Ta BUAasIeHHs iHpopmadii ctocoBHO “Kopnopadii ApTepiym.
KOHTYpHili BBefieHHs1 3MiH NPOTArom 6-T MICALIB MIiC/A 3aTBEPL)KEHHS
YapyHKOBIlA
ynakosui; no 1
KOHTYpHili
YapyHKOBIlA
ynakoBsLi B nayi
14. AMOILWANIH NOPOLLOK ANsi MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/2950/02/02
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
pO3UmnHy Ansa "Kuismegnpen "Kvuismegnpenapar” 3MiHM | TUNY - 3MiHW Woa0 6e3nekn/edpekTMBHOCTI Ta peyenmom
iH'ekuiino 1,0r, 1 apar” hapmakoHarnagy - OHOB/IEHHS BXE 3aTBEP)KEHOrO TEKCTY
chnakoH 3 MapKyBaHHS1 BTOPVHHOI Ta NePBUHHOT YNakoBKN NiKapCbKOro
nopotukom; 10 3ac00y 06yMOBNEHO BHECEHHAM NO3HaYeHb OAUHULL
h1aKkoHiIB 3 BMMIPIOBaHHS, 3 BUKOPUCTAHHAM fiTep /TaTUHCLKOro andasiTy
MOPOLLKOM Y Ta BugasieHHs iHhopmauii ctocoBHO “Kopnopauii ApTepiym®.
KOHTYPHiIl BBefeHHs 3MiH NPOTAroM 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS
YapyHKOBIli
ynakosLi; no 1
KOHTYPHiIl
YapyHKOBIli
ynakoBLi B nayi
15. AHANPUNIH- Tabnetku no 40 mr ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - - UA/17476/01/01
340POB'A in bulk: no 1000 06MexeHo obmexeHoro 3MiHM 3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. Cuctema
Tabnetok y nakeri BiANOBIAA/bHI BiANOBIAA/TLHICTIO KOHTelHep/3aKynoptoBasibHWIA 3aci6. 3MiHa po3Mipy ynakoBKu
nosieTuneHoBoMy cTHo "PapmaLeBThYHA roTOBOrO NikapCbKoro 3acoby (iHLi 3MiHK)
Y KOHTelHepi "®apmavesTu KomnaHis "3gopos’a" CynyTHS 3MiHa - 3MiHM 3 AKOCTi. [OTOBWIA NliKapCbkuii 3aci6.
naacTMacoBomy YyHa KOMMaHis CucTema KoHTelHep/3aKynoptoBasibHUIA 3aci6. 3miHa y
"3popoB’s"” NepBUHHI yNakoBLi rOTOBOTO JlikapcbKoro 3acoby (Tun

KOHTeliHepa abo AofaBaHHA HOBOTO KOHTelHepa) - TBepai, M'ski
Ta HecTepusbHI pigki nikapcbki opmu; - 3MiHK 3 SKOCTI.
[oTOBWIA NNikapcbkuii 3aci6. Cuctema
KOHTelHep/3akynoptoBasibHMI 3aci6. 3MiHa nocTavasibHUKa
naKkyBa/lbHNX MaTepianis abo KOMMIEKTYUUX (SKLLO 3a3HaYeHo
B [10Cb€) (3amiHa abo fofaBaHHA NocTavas/ibHUKA); - 3MiHN 3
AKOCTI. [0TOBWIN Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa Y
TepMiHax NpuAaTHOCTi abo ymMoBax 36epiraHHs roToBOro
nikapcbKoro 3acoby (iHLWi 3MiHW) - BBE,eHHS A04aK0BOro Buay
nakyBaHHs /13 - in bulk no 1000 TabneTok y nakeTi
nonieTMIeHOBOMY Y KOHTEHEepi N1acTMacoBOMYy Bif HOBKX
BVMPOGHWKIB NEPBMHHOIO NakyBaHHs (MakeT NofieTUIeHOBUIA):
TOB «MacTtep-Mak», YkpaiHa ta TOB «MONI-FPYI AT »,
YkpaiHa. Y 3B’A3Ky 3 BBefeHHsIM ynakoBku in bulk no 1000
TabneTok y nakeTi NoNieTUIEHOBOMY BHOCATLCS 3MIHU Y p.
«TepMiH npuaartHocTi» (A4na ynakosku in bulk BBegeHo TepMiH
npugartHocTi 1 pik, Lo NigTBepAXYETbCA pesynbTataMmu
pocnimkeHHs ctabinbHocTi 3aTBepmkeHo: TepMiH npuaaTHocTi
4 pokun. 3anponoHoBaHo: TepMiH NpuaaTHOCTI 4 poky YNnakoBka
in bulk: 1 pik; 3miHy | TUNY - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKWii
3aci6. 3MiHM y BUPOGHULTBI. 3MiHa po3Mipy cepil (BKIHoYaoun
[iana3oH po3mipy cepii) roToBOro /likapCbKOro 3acoby
(36inbLueHHst fo 10 pasiB NOPIBHAHO i3 3aTBEPAKEHUM
pO3MipoMm) - BBELIEHHSI OAATKOBOrO PO3Mipy cepili npenapary
Ans ynakosku in bulk Ne 1000 (0,540 tuc.yn. (108,150 kr) gns
aitoyoro uexy Mao.
3arBepgxeHo: Liex '3
Po3wmip cepii cknagae:

21,400 Tuc. yn. (214,000 kr) - Ne 50 (10x5), Ne50 (50x1), Ne 50
3anponoHoBaHo:
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Uex Mo
Po3wmip cepii cknagae:
10,000 tuc. yn. (100,000 «kr) - Ne 50 (10x5), Ne50 (50x1), Ne 50
Lex N3
Po3wmip cepii cknagae:
21,400 Tuc. yn. (214,000 kr) - Ne 50 (10x5), Ne50 (50x1), Ne 50
Lex Mo
Po3wmip cepii cknagae:
10,000 tuc. yn. (100,000 «kr) - Ne 50 (10x5), Ne50 (50x1), Ne 50
[JopatkoBuii po3mip cepii:
0,540 Tnc.yn. (108,150 kr) - Ne 1000
16. APKOKCIA® TabneTku, BKPUTI Mepk Wapn i LLseiiuapis BUPOBHMK IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/10704/01/02
NAiBKOBOO [oym |[OEA Hepo3cacosaHoi HigepnaH AfMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHsA Ta/abo agpecu peyenmom
o6010HKoto, no 60 6X npoayKuii, KOHTPO/b an 3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs) - 3MiHa
Mr, Mo 7 TabneTok AKOCTI, NaKyBaHHA: Ha3BMW Ta afpecu 3asBHUKA
y 6nicTepi; no 1 dpoccT 16epuka, C.A.,
abo 4 6nictepn y IcnaHis
KapTOHHIA KopooLi
nakyBaHHs1, BUMYCK
cepii:
Mepk Wapn i Joym
B.B., Higepnangu
17. APKOKCIA® TabneTtku, BKPUTI Mepk Wapn i Lseiiuapis BUPOBHMK IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/10704/01/03
NAiBKOBOO [oym |[OEA Hepo3cacosaHoi HigepnaH AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o6onoHkoto, no 90 6X NpoAyKLii, KOHTPO/Ib an 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa
Mr, Mo 7 TabneTok AKOCTI, NaKyBaHHA: Ha3BM Ta afpecy 3asiBHMKa
y 6nicTepi; no 1 ®poccT 16epuka, C.A.,
abo 4 6nictepn y IcnaHis
KapTOHHiA KopooLi
nakyBaHHs1, BUMYCK
cepii:
Mepk Wapn i Joym
B.B., HigepnaHngu
18. APKOKCIA® TabneTku, BKPUTI Mepk Wapn i LBeliuapis BUPOGHUK Icnanis/ BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/10704/01/04
NNiBKOBOIO Loym IQEA Hepo3dacoBaHoi HigepnaH AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenmom
060/10HKO0, No 120 6X NpoAyKLii, KOHTPO/Ib an 3asBHMKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) - 3MiHa

Mr, No 7 TabneTok
y 6nicTepi; no 1
6nictepy B
KapTOHHiiA KopooLi

AIKOCTi, NaKyBaHHs:
dpoccT 16epuka, C.A.,
IcnaHis

nakyBaHHS1, BUMYCK
cepii:

Mepk Wapn i Joym

B.B., HigepnaHgmn

Ha3BW Ta agpecu 3asdBHUKa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
19. APKOKCIA® TabneTku, BKPUTI Mepk Wapn i LBeiiuapis BUPOBHUK IcnaHis/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/10704/01/01
NNiBKOBOIO Ooym |[OEA Hepo3cacosaHoi Higepnax AnMiHiCTpaTBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
o6onoHkoto, no 30 6X npoayKuii, KOHTPO/b an 3asBHMKa (BNacHvKa peecTpauiiHoro NoCBigYEHHs) - 3MiHa
Mr, Mo 7 TabneTok AKOCTI, NaKyBaHHA: Ha3BuW Ta afpecu 3asBHUKa
y 6nicTepi; no 1 ®poccT 16epuka, C.A.,
abo 4 6nictepn y Icnanis
KapTOHHiA Kopoo6Li
nakyBaHHS1, BUMYyCK
cepii:
Mepk Wapn i Joym
B.B., Higepnangm
20. APKOKCIA® TabneTku, BKPUTI Mepk Wapn i LLseiiuapis BUPOBHMK IcnaHis/ 3MiHu Il TUnNy - 3MiHK Woao 6e3nekn/edhekTUBHOCTI Ta 3a UA/10704/01/01
NNiBKOBOIO Ooym IQEA Hepo3dacoBaHOl HigepnaH hapmakoHarnsigy. BHeceHHs abo 3miHa(n) 40 3060B'A3aHb Ta peuyenmom
o6onoHkoto, no 30 6X npoayKuii, KOHTPO/b an YMOB Buaui peecTpauiiHoro noceig4eHHs, Bkaoyaroun Mnax
Mr; o 7 TabneTok AKOCTI, NaKyBaHHS: yrnpaB/liHHA pU3nKamMu (3aCToCyBaHHS 3MiH(1), Aki(a)
y 6nicTepi; no 1 ®poccT I16epuka, C.A., BMMaratTb(€) NOAAbLIOTO 06I'PYHTYBAHHS HOBUMM
abo 4 6nictepun y IcnaHis [0AaTKOBUM AAHVIMWU, WO MalOTh HafaBaTUCA KOMNETEHTHUM
KapTOHHIA KopooLi OpraHoMm, OCKi/IbK/ BUMaraeTbCs CyTTEBA OLiHKa KOMNETEHTHUM
nakyBaHHs, BUMYCK opraHom) - AeTaslbHWIA ONUC CUCTEMU YNPaBAiHHA pU3nKaMmn y
cepii: BUINAAI NNaHy ynpas/liHHA pU3nKamu, L0 HaJaHWi 3asiBHUKOM,
Mepk Wapn i Joym MiCTUTb PU3MK NPONOPLiliHi 3axoau 3 MiHiMi3aLii pu3ukiB Ta
B.B., HigepnaHgmn 34iicHeHHs chapmakoHarniagy. IHdopmauisa 3 6esneku, LWwo
npeAcras/ieHa B IHCTPYKLIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby ApKoKCia®, TabneTkn, BKPUTI NIIBKOBOK
o060s10HKot0, no 30 mr, 60 mr, 90 Mr; no 7 TabneTok y 6nictepi;
no 1 a6o 4 6nictepun y KapTOHHIli KOPObLi; TabNeTKW, BKPUTI
NNiBKOBOK 060/10HKO0 M0 120 Mmr; No 7 Tabnetok y 6nictepi; no
1 6nicTepy y kapTOHHIil kopobu,i Bifobpaxae 3axoau 3
MiHimi3aLii pu3uKiB, BignoBigae iHhopmaLiii, BUKageHiin y nnaHi
ynpaBAiHHA pU3nKamu, HalaHOTO 3asiBHVKOM
21. APKOKCIA® TabneTku, BKpUTI Mepk Wapn i LLBeiuapis BMPOGHUK Icnanis/ 3MiHuM Il Tvny - 3MiHn Wogo 6e3nekn/edekTMBHOCTI Ta 3a UA/10704/01/02
NNiBKOBOO Ooym |[OEA Hepo3dhacoBaHol HigepnaH thapmakoHarnsgy. BHeceHHs abo 3miHa(1) 4o 3060B'A3aHb Ta peyenmom
060/10HKO10, 10 60 m6X NpoAyKLii, KOHTPO/Ib an YMOB BUaui peecTpaLiiHoro noceigYeHHs, Bkaoyarun Mnax

Mr; no 7 TabneTok
y 6nicTepi; no 1
abo 4 6nictepn y
KapTOHHI Kopoo6Li

SIKOCTi, NaKyBaHHS:
®poccT 16epuka, C.A.,
Icnanis

nakyBaHHS1, BUMYCK
cepii:

Mepk Wapn i Joym

B.B., Higepnanaun

ynpas/iHHA pu3nkamu (3acTocyBaHHs 3MiH(1), SKi(a)
BMMaralTb(€) NOAaNbLIOT0 06I'PYHTYBaHHS HOBUMM
[0AAaTKOBUM AaHVIMW, L0 MalOTh HaJaBaTUCA KOMNETEHTHUM
OpraHoM, OCKifIbKM BUMaraeTbCsi CyTTEBA OLjiHKa KOMNETEHTHUM
opraHom) - feTaslbHW ONNC CUCTEMW YNPaBiHHA pU3nKamn y
BUMNSAI NNaHy yNpaBniHHSA pU3nkamu, WO HafaHuii 3asBHUKOM,
MICTUTb PU3MK NPOMNOPLiiHI 3aX0AM 3 MiHIMi3aL|ii pu3ukis Ta
3[jiCHeHHs1 dhapmakoHarnagy. IHopmauia 3 6e3neku, Lo
npeAcras/ieHa B IHCTPYKLUIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby ApKOKCis®, TabneTku, BKpUTI NNIBKOBOO
o060s10HKoto, no 30 mr, 60 mr, 90 Mr; no 7 TabneTok y 6nicTepi;
no 1 a6o 4 6nictepun y KapTOHHIlA KOPOOLL; TABNETKM, BKPUTI
nAiBKOBOK 060/10HKOK M0 120 Mr; No 7 TabneTok y 6ictepi; no
1 6nicTepy Y KaPTOHHI KOpoO6Lii Bifobpaxae 3axoan 3
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n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
MiHimi3aLii pu3uKiB, BignoBigae iHchopmalLiii, BUKNaAeHiin y nnaHi
ynpasiHHA puU3nKaMu, HalaHoro 3asiBHUKOM
22. APKOKCIA® TabneTku, BKpUTI Mepk Wapn i LLBeiuapis BMPOGHUK Icnanisa/ 3MiHM Il Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta 3a UA/10704/01/03
NNiBKOBOIO Ooym |[OEA Hepo3dhacoBaHol HigepnaH hapmakoHarnsgy. BHeceHHsi ab6o 3MiHa(1) 40 3060B'A3aHb Ta peuenmom
o060n10HkKoto, no 90 6X NpoAyKUii, KOHTPO/b an YMOB BUaui peecTpauiliHoro noceig4eHHs, Bkaoyaroun Mnax
Mr; no 7 TabneTok AKOCTI, NaKyBaHHs: ynpaBniHHA py3nKamu (3acTocyBaHHS 3MiH(M), ki(a)
y 6nicTepi; no 1 ®poccT 16epuka, C.A., B/MaratoTb(€) NofanbLioro 06rpyHTyBaHHS HOBUMU
abo 4 6nictepn y Icnanis O04ATKOBUM AaHVMMMU, L0 MaloTb HaAaBaTUCs KOMNETEHTHUM
KapTOHHI KopooLi OpraHoM, OCKi/IbKM BYMaraeTbCsi CyTTEBA OLjiHKa KOMNETEHTHUM
nakyBaHHS1, BUMYyCK opraHom) - feTasibHWi ONUC CUCTEMU YNPaBiHHA pU3nKamn y
cepii: BUIIAAI NNaHy ynpas/iHHA pUu3nKamu, L0 HaJaHWi 3asBHNKOM,
Mepk Wapn i Joym MiCTUTb PV3MK MNPONOPLiHI 3aX0AM 3 MiHIMi3aLil pu3ukiB Ta
B.B., HigepnaHaun 3[jiCHeHHs1 hapmakoHarnagy. IHopmalia 3 6e3neku, Lo
npeacTasneHa B iHCTPYKLii A1 MEAUYHOTO 3aCTOCyBaHHSA
nikapcbKoro 3acoby ApKokCisa®, TabneTku, BKpUTI NNIBKOBOO
060/10HKO10, 1o 30 mr, 60 mr, 90 mr; no 7 TabneTtok y 6nictepi;
no 1 a6o 4 6nictepun y KapTOHHIli KOPOOLi; TabNeTkn, BKPUTI
N1iBKOBOK 060/10HKOI Mo 120 Mr; no 7 TabneTok y 6nictepi; no
1 6nicTepy y KapTOHHIll kopobL,i Bio6paxkae 3axoau 3
MiHimi3aLii pu3ukis, BignoBigae iHhopmaLii, BUKNageHin y nnaHi
ynpasAiHHA pU3nKamu, HaaHOTO 3asiBHVKOM
23. APKOKCIA® TabneTku, BKPUTI Mepk Wapn i LBeliuapis BUPOGHUK Icnanis/ 3MiHu Il Tuny - 3miHK Wwoao 6e3nekn/edhekTUBHOCTI Ta 3a UA/10704/01/04
NNiBKOBOO Loym IQEA Hepo3dacoBaHOl HigepnaH hapmakoHarnsigy. BHeceHHs abo 3miHa(n) A0 3060B'A3aHb Ta peuyenmom
060510HKot0, No 120 6X NpoAyKLii, KOHTPO/Ib an YMOB BUaui peecTpauiiiHoro noceigYeHHs, Bkaoyaroun Mnax
Mr; o 7 TabneTok AKOCTI, NaKyBaHHS: ynpaBiHHA py3nKamMu (3acToCyBaHHS 3MiH(1), ski(a)
y 6nicTepi; no 1 ®poccT 16epuka, C.A., BMMaratTb(€) NOAANbLIOIO 06I'PYHTYBaHHS HOBUMM
6nictepy y IcnaHis [0AaTKOBUM AAHVIMW, WO Mal0Th HafaBaTUCA KOMNETEHTHUM
KapTOHHI KopooLi OpraHoMm, OCKi/lbK/ BUMaraeTbCs CyTTEBA OLiHKa KOMNETEHTHUM
nakyBaHHs, BUMYyCK opraHom) - AeTaslbHUIA ONUC CUCTEMU YNPaBAiHHA pU3nkaMmn y
cepii: BUMNAAI NNaHy yNpasniHHSA pU3nkamu, WO HafaHuii 3a9BHKOM,
Mepk Wapn i Joym MiCTUTb PU3MK NPONOPLiliHi 3axoau 3 MiHiMi3aLil pu3ukiB Ta
B.B., HigepnaHgmn 34iicHeHHs chapmakoHarnagy. IHdopmadis 3 6esneku, Lo
npeAcras/ieHa B IHCTPYKLUIT 415 MEAUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby ApKokCia®, TabneTkn, BKPUTI NAIBKOBOKO
o60s10HKot0, No 30 mr, 60 mr, 90 Mr; no 7 TabneTok y 6nictepi;
no 1 a6o 4 6nictepun y KapTOHHIli KOPO6L; TaBNETKM, BKPUTI
nniBKOBOK 060/10HKO0 M0 120 Mr; No 7 TabneTok y bnictepi; no
1 6nicTepy y kapTOHHIil kopobu,i Bifobpaxae 3axoau 3
MiHimi3aLii pu3uKiB, BignoBigae iHchopmalLlii, BUKIageHiin y nnaHi
ynpaBAiHHA pU3nKamu, HaJlaHOTO 3asiBHVKOM
24, APMA/JIH pO34MH Ans TOB HB® Ykpaina BignoBiga/IbHWIA 3a YkpaiHa BHECEHHS 3MiH 40 PEECTPALiiHNX MaTepiasliB: 3MiHW | TNy - 3a UA/9896/01/01
iH ekuili, 50 Mr/mn "MIKPOXIM" BMPOGHULITBO Ta AAMiHICTPaTMBHI 3MiHN. BuyuyeHHsI BUPOGHMYOI AibHAL peuyenmom

no 2 Mn B amnyni;
no 5 amnyny
KaceTi; no 2 KaceTtu
B nayLj 3 KapTOHy

KOHTPO/b/BUNPOBYBaHH

51 cepii, He BK/IOYaKun
BUNYCK cepil:
MpuBaTHE akuioHepHe
TOBapUCTBO “J1ekxiMm —
Xapkis”,

(Brmovatoumn AinbHuui 4na A®l, npoMixxHOro NpoaykTy abo
roTOBOrO /iKapCbKOro 3acoby, AiNbHULI 4715 TPOBEAEHHS
nakyBaHHs, BUPOGHMKa, BigMnoBifasibHOro 3a BUMYCK cepili, Micue
NpoBefEeHHS KOHTPOIO cepii) abo noctavasibHMKa BUXIAHOMO
mMartepiany, peareHTy abo AOMNOMDKHOT PEYOBMHU (SIKLLLO
3a3HaYeHo Y I0CbE) - BUTYYEHHSI BUPOBHMYOI AinbHUUi ans MN3
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

YkpaiHa

BignoBigasbHMi 3a
BUNYyCK cepii, He
BK/THOHAK0UM
KOHTPO/b/BMNPOGYBaHH
A cepii:

TOB HB® "MIKPOXIM",
YkpaiHa

“Nabopartopis IHIBCA, C.A.", IcnaHis, BignosiganbHoI 3a
BMPOGHULITBO Ta KOHTPOb / BUNPOBYBaHHA Cepil, BKIOYaun
BWMYCK cepii. BBeAEHHS 3MiH NpoTarom 3-x MicauiB nicns
3aTBepMAKEHHs. CynyTHs 3MiHa - 3MiHU 3 siKoCTi. [O0TOBWMIA
nikapcbkuii 3aci6. Cuctema KoHTelHep/3akynoproBasibHUiA 3aci6.
3MiHa po3mipy ynakoBKu roTOBOrO /liKapcbKoro 3acoby
(BUNYyYEHHA yNnakoBKU MEBHOro po3Mipy) - y 3B'A3KY i3
BUYYEHHAM BUPOOHMYOI AinbHULi “Slabopatopis IHIBCA, C.AY,
Icnanisi, BiANOBIAA/IbHOI 3@ BUPOOGHULITBO Ta KOHTPOSIb /
BMNPOGYBaHHS cepii, BK/IOYaun BUMYCK cepii, BUIyYaeTbCs i3
Marepianis peecTpaujiiiHoro AoCbE ynakoska no 2 M B amnyi;
no 10 amnyn y 6nictepi; no 1 6nicTepy B nauui 3 kKApTOHY
nikapcbKoro 3aco6y, 3 BignoBiAHNMMW 3MiHAMK B po3Aini
YnakoBka.

25.

APTPOKON

pO34nH Ans
iH'ekuji, 100 mr/2
MJ/1 10 2 M1 B
amnyni; no 5 amnyn
B KOHTYpHili
YapyHKOBIl
ynakoBLj; no 1 a6o
2 KOHTYpHi
YapyHKOBI
ynaKkoBkun B
KapTOHHIA KopooLi

YOPA[,
MEAVLIMH
NIMITES,

Benuka
BpuTaHin

K.O. Pomcbapm KomnaHi
C.p.N.,

PymyHis

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis:
3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHEHUX JaHux
npo cuctemy dhapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHOT 0coou,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnisay 3asBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTaKTHI gaHi) Ta/abo 3miHu y
PO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3MmiHa
YNOBHOBAXXEHOT 0COOU 3as1BHMKA, BignoBigaibHOI 3a
hapmakoHarnsg;: Aitova pefakuis: €nvsaseta Teogopy/Mrs.
Elissavet Theodorou MponoHoBaHa pefakuis: Mescim Inbk6axap
[Linyens/ Mrs.llkbahar Dincel 3miHa KOHTaKTHUX JaHUX
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBigaIbHOI 3a
chapmakoHarnsg,. 3MiHa KOHTaKTHUX AaHWNX KOHTaKTHOT 0co6u
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag B YkpaiHi. 3miHa Micus 34iiCHEHHSI OCHOBHOT
AisNbHOCTI 3 chapmakoHarnagy. 3MiHa MicLe3Haxo4KeHHs
mMacTep-halina cuctemu papmakoHarisay Ta inoro Homepy

3a
peyenmom

UA/14707/01/01

26.

APYTUMON®

Kpansi Ou4Hi,
po3uuH 2,5 mr/mn,
no 5 mn y chnakoHi-
KpanesibHuuj, no 1
donakoHy-
KpanenbHuui y
KapTOHHI Kopoo6Li

TOB
"BAJIEAHT
PAPMACBIO
TIKANZ"

YkpaiHa

[Op. F'epxapa MaHH,
XeM.-chapMm. Pabpuk
m6X,

HimeuunH
a

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TNy - 3MiHa Y MeToAax BUNPoGyBaHHSA rOTOBOrO
NiKapCbKOro 3acoby - He3HauHi 3MiHW Y 3aTBEPAKEHNX METoAAX
BUMNPOOYBaHHA rOTOBOTO MiKapCbKOro 3acoby 3a NoKasHUKamu
«lpeHTudpikauis Tumonony mateaty (Metog Y®)», «nHamiyHa
B'askicTb», «lgeHTndikauis, KibkicHe BUSHaYeHHS TMMOoNony
mareary Ta BU3HAYEHHS JOMILOK (MeTogd BEPX)»,
«lpeHTudpikauis Ta KisibkicHe BU3HaYeHHS BEH3a/IKOHI0 Xnopug,
(BEPX)»; 3MiHn | TUNy - 3miHa napameTpiB crneumdikayiin Ta/abo
[0NyCTUMUX MEX rOTOBOTO NiKapCbKOro 3acoby - BUMYYEHHS 3i
cneumdikalii Ha MOMEHT BMMNYCKY Ta Ha TEPMIH NpUAaTHOCTI
nokasHuka «3anax», a Takox 3i cneyudikauii Ha TepmiH
NPWAATHOCTI BUTY4al0TbCSA NOKA3HUKU, L0 HE 3MIHIOTLCS B

3a
peyenmom

UA/4073/01/01
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

npoueci 36epiraHHs — «O6’eM HaNOBHEHHA», «EMHICTb»,
«lpoeHTudikauis Tumonony mateaty (Metog Y®)»,
«lgeHTudikayis Tumonony mareaty (metog BEPX)»,
«lgeHTudikauis Ta KinbkicHe BU3Ha4YeHHS 6eH3a/TKOHI0 Xnopuay

(mMeTog BEPX)», «Hatpiii», «®ocdat-ioHn»; 3MiHun Il Tuny -
3MiHa napameTpiB cneumdikauiii Ta/abo fomyCTUMUX MexX

roTOBOrO /liKapCbKOro 3acoby (3miHa 3HaxoauTbCs nosa

3aTBEPLKEHVMI AONYCTUMUMU MexXamu cneuundikaliin)

27.

APYTUMON®

Kpanni ou4Hi,
po3uvH 5 mr/mn, no
5 mMn 'y dhrnakoHi-
KpanesnbHuui, no 1
donakoHy-
KpanesnbHUui y
KapTOHHI Kopoo6Li

TOB
"BAJIEAHT
PAPMACBIO
TIKANZ"

YkpaiHa

Ap. F'epxapg MaHH,
Xem-chapm. Pabpuk
6X

HimeuumnH
a

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHK | TUNY - 3MiHa Y MeToAax BUNPoGyBaHHSA rOTOBOrO
NiKapcbKoro 3acoby, He3HauHi 3MiHN Y 3aTBEPAYKEHNX METOAAX
BUMNPOOYBaHHA rOTOBOTO NiKapCbKOro 3acoby 3a NoKasHUKamm
«lpeHTudpikauis Tumonony mateaty (Metog Y®)», «nHamiyHa
B'askicTb», «laeHTudikauis, KiibkicHe BUSHAYeHHS TMMONony
Marearty Ta BU3HauyeHHs1 foMiwok (MeTog BEPX)»,
«lpeHTudpikauis Ta KifibkicHe BU3HaYeHHS 6eH3asTKOHI0 Xnopug,
(BEPX)»; 3miHn | TUNy - 3miHa napameTpis crneumdikayiin Ta/abo
[0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby - BUMYyYEHHS 3i
cneumdikalii Ha MOMEHT BMMNYCKY Ta Ha TEPMIH NpUAaTHOCTI
nokasHuka «3anax», a Takox 3i cneyudikauii Ha TepmiH
NPVAATHOCTI BUTYYatoTbCA MOKA3HUKN, L0 HEe 3MIHIOTLCA B
npoueci 36epiraHHs — «O6’eM HaNOBHEHHA», «EMHICTb»,
«lpgeHTudikauis Tumonony mateaty (Metog Y®)»,
«lgeHTudikalia Tumonony mareaty (metog BEPX)»,
«lpeHTudikauis Ta KifibkicHe BU3HaYeHHS 6eH3a/TKOHI0 Xnopuay
(meTop BEPX)», «Hartpili», «®occat-ioHns»; 3miHu Il Tuny -
3MiHa napameTpiB cneumdikauiii Ta/abo fomyCTUMUX Mex
roTOBOrO NiKapCbKoro 3acoby (3miHa 3HaxoauTbCs nosa
3aTBEPKEHUMM AONYCTUMUMU MexaMu cneuudikawlin)

3a
peyenmom

UA/4073/01/02

28.

ACIHIC®

Kpansni opasibHi no
20 mn, a6o no 50
M1, abo no 100 mn
y thnakoHax-
KpanenbHWUUsX; No
1 donakoHy B
KapTOHHI ynakoBL,i

Pixapa
BitTHep Al

ABCTpif

Pixapg bittHep Al

ABCTpif

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHux
npo cuctemy thapmakoHarnsgy (BBefleHHs y3arasibHeHnx faHnx
npo cuctemy thapmakoHarnsgy, 3mMiHa ynosHOBaXeHo! ocoou,
BIANOBIAANbHOI 3a 34iiCHEHHA ddapmakoHarnsagy; KOHTakTHOT
0cobu 3 hapmakoHarnsgy 3asBHUKa AN 34ICHEHHA
hapmMakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BigNOBiAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - amiHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u 3 chapmakoHarnsgy
3as1BHMKA 71 34iiCHEeHHs hapMakoHariagy B YKpaiHi.

6e3
peyenma

UA/6406/01/01

29.

ACTPAUUNTPO
H

NOpOLUOK AN
OpasILHOIO
po3umHy no 20 ry
calue; no 10 caLue
y Kopobu;i 3
KapToHY

TOB
"AcTpadhapm”

YkpaiHa

TOB "Actpadapm”

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHK | TURYy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3araslbHEHUX JaHuX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHnX
npo cuctemMy chapmMakoHarnsay, 3MiHa ynoBHOBaXeHOoT ocobw,
BiNOBiAA/IbHOI 3a 3AiICHEHHA hapMakoHarnsay; KOHTakTHOI

6e3
peyenma

UA/10402/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
0cobu 3 hapmakoHarnsay 3asBHUka AN 34iICHEHHN
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
YMOBHOBaXEHOT 0c06U, BiANOBIAAIbHOT 3a 34iiCHEHHS
thapmMakoHarnagy (BKIovaoun KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHI MacTep-haiina cuctemn hapMmakoHarniagy) - 3MiHa
YMOBHOB&XeHOT 0c06M 3a8BHUKA, BiAMoBiga/IbHOI 3a
thapmakoHarnag. ditova pegakuif: CtyaeHko NaHHa
AnatoniiBHa. MNponoHoBaHa pefakuyis: LLioskosa IpuHa
BaneHTuHiBHa. 3MiHa KOHTaKTHMX JaHUX YNOBHOBAXXEHOT 0CO6U
3asBHVKA, BiANOBiAa/IbHOI 38 papmakoHarnsg
30. ATMA® Tabnetku, no 12 Pixapg AscTpis Pixappg bitTHep Al AscTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/8301/02/01
Tabnetoky BitTHep Al 3MiHM | TURY - 3MiHW WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
6nictepi; no 1 abo hapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX faHUX
2, abo 3, abo 4 npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
6nictepu B npo cucteMy hapMakoHarnsay, 3MiHa ynoBHOBaXeHoT ocobw,
KapTOHHI ynakoBLi BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asiBHvKa 415 34iINCHEeHHS
hapmakoHarnsgy B YkpaiHi, SKL0 BOHa BiAMiHHA Bif,
YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3miHn y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0cobyu 3 chapmakoHarnsgy
3asBHMKa AN 3AIICHEHHA ddapmakoHarnsagy B YKpaii.
31. ATMA® Kpansi opasbHi, No Pixapa ABCTpIA Pixapg bittHep Al ABCTpif BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/8301/01/01
20 mn a6o no 50 BitTHep Al 3MiHM | TUNY - 3MiHK WoA0 6e3nekn/edekTMBHOCTI Ta peuenma
M, abo no 100 mn thapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHux
y donakoHi- npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnX
KpanenbHuyj; no 1 npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHoT 0coou,
hnakoHy- BIANOBIAANbHOI 3a 34iiCHEHHA ddapmakoHarnsagy; KOHTakTHOT
KpanenbHuLj y 0cobu 3 hapmakoHarnsgy 3asBHUka AN 34ICHEHHA
KapTOHHI ynakoBLi hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3MiHu y
PO3MiLLEHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6yu 3 chapmakoHarnsgy
3as1BHMKA 1 34iiCHEeHHs hapMakoHariagy B YKpaiHi.
32. ATOPBACTAT TabneTku, BKPUTI TOB "TeBa YkpaiHa Tesa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/16377/01/01
NH-TEBA NNiBKOBOIO YkpaiHa" 3MiHKM | TUMY - 3MiHW 40 IHCTPYKUIT 4151 MEAMYHOrO 3aCTOCYBaHHS peyenmom
o060noHkKoto, no 10 nikapcbKoro 3acoby y po3ginu: “fpoTunokasaHHsA", "B3aemogis 3
mr no 10 TabneTok iHWMMK NikapCcbkMMKM 3aco6amMu Ta iHLWi BUAW B3aemogiii",
y 6nicTepi no 3 abo "Oco6/MBOCTi 3acTocyBaHHS" (Y T. 4. "3acTocyBaHHA y nepios
6, abo 9 6nicTepis BariTHOCTi abo rogyBaHHs rpyaat'), "Cnocib 3acTocyBaHHs Ta
y Kopo6Lii fosn" (y T. 4. "Aitn"), "Mo6iuHi peakyii" 3rigHo 3 AaHNMK Woa0
6e3nekn Ajtoyoi pevyoBuHN. BBeAEHHS 3MiH MPOTArom 3-x MicsiliB
nicns 3aTBepaKeHHs
33. ATOPBACTAT TabneTtku, BKPUTI TOB "TeBa Ykpaina TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3a UA/16377/01/02
NH-TEBA NAiBKOBOO Ykpaina" 3MiHM | TUMY - 3MiHW [0 IHCTPYKUIT 4718 MeANYHOro 3acTOCyBaHHS peyenmom

060/10HKOH0, 1Mo 20

nikapcbKoro 3acoby y po3ginu: "MNpoTunokasaHHs", "B3aemogis 3
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Mr no 10 TabneTok IHLWIMMK NikapcbKMK 3acobamu Ta iHWi BUAW B3aeMogiid",
y 6nictepi no 3 abo "Oco61MBOCTi 3acTocyBaHHS" (Y T. 4. "3acTocyBaHHA y nepios
6, abo 9 6nicTepis BariTHOCTi abo rogyBaHHs rpyaa'), "Cnocib 3acTocyBaHHs Ta
y KOpoo6Li fosn” (y T. u. "[itn"), "Mo6iuHi peakyii" 3rigHo 3 AaHUMK WoA0
6e3nekun Ailo4oi pevoBrHN. BBeeHHs 3MiH NpoTArom 3-x MicsiLiB
nicns 3aTBepKeHHs
34. ATOPBACTAT TabneTku, BKPUTI TOB "TeBa YkpaiHa TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16377/01/03
NH-TEBA NNiBKOBOIO Ykpaina" 3MiHK | TUMY - 3MiHW 40 IHCTPYKUIT 415 MEeAMYHOrO 3aCTOCYBaHHS peyenmowm
o6onoHkoto, no 40 nikapcbKoro 3acoby y po3ginu: “rNpoTunokasaHHsA", "B3aemogis 3
Mmr o 10 TabneTok IHLWIMMK NiKapcbKMK 3acobamMu Ta iHLWi BUAM B3aeMogiid",
y 6nictepi no 3 abo "Oco6/1MBOCTi 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHA y nepios
9 6nicTepiB y BariTHOCTi abo rogyBaHHs rpyaak'), "Cnocib 3actocyBaHHs Ta
KopoobLi nosun” (y 1. u. "Oitn"), "Mo6ivHi peakuii" 3rigHO 3 AaHVMK LWOA0
6e3nekun Ailo4oi pevoBrHN. BBeaeHHs 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepAKeHHs
35. ATOPBACTAT TabneTku, BKPUTI TOB "TeBa YkpaiHa Tesa ®apma C.J1Y. Icnanis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/16377/01/04
WNH-TEBA NNiBKOBOIO Ykpaina" 3MiHKM | TUMY - 3MiHW 40 IHCTPYKUIT 415 MEAMYHOrO 3aCTOCYBaHHSA peyenmom
o60onoHkoto, no 80 nikapcbKoro 3acoby y po3ginu: “fpoTunokasaHHsA", "B3aemogis 3
Mmr no 10 TabneTok iHLWXMK NiKapcbKMK 3acobamu Ta iHWi BUAM B3aeMogiid",
y 6nicTepi no 3 abo "Oco6/MBOCTi 3acTocyBaHHA" (Y T. 4. "3acTocyBaHHA y nepios
9 6nicTepiB y BariTHOCTi abo rogyBaHHs rpyaat'), "Cnocib 3acTocyBaHHs Ta
KopoobLi no3un” (y 1. u. "Oitn"), "Mo6ivHi peakuii" 3rigHO 3 AaHVMK LWOA0
6e3nekun Ailo4oi pevoBrHN. BBeAeHHS 3MiH NpoTArom 3-x MicsLiB
nicns 3aTBepKeHHs
36. ADNYBIH® Kpanni opasibHi no Pixapa AscTpist Pixapp bitTHep Al AscTpis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 6e3 UA/1952/02/01
20 mn, a6o no 50 BitTHep Al 3MiHK | TUNYy - 3MiHK WoA0 6e3nekn/edekTUBHOCTI Ta peyenma
mn, abo no 100 mn chapmakoHarnsgy. BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHnX
y hnakoHax- npo cuctemy chapmakoHarnsgy (BBefeHHs y3araslbHeHUX AaHnX
KpanenbHWUUsX; No npo cuctemy thapmakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT ocobu,
1 chnakoHy B BiANOBIAA/IbHOI 32 34iiCHEHHA (dapMakoHarnsaay; KOHTakTHOT
KapTOHHIlA ynakoBLi 0cobu 3 hapmakoHarnsay 3asaBHUKa AN 34iIRCHEHHN
chapMakoHarnisagy B YkpaiHi, SKLLO0 BOHa BigMiHHA Big,
yNOBHOBaXEHOT 0c06U, BiANOBIAALHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakTHI gaHi) Ta/abo 3MiHn y
pO3MileHHI MacTep-haiina cuctemm papmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0cobyu 3 chapmakoHarnsgy
3asBHUKA AN1A 3AiiCHeHHA ddapMakoHarnsay B YKpaiHi.
37. AUUK® Kpem 5% no2ry CaHpo3 CnoBeHis Cantotac ®apma 'm6X, | HimeuumH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/9433/02/01
Ty6i; no 1 Ty6i B dapmacbHoTiK a 3MiHuM | TUNY - NOAAaHHA OHOBEHOTO cepTudikaTa BignoBIgHOCTI peyenma
KapTOHHiiA Kopo6Li ans3 g.4. €sponeiicbkiii hbapmakonei Ne R1-CEP 1998-126-Rev 03 gns
Aito4oi peyoBrHK Aciclovir Bif Bxe 3aTBEpAXEeHOr0 BUPOOHUKA;
3MiHK | TUNY - 3MiHa Y MeToAax BUNPoGyBaHHA roTOBOrO
nikapcbKoro 3acoby - 3MiHM y MeTofax KOHTPO/0 rOTOBOro
NikapcbKoro 3acoby 3a NokasHUKOM «CynyTHi AOMILLKU»,
30KpemMa OHOBJIEHHSA NpUroTyBaHHA CTaHAapTHOrO Po3ymHy II.
[aHa 3MiHa He BNAVBaE Ha KOHLEHTpaLilo pO3UYnHy
38. BICOMPONON - | Tabnetku no 5 wmr, AT YkpaiHa AT "KMIBCbKIMN YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/8672/01/01
KB no 10 TabneTtok y "KNIBCbKN BITAMIHHUIA 3ABOS" 3MiHu | TUNy - NnoAaHHsa oHoBeHoro CepTudiikaTy BiANOBIAHOCTI peuyenmom
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6nictepi; no 3 BITAMIHHUIA €sponelicbkiin hapmakonei R1-CEP 2008-143-Rev 01 Big Bxe
6nictepn y nauui 3ABO" 3aTBEPAKEHOro BUPO6HMKa ana AdI 6iconponosny cymapar
BHACNIif0K 3MiHM Ha3BK BriacHuka CEP
39. BICOMNPONON - | Tabnetku no 10 mr, AT YkpaiHa AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/8672/01/02
KB no 10 TabneTtok y "KNIBCbKWN BITAMIHHUIA 3ABOS" 3MiHK | TUNY - nogaHHs oHoBAeHoro CepTudikaTy BiANOBIAHOCTI peyenmom
6nictepi; no 3 BITAMIHHWIA €sponelicbkin hapmakonei R1-CEP 2008-143-Rev 01 Big Bxe
6nictepun y nauui 3ABO4" 3aTBEpKeHOro BUpo6Huka ana A®l 6iconponosny ymapar
BHACNifOK 3MiHM Ha3BK BriacHuka CEP
40. BYCTPUKC™ cycneHsisa gns "nakcoCmiTKn Benuka "nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/15071/01/01
nonio iH'ekujin no 1 posi AH ExkcnopT BpuTaHis Bionogxikan3 C.A. 3MiHuM | TUNY - 3MiHa y MeTogax BunpobysaHHa APl abo peuenmom
KOMBIHOBAH (0,5 mn/posy) no 1 Nimiteq BUXiAHOTO MaTepiany/NnpoMiXXHOro NpoAyKTy/peareHTy, LWo
A BAKUVHA [03i y nonepegHb0 BMKOPWCTOBYETbLCA Y NpoLieci BUpo6HMLUTBa AdI, 3amiHa
ana HanoBHEHOMY eTas/IOHHOro CTaHAapTy HeancopboBaHOi TPUBASIEHTHOT
MPO®PITAKTUK | wnpuyi; no 1 NoAiOMIENITHOI BakUMHU A5 BU3HAYEHHS BMICTY MONIOBIpyCYy
N QUDTEPII, nonepegHL0 MeTogom ELISA ans aktmuBHoi pevoBuHUM 3 SWNO609A0L Ha
NPABLA, HanoBHEHOMY SWNO0609A02; 3miHM | TUNY - 3MiHa y MeToAax BUNpo6yBaHHs
KALLUTIOKY wnpuyy y rOTOBOTO JIiKapCbKOro 3acoby, 3MiHa eTa/IOHHOro CTaHgapTy
(ALEENONAPH KOMNEKTi 3 ABOMa HeaacopboBaHOT TPUBaSIEHTHOI NOMIOMIENITHOT BaKLMHW ANS
nin rofikamv B iAeHTniKaLlii Ta BU3HAYEHHS1 aKTUBHOCTI NOIOBIpYCY METOA0M
KOMIMOHEHT) NnNacTUKOBOMY ELISA B rotoBomy npoaykTi 3 SWNO609A01 Ha SWNO609A02
TA KOHTeliHepi; no 1
MONIOMIENITY | KoHTeliHepy Y
(IHAKTUBOBA KapTOHHI Kopoo6Li
HA)
(AACOPBOBA
HA, 3l
3MEHLLEHUM
BMICTOM
AHTUIEHIB)
41. BAHATEKC TabneTku, BKPUTI PapmaueBTNy Monbwa dapmaneBTUYHNIA MonbLa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: BHECEHHS 3MiH A0 3a UA/12839/01/02
KOMBI NAiBKOBOIO HWiA 3aBop, 3aBog, «[MOJIb®APMA» peecTpaLiiHix maTepianis: 3MiHu | TUNY - AAMIHICTPaTWBHI peuyenmom
060/10HKOH0, 1Mo 80 «Monbthapma C.A. 3MiHK. 3miHa Ha3By APl abo AONOMIKHOI PEYOBMHM - 3MiHW Ha3B
mr/12,5 wr; no 14 » C. A cyMillei Ana NoKpUTTA TabneTok; 3MiHW | Tuny - 3MiHK 3 AKOCTI.
Tabnetok y [0TOBWI1 NiKapCbKWii 3aci6. KOHTPOb LONOMIKHUX PEYOBUH.
6nicTepi; no 2 3MmiHa napameTpiB cneyudikauii Ta/abo AoNyCTUMUX MeX O
6nictepu y [0NOMDKHOT PeYOBUHU (iHLLI 3MiHK) - 3MiHX HOMEpIB
KapTOHHiii Kopo6Lli cneumdikauii Ha [ONOMDKHI pEYOBUHU (CyMiLLl NS 0BONOHKM)
42, BAHATEKC TabneTku, BKpUTI dapmaneBTny Monbwa dapmaLeBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpaLiiiHuX MaTepiasliB: BHECEHHS 3MiH A0 3a UA/12839/01/03
KOMBI NNiBKOBOO HWi1 3aBop, 3aBog, «MOJIbOAPMA» peecTpauiiHux maTepiasis: 3MiHW | TNy - AAMiHICTpPaTUBHI peyenmom
o060s10HKo, No 160 | «Monbgapma C.A. 3MiHW. 3miHa Ha3By AP| abo [ONOMKHOI PEYOBUHM - 3MIHM Ha3B
mr/25 mr; no 14 » C. A CyMillen A58 NOKpUTTA TabneTok; 3MiHW | Tuny - 3MiHM 3 AKOCTI.
Tabnetoky [oTOBWIA Nikapcbkuii 3aci6. KOHTPOb LONOMDKHUX PEYOBUH.
6nictepi; no 2 3MiHa napameTpiB cneumdikauii Ta/abo JONYCTUMUX MEX AS
6nictepu y [OMOMDKHOT peyoBUHY (iHLLi 3MiHW) - 3MiHWM HOMEpIB
KapTOHHI KopoobLli cneumdikaLiil Ha JOMOMXKHI pevyoBUHM (CyMiLll 4151 0BOJIOHKNM)
43. BAHATEKC TabneTkun, BKPUTI dapmaueBTny MonbLa dapmaueBTUYHMI Monbua BHECEHHS 3MiH 0 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/12839/01/01
KOMBI NNiBKOBOIO HWlA 3aBop, 3aBopg, «MNOJIbOAPMA» AAMiHIiCTpaTuBHI 3MiHW. 3miHa Ha3Byn A®| abo JONOMIKHOT peyenmom
060/10HKO0, 160 «Monbthapma C.A. PEYOBUHM - 3MiHU Ha3B CyMilLEeli A5 NOKPUTTSI TabNeToK; 3MiHM |
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mr/12,5 wr; no 14 » C. A. Tuny - 3MiHK 3 AKOCTi. [OTOBWIA Nikapcbkuii 3aci6. KoHTponb
Tabnetok y [OMOMiXXHUX peqyoBMH. 3MiHa napameTpiB cneuudikaiin Ta/abo
6nictepi; no 2 [ONYCTUMNX MEX A/15 AOMOMDKHOI PEYOBMHM (iHLLI 3MiHW) - 3MiHK
6nictepn y HOMepiB cneuudikaLiii Ha LOMOMKHI Pe4YoBUHM (CyMill ons
KapTOHHI Kopoo6Lli 060/10HKN)
44. BAHATEKC TabneTku, BKpUTI dapmaneBTmy Monbwa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/12839/01/01
KOMBI NNiBKOBOIO HWiA 3aB0Of 3asof "MOJIbGAPMA" 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS peyenmom
o6osoHkoto, no 160 | "MONbPAPM C.A. nikapcbKoro 3acoby y po3ainu "®apmakonoriyHi BnactmeocTi”
mr/12,5 wr, no 14 A" C.A. (wopo 6esneku), "OcobnmBocTi 3acTocyBaHHS", "MoGIYHI
Tabnetok y peaxuii” BignoBigHO 40 OHOBMEHOT iHhopmaLii 3 6e3neku Aitoyoi
6nictepi, no 2 PeyvoBUHM
6nictepu y
KapTOHHI KOopoo6Lli
45, BAHATEKC TabneTku, BKpUTI dapmaneBTuy Monbwa dapmaueBTUYHMI Monbwa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/12839/01/02
KOMBI NNiBKOBOKO HWIA 3aBOf, 3aBog "MOJIbGAPMA" 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT 415 MeAMYHOro 3aCTOCyBaHHSA peyenmom
060/10HKO10, Mo 80 "MONb®APM C.A. niKapcbKoro 3acoby y po3ainm "dapmakonoriyHi BnactmeocTi”
mr/12,5 wr, no 14 A"C.A. (wopo 6esnekn), "OcobnmBoCTi 3acTocyBaHHa", "MoBGiYHI
Tabnetok y peakujii" BiANOBIAHO A0 OHOBMEHOI iHGhopMaL,i 3 6e3nekun aitoyoi
6nicTtepi, no 2 peyoBUHU
6nictepn y
KapPTOHHI KOpoOLLi
46. BAHATEKC TabneTku, BKPUTI dapmanesTny Monbwa dapmaveBTUYHUIA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/12839/01/03
KOMBI NNiBKOBOIO HWIA 3aBO 3aBog "MONIb®APMA" 3MiHKM | TUMY - 3MiHW 40 IHCTPYKUIT 415 MEAMYHOro 3aCTOCYBaHHS peuyenmom
060/10HKOI0, NO "MONb®APM C.A. nikapcbKoro 3acoby y po3ainu "®apmakonorivyHi BnactmeocTi”
160mr/25 wmr, no 14 A" C.A. (wopo 6esneku), "OcobaMBOCTI 3acTocyBaHHA", "MOBIYHI
Tabnetok y peakuii” BignoBigHO 40 OHOBMEHOT iHChopMal,ii 3 6e3nekn gitoyoi
6nictepi; no 2 peyoBUHU
6nictepn y
KapPTOHHI KOpooLj
47. BAP®APUH TabneTtku no 3 mr; OpioH PiHNAHAIA OpioH KopnopeliLuH, PiHNAHAIA BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/5190/01/01
OPIOH no 30 a6o no 100 KopnopeWuH PiHNAHAIA 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. Cuctema peyenmom
Tabnetoky KOHTeliHep/3akynopoBasibHWiA 3aci6. 3MiHa y MepBUHHIN
donakoHi 3 AnbTepHaTUBHUIA yrnakoBL{i FOTOBOro NiKapcbKoro 3acoby (iHLi 3MiHW) - BHECEHHS
BOJOMOINNHAYO0 BUMPOGHWK, LLLO 3AiACHIOE 3MiH Y NepBUHHIli yNakoBLi rOTOBOIO JlikapcbKoro 3acoby —
Kancynoto; no 1 nepBMHHE Ta BTOPUHHE [ofaBaHHA BOAOMOMMHAIOYOT Kancynu y hnakoH (cknag
dhnakoHy B nakyBaHHs: Kancynm — nonietTuneH 6i10ro KoNbLOpPY; BMICT Kancysm - 6inwi
KapTOHHiiA Kopo6Li OpioH KopnopeiiLuH, cunikarenb); 3MiHW BHECEHI B IHCTPYKLiIO A48 MeANYHOro
PiHNAHAIA 3acTOCyBaHHSA NikapcbKoro 3acoby y p. "Ynakoska" (BBeAeHHS
3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS)
48. BAP®APUH Tabnetku no 5 wmr; OpioH PiHNAHAIA OpioH KopriopeliLuH, PiHNAHAiA BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/5190/01/02
OPIOH no 30 a6o no 100 KopnopeiLuH PiHNAHAIA 3MmiHK 3 fKocTi. FoToBMIA Nnikapcbkuii 3aci6. Cuctema peyenmom
Tabnetok y KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3MiHa y NepBUHHIl
hnakoHi 3 AnbTepHaTVBHUIA ynakoBL{i FOTOBOro MikapcbKoro 3acoby (iHLWi 3MiHW) - BHECEHHS
BOZOMNOrIHAKYO0I0 BVMPOGHWK, LLIO 3AiICHI0E 3MiH Y NMepBUHHIli yNakoBLji rOTOBOrO JlikapcbKoro 3acoby —
Kancynoto; no 1 nepBMHHE Ta BTOPUHHE [ofaBaHHA BOAOMOIMHAOYOT Kancynu y donakoH (cknag
chnakoHy B nakyBaHHs: Kancynm — nonietTunen 6inoro KoMbopy; BMICT Kancysu - 6inui

KapTOHHI Kopoo6Li

OpioH KopriopeliLuH,
PiHNsAHAIA

cunikarenb); 3MiHW BHECEHI B iHCTPYKLl0 4715 MeANYHOro
3aCTOCYBaHHSA Nikapcbkoro 3acoby y p. "Ynakoska" (BBefeHHs
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3MiH NPOTAroM 6-TW MICALIB NiC/A 3aTBEPAXEHHS)
49. BEKTUBIKC KOHLeHTpaT Ans AmMpKeH HigepnaHg, AmpxeH €spona b.B., HigepnaH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/10806/01/01
pO34nHy AnA €spona b.B. n Higepnangn an/ CLLA TEXHiYHa NOMW/IKa B METOAAaX KOHTPO/IO AKOCTI NiKapCbKoro peyernmom
iHcpysiiA, 20 mr/mn (MapkyBaHHS1, BTOPUHHE 3acoby y p. "Cneuucpikauis” Ta p. "MeToAn KOHTPOK" WoA0
no 5 mn y chnakoHi; nakyBaHHs Ta BUNYCK nokasHuka "O6'em, WO BUTSAraeTbeca"
no 1 donakoHy B cepii); AMakeH
KapTOHHIA KopooLi MaHydekuypiHr
Nimiten, CLUA
(BUpOGHMLTBO,
nepBUHHE NakKyBaHHS)
50. FANICTEHA® Kpanni opasibHi, No Pixapg AscTpis Pixappg bitTHep Al AscTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/1970/02/01
20 mn, abo no 50 BitTHep Al 3MiHM | TURY - 3MiHW WoA0 6e3nekn/edeKTUBHOCTI Ta peyenma
mn, abo 100 mny thapmakoHarnsgy. BeefeHHs abo 3MiHW [0 y3araslbHEHNX AaHNX
chnakoHax- npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
KpanenbHWUUsAX; No npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOT ocoou,
1 chnakoHy B BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
KapTOHHI ynakosL,i ocobu 3 hapmakoHarnsgy 3asBHvKa Ans 34iICHEHHS
thapmMakoHarnagy B YkpaiHi, AKLLO BOHa BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cucteMn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHMX KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKa AN 3AiICHEHHA ddapmakoHarnsgy B YKpaii.
51. FEMUUTABIH- NOpPOLLOK Mictpan AHrniA AkTasic ITania C.n.A. ITanis BHECEHHS 3MiH 10 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14136/01/01
BICTA niochinizoBaHuii Kenitan AAMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
0151 pO34MHY NS MeHeKMeHT MicLst MPOBaKEHHS AisiNIbHOCTI BUPOGHMKa/imnopTepa rotToBoro
iHcpysiii no 200 mr Nimiten nikapcbKoro 3acoby, BKIKYAKUN AiNbHNL BUNYCKY cepii abo
1 donakoH 3 MicLie NpoBeAEeHHSA KOHTPO/TIO AKOCTI. (AIANbHICTb, 3a AKY
NOpPOLLKOM B BiANOBiAA€ BUPOOHMK/IMNOPTEP, BK/OUYAKOUM BUMNYCK Cepiit)
KapTOHHiiA Kopo6Li BHeceHHs 3MiHU HaliMeHyBaHHSA BUPOOHVKA Ta YTOUHEHHS
afpecu MicLsA NpoBaKeHHs BUPOOHMKA (YKPAIHCbKO MOBOID),
6e3 3MiHK Micus BUpobHMLTBa. BBEAEHHS 3MiH NPOTSArom 6-Tn
MicsLiB NicNsa 3aTBepAXEHHS
52. FEMUUTABIH- NMOPOLLIOK Mictpan AHrnis AxTasic ITania C.n.A. ITanisa BHECEHHSA 3MiH [0 peecTpavuiiiHux maTtepianis: 3MiHu | Tuny - 3a UA/14136/01/03
BICTA niodpinizoBaHuii Kenitan AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
ONS PO34nHyY Ans MeHeaKMeHT MicLA NPOBaPKEHHN AisiNbHOCTI BUPOBHWMKa/imnopTepa rotoBoro
iHchysiii no 2000 mr Nimiteq Nikapcbkoro 3acoby, BKIoUakun AinbHULi BUNYCKy cepii abo
1 donakoH 3 MiCLie NpoBEeAEeHHS KOHTPO/IK SKOCTI. (AISNbHICTb, 3a AKy
NOpPOLLKOM B BiANOBiAAae BMPOGHMK/iMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
KapTOHHiiA Kopo6Li BHeCceHHs 3MiHU HaliMeHyBaHHSA BUPOOHMKA Ta YTOUHEHHS
afpecy MicLs NpoBaKeHHs1 BUPOOHMKa (YKpPaiHCbKOK MOBOLO),
6e3 3MiHn Micus BUpo6HMLTBA. BBEAEHHSA 3MiH NPOTArom 6-Tu
MiCALIB MiCNsA 3aTBEP)KEHHS
53. FEMUUTABIH- MOPOLLIOK Mictpan AHrnis AxTasic ITania C.n.A. ITania BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/14136/01/02
BICTA niocpinizoBaHuii Kenitan AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
0151 PO3UMHY AN MeHeKMeHT MiCLil NMPOBaKEHHS AiS/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro
iHcpysiii no 1000 mr Nimiteq niKapcbKoro 3acoby, BKIKOYAKUN AiNbHNL BUNYCKY cepii abo

1 cpnakoH 3

MicLle NpoBeAEHHSA KOHTPOJIK0 AKOCTI. (AiANbHICTb, 3a AKY
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NOPOLLKOM B BiANOBiAAa€e BMPOGHMK/IMNOPTEpP, BK/IOUAOUM BUMYCK Cepild)
KapTOHHiiA Kopo6Li BHeCeHHs 3MiHU HaliMeHyBaHHSA BUPOOHMKA Ta YTOUHEHHS
afpecy MicLs NpoBaKeHHs1 BUPOOHMKa (YKpPaiHCbKOK MOBOL),
6e3 3MiHn Micus BUpo6HMLTBA. BBEAEHHA 3MiH NPOTArom 6-Tu
MicALIB MiCNs 3aTBEPKEHHS
54. FEHTAMIUUHY | po3uvH ans MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/6256/01/01
CYNb®AT- iH'ekyiit, 40 mr/mn "®GapmaueBTu ipma "dapHuusa®, 3MiHK | TUNY - 3MiHK 3 AKOCTi. A®L. KoHTponb AdL. 3MmiHa y peuenmom
AAPHUNUA no 2 Mn B amny”ni; YyHa hipma mMeTofax BunpobyBaHHs A®| abo BMXigHOro
no 5 amnyny "NapHuusa” Marepiany/npoMiXXHOro NpoAayKTy/peareHTy, Lo
KOHTYPHili BMKOPUCTOBYETLCA Y npoLieci BUpobHuLTBa ADI (He3HauHI 3MiHK
YapyHKOBIl y 3aTBEPMXEHNX METoAax BUNPOOyBaHHS) - HesHauHi 3MiHW y
ynakoBLi; no 2 aHaniTnyHin metoguui A®| «Cynbhatu», a came BiAKOpUroBaHo
KOHTYPHI YapyHKOBI OAVHWLi BUMIPY ANSA KiNbKOCTI peakTuBy (hTasieiHOBOro
yMakoBKM B mauLi nypnypHoro (6y/10: B M1, CTa/10: B Mr), OCKi/TbK/ peakTuB
ABNAETLCA NOPOLLUKOM.
55. FEHTOC® Kpanni opasbHi, No Pixapa ABCTpist Pixapa bittHep Al ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/1971/02/01
20 mn, a6o no 50 BitTHep Al 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edhekTUBHOCTI Ta peyernma
m#, abo no 100 mn chapmakoHarnsgy. BeefeHHs abo 3MiHM [0 y3araslbHEHNX AaHNX
y dhnakoHax- npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
KpanenbHUUAX; no npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoT ocobw,
1 chnakoHy B BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
KapTOHHI ynakoBLi 0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXeEHOT 0co6y, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA ANs1 34iicCHEHHS ddapMakoHarnsgy B YkpaiHi
56. NMHCOMIH Kancysm m'siki no Mera Tainavg, Mera NlaidcaiieHcis TainaHpg, BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiaiis: 6e3 UA/6952/01/01
10 kancyny NavidhcaiieHcis Ma6nik Komnani 3MiHM | TURY - 3MiHW WoA0 6e3nekn/eddeKTUBHOCTI Ta peyenma
6nictepi; no 3 Mabnik Nimviten, hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHUX JaHux
6nictepn B Komnawi npo cuctemy dpapMakoHarisgy (BBeAEHHS y3arasibHEHNX JaHuX
KapTOHHI ynakoBLi NimiTen npo cucteMy chapmMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobw,
BiNOBIAANbHOI 3a 3MjiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
0Cco6u 3 hapmakoHarnsay 3asiBHVKa 415 34iCHEeHHs
thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BifMiHHA Bif,
YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
hapmakoHarniagy (BKIYaUn KOHTaKTHI AaHi) Ta/abo 3MiHN Y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0cobw, BignoBigasnibHOI 3a
dpapmMakoHarnsg B YkpaiHi.
57. FNAYTAH Kpanni ouHi 0,04 NAT YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/14725/01/01
Mr/mMa no 2,5 mny "papmak” 3MiHU | TUNY - 3MiHK 3 AKOCTI. FOTOBUIA Nikapcbkuii 3aci6. 3MiHM Y |  peyenmom

chnakoHi, no 1
donakoHy y nauui

BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn giana3oH
po3mipy cepii) roToBoro fikapcbkoro 3acoby (36isbLieHHs go 10
pasiB NOPIBHAHO i3 3aTBEpMAKEHUM po3mipom) (B.11.6.4. (a) 1B)
BBEJEHHS AoAaTKOBKX po3mipis cepii /13 200 n (76 Tuc. don) Ta
500 (190 Turc. pn1) A0 BXe 3aTBepKeHux po3mipis 50 n (19




54

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
TnC. () Ta 100 N (38 TUC. don).
58. FNIKNAQA Tabnetku 3 KPKA, 4.4., CnoBeHis Bupo6HuK CnoBeHis BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/14151/01/01
MoZaunpikoBaHUM HoBo mecTo BiANOBigaIbHNI 3a 3MiHu 3 SKocTi. FoTOBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. peyenmom
BUBI/IbHEHHAM MO BUPOGHMLUTBO «in-bulk», 3MiHa iMnopTepa/3miHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
60 wmr, no 15 nepBrHHE Ta BTOPUHHE KOHTPO/H0 SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa abo
Tabnetok y naKyBaHHs, KOHTPO/Tb [0JaBaHHA AiNbHUL, Ha 5Kl 34iCHIOETBCSA
6nictepi, no 2, no 4 Ta BUNycK cepii KOHTPONb/BUNPOGYBaHHSA cepil) - BBEAEHHSA A0AATKOBOT
abo 6 6nicTepiB y KPKA, a.4., Hoso AiNbHULI, Ha SAKI 34iNCHIOETbCA KOHTPONb cepii H130X
KapTOHHI KopooLi MecTo, C/oBeHis (HaujoHanbHi nabopaTtopisi 3a 34paB'e, OKOJIE iH XpaHo),
[anmaTiHoBa yniua 3, 8000 HoBo mecTto, CnoseHisi. 3MiHu |
Brpo6HuK, TMny - 3MiHM 3 AKOCTI. [OTOBWIA NikapcbKWii 3aci6. 3MiHN Y
BiANOBIgaIbHNI 3a BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, L0 CTOCYHOTLCS BUMYCKY
KOHTPONb cepii (i3nyHi cepii Ta KOHTPOJII0 AKOCTI FOTOBOrO Nikapcbkoro 3acoby (3amiHa
Ta XiMiuHi meToan abo AofaBaHHA OiNbHULL, Ha 5K 34iACHI0ETLCA
KOHTpPO/II0) KOHTPO/b/BMNPOGYBaHHSA cepii) - BBeAEHHSA A0AATKOBOT
KPKA, a.4., Hoso OiNbHWLI, Ha AKili 34iiCHI0ETBCS KOHTPOL cepiil JlTabeHa A.0.0,
mecTo, CnoBeHis Tecnosa 30, 1000 /llo6nsHa, CnoseHis. 3MiHv | Tuny - 3miHn 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Yy BUPOOHULTBI. 3MiHA
HN30X (HauioHanbHi iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJI0
naboparopis 3a AKOCTI FOTOBOrO NiKapCbKOro 3acoby (3amiHa abo foAaBaHHSA
34paB’e, OKOSE iH AiNbHULI, Ha 5K 34JACHIOETLCS KOHTPO/L/BUNPOGYBaHHS cepii) -
XpaHo), CnoseHis BBE/IEHHS N0AATKOBOI AiNIbHULL, Ha 5Kl 3[iACHIOETLCSt KOHTPOSb
cepii KPKA, a.4., HoBo meTo, NoBxoBa yniya 5, 8501 Hoso
NlabeHa p.0.0, mMecTo, CrnoBeHis.
CnoseHis 3MiHu | TUNYy - 3MiHK 3 siKOCTi. FOTOBWIA Nikapcbkuii 3aci6.
CucTema KoHTelHep/3aKynoptoBasibHUA 3aci6. 3miHa 'y
NepBVHHIlA yNakoBLji rOTOBOrO JlikapCbKoro 3acoby (skicHuii Ta
KinbkKicHWIA cknaf) - TBepAi Nnikapcbki hopMu - BBEAEHHS
[04aTKOBOrO Matepiasty, LU0 BUKOPUCTOBYETLCA A1 NEPBUHHOT
ynakoBku /13, a came: Aluminium (OPA/AI/PVC)/Aluminium.
59. TNIKNA3NA- Tabnetku no 80 mr, | ToBapuCTBO 3 YkpaiHa BCi cTaAii BUpobHULTBa, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/7826/01/01
3400POB'A no 10 TabneTok y 06MeXeHOo KOHTPO/Ib SIKOCTI, 3MiHK | TUNY - NOA4AHHS HOBOrO ab0 OHOB/IEHOIO cepTudikaTa peyenmom
6nictepi, no 3 BiANOBiAa/IbHI BUNYCK cepil: BiANOBIAHOCTI ab0 BUNYYEHHS cepTudikaTta BignoBigHOCTI
6nictepu B CTHO ToBapucTBo 3 €Bponelicbkii hapmakonei: ana A®l; gns BUXigHoro
KapTOHHI kopo6uyj; "®apmauesTu obmexeHoro marepiany/peareHTy/npOMIKHOTO MPOAYKTY, L0
no 30 TabneTok y YyHa KoMMaHis BiANoBIAA/IbHICTIO BVIKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; A5 AONOMIXHOT
6nictepi, no 1 "3pnopos'a"” "PapmaLeBTnyHA peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili

6nictepy B
KapTOHHI KopooLi

KomnaHis "3g0pos'a"
BCi cTafii BAPO6HMLTBA,
KOHTPO/1b SKOCTI:
ToBapucTso 3
o6MexeHo
BiANOBIAANILHICTIO
"®APMEKC rpyn"

thapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpKEHOr0
BMPOGHMKA; CynyTHA 3MiHa: 3MiHa Y napameTpax crneumdikawin
Ta/abo fonycTUMUX MeX, BUSHAUYEHNX y cneundiikauiax Ha AdI,
ab60 BMXigHWIA/NPOMKHUIA NpoAyKT/peareHT, LWwo
BMKOPUCTOBYHOTbCS Y Mpoueci BUpo6HuLTBa ADI (iHLWi 3MiHK);
3MiHa y MeToAax BunpobyBaHHsA APl abo BMXiAHOMO
mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
BMKOPUCTOBYETbLCA Y NpoLieci BUpo6HuuTBa AP (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHA (BKIHOYaoUM 3amiHy abo AOMNOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIXHOro NPoAyKTY) - NOAAHHS HOBOrO
cepTuduikaty BignoBiAHOCTI €Bponelicbkoi hapmakonei Ne R1-
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

CEP 2003-138-Rev 01 Big, 3aTBEpAKEHOr0 BUPOOHUKA AD|
niknasung, sK HacnifokK, yTOYHEHO Ha3By Ta MiCLe3HaXOKEHHS
BMPOGHMKA. BupobHnya ginbHnuA Ta BCi BUpo6GHMYI onepadii
3aNMWAaTLCA HE3MIHHUMU. A TakoX 3MiHU A0 cneumdikauii Ta
METOZiB KOHTPO/0 A®I 3a NOKA3HUKOM «3a/INLLKOBI Ki/TbKOCTI
OpraHiYHMX PO3UMHHUKIB»; 3MiHW | TUMY - 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco6y; cynyTHS 3MiHa: 3MiHa y MeTofax BUNpobyBaHHsA
roTOBOrO JliKapCbKOro 3acoby (He3HauHa 3MiHa y 3aTBepaAXEHNX
MeTofax BUNpPobyBaHHA) HEe3HaYHI 3MiHW NnapameTpis
crneundikavii rotoBoro nikapcbKoro 3acoby - BBEAEHHS 3MiH
npoTArom 3-x MiCALIB MiCNA 3aTBEPMKEHHS; 3MiHU | TUMY - 3MiHW,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BIANOBIAHICTL A0
MoHorpadii PY abo EBponeiicbkoi thapmakonei, abo iHwoT
HaujioHanbHOI dhapmakonei gepxasu €C (3miHa 'y
cneuudikauisix, NnoB'a3aHa 3i 3miHamu B 1dY, abo €Bponeiicbkii
dhapmakonei, abo iHLWili HaLioHasbHIV hapmakonei Aepxasm
€C); cynyTHA 3MiHa: 3MiHa y MeTofax BunpobysaHHa APl abo
BUXiQHOIO MaTepiany/npoMiXXHOro NpoayKTy/peareHTy, LWo
BMKOPUCTOBYETLCA Y NpoLieci BUpo6HMLTBa AP| (HE3HAYHI 3MiHK
y 3aTBEPKEHUX MEeTOAax BUNpoOyBaHHS) - 3MiHM A0
cneumaikauii Ta MeToaiB KOHTpoto APl y 3B’A3KY 3
npuBefeHHsAM A0 Ajtoyoro BugaHHa AdY ta EP; 3miHm | Tuny -
BBE/leHHSA [10AaTKOBUX NOCTaYa/1bHUKIB NEPBMHHOIO NakKyBaHHS;
3MiHM | TUNY - 3MiHa napameTpiB cneyudikauiin Ta/abo
[0NYyCTUMUX MEX NEePBUHHOI YNaKoBKN rOTOBOrO NiKapCbKOro
3aco0y; cynyTHS 3MiHa: 3MiHa Yy MeTogax BUNpobyBaHHs
NepBUHHOT YNakoBKM rOTOBOrO J1iKapCbKOro 3acoby - 3MiHa
napameTpiB cneuudikauii Ta METOAIB KOHTPOSIIO NEPBUHHOT
yMakoBKK; 3MiHM | TNy - NoAaHHsA HOBOro cepTuddikaTa Bif
HOBOTrO BMPOGHMKa (3aMiHa ab0 AOMOBHEHHS); CYMyTHSA 3MiHa:
nofilaHHA HOBOTO cepTudikaTy BifNOBIAHOCTI EBPONENCHKOI
hapmakonei Ne R1-CEP 2006-007-Rev 01 Big HoBOro
BMpOGHMKa AP [Mniknasng,

60.

FTNMIOKODAXK®

TabneTtkn, BKPUTI
NMiBKOBOO
060/10HKOt0, MO 850
mr, no 15 Tabnetok
y 6nicTepi; no 2
abo no 4 6nictepu
Y KapTOHHIi
Kopo6ui; no 20
Tabnetok y
6nictepi; no 3
6nictepu y
KapTOHHI KOopoo6Lli

Mepk CaHTte
c.a.c.

®paHuisa

BMPOGHMLTBO 3a
MOBHUM LK/TOM:

Mepk CaHTe, ®paHuis

BMPOGHMLTBO 3a
MOBHWM LK/IOM:
Mepk, C/1, IcnaHis

PpaHuis/
IcnaHis

BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny -
AAMiHICTpaTMBHI 3MiHWN. 3MiHa Ha3BM Jlikapcbkoro 3acoby - 3miHa
Ha3BW fnikapcbkoro 3acoby. SATBEPIDKEHO: INMTIOKO®AX
(GLUCOPHAGE®) 3AMPOMNOHOBAHO: MNHOKOPAX®
(GLUCOPHAGE®) BBeggeHHs 3MiH MpOTArom 3-x micsyis nicns
3aTBEPMKEHHS; 3MiHM | TUNY - 3MiHK LWoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
[pvBefeHHA TEKCTY MapKyBaHHA NEPBUHHOI Ta BTOPUHHOT
ynakoBKW BiANOBiAHO A0 BUMOT Hakaly MO3 Ykpainu Ne 460 Big
23.07.2015 p.

3a
peyerimom

UA/3994/01/02

61.

TNMIOKODAXK®

TabneTkn, BKpUTI

Mepk CaHTte

PpaHuis

BMPOGHMLTBO 3a

PpaHuis/

BHECEHHS 3MiH |0 peecTpaliiHux MmaTepiasis: 3MiHu | Tuny -

3a

UA/3994/01/01
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NNiBKOBOO c.a.c. NOBHWM LK/IOM: IcnaHis AAMiHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - 3miHa | peyenmom
060/10HKOt0, No 500 Mepk CaHTe, PpaHuis Ha3BW nikapcbkoro 3acoby. SATBEPIXKEHO: MIOKO®AXK
mr; no 15 Tabnetok (GLUCOPHAGE®) 3AMPOMNOHOBAHO: MMHOKOPAX®
y 6nicTepi; no 2 BMPOGHULITBO 3a (GLUCOPHAGE®) BegeHHs 3MiH NpoTAroM 3-x Micsilis nicns
abo no 4 6nictepn MOBHWM LMK/IOM: 3aTBEPMKEHHS; 3MiHW | TURY - 3MiHN LWOA0
Y KapTOHHIi Mepk, C/1, IcnaHis 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3miHu) -
Kopo6ui; no 20 IpviBefeHHA TEKCTY MapKyBaHHS NepBUHHOI Ta BTOPUHHOI
Tabnetok y ynakoBKW BignoBigHO o Bumor Hakaly MO3 Ykpainu Ne 460 Big,
6nictepi; no 3 23.07.2015 p.
6nictepn y
KapTOHHiii Kopo6uli
62. AANALUVH KpeMm BariHa/bHui MeAN3EP CLWA dapmauis i AnmxoH CWA BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: 3a UA/1903/03/01
nIXBOBUN 2%, no 20 ry Ty6i; IHK Komnani /11C 3MiHu |l TUNY - 3MiHW BHECEHO A0 IHCTPYKLUIi AN19 MegU4HOro peuenmom
KPEM no 1 1y6i pasom 3 3 3acTOCyBaHHSA Mikapcbkoro 3acoby Ao po3giny "MobiyHi peakuii™.
ansikatopamu B
KapTOHHIA KOpooLi BBefeHHA 3MiH NPOTAroM 3-X MicsUIB Nicns 3aTBEPAKEHHS
63. AE3PAAVNH® TabneTku, BKpUTI KPKA, a.4., CnoBeHis BiANOBIAaIbHNI 3a CnoBeHis 3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbknii 3aci6. 3MiHK 6e3 UA/15474/01/01
NNiBKOBOO HoBo mecTo BMPOGHMLUTBO "in bulk”, y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkoyatoum giana3oH peyenma
060/10HKOHD, M0 5 nepBrHHE Ta BTOPUHHE po3Mipy cepil) roToBOro Nikapcbkoro 3acoby (36inblweHHsa ao 10
mr, no 10 TabneTok nakyBaHHs1, KOHTPO/1b pasiB NOPIBHAHO i3 3aTBEPMAKEHUM PO3MIPOM) - 3MiHa PO3MIpYy
y 6nicTepi; no 1 Ta BUNYCK cepil: cepii gna MN3 fOitoyva pegakuis Po3mip cepii: 120 000-1 200 000
ab6o no 3 6nictepu KPKA, a.4., Hoso TabneTok, BKpUTMX NAIBKOBOK 060/10HKO; [ponoHoBaHa
Y KapTOHHii mecTo, CrnoBeHis pepakuis Po3mip cepii:
Kopoo6Li LLimap'ewka vecTa 6, 120 000-4 000 000 Tab1eTOK, BKPUTMX M/TIBKOBOK 0G0/IOHKOH
8501 HoBo mecToO,
CnoBeHis
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
BiANOBIAaIbHNI 3a
KOHTPO/b Cepil:
KPKA, a.4., Hoso
mecTo, CrioBeHis
MosxoBa yniua 5, 8501
Hoso mecTo, CnoseHist
KRKA, d.d., Novo
mesto, Slovenia
Povhova ulica 5, 8501
Novo mesto, Slovenia
64. AEKATUNEH™ | Tabnetku ans TeBa 13painb AuvHo ®apma Al HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/6633/01/01
PO3CMOKTYBaHHSA PapmaveBTika LWseliuapis; HHAC a 3MiHK | TUNY - 3MiHa NapameTpiB cneumdikaiin Ta/abo peyenma
no 10 TabneTtok y N lHgacTpi3 Nab6op [-p Xoiicnep L0NYCTUMMX MEX rOTOBOTO JTiKapCbKOro 3acoby - MPUBEAEHHS
6nicTepi; no 2 abo nra. 'vm6X, HimeuunHa napameTpiB Cneuudikadlii roToBoro fikapcbkoror 3acoby 3a

3, abo 4 6nictepn y
KapPTOHHI KOpoOL

(mopatkoBa
naboparopisi, o

nokasHukom «MikpobionoriyHa unctoTa» y BiANOBIAHICTb A0
€Bp.Papm. Ans nikapcbkoi popmm «OpPOMYKO3HI NiKapCbKi
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npuiiMae y4yacTb B 3aco6u»; 3MiHK | TUNY - 3MiHa NapameTpiB cneuundikauili Ta/abo
KOHTPONI AKOCTI); [0NYyCTUMMX MEX FOTOBOTO NiKApCLKOro 3acoby - BUyYEHHS
YHTEP3YXYHICiIHCTUTYT nokasHuka «Yac posnagaHHs» 3i Cneuudikayii rotoBoro
Xennenep, HimeyunHa nikapbKoror 3acoby Ha TepMiH NpUAATHOCTI
(nopaTkoBa
nab6oparopis, Wwo
npuiivae y4yacTtb B
KOHTPO/Ii SIKOCTI)
65. AEKCANTH® po3uuH Ans MeHapiHi Tokcembyp Bupo6HuyTBoO in bulk, ITania BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3764/01/01
IH'EKT iH'exuili, 50 mr/2 IHTEepHeLwoHa r nepBrHHe Ta BTOPUHHE AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
MJ1; MO 2 M1 B n nakyBaHHs1, KOHTPO/1b MiCLil NPOBaKEHHS AisS/IbHOCTI BUPOOHMKa/iMNopTepa roToBoro
amnyni; no 1, abo OnepeiioHc Ta BUMYCK Ccepiit: niKapcbKoro 3acoby, BKIKOYAKUN AiNTbHNL BUNYCKY cepii abo
5, abo 10 amnyn y JNokcembypr A. MeHapiHi MicLie NPoOBeAEHHSA KOHTPOSIIO AKOCTI. (LiANbHICTb, 3a AKY
KapTOHHI Kopoo6Li C.A. MaHyhakTypiHr BiANoOBiAae BMPOGHMK/IMNOPTEP, BK/IKOYAKOYM BUMYCK Cepili) -
NoricTikc eHa Cepsicec 3MiHa HaliMeHyBaHHs BUPOOHMKa roTOBOrO /liKapcbKoro 3acoby.
C.p.J1., Itanis; Brpo6Huya ainbHUUA Ta BCi BUpOOHMYI onepadii 3anuiaTbes
Anbtacirma C.n.A., He3MiHHMK (BBefeHHs 3MiH NpoTArom 6-T1 MicAUiB nicas
ITanisa 3aTBEpMXEHHS); 3MiHU | TMNy - 3MiHK 3 SKOCTi. FoToBMIA

nikapcbkuii 3aci6. KOHTPOIb rOTOBOrO /iKapCbKoro 3acoby.
3MiHa napameTpiB cneuudikauii Ta/abo AoNyCTUMUX MEX
roTOBOrO /1iKapCbKOro 3acoby (BWlyYeHHS HE3HAYHOrO
nokasHuka (Hanpuknag 3acTapifioro NokasHuka, Takoro sk 3anax
Ta cMak, abo igeHTudikauis 6apBHUKIB UM CMakoBUX 406aBOK)) -
BW/TyYEHHS HE3HAYHOrO NokasHuka cneumdikauii Ta
Bi4NoBiAHOro MeToAy BUNPo6yBaHHA Ha MIPOreHn Ha KPosix -
BianosigHo fo Avpektus Nel23 Pagu €sponu Ta €sponeincbKol
[Ovpektuen 2010/63 (BBeAeHHS 3MiH NPOTAroM 6-Tu MicsLiB
nicns 3aTBepmXeHHs); 3MiHM | Tuny - 3MiHK 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[AaTKOBOI Ai/TbHNL BUPOGHMLTBA A1 YACTUHU abo BCbOro
BMPOBHMYOro NpoLecy roToBOro JlikapcbKoro 3acoby (iHLWi 3mMiHM)
- 3a3HaYeHHA BUPOGHMYMX (DYHKLiA BUPO6HMKIB B MKA /13
(BBegeHHs! 3MiH NpPOTAroM 6-TW MiCALIB NicNs 3aTBEPAKEHHS);
3MiHu | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHW) - 3MiHN BHECEHI [0 iHCTPYKLiT Ans
MeAMYHOro 3aCTOCYBaHHA NliKkapCbKOoro 3acoby Ao po3giny
"®apmakonoriyHi BnactusocTi”, "MpoTunokasaHHa", "B3aemopis
3 iHWKMK NikapcbkMMK 3acobamm Ta iHLWi BUAY B3aEMOgiin",
"Oco6nMBOCTI 3aCTOCYBaHHSA", "3acTocyBaHHS y nepiog,
BariTHOCTi abo rofyBaHHA rpyaar”, "34aTHiCTb BNAMBATU Ha
LWBMAKICTb peakLii Npu kepyBaHHi aBTOTPaHCNOPTOM abo
iHWKMK MexaHi3mamu”, "Crocib 3acTocyBaHHs Ta Ao3un",
"Mo6iyHi peakui™ BigNOBIAHO A0 OHOB/EHOT iHhopmaLlii 3
6e3nekun Aito4oi peyosrHY (BBeAeHHS 3MiH NPOTAroM 6-Tn
MiCALIB MicNA 3aTBEPKEHHS); 3MiHU || TUMy - 3MiHM 3 AKOCTI.
ADI. (iHwWi 3MiHK) - OHOBNEHHSA Active Substance Master File
AekcketonpodpeHy ans BMpo6Huka Lusochimia S.p.A Ta moayns
3.2.S BignoBigHO. BBoAATLCA AOAATKOBI BUPOGHMKM MPOMIKHUX
npofaykTiB: - Lodichem S.r.l. BHOCUTbCS siK foAaTKOBUIA
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
BMpo6HUK intermediate Ethyl benzoyl phenylpropionate
(Ketoprofen ethyl ester, (KEE) Ta dexketoprofen acid; -
ZHEJIANG RAYBOW PHARMACEUTICAL Co., Ltd, China,
ZHEJIANG JIUZHOU PHARMACEUTICAL Co., Ltd, China Ta
SIMS Societa’ Italiana Medicinali Scandicci S.R.L., Italy
BHOCATbCS 5K JOAATKOBI BUPO6HMKM intermediate Ethyl benzoyl
phenylpropionate (Ketoprofen ethyl ester, (KEE). 3MiHu
BHOCATLCA [0 BiAKPUTOI Ta 3aKPUTOI YaCTUH AOCbE MOAY NS
3.2.S.
66. AEKCA/TH® pO34nH AN MeHapiHi Jiokcembyp A. MeHapiHi ITania BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/3764/01/01
IH'EKT iH'exuiii, 50 mr/ 2 IHTepHeLLoOHa r MaHyhakTypiHr 3MiHW | TUMY - 3MiHW y TEKCTIi MapKyBaHHS NEPBUHHOI Ta peyenmom
M/1, M0 2 MN1 B n NoricTikc eHa Cepsicec BTOPUHHOI yNakoBku, a came Ao po3sginy “OATA 3AKIHUEHHA
amnynax Ne 1, Ne OnepeiilloHc C.pJ1., ITanisa TEPMIHY NMPUAATHOCTI”. BBefeHHS 3MiH NPOTArom 6-1u
5 Ne 108 (BUpo6HMLTBO in bulk, MiCALIB MiCNSA 3aTBEPL)KEHHS
KapTOHHI Kopoo6Li nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b
Ta BUNycCK cepiit);
Anbdacirma C.n.A.,
ITania ( BUpO6GHMLUTBO in
bulk, nepBuHHe Ta
BTOPVHHE MaKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)
67. DXANLEC® BHYTPILLUHbOMATKOB Baiiep Oy PiHNAHAIA Baiiep Oy PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/13283/01/01
a cucrtema 3 3MiHK | TUNY - nogaHHsa oHoBieHoro CepTudikaTy BiANOBIAHOCTI peuenmom
JIEBOHOPrecTpesiom €sponelicbkin hapmakonei R1-CEP 2000-101-Rev 03 Big Bxe
no 13,5 mr; 3aTBepAXeHOro BUpobHuka anst A®| neBoHoprecTpesny BHaCioK
BHYTPILLUHbOMATKOB 3MiHM Ha3Bu BUPOOHUKa ADI
a cucrema,
BCTaHOB/IEHA Ha
BEPXHill YacTuHi
npucTpoto Ans
BBEJIEHHS, 3anasHa
B OKPEMOMY
6nictepi; no 1
6nictepy B
KapTOHHIM nayui
68. AIAHE-35 TabneTkn BKpUTI Baiiep Al HimeuunHa NepBrHHA, BTOPMHHA HimeuumH BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/7893/01/01
060/10HKO0, Mo 21 ynakoBka, [03Bif Ha a 3MiHu | TUNy - 3MiHa y cknagi (4oNOMKHUX peyoBMHAaX) roTOBOro peuyenmom

Tabnetyi y 6nictepi
3 KaJieHJapHo
LwKasow; no 1
6nictepy B
KapTOHHI KOpoOLj

BUMYCK Cepii:
Baliep ®apma Ar,
HimeyunHa
NOBHUIA LKA
BUPOGHMLTBA:
Baiiep Balimap Mm6X i
Ko. KI, HimeuunHa

nNikapcbKoro 3acoby (iHLi AONOMDKHI peyoBUHY) - Byab-aka
He3HayHa 3MiHa KisibKiCHOro cknagy AOMOMiIKHUX PEYOBUH Y
rOTOBOMY NiKapCbKOMY 3ac006i; 3MiHW | TUMy - 3MiHW
BUNpobyBaHb abo AONYCTUMUX MEX, BCTAHOB/IEHUX Y
crneundikayisix, nig yac BUPOGHMLTBA FOTOBOTO JTiKAPCbKOro
3ac00y (BUyYEHHS1 HECYTTEBOTO BUMPOGYBaHHS B NMPOLLECI
BMPOGHMLITBA); 3MiHU | TUNY - 3MiHa NapameTpiB cneuudikawii
Ta/abo fonyCTUMUX MEX 418 AONOMDKHOT PEUYOBMHU (3BY)KEHHS
A0NYCTUMUX MeX); 3MiHW | Tuny - 3MiHa NapameTpis
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

cneuudikaLiin Ta/abo fonycTUMUX MEX A151 AONOMIXHOT
peyoBUHM (BUIYYEHHN 3i cneumdikaLlii He3Ha4YHOro NnoKasHuka
(Hanpuknag, 3acTapifioro NokasHmka))

69.

AIOKOP 160

TabneTku, BKPUTI
NNiBKOBOKO
060/10HKOH, Mo 160
mr/12,5 wr; no 10
Tabnetok B
6nictepi; no 1, no
3,n0o4abono9
6nicTepis y nauui 3
KapToHYy

TOB "dapma
Crapt”

YkpaiHa

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTI. FOTOBMIA Nikapcbkunii 3aci6. 3miHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkoyatoumn gianasoH
po3Mipy cepil) roToBOro NikapcbKkoro 3acoby (iHLi 3MiHK) -
BBE/EHHS A04ATKOBMX PO3MIpIiB Cepii roTOBOro MikapCbKoro
3acoby
Litova pepakuis
[Liokop 80
728 000 TabneTok (163,8 «r)
837 200 TabneTtok (188,37 kr)
2511 111 tabnetok (565,0 kr)
[iokop 160
504 000 TabneTok (166,32 kr)
579 575 Tabnetok (191,26 kr)
1 736 364 Tabnetok (573,0 kr)
MponoHoBaHa peaakuis
[Liokop 80
728 000 TabneTok (163,8 «r)
837 200 TabneTtok (188,37 kr)
1 674 400 Tabnetok (376,74 «kr)
2511 111 tabnetok (565,0 kr)
[Liokop 160
504 000 TabneTok (166,32 kr)
579 575 Tabnetok (191,26 «r)
1159 150 Ta6netok (382,52 kr)
1 736 364 Tabnetok (573,0 kr)

3a
peyenmom

UA/8318/01/01

70.

LIOKOP 80

TabneTku, BKpUTI
NNiBKOBOKO
060/10HKOH0, Mo 80
mr/12,5 mr; no 10
TabneTtok B
6nicTepi; no 1, no
3,n04 abono9
6nicTepiB y nayui 3
KapTOHYy

TOB "®dapma
Crapt"

YkpaiHa

TOB "dapma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkoyatoum gianasoH
po3Mmipy cepii) roTOBOro NikapcbKoro 3acoby (iHLi 3MiHu) -
BBEJEHHS JOAATKOBUX PO3MIpIB Cepii rOTOBOro Nikapcbkoro
3acoby
[irova pepakuis
[liokop 80
728 000 TabneTok (163,8 kr)
837 200 Tabnetok (188,37 «r)
2511 111 tabnetok (565,0 kr)
[iokop 160
504 000 TabneTok (166,32 kr)
579 575 TabneTok (191,26 kr)
1 736 364 Tabnetok (573,0 kr)
MponoHoBaHa pegakuis
[liokop 80
728 000 TabneTok (163,8 kr)
837 200 TabneTok (188,37 kr)

3a
peyenmom

UA/8318/01/02
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

1 674 400 Tabnetok (376,74 Kr)
2511 111 tabnetok (565,0 kr)
[iokop 160
504 000 TabneTok (166,32 Kr)
579 575 TabneTok (191,26 kr)
1 159 150 Tabnetok (382,52 «r)
1 736 364 tabnetok (573,0 kr)

71.

AOKCENIH

Kancynu no 10 wr,
no 10 kancyny
6nictepi; no 3
6nictepn B KOpooOLi

TeBa
dapmavueBTika
n lHpacTpi3
nra.

13painb

TOB TeBa OnepenwH3

MNonaHg

Monbwa

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis:
3MiHM | TUNy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULTBI. 3MiHV BUNPOGYBaHb abo AONYCTUMUX MEX,
BCTAHOB/IEHNX Y cneundikauisx, nig yac BUPo6HMLTBA rOTOBOrO
NiKapCcbKoro 3acoby (BUly4eHHS1 HECYTTEBOTO BUMPOOYBaHHS B
npoueci BUPOOHULITBA) - BHECEHHS 3MiH A0 p. 3.2.P.3 MNpouec
BMPOGHMLITBA NiKapCbKoro 3acoby, 3okpema:
- BUyYeHHs BUNpobyBaHHA 3a NokasHukoMm "BTparta B Maci npu
BUCYLLYBaHHI" nig, yac BupobHuuTea MN3;
- BUNPAaBEHHSA MOMUIKM WOA0 3a3HAYEHHS KifIbKOCTI
KYKYpyA3siHOro kpoxmasto B p. 3.2.P.3.2. Cknag Ha cepito

3a
peyerimom

UA/7467/01/01

72.

AOKCENIH

Kancynu no 25 mr,
no 10 kancyny
6nictepi; no 3
6nicTepmn B KOpOOL

TeBa
dapmaveBTika
n lHpacTpi3
nra.

13painb

TOB TeBa OnepeiilH3

MNonaHg

Monbla

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHW | TMNy - 3MiHK 3 AKOCTi. FOTOBMIA Nikapcbkunii 3aci6. 3miHK
y BUPOOHMLTBI. 3MiHN BUNPO6yBaHb ab0 [ONyCTUMUX MEX,
BCTaHOB/EHMX Y cneuundikauisx, nig yac BMpobHULITBA rOTOBOrO
NiKapcbKoro 3acoby (BUly4eHHs1 HECYTTEBOrO BUNPOOYBaHHS B
npoLeci BUPo6bHULITBA) - BHECEHHS 3MiH o p. 3.2.P.3 lMpouec
BMPOBHULTBA NiKapCbKOro 3acoby, 3okpema:
- BUTyYeHHs BUNpobyBaHHS 3a NoKasHMKOM "BTparta B mMaci npu
BMCYLLYBaHHI" nig yac Bupo6HuuTea MN3;
- BUNPAaBIEHHA MOMUKM LWOA0 3a3HAYEHHS KiNIbKOCTI
KYKypyZ3siHoro kpoxmasnio B p. 3.2.P.3.2. Cknaj Ha cepito

3a
peyenmom

UA/7467/01/02

73.

JIOKCOPYBILIM
H-TEBA

KOHLLeHTpaT Ans
po34nHy Ans
iHdpysiiA, 2 mr/mn no
5 mn (10 mr), abo
no 10 mn (20 wmr),
ab6o no 25 mn (50
Mr) y donakoHi; no 1
donakoHy y KopoobLi

Tesa
PapmavueBTika
N lHgacTpi3
nra.

13painb

dapmaxewmi b.B.

HigepnaH
an

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis:
3MiHW | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta
thapmakoHarnsgy. BeefieHHs abo 3MiHM [0 y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnX
npo cuctemy thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHo! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHSA hapMakoHarisay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asaBHUka AN 34ICHEHHN
hapmakoHarnsagy B YKpaiHi, Ko BOHa BiiMiHHA Bif,
YMOBHOBaXXEHOT 0CO6MU, BigNoOBigaIbHOI 3a 34iAiCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MilLEHHI MacTep-ghaiina cucteMmun hapmakoHarnsgy) - firoua
pegakuisi: Dr.Hedva Voliovitch MD,PhD, MBA.
MponoHoBaHa pepakuisn: Orit Stern -Maman. 3miHa KOHTaKTHUX
[aHVX YNOBHOBAaXEHOI 0CO6U 3asBHYKa, BifNoBifabHOT 3a
3ilicHeHHs hapmakoHarniagy. 3miHa Micus 34iNCHEHHs!
OCHOBHOI AifaNIbHOCTI 3 hapmakoHarnsgy. 3miHa
MiCLLe3HaX0MKEHHSI MacTep-dpaiiaia cuctemm papmakoHarnsgy.

3a
peyenmom

UA/9704/02/01

74.

[ONOBEHE

renb; no 20 r abo
50r,a60100rB

TOB "Tesa
YKpaiHa"

YkpaiHa

Mepkne M'm6X
BUPO6GHUYMBO

HimeuumnH
a

BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasis: 3MiHa 3asBHMKa
(BnacHvika peecTpadiiHoro noceigyeHHs) (3rigHo Hakasy MO3

6e3
peyenma

UA/5565/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Ty6i; no 1 Ty6i B Hepo3ghacosaHo20 Big 23.07.2015 Ne 460); 3miHu | TUNY - 3MiHK LWLOA0
Kopoo6ui rpooyKmy, nepsuHHa 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
ma BMOpUHHa 3MiHU [0 y3araslbHEHVX AaHnX Npo cuctemy hapMakoHarisgy
ynakoska, KOHmpo/ib (BBEAEHHSA Y3arasibHEHNX A@HNX NPO cucTeMy
cepil; thapmakoHarnagy, 3miHa ynoBHOBaXeHoi 0Cco6W, BiANOBIAa/IbHOI
00381 Ha BUMycK cepii 3a 3[jicCHeHHs hapMakoHarisay; KOHTakTHOI 0cobu 3
chapmakoHarnsgy 3asBHUKa AN 34ilicHeHHs hapMakoHarnagy B
YKpaiHi, AKLLO BOHA BigMiHHa Bifj YNOBHOBaXKEHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHeHHS hapmakoHarnagy (Bkiovakum
KOHTaKTHi fjaHi) Ta/abo 3MiHM y po3MilLieHHI MacTep-gaiina
cucTeMu hapmakoHarnsgy) - 3MmiHa KOHTakTHUX faHnx
yMOBHOBaXeHOT 0cobw, BignoBiganbHOI 3a chapmakoHarnsg,.
3MiHa Micus 3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
chapmakoHarnsgy. 3MiHa MicLe3HaxoMKeHHa MacTep-aiina
75. AOMMNEPUAOH | nopoLuok TOB "KYCYM YkpaiHa Bacyaxa ®apma Xem IHAis BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - - UA/10361/01/01
Y MANEAT (cybeTaHuin) y DAPM" Nimiten AfMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
NoABINHMX 3as1BHMKa (B/1aCHMKA pPEECTPaLiiHOro NOCBigYeHHs). 3MiHa
nonieTNeHoBUx HaliMeHyBaHHS Ta agpecu 3asBHMKa
nakeTtax gns
BMPOGHULITBA
HecTepubHNX
nNiKapcbknx hopm
76. APOCMNI®EM TabneTkn, BKPUTI Mibe MmeX HimeuunHa Mi6e MmeX HimeuumnH BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiasis: 3a UA/15867/01/01
20 NNiBKOBOO ApuHaiimitTen ApuHaiimiTTens a 3MiHM | TUny - AAMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT peyenmom
060/10HKOH0, MO b OinbHUUI (BKAOYaOUM AinbHULL Ana AP, NPOMDKHOTro NpoaykTy
0,02 mr/3 mr; no 28 ab0o roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
TabneTok y nakyBaHHs, BUPOGHUKA, BifMOBIAaIbHOMO 3a BUNYCK Cepii, MicLe
6nictepi (24 NpoBeAEeHHS KOHTPOO cepil) abo noctavasibHMKa BUXiLHOrO
aKTUBHI TabneTkn marepiany, peareHTy abo AONOMIKHOI peHOBMHYM (SKLLO
POXEeBOro Kosbopy 3a3Ha4YeHo y A0cbE) - BunyyeHHs BupobHunka Ad|
+ 4 Tabnetku (Drospirenone) Quimica Sintetica S.A., Spain, ex Industriale
nnaue6o 6inoro Chimica
Konbopy); no 1, abo
no 3, abo no 6
6nictepis B
KapPTOHHIN ynakoBLUi
77. APOCNIPEM TabneTku, BKPUTI Mi6e MmM6X HimeuunHa Mi6e Mm6X HimeuuunH BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - 3a UA/15868/01/01
30 NNiBKOBOIO ApuHaiimitten ApuHaiimiTTens a 3MiHM Woao 6e3nekn/edhekTUBHOCTI Ta chapMakoHarisay. 3mMiHn peuyenmom
060/10HKOI, NO b Y KOPOTKili XapakTepucTuL NikapcbKoro 3acoby, TeKCTi

0,03 mr/3 mr no 21
Tabnetyiy
6nictepi; no 1, abo
no 3, abo no 6
6nictepiB y
KapTOHHI ynakoBLi

MapKyBaHHS Ta iHCTPYKLii 4115 MeMYHOr0 3aCTOCyBaHHS
reHepuUHNX/ribpruaHNX/6ionoAibHMX NikapCcbKMx 3aco6iB Micas
BHECEHHS Ti€l caMoi 3MiHM Ha pedhepeHTHMIA npenapart (3MiHa

He noTpebye HafaHHA XOAHMNX HOBUX AOAATKOBUX JaHUX) -
3MiHN BHECEHO [0 IHCTPYKLii y po3ginu: "®apmakoTepaneBTnyHa
rpyna."(yToYHeHHs Ha3Bu), "®apmakonoriyHi BlactnsocTi”,
"Moka3aHHs" (YTOUYHeHHs iHdopmaLii), "MpoTunokasaHHs",
"B3aemMogis 3 iHWMMM NiKapCbKUMm 3acobamm Ta iHWi BUAn
B3aemMogiin”, "Ocob6/MBOCTi 3acTocyBaHHs", "3acTocyBaHHs y




62

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
nepiog BariTHocTi abo rogyBaHHs rpyano”, "3aaTHicTe BNAnBaTu
Ha LWIBMAKICTb peakuii Npu KkepyBaHHi aBTOTpaHCNopToM abo
iHWKXMK MexaHi3mamun”,"Cnocib 3acTocyBaHHS Ta go3u.", "Aitn"
(peparyBaHHs TekcTy), "TMepenosysaHHa", "TT06i4HI peakuii™
3rifHO 3 iHhopmaLieto WoA0 MeanyYHOro 3acTocyBaHHS
pedhepeHTHOro nikapcbkoro 3acoby (Yasmin, B YkpaiHi
3apeecTpoBaHuii, sk APVHA®, TabneTkun, BKpUTi 060/IOHKOLD).
BBefeHHs 3MiH NpoTArom 6-Tu MICALIB NiCNA 3aTBEPMKEHHS;
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhpekTNBHOCTI Ta
hapmakoHarnsgy. 3MiHa y KOpoTKili XxapakTepucTuLi
NiKapcbKoro 3acoby, TEKCTI MapKyBaHHA Ta iHCTPYKLIT Ans
MeAMYHOro 3aCTOCYBaHHS Ha NiAcTasi peryisapHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekn NikapcbKoro 3acoby, abo
[ocnimkeHb 3 6e3nekn 3acTocyBaHHSA MikapCbKoro 3acoby B
nicnsapeecTpauiiHnii nepiog, abo sk pe3ysibTar OLiHKM 3BIiTY 3
nocnimkeHb, NpoBeAeHnX BignoBigHO A0 nnaHy negiatpuydHmnx
pocnipxeHb (PIP) (3MiHy y3roipkeHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OPraHOM) - 3MiHV BHECEHO [0 iHCTPYKL,i y
po3zin: "OcobMBOCTi 3aCTOCyBaHHSA" BIAMNOBIAHO 4O OHOBNEHOT
iHchopMmawii 3 6e3nekn gitounx peyoBuH. BBefeHHs 3MiH
NpOTSArom 6-Tv MicsiLiB Micnsi 3aTBEPAKEHHSI
78. APOCMNIPEM TabneTku, BKPUTI Mibe Mv6X HimeyunHa Mi6e M'm6X HimeuuunH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15868/01/01
30 NAiBKOBOO ApuHavimitten ApuHarimitTTens a 3MiHM | TUny - AAMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT peyenmom
060/10HKOH, MO b AinbHULUI (BKOYaoumM AinbHuli Ans A®l, npomikHOro NpoaykTy
0,03 mr/3 mr no 21 ab0 roToBOro NiKkapcbkoro 3acoby, AiNbHULI 415 NpOBeAEHHS
Tabnetyiy nakyBaHHs, BUPOOHWMKa, BigNoBifasIbHOrO 3a BUMYCK Cepili, Micue
6nictepi; no 1, abo NpoBeAEHHS KOHTPOSIO cepii) abo nocTavasibHMKa BUXIAHOTO
no 3, abo no 6 mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
6nictepis y 3a3HayeHo y A0cbE) - BunyyeHHs BupobHuka Ad|
KapTOHHI ynakoBL,i (Drospirenone) Quimica Sintetica S.A., Spain, ex Industriale
Chimica
79. EBEPO/IIMYC- Tabnetku no 2,5 mr TOB Ykpaina nepBrHHe, BTOPUHHE Icnanis/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/17149/01/01
BICTA no 5 Tabnetok y "®GapmaueBTu nakyBaHHs1, KOHTPO/1b Yuni AfMiHIiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
6nicTepi; no 6 YHa KOMMaHis SIKOCTI, BUMYCK cepii: 3asiBHUKA (BNacHMKa peecTpaLiiHoro nNocBig4YeHHs1) 3miHa
6nictepis y Bicta" CiHToH XicnaHis, C. /1., ajpecu 3asiBHMKa
KapTOHHI Kopoo6Li IcnaHis
BVMPOGHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHS:
CiHTOH Yuni Nitaa., Yuni
80. EBEPO/IIMYC- Tabnetkn no 5 mr TOB YkpaiHa nepBrHHe, BTOPUHHE Icnanis/ BHECEHHSA 3MiH [0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny - 3a UA/17149/01/02
BICTA no 5 Tabnetok y "®bapmaueBTu nakyBaHHs1, KOHTPO/1b Yuni AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peuyenmom
6nictepi; no 6 YyHa KOMMaHis SAKOCTI, BUMYCK cepii: 3asBHUKa (BNacHyKa peecTpaLiiHoro nocBig4YeHHs1) 3MiHa
6nictepiB y Bicta" CiHTOH XicnaHis, C. /1.,

KapTOHHI KOpoOLj

Icnanis

afpecu 3asBHIKA
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
BMPOGHMLTBO,
nepBuHHe, BTOPUHHE
nakyBaHHS:
CiHTOH Yuni N1ga., Ynni
81. EBEPO/IMYC- | Tabnetkv no 10 mr TOB YkpaiHa nepBUHHE, BTOPUHHE Icnanisa/ BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/17149/01/03
BICTA no 5 tabnetok y "®GapmaueBTu nakyBaHHs1, KOHTPO/1b Yuni AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
6nictepi; no 6 YHa KOMNaHis AKOCTI, BUNYCK cepil: 3asBHMKa (BNacHVKa peecTpaLiiHoro nNocBig4yeHHs) 3miHa
6nictepiB y Bicta" CiHToH Xicnanis, C. /1., afpecy 3asBHVKa
KapTOHHIA KOpooLi IcnaHis
BVMPOGHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs:
CiHTOH Yumni NTaa., Ynni
82. EAEPMIK Kpanni opasibHi, MAT YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 6e3 UA/16984/01/01
pO34rH no 1 mr/mn "®apmak” 3MiHM | TUNY - 3MiHX Y NpoLeci BUPOGHMLITBA FOTOBOrO peyenma
no 20 mn a6o 25 nikapcbKoro 3acoby, a caMme BBeLEeHHS TEPMiHY «EMHICHe
My conakoHi Nel 06/1aiHaHHS» 3aMiCTb TEPMiHY «pPeakTop», BUK/THOUYEHO 3 OMNUCY
TEXHOJI0MNYHOro npouecy nepesipKy (hinbTpa Ha LiNICTHICTb
83. EXIHALIEA- Tabnetku no 100 TOB "TeBa YkpaiHa Mepkne MmeX HimeuuunH BHECEHHS 3MiH [10 peecTpaLjiiiHux maTepianis: 3mMiHa 3asiBHUKa 6e3 UA/3712/01/01
TEBA mr, no 10 TabneTok YkpaiHa" (BupobHuymso a (BnacHvKa peecTpauiintHoro nNoceig4veHHs) (3rigHo Hakasy MO3 peuyenma
y 6nicTepi; no 2 Hepo3ghacosaHo20 Big 23.07.2015 Ne 460): 3miHu | Tuny - 3MiHW WoA0
abo 5 6nictepis y rpodykmy, 0038i/1 Ha 6e3nekun/edeKkTnBHOCTI Ta thapmakoHarnagy (iHwi 3MiH1) 3MiHKn
Kopoobui sunyck cepii; lNepsuHHa BHECEHI LW0A0 BUTYYEHHS 3 IHCTPYKLIT AN MegnyHoro
ma BMOpUHHa 3acTocyBaHHA J13 p. "3aaBHuK", "Micue3HaxoKeHHs 3asBHMKa
yrnakoska, KOHmpo/ib Ta/abo npeAcTaBHMKa 3asiBHUKA". BBeAEHHS 3MiH NPOTAroM 3-X
siKocmi) MiCsILiB Micnsi 3aTBEPAKEHHS
84. 3MBOKC pO34nH AN MOAN3EP CLWA ®dpeseHiyc Kabi Hopre Hopseris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/1969/02/01
iHdpy3iit, 2 mr/mn; IHK. AC 3MiHW Il TURY - 3MiHW 8O [HCTPYKLT ANs MeguyHoro peyenmom
no 300 mn B 3aCcTOCyBaHHSA NikapCbKoro 3acoby A0 po34inis "®apmakosioriyHi
cucTemi gns BnactusocTi", "MpoTunokasaHHsA", "B3aemMogis 3 iHLWMMU
BHYTPILLHbOBEHHOT nNikapcbkMK 3aco6amu Ta iHLWi BuAW B3aemogiii", "OcobamBocCTi
0 BBEfleHHs; no 1 3acTocyBaHHs", "3acTocyBaHHs y nepiod BaritTHocTi abo
cuCcTeMi B ynakoBL,j rogyBaHHs rpyaatro”, "Cnocib 3actocyBaHHA Ta fo3mn", "MobiyHi
3 NaMiHoBaHo|l peakuii”. BBeieHHs1 3MiH NpoTArom 3-x MicauiB nicns
donbry; no 100 mn 3aTBepKEHHS
B cucTeMmi ans
BHYTPILLUHLOrO
BBEAEHHSA; no 1
cuCTeMi B ynakoBL,i
3 NaMiHoBaHol
donbrn
85. 301AUNA KOHUEHTpaT ans ToBapucTBO 3 YkpaiHa TOB "®apmiges” Nartsis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13408/01/01
NpUroTyBaHHsA 06MeXeHo AOMiHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo agpecu peyenmom
pO34unHy ons BiANOBIAA/bHI 3asBHUKa (BNacHyKa peecTpaLiiHoro NocBig4YeHHs) 3MiHa
iHdpysin, 4 mr/5 mn, CTH "PiK- azpecy 3asaBHMKa, 3MiHU | TNy - AAMIHICTPaATUBHI 3MiHK. 3MiHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
no 5 mn y chnakoHi, Papm” HalilMeHyBaHHs Ta/abo agpecy MicLA NPOBAKEHHS AiS/IbHOCTI
no 1 a6o no 4, a6o BMpPOBHUKa/iMNopTepa roToBOro JlikapcbKoro 3acoby,
no 10 chnakoHiB y BK/IOYAI0UY AiNbHULj BUMYCKY cepii abo micue npoBeeHHS
nauui KOHTPOJO SIKOCTI. (AisS/IbHICTb, 3a SIKy BiAnoBigae
BUPOGHMK/IMNOPTEP, BK/IOYAKOUN BUMYCK Cepili)
3MiHa agpecu BupobHuka TOB "®apmiges”, /laTBis, 6€3 3MiHU
MicLs BUPOBHULITBA
86. 30/T0MNEHT® TabneTkun, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM ®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/9814/01/01
060/10HKOI0, DAPM” 3MiHY | TUNy - NprBeAeHHs TecTy «CynpoBigHi AOMILLKW» B peyenmom
KMLLKOBOPO3YMHHI crneundikauii y BignosigHiCTb A0 MOHOrpadii Pantoprazole
no 40 wr, no 14 Sodium Delayed-Release Tablets USP Tecty
Tabnetoky
6nictepi; no 1
6nictepy y
KapTOHHIi
ynakosLi; no 10
Tabnetok y
6nictepi; no 3
6nictepn y
KapTOHHI ynakosLi
87. NOKC-TEBA cnpeii AN poToBOi TeBa 13painb TeBa Yex IHpacTpi3 Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/9964/01/01
NOpOXHUHW, no 30 dapmaLeBTika c.p.o. Pecny6nik 3MiHK | TNy - 3MiHa y MeTogax BUNpobyBaHHS rOTOBOro peuenma
M1y dhriakoHi 3 N lHgacTpi3 a nikapcbKoro 3acoby - 4OMOBHEHHS METOAIB KOHTPOSHO,
MeXaHi4YHUM nra. MEeTOAMKOI A/151 NOKa3HuKa "BTpaTa B Maci npy BUCYLLYBaHHI",
posnuntoBayem; no AKUIA BUKOPUCTOBYETLCS A/19 TECTYBaHHSA B NPOLLECI BUBYEHHS
1 cbnakoHy y CTabinbHOCTI | 6yB paHiwe nponyLeHnin y cneyudikadii Ha
KOMNeKTi 3 TepMiH NpuAATHOCTI. BBEAEHHA NOCUIaHHA [0 BUMOT
annikatopom ans EP.2.6.12,2.6.13 po EP.,5.1.4 gns n. "mikpobionoriyHa unctora".
poToBoi OHoBeHHSA cneymdikaLii roToBOro nikapcbkoro 3acoby y
NMOPOXHUHN Y 3B A13Ky 3 06 €AHaHHAM crneumndikaLii Ha BUMycK Ta TEPMIH
KOpo6Li NPVAATHOCTI; JONOBHEHHSI METO/AIB KOHTPOJIt0, METOLMUKOIO ANt
nokasHuka "BmicT eTaHony", kvl BUKOPUCTOBYETbCS AN
TecTyBaHHS B NPOLIECi BUBYEHHS CTabi/IbHOCTI | ByB paHille
nponyLieHuid y cneundikauii Ha TepMiH NpuaaTHOCTI
88. IBIKAPA® A Tabnetku no 40 OPIrAHOCUH OAE EBepTogxeH Navid IHais BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/16928/01/01
Mmr/5 mr, no 7 NANDCAEHC CaeHcu3 Jlimitep 3MiHU | TUNY - 3MiHW BHECEHO Y TEKCT MapKyBaHHsS1 NEPBUHHOI Ta peyenmom
TabneTok B N3 (E® 3ET BTOPUHHOI YNakoBOK NiKapCbKOro 3acoby o0 3a3HaYeHHs
TIOMIHIEBOMY Cl) MiXHapPOAHMX NO3HAYeHb OAMHMLb BUMIPOBaHHS. BBeeHHS
6nictepi, no 2 abo 3MiH NPOTArom 3-X MICALIB NiCNA 3aTBEPKEHHS
4 6nictepu y
KapPTOHHI KOpooL;i
89. IBIKAPA® A Tabnetku no 40 OPIrAHOCUH OAE EBepTomKeH Navid IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/16928/01/02
mr/10 mr, no 7 NANOCAEHC CaeHcus Jliviteq 3MiHM | TUMY - 3MiHW BHECEHO Y TEKCT MapKyBaHHS NEPBUHHOI Ta peyenmom
Tabnetok B N3 (E® 3ET BTOPUHHOI YNaKoBOK /iKapCbKOro 3acoby LoA0 3a3Ha4YeHHs
a/lOMiHIEBOMY Cl) MiXXHapPOAHMX NO3HAaYeHb OANHNLb BUMIPIOBAHHSA. BBeeHHS

6nicTepi, no 2 abo
4 6nictepu y
KapTOHHI Kopoo6Lli

3MiH NPOTAroM 3-X MicALiB NicNs 3aTBepAXeHHS
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
90. IBIKAPA® A Tabnetku no 80 OPIrAHOCUH OAE EBepTomKeH Navid IHais BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/16928/01/03
Mmr/5 mr, no 7 NAN®CAEHC CaeHcus Jliviteq 3MiHK | TUMY - 3MiHW BHECEHO Y TEKCT MapKyBaHHS1 NEPBUHHOI Ta peyenmom
Tabnetok B N3 (E® 3ET BTOPUHHOI YNaKoBOK /iKapCbKOro 3acoby LoA0 3a3Ha4YeHHs
a/lOMiHIEBOMY Cl) MiXXHapPOAHMX NO3HAaYeHb OANHNLb BUMIPIOBAHHSA. BBeeHHS
6nicTepi, no 2 abo 3MiH NPOTAroM 3-X MicALiB Nicns 3aTBepAXeHHS
4 6nictepu y
KapTOHHI KOopoo6Lli
91. IBIKAPA® A Tabnetku no 80 OPrAHOCUWH OAE EBepTomxeH Navid IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiaslis: 3a UA/16928/01/04
mr/10 mr, no 7 NAN®CAEHC CaeHcus NliviTeq 3MiHM | TUMY - 3MiHWM BHECEHO Y TEKCT MapKyBaHHS NEPBUHHOI Ta peyenmom
Tabnetok B N3 (E® 3ET BTOPWMHHOI YNakoBOK JliKapCbKOro 3acoby Lo0 3a3HaYEHHS
antoMiHieBOMY Cl) MDKHapOAHMX MO3HAaYeHb OAUHULIb BUMIpIOBaHHS. BBegeHHs:
6nicTepi, no 2 abo 3MiH NpPOTAroM 3-X MiCALB Nicns 3aTBepAKeHHS
4 6nictepu y
KapTOHHI/ KopoobLi
92. IHAANAMIA- TabneTku, BKpUTI TOB "TeBa YkpaiHa Mepkne M'm6X HimeuumnH BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasiB: 3MiHa 3asBHMKa 3a UA/8999/01/01
TEBA SR NNiBKOBOIO YkpaiHa" BupobHuymso a (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
060/10HKOI0, HeposgacosaHo20 Bif 23.07.2015 Ne 460); 3miHu | Tvny - 3MiHW Woao
NPOIOHroBaHoI Aji rnpodykmy, 0038i/1 Ha 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsagy. BeegeHHs abo
no 1,5 mr no 10 BUYCK cepil; 3MiHM [0 y3arasibHeHVX AaHuX Npo cucTemy hapmakoHarnagy
Tabnetok y lNepsuHHa ma (BBEAEHHSA Y3arasibHEHUX AaHWX MPO cucTemy
6nictepi, no 3 BIMOPUHHA yrNaKkoBsKa, thapmakoHarnsgy, 3MmiHa ynoBHOBaXeHOi 0co6U, BiANOBIAa/IbHOI
6nictepmn y Kopobui KOHMpo/ib cepil: 3a 3[jiicCHEHHs1 hapMakoHarisay; KOHTaKTHOI 0cobu 3
thapmakoHarnsgy 3asBHUKa Ans 34iCHEHHA dhapmakoHarnsagy B
YKpaiHi, SIKLLIO BOHA BigMiHHa Bif, yNOBHOBaXKeHOT ocobu,
BiANOBiAANbHOI 3a 3ilicHeHHs (hapmakoHarnaay (Bkavaum
KOHTaKTHI faHi) Ta/abo 3MiHM y pO3MiLLEHHI MacTep-gaiina
cucTemu dhapmMakoHarnagy) - 3MiHa KOHTakTHUX JaHuX
YNOBHOBAaXEHOI 0C06M, BigNoBiganbHOI 3a hapMakoHarniag.
3MiHa Micus 3A4jiICHEHHST OCHOBHOT AiS/IbHOCTI 3
hapMakoHarnsay. 3miHa MicLe3HaxomKeHHs1 MacTep-thaina
93. IHAIPAB niocpinizoBaHwii TOB "®apma YkpaiHa BMPOGHMLITBO IHAis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/15391/01/01
BAKLUMHA NOPOLLOK ANst Naindp" PO3YMHHMKA 3MiHK | TURYy - 3MiHK WoA0 6e3nekn/edeKTUBHOCTI Ta
AHTUPABIYHA | po3uvHy ans CoBepeiiH ®apma hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3ara/ibHEHUX JaHuX
OYULLEHA, iH'eKLili He MeHLWwe MpaiiBat Nimitesn, IHais npo cuctemy chapmakoHarnsgy (BBefeHHs y3araslbHEHUX AaHnX
IHAKTUBOBAH | 2,5 MO/go3a Ta BMPOGHULTBO in bulk, npo cuctemy hapMakoHarssgy, 3MiHa ynoBHOBaXXeHOI 0cobu,

A

PO3YMHHVK

in bulk: 1 dpnakoH 3
niodpinisoBaHnM
nopoLukom Ta 1
amnyna 3
PO3YMHHMKOM MO
0,5 mn (Hatpito
xsiopuay po3yuH
0ns iH'exuin 0,3 %)
B N1aCTMKOBOMY
neHani y nauuj 3
KapTOoHy; no 10
nayvoK 3 KapToHy Y

BUNYyCK cepil
BxapaT bioTek
IHTepHewHn JliviTeq,

BiANOBIAA/IbHOI 32 34iiCHEHHA (dapMakoHarnsay; KOHTakTHOT
0ocobu 3 hapmakoHarnsay 3asBHuUKa ans 34iiCHEHHS
hapMakoHarsisagy B YKpaiHi, SKLLO BOHa BigMiHHA Big,

yMOBHOBaXeEHOT 0co6U, BiANOBIAANILHOT 3a 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
po3MileHHI MacTep-ghaiina cuctemu hapmakoHarisgy) - 3miHa

KOHTaKTHUX JaHuX YNOBHOBaXEHOI 0cobw, BiANOBiAabLHOI 3a

3AilicHeHHs hapMakoHarnsagy.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
KopoOLi 3 KapTOHYy;
no 12 a6o 32
KOpPOOKM 3 KapTOHY
Y KapTOHHOMY
Kopobi
(TpaHcnopTHOMY
Kopobi);
94. IHOPAHPUKC cycneHsis (DTPa- nakcoCwmitKn Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 3a UA/16235/01/01
FEKCA™/INFA HBV-IPV) ans A ExcnopT BputaHis Bionoaxikans C.A. 3MiHu Il TMny - 3MiHW 3 AkocTi. ADl. KoHTponb AdL. 3miHa 'y peyenmom
NRIX HEXA™ iH'ekuili no 0,5 mn NimiTen MeTofax BunpobysaHHa APl abo BUXigHOIO
KOMBIHOBAH (1 po3a) Ta mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
A BAKUVHA niodpiniszat (Hib), 1 BMKOPVCTOBYETbLCS Y NpoLieci BUPo6HMLUTBa AD| (CyTTEBA 3MiHa
Anda nonepegHsL0 y 6ionoriyHoMy/iMyHONOTiYHOMY/iIMYHOXIMIYHOMY MeTozi
MPO®DINTAKTUK | HanoBHeHWi BMNpoGyBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHCSA
N AUDTEPII, 0iHOpPa30Buii 6ionorivyHWi peareHT ans GionorivHoro A®l, abo iioro 3amiHa) -
NMPABLA, wnpuy, (no 0,5 mn 3aMiHa MeToAy BUCOKOEIEKTVBHOI PigUHHOT XpomaTtorpadii 3
KALU/TIOKY (1 poza)) y 06epHeHoto hasoto (reversed-phase high performance liquid
(ALUENONAPH KOMM/IEKTI 3 ABOMA chromatography (RP-HPLC)) Ha meTog BucokoedhekT1BHOT
nin rofikamu Ta KaTioHoo6MmiHHOT XpomaTorpadii (high performance cation
KOMIMOHEHT), hnakoH 3 exchange chromatography (HPCEC)) npu BU3Ha4eHHi
FENATUTY B, niodgpinizatom (Hib) 3anmwkoBoro BmicTy EDAC (N-ethyl-N'-(3-dimethylaminopropyl)-
nonioMIeNITY | gnsa 1 gosu, Wwo carbodiimide) ans aktusHoi cy6cTaHuii PRP-TT
TA 3Mily0TbCS nepes
3AXBOPHOBAH | BrKOpUCTaHHAM
b, (wnpwy, 3 ronkamm
3BYAHNKOM 3aKpWTi FyMOBUMMN
AKX € KoBnaykamu); ABi
HAEMOPHILUS | rosnku (ogHoro
INFLUENZAE po3mipy), Wwnpuw, Ta
TNy B dhnakoH
repMeTuyHo
3anakoBaHi y
nnacTuKoBuii
KOHTeliHep; no 1
a6o no 10
NAacTUKOBUX

KOHTEliHepiB y
KapTOHHI Kopoo6Li
3 MapKyBaHHAM
YKpaiHCbKOI
MOBOIO; 1
nonepeaHL0
HanoBHeHW
ofHopa3oBuii
wnpuy, (no 0,5 mn
(1 poza)) y
KOMNekTi 3 ABOMa
ronkamu Ta
donakoH 3
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
niocpinizatom (Hib)
ansa 1l gosu, wo
3MiLYOTLCA Nepes,
BUKOPVCTaHHAM
(wnpwy, 3 ronkamu
3aKpUTi 'yMOBMMM
KoBMnaykamu); ABi
rofikn (0gHoro
po3mipy), Wwnpuw, Ta
dhnakoH
repmMeTuyHO
3anakoBaHi y
nnacTuKoBuii
KOHTeliHep; no 1
a6o no 10
NAacTUKoBUX
KOHTelHepiB y
KapTOHHIA KOpoo6Li
3 MapKyBaHHAM
aHrnincLKo
MOBOIO 3i
cTvKepamm
YKparHCbKO0
MOBOIO
95. IHOAHPUKC™ cycneHsisa gns nakcoCwmiTKn Benuka nakcoCmiTKnsiAH Benbris BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13939/01/01
InB iH'ekyjin no 0,5 mny AnH ExkcnopT BputaHis Bionogxikans C.A. 3MiHM | TUNy - 3mMiHa y MeTogax BunpobysaHHs A®| abo peyenmom
KOMBIHOBAH nonepegHLO Niviten BVXiHOTrO Matepiany/npoMiXXHOr0 NpoayKTy/peareHTy, Wwo
A BAKUVHA 3anoBHeHOMy BMKOPUCTOBYETLCA Y npoLieci BUpo6bHuLTBa A®I 3amiHa
ansa 0ZiHOpa3oBoOMYy E€TaJ/IOHHOro CTaHA4apTy HeaacopboBaHOi TPUBAIEHTHOT
MPODINAKTUK | wnpuyiy NonioMieNITHOT BakUMHW A5 BU3HAYEHHS BMICTY NONioBipycy
N AUGTEPII, KOMMNEKTI 3 MeTogom ELISA gna aktusHoi pevosuHu 3 SWNOG609A01L Ha
NMPABLA, rosnkoto; no 1 a6o SWNO609A02; 3miHuM | Tuny - 3MiHa y MeTodax BUNPOo6yBaHHS
KALLUJTFOKA 10 nonepefHbLO rOTOBOrO JlikapCbKOro 3acoby - 3MiHa eTaJIOHHOTo CTaHAapTy
(ALEENONAPH 3anoBHEHMX Heazcopb0oBaHOI TPUBANEHTHOI NOMIOMIENITHOT BaKLMHW 415
nin 0ZHOpa30BUX iAeHTMdiKavji Ta BU3HAYEHHS1 aKTUBHOCTI NOIOBIpYCY METOAO0M
KOMMOHEHT) LnpuuiB y ELISA B rotoBoMy npogykTi 3 SWNO609A01 Ha SWNO609A02
TA nNacTUKoBOMY
MONIOMIENITY | koHTelHepi; no 1
KOHTeliHepy B
KapTOHHI KOopoo6Lli
96. IHOAHPUKC™ cycneHsis (DTPa- nakcoCwmitKn Benuka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/15832/01/01
INB XIb | IPV) ans iH'ekuin AH ExkcnopT BpuTaHis Bionogxikans C.A. 3MiHK Il Tuny - 3miHK 3 sKocTi. A®l. KoHTponb A®I. 3miHa y peyenmom
INFANRIX™ no 0,5 mn (1 posa) NimiTen MeToAax BunpobysaHHa APl abo BUXigHOro
IPV HIB Ta niogpinizat (Hib), mMarepiany/npoMiXHOro NpoAaykTy/peareHTy, Lo
KOMBIHOBAH cycneHsis (DTPa- BMKOPVCTOBYETbLCA Y NpoLieci BUPo6HMLTBA AD| (CyTTEBA 3MiHa
A BAKUVHA IPV) gnsi iH'ekuin y 6ionoriyHomy/iMyHONOTIYHOMY/iIMYHOXIMIYHOMY MeTOozi
Ana no 0,5 mn (1 go3sa) BMNpoGyBaHHA abo MeTofi, Y SKOMY BUKOPUCTOBYETHCSA
NMPODPITAKTUK | vy nonepeaHbo 6ionoriyHniA peareHT Ans GionoriyHoro A®l, abo oro 3amiHa) -
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
N AUGTEPII, HanoBHEHOMY 3aMiHa MeToAy BUCOKOEDEKTVBHOI PigUHHOT XpomaTtorpadii 3
NMPABLA, 0 HOpa30BOMY 06epHeHoto hasoto (reversed-phase high performance liquid
KALUMOKY wnpuui Nely chromatography (RP-HPLC)) Ha meTog BMcokoedhekT1BHOT
(ALEENONAPH KOMMNEKTi 3 ABOMa KaTioHoo6MmiHHOT XpomaTorpadii (high performance cation
ni rosikamu Ta exchange chromatography (HPCEC)) npu BU3Ha4eHHi
KOMMOHEHT), | niodpinizar (Hib) y 3anmwkosoro Bmicty EDAC (N-ethyl-N'-(3-dimethylaminopropyl)-
NONIOMIENITY | donakoHi Nel, wo carbodiimide) gns aktusHoi cy6cTaHuii PRP-TT
TA 3MiLy0TbCS nepes
3AXBOPKOBAH | BuKOpUCTaHHAM: MO
b, 1 nonepeAHLO
3BYAHNKOM HanoBHeHOMY
AKNX € 0fHOpPa30BOMY
HAEMOPHILUS | wnpuuyy
INFLUENZAE KOMMNEKTi 3 ABOMA
Thny B ronkamu ta 1
dhnakoHoM 3
niogpinizatom (Hib)
y BaKyyMHili
CTEpUsbHIl
ynakosL; no 1
BaKyyMHiii
CTEpUsbHIl
ynakoBLji y
KapTOHHI KOpoo6Li
3 MapKyBaHHAM
YKparHCbKOO
MOBOIO
97. IHP/TYBAK® cycneHsisa gns A660TT HigepnaHg A660TT Bionoaxikan3 HigepnaH BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13027/01/01
(INFLUVAC®) iH'ekuinno 0,5 mny | Bionogxikan3 n B.B. on 3MiHKM | TUNY - Nepe3aTBepAKeHHS AHaNITUYHOT HOPMATUBHOT peyenmom
BAKUMHA AN | nonepedHbo B.B. JokymeHTauii (AHA) Ha MeToam koHTposto skocTi (MKSA) 3
NMPO®ITAKTUK | HanoBHeHUX MEeTOI NpuBeAEHHS 0 BUMOT Hakaly MO3 YkpaiHn Ne460 Big
nreuvny, 0ZIHOpa30BUX 23.07.2015 p.
NMOBEPXHEBWU | wnpuyax Nel a6o
A AHTUTEH, Ne10
IHAKTUBOBAH
A
98. ICEHTPECC TabneTtku, BKPUTI Mepk Wapn i Lseiiuapis Bupo6HMK Cinranyp/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - - UA/14320/01/01
NNiBKOBOIO [oym lgea IHK Hepo3dacoBaHOl Ipnangis/ 3MiHM 3 SIKOCTi. [0TOBMIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa
o060n0HkKoto, no 400 npoAyKLii Ta KOHTPOs1b HigepnaH y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
mr, in bulk: no 60 AKOCTI: an niKapcbKoro 3acoby (36i/bLUeHHs TepMiHY NPUAATHOCTI FOTOBOro

Tabnetok y
donakoHi, no 120
dhnakoHiB B
rpynoBiii ynaxkoBsLj

MC/, IHTepHewHn Mm6X
(cdbinia Cinranyp),
CiHranyp

MCA, IHTepHewwHn Mv6X
[ MCL lpnaHgis
(Bennigaiin), IpnaHgis

nikapcbKoro 3acoby) - [11s Toprosoi ynakoBky (NigTBEPAXYETLCA
[aHVIMU peanbHOro vacy) - 36iNbLIEeHHsS TePMiHY NMPUAATHOCTI
roTOBOrO /iKapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pesynbTaTiB AOBrOCTPOKOBUX AOCAIAKEHb CTABINBHOCTI Y
peasibHOMY Yaci (NpuBefeHHS Y BiANOBIAHICTb 40 OPUTiHAIbHOT
[OOKyMeHTaLUil BUPO6HKKA): 3aTBepakeHo: TepMiH NpuaaTHOCTI.
2 poku; 3anponoHoBaHo: TepMiH NpUAATHOCTI. 2,5 poku
(BBefEeHHS 3MiH NpoTAroM 6-Tv MicsLUiB MiCNA 3aTBEPAKEHHS)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
MepBuHHE Ta BTOPUHHE
naxkyBaHHs, [03BiN Ha
BUWMYCK Cepii:
Mepk LWapn i Joym
B.B., Higepnangu
99. ICEHTPECC TabneTku, BKPUTI Mepk Wapn i LLseiiuapis Bupo6HMK Cinranyp/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/9325/01/01
NAiBKOBOO [Joywm lgea IHK Hepo3chacosaHoi Ipnangis/ 3MiHn 3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. 3miHa peyenmom
o060510HKot0, no 400 NpoAyKLii Ta KOHTPO/b HigepnaH y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
Mmr, no 60 TabneTok AKOCTI: an nikapcbKoro 3acoby (36i/bLUeHHs TepMiHy NPUAATHOCTI FOTOBOro
y dhnakoHi; no 1 MCJ, IHTepHewwHn Mm6X nikapcbKoro 3acoby) - 115 Toprosoi ynakoBky (NigTBEPMAXKYETLCA
chnakoHy B (chiniss Cinranyp), OaHVIMU peanbHOro vacy) - 36iNblIEeHHS TePMiHy MPUAATHOCTI
KapTOHHIA KopooLi CiHranyp roTOBOro NikapCbKoro 3acoby Ha OCHOBI MO3UTUBHUX
pes3ynbTaTiB AOBrOCTPOKOBUX AOCAIAKEHb CTABINBHOCTI Y
MCJ, IHTepHewwHn Mvb6X peasibHOMy Yaci (MPYBEeAEHHS Y BiANOBIAHICTL A0 OpPUriHAILHOI
[/ MC/ lpnaHgis [OOKyMeHTaUil BUPO6HKKA): 3aTBepakeHo: TepMiH NpuaaTHOCTI.
(Bennigaiin), IpnaHgis 2 poku; 3anponoHoBaHo: TepMiH NpUAATHOCTI. 2,5 poku
(BBeageHHsA 3MiH MPOTAroM 6-TW MicsLiB Nicns 3aTBEPAKEHHS)
MepBuHHE Ta BTOPUHHE
nakyBaHHs, [03BiN Ha
BUWMYCK Cepii:
Mepk Wapn i Joym
B.B., Higepnangu
100. | ITPAKOHA30/M | kancynu no 100 mr, | ToBapuctso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/5356/01/01
no 4 kancynuy 06MeXeHOo 06MEXEHO0 3MiHK | TURy - 3MiHK WoA0 6e3nekn/edheKTUBHOCTI Ta peyenmowm
6nictepi; no 1 BignosiganbHi Bif4nNoBIAaNbHICTIO hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3ara/ibHEHUX JaHuX
6nictepy B nauui 3 cTio "GPAPMA "OAPMA NIAAD" npo cuctemy dpapMakoHarnagy (BBe4eHHs y3arasibHeHUX JaHnX
KapToHy; o 15 NAV®", npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoT ocobw,
Kancyn y énictepi; BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
no 1 aéo no 2 0cobu 3 hapmMakoHarnsay 3asBHuKa ansl 34iliCHEHHS
6nictepu B nauuj 3 hapmakoHarnsgy B YKpaiHi, KW BOHa BiAMiHHA Bif,
KapTOHY YMOBHOBaXeEHOT 0co6y, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaun KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLeHHI MacTep-ghaiina cuctemu papmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXEHOi 0COOM 3asBHUKA,
Bi4noBiAa/IbHOI 3a hapmakoHarnsg
101. | KANIMIH® 60 H | TabneTkn no 60 mr TeBa I13painb Knoke BepnakyHrc- HimeuumnH BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/9462/01/01
no 50 a6o no 100 dPapmaLeBTika Cepgic 'm6X, a 3MiHuM | TUNY - NOAAaHHA OHOB/IEHOTO cepTudlikaTa BifnoBigHOCTI peuyenmom
Tabnetok y n lHaacTpis HimeuunHa (nepBuHHa €sponeiicbkiii hapmakonei Ne RO-CEP 2008-111-Rev 02 gns
donakoHi; no 1 nra. Ta BTOPVHHA yNakoBKa); nitoyoi pevoBuHK Pyridostigmine bromide Big, Bxe

h1akoHy B KOPOOL
3 MapKyBaHHAM
YKpaiHCbKO Ta
pociiicbKoto
mMoBamm

Knoke ®apma-Cepsic
'M6X, HimeuunHa
(BUPOGHMLTBO
Hepo3dacoBaHoro
NpoAyKTy, NePBMHHA Ta
BTOPWHHA yNaKoBKa);
Mepkne 'm6X,

3aTBEPAKEHOrO BUPOOHMKA; 3MiHM | TNy - NoAaHHA OHOBIEHOTO
cepTudikaTa BignosigHOCTI E€Bponelicbkiit hapmakonei Ne R1-
CEP 2008-111-Rev 00 ans gjtouoi pevyoBuHM Pyridostigmine
bromide Bia Bxe 3aTBepAXeHOro BUPOOHUKA; 3MiHM | TNy -
nofaHHA OHOB/IEHOTO cepTudikaTa BiAMNOBIAHOCTI EBpONENChKiii
thapmakonei Ne R1-CEP 2008-111-Rev 01 ans gjtouoi
peyvoBuHM Pyridostigmine bromide Big BXe 3aTBepaXeHoro
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
HimeyunHa (£03Bin Ha BMPOOHUKA; 3MiHM | TUNY - NOAAHHSA OHOBIEHOTO cepTudiikaTa
BUNYCK cepi) BiZiNOBIgHOCTI €Bponelicbkili hapmakonei Ne R1-CEP 2008-111-
Rev 02 ans gitouoi pevosuHmn Pyridostigmine bromide Big Bxe
3aTBEPAKEHOT0 BUPOGHUKA
102. | KAPAIONIH Kpanni gns TOB YkpaiHa MprBaTHE akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/5676/01/01
nepopanbLHoOro "YKpaiHCcbKa ToBapucTBeo "bionik" BMMpPaB/IEHHS TEXHIYHOI MOMWU/IKMA B METOAAX KOHTPOJIHO AKOCTI, & peyenma
3acTOCyBaHHSA Mo hapmaveBTny came B cneumdikauii 3a nokasH1KoM "KifibkicHe BU3HaYeHHS.
30 mn a6bo 50 mny Ha Kkomnanis" Cepuesi rniko3ngn. XimiuHuin metog"
chnakoHi; no 1
dhnakoHy B nauui 3
KapToHY
103. | KAPOOCAN® TabneTku, BKpUTI MeHapiHi IMokcembyp | Bupo6HMuTBO “in bulk™: HimeuumnH BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: -3miHu | Tuny - 3a UA/7139/01/01
NncC 20/12,5 NAiBKOBOIO IHTEepHeLloHa r OAIYI CAHKIO HOPOYT a 3MiHu 3 aKocTi. A®Il. KoHTponb A®L. 3MiHa y meTogax peuenmom
o60n10HkKoto, no 20 n vm6X, HimeyunHa BunNpobyBaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
mr/12,5 wr, no 14 OnepeiiloHc npoayKTy/peareHTy, LLO BUKOPUCTOBYETLCA Y NPOLLECI
Tabnetoky Nokcembypr [MepBUHHE Ta BTOPMHHE BUpPO6HMUTBa AP| (HE3HAUHI 3MiHM Y 3aTBEPIKEHUX METOLax
6nictepi; no 1 abo C.A. nakyBaHHs1, KOHTPO/1b BMNpOGYyBaHHSA) 3amMiHa 061afHaHHs, WO BUKOPUCTOBYETLCSA
2 6nictepu B Ta BUNYCK Ccepiit: BMpo6HMKOM Daiichi Ans BU3HauYeHHs po3Mipy 4yacTok

KapTOHHI KopooLi

BEPNIH-XEMI AT,
HimeuunHa

MeHapiHi-®PoH XeiiaeH
'm6X, HimeuyunHa

rigpoxnoptiasugy. [itoya metoavka (nasepHa audpacuis) He
3miHWnacs. Crneumdikayis po3mipy 4acTok 3anuaeTbcs 6e3
3MiH. OfHak, YacTuHa cucTemu, Lo Bignosigac 3a nogavy
3paskiB 3a3Has1a He3HaYHKX 3MiH, a came - 3mMiHunacs i3
BiAKPMTOro BibpaLiiHOro kaHany Ha 3akpuTWil NpUCTpili gns
MIKPOA03yBaHHs. ToMy, AesKi napameTpy 3a3Ha/In He3HAYHNX
3MiH. -3MiHu | TUNY - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM y BUpO6HMLTBI. 3amiHa abo BBeAEeHHSA J0AAaTKOBOI
AiNbHML BUPOGHULTBA AN1A YaCTUHKM abo BCbOro BUPOOGHNYOrO
npouecy roToBOro Mikapcbkoro 3acoby (AinbHUUS ons
BTOPWHHOIO NakyBaHHs) CynyTHi 3MiHU - 3MiHW 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3MiHM y BUPOOHNLTBI. 3aMiHa abo
BBEJEHHS A04ATKOBOI Ai/IbHULi BUPOOHULTBA AN YacTuHU abo
BCbOr0 BMPOBHNYOr0O NPOLLECY FOTOBOIO JiKapCbKOro 3acoby
(AiNbHMLA 4N NEPBUHHOMO NakyBaHHSA) - 3MiHU 3 AKOCTI.
[oTOBWIA Nikapcbknii 3aci6. 3MiHM Y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHn, LLI0 CTOCYIOTLCSA BUNYCKY Cepii Ta KOHTPOSI0
AIKOCTI FOTOBOrO NliKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
BMpOBHUKa, LLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUNYycK cepii) -
Bkntouatouy KOHTPOb/BUNPOGYBaHHSA cepii
BBefeHHs1 f,04aTKOBOI AiNlbHULI BUpo6HULTBa MeHapiHi-PoH
XeligeH MTM6X, HiMeuunHa y SIKoCTi anbTepHaTUBHOIO
BMPOGHWKA, BiANOBIfa/IbHOMO 3a NEPBMHHE Ta BTOPUHHE
nakyBaHHs1, KOHTPOJIK0 Ta BUNYCKY cepiii. He3HauHi pefakuiiiHi
3MiHV Y HanucaHHi oyHKLUil BUpo6Huka BEP/IIH-XEMI AT,
HimeuunHa (3aTBEpAKeHO: MakyBaHHS, KOHTPOb Ta BUMYCK
cepiii, 3anponoHoBaHo: MepBMHHE Ta BTOPUHHE NakyBaHHS,
KOHTPO/b Ta BUNYCK cepiii). BBeAEHHSA 3MiH NpoTArom 6-tu
MicsALiB MicnsA 3aTBepKEHHS. 3MiHu | TMNy - 3MiHK 3 SKOCTI.
CepTtudikat BignosigHocTi/l E-cepTudikar BignosigHOCTI
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

€Bponelicbkiit hapmakonei/MmoHorpadii. MogaHHA HoBoro abo
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBigHOCTI EBponelickbkin dhapmakonei: ans
A®I; onsa BUXigHOro matepiasy/peareHTy/npoMiXKHOro NPoAayKTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOGHULTBI API; 418 fONOMDKHOI
peyoBuHM (CepTudikaTt BiAMOBIGHOCTI EBpONechkili
thapmakonei) - HoBuii cepTudpikat Bif BXe 3aTBEpXEHOro
BMPOGHMKa - nofaHHsA HoBoro CEP (Ne RO-CEP 2012-398-Rev
03) ana A®l olmesartan medoxomil Big Ajto4oro BUpo6H1Ka
(CEP-Holder: DAIICHI SANKYO CO., LTD., AnoHis) 3amicTb
3aTBepaxeHoro ASMF. BUpOBHUKM 3a/IMILa0TLCSA HE3MIHHUMN.
HosuiA CEP MicTuTh: - BBEAEHHS HACTYMHUX BUPOOHWKIB
npomixHnx npoaykTis: DAIICHI SANKYO CHEMICAL PHARMA
CO., LTD. Hiratsuka Plant 4-4-8, Nishiyawata, Hiratsuka
Japan-254-0073 Kanagawa CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS PRIVATE CO., LTD. To Utca 1-5
Hungary-1045 Budapest - 3MiHa Ha3B\ BUPOOHNYOT AiNbHULL
A®I| onmecapTtany megokcominy i3 «<DAIICHI SANKYO
PROPHARMA CO., LTD.» Ha «DAIICHI SANKYO CHEMICAL
PHARMA CO., LTD.». 3MiHu | Tvny - 3MiHK 3 AKOCTi.
CeptudikaT BignosigHocTi/l E-cepTudikar BignoBigHOCTI
€Bponelicbkiin hapmakonei/MmoHorpadii. MogaHHA HoBOro abo
OHOB/IEHOTO cepTudikarta BignoBigHOCTI abo BUTYYEHHS
cepTudikaTa BignoBiAHOCTI EBponeiickbkii hapmakonei: 4ns
ADI; onsa BUXigHOro matepiasny/peareHTy/npoMiXXHOro NpoaykKTy,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; 4518 AONOMDKHOT
peyoBuHM (CepTudiikaTt BiANOBIAHOCTI €BpoONenchbkili
thapmakonei) - OHOBNEHUIA cepTUdDiKaT Bif yXXe 3aTBEPKEHOr0
BMpo6HUKa (MoaaHHA oHoBreHoro cepTudikaty CEP(Ne R1-
CEP 2004-149-Rev 04) Bif, y)e 3aTBEp)KEHOro BUPOOHMKa
(CEP-Holder: TEVA Pharmaceutical Industries Ltd.) gns A®l
hydrochlorothiazide. OHoBneHuiA CEP MiCTUTb HACTYNHi 3MiHK: -
BK/IIOUEHHS 3aTBEPA)KEHOT BUPO6HMYOI AinbHNLi PLIVA
CROATIA LTD., TAPI Croatia,
PrudniCka cesta 54, Croatia-10291 Prigorje Brdovecko
- 3miHa agpecu CEP-Holder: TEVA Pharmaceutical Industries
Ltd.
- BuganeHHst ASSIA CHEMICAL INDUSTRIES LTD — TEVA
TECH SITE, Israel, ockinbku BUpo6GHMYa AiNbHULSA Ginblue He
BignosigasibHa 3a BUPo6HULTBO ADL. -3MiHM | TUNY - 3MiHK 3
akocTi. CepTtudpikaT BignosigHocTi/lE-cepTudikaT BignoBsigHOCTI
€Bponeiicbkiii hapmakonei/moHorpadii. 3miHu, NoB'A3aHi 3
HeOobXiHICTIO NpUBEAEHHS Y BiANOBIAHICTL A0 MOHorpadii 4PY
abo €sponelicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
thapmakonei gepxasu E€C (3miHa y cneuudikauisix, noB'as3aHa 3i
3miHamu B 1Y, abo €Bponeiickkili hapmakonel, abo iHLWii
HauioHasbHi chapmakonei gepxasu EC) MprBefeHHA po3ginis
peecTpaujiiHoro gocbe: 3.2.5.4.1., 3.2.5.4.4,,3.2.S.3.2. y
BiANOBIAHICTb 40 OHOBIEHOI MOHOrpadii rigpoxnopTiasuay
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Aitoyoro BuaaHHsA EP.
3Minn | TUny - 3miHk 3 AKocTi. CepTudikat signosigHocTi/lE-
cepTuduikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. MogaHHsA HOBOro a0 OHOB/IEHOTO

cepTtudpikaTa BiANOBIAHOCTI abo BUNYyYeHHs cepTudikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: ans Adl; ans
BUXIAHOrO MaTepiasny/peareHTy/npoMixXHOro NpoayKTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOGHULTBI ADI; ANst fONOMIKXHOT
peyoBuHM (CepTudiikaTt BiANOBIAHOCTI €BpoONenchbkili
thapmakonei) - OHOBNEHUIA cepTudDiKaT Bif yXXe 3aTBEPKEHOr0
BMPOGHMKA
nogaHHs oHoBneHoro ceptudiikaty CEP(Ne R1-CEP 2004-058-
Rev 01) Big yxe 3aTBepmxeHoro supobHuka (CEP-Holder:
PHARMACEUTICAL WORKS POLPHARMA S.A.) ans A®|
hydrochlorothiazide B pe3ynbTarti Bigbymcs amiHu oo
BignosigHWX po3ainis Mogynio 3: 3.2.S.2.1, 3.2.5.4.1,,
3.28.4.2,3.25.43,3256.,3.2R.
OHoBrieHnii CEP MiCTUTb HACTYMHi 3MiHU:
1. Agpeca BMpOGHUWKa 3a3Has1a pefakLiiHiX 3MiH (OKpeMi
niApo3A4in CMHTE3y GiNblue He BKa3yHTbCS);
2. Onuc nakyBasibHUX MaTepiaslis OHOBJIEHO;
3. PeueHHs «Any unspecified impurity detected by the test for
related substances of the monograph is limited to not more than
0.10 %>» 6yno BUy4YeHO, OCKiNbKM napameTp cneuudikauii Ta
oro Mexi 3a3HavaloTbCs Y YMHHIN MoHorpadii EP. MpoTe,
Aitoya cneumdikauisa Ana cybcTaHuil 3a/IMWaeTbCa HE3MIHHOK.
-3MiHM | TUNY - AAMIHICTPaTWBHI 3MiHW. BUnyyeHHs BUpOGHMYOT
OinbHUUI (BKIOYaouM AinbHUL Ana AP, NPOMDKHOro NpoaykTy
ab0 roToBoro nikapcbKoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHs, BUPOGHMKa, BigMNoBigasIbHOro 3a BUMYCK cepili, Micue
npoBeAeHHSA KOHTPO/I0 cepil) abo noctavasnbHUKa BUXiLHOro
mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLO
3a3Ha4yeHo y A0CbE) BUTYHYEHHS BUPOOHMYOT AinbHuLi ans Ad|
rigpoxnoptiasngy — Pliva Hrvatska D.O.0O., Croatia.
-3MiHn | TMNYy - 3MiHK 3 AKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
KOHTpOsb roToBOro nikapcbkoro 3acoby. 3miHa y MeTogax
BMMNPOGYBaHHSA rOTOBOrO /iKapCbKoro 3acoby (iHLWi 3MiHK y
mMeTofax BUNpobyBaHb (BK/IlOYaOUM 3amiHy abo AONOBHEHHS))
(B.1.r.2. (1) 1B)
BeepeHHsa UPLC (ultra performance liquid chromatography) sik
anbTepHaTMBHOIO MeTOAY KOHTPO/IO ANA N. laeHTudikauis,
OfHOPIAHICTb A030BaHNX 0AMHWLb, KiflbkicHE BU3HAYEHHS i3
3acTOCyBaHHSAM MEHLLIOro Nno po3mipax 061afHaHHA(KOMOHKK,
Kaninspu); TMn KOSIOHKN 3anunaeTbes 6e3 3MiH. BBegeHHS 3MiH
NPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS.
-3MiHu | TNy - 3MiHK 3 AkocTi. CepTudikat BignoBigHOCTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
hapmakonei/moHorpadii. NMogaHHA HOBOro a6o OHOBIEHOTO

cepTuguikaTa BignoBigHOCTi abo BUyYeHHs cepTudiikara
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

BiANOBIgHOCTI EBponeiickkili hapmakonei: gns A®l; ans
BUXifHOro Matepiany/peareHTy/npomMiKHOro NPOAYKTY, Lo
BVIKOPVCTOBYIOTbCS Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBUHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
chapmakonei) - Houii cepTudpikaT Bif, HOBOro BUPOGHMKa
(3amiHa abo fonoBHeHHs1) MNogaHHs HoBoro CEP (RO-CEP 2013-
105-Rev 01) ana A®l olmesartan medoxomil Big HOBOro
BMPO6HMKa (gonosHeHHs) - CHINOIN Pharmaceutical and
Chemical Works Private Co., Ltd., Hungary.

-3MiHKM | TUNY - 3MiHK 3 AKOCTIi. FOTOBWIA NikapcbKuii 3aci6.
KOHTposb roToBOro slikapcbkoro 3acoby. 3miHa napameTpis
cneundikauii Ta/abo JONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco06y (iHwWi 3MiHK) MapmoHi3auisa cneundikaLii Ta MeToais
KOHTPOJII0 AKOCTI /liKapCbKOro 3acoby 3aTBepKeHNX B YKpaiHi i3
Matepianamu Mogynto 3 3aTBepAKeHMU Y KpaiHi
3asBHVKa/BUPOBHMKA, a came: - MIMIT 4518 NoKa3HuKa
CnopigHeHnx cnonyk RNH 6373 3MmiHI0eTbeSA i3 «<0,3 % 3a
nnoweto» Ha «<0,6 % 3a noLeto» Npu BUNYCKy Ta Ha nepiog,
TEepMiHy 36epiraHHs, a Takox p. HopmyBaHHA MeToziB
KOHTPONIO; - NIMIT ANA NokasHuka Cymu yCix fOMILLOK
3MIHIOETBCS i3 «<1,8 %» Ha «<2,0 % npw BUNYCKy; - NIMIT ANs
nokasHuka BmicT Boay 3MiHIOETbCSA i3 «<5,5 %» Ha «<6,0 % npu
BUMYCKY; - BU/TYYE€HHS NMOKa3HWKIB cneuudikauii Ha nepiog,
TepMiHy 36epiraHHs: CepegHs maca Ta OfHopigHICTb
[030BaHVIX OAVHULb; - 4OAAHHS NOCUNAHHA Ha
«rapMOHi30BaHWin MeToa» y p. MikpobionoriyHa uncToTa Ta
iHhopMaUii oA YacToTV NPOBEAEHHS AOCTIMKEHHSA Npy
BMNYCKY Ta Ha nepioj TepmiHy 36epiraHHs. BBegeHHs 3MiH
NpoTArom 6-T1 MicALIB Nicna 3aTBEPAKEHHS

104.

KAPAOOCAN®N
NoC 20/25

TabneTku, BKpUTI
NNiBKOBOIO
o060510HKot0, no 20
mr/25 mr, no 14
Tabnetoky
6nicTepi; no 1 abo
2 6nictepu B
KapTOHHIA KopooLi

MeHapiHi
IHTepHeLloHa
n
OnepeiioHc
Jokcemobypr

Tokcembyp
r

Brpo6HmuTBO "in bulk":
JOAIUI CAHKIO HOPOYT

'm6X, HimeyunHa

MepBuHHE Ta BTOPUHHE
nakyBaHHS!, KOHTPO/1b

Ta BUNYCK Cepiit:
BEPIH-XEMI AT,
HimeuunHa

MeHapiHi-®PoH XeiiaeH

'm6X, HimeyunHa

HimeuumnH
a

BHECEHHS 3MiH 40 peecTpaviiiHux maTepiasiis: -3miHu | Tuny -
3MiHu 3 aKocTi. A®I. KoHTposb A®L. 3MiHa y meTogax
BunpobysaHHA APl abo BMXigHOrO MaTepiany/npomMiKHOro
NpoAYyKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLEC
BUpPO6HMLUTBA AD| (HE3HAUHI 3MiHM Y 3aTBEPIKEHUX MeToAax
BMNPOGYBaHHSA) 3amMiHa o61afHaHHs, WO BUKOPUCTOBYETLCSA
BMpo6HMKOM Daiichi Ans BU3HaueHHs po3Mipy 4yacTok
rigpoxnoptiasugy. [itoya metoavka (nasepHa audpakuis) He
3miHWnacs. Crneumdikayis po3mipy 4acTok 3anuwaeTbes 6e3
3MiH. OfHak, YacTuHa cucTemu, Lo BigNOBIgae 3a nogayy
3paskiB 3a3Has1a He3Ha4HKX 3MiH, a came - 3MiHunacs i3
BiAKPMTOro BiGpaLiiHOro kaHany Ha 3akpuTWil NpUCTpIl Ans
MIKPOA03yBaHHs. ToMy, Aeski napameTpy 3a3HaIn HEe3HAUYHNX
3MiH. -3MiHu | TUNYy - 3MiHK 3 SIKOCTi. FOTOBMIA Nikapcbkuii 3aci6.
3MiHM y BUpO6HMUTBI. 3amiHa abo BBeAEHHSA 40A4ATKOBOI
OiNbHWLI BUPOOHULTBA 4718 YacTUHN abo BCbOro BUPO6HUYOro
npouecy roToBoro ikapcbkoro 3acoby (AinbHUUS ons
BTOPWHHOIO NakyBaHHs) CynyTHi 3MiHU - 3MiHW 3 AKOCTI.
loTOBMIA NiKapcbkuii 3aci6. 3MiHW y BUPOOHNLTBI. 3amMiHa abo
BBE[EHHS A0AATKOBOI Ai/IbHULi BUPpOOHULTBA A5 YAacTUHU abo

3a
peyenmom

UA/7140/01/01
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BCbOro BUPOOHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
(BiNbHMLA AN NEPBMHHOMO NakyBaHHS) - 3MiHU 3 SKOCTI.
[oTOBWIA NikapcbkWii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa

iMnopTepa/3miHu, L0 CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOsI0

SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fofaBaHHSA

BMPO6GHMKA, LLIO BiANOBiAaE 3a BBE3eHHS Ta/abo BMNycK cepii) -
Bkitoyatoun KOHTPOIL/BUNPOBYBaHHSA cepil
BBefieHHs1 f,04aTKOBOI AiNbHUL BUPOOHULTBA MeHapiHi-PoH
XeligeH Mv6X, HiMeuunHa y SKOCTi anbTepHaTUBHOIO
BMPOGHWKA, BifNOBigaIbHOMO 3a NepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPOJ/TIO Ta BUNYCKY cepiil. He3HauHi peaakuiiiHi
3MiHW Y HanucaHHi yHKUil BUpobHuka BEP/IIH-XEMI AT,

HimeyumHa (3aTBepakeHo: MakyBaHHS, KOHTPO/Ib Ta BUMYCK

cepiii, 3anponoHoBaHo: MepBMHHE Ta BTOPUHHE NakyBaHHS,

KOHTPO/Ib Ta BUMYCK Cepiii). BBeAEHHS 3MiH NpOTArom 6-Tu

MicaLiB nicna 3aTBepmpKeHHs. 3MiHU | Tuny - 3MiHW 3 SKOCTI.

CeprtudpikaT BignosigHocTi/l E-cepTudikart BiANoOBIiAHOCTI
€Bponelicbkin hapmakonei/moHorpadii. NMogaHHA HoBoro abo
OHOBJIEHOTO cepTudikaTa BignoBiAHOCTI abo BUTyYEHHS
cepTudikata BignoBigHOCTI €EBponelickkili hapmakonei: ans
A®I; onsa BMXigHOro Martepiany/peareHTy/npoOMKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; An1s AONOMDKHOT
peyoBuHM (CepTUgikaT BiANOBIAHOCTI EBpONechbkili
thapmakonei) - HoBuii cepTudikat Bif BXe 3aTBEpKEHOro
BMPOGHMKa - noAaHHsA HoBoro CEP (Ne RO-CEP 2012-398-Rev
03) ana A®l olmesartan medoxomil Big, gjto4oro BUpo6HMKa
(CEP-Holder: DAIICHI SANKYO CO., LTD., AAnoHisi) 3amicTb
3aTBepmxeHoro ASMF. BUpo6HVKY 3anmwaloTbC HE3MIHHUMU.

HoBwuit CEP MicTuTb: - BBeAE@HHA HACTYMHNX BUPOBHWKIB

npomMikHnx npoaykTie: DAIICHI SANKYO CHEMICAL PHARMA

CO., LTD. Hiratsuka Plant 4-4-8, Nishiyawata, Hiratsuka

Japan-254-0073 Kanagawa CHINOIN PHARMACEUTICAL
AND CHEMICAL WORKS PRIVATE CO., LTD. To Utca 1-5
Hungary-1045 Budapest - 3miHa Ha3B/ BUPOOHNYOT AifTbHULL
A®| onmecapTtany megokcominy i3 «<DAIICHI SANKYO
PROPHARMA CO., LTD.» Ha «DAIICHI SANKYO CHEMICAL
PHARMA CO., LTD.». 3MiHu | TUny - 3MiHK 3 AKOCTi.

CeprtudpikaT BignosigHocTi/lE-cepTudiikar BiAnoBigHOCTI

€Bponelicbkin hapmakonei/moHorpadii. MogaHHsA HoBoro abo

OHOB/IEHOTO cepTudliKaTa Bi4NoOBIAHOCTI a60 BUNYYEHHS

cepTudikaTa BianoBigHOCTI EBponeiickbkivi hapmakonei: ans
A®I; onsa BMXigHOTO MaTepiany/peareHTy/NpPOMIDKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHTLCSA Y BUPOOHULTBI ADI; ANns AONOMDKHOT
peyoBuHM (CepTuUdikaT BiANoBigHOCTI EBponeichkili
thapmakonei) - OHOBNEHUIA cepTUdiKaT Bif YKe 3aTBEpKEHOr0
BUpo6HuKa (MogaHHs oHoBneHoro ceptudikaty CEP(Ne R1-
CEP 2004-149-Rev 04) Bif, y)e 3aTBEPA)KEHOr0 BUPOBHMKa
(CEP-Holder: TEVA Pharmaceutical Industries Ltd.) gna A®l

hydrochlorothiazide. OHoBneHWit CEP MiCTUTb HACTYMHi 3MiHW: -
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BK/IIOYEHHS 3aTBEpKeHOI BUPOOHMYOT AinbHuui PLIVA

- 3miHa agpecy CEP-Holder: TEVA Pharmaceutical Industries

akocTi. CepTtudpikaT BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
HeoOXiAHICTIO NpUBELEHHS Y BIANOBIAHICTL A0 MOHOrpadii APY
thapmakonei gepxasu EC (3MmiHa y crneundikaLisx, nos'asaHa 3i

HaujioHasbHIli hapmakonel gepxasu €C) MprBeaeHHA po3ainis

CROATIA LTD., TAPI Croatia,
Prudnicka cesta 54, Croatia-10291 Prigorje Brdovecko

Ltd.
- BuganeHHss ASSIA CHEMICAL INDUSTRIES LTD — TEVA
TECH SITE, Israel, ockisibkn BUpO6HUYa AiNbHULA Binblue He
BiAgnoBigasibHa 3a BUPO6HMLTBO ADI. -3MiHM | TURY - 3MiHK 3

€Bponeiicbkili hapmakonei/MoHorpadii. 3mMiHK, NoB'A3aHi 3
abo €sponelicbkoi hapmakonei, abo iHWOoT HauioHaIbHOT
3miHamu B ®Y, abo €Bponeiickkii hapmakonei, abo iHLwil

peecTpaujiiHoro gocbe: 3.2.5.4.1., 3.2.5.4.4,,3.2.S.3.2. y
BiANOBIAHICTb 4O OHOBEHOT MOHOrpadii rigpoxnopTiasngy
Aitoyoro BugaHHs EP.

-3MiHu | TUny - 3MiHK 3 AkocTi. CepTudikaT BignoBigHOCTI/IE-
cepTudikaT BignoBigHOCTI EBponelickkiii
hapmakonei/moHorpadii. MogaHHsA HOBOro abo OHOBIEHOTO
cepTudgikaTa BifNoBIgHOCTI abo BUNYyYeHHA cepTudpikata
BiNoBigHOCTI €Bponelickkili hapmakonei: ans A®L; ans
BMXigHOro Matepiany/peareHTy/NpOMKHOr0 MPOAYKTY, L0
BUKOPUCTOBYHOTLCS Y BUPOOHULTBI ADI; 415 LONOMIXHOT
peyoBUHM (CepTuUdikaT BiANoBIgHOCTI EBpoNeichkili
thapmakonei) - OHOBNEHUIA cepTUdiKaT Bif YKe 3aTBEpKEHOr0
BUPOGHMKa
nogaHHa oHoeneHoro cepTtudikaty CEP(Ne R1-CEP 2004-058-
Rev 01) Big, yxe 3aTBepaxeHoro Bupo6Hvika (CEP-Holder:

PHARMACEUTICAL WORKS POLPHARMA S.A.) ans Adl
hydrochlorothiazide B pe3ynbtarti Bigdynmcs amiHu o
BignoBigHWX po3ainis Mogynio 3: 3.2.S5.2.1, 3.2.5.4.1,,
3.254.2.,32S543.,3.2S56., 3.2R.
OHoBneHui i CEP MICTUTb HACTYMHi 3MiHU:
1. Agpeca BMpOGHMKa 3a3Has1a pefakLiiiHiX 3MiH (OKpeMi
nigpo3ainu cuHTesy binblue He BKa3ylTbCs);
2. Onnc nakyBaslbHUX Matepianis OHOB/EHO;

3. PeueHHs «Any unspecified impurity detected by the test for
related substances of the monograph is limited to not more than
0.10 %>» 6yn0 BUy4YeHO, OCKiNbKM napameTp cneuudikauii Ta
0ro Mexi 3a3HavaloTbCs Y UMHHIN MoHorpadii EP. MpoTe,
gitova cneyudikauis ansa cybcTaHuil 3annwaeTbC HE3MIHHO.
-3MiHM | TUNy - AOMIHICTPaTUBHI 3MiHW. BUny4YeHHs BUPOGHMYOT
AiNbHULUI (BKOYaoumM AinbHUUi 4ns A®l, npomikHOro npoaykTy
ab0 roToBOro Nikapcbkoro 3acoby, AiNbHULI ANs NpoBeAEeHHS
nakyBaHHs, BUPOGHUKA, BiAMOBIAAILHOMO 3a BUNYCK Cepild, MicLe
NpPOBeAEHHS KOHTPOSO cepii) abo nocTavasibHMKa BUXIAHOTO
maTepiasly, peareHty abo AONOMiXXHOI pe4OBWHM (SKLLO
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3a3HayYeHo y OCbE) BUYYEHHSA BUPOOHNYOI AinbHULi Ans AdI
rigpoxnoptiasngy — Pliva Hrvatska D.O.O., Croatia.
-3MiHuW | TURy - 3MiHK 3 AKOCTI. [OTOBWIA NiKapcbkuii 3aci6.
KOHTpOb roToBoro nikapcbkoro 3acoby. 3miHa y MeTogax
BMNPOBYBaHHA roTOBOrO MiKapPCbKOro 3acoby (iHLWi 3MiHW Yy
MeToAax BUNPoOyBaHb (BK/IKOYaUM 3amiHy abo JOMOBHEHHS))
(B.I.r.2. (r) IB)

BeegeHHss UPLC (ultra performance liquid chromatography) sk
a/IbTEPHATUBHOIO METOAY KOHTPOSIO ANA N. laeHTudikauis,
OfHOpPIAHICTb A030BaHMX OAUHULE, KinbKiCHE BU3HAYEHHS i3

3aCTOCYBaHHAM MEHLLIOro no po3Mipax 06nagHaHHA(KONOHKN,

Kaninapu); TMN KOSIOHKM 3anvWwaeTbes 6e3 3MiH. BBeAeHHS 3MiH

NPOTAroM 6-TW MICALIB NICNA 3aTBEPAXKEHHS.

-3MiHuW | TUNy - 3miHK 3 AkocTi. CepTudikat BignosigHocTI/IE-
cepTuduikaT BignoBigHOCTI €EBpoNenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBIEHOTO
cepTtudikaTa BiANOBIAHOCTI a60 BUYyYEHHA cepTudikara
BiANOBIAHOCTI €Bponeiickbkili hapmakonei: gns A®l; ons
BUXiQHOro MaTepiany/peareHTy/NpoMiKHOro NPoAyKTy, Lo
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; ANs AONOMIKHOT
peyoBuHM (CepTudikaTt BiAMOBIGHOCTI EBpONechkili
thapmakonei) - HoBuii cepTudikat Bif, HOBOro BUPOGHUKa
(3amiHa abo gonoBHeHHs1) MNMogaHHa HoBoro CEP (RO-CEP 2013-
105-Rev 01) gns A®l olmesartan medoxomil Big HoBoro
BUpO6GHMKa (fonoBHeHHs) - CHINOIN Pharmaceutical and
Chemical Works Private Co., Ltd., Hungary.

-3MiHW | TURY - 3MiHK 3 AKOCTI. [OTOBWIA NiKapcbkuii 3aci6.
KOHTpOs1b roTOBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneumdikauiii Ta/abo foNYCTUMUX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHwi 3mMiHK) FapMoHi3alis cneumdikalii Ta MeToais
KOHTPOJI SIKOCTI JliKapcbKoro 3acoby 3aTBepKEHNX B YKpaiHi i3
martepianamu Mogynio 3 3aTBeppkKeHMN Y KpaiHi
3aABHUKa/BMPOBHMKA, a came: - NiMIT 415 NoKasHuKa
CnopigHeHunx cnonyk RNH 6373 3miHoeTbes i3 «<0,3 % 3a
nnoweto» Ha «<0,6 % 3a naoLeto» Npu BUNYCKy Ta Ha nepiog,
TepMiHy 36epiraHHs, a Takox p. HopmyBaHHA MeToziB
KOHTPONIO; - NIMIT AN NoKasHka CyMU yCixX JOMILLIOK
3MIHIOETLCA i3 «<1,8 %» Ha «<2,0 % npu BUNYCKY; - NIMIT ANs
nokasHuka BmicT Boamn 3MiHIOETBCS i3 «<5,5 %» Ha «<6,0 % npu
BMNYCKY; - BUNYYEHHS NOKa3HUKIB cneumdikauii Ha nepiog,
TepMiHy 36epiraHHs: CepegHs maca Ta OfHOpigHICTb
[030BaHVIX OAVHWLb; - 4OAAHHSA NOCUNAHHA Ha

«rapMoHi3oBaHuii MeToa» y p. MikpobionoriyHa uncrorta Ta
iHchopmauii oA YacToTV NPOBEeAEHHS AOCIMKEHHA Npy
BUMYCKy Ta Ha nepiog TepMiHy 36epiraHHsl. BBeeHHS 3MiH

NPOTSArom 6-Tv MicsILiB Micns 3aTBepAKEHHS

105.

KETO nntocC

LamnyHb, no 60 mn
abo no 150 mn y

donakoHi, no 1

neHmapk
PapmMacboTUK
ans Jita.

IHgis

neHmapk

IHais

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUNy - 3MiHK 3 SKOCTi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOGHULITBI. 3MiHa po3Mipy cepii (BkItoYaoUn dianasoH

6e3
peyenma

UA/10142/01/01
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dhnakoHy B $apmacbioTukans Jira,. po3mipy cepii) roToBoro fikapcbkoro 3acoby (36isbLieHHs go 10
KapTOHHiiA Kopo6Li pasiB NOPIBHAHO i3 3aTBEPHKEHUM PO3MIPOM) - BBEAEHHSA
[0[aTKOBOro po3Mipy cepii roTOBOr0 NiKapCbKoro 3acoby
3arBepmkeHo: 500 n 3anponoHosaHo: 500 n (8 333 hriakoHiB
no 60 mn Ta 3 333 dhnakoHis no 150 mn) 1000 n (16 666
cdnakoHiB No 60 mn Ta 6 666 donakoHiB o 150 mn)
106. | KNCEHb rasnoln,2n,3n, | TOB"Cektop YkpaiHa TOB "CexTop lasy" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/11945/01/01
MEAVNYHUIA 4n,5n6n,7n,8 [asy" 3MiHuM 3 AKOCTi. [0ToBUIA Nikapcbkuii 3aci6. Cuctema peyenmowm
rA30MNoAalBHA | n,9n,10n, 12 n, KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa y NepBUHHIl
n 40 ny ctaneBux yNakoBLii FOTOBOTO JiKapCbKOro 3acoby (iHLWi 3MiHW) - BBEAEHHSA
6anoHax Ta 3 [0AAaTKOBOI YNaKoBKY - «ra3udiikaTtopiB KPIOreHHNX»; 3MiHu |
rasudikatopis Tuny - 3miHK 3 skocTi. A®Il. Bupo6HMLTBO. 3MiHa BUPOOHMKA
KpioreHHnx BUXIAHOrO/NPOMIXXHOTO NPOAYKTY/peareHTy, Lo
BMKOPWCTOBYIOTbCA Y BUPOOHUYOMY npoLeci A®l, abo 3miHa
BMPOGHMKa (BK/IKOYaUuM, e HeobXigHo, MicLie MPOBeAEeHHS
KOHTPO/H0 sIKOCTi) ADI (3a BiACYTHOCTI cepTudpikata
BIANOBIAHOCTI EBpoNeiickbkili hapmakonei y 3aTBepapkeHoMy
[ocbe)(iHLWi 3MiHN) - BBEAEHHS HOBOro BNPo6HMKa AD| KnceHb
MeauYHWiA pigkmii KT "TOB "3anopisbkuii aBToreHHuid 3asog” i
Komnanis", YkpaiHa
107. | KNIBAC 10 TabneTku, BKpUTI TOB "®dapma YkpaiHa TOB "®apma Crapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/12971/01/01
NNiBKOBOIO Crapt" 3MiHu | TUnNy - nogaHHsA HoBoro CEP Ne RO-CEP 2017-018-Rev peyenmom
o6onoHkoto, no 10 01 gnsa Ad®| posyBacTaTuHy Kanbliito Bif HOBOro BUPOGHMKa A0
mr no 10 TabneTtok BXe 3aTBePAKeHOro BUPOBHYMKa; 3MiHK | TUny - 3miHa y
y 6nicTepi; no 1 napameTpax cneuugikauii Ta/abo AONyCTUMMX MEX,
abo 3 6nictepn y BM3HaYeHuX y cneundikauisx Ha A®l, abo BUXigHWIA/NPOMDKHWI
nauLi 3 kKapToHy NPOAyKT/peareHT, W0 BUKOPUCTOBYIOTLCA Y NPOLECI
BUpO6HMUTBA AP (HLWi 3MiHW); 3MiHK | TUNY - NPUBEAEHHSA
cneungikayii A®| posyBacTaTuHy KaulbLijto 3a MOKa3HMKOM
«lpeHTudpikauis» y BignoBigHICTb A0 MoHorpadii Rosuvastatin
calcium» EP Bupo6HuuTBa BiokoH JlimiTes, IHAis
108. | KNIBAC 20 TabneTkn, BKPUTI TOB "dapma Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/12971/01/02
NNiBKOBOO Crapt" 3MiHu | TUNy - nogaHHA HoBoro CEP Ne RO-CEP 2017-018-Rev peyenmom
060/10HKO0, MO 20 01 gnsa A®| posyBacTaTuHy KanbLiito Bifj HOBOro BUPOGHYMKa [0
Mmr no 10 TabneTok BXEe 3aTBEPAKEHOr0 BUPOOHMKA; 3MiHM | TUNY - 3MiHa Y
y 6nicTepi; no 1 napameTpax cneuudikauii Ta/abo AoNyCTUMMX MEX,
abo 3 6nictepn y BU3HauYeHuX y cneumdikauisx Ha A®l, abo BUXiAHUA/NPOMIXHWIA
nauLi 3 KapToHy NpoAyKT/peareHT, W0 BUKOPUCTOBYOTLCA Y NPOLECi
BMPOGHMLTBA ADI (iHLLI 3MiHK); 3MiHM | TUNY - NPUBEAEHHS
cneuungikauii A®l posyBacTaTuHy KasibLijto 38 NOKa3HUKOM
«lgeHTucpikauis» y BignoBigHiCTb 40 MoHorpadii Rosuvastatin
calcium» EP Bupo6HuUTBa BiokoH JlimiTea, IHAais
109. | KOHTPOJ/IOK® | nopoLuok Ans Takega M'm6X HimeuunHa Baccepbyprep HimeuumnH BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0106/02/01
pO3unHy ons ApuHaiimiTTenbBepk a/ ltanis 3MiHM | TUNy - NOAaHHSA OHOB/IEHOTO cepTudikaTa BifnoBigHOCTI peyenmom

iH'ekujin no 40 mr; 1
dnakoH 3
MOPOLLKOM Y
KapTOHHI Kopoo6Lli

'M6X, HimeyunHa
(BPOGHMLTBO
Hepo3dacoBaHoi
npoaykuii, nepsrHHe

€Bponelicbkiin hapmakonei Ne R1-CEP 2007-246-Rev 02 ans
gitoyoi pevoBuHK Pantoprazole sodium sesquihydrate Big Bxe
3aTBEPXEHOro BUPOOHHMKa , IK HACiAOK 3miHa Re-test period,;
3MiHuM | TUNY - NOAAaHHA OHOB/IEHOTO cepTudlikaTa BignoBigHOCTI
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nakyBaHHs); MaTeoH €Bponelicbkiin hapmakonei Ne R1-CEP 2007-246-Rev 03 ans
ITania C.MN.A, Itanis gitoyoi pevoBuHM Pantoprazole sodium sesquihydrate Big Bxe
(BMPOGHMLTBO 3aTBEPKEHOr0 BUPOOHWMKA, K HACIA0K BUMYYEHHS BUPOOHUYOI
Hepo3dhacoBaHol AinbHUUi ADL; 3MiHM | TUNY - 3MiHa Yy MeTofax BUNPO6YyBaHHSA
NPoAyKUii, KOHTPO/b A®| abo BMXigHOro Matepiany/npPOMiIKHOIO NPOAYKTYy/peareHTy,
akocTi); MNateoH ITanis LLI0 BUKOPUCTOBYETHCSA Y npoLeci BupobHuutea A®I - 3miHa y
C.N.A, ITanisa MeToAax BUNpo6oByBaHHA A®I, a came BUTyYEHHSI MeToay
(BPOGHMLTBO Bunpo6ysaHHsA LAL-5000 method from Pyroquant Ans koHTposnto
Hepo3sdacoBaHoi rokasHuka «bakTepianbHi eH0TOKCUHW». ANbTEPHATVBHWIA
npoaykuii, nepvHHe 3aTBepmxeHunin Metoq Bio-Tek 3anviwaetbest 6€3 3MiH
nakyBaHHs); Takega
M6X, Himeuunna
(BUPOBHMLTBO 3a
MOBHWM LWMKIOM); Xikma
dapmachbioTika
(MopTyranis) C.A.,
MopTtyranis
(BMpPOGHMLTBO
Hepo3dhacoBaHol
npoayKuii, nepBnHHe
nakyBaHHs)
110. | KYNNATOH Kpanni opanbHi OpioH PiHNAHAIA OpioH KoprnopeliLuH, PiHnaHpin/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/7479/01/01
(300 mr/mn) no 30 KopnopefiwH, PiHNAHgIS; Yecbka 3miHM | TNy - nogaHHsA HosBoro CEP Big, BXe 3aTBepAKeHoro peyenma
My doakoHi; no 1 anbTepHaTUBHWIA Pecny6nik BMPOGHMKA 3anponoHOBaHO: BUPOGHUK Ajitoyoi pevoBuHu: Dow
donakoHy y BMPOGHWK, LLLO 3AiACHI0E a Corning Corporation, USA CEP R1-CEP 2004-299-Rev 01
KapTOHHI KOpOOL KOHTPO/Ib SAKOCTI (TiNbKM
KinbkicHuiA BMiCT Ta
laeHTuiKaLis):
KBiHTa - AHaniTika
C.p.0., Yecbka
Pecny6nika
111. | NAMIAEPM Tabnetkv no 250 €Bpo IHAjs ®AC NimiTeq, IHAis BHECEHHS 3MiH [0 peecTpaLjiiiHuX maTepianis: 3mMiHa 3asBHUKaA 3a UA/1678/02/01
Mr, no 7 TabneTok Naiidokep (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakazy MO3 peyenmom
y 6nicTepi; no 1 MpaiiBiT Bifg 23.07.2015 Ne 460):
abo no 2 6nictepn Niviten
B KapTOHHIlA
Kopobui
112. | NEBOKCUMEQL | TabneTku, BKpUTI YOPAA Benvka Biochapma lnay CaH. Be | TypeuuuH BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 3a UA/12659/01/01
NNiBKOBOO MEAVUNH BpuTaHis Tigpx. A.LL. a 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peuyenmom
060/10HKOt0, MO 500 NIMITEA, AkniHap Max.OcmaHrasi hapmakoHarnsgy. BeegeHHs abo 3MiHW [0 y3arasibHEHUX JaHux
Mr 110 7 TabneToK y Benvka Dxan. Ne: 156, npo cuctemy dpapMakoHarisgy (BBeAEHHS y3arasibHEHNX JaHuX
6nictepi; no 1 BpuTaHis Canppxaktene/Ctambyn npo cucteMy chapmMakoHarnsay, 3MiHa ynoBHOBaXeHoi ocobw,
6nictepy B payHa ®no, , TypeuunHa BiNOBIAANbHOI 3a 3[jiCHEHHS hapMmakoHarnsaay; KOHTaKTHOI
KapTOHHI KOpoOLj Fagn Xays, Biofarma llac San. ve 0Cco6u 3 hapmakoHarnsay 3asiBHVKa 415 34iCHEeHHs
Apkagis Tic. A.S. thapmMakoHarnagy B YkpaiHi, AKLWO BOHA BifMiHHA Bif,
ABeHIo, Akpinar Mah. YNOBHOBaXXeHOi 0c0obK, BifANOBIfa/ILHOT 3a 34iICHEHHS
diHunen, Osmangazi Cad., No: hapmakoHarniagy (BKIYaUn KOHTaKTHI AaHi) Ta/abo 3MiHN Y
JloHAoH Ne3 156, po3MilLeHHI MacTep-haiina cucTteMn dpapmakoHarnsay) - 3miHa
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2JU, Benvka Sancaktepe/Istanbul, YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
BpuTtaHis Turkey thapmakoHarnsag: Aitova pefakuis: XioceH Towisni/ Ms.
WORLD yorPna MESMLINH Huseyin Tonyali NMponoHoBaHa pepakuis: MeBcim Inbk6axap
MEDICINE ITAY CAH. BE TIXK. [LiHuens/ Mrs.llkbahar Dincel; 3MiHa KOHTaKTHUX AaHUX
LIMITED, A.LL YNOBHOBaXXEHOT 0CO6M 3as1BHYKA, BifnoBigasibHOI 3a
United 15 Temmy3 Maxannewui thapmakoHarnag,. 3MiHa KOHTaKTHMX AaHNX KOHTaKTHOT 0cobu
Kingdom Dxami Vony Oxanaeci YNOBHOB&XEHOT 0CO6M 3as1BHYKA, BifnoBigabHOI 3a
Ground Floor, Ne50 lMoHeLwni thapmakoHarnsg, B YkpaiHi. 3MiHa Micus 34iliCHEHHS OCHOBHOT
Gadd House, Barmxnnap/Crtamoéyn, [ISNbHOCTI 3 hapMakoHarisgy. 3MiHa MiCLLe3HaxX0AKEHHS
Arcadia TypeyunHa macTep-haiina cuctemmn chapmakoHarnsgy Ta inoro Homepy
Avenue, WORLD MEDICINE
Finchley, ILAC SAN. VE TIC. AS.
London N3 15 Temmuz Mabhallesi
2JU, United Cami Yolu Caddesi
Kingdom No:50 Gunesli
Bagcilar/Istanbul,
Turkey
113. | IO3AN® TabneTku, BKpUTI TOB "CaHodi- YkpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/9435/01/01
nnoc 060/10HKOH, Nel0, ABeHTIC Pecny6nik 3MiHU | TUNY - 3MiHW BHECEHO A0 IHCTPYKLiT ANnA MeANYHOro peuenmom
Ne30 (10x3), Ne90 YkpaiHa" a 3aCTOCYBaHHSA NiKapCbKoro 3acoby y po3ainu: "dapmakonorivHi
(10x9): no 10 BnactmsocTi”, "Oco6mBocCTi 3acTocyBaHHs", "M06ivHI peakuil”
Tabnetoky BiNOBIAHO 4O OHOBNEHOI iHChopMaLii 3 6e3neku Aitoyol
6nictepi; no 1, 3 peyoBuMHM rigpoxaopoTiasng. BeegeHHs 3MiH npoTarom 3-x
abo 9 6nicTepiB y MiCALIB MiC/1A 3aTBEPKEHHS
KapTOHHI kopobuyj;
Ne 30 (15x2), Ne90
(15x6): no 15
Tabnetok y
6nicTepi; no 2 abo
6 6nicTepiB y
KapTOHHI KOopoo6Lli
114. | NOPATAAVH cupon, 1 mr/mn, no TOB "OKM YkpaiHa TOB "AKnM YkpaiHa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - Ges UA/9333/01/01
90 MmNy chnakoHi "®GapmaueBTu "apmaueBTnyHa 3MiHM 3 KocTi. MeanyHi npucTpoi. 3MiHa NPUCTPOIB 41N peyenma
abo y 6aHui; no 1 yHa habpuka" habpuka" BMMIpIOBaHHA 4031 ab0 BBEAEHHS NiKapCbKoro 3acoby

cnakoHy abo no 1
6aHLi 3 4O3yHHOoH
CK/ISTHOUKOK B
nauu

(BWTYYEHHSI NPUCTPOLO) - BUTYYEHHS MPUCTPOIO AN1A
BUMIPIOBaHHSA [03M /TiKapCbKOro 3aco6y — MipHOT JIOXKY, 3
BIANOBIAHMMU 3MiHAMU A0 p. «YNakoBka». 3aTBepaAXeHo: «no 90
M/ Yy dh/1akoHi abo y 6aHLi; no 1 donakoHy a6o no 1 6aHui 3
[103YI04OI0 CKISSHOYKO0 ab0 MipHOI SIOXKKOI0 B MauL,i»;
3anponoHoBaHo: «no 90 MmN y diakoHi abo y 6aHuj; no 1
hnakoHy abo no 1 6aHLi 3 4O3YHUOH CKISHOUKOK B MauLi».
BBefeHHA 3MiH NPOTAToM 6-TW MICALIB NIC/1A 3aTBEPAXEHHS.
3MiHu | TUNY - AgMIHICTPATUBHI 3MiHWU. BuiyyeHHs BUPOGHMUYOT
AiNbHULI (BKAOYaoum AinbHuUi Ans A®l, npomikHOro NpoayKTy
ab0 roToBOro NikapCcbKoro 3acoby, AiNbHUL 415 NPpoBeAeHHS
nakyBaHHs, BUPOGHMKA, BigNoBifasIbHOroO 3a BUMYCK cepili, Micue
NpOBeAEeHHS KOHTPOIO cepii) abo nocTavasibHMKa BUXIAHOTO
maTepiasly, peareHty abo JonoMiXXHOI pe4OBVHM (SKLLO
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3a3HA4YeHO y AOCLE) - BUTyUYEHHS BUPOGHMYOI AinbHuLi TOB
"AKM "®apmauesTnyHa dhabpuka”, Ykpaida, 10014,
Xutommpcbka 061., M. XXntomup, KoponboBCbkuii p-H, By/.
JlepMOHTOBCbKa, 6.5.. BBEAEHHS 3MiH NPOTAroM 6-Tu MicALiB
nicns 3aTBepKeHHs.
115. | NIOPATAAVH Tabnetku no 10 mr TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 6e3 UA/2610/01/01
no 10 TabneTtok y "AcTpadapm" 3MiHM | TUNY - 3MiHK Woa0 6e3neku/edekTMBHOCTI Ta peuyenma
6nictepi; no 1 abo hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHEHUX JaHux
10 6nicTepis B npo cuctemy chapmakoHarnsgy (BBeAeHHS y3aralbHEHUX AaHnX
KOpobLi 3 KapTOHY npo cuctemy hapmakoHarnagy, 3MiHa ynoBHOBaXXeHOoi 0cobum,
BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
ocobu 3 hapmakoHarnsay 3asBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YNOBHOBaXEHOT 0CO6U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLEHHI MacTep-ghaiina cuctemMun hapmakoHarnsgy) - 3miHa
YNOBHOBaXXEHOT 0COOU 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag. fitoua pegakuis: CTygeHko MaHHa
AHaToniiBHa. MponoHoBaHa pefakuis: LLoBkoBa IpuHa
BaneHTuHiBHA. 3MiHa KOHTAKTHUX JaHUX YNOBHOBaXXEHOT 0cobu
3as1BHVMKA, BigNoBiAa/IbHOI 3a dhapmakoHarnsg
116. | NOCAPTAH TabneTtku, BKPUTI "KcaHTic Kinp BUPOGHMUTBO 1P, IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/17098/01/01
KCAHTIC NAiBKOBOO Papma nepBrHHa Ta BTOPUHHA Bonrapis | AgMiHicTpaTVBHI 3MiHM. 3MiHa Ha3BMW Nikapcbkoro 3acoby . 3MiHa |  peyernmom
060/10HKOI0, MO Nimiten" ynakoBka: Ha3BW NikapCcbKoro 3acoby: 3aTBep/xeHo: BasoTeHs.
12,5 mr no 10 Uwnnna Ntg, IHAia 3anponoHoBaHo: JlocapTaH KcaHTic
Tabnetok y
6nictepi, no 3 abo KOHTPO/b Cepil, BUMYCK
10 6nicTepiB B cepii:
KapTOHHIN navuj BATKAHOAPMA
AYNHNUA AT,
Bonrapis
117. | NOCAPTAH TabneTku, BKPUTI "KcaHTic Kinp BMPOGHULTBO M0, IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17098/01/02
KCAHTIC NAiBKOBOIO Papma nepBrHHa Ta BTOPUHHA Bonrapis | AAMiHiCTpaTVBHI 3MiHM. 3MiHa Ha3BMW NikapcbKoro 3acoby . 3MiHa |  peyernmom
060/10HKOH0, M0 25 Nimiteg" yrnakoBKa: Ha3BW NikapcbKoro 3acoby: 3aTBepakeHo: Ba3oTeHs.
Mr no 10 TabneTok Uwnnna Ntg, IHaia 3anponoHoBaHo: JlocapTaH KcaHTic
y 6nicTepi, no 3
ab6o 10 6nicTepis B KOHTPO/b Cepil, BUMYyCK
KapTOHHI navui cepii:
BANTKAH®APMA
AYNHNUA AT,
Bonrapis
118. | NIOCAPTAH TabneTku, BKpUTI "KcaHTic Kinp BMPOGHMLTBO M0, IHpis/ BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/17098/01/03
KCAHTIC NNiBKOBOO dapmva nepBrHHa Ta BTOPUHHA Bonrapis | AAMiHicTpaTuBHI 3MiHM. 3MiHa Ha3BMW NikapcbKoro 3acoby . 3MiHa |  peyenmom
o060n10HKoto, no 50 Nimiten" ynakoBka: Ha3BW NikapcbKoro 3acoby: 3aTBepaxeHo: BazoTeHs.

Mmr no 10 TabneTok
y 6nicTepi, no 3

Lnnna Ntg, IHAia

3anponoHoBaHo: JlocapTaH KcaHTic
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a6o 10 6nicTepis B KOHTPOb Cepil, BUMYCK
KapTOHHII nayyi cepii:
BANTKAH®APMA
AYNHNUA AT,
Bonrapis
119. | NOCAPTAH TabneTku, BKPUTI "KcaHTic Kinp BUPOGHMUTBO 1P, IHais/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/17098/01/04
KCAHTIC NAiBKOBOO Papma nepBrHHa Ta BTOPUHHA Bonrapis | AgmiHicTpaTuBHI 3MiHM. 3MiHa Ha3BMW Nikapcbkoro 3acoby . 3MiHa |  peyenmom
o060510HKot0, Mo 100 Nimiten" yrakoBKa: Has3BU NikapcbKoro 3acoby: 3aTBepmkeHo: BazoTeHs.
Mr Ne 30 (10x3), Ne Uwnnna Ntg, IHAia 3anponoHoBaHo: JlocapTaH KcaHTic
100 (10x10) y
6nictepax KOHTPO/b Cepii, BUMyCK
cepi:
BANIKAH®APMA
AYNHNUA AT,
Bonrapis
120. | NOCAPTAH TabneTku, BKpUTI KcaHTic Kinp AkTaBic AT IcnaHgis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/16041/01/01
nnoc NNiBKOBOIO dapmva AAMIHICTpaTVBHI 3MiHW. 3MiHa Ha3BW NikapCbKOro 3acoby - 3mMiHa peuenmom
o6onoHkoto, 100 Niviten Ha3BW nikapcbkoro 3acoby: 3areepaxeHo: BasoTeHs H.
mr/12,5 mr no 10 3anponoHoBaHo: JlocapTaH lntoc.
Tabnetoky
6nictepi; no 3 abo
10 6nicTepiB y
KapTOHHIM nayui
121. | MATHIKO NOPOLLOK MpuBatHe YKpaina Makko OpraHikec, c.p.o. Yecbka BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiaiis: - UA/13246/01/01
CYNb®AT (cybcTaHuis) y akuioHepHe Pecny6nik 3MiHM | TUNY - 3MiHW, NOB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y
FENTATIAPAT nakeTax TOBapUCTBO a BiANOBIAHICTL A0 MoHOrpadii 4PY abo €Bponeicbkol
noslieTuIEeHoBMX "Jlekxim- thapmakonei, abo iHLWOoT HalioHasTbHOT thapmakonei aepxasn €C
ons Xapkis" (3miHa y cneuundikauisx, nop'a3aHa 3i 3amiHamu B dY, abo
hapmaLeBTUYHOro €Bponelicbkili hapmakonel, abo iHLIA HauioHabHii
3acTOCyBaHHS hapMakonei gepxxasu; CynyTHs 3MiHa: 3MiHa y cneymdikawii
noB‘si3aHa 3i 3MiHaMun y €Bponeiicbkili hapmakonei, 3MiHa
BHOCWTLCSI BUK/TIOYHO 151 NPUBELEHHS Y BiANOBIAHICTb [0
OHOB/IEHOT MOHOrpacii €Bponelicbkoi hapmakonei, BUny4eHHs
Tecty «Baxki meTanu»
122. | MAKPOMNEH® panynun ansa 115 KPKA, 4.4., CnoseHis KPKA, a.4., HoBo mecto | CnoBeHis BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/1963/01/01
M1 OpasibHOT Hoso mecTo 3MiHK | Ty - 3MiHK BUNPOOYBaHb ab0 JONYCTUMUX MEX, peyernmom

cycneHsii (175 mr/
5 mn), 1 chnakoH 3
rpaHyniamm pasom 3
MipHOK JTOXKOI B
KapTOHHiiA Kopo6Li

BCTaHOB/EHUX Y cneuundikauisx, nig yac BMpobHULLTBA rOTOBOrO
niKapcbKoro 3acoby - BUYYEHHS Mig Yac BUPOGHNYOro npoLecy
3 OMMcy roTOBOrO JiKapCbKOro 3acoby 3anaxy Ta cmaky B
npoueci BUPOOHULTBA. HK HACNIA0K, BHECEHHS aHaoriyHoT
3MiHM [0 crneundikaLii roToBOro MikapcbKoro 3acoby; 3MiHu |
TUMy - 3MiHa BUPOOHWKA BMXigHOTrO/MPOMIXKHOIO
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYOTLCSA Y BUPOGHUHOMY
npoueci A®l, abo 3miHa BUpobHMKa (BKIOYaOUn, Ae HeobXiaHO,
MicLie NpoBeAeHHS KOHTPOI0 AKkocTi) Ad| - BBeAEHHS
BMPOGHMWKa HaniBnpoaykTy A®l. BBeAeHHS 3MiH NpoTArom 6-Tu
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MicsILiB Micns 3aTBepKEHHs
123. | ME/TOKCUK po3unH Ans dapmaueBTny MonbLa dapmaueBTUYHNI Monbua BHECEHHS 3MiH 40 peecTpaliitHux maTepiasis: 3MiHu | Tuny - 3a UA/13584/01/01
iH'ekyinn, 15 mr/1,5 HW 3aBop, 3aBog «[Monbtapmar» 3MmiHK 3 fKocTi. FoToBMIA Nikapcbkuii 3aci6. Cuctema peyenmom
M, no 1,5 mn B «Monbthapma KOHTeliHep/3aKkynoptoBasibHUi 3aci6. 3MiHa Byab-AKOT YacTUHN
amnyni, no 3 a6o 5 »C. A marepiasly NepBMHHOI YNaKkoBKM, WO HE KOHTaKTY€E 3 FOTOBUM
amny/s1 B KApTOHHIA nikapcbkM 3ac060M (Hanpuknag, Konip KpULLEYOK 3 KOHTposieM
nauui NepLUOoro BiAKPUTTSA, KONIp KOAOBUX Kifleub Ha amnynax,
KOHTeliHepa 415 ronok (pisHi BuAy nnactmacu) (3miHa, sika He
BMN/IMBAE Ha KOPOTKY XapakTepUCTUKY Nikapcbkoro 3acoby) -
BBeEHHS 1OAATKOBOI NPOMDKHOT YNakoBKU: KOHTYPHOT
yapyHkoBoi Bknagku (PVC conbra 3 PET/PE), 6e3 3miHu
NepBMHHOTO NaKyBasIbHOrO MaTepiasy 3 BiAMnoBigHMN 3MiHaMK
[0 po3ainy «YnakoBka»
124. | MENOKCUK pO3unH ANs iH'ekuin | PapmauesTny MonbLa dapmaueBTUYHMI MonbLa BHECEHHS 3MiH 40 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/13584/01/01
15 mr/1,5 mn, no HWi 3aB0Of 3aBsof «[Monbthapmar» 3MmiHu 3 aKocTi. CepTudikat BignosigHocTi/lE-cepTudikar peyenmom
1,5 mn B amnyni, no | "MONb®APM BiANoBigHOCTI EBponeiickkili hapmakonei/MmoHorpadii. MogaHH:A
3 abo 5 amnyn B A" C.A. HOBOro ab0 OHOB/IEHOTO cepTudikaTa BignoBiAHOCTI abo
KapTOHHI navui BWTyYEHHS cepTudikaTta BignoBigHOCTI EBponeiichbkiii
thapmakonei: gns A®l; ans BUXiAHOrO
mMarepiany/peareHTy/npOMIKHOTO MPOAYKTY, L0
BVIKOPVCTOBYOTLCS Y BUPOOHULTBI ADI; A5 AONOMIXHOT
peyoBUHM (CepTudikaT BiANOBIAHOCTI EBpONechbkili
hapmakonei) - OHOBAEHUI cepTudiKaT Bif yKe 3aTBepaAXeHOro
BMPOGHUKa - MNogaHHs OHOBMIEHOTO cepTuddikaTa BigNoBIAHOCTI
€sponelicbkiin hapmakonei R1-CEP 2009-184-Rev
00(nonepegHs Bepcis RO-CEP 2009-184-Rev 03) gns Ad®I
(menokcukam), Bif BXe 3aTBepAXeHoro BupobHuka SUN
PHARMACEUTICAL INDUSTRIES LIMITED
125. | MEPOHEM NOPOLLOK ANst Mdpaiizep CLWA Bupo6Huk "in bulk": ITania/ BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/0186/01/01
pO3uunHy ons Eidu. Ci. Mi. EiCiEc Jo6dap Cna, AnoHisi/ 3MiHu 3 SKoCTi. F0TOBMIA Nikapcbkuid 3aci6. 3MiHW y BUPOGHULTBI. | peyenmom
iH'exuili no 500 mr, KopnopeiiLuH ITanis Lseiiuapi 3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
no 10 donakoHiB 3 abo s/ Benvika KOHTPOJH0 SIKOCTi FOTOBOrO /liKapCbKoro 3acoby (3amiHa abo
NOPOLLKOM Y CywmiTomo [leiiHinnoH BpuTaHis [oaaBaHHsA BUPOOHNKa, LLO BiANOBifae 3a BBE3eHHS Ta/abo

KapTOHHiiA KOpo6Li

dapma Ko., /4.,
AnoHis

Brpo6HuK,
BignoBiga/IbHWIA 3a
NepBUHHY YNakoBKy,
BTOPVHHY YNaKoBKY,
BUMYCK cepil:
3am60H CaiTLepnaHs
N1, Weeiiyapis

Bupo6HuK,
BifNoBigaNbHWIA 3a
BTOPWHHY YNakoBKy,

BUMYCK cepii:

BUMYCK cepii) - He BkIoYaroun KOHTPOb/BUNPobyBaHHSA cepii -
3a3HayveHHs BUPo6HMka 3amboH CeiTuepnang N1, Lseliyapis
BiAnoBiganbHOro 3a Bunyck cepii (BBeeHHSA 3MiHW NPOTAroM 6-
TV MicsILiB Nicns 3aTBepKeHHS); 3MiHU | TUny - 3MiHK 3 AKOCTI.
OTOBUIA NiKapCbKMiA 3aci6. 3MiHM y BUPOGHMLTBI. 3aMiHa abo
BBEJEeHHA [04aTKOBOI AifIbHUL BUPOGHULITBA A4/15 YacTMHU abo
BCbOr0 BUPOGHMYOro NPOLLECY FOTOBOTO JliKapCbKoro 3acoby
(4iNbHMUA NS BTOPMHHOTO NaKyBaHHS) - 3a3Ha4YeHHs
BMpOGHMKa 3aM60H CaiTuepnana 14, LWseiiuapis
BiANOBIAA/ILHOrO 3a BTOPUHHE NakyBaHHA (BBeAeHHS 3MiHN
NPOTSrom 6-TW MICALIB MiC/1A 3aTBEPAXKEHHS)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
AcTpa3eHeka HOK
NimiTen, Benuka
BpuTaHis
126. | MEPOHEM NMOPOLLOK ANA Mdpainzep CLWA Brpo6Huk "in bulk": ITanis/ BHECEHHS 3MiH 40 peecTpaliintHux maTepiasis: 3MiHu | Tuny - 3a UA/0186/01/02
pO3uuHy ons Eidu. Ci. Mi. EiCiEc Jo6dap Cna, Anonis/ 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHW y BUpOGHULTBI. | peyenmom
iH’exuili no 1000 KopnopeiLuH ITanis LBeiiuapi 3MiHa iMnopTepa/3MiHu, L0 CTOCYOTLCS BUNYCKY cepii Ta
Mmr, no 10 donakoHis abo s/ Benvka KOHTPOJHO SIKOCTi FOTOBOrO MiKapCbKoro 3acoby (3amiHa abo
3 MOPOLLUKOM Y CymiTomo [leiiHinnoH BpuTaHis [oaaBaHHsA BUPOOHNKA, LLO BiANOBifae 3a BBE3eHHS Ta/abo
KapTOHHIA KOpooLi $apma Ko., N14., BUNYCK cepil) - He BKIOYaoun KOHTPO/b/BUNPOBYBaHHSA cepii -
AnoHis 3a3HayeHHs BUpo6HMKa 3am60H CeiTuepnang /114, LWseiuapis
BiANOBIAa/IbHOIO 3a BUNYyCK cepii (BBeAEHHS 3MiHW NMPOTAroM 6-
BUpPO6GHUK, TV MicALiB Nicnsa 3aTBepMXeHHs); 3MiHW | Tuny - 3MiHM 3 SIKOCTI.
BiANOBIAaIbHNI 3a loToBMiA Nikapcbkuii 3aci6. 3mMiHW y BUPOBHMLTBI. 3amiHa abo
NepBUHHY YNakoBKy, BBE/IeHHA [0AaTKOBOI AifIbHNL BUPOGHULITBA A4/15 YacTuHU abo
BTOPWHHY YNakoBKY, BCbOro BUPOGHMYOro NpoLecy roToBoro Nikapcbkoro 3acoby
BMNYCK Cepil: (AinbHULA ANA BTOPMHHOIO NakyBaHHS) - 3a3HaYeHHSA
3amb0oH CaiTLepnaHs BMpOGHMKa 3aM60H CaiTuepnana /114, LWseiuapis
NTa, Weeiiuapis Bi4NOBi4a/IbHOrO 3a BTOPUHHE NakyBaHHA (BBeAeHHS 3MiHU
NPOTArom 6-T1 MIiCALIB NiCNA 3aTBEPAKEHHS)
Brpo6HuK,
BiANoBigabHUI 3a
BTOPVHHY YNakoBKY,
BUWMYCK Cepii:
AcTpa3eHeka HOK
NimiTen, Benuka
BpuTaHis
127. | METPOIIN reflb 4Ns sceH no TOB Ykpaina HOHiK ®apmacbkioTrKasn IHais BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/2871/01/01
AEHTA® 20rBTY6i; no 1 "[I>KOHCOH i NabopaTtopis 3MiHW | TUNY - BHECEHHS 3MiH [0 po3ainy «KinbkicHe peyenma
Ty6i y KapTOHHiIl L[XOHCOH (BigLineHHs chipmmn BU3HAUYEHHS. XNOPrekCUANHY rNH0KOHaT», a came, Po3LUMPEHHS
Kopoo6ui YkpaiHa" «[bx. B. Kemikans eHg BEPXHbOI MeXi KiNIbKICHOr0 BU3HAYeHHS XnoprekcuanHy
dapmMacbloTUKaI3 TIIOKOHATY 3a pesynbTataMun aHasnisy cepili roToBoro
Nta.») NiKapcbKoro 3acoby Ta y 3B8'A3Ky 3 BKOUEHHSIM 10 % Hag LKy
XnoprekcuauHy rtKoHaTy npu BUPOBGHULTBI FOTOBOTO
NiKapCbKoro 3acoby
128. | MET®OPMIH- TabneTku, BKPUTI TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/15739/01/01
ACTPA®APM NNiBKOBOIO "AcTpadhapm” 3MiHM | TUNY - 3MiHK 3 SKOCTi. FOTOBWIA NiKapCbKuiA 3aci6. 3MiHN peuyenmom

060n10HKot0, No 500
mr, no 10 TabneTok
y 6nicTepi; no 3
abo 6 6nicTepiB y
KOpo6Li 3 KapTOHY

y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKYatoun gianasoH
po3Mipy cepil) roToBOro fikapcbkoro 3acoby (36iblweHHsA ao 10
pasiB MOPIBHSIHO i3 3aTBEPMHKEHNM Po3MipoMm) - [itoya peaakuist:
Po3wmip cepii: TabneTtku, BKpUTi NIiBKOBOK 060/10HKO, No 500
mr 5 000 yn. Ne30(10x3) 2 500 yn. Ne60(10x6) TabneTku, BKPUTI

nAiBKOBOK 060/10HKO0, Mo 850 Mr 2 800 yn. Ne3010x3) 1 400
yn. Ne60(10x6) TabneTku, BKpUTI NIiIBKOBOK 060/I0HKO, MO
1000 mr 2 300 yn. Ne3010x3) 1 160 yn. Ne60(10x6);
[MponoHoBaHa pepakuis: Po3mip cepii: TabneTkn, BKpUTI
NNiBKOBOK 060/10HKOK, No 500 mr; 5 000 yn. Ta 10 000 yn.
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Hassa

®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Ne30(10x3) 2 500 yn. Ta 5 000 yn. Ne60 (10x6) TabneTku, BKpUTI
NiBKOBOK 060/10HKOIO, No 850 mr; 2 800 yn. Ta 11 200 yn.
Ne3010x3) 1 400 yn. Ta 5 600 yn. Ne60(10x6) Tabnetkun, BKpuUTI
nNiBkoBOK 060/10HKO0, Mo 1000 mr; 2 300 yn. Ta 10 000 yn.
Ne30 (10x3) 1 160 yn. Ta 5 000 yn. Ne60 (10x6)
129. | MET®OPMIH- TabneTku, BKpUTI TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/15739/01/02
ACTPA®APM NNiBKOBOIO "AcTpadapm" 3MiHM | TUNYy - 3MiHK 3 iKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK peuenmom
060/10HKO0, MO 850 y BUPOGHMLTBI. 3MiHa po3Mipy cepii (Bkyaoum gianasoH
Mr, no 10 Tabnetok po3Mmipy cepii) roToBoro fikapcbkoro 3acoby (36inbweHHs go 10
y 6nicTepi; no 3 pasiB MOPIBHAHO i3 3aTBEPKEHNM PO3MIpoM) - [itoya pefakuis:
abo 6 6nictepiB y Posmip cepii: TabneTku, BKpUTI NIIBKOBOK 060/10HKOIO, No 500
KOpOO6Lii 3 KapTOHY mr 5 000 yn. Ne30(10x3) 2 500 yn. Ne60(10x6) TabneTkun, BKPUTI
nAiBKOBOK 060/10HKO0, No 850 Mr 2 800 yn. Ne3010x3) 1 400
yn. Ne60(10x6) TabneTku, BKpUTI NAiIBKOBOK 060I0HKOIO, MO
1000 mr 2 300 yn. Ne3010x3) 1 160 yn. Ne60(10x6);
MponoHoBaHa pepakuin: Po3mip cepii: Tabnetkun, BKpUTI
N1iBKOBOK 060/10HKOO, No 500 mr; 5 000 yn. Ta 10 000 yn.
Ne30(10x3) 2 500 yn. Ta 5 000 yn. Ne60 (10x6) Tabnetku, BKpuTI
nNiBKOBOK 060/10HKOK, No 850 mr; 2 800 yn. Ta 11 200 yn.
Ne3010x3) 1 400 yn. Ta 5 600 yn. Ne60(10x6) Tabnetkun, BKpUTI
nniBKoBOK 060/10HKO0, Mo 1000 mr; 2 300 yn. Ta 10 000 yn.
Ne30 (10x3) 1 160 yn. Ta 5 000 yn. Ne60 (10x6)
130. | MET®OPMIH- TabneTku, BKPUTI TOB YkpaiHa TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/15739/01/03
ACTPA®APM NNiBKOBOO "AcTpadapm” 3MiHu | TUny - 3MiHK 3 SKOCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHK peyenmom
060/10HKOH0, MO y BUPOGHULTBI. 3MiHa po3mipy cepii (BkItovaloun gianasoH
1000 mr no 10 pO3Mipy cepii) roTOBOro likapcbKoro 3acoby (36inbweHHs go 10
Tabnetok y pasiB MOPIBHAHO i3 3aTBEpAXEHNM PO3MipoM) - [itoya pefakuis:
6nictepi; no 3 abo Po3mip cepii: TabneTku, BKpUTI NIiBKOBOK 060/10HKOIO, N0 500
6 6nicTepiB y mr 5 000 yn. Ne30(10x3) 2 500 yn. Ne60(10x6) TabneTkun, BKPUTI
KOpOO6Lii 3 KapTOHY NiBKOBOK 060/10HKO, Mo 850 mr 2 800 yn. Ne3010x3) 1 400
yn. Ne60(10x6) TabneTkun, BKpUTi NAIBKOBOK 060/I0HKOO, NO
1000 mr 2 300 yn. Ne3010x3) 1 160 yn. Ne60(10x6);
MponoHoBaHa pepakuisi: Po3mip cepii: TabneTtku, BKpUTI
nAiBKOBOK 060/10HKO0, No 500 mr; 5 000 yn. Ta 10 000 yn.
Ne30(10x3) 2 500 yn. Ta 5 000 yn. Ne60 (10x6) TabneTkun, BKpUTI
N/1iBKOBOK 060/10HKOO, No 850 mr; 2 800 yn. Ta 11 200 yn.
Ne3010x3) 1 400 yn. Ta 5 600 yn. Ne60(10x6) Tabnetkun, BKpUTI
nniBkoBo 06010HKO, Mo 1000 mr; 2 300 yn. Ta 10 000 yn.
Ne30 (10x3) 1 160 yn. Ta 5 000 yn. Ne60 (10x6)
131. | MIPEHA BHYTPILLHHOMATKOB Baiiep Oy PiHNAHAIA Baiiep Oy PiHNAHAIA BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/8614/01/01
a cucrema 3 3MiHu |l TUNY - 3MiHWM BHECEHO A0 IHCTPYKLiT 4151 MeanyHoro peyenmom
IeBOHOPrecTpenom 3acTocyBaHHS Nikapcbkoro 3acoby Ao po3ginis "Jlikapcbka

, 52 mr (20 mkr/24
roaviHn);
BHYTPILLUHLOMATKOB
a cucrtema Ta
NpuCTpIn ansa
BBE/IEHHSI

chopma. OCHOBHI (hi3MKO-XiMiYHi BNacTMBOCTI" (He3HauHa
AeTanizayis onucy NpMcTpor AOCTaBKM MiKapCbKoro 3acoby),
"apmakonoriyHi BrnacTneocTi”, "BaaemMogis 3 iHWMMK
nikapcbkMK 3aco6amu Ta iHLWi BuAW B3aemogiii", "OcobnmBocCTi
3acTocyBaHHs", "Cnocib 3acTocyBaHHS Ta Ao3n", “MobiyHi
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
(3anasHuii B peaxuii”
oKpeMuii 6nicTep),
3anakosaHi B
CTEPUSIBHUIA,
3anasiH1in MilLeyok,
LLIO NOMILL@ETLCA B
KapTOHHY Nauky
132. | MOKCWVH TabneTkun, BKPUTI CKAH IHAjs BadHa IHAis BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/11530/01/01
NAiBKOBOO BIOTEK NTA, dapmacsbtoTikanc 114., 3MiHu 3 SKocTi. FoToBMIA Nikapcbkuid 3aci6. 3MiHW y BUpOGHULTBI. | peyenmom
060/10HKOH0, M0 400 IHais 3amiHa abo BBeLEeHHA 00AaTKOBOI Ai/bHULL BUPOBHULTBA A/1A
MrNe 5:no 5 4YacTUHM ab0 BCbOr0 BUPOBHMYOro NpoLecy roToBoro
Tabnetoky Bisimep Jla6c /tg, IHAis nikapcbKoro 3acoby (4inbHULA, Ha Sk NPoBOAATLCA 6y Ab-SKi
6nictepi; no 1 BMPOGHMWUYI CTagii, 3a BUHATKOM BUMYCKY CEpIli, KOHTPO/O SKOCTI,
6nictepy B NepBUHHOIO Ta BTOPUHHOIO NakyBaHHSA, 4715 HECTEPUIBHUX
KapTOHHI Kopoo6Li nikapcbknx 3acobiB) CynyTHA 3MiHa - 3MiHM 3 AKOCTi. [0TOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0AAaTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YaCTUHU abo BCbOro
BMPOBHMYOro NpoL,ecy roToBoro Jlikapcbkoro 3acoby (AinbHuusS
[Nl BTOPMHHOIO MakKyBaHHS) - 3MiHUM 3 SIKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPO6HMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOI [i/TbHNL BUPOGHMLTBA A4J15 YaCTUHM abo BCbOro
BMPOOGHUYOro NpoLecy roToBOro Nikapcbkoro 3acoby (AinbHuULA
[A715 NEPBUHHOIO NakKyBaHHS) BBEAEHHS A,04aTKOBOI AiNbHUL
BMpOGHMLTBA BiBiMea Nabce /1Ta, IHAiA. 3miHv | Tuny - 3miHK 3
sKoCTi. FOTOBWIA Nikapcbkuii 3aci6. 3MiHN Y BUPOOHULITBI. 3MiHA
iMnopTepa/3aMiHn, LLI0 CTOCYIOTLCSA BUMNYCKY Cepii Ta KOHTPOSIH0
AKOCTI FOTOBOrO NiKapCbKoro 3acoby (3amiHa abo foAaBaHHSA
BMpO6HUKa, LU0 BiANOBiAAE 3a BBE3EHHS Ta/abo BUNYycK cepii) -
Bkntoyaroun KOHTposib/BUNpobyBaHHSA cepii - AoAaBaHHSA
BMpPOGHUKa - Bisimen Jlabc fita, IHais
133. | MOKCUH TabneTku, BKPUTI CKAH IHAjs BadHa IHAis BHECEHHS 3MiH [0 peecTpavuiitHux maTtepianis: 3MiHu | Tuny - - UA/11531/01/01
NAiBKOBOO BIOTEK NTA dapmacsbtoTikanc N174., 3MiHu 3 aKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHULTBI.
060/10HKOH0, Mo 400 IHAis 3amiHa abo BBeeHHS 40AaTKOBOI AiNbHULi BUPO6HULTBA ANS

Mr in bulk: Ne 1000
(5x200): no 5
Tabnetok y
6nictepi; no 200
6nictepiB y
KapTOHHI kopobuyj;
in bulk: Ne 1000: no
1000 Tabnetok y
KOHTeliHepax

Bisimepg Nla6ce N1, IHAjs

4yacTUHK abo BCbOro BUPOBHMYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (AinbHULUA, Ha ki NPoBOAATLCA Oy Ab-AKi
BMPOGHUWUYI CTagii, 3a BUHATKOM BUMYCKY CEPIli, KOHTPO/IO SKOCTI,
NepBMHHOTO Ta BTOPUHHOIO NakyBaHHS, 4151 HECTEPUIbHUX
nikapcbkux 3acobiB) CynyTHA 3MiHa - 3MiHW 3 SKOCTi. [oTOoBWIA
nikapcbkuii 3aci6. 3MiHM y BUpO6GHMLTBI. 3amiHa abo BBeAEHHS
[0[aTKOBOT AiNbHULL BUPOBHMLTBA A1 YaCTUHU abo BCbOro
BMPOBGHNYOro NPOLEeCy rOTOBOrO NiKapCbKOro 3acoby (AiNnbHMLA
[N BTOPVMHHOIO MakyBaHHS) - 3MiHW 3 SKOCTi. FoToBUIA
nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3amiHa abo BBEAEHHS
[0AAaTKOBOI Ai/TbHUL BUPOGHMLTBA A1 YaCTUHU abo BCbOro
BUPOGHMYOro NpoLecy roTOBOro ikapCbKoro 3acoby (AinbHuuUS
NS NePBUHHOTO NaKyBaHHS) BBeAEHHS AOAATKOBOI AiNbHULL
BMpO6HMLTBa BiBiMea Nabce J1Ta, [HAIA. 3MiHW | Tuny - 3MiHK 3
SIKOCTi. [O0TOBWIA Nikapcbkuii 3aci6. 3MiHW Y BUPOOHULITBI. 3MiHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
iMnopTepa/3miHu, Lo CTOCYIOTLCS BUNYCKY Cepii Ta KOHTPOJI0
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fofaBaHHSA
BMPO6GHMKA, LLIO BiANOBiAa€E 3a BBE3eHHS Ta/abo BMMyCK cepii) -
Bk/toyaroum KOHTPONb/BUNPOGYBaHHSA cepil - fofaBaHHSA
BMPO6HUKa - BiBiMea Jlabe J1Ta, IHAis
134. | MOMIKCOH cnpeii Ha3asTbHUIA, AT "Apawvep, Monbwa dapmea ®paHuis BHECEHHS 3MiH [0 peecTpaviiiHMX maTepiasis: 3MiHa 3asBHMKa 3a UA/16749/01/01
cycneHsis, 50 dapma" (BnacHvika peecTpadiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
MKr/go3y, no 10 r Big 23.07.2015 Ne 460) (BBefeHHs 3MiH NPOTSArom 6-Tv MicsiLiB
(60 po3), no 161 nicns 3aTBepakKeHHs)
(120 po3), no 18 r
(140 po3) cycneHsii
y
nonieTuneHoBoMy
donakoHi 3
[03y04nM
Hacocom Ta
HasaslbHUM
ansikatopom, no 1
donakoHy y
KapTOHHI KopoobLi
135. | MOMIKCOH cnpeii Ha3asIbHUIA, AT "Apamep, Monbwa dPapmea ®paHuin 3MiHM | TURY - 3MiHW WoA0 6e3nekn/edeKTUBHOCTI Ta 3a UA/16749/01/01
cycneHsis, 50 Papma” hapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arafibHEHUX JaHUX |  peyernmom
MKr/go3y no 10 r npo cuctemy chapmakoHarnsgy (BBeAeHHS y3aralbHEHUX AaHnX
(60 po3), no 161 npo cuctemMy chapmMakoHarasay, 3MiHa ynoBHOBaXeHoT ocobw,
(120 po3), no 18 r BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
(140 po3) cycneHsii ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHS
y hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
nosieTuneHoBoOMy YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hnakoHi 3 hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHn y
[03Yy4nMm pO3MiLLEeHHI MacTep-ghaiina cuctemMn hapmakoHarnsgy) - 3miHa
Hacocom Ta KOHTaKTHUX AaHnX YNOBHOBaXKEeHOI 0COOM 3asBHUKA,
HazaslbHUm BiANOBIAA/IbHOI 32 34iICHEHHA hapmakoHarasgy. 3miHa
annikatopom, rno 1 KOHTaKTHUX AaHUX KOHTaKTHOI 0co6w, BignoBigasibHOI 3a
donakoHy y 3[jiiCHEeHHs1 hapMakoHarnsay B YkpaiHi. 3amiHa micust
KapTOHHI KOpOOLi 3[iiCHEHHS1 OCHOBHOT AisifIbHOCTI 3 hapmakoHarnsgy. 3amiHa
MicLie3HaxopKeHHs macTep-dhaiina cuctemy hapmakoHarnagy.
136. | MOTUNIFAC Kancynu m siki no MakHin Benuka Bupo6HMLTBO, PpaHuia/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16873/01/01
120 mr; no 10 MpoaakTc BpuTaHis KOHTPO/Ib FTOTOBOTO HimeuumnH 3MiHM 3 KOCTi. [0TOBWIA Nikapcbknii 3acib. Cuctema peyenma
Kancyn m'sakux y NimiTen NpoAYKTY, BUNYCK cepil: a KOHTeliHep/3aKynoptoBasibHWiA 3aci6. 3MiHa po3mipy ynakoBKu

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

KaTaneHTt ®paHce
BeHaiim CA, ®paHuis

MepBrHHE Ta BTOPUHHE
nakyBaHHS:
KataneHT [xepmaHi
LopHaopd M6X,
Himeuunna

roTOBOrO /iKapCbKOro 3acoby (3MiHa Ki/IbKOCTi OANHULb
(Hanpukniag TabneTok, aMmnyn TOLLO) B ynakoBLi:) - 3MiHa nosa
AianasoHOM 3aTBeppKEeHUX PO3MIpiB YNakoBKY - BBAEHHS
[04aTKOBOro po3Mipy ynakosku no 10 kancyn M'akux y 6nictepi;
no 4 6nicTepun B KAPTOHHI ynakoBL,i (BBeAeHHSI 3MiH MPOTArom
6-Tn MicAUIB NicNsA 3aTBEPKEHHS)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
137. | MOTUNIFAC Kancysim M siki no MakHin Benuka Bupo6HMLTBO, PpaHuia/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: be3 peyernma UA/16873/01/01
120 wmr; no 10 Mpoaaktc BputaHis KOHTPO/1b rOTOBOrO HiMeuumH | 3MiHKW | TUMY - 3MiHK 3 SIKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
Kancyn y énictepi; Nimites, NpPoOAYKTY, BUMYCK cepii: a BMPOGHMLTBI. 3MiHN Y NpoLeci BUPO6HULITBA FOTOBOTO
no 2 aéo no 4 Benuka KaTaneHt ®paHce nikapcbKoro 3acoby, BK/OUaUy NPOMiIXHUI NMPOAYKT, Lo
6nictepun B BpuTaHis BeHaiim CA, ®paHuis 3aCTOCOBYETLCA NPV BUPOOHMLTBI rOTOBOrO MiKapCbKOoro 3acoby
KapTOHHI ynakoBsL,i MepBMHHE Ta BTOPUHHE (iHWi 3MiHW) - BHECEHHSA 3MiH Jo po3ainy 3.2.P.3. Mpouec
nakyBaHHS: BMPOGHMLITBA NiKApCbKOro 3acoby, 30KpemMa: YTOUHEHHS
KaTtaneHT [xepmaHi LUBMAKOCTI 3MiLLlyBaHHS KOMMOHEHTIB NiKapCbKoro 3acooby.
LLlopHaopd M6X,
HimeuyunHa
138. | HA30/1® cnpeli HazasnbHWI TOB "BAVEP" YkpaiHa IcTiTyTO [le Anxeni ITanis BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/9483/01/01
0,05 % no 10 mny C.p.n. 3MiHM | TUMy - 3MiHW 3 AKOCTIi. [0TOBWIA Nikapcbkuii 3aci6. peyenma
donakoHi 3 CucTeMa KoHTelHep/3aKkynoptoBasibHUIA 3aci6. 3miHa y
posnpuckyBayem; NePBUHHIN yNakoBL,i rOTOBOrO /IikapcbKoro 3acoby (iHLwi 3MiHW) -
no 1 donakoHy B 3MiHa Ha3Bu MaTepiasy Skuii BUKOPUCTOBYETHLCA A1
KapTOHHIA KOpooLi BMPOGHMLTBA pO3npuckyBaya (3miHa Ha3By CMOJN:
3aTBepAxeHa Eraclene ML 70U, 3anponoHoBaHa Pharmalene
ML 70 H)
139. | HASON®KIAC cnpei HasanbHuiA TOB "BANEP" YkpaiHa IcTiTyTO AiIe AHxeni ITanisa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/9482/01/01
0,25 %; no 10 mny C.p.n. 3MiHKM | TURY - 3MiHW 3 SIKOCTIi. [OTOBWIA Nikapcbkuii 3aci6. peyernma
donakoHi 3 CucTema KoHTeliHep/3aKynoptoBasibHUIA 3aci6. 3MiHa 'y
po3npuckyBayem; NepBUHHIN ynakoBL,i rOTOBOrO JliKapcbKoro 3acoby (iHLi 3MiHW) -
no 1 donakoHy B 3MiHa Ha3BW Martepiany K1l BUKOPUCTOBYETLCS A5
KapTOHHI Kopoo6Li BMPOGHMLTBA PO3NprcKyBaya (3MiHa Ha3BU CMOK:
3aTBepxeHa Eraclene ML 70U, 3anponoHoBaHa Pharmalene
ML 70 H)
140. | HIMECYNIA- Tabnetku no 100 TOB YkpaiHa TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/9759/01/01
ACTPA®APM mr no 10 TabneTok "AcTpadapm" 3MiHW | TURY - 3MiHK WoA0 6e3nekn/etekTUBHOCTI Ta peuyenmom
y 6nicTepi; no 1 hapmakoHarnisgy. BeegeHHs abo 3MiHM J0 y3ara/ibHEHUX JaHWX
abo 3 6nictepu y npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnX
KOpoO6Lii 3 KapTOHY npo cuctemy thapmakoHarnsgy, 3mMiHa ynosBHoBaXeHol! ocobu,
BiANOBIAA/IbHOI 32 3AiICHEHHS hapMakoHarisay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa AN 34INCHEHHN
hapmakoHarnsagy B YKpaiHi, SKWo BOHa BiiMiHHA Bif,
YNOBHOBaXXEHOI 0CO6MU, BigNoBigaIbHOI 3a 34iAICHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLeHHI MacTep-halina cuctemn hapMmakoHarnagy) - 3MiHa
YNOBHOBaXXEHOT 0COOM 3asIBHMKA, BigmnoBigasibHOI 3a
thapmakoHarnag. ditova pegakuif: CtyaeHko NaHHa
AnartoniisHa. MNponoHoBaHa pefakuis: LLloskosa IpuHa
BaneHTuHiBHa.
3MiHa KOHTaKTHMX AaHUX YNOBHOBaXXEHOT 0CO6U 3asBHYKA,
BignoBiAasIbHOI 3a hapmakoHarnsg
141. | HICNA3M TabneTku, BKpUTI CYH-®APM Monbwa Mi6e Mm6X HimeuuunH BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/15658/01/01
POPTE NNiBKOBOO Cn. 3 0.0. ApuHaiimiTTens a 3MiHM | TUNY - 3MiHa napameTpiB cnevudikauiin Ta/abo peyenma

060/10HKOH0, Mo 80
Mmr no 10 TabneTok
y 6nicTepi; no 2

L0NYCTUMUX MEX FOTOBOTO JIiKapCbKOro 3ac06y BUTYYEHHS 3i
cneumdikauii Npu BUMYCKY rOTOBOrO JlikapCbkoro 3acoby M.
laeHTUdiKaLis giokcuay TMTaHy
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nocsioYeHHs1
6nictepu B
KapTOHHiii Kopo6Lli
142. | HITPO®YHrH po3uunH ans TOB «TeBa YkpaiHa TeBa Yex IHaacTpi3 Yecbka BHECEHHS 3MiH 40 peecTpauliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/10177/01/01
30BHiLLIHBbOIO YkpaiHa» c.p.o. Pecny6nik AnMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenma
3acTocyBsaHHs, 10 a 3asBHMKa (BNacHvKa peecTpaLiiHoro NoCBig4YeHHs) - 3MiHa
mr/mn no 25 mny afpecu 3asBHUKa
donakoHi, no 1
h1aKoHY B KOPOOGL
143. | HOPMACOH® Tabnetku no 7,5 mr TOB YkpaiHa TOB "Actpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 3a UA/10559/01/01
no 10 Tabnetok y "AcTpadapm" 3MiHK | TUny - 3MiHK Woao 6e3nekn/edeKTMBHOCTI Ta peuenmom
6nictepi; no 1 abo thapmakoHarnsgy. BeegeHHs abo 3MiHW A0 y3arasibHEHUX JaHux
2 6nictepn y npo cuctemy chapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnX
KOpo6Li 3 KapTOHY npo cuctemy hapmakoHarnsgy, 3MiHa ynoBHOBaXXeHOoi 0cobum,
BIANOBIAANbHOI 3a 34iiCHEHHA dapmakoHarnsay; KOHTakTHOT
0cobu 3 hapmakoHarnsay 3asBHUKa AN 34IMCHEHHN
hapmakoHarnagy B YkpaiHi, KO BOHa BigMiHHA Bif,
YMOBHOB&XEHOT 0c06U, BigNOBIAaIbHOT 3a 34iCHEHHS
hapmakoHarnsgy (Bkovakouy KOHTaKTHI AaHi) Ta/abo 3miHu y
PO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOT 0COOM 3as1BHMKA, BignoBigasibHOI 3a
thapmakoHarnag. ditova pegakuif: CtyaeHko NaHHa
AHaTtoniiBHa. MponoHoBaHa pefakuis: LLoBkosa IpuHa
BaneHTuHiBHA. 3MiHa KOHTaKTHUX JaHUX YNOBHOBaXXEHOT 0cobu
3as8BHMKa, BiANOBIAa/IbHOI 3a (hapMakoHarnag
144. | HOPMOIPEC Tabnetkn, no 10 AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 3a UA/3668/01/01
Tabnetok y "KNIBCbKWN BITAMIHHUIA 3ABOS" 3MiHK | TURY - 3MiHK A0 cneundikalii Ha NPOMIKHWUIA NPOAYKT Ha peuyenmom
6nictepi; no 2 BITAMIHHAIA eTtani «Hopmonpec, TabneTku. HeposdacoBaHa NpoAyKLis»;
6nictepu y nauui; 3ABO" 3MiHU | TUNY - 3MiHX [0 METOAiB KOHTPO/II0 FOTOBOrO NiKapCbKOro
no 10 TabneTtok y 3aco6y; 3MiHK | TUMY - BUIYYeHHS NMOoKa3HMKa «Taslbk» 3i
6nictepax cneuudikaLlii roToBoro fikapcbkoro 3acoby, OCKiNbkv gaHuii
NOKa3HWK KOHTPOJOETLCA B NPOLLEC BUPOBGHMLTBA FOTOBOrO
nikapcbKoro 3acoby
145. | OKCANINNATI NOpOLLOK AN Mictpan AHrnisA AkTasic ITania C.n.A. ITanis BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/13987/01/01
H-BICTA nNpuUroTyBaHHsA Kenitan AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peyenmom
pO3unHy ons MeHemKMeHT MiCLil MPOBaKEHHSA AisS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
iHcpysiii (5 mr/mn) NimiTen nikapcbKoro 3acoby, BKIKYAKUN [iNTbHNL BUNYCKY cepii abo
no 50 mr 1 conakoH MicLie NpOBEAEHHSA KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKY
3 MOPOLLUKOM Y BiANOBIAAE BMPOGHMK/iMNOPTEpP, BK/IOYAOUM BUMYCK Cepiid)
KapTOHHiA Kopoo6Li BHeCeHHs! 3MiHV HaliMeHyBaHHS BUPOOHUKA Ta YTOUHEHHSI
afpecy MicusA NpoBaKeHHs BUPOOHMKa (YKPAiHCbKO MOBOIO),
6€3 3MiHN MicLa BUPOBGHMLTBA. BBEAEHHS 3MiH MPOTSAroM 6-Tn
MicsILiB Micns 3aTBepAKEHHs
146. | OKCANINNATI NOpPOLLOK ANA Mictpan AHrnis AxTasic ITania C.n.A. ITanisa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13987/01/02
H-BICTA NPUroTyBaHHs Kenitan AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
pPO34MHYy OoNs MeHeXMeHT MicLA NPOBaMKEHHS AiANbHOCTI BUPOGHMKa/iMnopTepa rotoBoro
iHdysili (5 mr/mn) Nimiteq NikapcbKoro 3acoby, BKIOUakun AinbHULI BUNYCKy cepii abo
no 100 mr 1 MicLie NpoBeAEeHHS KOHTPOJIH0 SKOCTI. (AISNbHICTb, 3a AKy
donakoH 3 BiANOBiAA€e BUPOGHMK/iMNOPTEpP, BK/IKOYAOUM BUMYCK Cepilf)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
MOPOLLKOM Y BHeceHHs 3MiHU HaliMeHyBaHHSA BUPOOHMKA Ta YTOUHEHHS
KapTOHHIA Kopoo6Li agpecu Micus NpoBaKeHHs1 BUPOOHMKa (YKPAiHCbKOK MOBOH),
6€3 3MiHN MicLsa BUPOBGHMLTBA. BBEAEHHS 3MiH MPOTSAroM 6-Tu
MicsILiB Micns 3aTBepAKEHHS
147. | ONid HACIHHSA | onis, no 100 mny TosapucTso 3 Ykpaina BCi CTagii BUpO6HMLTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 6e3 UA/3517/01/01
FAPBY3A chnakoHi, no 1 0bMexeHot KOHTPO/Ib AKOCTI, 3MmiHu 3 SKocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHW Y BUPOGHMLTBI. peyenma
dhnakoHy B KOPO6L BiANoBiAa/bHI BUNYCK cepil: 3MiHa po3Mipy cepil (BkIoYatoun AianasoH po3mipy cepii)
3 KapToHy; no 2,5 CTIO ToBapucTso 3 roTOBOrO NiKkapcbKoro 3acoby (3mMeHLweHHs ao 10 pasis)
mMa abo 5 mny "LocnigHnii obmexeHo BBE/IEHHS ,0AATKOBOro po3mipy cepili /13 y TeopeTnyHOMy
calle, no 20 caLe 3aBof, BiANOBIAANILHICTIO po3paxyHKy 4119 HOBMX BUAIB NakyBaHHSA (cale) (i3
B KOpOO6Li 3 "rHuAC, "[locnigHwin 3aBog, 3a3aHayvYeHHaM y fiTpax Ta TUC. yn.) ANs 3aTBEPAKEHOT AiNbHULL
KapToHYy YkpaiHa "THU/C", YkpaiHa; BMPOGHMLTBA TOBAPUCTBO 3 06MEXEHOI0 BiAMNOBiAaNbHICTIO

BCi CTagii BUpO6bHMLTBA,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
ToBapucTeo 3
06MEXEHOI0
BiANOBIAANILHICTIO
"®apmaueBTuyHa
KoMmnaHis "310poB'a”,
YkpaiHa

"®apmaveBTMYHa KoMMaHia "340poB'sa", YkpaiHa (gitounii
3apeectpoBanuii uex ®XL (ainbHuus MP/I®CIiA) 3aTBepikeHo:
3anponoHoBaHo: Bypo6HuK: TOBapMCTBO 3 06MEXEHOID
BiANOBIAA/ILHICTIO "dapmaleBTMyHa KomnaHisa "340poB's”,
YkpaiHa Liex XL, (ginbHnus MP/1OCiA) Po3mip cepii cknagae:
1005,00n (10,050 Tuc.yn.) — no 100 mn y chnakoHax B KOpooLi 3
KapToHy BMpo6HuK: TOBapMCTBO 3 06MEXEHOI0
BiANOBiAaNbHICTIO "PapmaveBTnyHa koMnaHis "340pos's”,
Ykpaina Liex ®XL, (ginbHnua MPN®CIA) Po3wmip cepii cknagae:
1005,00n (10,050 Trc.yn.) — no 100 mn y donakoHax B KOpoobLi 3
KapToHy JloaaTkoBuiA po3mip cepii cknagae: 65,93 n (1,318 Tuc.
yn.) —no 2,5 mn y cawe; no 20 calle B KOpPoO6Lii 3 kapToHy 65,93
n (0,659 Tuc. yn.) —no 5 mn y cawe; no 20 calle B KOpoo6Lii 3
KapTOHYy BBeAEeHHS 3MiH NpoTsArom 3-Xx MicALiB nicas
3aTBEpMKEHHS. 3MiHW | TMny - 3MiHW 3 AKOCTIi. FOTOBMIA
nikapcbkuii 3aci6. CucteMa KoHTellHep/3akynoproBasibHUIA 3aci6.
3MiHa y NepBMHHIN yNakoBL,i rOTOBOro fikapCcbKoro 3acoby (Tun
KOHTeliHepa abo AofaBaHHA HOBOTO KOHTelHepa) - TBepai, M'ski
Ta HecTepusibHI pigki nikapcbki dopmu CynyTHSA 3MiHa - 3MiHU 3
aKocTi. FoToBwuiA Nnikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akynoproBasibHWiA 3aci6. 3MiHa nocTavanbHuKa
nakyBa/lbHUX martepiasis abo KOMMNNEKTYIOUUX (SIKLLO 3a3HAYEHO
B AOCbE) (3aMiHa abo AoAaBaHHs nocTavasibHMKa) - 3MiHW 3
AKocTi. [0TOBWIA Nikapcbkuii 3aci6. KOHTpONb roToBOro
nikapcbKoro 3acoby. 3MiHa napameTpiB cneuudikauii Ta/abo
[OMNYCTUMMX MEX rOTOBOrO NiKapCbKOro 3acoby (40MNOBHEHHSA
cneuudikauii HOBUM NOKa3HUKOM 3 BifMOBiAHNM METOAOM
BUNPOGYBaHHS) BBEAEHHSA HOBOT yNakoBKM (calle 3
KombiHoBaHoro matepiany (PET/AL/PE)): no 2,5 manta5Mmny
calue 3 kombiHoBaHOro martepiasty, no 20 calle B KOpo6Li 3
KapTOHY Bif, HOBMX BUPOOHWKIB NakyBasibHOro Matepiany MAT
«YKpnnacTuk», YkpaiHa, AT «TexHonoris», Ykpaita, Constantia
Patz Ges.m.b.H, Austria (3aTBepzxeHa ynakoska no 100 mny
hnakoHi, No 1 dp1akoHy B KOPOOLL 3 KAPTOHY). HAK HACNIAOK,
[ofaBaHHA cneumndikauii Ta MeToAiB KOHTPOA AKocTi MN3
HOBMM MOKa3HMKOM «OAHOpIAHICTL MacK (415 cale)» 3
BiiNOBIAHMM METOA0M BUNPOGYBaHHS; YTOYHEHHS Ha3BM




90

n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

nokasHuka «O6’em BMICTYy ynakoBku (/18 ch/TaKkoHIB)».
BBefieHHs1 3MiH NPoTArom 3-x MicALIB NiCNSA 3aTBEPAYKEHHS.
3miHu | TNy - 3MiHKW 3 AKOCTi. F0TOBUIA NiKapcbkuii 3aci6.
CurcTeMa KoHTelHep/3aKynoproBasibHUIA 3aci6. 3miHa po3Mipy
yNaKoBKM rOTOBOTO JliKapCbKOro 3acoby (3miHa macu/o6'emy
BMICTy KOHTeliHepa 6aratofj030BOro nikapcbkoro 3acoby ans
HenapeHTepasibHOro 3acTocyBaHHsA (a6o 0HOA030BOrO,
4acTKOBOrO BUKOPUCTaHHS))

BBEJIeHHS HOBOTO PO3MIpy ynakoBku ro 2,5 mn ta 5 mn y caue,
no 20 cawe B KOPOO6Li 3 KAPTOHY, 3 BIANOBIAHUMW 3MiHAMA Y P.
«YnakoBka» Ta p. «Cknag» y MKA N13. 3atBepaxeHo
3anponoHoBaHo YIMNAKOBKA Mo 100 mn y dhnakoHi; no 1
dhnakoHy B kopobuj 3 kapToHy. YIMAKOBKA Mo 100 mn y
dhnakoHi, No 1 dpnakoHy B kKOpobLi 3 kapToHy Mo 2,5 mn a6o 5
M/ npenapary y cawle, no 20 calle B KOPO6L| 3 KAPTOHY 3MiHN
BHECeHi B iHCTPYKLj0 4151 MeAUUYHOro 3acTocyBaHHSA B pO3Ain
"Cknag", "YnakoBka" Ta ik Hacnifok - y po3sgin "Cnocié
3acToCyBaHHA Ta A03n" y 3B'A3KY 3 BBEJeHHsIM [0AaTKOBOro
BUAY YNakoBKy (calle). 3aTBepAKeHHA TEKCTY MapKyBaHHS
[04aTKOBOTO BMAY YNakoBKW NikapcbKoro 3acoby. BeeaeHHs
3MiH NPOTAroM 3-x MicsLIB NiCNs1 3aTBEPAKEHHS.

148.

OTUMNAKC®

Kpanni ByLUHi; No
16 r y donakoHi; no
1 donakoHy pasom 3
n1acT1KOBOK
KpanesbHuLet y
KapTOHHI KopooLi

BIOKOJEKC

PpaHuin

BIOKOAEKC

PpaHuin

BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis:
3MiHM | TRy - 3mMiHKn 3 AkocTi. CepTudikar BignosigHocTi/TE-
cepTudpikaT BignoBigHOCTI EBponenchkiii
thapmakonei/MoHorpadii. NMogaHHsA HOBOro abo OHOBEHOrO
cepTugikaTa BignoBigHOCTI abo BUyYeHHs cepTudiikara
BiANOBIAHOCTI €Bponeiickkili hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
BVIKOPVCTOBYIOTbCA Y BUPOOHULTBI ADI; A5 AONOMIKHOT
peyoBuHM (CepTudikaTt BiANOBIAHOCTI EBpONechbkili
thapmakone’) - OHOBMEHUIA cepTudikaT Bif yXe 3aTBepAKEHOro
BMPOGHMKA - MOAaHHSA OHOB/IEHOrO cepTudikaTy BifnoOBIAHOCTI
€poneiicbkili hbapmakonei R1-CEP 1996-020-Rev 07 gns
Lito40i pevyoBuHY NifoKaiHy rigpoxnopuay Bif 3aTBepKEHOr0
BMpo6HMKa MOEHS IBERICA S.L. y 38'A3Ky f0AaBaHHAM
BMPOGHUYOI AinbHUL (3aTBepmxeHo: R1-CEP 1996-020-Rev 06,
Manufacturing site(s): MOEHS CATALANA S.L. Poligono
Industrial Rubi Sur Cesar Martinell | Brunet No. 12A 08191 RUBI
(BARCELONA — SPAIN), Batch release site: BIOCODEX
lavenue Blaise Pascal 60000 Beauvais France;
3anponoHoBaHo: R1-CEP 1996-020-Rev 07, Manufacturing
site(s): MOEHS CATALANA S.L. Poligono Industrial Rubi Sur
Cesar Martinell | Brunet No. 12A 08191 RUBI (BARCELONA —
SPAIN) and MOEHS BCN, S.L. Poligono Industrial Aquiberia,
Zenc 12 08755 CASTELLBISBAL, (BARCELONA — SPAIN),
Batch release site: BIOCODEX lavenue Blaise Pascal 60000
Beauvais France)

6e3
peuyenma

UA/5205/01/01

149.

O®DJ/TIOKCALUVH

NOpOLLUOK

Yemo 16epika,

Icnanis

Kimika CiHTeTika, C.A.

IcnaHis

BHECEHHS 3MiH A0 peecTpauiiHnx maTtepiasis:

UA/13817/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

(cybeTaHuis) y C.A. 3MiHu Il TUny - 3MiHK 3 AKoCTi. A®l. BUpOOGHULTBO — OHOB/IEHHS
noABiHMX ASMF Ha cy6cTaHLito odhiokcaumH
nonieTNeHoBux
nakeTtax gns
BMPOGHULITBA
CTepu/ibHUX Ta
HecTepuIbHNX
Nikapcbknx opm

150. | NAKAIXon KOHLeHTpaT Ans neHmapk IHAjs neHmapk [xeHepikc ApreHTnHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/13970/01/01
pPO34MHYy N dapmacboTUK C.A. 3MiHM | TUNY - 3MiHK Wo0 6e3neku/edpekTMBHOCTI Ta peuenmom
iHcpysiii no 5 mn ans Jita,. thapmakoHarnsgy: 3amiHa rpadiyHoro odhopmIeHHS NEPBUHHOT
(30 mr) a6o no 50 Ta BTOPVHHOT YMakoBOK Ha TEKCT MapKyBaHHSA yNakoBOK 3
M (300 mr) y BiANOBIAHMMU 3MiHAMU A0 PO3ZiNniB MeTazZy KOHTPOJIH0 SAKOCTI
chnakoHax Ne 1 nikapcbkoro 3acoby (po3ain «IpadivuHe ohopMAEHHS YNakoBKu»

3aMiHeHO po3zinom «MapkyBaHHS»). BBegeHHs 3MiH MpOTSArom
6-TW MicALiB Nicna 3aTBEPAKEHHS
151. | MAPALUETAMO | cycneHsis opanbHa | ToBapucTBO 3 Ykpaina TosapucTso 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/11577/01/01
N BEBI 120 mr/5 mn no 50 06MexeHot o6MexeHo 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenma

M1 a6o no 100 mn BiANOBiAAbHI BiANOBIAANILHICTIO 3MiHa y cknagi (4ONOMDKHUX pevyOBMHAX) rOTOBOrO JliKapCbKoro
y donakoHi, no 1 CTIO "®apmaveBTUYHa 3ac06y (cmakoBi fo6aBku abo 6apBHYKY) - [logaBaHHs,
dhnakoHy pasom 3 "®GapmaueBTu KoMnawis "3popos'a” BU/IyYEHHSA ab0 3aMiHa - BBEEHHS 3MiH NPOTArom 3-x MicsuiB
[03y04nM YHa KOMMaHis nicnsa 3aTBepAxeHHs. (3amiHa apomaTnsaTopa «CyHULA» B
NPUCTPOEM Y "3popos'a” 3B"S13KY 3 BUPOOHMYOK HEOOXIAHICTIO — 3MIHOK MOoCTaYasIbHMKA);

KapTOHHI kopobuyj;
no 5 mn a6o 10 mn
y caLe, no 20
calle y KapTOHHilA
KopobLi

3MiHu | Tuny - 3miHK 3 AkocTi. CepTudikar BignosigHocTI/TE-
cepTudikaT BignoBigHOCTI EBponeichkiii
thapmakonei/MoHorpadii. 3mMiHu, NoB'a3aHi 3 HeobXigHICTO
npuBeaeHHs y BiANOBIAHICTb A0 MoHorpadii AdY abo
€Bponelicbkoi thapmakonel, abo iHLWOT HalioHa/IbHOI
thapmakonei gepxasu EC (3miHa y cneyndikauisix, nos'sasaHa 3i
3miHamu B I®Y, abo €Bponelickkili hapmakonei, abo iHLwil
HavjoHanbHili hapmakonei gepxasu €C) - MNpuBeaeHHs
cneundikauii i MeToank BUNPoGyBaHHSA JOMOMDKHUX PEYOBUH
KMcnoTa IMMOHHA (BUTyYEHHS NoKasHuka «Badkki MeTann»),
rNiLepuH (BUYyYEHHS NoKasHuKa «Badkki MeTasin», 3MiHuU 3a p.
MBU), kcaHTaHOBa kamigb (3MiHM B METOAMKaxX 3a po3ginamm
pH, 2-nponaHon, BUy4eHHs NokasHuka IHWi nonicaxapuam),
apomMaTusaTop «CyHuus» (3a nokasHukom MBY) y BignoBigHiCTb
fo EP/AdY)
CynyTHA 3MiHa
- 3MiHK 3 siKOCTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTponb
[0MNOMDKHMX PeyoBUH. 3MiHa y MeToAax BUNpobyBaHHS
[0MOMDKHOT PEYOBUHU (HE3HAYHI 3MiHW Y 3aTBepaKeHnX
MeTofax BUNpobyBaHb);
3MiHM | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NTiKapCbkuMii 3aci6.
KOHTPO/Ib AONOMDKHMX peyoBUH. 3MiHa napameTpis
cneuudikaLiin Ta/abo fonycTUMUX MEX A/151 ONOMIXHOT
pPeYOBUHM (AONOBHEHHS cneundikalii HOBUM MOKA3HWKOM 3
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
BiAMOBIAHUM METOA0M BUNPOBYBaHHSA) - cneumdikavito
[OMNOMDKHOT peyoBMHM apomaTm3aTtop «CyHULS» [OMNOBHEHO
NOKa3HUKaMy «PO3UMHHICTb», «Badkki MeTann», «PTyTb»
BignoBigHO A0 crneundikauii BUpo6HMKa; 3MiHW | Tuny - 3MiHK 3
AKocTi. FoToBUIA Nikapcbkuii 3aci6. KOHTPOb AOMOMiIXHUX
peyoBuH. 3MiHa NnapameTpiB cneuyndikauiii Ta/abo JoMyCTUMUX
MeX AN15 [OMOMDKHOT PeYOBMHU (BUTYYEHHS 3i cnevumdikadii
He3HaYHOro NokasHvka (Hanpuknag, 3actapifioro NoKasHuka)) -
BunyueHHs 3i cneumdikaLii 4ONOMIXXHOT peqoBUHN
nponinnapabeH (E 216) nokasHMka «3a/MLLKOBI KiNIbKOCTI
OopraHiyHMX PO3UYMHHUKIB>», OCKINIbKW AaHWii NOKa3HWK He
MiCTUTBbCA B MOHOrpadii AdY; 3miHun | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. KOHTPOb LONOMDKHUX PEYOBUH.
3MiHa napameTpiB cneumdikauii Ta/abo JONYCTUMUX MEX AS
[OMNOMDKHOT peyoBuHY (iHLWI 3MiHW) - MprBeeHHs cneundikadii
[LOMOMDKHOT peyoBMHU apomatmsarop «CyHuusA» y BIANOBIAHICTb
[0 matepiasiB BUPO6HUKA. (3MiHM 3a NOKa3HMKaMU «30BHiLLHil
BUMNSA», «BigHOCHA ryCcTuHa», «MOoKa3HWK 3a/10MIEHHS»
152. | NEMETPEKCE NOpPOLLOK Mictpan AHrniA BUPOGHMLTBO Ta Yecbka BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/16247/01/01
A-BICTA niodpinizosaHuii Kenitan NnepBUHHE NakKyBaHHSA Pecny6nik AfMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu peyenmom
AN NPUroTyBaHHSA MeHemKMeHT nikapcbKoro 3acoby: a/ 3asBHMKa (BNacHvKa peecTpauiiHoro noceigvyeHHs) 3miHa
KOHUEeHTpaTy Ans NimiTen OHKOME[, Bonrapis/ afpecu 3asaBHUKa:
pO34UnHYy AN MaHypakTopiHr a.c., Icnanis/
iHcpysiii no 100 wmr; Yecbka Pecny6nika; Yecbka
no 100 mry Pecny6nik
chnakoHi; no 1 BTOPVHHE NaKyBaHHsA a
hnakoHy 3 nikapcbKkoro 3acoby:
NOPOLLKOM Y [xi | dapmacbloTikanc,
KapTOHHI KOpOOL Nta., Bonrapis;
BignoBifabHI 3a
BMNYCK Cepil:
CinToH XicnaHisa, C.J1.,
Icnanis;
CiHTOH c.p.0., Yecbka
Pecny6nika
153. | NEMETPEKCE NOpPOLLOK Mictpan AHrniA BMPOGHMLTBO Ta Yecbka BHECEHHS 3MiH [JO peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/16247/01/02
A-BICTA niocpinizoBaHuii Kenitan nepBuHHE NakyBaHHS Pecny6nik AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
ON151 NPUTOTYBaHHA MeHeKMeHT nikapcbKoro 3acoby: a/ 3asBHMKa (BNacHvKa peecTpauiiHoro noceigveHHs) 3miHa
KOHUEeHTpaTy Ans Nimiteq OHKOMe[, Bonrapis/ agpecu 3asaBHUKa:
pO34nHYy oNns MaHyhaKTopiHr a.c., IcnaHis/
iHdpysii no 500 wr; Yecbka Pecnyb6nika; Yecbka
no 500 mMry Pecny6nik
chnakoHi; no 1 BTOPVHHE NaKyBaHHS a
hnakoHy 3 nikapcbKoro 3acoby:
NOPOLUKOM Y [xi | dapmacbloTikasic,
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KapTOHHI Kopoo6Li

[xi | dapmacbtoTikanc,

Nta., Bonrapis;

BignoBiAabHI 3a
BMNYCK Cepil:

CiHTOH XicnaHig, C.J1.,

IcnaHis;

CiHTOH C.p.0., Yecbka

OCKiNbKK 3anponoHOBaHa pefakLis cknaay Bignosigae
mMartepiasiaM peecTpauiiiHoro Aocbe

Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
KapTOHHIA Kopoo6Li Nta., bBonrapis;
BiANoBiAa/IbHI 3a
BUNYCK cepil:
CiHTOH XicnaHis, C.J1.,
IcnaHis;
CiHTOH c.p.o., Yecbka
Pecny6nika
154. | NEMETPEKCE NOPOLLOK Mictpan AHrnis BMPOBHMLUTBO Ta Yecbka BHECEHHS 3MiH 0 peecTpaLiiHux maTtepianiB: TeXHIYHa 3a UA/16247/01/02
A-BICTA niodpinizoBaHuii Kenitan NepBrHHE MakKyBaHHS Pecny6nik nomuska (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460) - peyenmom
[ONA NPUTroTyBaHHA MeHeKMeHT nNiKapcbKoro 3acoby: a/ BunpaBneHHs TEXHIYHUX MOMWUAOK, 3rigHo Nn.5 n.2.4. po3gainy VI
KOHUEeHTpaTy Ans Niviten OHKOMe[, Bonrapis/ Hakady MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
pO3uunHy ons MaHypaKTopiHr a.c., Icnanisa/ Haka3y MO3 Ykpainu Big 23.07.2015 p Ne 460) — BunpaBieHHs
iHcpysiii no 500 wr; Yecbka Pecnyb6nika; Yecbka TEeXHIYHOT nomMuakn y MKA Ta iHCTpyKLUiT Ana MeanyHoro
no 500 mry Pecny6nik 3acTocyBaHHSA y posigini «Cknag», 3asBneHa npouegypa
chnakoHi; no 1 BTOPUHHE NakyBaHHA a BMMNpaB/IEHHS TEXHIYHOI NMOMUJIKM LLOAO pejakuii cknagy M3y
chnakoHy 3 nikapcbKkoro 3acoby: MeTofax KOHTPO/O AKOCTi, PEKOMEHA0BAHO [0 3aTBEPKEHHS,
NOPOLUKOM Yy [xi | dapmacbtoTikanc, OCKifIbKM 3anponoHOBaHa pefakLisi cknagy Bignosigae
KapTOHHI KopooLi NTa., Bonrapis; marepianam peecTpauiiHoro Jocbe
BiANOBIAa/bHI 3a
BMNYCK Cepil:
CinToH Xicnanis, C.J1.,
IcnaHis;
CiHTOH c.p.o0., Yecbka
Pecny6nika
155. | NEMETPEKCE NOpPOLLOK Mictpan AHrnisA BMPOGHMLTBO Ta Yecbka BHECEHHS 3MiH [10 peecTpaLjiiiHiX maTepianiB: TeXHIYHA 3a UA/16247/01/01
A-BICTA niochinisoBaHnii Kenitan nepBUHHE NakyBaHHSA Pecny6nik nomuska (3rigHo Hakaly MO3 Big 23.07.2015 Ne 460) - peyenmom
AN NPUroTyBaHHSA MeHegKMeHT nikapcbKoro 3acoby: a/ BunpaBneHHsa TeXHIYHUX NOMUWIIOK, 3rigHO nNn.5 n.2.4. po3giny VI
KOHUEeHTpaTy Ans NimiTen OHKOME[, Bonrapis/ Haka3y MO3 YkpaiHu Big 26.08.2005p. Ne 426 (y pegakuii
pPO3UnHYy AN MaHypakTopiHr a.c., Icnanis/ Haka3ly MO3 YkpaiHu Big 23.07.2015 p Ne 460) — BunpaBieHHs
iHcpysiii no 100 wmr; Yecbka Pecny6nika; Yecbka TEeXHIYHOT nomMuakn y MKA Ta iHCTpyKLUiT 418 MeanyHoro
no 100 mry Pecny6nik 3acTocyBaHHSA y posigini «Cknag», 3asiBneHa npowueaypa
chnakoHi; no 1 BTOPVHHE NakKyBaHHsA a BMMNpaB/IEHHS TEXHIYHOI NOMUSIKM LLOAO pejakuii cknagy M3y
chnakoHy 3 nikapcbKoro 3acoby: MeTofax KOHTPO/O AKOCTi, PEKOMEHA0BAHO [0 3aTBEPKEHHS,
MOPOLLKOM Y
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Pecny6nika
156. | NEP'ETA® KOHLeHTpaT Ans ®.XopcpmanH | LUselinapis Brpo6HMUTBO HimeuumnH BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/13062/01/01
pPO34MHYy N -Ns Pow Ntg, Hepo3dhacoBaHol a/ 3MiHM | TUNY - 3MiHK Woa0 6e3neku/edekTMBHOCTI Ta peuenmom
iHcpysiii no 420 npoayKuii, NnepBnHHe Lseiuapi | dapmakoHarnagy. BeegeHHs abo 3mMiHM [0 y3arasibHEHNX AaHNX
mr/14 mn; no 14 mn nakyBaHHS, A npo cuctemy dhapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
y thnakoHi; no 1 BMNPO6YBaHHSA npo cuctemy hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHOoi 0cobum,
hnakoHy y KOHTPO/IO SKOCTI: BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
KapTOHHI KopooLi Pow fiarHocTrke Mm6X, ocobu 3 hapmakoHarnsay 3asBHuKa ANs 34iCHEHHS
HimeyunHa hapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
BToprHHe nakyBaHHs, YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 38 34iCHEHHSA
BMNYCK Cepil: hapmakoHarnsgy (Bkovalouy KOHTakKTHI AaHi) Ta/abo 3miHn y
. XodhdpmaHH-/15 Polu pO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
Nta, Weenuapis KOHTaKTHOI 0CO6U 3asiBHUKA, BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy B YkpaiHi: [itoua pegakuis — ou, TeTaHa
HOpiiBHa. MponoHoBaHa pefakuis — MolwHiHa Onbra IBaHiBHa.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0CO6M 3asiBHYKa,
BiANOBIAa/IbHOI 3a 34ilicCHEeHH:A hapmakoHarnsaay B YkpaiHi.
3MiHa KOHTaKTHMX AaHUX YNOBHOBAXEHOT 0CO6M 3asBHYMKA,
BiANOBIAa/IbHOI 3a 34iicCHEeHHA ddapmakoHarnsagy. 3miHa micus
3[iiCHEHHSI OCHOBHOT AiANbHOCTI 3 hapMakoHarsgy. 3miHa
MicLie3HaxopKeHHs MacTep-chaiina cuctemy hapmakoHarnagy.
157. | NIKONTAKC® Kpanni opasibHi MAT YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/1522/01/01
0,75 % no 15 mn "Papmak” 3MiHM | TUMY - 3MiHX Y NpoLeci BUPOGHMLITBA FOTOBOIO peyenma
a6o 30 mny nNikapcbKoro 3acoby, BKIOUaUM NPOMIKHUIA NPOAYKT -
chnakoHi; no 1 36iNbLUEHO TEPMIH 36€piraHHA NPUroTOBaHOIo PO34YnHy 3 24
dhnakoHy y navui 3 roAuH A0 72 roanH 3 METOK ONTUMI3aLil TEXHONOTYHOro
KapToHy npowecy; 3MiHun | Tuny - 3MiHWM 40 MeToAiB BUNPOGYBaHHSA
roTOBOro MikapCcbKoro 3acoby 3a TeCTOM MikpobiosoriyHa
uncToTa - HOpMaTVBHE MOCU/IAaHHA AOMOBHEHO NOCUMIAHHAM Ha
L®Y, BUNy4yeHo NOBHUIA BUKIaL METOAVKN
158. | MNITOKAPMIHY Kpansi o4Hi, 10 ToBapucTBO 3 Ykpaina BCi CTagii BUpobHMUTBa, YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHux martepianis: 3MiHu | Tuny - 3a UA/5337/01/01
riagPOXNoPuUA | mr/mn, no 5 mn abo 06MexeHo KOHTPO/b SKOCTI, 3MiHu 3 siKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa peyenmom
10 mn'y donakoHi, BiANOBIA&/bHI BUNYCK cepil: y TepMiHax npuaaTHOCTi abo yMmoBax 36epiraHHs roToBoro
no 1 cprakoHy y cTHo ToBapucTBO 3 NiKapcbKoro 3acoby (36i/bLUEHHs1 TEPMiHY NPMAATHOCTI FOTOBOrO
KOMMNEKTI 3 "OocnigHnii 06MexeHo nikapcbKoro 3acoby) - 15 ToproBoi ynakoBky (NigTBEpAXYETLCA
KPULLIKOtO- 3aBo/, BiANOBIAA/ILHICTIO JaHnMK peasibHOro Yacy) 36i/bLUeHHs TepMiHY NpuAAaTHOCTI
KpanesibHULEe y "rHUAC "[ocnigHnii 3aBog NiKapcbKoro 3acooy.

nauui 3 KapToHy

"THUC", YkpaiHa;

BCi CTagii BUpobHMUTBa,
KOHTPO/b SKOCTI,
BUNYCK cepil:
ToBapucTtso 3
06MexeHo
BiANOBIAA/ILHICTIO
"®APMEKC rPyr",

3arBepaKeHo: 3 pokn. TepMiH 36epiraHHst po34unHy nicns
pO3KpUTTA hnakoHy 14 fi6. 3anponoHoBaHo: 4 pokn. TepmiH
36epiraHHsa po34mMHy Micast po3KpuTTA chriakoHy 14 gi6.
BBefeHHs 3MiH NpoTAroM 3-x MicAUIB NiCNSA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKMii 3aci6.
CT1abifibHICTb. 3MiHa y TepMiHax NpuaaTHOCTIi abo ymoBax
36epiraHHsA roTOBOro NikapcbKoro 3acoby (3MiHa B ymoBax
36epiraHHs roToBOrO JlikapcbKoro 3acoby abo nicas
PO3YMHEHHSI/BIGHOBNEHHS) 3MiHa B YMOBax 36epiraHHs M13.
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
YkpaiHa BBefeHHs 3MiH NPOTAroM 3-x MicAUIB NiCNsA 3aTBEPKEHHS.
3MiHu | TMNY - 3MiHK 3 AKOCTi. FOTOBMIA NiKapCbKKii 3aci6. 3MiHKn
y BUPOGHMLTBI. 3MiHa po3Mipy cepii (BkIovaoum gianasoH
po3mipy cepii) roToBOro nikapcbkoro 3acoby (iHLWi 3MiHM)
BBE/IEHHS1 0AaTKOBOro po3mipy cepii 'N3.
159. | NIPALEETAM TabneTku, BKpUTI MAT YkpaiHa MAT "ranuucpapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/0901/02/01
060/10HKO0, M0 200 | "Tanuuchapm” 3MiHM | TUNY - 3MiHK Woa0 6e3neku/edekTMBHOCTI Ta peuenmom
mr no 10 TabneTok hapmakoHarnisagy = OHOBJ/IEHHS BXE 3aTBEPKEHOr0 TEKCTY
y 6nictepi; no 3 MapKyBaHHS1 BTOPVHHOT Ta NePBUHHOT YNakoBKN MiKapCbKoro
abo 6 6nictepiB y 3acoby 3 BHECEHHSIM [04aTKoBOI iHGhopMaLil (BHECEeHHS
nauu Nno3HayYeHb OAMHWLb BUMIPIOBAHHS, 3 BUKOPUCTAHHSAM JliTep
naTvHCbKOro andasiTy Ta Towo). BBefeHHs 3MiH NpoTArom 6-tu
MicsILiB Micns 3aTBepAKEHHS
160. | MNIPALEETAM TabneTku, BKpUTI MAT YkpaiHa MAT "rannuchapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/9520/01/01
060/10HKo, N0 200 | “"Fanuudpapm” 3MiHM | TURY - 3MiHW WoA0 6e3nekn/edeKTUBHOCTI Ta peyenmom
Mr in bulk: no 15 kr hapmMakoHarnagy = OHOBJ/IEHHS BXe 3aTBEPKEHOro TeKCTy
y NoABIiHNX MapKyBaHHS BTOPMHHOI Ta NEPBUHHOT YNakoBKN MiKapCbKoro
nosieTuIeHoBmX 3ac06y 3 BHECEHHSIM 4,0AaTKOBOT iHhopMaLlii (BHECEHHS
MiLLIKax; Mo 2 MiLLKu Nno3Ha4yeHb OAVHMLL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
y NNAacTUKOBIN naTvHCbKOro andasiTy Ta Towo). BBegeHHs 3MiH NpoTArom 6-tu
EMKOCTI MicsLiB MicNsa 3aTBEPAKEHHSA
161. | NPAAAKCA® Kancynu Teepgi no Bepixrep HimeuunHa BepiHrep IHrenbxaim HimeuuunH BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/10626/01/03
150 wr, no 10 IHrenbxanm dapma 'mbX i Ko. KI a BUMPaB/IEHHS TEXHIYHNX MOMW/IOK B METOAAX KOHTPOJIHO SKOCTI - peyenmom
Kancyn y énicrepi; IHTEpHELLHN NnomuKa CTOCYETLCA Ckagy YopHua SW-9008
no 3 abo no 6 6X
6nictepiB y
KAPTOHHI KOpoO6LLi
162. | NPENIAMN renb ons MNOAN3EP CWA Mdpaiizep Benbris BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 3a UA/9727/01/01
eHJoLepBiKanbHOr IHK. MeHtohekuypyHr 3MiHM Il TURy - 3MiHW 80 IHCTPYKUIT A58 MeANYHOro peyenmom
0 BBefeHHs, 0,5 Benbris HB 3acTocyBaHHSA NikapcbKoro 3acoby A0 po3ainis
Mr/3 1 no3rreno B "MpoTunoka3aHHaA", "OcobMBOCTI 3acTOCyBaHHSA",
0fiHOPa30BOMY "3acTocyBaHHs y nepiog BaritTHOCTi abo rofyBaHHsA rpyaar”,
wnpuyi; no 1 "Oitn", "Mepepo3sysaHHs", "MobivHi peakuil”. BBegeHHSA 3MiH
wnpuuy B NpPOTArom 3-x MiCALIB NIiCNA 3aTBEPAKEHHSA
6nicTepHin
ynakosui Ta 1
CTepUILHOMY
KateTopy B
6nicTepHil
ynakoBLii B
KapPTOHHI KOpooL
163. | MPOKCIYM® NOpoLUOK AN MPO®PAPMA ManbTa Na6opaTtopioc HopmoH IcnaHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13996/02/01
pO3UMHYy AN IHTepHeLHN 3MiHM | TUMy - NogaHHA HOBOro cepTudpikaTa BiANOBIAHOCTI peyenmom
iH ekuili no 40 wr, TpegnHr €Bponelicbkin hapmakonei Ne R1-CEP 2012-205-Rev 00 ans
no 1 cpnakony y NimiTen Lir040i pevyoBUHY Big, HOBOTO BUPOGHVKA B ONOBHEHHS 10
KapTOHHIM nayui 3aTBEPAKEHOr0 BUPOOHMKa B sikOoro HasiBHuii CEP
164. | NPOMEAONY NOpPOLIOK ToBapuCTBO 3 YkpaiHa PYCAH ®APMA NTA. IHAiA BHECEHHS 3MiH 0 PEECTPaLiiHNX MaTepiasiB: 3MiHuM | TNy - - UA/13947/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
rAPOXNOPUA | kpucTastiyHuiA 06MeXeHo AfMiHiCTpaTMBHI 3MiHN. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
(cybeTaHuis) y BiANOBIAA/bHI MiCLil NPOBaKEHHSA AiS/IbHOCTI BUPO6HMKA (BKIOYatoun, 3a
NoABINHMX cTio HeoOXiZHOCTI, MicLie MPOBEeAEHHS KOHTPOSIIO AKOCTI), abo
nosieTuIeHoBmX "XapkiBcbke B/lacHMKa mMacTep-gaiina Ha A®l, abo noctavyasbHUKa
naketax gns thapmavreBTny Adl/BuxigHoro matepiasy/peareHTy/NPOMiIXXHOTO NPOAYKTY, LLIO
chapmaLeBTUYHOro He 3aCTOCOBYHOTLCA Y BUPOOHULTBI ADI (AKLWO 3a3HAYEHO Y JOCbE
3acTOoCyBaHHSA nigNPUEMCTBO Ha nikapcbkuii 3acib) 3a BiACYTHOCTI cepTudikaTa BiAgnoBigHOCTI
"300poB's €Bponeiicbkili hapmakonei y 3aTBepaXeHOMY [0Ckbe, abo
Hapoay" BMPOGHMKA HOBOI AOMOMiXXHOI PeYOBUHU (SKLLO 3a3Ha4YeHo y
[OCbE) - 3MiHa Ha3BW i agpecn BUpOo6HuKa APl npomenony
rigpoxnopugy (3 opuanyHoi Ha hakTuyHy), 6e3 3MiHM MicuA
BMPOGHULITBA
165. | NY/IbMOJ/IOP® | nopoLuok Ans Mogi Xernc LLseiiuapis CaBa Xenckea Jitg, IHais/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux MmaTepianis: 6e3 UA/10378/01/01
opasibHOT cycneHsil 6X IHgis; Megiton YropumHa 3MiHM | TUNY - 3mMiHa napameTpis cneyudikauiin Ta/abo peyenma
no 60 mn, 100 mny dapmacbloTikan [0NyCTUMUX MEX FOTOBOTO NiKapCbKOro 3acoby - 3BY)EHHS
nnswkax Nel NTa.YroplwmHa LOMYyCTUMMX MEX 3a NOKa3HUKOM «CynpoBigHi AOMiLLKM» 6e3
3MiHW METOAMKM BUNPOBYBaHHSA
166. | NYPEFOH® pPO34MH AN LWepiHr-Mnay LLBeiuapis Brpo6HMUTBO HimeuumnH BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/5023/01/01
iH'ekwjin, 833 CeHtpan Ict Hepo3dhacoBaHol a/ 3MiHM | TUNY - OHOBJIEHHSA BXE 3aTBEePAXXEHOro TEKCTY peyenmom
MO/mn no 0,420 Al npoayKuii Ta nepBuHHa HigepnaH MapKyBaHHS NEPBMHHOI Ta BTOPUHHOT yNakoBkn. BBeAeHHS 3MiH
mn (300 MO/0,36 ynakoBKa, KOHTPO/1b an NpoTArom 3-X MicALiB NicNA 3aTBepAXeHHS

M) abo no 0,780
mn (600 MO/0,72
MJT) Y KapTPULXI,
no 1 kapTpuaxy y
BiAKpUTOMY
naacTMKoBOMY
NIOTKY B KOMM/IEKTI
3 rosikamu, no 2
KOMM/IEKTU TONOK -
2 KapTOHHI KOPO6KM
(koXXeH komMnaekT
no 3 rosiku, KoXHa
rosika B
iHaMBigyanbHOMY
naacTMKoBOMY
KOHTeliHepi) y
KapTOHHIM nayui

AKOCTI, TECTYBaHHS
CTEepUIbLHOCTI Ta
6akTepiasibHNX
€HA0TOKCUHIB rOTOBOro
nikapcbKoro 3acoby
(KOHTpPOSIb AKOCTI Ta
TECTyBaHHs
CTabinbHOCTI),
Bi3yasibHa iHCNeKUis:
BeTTep ®apma-
®epTuryHr Nv6X i Ko.
K, Himeyunxa
KOHTpO/b SIKOCTI,
TecTyBaHHSA
CTepuIbHOCTI Ta
bakTepiasibHUX
€HA,0TOKCUHIB rOTOBOrO
nikapcbKoro 3acoby
(KOHTpOSIb AKOCTI Ta
TecTyBaHHSA
cTabinbHoCTI),
Bi3yasibHa iHCneKLis:
Bettep ®apma-
®epTuryHr Nv6X i Ko.
K, HimeyunHa
BizyanbHa iHcnekuis:
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
BeTTep ®apma-
®epTuryHr Nv6X i Ko.
KI, HimeuunHa
KoHTposb AkocTi Ta
TecTyBaHHSA
CTabisIbHOCTIi, BTOPUHHA
ynakoBka, 403BiN Ha
BUNyCK cepii: H.B.
OpraHoH, Higepnarnan
167. | PABEMPA3O0/1- | TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTajii BUpobHULTBA, YkpaiHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3a UA/10505/01/01
3400POB'A NNiBKOBOIO 06MeXeHo KOHTPO/b SIKOCTI, AOMIHICTpaTVBHI 3MiHW. 3MiHa HallMeHyBaHHsA Ta/abo agpecu peyenmom
060/10HKOI0, BiANOBIAA/bHI BMNYCK Cepil: MiCLil MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
KMLLKOBOPO3YMHHI cTHo ToBapucTBO 3 nNiKapcbkoro 3acoby, BKIoYakouu AinbHULi BUNYcKy cepii abo
no 10 mr, no 10 "®apmavesTu obmexeHoro MiCLie NPOBEAEHHSA KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKY
Tabnetoky YyHa KOMMaHis BiANOBIAA/TLHICTIO BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK Cepiid)
6nictepi; no 1 a6o "3popos'a” "PapmaLeBThYHA 3MiHa agpecu BUPOGHMKa TOBapUCTBO 3 0OMEXEHOID
2 6nictepu B KomnaHis "3g0pos'a”, BiANOBIAa/IbHICTIO “"®apmavLeBTMyHa komnanis "340poB's",
Kopoo6Li YkpaiHa YkpaiHa, 6e3 3MiHu Micus BUpo6HULTBA. BBeAEHHS 3MiH
NPOTArom 6-Tu MicALiB Nicna 3aTBepMKeHHs. 3MiHu | Tuny -
BCi CTagii BUpO6HMLTBA, AfMiHiCTpaTMBHI 3MiHW. 3MiHa HalilMeHyBaHHs Ta/abo agpecu
KOHTPO/b AKOCTI: MiCLil MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
ToBapucTBO 3 nNiKapcbkoro 3acoby, BKIoUakoun AinbHULi BUNYCKy cepii abo
obmexeHoro MiCLie NPOBEAEHHSA KOHTPO/IIO AKOCTI. (AIANbHICTb, 3a AKY
BiANOBIAA/TLHICTIO BiANOBiAae BMPOGHMK/IMNOPTEp, He BK/IKOYAKYM BUMYCK Cepiid)
"®APMEKC IrpPyn-, 3MiHa agpecu BUPOGHMKa TOBapUCTBO 3 0OMEXEHOID
Ykpaina BignosigasbHicTio “PAPMEKC MPYI", YkpaiHa, 6€3 3MiHu micus
BMPOGHMUTBA. 3MiHK | TUNY - AOMIHICTPaTUBHI 3MiHW. 3MiHa
HallMeHyBaHHs Ta/abo agpecy 3asiBHVKA (BNacHuKa
peecTpavuiiiHOro NocBigYeHHs) 3MiHa agpecu 3asBHUKA:
BBefeHHs 3MiH NPOTArom 6-TW MiICALB NiC/1A 3aTBEPAKEHHS.
168. | PABEMPA3O0/1- | TabneTku, BKpUTI ToBapucTBO 3 YkpaiHa BCi cTaAii BUpobHULTBa, YkpaiHa BHECEHHS 3MiH [J0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/10505/01/02
3400POB'A NNiBKOBOIO 06MeXeHOo KOHTPO/Ib SIKOCTI, AZMiHICTpaTMBHI 3MiHU. 3MiHa HaliMeHyBaHHA Ta/abo agpecu peyenmom
060/10HKOH0, BiANOBiAa/IbHI BUNYCK cepil: MiCLil MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
KMLLKOBOPO3YMHHI CTHO ToBapucTBo 3 nNikapcbkoro 3acoby, BKIoUakun AinbHULi BUNYCKy cepii abo
no 20 mr, no 10 "®apmauesTu obmexeHoro MicLie NpoBeAEHHS KOHTPO/IO AKOCTI. (AISNbHICTb, 3a AKy
Tabnetok y YyHa KoMMaHis BiANoBIAA/IbHICTIO BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIKOUAUM BUMYCK Cepiid)
6nictepi; no 1 a6o "3pnopos'a"” "PapmaLeBTnyHA 3MiHa agpecu BUPOGHMKa ToBapuUCTBO 3 0OGMEXEHOID
2 6nictepu B KomnaHis "310pos'a”, BiANOBIgasIbHICTIO “"®apmavleBTMyHa komnaHis "340poB's",
KopooLi YkpaiHa YkpaiHa, 6e3 3MiHV MicLs BUpO6HMLTBA. BBEAEHHS 3MiH

BCi CTafii BUpO6HMLTBA,
KOHTPO/1b AKOCTI:
ToBapucTso 3
obmexeHoro
Bif4nNoBIAaNbHICTIO
"®APMEKC rPy1",
Ykpaina

NPOTArom 6-Tv MiCcALIB Nicna 3aTBepMKEHHS. 3MiHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo agpecu
MiCLil MPOBaKEHHS AisS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
nNikapcbkoro 3acoby, BKIoYakoun AinbHULi BUNYCKy cepii abo
MiCLie NpoBEeAEHHS KOHTPO/IO AKOCTI. (AISNbHICTb, 3a AKy
BiANOBiAae BMPOGHMK/IMNOPTEp, He BK/IOYAKYM BUMYCK Cepiif)
3MiHa agpecu BUPOGHMKa ToBapuUCTBO 3 0OGMEXEHOID
BignosiganbHicTio “PAPMEKC IM'PYM”, YkpaiHa, 6e3 3MiHu micus
BMPOGHULTBA. 3MiHM | TUNY - AOMIHICTPATUBHI 3MiHW. 3MiHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
HalilMeHyBaHHs Ta/abo agpecy 3asiBHVKa (BNacHuKa
peecTpauiiiHoro NocBigYeHHs) 3MiHa afpecu 3asiBHUKA:
BBefeHHs1 3MiH NPOTArom 6-TW MiICALIB NiC/1A 3aTBEPAKEHHS.
169. | PAMASIAH Tabnetku, 2,5 "KcaHTic Kinp AkTasic ITA ManbTta BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/15654/01/01
mr/12,5 mr no 10 Papma 3MiHKM | TUMY - 3MiHW 40 IHCTPYKUIT 415 MEeAMYHOrO 3aCTOCYBaHHS peyenmom
Tabnetok y Nimiten" nikapcbKoro 3acoby y po3ginu: "dapmMakosioriyHi BnacTnBocCTi",
6nictepi; no 3 "Oco6umBocTi 3acTocyBaHHA", "Mo6ivHi peakuii” BigNoBiAHO A0
6nictepn a6o 10 OHOB/IEHOT iHdopMaLlii 3 6e3nekn filoyoi peyoBUHN
6nictepiB y rigpoxnopoTiasng. BBegeHHsa 3MiH npoTarom 6-Tu mMicauiB nicns
KapTOHHI KOopoo6Lli 3aTBEPKEHHS.
170. | PAMASIA H Tabnetkn, 5 mr/25 "KcaHTic Kinp AkTasic /1T, ManbTa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/15654/01/02
mr no 10 TabneTtok dapma 3MiHW | TUNY - 3MiHW [0 IHCTPYKLiT 4719 MeAUYHOro 3acTOCyBaHHA |  peyenmom
y 6nicTepi; no 3 NimiTen" nNiKapcbKoro 3acoby y po3ainu: "dapmakosioriyHi BNacTmeocTi",
6nictepu a6o 10 "Oco6nmBocTi 3acTocyBaHHs", "Mo6iuHi peakwji" BignoBsigHoO A0
6nictepiB y OHOBJIEHOT iHdhopMaLii 3 6e3nekn Ai4yoi peyoBUHN
KapTOHHiA KopooLi rigpoxnopotia3ng. BeeAeHHs 3MiH NpoTAromM 6-T1 mMicsLiB nicns
3aTBEPMAKEHHS.
171. | PAMASIA H Tabnetku, 5 "KcaHTic Kinp AxTasic /1T, ManbTta BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/15655/01/01
mr/12,5 mr no 10 Papma 3MiHW | TUMY - 3MiHW [0 IHCTPYKLUIT 418 MeANYHOro 3acTOCyBaHHsA peyenmom
Tabnetok y Nimiteg" NiKapcbKoro 3acoby y po3ainn: "dapmakosioriyHi BNacTMBocCTi",
6nictepi; no 3 abo "Oco6nmBOCTiI 3acTocyBaHHS", "Mo6iuHI peakwii” BignoBigHoO Ao
10 6nicTepiB y OHOB/IEHOI iHdopMaLlii 3 6e3nekn filo4voi peyoBUHN
KapTOHHI KOpoOLj rigpoxnopoTia3ng,. BeeaeHHst 3mi NpoTAarom 6-Tu micAuiB nics
3aTBEPAKEHHSA
172. | PANIPA 100 NOpPOLUOK AN NAT Ykpaina MNAT "®dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviitHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16428/01/01
opa/ibHOro "®apmak” AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JliKapCbKOro 3acoby. peyenma
po34mnHy no 100 3arBepmxeHo: Atete 100 AteTe 100 . 3anponoHoBaHo: Rapira
mr/0,5rno0,5ry 100 Panipa 100. BBefeHHA 3MiH NPOTAromM 6-Tu micsLiB nicns
cauwe; no 10 a6o 3aTBEPAKEHHS.
20 cawe y nauui 3
KapToHy
173. | PANIPA 200 MOPOLLIOK ANsi MAT YkpaiHa MAT "dapmaxk” YkpaiHa BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 6e3 UA/16428/01/02
OpasIbHOIO "papmak” AOMiHICTpaTVBHI 3MiHW. 3MiHa HAa3BU NiKapCbKoro 3acooby. peuyenma
po3uuHy no 200 3arBepaKeHo:
mMr/lrnolry Atete 200 Atete 200. 3anponoHoBaHo: Rapira 200 Panipa 200.
cawle; no 10 abo BBefeHHA 3MiH NPOTAroM 6-TW MICALIB NIC/1A 3aTBEPAKEHHS.
20 cawe y nauui 3
KapTOoHY
174. | PANIPA 600 NOpOLUOK AN NAT YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 6e3 UA/16428/01/03
OpasILHOIO "Ppapmak” AAMIHICTpaTUBHI 3MiHW. 3MiHa Ha3BW JlikapCbKoro 3acoby . peyenma
po34rHy no 600 mr 3aTBepkeHo:
no 3,0 ry cawe; no Atete 600 AteTte 600. 3anponoHoBaHo: Rapira 600 Panipa 600.
6 a6o 10 cawey BBeaeHHs 3MiH NpoTArom 6-Tu MIiCALB MiCNS 3aTBEPMAKEHHS.
nayui 3 KapToHy
175. | PEMMAKC-KB TabneTku XyBasbHi AT YkpaiHa AT "KMIBCbKUI YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepianis: 6e3 UA/12126/01/01
3 MaJ/IMHOBUM "KNIBCbKN BITAMIHHUIA 3ABOA" 3MiHM | TUNY - 3MiHWM BUNPOOYBaHb abo AOMYCTUMUX MEX, peyenma
CcMakoM ro 6 BITAMIHHAIA BCTaHOB/IEHNX Y cneuudikauisx, nig yac BUpO6GHMLTBA rOTOBOrO
TabneTok y 3ABOA" NikapcbKoro 3acoby; 3MiHW | Tuny -3miHW y NpoLeci BUpobHULTBAa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
6nictepi; no 3 roTOBOrO J1iKapCbKOro 3acoby, BK/IOUakuM NPOMKHUIA NPOAYKT,
6nictepn y nauui LLI0 3aCTOCOBYETLCS NPV BUPOOHMLTBI FOTOBOMO NiKapCbKOro
3aco6y (He3HayHa 3MiHa y npoLeci BUPO6HULITBA) - 3MiHa
TepMiHy NpnAaTHOCTI NPOMiXHOI Ta Hepo3dacoBaHoi NPOAYKLT)
176. | PEMMAKC-KB TabneTkn XyBasbHi AT YkpaiHa AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepianis: 6e3 UA/12125/01/01
3 anesib,CUHOBUM "KNIBCbKWI BITAMIHHUIA 3ABOS" 3MiHM | TURY - 3MiHW BUNPOGYBaHb abo AONYCTUMUX MEX, peyenma
CMakoMm no 6 BITAMIHHUIA BCTaHOB/IEHMX Y cneyudikauisx, nig yac BUpoOHULITBA rOTOBOrO
Tabnetok y 3ABO" nikapcbkoro 3acoby; 3miHW | Tuny - 3MiHK y npoueci
6nictepi; no 3 BMPOGHMLITBA FOTOBOTO /1iKapCbKOro 3acoby, BK/IKYakun
6nictepun y nauui NPOMKHUIA NPOAYKT, L0 3aCTOCOBYETLCSA MNPV BUPOOHULITBI
roTOBOrO /1iKapCbKOro 3acoby (He3HayHa 3miHa y npoueci
BVMPOGHMLTBA) - 3MiHA TEPMiHY NPUAATHOCTI MPOMIKHOI Ta
Hepo3dracoBaHOi NpoAyKLii)
177. | PEMMAKC-KB TabneTkn XyBasbHi AT Ykpaina AT "KMIBCbKIN YkpaiHa BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 6e3 UA/11362/01/01
3 M'ATHUM CMaKoM "KNIBCbKWN BITAMIHHMIA 3ABOS" 3MiHM | TURY - 3MiHW BUNPOGYBaHb abo AONYCTUMUX MEX, peyenma
no 6 Tabnetok y BITAMIHHUIA BCTaHOB/EHMX Y cneuundikauisx, nig yac BMpobHULITBA rOTOBOrO
6nictepi; no 3 3ABOJ" nikapcbkoro 3acoby; 3miHW | Tuny - 3MiHK y npoueci
6nictepn y nauuj BMPOGHMLITBA FOTOBOTO JTiKAPCbKOro 3acoby, BK/IHOHa0UM
NPOMIKHUIA NPOAYKT, L0 3aCTOCOBYETLCA NPY BUPOOHULTBI
roTOBOrO /liKapCbkoro 3acoby (He3HayHa 3miHa y npoueci
BVMPOGHMLTBA) - 3MiHa TEPMiHY NPUAATHOCTI MPOMIKHOI Ta
Hepo3dracoBaHOi NpoayKLii)
178. | PEXOn TabneTtkn TOB HB® Ykpaina TOB HB® «MIKPOXIM» YkpaiHa BHECEHHS 3MiH 40 PEECTPaLiiHNX MaTepiasiB: 3MiHW | TNy - 3a UA/17043/01/01
KMLLKOBOPO3YMHHI "MIKPOXIM" ropuduyHa aopeca ma 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. Cuctema peuyenmom
no 400 mr, no 8 Js1labopamopisi ¢hisuko- KOHTelHep/3akynopoBasibHKiA 3aci6. 3MiHa po3mipy ynakoBku
Tabnetok y XiIMiYHO20 aHasi3y ma rOTOBOTO JIiKAPCbKOro 3acoby (3miHa KiflbKOCTi OANHULb
6nictepi, no 1 abo KOHMpPO/IHo (Hanpuknag TabneTok, aMmnyn TOLLO) B ynakoBL,i:) - 3MiHa no3a
no 3 6nictepu y BUPOGHUYMBA; AianasoHoM 3aTBepKEHNX PO3MIpPIB YNakoBKY - fofaBaHHS [0
nadui 3 KapToHy; No BUPOGHUYA OifTbHUYS 3aTBEpAKEHOro po3mipy ynakoBku (Ne 20 (10 x 2) y 6nicTepax))
10 TabneTtok y (8ci cmadir nofaTtkoBoro po3mipy ynakosku (Ne 24 (8 x 3) TaNe8 (8 x 1) y
6nictepi; no 2 BUPOBHUY020 Npoyecy): 6nicTepax ), 3 BiANOBIAHMMI 3MiHAMK B PO3AiNni YnakoBka
6nicTepn y nayui 3 (BBEAEHHS 3MiH MPOTArOM 6-T MicSILIB NiCNs 3aTBEPAYKEHHS)
KapTOoHY
179. | POMA3UK TabneTku, BKPUTI dapmaneBTny Monbwa dapmaveBTUYHUIA Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/13299/01/01
NAiBKOBOO HWi 3aB0Of 3asog "Monbdapma" 3MiHM | TUMY - 3MiHW [0 IHCTPYKLIT 4719 MEAMYHOrO 3aCTOCYBaHHA |  peyenmom
060/10HKOI0, N0 5 "MONb®APM nikapcbKoro 3acoby y po3gin "B3aemMogis 3 iHWMMU NikapCbKnuMu
Mr no 10 TabneTok A" C.A. 3acob6amu Ta iHLi BUAY B3aEMOZN" BiANOBIAHO 40 OHOBMEHO!
y 6nicTepi; no 3 iHchopmawii 3 6e3nekun Ajtoyoi peyoBnHU
6nictepu B
KapTOHHiii Kopo6Lli
180. | POMA3UK TabneTku, BKpUTI dapmaneBTmy Monbwa dapmaneBTUYHNI Monbwa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/13299/01/02
NNiBKOBOIO HWi 3aB0Of 3aBog "Monbhapma” 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT ANS MeAMYHOro 3aCTOCyBaHHS peyernmom
o60n0oHkKoto, no 10 "MONb®APM C.A. nikapcbKoro 3acoby y po3gin "Bsaemogis 3 iHWWMKW NikapCbKuMmn
Mmr no 10 TabneTok A" C.A. 3aco6amMu Ta iHLWi BUAY B3aEMOAIA" BigNoOBIiAHO 40 OHOB/EHOI
y 6nicTepi; no 3 iHhopmalii 3 6e3neku AitoHoi pevoBUHU
6nictepu B
KapPTOHHI KOpooLj
181. | POMA3UK TabneTkn, BKpUTI PapmaueBTNy Monbua dapmaLleBTUYHNIA Monbuia BHECEHHS 3MiH [10 pEECTpaLjiiiHuX MaTepianis: 3a UA/13299/01/03
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1

NNiBKOBOO HWi1 3aB0Of 3aBog "Monbhapma” 3MiHM | TUNY - 3MiHW 40 IHCTPYKUIT 415 MeAMYHOro 3aCTOCyBaHHSA peyenmom
060/10HKot0, No 20 "TMONb®APM C.A. nikapcbKoro 3acoby y po3gin "Bsaemogia 3 iHWWMKN NikapCbKuMmn
Mmr no 10 TabneTok A" C.A. 3aco6amMu Ta iHLWi BUAy B3aEMOAI" BigNOBIAHO 40 OHOB/EHOI
y 6nicTepi; no 3 iHhopmalii 3 6e3neku AitoyHoi pevoBUHU
6nictepu B
KapPTOHHI KOpooLj

182. | POMA3UK TabneTku, BKPUTI dapmaueBTNY Monbla dapmaLeBTUYHNIA Monbua BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/13299/01/04
NNiBKOBOIO HWIA 3aBO4 3aBog "Monbhapma” 3MiHK | TUMY - 3MiHW 40 IHCTPYKUIT 415 MEeAMYHOrO 3aCTOCYBaHHS peyenmowm
o6onoHkoto, no 40 "MONIbGAPM C.A. nikapcbKoro 3acoby y po3gin "Bsaemogis 3 iHWKMMKW NiKapCbKnMn
Mmr o 10 TabneTok A" C.A. 3acob6amMu Ta iHWi BUAW B3aeMogiiA" BignoBigHO A0 OHOBEHOI
y 6nicTepi; no 3 iHchopmaw,ii 3 6e3nekun fjtoyoi pevyoBnHN
6nictepu B
KapTOHHI KOopoo6Lli

183. | CE/IEHA3A® PO34UMH OpasibHUNA, 6iocuH HimeuunHa 6ioCUH ApUHaimiTTeb HimeuumnH BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/8796/01/01
50 Mkr/mn; no 2 mn | ApuHaimitten v6X, HimeuunHa a 3MiHK | Tuny - 3MiHa y 6e3nocepeHili ynakoBui A®| - nogaBaHHa |  peyenmom
B amnyni; no 20 b [M6X (Bunyck cepii); 6iocuH anbTepHaTMBHOIO MaTepiany A1 ynakoskn A®| (neperHHe Ta

amnyn y KapTOHHIl
Kopo6Li; no 10 mn
y thnakoHi; no 10
h1aKkoHiB y
KapTOHHI KopooLi

ApuHaiimitTens Mv6X,
HimeyunHa (BTOpuHHE
nakyBaHHs); Xononak
depnakyHrcTexHik
v6X, Himeuunna
(BUPOGHULTBO
Hepo3acoBaHoro
NPOAYKTY, NEPBUHHE Ta
BTOPVHHE NakKyBaHHS)

BTOPUHHE NakyBaHHS); 3MiHW | TURY - 3MiHa nepiogy NOBTOPHUX
BMNpoGyBaHb/nepiody 36epiraHHa abo yMoB 36epiraHHs AdI -
3MiHa nepiofly NOBTOPHUX BUNpobyBaHb ADI 3 9 f0 23 micAuiB;
3MiHM | TUNY - 3MiHa y NnapameTpax cneundikauii Ta/abo
[OMyCTUMUX MEeX, BU3HaUYeHUX y cneundikauisx Ha Ad®l, abo
BUXiAHWIA/NPOMIDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTHLCS Y
npoveci BUpobHuLTBa AP - 3BY)XEHHS NIMITIB TECTOBOrO
napameTpy Tenypiii B cneyndikauii A®I 3 300 ppm go 60 ppm;
3MiHM | TUNY - 3MiHa po3mipy cepii (BkNOYatouy Aiana3oH
pO3Mmipy cepii) roTOBOro NikapCbKoro 3acoby - 3MEHLUEHHS
PO3Mipy Cepiil rOTOBOrO /liKkapCbKoo 3acoby B amnynax -
3anponoHoBaHo: diana3oH 5000 - 7000; 3MiHW | TURY - 3MiHK
BMNPoGYyBaHb abo JOMYCTVMUX MEX, BCTAHOBEHUX Y
cneuudikayisix, nig yac BUPOOGHULTBA FOTOBOrO NiKapCbKoro
3aco0y - BUNYYEHHS KOHTPO/IIO B NpOLeCi BUPO6HMLTBA
6GioHaBaHTaXKEHHS Nepes nepLuoto dinbTpalieo 418 roTOBOro
nikapcbkoro 3acoby y donakoHax (Npu BUPOBGHMLTBI FOTOBOrO
nikapcbkoro 3acoby B amnysax Ha LiboMy eTani el MoKasHWK He
KOHTpontoBaBcs). bioHaBaHTaxeHHs Byae | gani
KOHTPO/IOBATMCh Nepef, HaCTYNHOK CTEPWI3YHHOL0
hinbTpavieto; 3miHu Il TNy - 3MiHa napameTpiB cneyudikalii
Ta/abo foMyCTMMUX MEX FOTOBOrO JiKapCbKOro 3acoby -
pO3LWMpPEHHS NiMITIB TecToBoro napameTpy O6°em, Lo
BUTAraeTbCA B cneumdikaLii Ha TepMiH NpuaaTHOCTI oNs
amnynu 3 2,0-2,2 mn o 1,9-2,2 Mn; po3LUMPEHHS NiMITIB
TecToBoro napametpy Mpo3opicTb B crneundikaLii Ha TepMiH
NpWAATHOCTI A/19 amny i - 3anponoHoBaHo: Mpo3opicTb Ans
amnynu - Npo3opwii Sk Boga abo onanecueHTHICTb ?1, Wwo
BiANOBIAAE 3aTBEpKEHIl cneumndikalii Ha MOMEHT BUMYCKY;
PO3LUMPEHHS NIMITIB TECTOBOro NnapameTpy BTrparta Boan B
cneuudikaLii Ha TepPMiH NpUAATHOCTI 418 amnysn -
3anponoHoBaHo: ? 250Mkn
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nocsioYeHHs1
184. | CEPBOHEKC® | TabneTku, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3MiHu | Tuny - 3a UA/13114/01/01
060/10HKOIO, N0 5 XEJTXKEP MNBT NTA, Ingisa YkpaiHa 3MiHK 3 siKoCTi. TOTOBWIA Nnikapcbkuii 3aci6. CTabinbHICTb. 3MiHa peyenmom
Mr, no 14 Tabnetok MBT NTA, y TepMiHax NpuAaTHOCTi abo yMoBax 36epiraHHs roToBOro
y 6nicTepi; no 2 AnbTepHaTUBHUIA niKkapcbKoro 3acoby (36i/bLEeHHs TepMiHy NPUAATHOCTI FOTOBOro
6nictepu B BUPOGHWK, L0 3[iACHI0E nikapcbKoro 3acoby) - [1s Toprosoi ynakoBky (NigTBEPMAXKYETLCA
KapTOHHIi BTOPUHHE NakyBaHHS, OaHVIMU peanbHOro Yacy) - 36iNbLIEeHHs TEPMiHY NMPUAATHOCTI
ynakosLi; no 10 KOHTPO/Tb AKOCTi Ta roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
Tabnetok y BUNYCK cepil: pe3ynbTaTiB fOBIOCTPOKOBUX AOCAIMKEHb CTabINbHOCTI Yy
6nictepi; no 3 TOB "KYCYM ®APM", peasibHOMy yaci: 3aTBepAKeHO:
6nictepu B YkpaiHa TepMiH NpuaaTHoOCTI 2 poku. 3anponoHoBaHo: TepMiH
KapTOHHIlA ynakoBLi npugaTHocTi 3 poku. BeBeAeHHS 3MiH NpOTArom 6-Tu Micauis
nicns 3aTBepAKeHHs
185. | CEPBOHEKC® | Tabnetku, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - - UA/15767/01/01
060/10HKOI0, M0 5 XEJITXKEP MNBT NTA, Ingisa 3MiHn 3 aKocTi. FoToBWMIA Nikapcbkuii 3aci6. CTabifbHICTb. 3miHa
Mr, in bulk Ne MBT NTA, y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
14x240: no 14 niKkapcbKoro 3acoby (36i/bLUeHHs TepMiHy NPUAATHOCTI FOTOBOro
Tabnetok y nikapcbKoro 3acoby) - [11s Toprosoi ynakoBky (NigTBEPAXYETLCA
6nictepi; no 240 OaHVIMU peanbHOro vacy) - 36iNbLIEeHHs TepMiHy NMPUAATHOCTI
6nictepiB y roTOBOro NikapCbkoro 3acoby Ha OCHOBI MO3UTUBHUX
KapTOHHI Kopoo6Li pe3ynbTaTiB fOBIOCTPOKOBUX AOCAIMKEHb CTAbINbHOCTI Y
peanbHOMY yaci: 3aTBEpPAXEHO:
TepMiH NpuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
npugaTHocTi 3 poku. BBeAeHHS 3MiH NpoTArom 6-Tu Micauis
nicns 3aTBepKeHHs
186. | CEPBOHEKC® | TabneTku, BKpUTI KYCYM IHais KYCYM XENTXKEP IHais/ BHECEHHS 3MiH [0 peecTpaLiitHux maTepiasis: 3MiHu | Tuny - 3a UA/13114/01/02
o60noHkKoto, no 10 XEJTXKEP MNBT NTA, Ingisa YkpaiHa 3MiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. CTabifbHICTb. 3MiHa peyenmom
Mr, no 14 Tabnetok MNBT NTA y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
y 6nicTepi; no 2 AnbTepHaTUBHUIA niKapcbKoro 3acoby (36i/bLUeHHs TepMiHy NPUAATHOCTI FOTOBOro
6nictepu B BVMPOGHWK, LLIO 3AiICHI0E nikapcbKoro 3acoby) - /115 Toprosoi ynakoBky (NigTBEPAXYETLCA
KapTOHHIi BTOPVHHE MakKyBaHHS, [aHUMKN peasibHOro Yacy) - 36ibLUeHHSA TePMiHY NpugaTHOCTI
ynakosLij; no 10 KOHTPO/Tb AKOCTi Ta roTOBOrO /iKapCbKOro 3acoby Ha OCHOBI MO3UTUBHUX
Tabnetok y BMNYCK Cepil: pe3ynbTaTiB fOBIOCTPOKOBUX AOCAIAKEHb CTabINbHOCTI Y
6nictepi; no 3 TOB "KYCYM ®APM", peasibHOMY Yaci: 3aTBepAKeHo:
6nictepu B YkpaiHa TepMiH NpuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
KapTOHHI ynakosL,i npugaTHocTi 3 poku. BBeAeHHS 3MiH NpOTArom 6-Tu MicauiB
nicns 3aTBepKeHHs
187. | CEPBOHEKC® | Tabnetku, BKpUTI KYCYM IHAis KYCYM XENTXKEP IHAis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3MiHu | Tuny - - UA/15767/01/02
060/10HKOH0, M0 10 XENTXKEP MBT NTA, IHais 3MiHM 3 iKOCTi. [OTOBWIA Nikapcbknii 3aci6. CTabinbHICTb. 3MiHa
Mmr in bulk Ne NBT NTA y TepMiHax NpuaaTHOCTi abo yMoBax 36epiraHHs roToBOro
14x240: no 14 niKapcbKoro 3acoby (36i/bLUeHHs TepMiHy NpUAATHOCTI FOTOBOrO
Tabnetok y nikapcbkoro 3acoby) - [ns ToproBoi ynakoBky (MiATBEPAKYETLCSA
6nictepi; no 240 [aHVMU peanbHOro yacy) - 36ibLIEeHHS TePMiHY NPUAATHOCTI
6nictepis y rOTOBOrO /1iKapCbKOro 3ac00y Ha OCHOBI NMO3UTUBHUX

KapTOHHI KOpoOLj

pesynbTaTiB AOBrOCTPOKOBUX AOCAIAKEHb CTABINBHOCTI Y
peasibHOMy yaci: 3aTBepAXXeHO:
TepmiH NnpuaaTHOCTI 2 poku. 3anponoHoBaHo: TepMiH
npuaaTHocTi 3 pokn. BBeAeHHs 3MiH NPOTArom 6-Tn MicsiLiB
nicns 3aTBepAkeHHs
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3acoby 20
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188. | COPLE®® rpaHynun ans AJIKANOIL, Pecny6nika Ankanoig AL-Ckon'e Pecny6nik BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 3a UA/11157/01/01
opasibHOT cycneHsil Al - Ckon'e MakefoHis a 3MiHM | TUNy - 3MiHa y MeToax BUNpobyBaHHSA roToBOro peyenmom
100 mr/5 mn ansa 60 MakefoHist | nikapcbkoro 3acoby, BHECEHHS 3MiH 4O METOAY BMNPOGYyBaHHS
M/1 cycneHsii: no 32 BEPX 3a noka3Hukom "KinibkicHe BU3Ha4YeHHs HaTpito 6eH3oary",
[ rpaHynaty y 30Kpema: 3MiHW B MifroToBLi BUNPO60BYBa/IbHOrO PO3YNHY -
chnakoHi 3 OHOBJ/IEHHA PO3PaxyHKOBOT hOpMyNn. BHeCeHHs 3MiH [0 MeToay
nnacTMacosolo BMNpOOGYBaHHSA 3a NokasHUkoM "MikpobionoriyHa uncroTa”,
MipHOI JTOXKOIO B 30Kpema: YyTOYHEeHHs1 061aHaHHSA, NPo6oniAroToBKa 3paska a1
KapTOHHI kopo6uyj; BM3HauyeHHs Escherichia coli; pegaxuiiiHi npasku; 3miHu | Tvny -
ans 100 mn 3MiHa y MeTogax BunpobyBaHHSA roTOBOro NiKapcbkoro 3acooby,
cycnensii: no 53 r BHECEHHS 3MiH 40 MeToAy BunNpobysaHHa BEPX: - 3a
rpaHynaTy y nokasHukom «KinbkicHe BU3HauYeHHs Ledikcumy» - 3MiHa B
donakoHi 3 yMoBax xpomaTtorpadyyBaHHs, niroToBka BUNpPo60ByBa/IbHOTO
n1acTMacoBoo PO34MHY; OHOBJ/IEHHSA PO3PaxyHKOBOI POPMY/IN; BHECEHHS 3MiH
MipHOIO JTOXKOH B [0 meToay BMNpo6yBaHHs BEPX: - 3a nokasHukom "CynyTHi
KapTOHHIA KopooLi [LOMILLKM" 3MiHa B YMOBax xpomarorpadysaHHs, NiArotoska
BMNPOBOBYBa/IbHOIO PO34MHY; OHOBJ/IEHHS PO3PaxyHKOBOI
dhopmym
189. | CTAMAPUN NOpoLUOK AN CaHodi PpaHuin NOBHUIA LMKN PpaHuia/ BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/16354/01/01
BAKUWHA ANA | cycneHsii gns Mactep BUPOGHMLTBA, YropwmHa 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta chapmakoHarnsgay (iHwi peyenmom
MPO®INAKTUK | iH'eKUiii, He MeHLLe 3anoBHEHHS, 3MiHW) - [loAaBaHHSA aflbTepPHATUBHOI BTOPUHHOT YNakoBKU 3
N XXOBTOI Hi>X 1000 MO/pn03a; niodinisayis, neperHHe BIANOBIAHUM MapKyBaHHAM Y 3B'A3KY 3 BNPOBaKEHHAM
NNXOMAHKN no 1 gosiy Ta BTOPUHHE Crparterii komnanii «CaHodi Mactep» Wwoa0 60poTbou 3
(KNBA dhnakoHi Ta naKyBaHHs, KOHTPO/Tb thanbcudikoBaHO NPOAYKLED, B paMKax SKoi byae
ATEHYNOBAH PO3UYMHHUK (HaTpito SIKOCTI, BUMYCK cepil; BMKOPUCTOBYBATNCb MEXaHI3M KOHTPO/ItO NEPLLOro PO3KPUTTSA

A)

xnopwvg, soga ans
iH'ekwyjin) mo 0,5 mn
y nonepesHL0
3anoBHEHOMY
Lunpuuy 3
NPUKPINIEHOI0
ro/ikoto; no 1
hnakoHy 3
nopoLukomM Ta no 1
nonepegHL0
3anoBHEHOMY
Lwnpumuy 3
NPUKPINIEHOO
rOMIKOK B
KapTOHHIA KopooLi
abo B CTaHOApPTHO-
€KCMOPTHIl
ynakoBLi B
KapTOHHI kopo6uyj;
no 1 gosiy
dhnakoHi Ta
PO3UYNHHVK (HaTpito
xnopwvg, soga ans
iH'ekujin) no 0,5 mn

MOBHWIA LKA
BVMPOGHMLTBA,

nepBuUHHE Ta BTOPUHHE

nakyBaHHs1, KOHTPO b
AKOCTI Ta BUMyCK cepii
PO3UMHHYMKA:
CaHocpi MNactep,
®paHuis;

nepBuUHHE Ta BTOPUHHE

nakyBaHHS, KOHTPO/b

SIKOCTI, BUMYCK cepil;
MOBHWIA LKA
BVMPOGHMLTBA,

nepBuUHHE Ta BTOPUHHE

nakyBaHHs1, KOHTPO/b
AKOCTI Ta BUMYyCK cepii
PO3UMHHUMKA:
CaHocpi MNactep,
®paHuis;

MOBHWIA LKA
BVMPOGHMLTBA,
nepBUHHE NaKyBaHHS,

(knanaH-Haknelika abo eTnkeTka KOHTPOJIHO NEepPLLOro
pO3KpUTTS). TEPMiH BBEAEHHS 3MiH - NPOTArOM 6-TW MicsLiB
nicns 3aTBepKEHHS; 3MiHU | TNy - AAMIHICTpaTUBHI 3MiHW.

3MiHa HaliMeHyBaHHS1 Ta/abo agpecu 3asiBHMKa (B/1aCHMKa
peecTpaviiiHOro NoCBigYEHHS) - 3MiHa HaliMeHyBaHHS Ta afgpecu
3asBHMKa (B1lacHWKa peecTpauiliHoro noceigyeHHs1) TepMiH
BBE/EHHS 3MiH - MPOTAroM 6-Tv MICALIB MiCNA 3aTBEPAKEHHS
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nocsioYeHHs1

y nonepesHL0 KOHTPO/b SIKOCTI
3anoBHEHOMY PO3UMHHMKA:
LINpULy 3 OAHIE CAHO®I BIHTPOIN
abo gsoma IHOACTPIA, ®paHuis;
oKpeMumu
ronkamu; no 1 BTOPVHHE MaKyBaHHS:
dhnakoHy 3 CaHodpi-ABeHTIC
nopoLLKom Ta no 1 Mpaiisit Ko. N14,,
nonepeaHL0 YropwuHa
3anoBHeHOMY
wnpuyy 31 a6o 2
OKPeM1MU rosikamu
y 6nicTtepi B
KapTOHHiiA Kopo6Li
abo B cTaHJapTHO-
€KCMOPTHIN
ynakoBLii B
KapPTOHHI KOpooLj

190. | CYNEPBIT TabneTtkn AT YkpaiHa AT "KMUIBCbKUI YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5698/01/01
XyBaUibHi; no 10 "KNIBCbKWI BITAMIHHUWIA 3ABOL" 3MiHY | TUNY - BBEAEHHS HOBOTO BMPOOHUKa A®I LIMHK 3 peyenma
Tabnetok y BITAMIHHWIA nogaHHam Hoeoro CepTtudikata RO-CEP 2012-347-Rev 02
6nictepi; no 3 3ABO4"
6nicTepn y nayui

191. | TAPLUEBA® TabneTku, BKpUTI ®.XopcpmanH | LUseliyapis Brpo6HMUTBO ITania/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3MiHu | Tuny - 3a UA/5372/01/02
NNiBKOBOO -Ns Pow Ntg, Hepo3dghacoBaHol Lseiiuapi AZMiHICTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu peuenmom
060/10HKOt0, Mo 100 npoAyKLUii, naKyBaHHs, A MiCLil MPOBaKEHHS AiS/IbHOCTI BUPO6HMKa/iMnopTepa roToBoro
mr; no 10 TabneTok BUMNPOOYBaHHSA NikapcbKoro 3acoby, BK/IKOHA0UM AinbHULI BUNYCKY cepii abo

y 6nicTepi; no 3
6nictepu B
KapTOHHI KopooLi

KOHTPO/IHO AKOCTi:
[Jenbdapm MinaHo,
C.P.N., Itanisa

MNakyBaHHs:
IBepc-Jli Al', WBeliyapis

BrnpobyBaHHs
KOHTPO/HO AKOCTI,
nakyBaHHS:
®.XothbdpmaHH-/15 Powwu
NTa, Weeiiuapis

Brpo6HMUTBO
Hepo3dhacoBaHol
npoaykuii,
BMNPOGYBaHHSA
KOHTPOJIH0 AKOCTI,
BUNYCK cepil:
®.XothbdpmaHH-/15 Powwu
Jita, Weeliuapis

MicLie NpoBeAEHHSA KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/iMNOPTEp, BK/OYAKOYM BUMYCK Cepild) -
3MiHa Ha3BW Ta agpecy BUpobHuka ®. XoddmaHH-/19 Pow /174,
LLBeiiapis (Bunyck cepii), 6€3 3MiHM MicLisi BUPOGHULTBA
(BBeAeHHs 3MiH NPOTAroM 6-TW MiCALB NiCNs 3aTBEPAKEHHS);
3MiHY | TUMy - AAMiHICTPaTUBHI 3MiHW. 3MiHA HaliMEeHyBaHHSA
Ta/abo agpecun micLa NpoBaMKEHHS AiNbHOCTI
BMPO6GHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IH0YAKUM AiNbHULj BUMYCKY cepil abo micue npoBefeHHS
KOHTPO/O SIKOCTI. (ZisS/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEpP, HE BK/IKOYAKYM BUMYCK Cepil) - 3MiHa Ha3BK
Ta agpecu BUpo6HukiB ®.XodhdmaHH-/1a Pow /114, LBeiiuapis,
IBepc-Ni AT, LWBeliyapis, 6e3 3mMiHM MicLa BUPOGHULTBA
(BBeAeHHs 3MiH NPOTAroOM 6-TW MICALB NiCNs 3aTBEPAKEHHS);
3MiHM | TUny - AAMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpoGHMYOT
OinbHUUI (BKAOYaOUM AinbHULL Ana AP, NPOMDKHOTro NpoaykTy
ab0 roToBOro nikapcbkoro 3acoby, AiNbHUL 415 NPOBEeAEHHS
nakyBaHHS, BUPOGHMKa, BiMNoBigasIbHOro 3a BUMYCK cepili, Micue
NpoBeAEeHHS KOHTPOO cepil) abo noctavasibHMKa BUXiLHOrO
mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLLO
3a3HaYeHO Y JOCBE) - BUIYUYEHHA BUPOOHUYMX Ai/TbHULD
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Bunyck cepii:

®.XochbdpmaHH-/153 Powwu

NTpa, Weeiiuapis

Kpemepc Ypb6aH ®apmacbioTikan3 IHk, CLUA 3 BUpo6HULITBA
Hepo3dhacoBaHOl Npoaykuii, Pow ®apma All, HimeuunHa 3
BMNPOOYBaHHSA KOHTPO/IIO SKOCTi (BBEAEHHS 3MiH NPOTArom 6-n
MicALiB Micna 3aTBepKeHHs); 3MiHU | Tuny - 3MiHW 3 AKOCTI.
[oTOBWIA NiKapCbKWii 3aci6. 3MiHM Y BUPOGHULITBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYIOTLCS BUMNYCKY CEpii Ta KOHTPO/I0
SIKOCTi rOTOBOrO flikapcbKoro 3acoby (3amiHa abo fofaBaHHA
BMPOOHUKa, LLO BiANOBIAAE 3a BBE3EHHS Ta/abo BUMYCK cepil) -
He Bktoyaroum KOHTPONb/BUNPOGYBaHHA Cepil - BBEAEHHS
BUpo6HUKa ®.XodhdmaHH-/1a Pow /114, Biagykrwtpacce 33,
4051 Bbasenb, LBeliuapis, BignoBigabHOTo 3a BUNYCK cepil
(BBeAeHHs1 3MiH NPOTAroM 6-TW MICALIB NiCNs 3aTBEPAKEHHS);
3MiHM | TNy - AAMiHICTPaTWBHI 3MiHW. 3MiHA HaliMEeHyBaHHs
Ta/abo agpecy MicLsA NPOBaKEHHS Ais/IbHOCTI
BMPO6HMKa/iMnopTepa roToBoro fikapcbkoro 3acoby,
BK/THOYAOUN AiNbHULI BUMYCKY cepii abo Micue npoBefeHHs
KOHTPOIO AKOCTI. (AiANbHICTb, 3a 5Ky BiAnoBigae
BMPOGHMK/IMNOpPTEpP, HEe BK/IKOYAKYM BUMYCK Cepiii) - 3MiHa Ha3BK
Ta agpecu Bupo6Huka i3 Pow C.n.A., ITania Bia Mopenni 2,
20090 Cerpare (nposiHuia Minan), Itanis Ha Jensdapm
MinaHo, C.P.J/1. Bia KapHaBane 1, 20090 Cerpare (MpoBiHL,is
MinaH), ITanis, 6e3 3miHu Micus BUpo6bHuLTBa (BBEAEHHS 3MiH
NPOTArom 6-T1 MIiCALIB MiCNA 3aTBEPMKEHHS); 3MiHW | TNy -
AAMiIHICTpaTUBHI 3MiHW. BunyyeHHs BUPOGHNYOT AinbHUL
(BKNtOYAOUM AinbHUL ana APl IPOMIKHOIO NPOoAyKTY abo
roTOBOrO /1iKAPCbKOro 3acoby, AiNbHULI 415 NPOBEAEHHSA
nakyBaHHs, BUPOGHMKa, BigMNoBigasIbHOro 3a BUMYCK cepili, Micue
npoBeAeHHSA KOHTPOIO cepil) abo noctavasnibHMKa BUXiLHOro
mMartepiany, peareHTy abo AONOMDKHOT PEYOBMHU (SIKLLO
3a3HayeHo y A0cbe) - BunyueHHs BupobHuka Pow C.n.A., Itanis
BiANOBIAA/ILHOIO 3a BUNYCK cepii (BBeAeHHS 3MiH NpoTAroMm 6-tn
MicsLIB MiCNsA 3aTBEPAKEHHS)

192.

TAPLIEBA®

TabneTku, BKpUTI
NNiBKOBOIO
060/10HKO0, 1Mo 150
mr; no 10 TabneTok
y 6nicTepi; no 3
6nictepu B
KapTOHHI KopooLi

®.XodpcpmaHH
-Na Pow Nt

LLBeiuapis

Brpo6HMUTBO
Hepo3dhacoBaHol

NpoAyKuii, NaKyBaHHs,

BMNPOGYBaHHSA
KOHTPOSIIO SKOCTI:

[Jenbdapm MinaHo,

C.P.N., Itanis

[NakyBaHHs:

IBepc-Ni Al', LLseliuapis

BunpobyBaHHs
KOHTPO/IHO AKOCTI,
nakyBaHHS:

®.XothbdpmaHH-/15 Powu

Nta, Weeiiuapis

ITania/
LBeiiuapi
o

BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny -
AnMiHiCTpaTMBHI 3MiHU. 3MiHa HalilMeHyBaHHs Ta/abo aapecu
MiCLil NMPOBaKEHHS AisS/IbHOCTI BUPOOHMKa/iMnopTepa roToBoro
niKapcbKoro 3acoby, BKIKOYAKUN AiNTbHNL BUNYCKY cepii abo
MicLie NPOBeAEHHSA KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiANoBiAae BMPOGHMK/IMNOPTEp, BK/IKOYAKOYM BUMYCK Cepild) -
3MiHa Ha3BM Ta agpecy BUpobHuka ®. XoddmaHH-/19 Pow /174,
LLiBeiiapis (Bunyck cepii), 6€3 3MiHM MicLisi BUPOGHULITBA
(BBEAeHHS 3MiH NPOTArOM 6-TW MICALB NiCNS 3aTBEPAKEHHS);
3MiHM | TRy - AAMiHICTpPaTWBHI 3MiHU. 3MiHA HaliMEeHyBaHHSA
Ta/abo agpecu micLa NpoBaMKEHHS AisNbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Nikapcbkoro 3acoby,
BK/IOYAI0UY AiNbHULj BUMYCKY cepil abo micue npoBeeHHS
KOHTPO/O SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/IMNOPTEP, HE BK/IKOYAYM BUMYCK Cepili) - 3MiHa Ha3BK
Ta agpecu BUpo6HukiB ®.XodhdmaHH-/1a Pow f114, LLBeiiuapis,
IBepc-/li AT, LLBeliyapis, 6€3 3MiHU MicLs BUPOBGHULTBA

3a
peyenmom

UA/5372/01/03
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n/n

Hassa
JliKapcbKO20
3acoby

dopma sunycky

3asBHUK

KpaiHa

Bupo6Huk

Kpaina

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocsioYeHHs1

Bupo6bHuuTBO
Hepo3dacoBaHOl
npoayKuii,
BMNPO6YBaHHSA
KOHTPOJIHO SIKOCTI,
BMNYCK Cepil:

. XodhdpmaHH-/15 Polu
N1, Weeiiyapis

Bunyck cepii:
& . XothbdpmaHH-/15 PoLu
Nta, Weeiiuapis

(BBELEeHHS 3MiH NPOTArom 6-Tv MiCALIB MiCNs 3aTBEPOKEHHS);
3MiHW | TNy - AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHMYOT
AinbHULUI (BKOYaoumM AinbHuUi 4ns A®l, npomikHOro NpoaykTy
ab0 roToBOro NikapcbKoro 3acoby, AiNbHULI ANs NpoBeAEeHHS
nakyBaHHs, BUPOGHUKA, BiAMOBIAAILHOMO 3a BUNYCK Cepild, MicLe
NpOBeAEHHS KOHTPOSHO cepii) abo nocTavasibHMKa BUXIAHOTO
maTepiasy, peareHTy abo AONOMiIXHOT PeYOBMHM (SKLLLO
3a3HaYeHo y A0CLE) - BUTYUYEHHS BUPOBHNYMX AiNIbHULb
Kpemepc YpbaH ®apmacbioTikans IHk, CLUA 3 BUpo6HMUTBa
Hepo3dhacoBaHOl Npoaykuii, Pow ®apma Al', HimeyunHa 3
BUNPOBYBaHHA KOHTPO/IIO SKOCTI (BBEAEHHS 3MiH NPOTArom 6-Tu
MicALIB MiCNSA 3aTBEPAKEHHS); 3MiHM | TUMY - 3MiHK 3 SKOCTI.
[oTOBWIA NNikapcbknii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3aMiHn, LLI0 CTOCYIOTLCSA BUMNYCKY Cepii Ta KOHTPOS0
AKOCTI FOTOBOrO NiKapCbKOro 3acoby (3amiHa abo foAaBaHHSA
BMPOGHUKa, LLIO BiNOBiAaE 3a BBE3EHHA Ta/abo BUNYyCK cepil) -
He BK/It0O4a0un KOHTPOSIL/BUNPOBYBAHHSA Cepil - BBEAEHHS
BMpOGHMKa ®.XodhdmaHH-/1a Pow /114, BiagykTwTpacce 33,
4051 Basens, LLBeliyapisi, BiagNoBigaIbLHOroO 3a BUNycK cepil
(BBeAeHHS 3MiH NPOTAroM 6-TW MiCALB NiCNS 3aTBEPKEHHS);
3MiHM | TRy - AAMIHICTPaTUBHI 3MiHU. 3MiHA HaliMEeHyBaHHSA
Ta/abo agpecy MicLsA NPOBaXEHHS AiS/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro NikapcbKoro 3acoby,
BK/IOYAI0UM AiNbHULj BUMYCKY cepil abo micue npoBefeHHS
KOHTPOJO SIKOCTI. (Ais/IbHICTb, 3a SIKy BiAnoBigae
BMPOGHMK/iMMOPTEp, HE BK/IKOYAKUM BUNYCK Cepili) - 3MiHa Ha3BU
Ta agpecu BUpo6bHuka i3 Pow C.n.A., ITania Bia Mopenni 2,
20090 Cerparte (npoBiHuia MinaH), ITania Ha Aenbcapm
MinaHo, C.P./1. Bia KapHasane 1, 20090 Cerparte (NpoBiHL,is
MinaH), ITanis, 6e3 3miHu micus BUpobHuLTBa (BBEAEHHS 3MiH
NPOTAroM 6-Tu MiCALIB NiCNA 3aTBEPXKEHHS); 3MiHK | TUny -
AOMIHICTPaTMBHI 3MiHU. BUy4yeHHs1 BUPOGHNYOI AinbHUL
(BrIrovatoum dinbHuui ans A®l, npoMixXHOro NpoaykTy abo
roTOBOrO /liKapCbKOro 3acoby, AiNbHML A8 NPOBeAeHHS
nakyBaHHs, BUPOGHUKA, BiAMOBIAAILHOMO 3a BUNYCK Cepild, MicLe
NpPOBeAEHHS KOHTPOSHO cepii) abo nocTavasibHMKa BUXIAHOTO
maTepiasy, peareHTy abo AONOMiIXHOT PEYOBMHM (SKLLLO
3a3HayeHo y J0CbE) - BunyyeHHs Bupo6Huka Pow C.n.A., ITanis
BiANOBIAA/IbHOIO 3a BMUNyCK cepii (BBeAEeHHS 3MiH NpoTArom 6-tu
MicALiB Nic/a 3aTBepAKEHHS)

193.

TEKTA
KOHTPON®

Tabnetku
racTpopesnCTeHTHi
no 20 mr no 7 abo
no 14 TabneTtok y
6nictepi, no 1
6nictepy B
KapTOHHI Kopoo6Li

Takega M'm6X

HimeyunHa

AgsaHc ®apma Mm6X,
HiMeuyunHa (HaHeceHHs
NoKpUTTS Ha agpa
Tabnetok); Takega
m6X, micue
BMpPOBOHULTBA
OpaHieHbypr,
HimeuunHa
(BUPOBHMLTBO 3a

HimeyunH
a

BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis:
3MiHM | TUMY - NOAAHHA OHOBMIEHOTO cepTudikaTa BifnoBigHOCTI
€Bponeiicbkili hapmakonei Ne R1-CEP 2007-246-Rev 02
4ns pitoyoi pevosrHKn Pantoprazole sodium sesquihydrate Big,
BXe 3aTBepxeHoro BupobHuka Takeda GmbH, sk Hacnigok
3anponoHoBaHo; Re-test period: 24 micauj; 3miHu | TUnYy -
noAaHHA OHOBMIEHOTO cepTudikaTa BignoBiAHOCTI EBponeichKii
hapmakonei Ne R1-CEP 2007-246-Rev 03 ans gitouoi
peyoBuHM Pantoprazole sodium sesquihydrate Big Bxe

6e3
peyenma

UA/11085/01/01
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
NOBHUM LK/IOM) 3aTBepxeHoro BupobHvka Takeda GmbH, sik Hacnigok
BUAAIEHHS BUPOOHMYOI AinbHULi Takeda GmbH, Production site
Singen, Robert Bosch Strasse 8 78224 Singen, Germany
194. | TUSNH® cnpeii HasaslbHUiA, MakHin Benuka SAMAP OPJIEAH PpaHuin BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/8179/01/01
KCUno po3uuH 0,05 % no MpoaakTc BputaHis 3MiHM | TURY - 3MiHX 3a NOKa3HUKOM «laeHTudikauisa peyenma
10 mn y donakoHi; Niviten KCWIOMeTas3osliHy rigpoxiopua», a came AofaBaHHS HOBOTO
no 1 cpnakoHy y MeToay BuNpobyBaHHA BEPX — [lioAHO — MaTpuyHWii AeTeKTop,
KapTOHHI ynakosLi y BignosigHocTi go sumor ICH Q6A
195. | TUSNH® cnpeii Ha3asIbHUIA, MakHin Benuka SAMAP OPJIEAH ®paHuin BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasiis: 6e3 UA/8179/01/02
KCuUno po3uvH 0,1 % no Mpogaktc BpuTaHis 3MiHK | TUNy - 3MiHK 3@ NOKa3HWKOM «laeHTudikawis peyenma
10 mMn y do1akoHi; Nimiteq KCUIOMeTas30iHy rigpoxopua», a came A0f4aBaHHS HOBOro
no 1 dpnakony y mMeToay BunpobyBaHHA BEPX — [lioAHO — MaTpuYHWii AeTeKTop,
KapTOHHI ynakoBLi y BignosigHocTi go sumor ICH Q6A
196. | TUSUNH® Kpansni HasasibHi, MakHin Benvka SAMAP OPJIEAH dpaHuis BHECEHHS 3MiH A0 peecTpayiiHux maTtepiasiis: 6e3 UA/4817/01/01
KCuno po3uunH 0,05 % no MpogakTc BpuTaHis 3MiHK | TUNY - 3MiHK 3@ NOKa3HWKOM «laeHTudikauis», a came peyenma
10 mMn y d1akoHi; NimiTen [ofaBaHHS HOBOro MeToAy BunNpobysaHHa BEPX — [iogHo —
no 1 cprakoHy y MaTpUYHUIA feTekTop, Y BignosigHocTi 4o Bumor ICH Q6A
KapTOHHI ynakoBLi
197. | TUSNH® Kpanni HasasbHi, MakHin Benuka SAMAP OPJIEAH PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasis: 6e3 UA/4817/01/02
KCUno posuuH 0,1 % no Mpoaaktc BputaHis 3MiHM | TUMy - 3MiHX 38 NOKa3HMKOM «laeHTudikalis», a came peyenma
10 mn y donakoHi; Nimiten [0faBaHHA HOBOrO MeToAy BMNpo6yBaHHs BEPX — fliogHo —
no 1 pnakony y MaTpu4HUiA AeTekTop, Y BignosiaHocTi Ao BuMor ICH Q6A
KapTOHHIlA ynakoBLi
198. | TIAMPOCAH® Tabnetkv no 100 MPO.MEA.LIC Yecbka MPO.MEQ.LIC Mpara Yecbka BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/12821/01/01
mr no 10 TabneTok Mpara a.c. Pecny6nika a.c. Pecny6nik 3MiHM | TRy - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
y 6nicTepi; no 3 Tenucka Tenuycka 377/1, Mixne, a hapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX faHUX
abo 6, abo 9 377/1, Mixne, Mpara 4, 140 00, npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
6nictepiB y Mpara 4, 140 Yecbka Pecnybnika npo cucTeMy chapMakoHarnsay, 3MiHa ynoBHOBaXKeHOoT ocobw,
KapTOHHIA KopooLi 00, Yecbka PRO.MED.CS Praha BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTaKTHOT
Pecny6nika a.s. ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iICHEHHSA
PRO.MED.CS Telcska 377/1, Michle, hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Bif,
Praha a.s. Praha 4, 140 00, Czech YNOBHOBaXEHOT 0C06U, BiANOBIAAILHOI 32 34iiCHEHHS
Telcska 377/1, Republic hapmakoHarnsagy (Bkaovatouy KOHTaKTHI AaHi) Ta/abo 3miHn y
Michle, Praha pO3MilLEeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
4, 140 00, KOHTaKTHOI 0Co6U 3 chapMakoHarnsay 3asBHVKa 4151 34iACHEHHS
Czech hapmakoHarnsgy B YKpaiHi, Ko BOHa BiAMiHHA Bif,
Republic YMOBHOBaXEHOT 0co6y, BiANOBIAaIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy (Bkrouvatoum KOHTakTHI AaHi). [itoya pefakuis:
AHTYHeBWY Hagis OnekcaHgpisHa. MNponoHoBaHa pejakuis:
CaBueHko Amutpo CepriiioBny. 3MiHa KOHTAKTHUX AaHuX
KOHTaKTHOI ocobu
199. | TIHFOCAH® Kpanni opasibHi, No Pixapg AscTpis Pixappg bitTHep Al AscTpis BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 6e3 UA/13949/01/01
20 mn a6o 50 mn, BitTHep Al 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta peyenma

a6o0 100 mny
dh1akoHi-

thapmakoHarnsgy. BeeseHHs a6o 3MiHW 40 y3arasibHeHUX AaHuxX
npo cuctemy hapmakoHarisiay (BBefeHHs y3araslbHEHUX AaHUX
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
KpanenbHuyj; no 1 npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0coou,
hnakoHy- BiNOBIAANbHOI 3a 3[jICHEHHS hapMmakoHarnsay; KOHTaKTHOI
KpanesnbHuULi B ocobu 3 hapmakoHarnsay 3asBHVKa AN 34iICHEHHS
KapTOHHI ynakoBLi hapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YNOBHOBaXXeHOI 0c0obK, BifANOBIfaIbHOT 3a 34iACHEHHS
hapmakoHarnsgy (Bkovalouy KOHTaKTHI gaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6u 3 chapmakoHarnsgy
3as1BHMKA A1 34iiCHEHHS1 dhapMakoHarsay B YkpaiHi
200. | TIOUETAM® TabneTtku, BKPUTI NAT YkpaiHa NAT YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 3a UA/0693/01/01
o6onoHkoto, Ne 30 "Tanuucapm” "Kuismegnpenapar” 3MiHW | TUNy - 3MiHK Woao 6e3nekn/ethekTMBHOCTI Ta peyenmom
(10x3), Ne 60 thapmakoHarnsgy, 3MiHW BHECEHi B TEKCT MapKyBaHHS! YMakoBKM
(10x6) y 6nicTepax NiKapcbKoro 3acoby LWoA0 3a3HaYeHHs MiXXHAPOAHMX NO3HaYeHb
y nauui OAVHWLb BUMIPOBaHHS. BBEAEHHS 3MiH NpoTArom 6 micauis 3
AaTn aTBepKeHHs
201. | TOHMNHAN® Kpanni opasbHi, No Pixapa ABCTpist Pixapa bittHep Al ABCTpist BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/5009/01/01
20 mn a6o 50 mn, BitTHep Al 3MiHK | TUNy - 3MiHK WoA0 6e3nekn/edhekTUBHOCTI Ta peyernma
a6o 100 mny hapmakoHarnsgy. BeegeHHs abo 3MiHM [0 y3ara/ibHEHNX JaHuX
chnakoHi 3 npo cuctemy chapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
KpanesbHUM npo cuctemy chapmakoHarnsgy, 3MiHa ynoBHOBaXeHOoT ocobw,
[03atopom; no 1 BiANOBIAA/ILHOI 32 34iiCHEHHA dapMakoHarnsagy; KOHTakTHOT
donakoHy y 0cobu 3 hapmMakoHarnsay 3asBHuKa ans 34iliCHEHHS
KapTOHHI ynakosL,i hapmakoHarnsgy B YKpaiHi, SKWo BOHa BiAMiHHA Bif,
YMOBHOBaXeEHOT 0co6y, BiANOBIAAILHOI 3a 34iiCHEHHS
hapmakoHarnagy (BKIYaoumn KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cuctemn hapmakoHarnsagy) - 3miHa
KOHTaKTHUX AaHVX KOHTaKTHOT 0cobu 3 chapmakoHarnsgy
3asBHMKA 4151 34iICHEHHA ddapMakoHarnsay B Ykpaii.
202. | TPUOEPM® Kpem, no 15rB LUepiHr-Mnay Lseliyapis | WepiHr-rnay Sla6o H.B. Benbris BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiaiis: 3a UA/2022/01/01
anoMiHieBIl Ty6i; CenTpan Ict BUNPAaB/IEHHS TEXHIYHOT NOMUNKM Y MeTOoAaxX KOHTPOJIHO AKOCTI peuyenmom
no 1 1y6iy Al (p.3.2.P.5.1) y cneumndikauii Ha BUMyCcK Ta TEPMiIH NpUAATHOCTI
KapTOHHII kopooLj; 3a po3ainiom «KinbKicHe BU3HAYEHHS» Y KPUTEPISAX MPUAHATHOCTI
no30rB 6y10 NPONYLLEHO HyNi Y BiACOTKOBUX 3HAYEHHAX
anoMiHieBIl Ty6i;
no1Tty6iy
KAPTOHHI KOpoO6LLi
203. | TPOKCEFE/Ib® | renb2%no40ry NAT Ykpaina NAT YkpaiHa BHECEHHS 3MiH [0 peecTpavjiitHux maTepianis: 6e3 UA/1083/01/01
Ty6i; no 1 Ty6i y "KviBmegnpen "KviBmegnpenapart” 3MiHM | TUny - 3MiHU W0 6e3nekn/edhekTUBHOCTI Ta peyenma
nauLii i3 kapToHy apar” thapmakoHarnsgy - OHOB/IEHHSA BXe 3aTBEPAXXEHOr0 TEKCTY
MapKyBaHHS BTOPVMHHOI Ta NEPBUHHOT YNakoBKN MikapCbKoro
3ac06y 3 BHECEHHSIM A0AaTKOBOT iHhopmaLii (BHECEHHS
no3Ha4yeHb OAVHMLbL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM NiTep
naTvHCbKOro andasiTy Ta Towo). BBefeHHs 3MiH NpoTsarom 6-u
MiCsILiB Micnsi 3aTBEPAKEHHSI
204. | TPYBAOA® TabneTtku, BKPUTI lneap CLWA lnean CaileHcus Ipnangis/ BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiasnis (MOBTOPHUIA 3a UA/8375/01/01
NNiBKOBOIO CalieHcus [HK. AlieneHg HOC, IpnaHgis HimeuyunH | posraspg): 3miHu Il Tuny - 3MiHn Wwoa0 6e3nekn/edpekTMBHOCTI Ta |  peyenmom
060/10HKOH, Mo 200 (BUNYCK cepiid, a hapMakoHarnisay. 3MiH1 y TepaneBTUYHMX NOKa3aHHSAX
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
mr/300 mr; no 30 nepBUHHA Ta BTOPUHHA (hofaBaHHS HOBOrO TepaneBTUYHOIO NoKasaHHA abo 3miHa y
Tabnetok y ynaKoBKa, KOHTPO/1b 3aTBEPKEHOMY NOKa3aHHI) - 3MiHN BHECEHO [0 IHCTPYKLUi AN
chnakoHi; no 1 AKOCTI); MeJ[MYHOro 3aCTOCYBaHHS NikapcbKoro 3acoby o po3ainy
dhnakoHy B "Moka3saHHA", K HacMiAoK AONOBHEHO iHGhopMAaLLio B po3aiiax
KapTOHHIA Kopoo6Li Takega MM6X IHCTPYKLi AN8 MeAMYHOro 3aCTOCyBaHHSA NiKapcbKoro 3acoby y
HimMeyunHa ' ",EI,ITel/I "¢a_1ngKonor|qH|_ BNacTUBOCTI", "ﬂpOTVII'IOK'a361'HHFI",
(BUPOGHNLTBO B3aemopjs 3 iHLWMMM NikapCbKMM 3acobamu Ta iHWi Bran
' B3aemMogiin", "OcobnmBocTi 3acTocyBaHHsA", "Cnoci6
nepBUHHA Ta BTOPYHHA Bt
YNAKOBKa, KOHTPOTb 3acTocyBaHHA Ta fosu”, "[itn", Mo6iuHi peaKu,u. (B|_3ep,eHHﬂ
AKOCTI): 3MiH NPOTSAroM 6-Tu MicALB nicns 3aTB(_ep,q>KeHHﬂ), 3MiHu 1l Trny
' - 3MiHM Wopao 6e3nekn/ethekTUBHOCTI Ta hapmakoHarnsgy.
3MiHU Y KOPOTKili XapakTepucTuLj NiKapCbKoro 3acoby, TeKCTi
KataneHT [xepmari MapKyBaHHS Ta iHCTPYKL,iT 415 MeANYHOro 3aCTOCyBaHHA Y
WopHaopd Mm6X, 3B'AA3KY i3 HOBVMU JaHUMW 3 SKOCTI, AOKNIHIYHUMMW, KIIHIYHUMUN
HimeyunHa (nepBrHHA AaHUMKN Ta faHvmu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
Ta BTOPVHHA YNakoBKa); IHCTPYKUIi ANA MEeAUYHOTO 3aCTOCYBaHHS NikapcbKoro 3acoby Ao
po3giny "Oco6nBOCTi 3aCTOCYBaHHA" LWOAO0 MUTOXOHAPIAIbHOT
. TOKCUYHOCTI y giTeli Ha ocHoBi MITOC pocnigpkeHb (BBeaeHHS
MinmayHT Xesckea . S
: 3MiH MPOTArOM 6-TW MiCALiB NiCNA 3aTBEPIKEHHS).
ITA,, Ipnanais (3aTBeppxeHo HakazoMm MO3 YkpaiHu Ne 1186 Big,
(BTOpUHHA ynakoBKa) 28.05.2019)
205. | TPYBAJA® TabneTtkn, BKPUTI lneag CWA lneag CalieHcus HimeuumnH BHECEHHS 3MiH 4,0 peecTpayiiHux maTtepiais: 3a UA/8375/01/01
NNiBKOBOIO CalieHcus, IHK. Alieneng tOC, IpnaHgis a/ 3MiHM | TUMY - 3MiHW [0 IHCTPYKLiT 4718 MeANYHOro 3acTOCyBaHHS peyenmom
060/10HKOH0, M0 200 (Bunyck cepii, IpnaHgis nikapcbKoro 3acoby fo po3sainis "OcobMBOCTI 3aCTOCyBaHHSA"

mr/300 mr no 30
Tabnetok y
donakoHi; no 1
chnakoHy B
KapTOHHI KopooLi

nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPO/b
AaKocTi); Takega M'v6X,
HimeuunHa
(BUpO6HMLTBO,
nepBUHHA Ta BTOPUHHA
ynakoBka, KOHTPO/b
AKocTi); KataneHt
xepmaHi LWopHaopd
'm6X, HimeyunHa
(nepBrHHa Ta BTOPUHHA
ynakoska); MinmayHT
Xenckea /T4, IpnaHgis
(BTOpMHHA ynakoBKa)

Ta "Mob6iyHi peakuyii" woao ninogucTpodii Ta MeTaboiuHMX
napamMeTpiB Ha OCHOBI pekomeHaauii PRAC; 3minu Il Tuny -
3MiHW [0 IHCTPYKLUiT A1 MeAWYHOro 3aCTOCYBaHHS /iKapCbKOro
3acoby Ao po3giny "OcobnmBoCTi 3aCTOCyBaHHA" LWOAO0 GinbLu
3HAYHOrO 3HVDKEHHS MiHEepasibHOT LWiNIbHOCTI KICTOK y NaLjieHTIB
SIKi NpuiiMatoTb TEHOOBIPY AM30NPOKCUy pymapaT (aaHi
KAiHiYHOrO AocnigpkeHHs GS-US-104-0423).; 3minu Il Tuny -
3MiHM A0 IHCTPYKLIT 4151 MeAUYHOro 3acTOCyBaHHS NiKapCbKoro
3acoby A0 po3ainy "B3aemogis 3 iHWMMK NiKapCbKUMMn
3acobamu Ta iHWi BUAKM B3aEMOi" LWoA0 napaMeTpiB B3aEMOZ,i
emMTpuumMTabiHy, TeHOOBIpy AM30NpoKcuny oymapary,
nepinacsipy, cohocbyBipy Ta fonyTerpasipy Ha OCHOBI AaHUX
KniHiYHoro gocnimkeHHs GS-US-377-1501, o posginis
"Oco6nMBOCTI 3aCTOCYBaHHA"Ta "B3aemogis 3 iHWnMun
nikapcbkvMU 3aco6amMu Ta iHLi BUAY B3aEMOZIi" 1woao
noTeHLiiHOT B3aeMOgji neginacsipy Ta codhocbysipy, Sk y
KOMGiHaLii Tak i OKpemo i3 TeHOddOoBIpY AM30MPOKCUTY
oymapaToM, OHOBEHHS po3Ainy "To6iyHI peakuii™ woao
4acToTK NOsIBM NPOKCMMasIbHOT HUPKOBOI TybynonaTii o
nokasHuka "HeyacTto", fo po3ginis "OcobnmMBOCTi 3acTocyBaHHS"
Ta "B3aemogis 3 iHWUMK NikapCbKMMU 3acobamu Ta iHWi BUan
B3aEMOZIN" WoA0 dhapMakoKiHETUYHMX NapameTpiB B3aemogil
TeHodhoBipy Ta codpocbyBipy, 3 METOH BHECEHHS AOAATKOBUX
[aHuX KIiHIYHOro gocnimkeHHa GS-US-342-1167 1a GS-US-
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
342-1326. BBeieHHs 3MiH NPOTArom 6-Tu MicsiLiB nicns
3aTBEPKEHHS
206. | DPAMYNTIAH® Kpanni opasibHi, No Pixapg ABcTpist Pixappg bitTHep Al ABCTpist BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/14131/01/01
20 ab6o 50, a6o 100 BitTHep Al 3MiHM | TUNY - 3MiHK Woa0 6e3neku/edekTMBHOCTI Ta peuenmom
My th/1aKoHi- hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHEHUX JaHuX
KpanenbHuyj; no 1 npo cuctemy dhapmakoHarnsgy (BBefeHHs y3araibHeHUX faHnx
donakoHy- npo cuctemy hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHOoi 0cobum,
KpanenbHuui y BIANOBIAA/IbHOI 3@ 34iiCHEHHA hapmakoHarnsagy; KOHTakTHOT
KapTOHHI ynakoBL,i ocobu 3 hapmakoHarnsay 3asBHuKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, AKLO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0CO6U, BifNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTakKTHI AaHi) Ta/abo 3miHn y
pO3MiLLEHHI MacTep-ghaiina cuctemu hapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHWX KOHTaKTHOI 0co6yu 3 chapmakoHarnsgy
3as1BHMKA 1 34iiCHEeHHs hapMakoHaragy B YKpaiHi.
207. | ®APUHIOCEN | nbofsHuku CaH IHais KK Tepanis AT PymyHis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepianis: 6e3 UA/6511/01/01
T npecoBaHi no 10 PapmMacboThK 3MiHM | TUMY - BUAASIEHHS 3 TEKCTY MapKyBaHHSI BTOHMHHOI peyenma
mr, no 10 an lHpacTpis ynakoBku iHchopmauii Lwoao 2D kogy
NbOASHUKIB Y NimiTen
6nictepi, no 2
6nictepu y
KapTOHHI KOopoo6Lli
208. | PAPUHIOCEN | nbogsHukn CaH IHgis KK Tepanis AT PymyHist BHECEHHS 3MiH A0 peecTpayiiHux maTtepiaiis: 6e3 UA/0019/01/01
T 31 CMAKOM npecosaHi no 10 dapmMacbTUK 3MiHM | TUNY - BUOASIEHHSA 3 TEKCTY MapKyBaHHS BTOPUHHOT peyenma
NMMOHA mr, no 10 an lHpacTpis ynakoBku iHchopmavuii wozao 2D kogy
NbOASHUKIB Y Nimiteq
6nictepi, no 2
6nictepn y
KapPTOHHI KOpooLj
209. | DAPMATEKC cynosuTopii Na6opaTtopis PpaHuis IHHOTepa LUys3i, dpaHuis PpaHuis BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 6e3 UA/1340/03/01
BariHasbHi no 18,9 IHHOTEK (BMPOBGHUK, 3MiHM | TUNY - 3MiHWM BUNPO6YBaHb abo AONYCTUMUX MEX, peyernma
Mmr, no 5 IHTEPHACBIA BignoBigasbHMiA 3a BCTaHOBJIEHNX Y crneuudikauisx, nig vyac BUpO6GHMLTBA rOTOBOrO
Cyno3nTopiiB y OHAJIb BTOPVHHE MaKyBaHHA, nNiKapcbKoro 3acoby - KOpUryBaHHs Temneparypu
6nictepi, no 1 abo KOHTPO/b Ta BUMYCK TepMohopMyBaHHS Ta TEPMO3BapOBaHHSA NEPBUHHOI YNaKOBKM
no 2 6nictepu B cepii); FOHiTep JlikBig, 015 MOKPALLeHHS YnTabeibHOCTI TUCHEHHS HOMepY cepil Ta
KapTOHHIA KopooLi MaHyhekuypiHr, TepMiHy NpPUAATHOCTI Ha NEPBUHHIN yNakoBLji NikapcbKoro
PpaHLis (BUPOOHUK, 3acoby
BignoBigasbHMi 3a
BMPO6HULTBO in bulk,
nepBUHHE Ta BTOPUHHE
nakyBaHHS, KOHTPO/b
cepii)
210. | PEPUHXXEKT® | po3uunH gns iH'exuii Bichop LLseiuapis BMPOGHMLITBO HimeuumnH BHECEHHS 3MiH [0 peecTpaviiiHux maTepianis: 3miHu | Tuny - 3a UA/13356/01/01
Ta iHdysiit, 50 (IHTepHewwHn) Hepo3dacoBaHoi a/ 3MmiHu 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. Onuc Ta cknag. peyenmom
Mr/mn, no 2 mn abo IHK. npoaykuii, nepenHHa Ta | LUBeiiuapi 3MiHa y cknagi (4ONOMDKHUX pevyoBUHAX) rOTOBOrO JliKapCbKoro
no 10 mny BTOPVHHA yNnakoBKa: A 3aco06y (iHwWi 3MiHK) MpuBeaeHHSA Ha3BM AONOMDKHOI PEYOBUHMN Y
chnakoHi; no 1 abo BINCO I'vbX, BiANOBIAHICTb A0 OpUriHANIbHOT AOKYMEeHTaL,ii BUPO6HMKaA:
5 dpnakoHiB y HimeyuunHa BBefieHHS 3MiH NPOTAroM 6-TW MICALIB NiC/IA 3aTBEPAKEHHS.
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n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
KapTOHHIA Kopoo6Li 3MiHu | TUNYy - 3MiHK Wopao 6e3nekn/eddekTUBHOCTI Ta
IAT Bionorika MM6X, hapmakoHarnagy (iHwi 3miHn) 3amiHa rpacivyHOro ochopmIeHHS
HimeuunHa NepPBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT MapKyBaHHA
ynakoBOK 3 BignoBigHMMK 3MiHaMu o po3ginis MK /13 (po3ain
BTOPUHHA yNaKoBKa: «[pachiuHe ohopMIEeHHS» 3aMiHEHO pPo3aifioM «MapKyBaHHS»).
BANIJA, LWBeliuapis BBE/EHHS 3MiH MPOTAroM 6-T MICALIB MiC/1A 3aTBEPKEHHS.
BTOPUHHA YNaKoBKa,
[03BIiNT HAa BUMYCK cepii:
Bidhop (IHTepHeLwuHn)
IHK., LLIBeiiLapis
211. | ®ITOCENT® pO34nH AN MPAT YkpaiHa MPAT "®ITO®APM" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasis: 3MiHu | Tuny - 3a UA/11306/01/01
poTtoBsoi "®ITOPAPM" AAMIHICTPaTUBHI 3MiHW. 3MiHa Ha3BW NiKapCbKOro 3acoby peyenmom
NOPOXHUHK no 100 3MiHa Ha3BWU ikapcbkoro 3acoby: 3arBepmxeHo: PITOCEMT.
MY priakoHi 3anponoHoBaHo: PITOCEMNT®. BBefeHHA 3MiH NPOTAroMm 3-x
CKsiHOMY a60 MicSLiB MiCNSA 3aTBEPAYKEHHS.
nonimepHomy, no 1
dhnakoHy B nauui 3
KapToHy; no 100 mn
y donakoHax
CKNsAHMX abo
noniMepHMX
212. | ®NIYTIKCOH NOpPOLLOK AN AT "Apamep, Monbwa Brpo6Huk in bulk: Benbris/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepiasiB: 3MiHa 3asBHMKa 3a UA/12304/01/01
iHransuin, Teepai dapma" AT CMB TekHOonoaxu, Monbla (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peuenmom
Kancynu, no 125 Benbris Bif 23.07.2015 Ne 460) (BBefeHHs 3MiH MPOTArom 6-Tv MicsLiB
MKr, no 10 kancyn y nicnsa 3aTBepXeHHs)
6nicTepi; no 6 abo Bupo6HuK, L0
no 12 6nictepis y Bignosigae 3a
KOMNeKTi 3 nepBMHHE Ta BTOPUHHE
iHranaTopom y nakyBaHHS:
KapTOHHI Kopoo6Li 3aknag
dapmaneBTUYHNIA
Apamepq ®apma C.A,,
Monbwa
Bupo6HuK, L0
BiANOBIAAE 3a KOHTPO/b
Ta BUNYyCK cepil:
Ma6'sHiubKuii
hapMaLeBTUYHWIA
3aBog, Monbha A.T.,
MonbLa
213. | ®NYTIKCOH NOpoLLIOK AN AT "Apaves Monbwa Brpo6Huk in bulk: Benbrisi/ BHECEHHS 3MiH [0 peecTpaLjiiiHMX maTepianis: 3MiHa 3asiBHMKa 3a UA/12304/01/02
iHransuin, Teepai Papma” AT CMB TekHonopxu, MonbLa (BnacHvika peecTpauiiiHoro noceigyeHHs) (3rigHo Hakasy MO3 peyenmom

Kancynu, no 250
MKr, no 10 kancyn y

Benbris

Big 23.07.2015 Ne 460) (BBefeHHs 3MiH NPOTArom 6-Tv MicsiLiB
nicns 3aTBepPAYKEHHS)
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
6nicTepi; no 6 a6o Bupo6HuK, Lo
no 12 6nictepis y Bignosigae 3a
KOMNAeKTi 3 nepBMHHE Ta BTOPUHHE
iHranaTopom y nakyBaHHS:
KapTOHHiiA Kopo6Li 3aknag
dapmaLeBTUYHNIA
Apamepq ®apma C.A.,,
Monbwa
Bupo6HuK, Lo
BiANOBIAAE 3a KOHTPO/b
Ta BUNyCK cepii:
Mab'aHiubkuii
hapmaueBTUYHNIA
3aBog Monbtha A.T.,
MonbLa
214. | ®NYTIKCOH MOPOLLIOK ANsi AT "Apaves Monbwa Brpo6Huk in bulk: Benbrisi/ 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edhekTNBHOCTI Ta 3a UA/12304/01/01
iHransuin, Teepai dapma” AT CMB TekHonogxu, MonbLa thapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arasibHEHUX JaHUX |  peyernmom
Kancynu, no 125 Benbris npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
MKr no 10 kancyny npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT 0cobu,
6nictepi; no 6 abo Bupo6HuK, Lo BiANOBIAA/ILHOI 32 34iiCHEHHSA (dapMakoHarnsay; KOHTaKTHOT
no 12 6nictepis y Bignosigae 3a ocobu 3 hapmakoHarnagy 3asBHvKa Ans 34iIMCHEHHSA
KOMM/IEKTI 3 nepBUHHE Ta BTOPUHHE hapmakoHarnsgy B YkpaiHi, K0 BOHa BiAMiHHA Big,
iHranaTopom y nakyBaHHs: YNOBHOBaXEHOT 0C06U, BiNOBIAAILHOI 32 34iiCHEHHS
KapTOHHI Kopoo6Li 3aknag, hapmakoHarnsagy (Bkaovarouy KOHTakKTHI gaHi) Ta/abo 3miHn y
dapmaneBTUYHNI pO3MilLeHHI MacTep-ghaiina cucteMu papmakoHarnsgy) - 3miHa
Apamep ®apma C.A., KOHTaKTHUX SaHMX YNOBHOB&XEHOI 0COOM 3asBHUKA,
MonbLa BiANOBIAA/IbHOI 3a 34ilicHeHHSA hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0Cco6w, BignoBigasibHOI 3a
Bupo6HuK, Lo 3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi. 3amiHa micus
BiANoBiAaE 3a KOHTPO/Ib 3[iiCHEHHS1 OCHOBHOT AisiNIbHOCTI 3 hapmakoHarnsgy. 3amiHa
Ta BUNyCK cepii: MicLe3HaxoMKeHHsI MacTep-haiina cuctemu dpapmakoHarnsagy
Ma6'aHiLbkuii
hapMaLeBTUYHWIA
3aBog Monbcha A.T.,
MonbLa
215. | ®NIYTIKCOH NOpPOLLOK AN AT "Apamep, Monbwa Brpo6Huk in bulk: Benbris/ 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpeKkTNBHOCTI Ta 3a UA/12304/01/02
iHransuin, Teepai Papma” AT CMB TekHonogxu, Monbla hapmakoHarnagy. BeegeHHs abo 3MiHM [0 y3arafibHEHUX JaHUX |  peyernmom

Kancynu, no 250
MKr, no 10 kancyn y
6nicTepi; no 6 abo
no 12 6nictepis y
KOMM/IEKTi 3
iHranaTopom y
KapTOHHI Kopoo6Li

Benbris

Bupo6HuK, L0
Bignosigae 3a
nepBUHHE Ta BTOPUHHE
nakyBaHHs:
3aknag
dapmaLleBTUYHWI

npo cuctemy chapmakoHarnsgy (BBeAeHHS y3araslbHEHUX AaHnX
npo cuctemy chapmakoHarnsgy, 3mMiHa ynoBHOBaXXeHOT ocobu,
BiANOBIAA/ILHOI 3a 34iiCHEHHSA (dapMakoHarnsay; KOHTakTHOT
0co6u 3 hapmakoHarnsay 3asiBHVKa 405 34iNCHEeHHS
hapmakoHarnagy B YkpaiHi, AKLO BOHA BigMiHHA Bif,
YNOBHOBaXXEHOT 0CO6U, BiANOBIAAILHOI 32 34iiCHEHHS
hapmakoHarnsagy (Bkaovaouy KOHTakKTHI gaHi) Ta/abo 3MiHu y
po3MileHHI MacTep-doaiina cucteMu papmakoHarnsgy) - 3miHa
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
Apamep ®apma C.A.,, KOHTaKTHUX SaHUX YNOBHOBA&XEHOT 0COOM 3asBHUKA,
MonbLa BiiNOBIfANbHOI 3a 3jiCHEHHS hapmakoHarnsgy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI 0Cco6w, BignoBigasibHOI 3a
Bupo6HuK, Lo 3[jiCHEeHHSs1 hapMakoHarisay B YkpaiHi. 3amiHa micus
BignoBiAae 3a KOHTPO/b 3[iACHEHHS1 OCHOBHOI AisNIbHOCTI 3 chapmakoHarnsgy. 3amiHa
Ta BUNyCK cepii: MicLe3HaxoMKeHHs1 MacTep-haiina cuctemu dpapmakoHarnsagy
Mab'aHiubkuii
hapmaueBTUYHNIA
3aBog Monbtha A.T.,
MonbLa
216. | ®NOTTO Kpanni ByLUHi, Mo JenbTa Lseinuapia | K.O. Pomcapm KomnaHi PymyHis BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasis: be3 peyenma UA/15844/01/01
15 MA po3UnHY Yy Megiken C.P.N. 3MiHM | TUNY - 3MiHK WoA0 6e3neku/edekTMBHOCTI Ta
hnakoHi- [MpomoyLH3 hapmakoHarnsgy. BeegeHHs abo 3miHW A0 y3arasibHEHUX JaHux
KpanenbHuyj; no 1 Al npo cuctemy dhapmakoHarnsgy (BBefeHHs y3arasibHeHUX faHnx
donakoHy- npo cuctemy hapmakoHarnagy, 3mMiHa yrnoBHOBaXXeHOoi 0cobum,
KpanesnbHUui y BIANOBIAA/IbHOI 3@ 34iiCHEHHSA hapmakoHarnsagy; KOHTakTHOT
KapTOHHI KopooLi ocobu 3 hapmakoHarnisgy 3asBHVKa ANs 34iCHEHHS
hapmMakoHarnagy B YkpaiHi, KO BOHa BifMiHHA Bif,
YMOBHOBaXEHOT 0C06U, BigNOBIAaIbHOI 38 34iCHEHHSA
hapmakoHarnsgy (Bkovalouy KOHTaKTHI gaHi) Ta/abo 3miHu y
pO3MilLEeHHI MacTep-ghaiina cucteMmun papmakoHarnsgy) - Airoua
penakuisi: TepeHTbeB OnekcaHgp HOpiiosuy;
MponoHoBaHa pegakuis: PornHcbka OneHa MNasnisHa. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXEHOI 0CcOo6U.
217. | XNNOPO®ININT | po34nH CNMPTOBUA, MAT YkpaiHa MAT "Tannucpapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/4551/02/01
10 mr/mn, no 100 "Tanuudapm” 3MiHM | TUNY - 3MiHa y napameTpax cneuudikauin Ta/abo peyenmom
MY hakoHi O0NyCTUMUX MeX, BU3HAYeHWX Y cneumdikalisx Ha A®l, abo
(cknsaHomy abo BVXiAHWIA/NPOMDKHWIA NPOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
nosimepHomy), rno npoueci BupobHuuTea A®| (qogaBaHHs abo 3amiHa (3a
1 chnakoHy B nauui; BMHSATKOM aKTUBHOI pe4OBUHY 6i0N0rivYHOro abo iMyHO10riYHOro
no 100 mn y 6aHu, NOXOKEHHS) NapameTpa cneundikauii 3 BignoBigHNM METOAOM
no 1 6aHui B nayui BUNPOOYBaHHA 3a pesynbTatamu JocifpKeHb 3 6e3neku abo
AKOCTI); CYNyTHS 3MiHa - 3MiHa y MeTogax BunpobyBaHHA AdI
abo BUXigHOro Matepiany/npomMikKHOrO NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETbLCA y NpoLieci BUpo6HuuTBa AP (iHLWi 3MiHN Y
MeToAax BUNpobyBaHHA (BKIHOYaoUM 3amiHy abo AOMNOBHEHHS)
A®| ab0 BMXigHOrO/MPOMIXXHOIo NPOAYKTY); 3MiHM | TURY - 3MiHa
yMOB 36epiraHHst A®I
218. | X/IOPO®INIAT | po34WH CMMPTOBUIA, MAT YkpaiHa MAT "Tanunuchapm" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/9519/01/01
10 mr/mn, in bulk: "Tanuucpapm” 3MiHM | TUNY - 3MiHa y NapameTpax cneundikauii Ta/abo

no 100 mny
h1aKkoHi cknstHomy
abo noniMepHomy,
abo 6aHLi, no 48

[OMyCTUMUX MEeX, BU3HaUYeHUX y cneundikauisx Ha A®l, abo
BUXIAHWIA/NPOMIXHWIA NPOAYKT/peareHT, L0 BUKOPUCTOBYOTLCA Y
npoueci Bupo6HuuTBa A®I (goaaBaHHs abo 3amiHa (3a
BMHATKOM aKTWBHOI Pe4OBUHMW 6i0M10rYHOro abo iMyHO/OrYHOro

6aHoK abo NOXOMPKEHHS) NapameTpa cneuudikauii 3 BignoBigHNM METOAOM
cnakoHiB y BMNPOOYBaHHSA 3a pesy/ibTaTamu JOCipKeHb 3 6e3nekn abo
Kopo6Ui SIKOCTI); CYMyTHs 3MiHa - 3MiHa Y MeToaax BUnpobyBaHHs AdI
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
a60 BuXigHOro matepiasy/npoMiXHOro NPoAyKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLieci BupobHuuTea AP (iHWi 3MiHK Y
MeTofax BUNPOOGyBaHHSA (BK/10UaUM 3aMiHy abo [OMOBHEHHS)
A®I| abo BMXigHOrO/MPOMIXHOI0 NPOAYKTY); 3MiHM | TURY - 3MiHa
ymoB 36epiraHHs Ad|
219. | UENEBPEKC® kancysm no 200 wr, NeANIEP CLA BMPOGHMLTBO CLIA/ BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiaslis: 3a UA/4463/01/02
no 10 kancyny IHK. npenaparty in bulk: HimeuuunH 3MiHK | TUNY - 3MiHa BUPOOHUKA BUXiZAHOrO/NPOMIXXHOro peuenmom
6nictepi; no 1, abo Heondapma k. CLUA,; a NpoAyKTy/peareHTy, WO BUKOPUCTOBYOTLCS Y BUPOOHNYOMY
no 2, abo no 3 Mdpaiizep npoueci Adl, abo 3miHa BUpobHuKa (BKIOYaK4K, Ae HeobXigHO,
6nictepn y dapmactoTikans /1/1C, MicLle NpoBefEeHHS KOHTPOSIO AKOCTi) A®I - fofaBaHHA AiNbHUL
KapTOHHI Kopoo6Li CLUA,; Bunyck cepii, Pfizer Asia PTE Ltd, sik anbTepHaTUBHOrO BUPOOHUKA, Ae
nakyBaHHs, NpoBOAMTLCS MIKPOHi3aLis; fofaBaHHS AinbHuLi Pfizer Asia
MapKyBaHHS, KOHTPO/b PTE Ltd, 5K anbTepHaTVBHOrO BUPOGHUKA, Ae NPOBOAUTLCS
AKOCTI Npwn BUMYCKyY: P- KOHTPONb/BMNPOGYBaHHS Cepii akTUBHOI cybCcTaHLi
dapm Ixepmani M'm6X,
HimeuyunHa
220. | UENECTOAEP Masb; no 301y LepiHr-Mnay Lsenuapis | LWepinr-Mnay Na6o H.B. Benbris BHECEHHS 3MiH 40 peecTpavliiiHux maTepiasis: 3MiHu | Tuny - 3a UA/3403/02/01
M-B® 3 Ty6i; no 1 Ty6i y CeHTpan Ict AfMiHiCTpaTMBHI 3MiHN. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peyenmom
FTAPAMILVHO KapTOHHI KopooLi Al 3asBHMKa (BNacHMKa peecTpaLliiHoro NocBigYeHHs!) - 3MiHa
M afipecu 3asiBHUKa
221. | UEPEBPOKYP pO34MH Ans TOB "HIP" YkpaiHa TOB "HIP" YkpaiHa BHECEHHS 3MiH [J0 peecTpaLjiiiHux maTepiais: 3a UA/7516/01/01
NH® iH'eKUil, 2 Mr/Mn no 3MiHV | TUMY — BBELEHHSA NoKasHuKa «laeHTudikauis. peuyenmom

0,5 mn B amnyni; no
5 amnyn y kopobui
3 KQpTOHY; No 2 MN
B amnyni; no 10
amnyn y kopobui 3
KapToHy

LlepebpokypuH» (BEPX 2.2.29); 3MiHU | TUNY — BUTYYEHHS 3i
crneuundikauii NokasHNMKiB SIKOCTI «lgeHTudikauis. binkoso-
nenTuAHI KOMNOHEHTU» Ta «laeHTudikauis. MenTngm»
(koNbOPOBI peakwii); 3MiHK | TUNY - 3MiHa NapameTpiB
cneundikauii Ta/abo AONYCTUMMX MEX FOTOBOTO NiKapCbKOro
3aco6y (iHWi 3MiHK); CynyTHA 3MiHa: 3MiHa Y MeTofax
BMNPOOYBaHHSA rOTOBOTO JTiKAPCLKOro 3acoby (He3HauHa 3MiHa y
3aTBEpIAXEHUX MeTofax BUNpobyBaHHS) — 3MiHW BUMOT
cneumagikaLii roToBOro fikapcbkoro 3acoby 3a nokasHUKOM
«CTyniHb 3a6apB/ieHHsI» Ta 4acTOTV BUNPOOYBaHHS 3a
nokasHukammn «Cyxuin 3anmLLok», «BigHocHa ryctmHay,
«lMoKa3HWK 3aU10M/IEHHS» (i3 BU3HAYEHOI NEPIOANYHICTIO, KOXHA
aecsaTa cepist); 3MiHM | TMRY - 3MiHa Yy MeTo4ax BUNPOOyBaHHs
roTOBOrO JlikapcbKoro 3acoby (iHLWi 3MiHM y MeTogax
BMNpoO6YBaHb (BK/OYaoUM 3aMiHy abo JOMNOBHEHHS)); CYNyTHSA
3MiHa: 3MiHa napameTpiB cneumdikayiini Ta/abo 4oNYyCTUMUX MEeX
rOTOBOrO Jlikapcbkoro 3acoby (iHLi 3MiHM) — 3aMiHa NokasHuKa
«[MiporeHn» Ha NokasHUK «bakTepiasibHi EHA0TOKCUHN»
crneumdikavii roToBoOro fikapcbkoro 3acsnoéy; 3miHu Il Tuny —
BUYYEHHSA 3i cneyudikallii roToBOro Nikapcbkoro 3acoby
NOKasHUKa AKOCTi «AHOMaslbHa TOKCUYHICTb»; 3MiHW || Tuny —
3MiHKM y cneundikaL,ii roToBOro Aikapcbkoro 3acoby 3a
nokasHUKoM «Onunc»; 3MiHn | TUNy — 3MiHa yMOB 36epiraHHs
rOTOBOrO /iKapCbkoro 3acoby; 3MiHu | Tuny: 3MiHu LWoA0
6e3nekn/edhekTBHOCTI Ta hapMakoHarsgy — po3gin
«['pachiyHe opopMIEHHS YNakoBK/» 3aMiHEHO PO3/ifIoM
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Ne Hassa ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocsioYeHHs1
«MapKyBaHHsa»
222. | UE®POKTAM® MOPOLLIOK ANs MpAT YkpaiHa MpAT "dapmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpaLjiiiHux maTepiasis: 3a UA/2585/01/02
pO3uuHy ons "®apmaueBTu ipma "JapHuus” 3MiHM | TUNY - BUTyYEHHS BUPOOHUYOI AiNbHMLI (BKIOUAOUN peyenmom
iH'ekuili no 0,75 ; 1 yHa hipma OinbHUUi ons A®Il, npoMixXHOro NpoAykTy abo roToBoro
hnakoH 3 "AapHnus” nikapcbKoro 3acoby, AiNbHNLi AN NPOBEAEHHS NaKyBaHHS,
MOPOLLKOM Y MauL; BMPOGHMKA, BiANOBiZa/IbHOTO 3a BUMYCK Cepild, Micue
5 dpnakoHis 3 NpoBeAEeHHS KOHTPO/IO cepil) abo noctavasibHUKa BUXiLHOro
NOPOLLKOM Y marepiany, peareHTy abo AONOMIKHOI peHOBMHY (SKLLIO
KOHTYPHiIl 3a3HavyeHo y [0CbE)
YapyHKOBIli
ynakosLj; no 1
KOHTYPHiIl
YapyHKOBIli
ynakoBLji y nayui
223. | LE®OKTAM® NOpPOLLOK AN MpAT YkpaiHa MpAT "dapmaneBTuyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLjiiiHux maTepiasiis: 3a UA/2585/01/03
pO34nHYy oNns "®apmaveBTu hipma "JapHuus” 3MiHUW | TUNY - BUNYYEHHSA BUPOBGHMNYOI AinbHKWL (BKIOYaumn peuenmom
iH'ekyinno 1,5r; 1 yHa thipma LinbHUUi gns A®Il, npoMiXXHOro NpoAyKTy abo roToBOro
dhnakoH 3 "fapHuua” nikapcbKoro 3acoby, AiNbHNL AN NPOBEAEHHS NaKyBaHHS,
NOPOLLKOM Y nauli; BMPOGHMKA, BiANOBiLa/IbHOIO 3a BUMYCK cepild, Micue
5 dhnakoHis 3 NpoBeAEeHHS KOHTPOIO cepil) abo nocTavyasibHMKa BUXiLHOrO
MOPOLLKOM Y maTepiasly, peareHTy abo JONOMiIXHOT PEUOBMHM (SKLLLO
KOHTYPHili 3a3HayeHo Yy 10CbE)
YapyHKOBIl
ynakosLi; no 1
KOHTYPHili
YapyHKOBIl
ynakoBsLUi y nayui
224. | UE®YPOKCUM | nopoLuok ans My6nivHe YkpaiHa My6niuHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/0565/01/02
-BXP3 pPO34MHy aNns akuioHepHe TOBapuUcTBO "HaykoBo- 3MiHK | TUNY - 3MiHK 3 AKOCTIi. [OTOBWIA Nikapcbkuii 3aci6. 3MiHM Yy |  peyenmom
iH'ekwin no 750 wr, TOBapuCcTBO BMPOGHUYMNIA LLEHTP BMPOGHMLTBI. 3MiHa po3mipy cepii (Bk/IoYatoumn gianasoH
no 1,5r, 1 dpnakoH "HaykoBo- "BopLuariBCbKuin XiMiKo- po3mipy cepii) roToBOro NikapcbKoro 3acoby (iHLWi 3MiHu) -
3 MOPOLLUKOM Y BUPOBHWYUNI hapMaLeBTUYHWI BBE/JEHHS Ajiana3oHy po3Mipy Cepii FOTOBOrO /liKapCbKoro
nadui 3 KapToHy; 5 LeHTp 3asofg” 3acoby.
h1aKkoHiIB 3 "BopLyariscbk
NMOPOLLUKOM Y KaceTi; WA XiMiKO-
no 1 kacetiy thapmaueBTuy
neHani 3 KApTOHY HWi1 3aBoA”

HauyanbHUK Bigainy 3 nutaHb (papmaleBTUYHOI

AisnbHoOCTI [lenapTaMeHTy BNpoBag)XeHHs pedopm

T.M. IacKkoBCbKUu




MEPENIK

Aopartok 4

A0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

30.05.2019 Ne 1212

NIKAPCbKNX 3ACOBIB (MEANYHMX IMYHOBIO/TONYHNX NPEMNAPATIB), AKUM BIAMOB/IEHO ¥ AEPXXABHIN PEECTPALLI, NEPEPEECTPALLI TA
BHECEHHI 3MIH 1O PEECTPALIVNHUX MATEPIANIB
TA OEP)XABHOI'O PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

KapTOHHI KOpoo6Li

(koHTponb AKoCTI (3a
BUHATKOM TecTy
MiKpO6ionoriyHa u1cToTa))

Ne Ha3ssa Popma sunycky 3asaBHUK KpaiHa Bupo6HuUK KpaiHa lMiocmasa lMpoyedypa
n/n | nikapcbKo20
3acoby
1. A®IHITOP TabneTku, wo HoBapTic LlBeiiuapis HoBaprTic ®apwma LUTeiH LLiBefiuapis 3acigaHHs HTP | BigmoBUTW y 3aTBepfKeHHi - 3miHM | Tuny - BBeAeHHS abo 3MiHM [0
aucnepryoTbes, no ®apma Al Ar, LLseliuapis Ne 18 Big y3araslbHeHUX AaHux npo cuctemy capmakoHarnagy (BBeAEHHs y3araslbHeHUX
3 wr, 5wmr, no 10 (BUPOGHMLTBO 3@ NOBHUM 08.05.2019 OaHuxX npo  cucTtemy papMakoHarnsgy, 3miHa YnoOBHOBaXKeHOI ocobw,
TabneTok y uuknom); dapmaHanituka BiANOBIAa/IbHOI  3a  34iiCHEHHA dhapmakoHarnsgy; KOHTakTHoi ocobu 3
6nictepi; no 3 CA, LWBeliyapis hapmakoHarnsagy 3asiBHuUKa A1 34iicHeHHa chapmakoHarnsgy B YkpaiHi, sKwo
6nictepu B (koHTpOnb AKOCTI (3a BOHa BiIMiHHA Bifi YNOBHOBAXEHOT 0CO6W, BIANOBIAANBLHOI 3a 34iNCHEHHS
KapTOHHI KOpoo6Li BVHATKOM TeCTy hapmakoHarnsgy (BkIto4alouy KOHTaKTHI daHi) Ta/abo 3MiHM Y PO3MilLieHHi
Mikpo6iosnoriyHa uncroTa) macTep-paiina cuctemu papmakoHarnsagy) (B.1.8. (a) IAHn) - 3MiHa
yNOBHOBaXeEHOI 0cobu BignosifganbHOI 3a dhapmakoHarnag: [ioya pegakuis:
Philippe Close, M.D. - lMponoHoBaHa pepgakuis: Gabriele Hecker-Barth, M.D.,
Ph.D. - 3MiHa KOHTakTHOI Oco6u BignoBifanbHOI 3a (hapmakoHarnsg: [Aiouya
pegakuis: Cepepa tOnisi. MNponoHoBaHa pepakuisn: Opnos B'savecnas. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHO! 0cobu, BiAMNOBiAanbHOI 3a thapmakoHarnag,.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0co6u, BiANOBiAaNbHOI 3a hapMmakoHarnsag.
3MiHa MicuA 34iiCHEHHA OCHOBHOI [isfibHOCTI 3 bapmakoHarnagy. 3miHa
MiCLLe3HaxX0MKeHHs1 MacTep-haiina, OCKiNibkn 3asB/ieHi 3MiHM He BiAMnoBifalTb
aKkTyasibHil  iHpopMauii  woAo cuctemy  hapmakoHarnsagy,  3asHaudeHii
3asBHMKOM B [,00MpaLboBaHnX marepianax
2. A®IHITOP Tabnetkv no 2,5 wr, HoBapTic LBeiiuapis HoBaprTic ®apma LUTeiH LLiBefiuapis 3acigaHHa HTP | BigmoBUTW y 3aTBepfKeHHi - 3miHM | Tuny - BBeAeHHS abo 3MiHM [0
5 wr, 10 mr no 10 dapma Al Ar, Lseliuapis Ne 18 Big y3araslbHeHUX JaHux npo cuctemy chapmakoHarnagy (BBeAEHHs y3arasbHeHnx
Tabnetok y (BMPOGHMLTBO 3@ NOBHUM 08.05.2019 JaHnx npo cuctemy dhapmakoHarnsgy, 3MiHa YNOBHOBaXEHOi ocobw,
6nicTepi; no 3 uuknom); dapmaHanituka BiANOBIAa/IbHOI  3a  34iiCHEHHS dhapmakoHarnsgy; KOHTakTHOi ocobu 3
6nictepu B CA, WBeliyapis hapmakoHarnsagy 3asiBHuUKa A1s 34ilicHeHHs hapMakoHarnsgy B YkpaiHi, sKwo

BOHa BiAMIHHa Bif YNOBHOB&XEHOI 0CO6M, BIANOBIAA/IbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (BktoualouyM KOHTaKTHI daHi) Ta/abo 3MiHM Y pO3MilLieHHi
mMacTep-paiina cuctemu papmakoHarnsgy) (B.1.8. (a) IAHn) - 3MiHa
yMOBHOBaXeHOI 0cobu BignosiganbHOI 3a dhapmakoHarnag: [iova pegakuis:
Philippe Close, M.D. - lMponoHoBaHa pepgakuis: Gabriele Hecker-Barth, M.D.,
Ph.D. - 3MiHa KOHTakTHOI 0co6W BignoBifanbHOI 3a (hapmakoHarnsg: [Aioua
pegakuisi: Cepepa tOnisi. MNponoHoBaHa pepakuisn: Opnos B'sauecnas. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXEHO! 0cobu, BiAMoBiAanbHOI 3a thapmakoHarnag,.
3MiHa KOHTaKTHUX AaHnX KOHTaKTHOI 0co6u, BiANOBiAaNbHOI 3a hapMakoHarnsag.
3MiHa Micusa 34iICHEHHA OCHOBHOI [AiANbHOCTI 3 dhapmakoHarnsgy. 3miHa
MiCLLe3Hax0MKeHHsI MacTep-paiina, OCKiNIbKM 3asB/ieHi 3MiHW He BiAMnoBifalTb
aKkTyasibHIl  iHpopmalii  woao cuctemy  hapmakoHarnsgy, — 3asHaudeHii
3asBHVMKOM B [00rMpaLboBaHX martepianax




116 [TpojoBxxeHHs fofaTka 4
Ne Ha3ssa dopma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa lMiocmasa lMpoyedypa
n/n | nikapcbKoz20
3acoby
3. EKCIIKAL TabneTku, Lo HoBaprtic Lseliuapis HoBaprTic ®apma LUTeliH LLBeliuapis 3acigaHHa HTP | BigmoBUTW y 3aTBepgKeHHi - 3miHM | Tuny - BBefeHHA abo 3MiHM [0
ANCNEePryTLCS Mo dapmva Al Al Ne 18 Big y3ara/ibHeHnX faHux npo cuctemy hapmakoHarnsgy (BBEAEHHS y3araslbHeHUX
250 mr ta 500 mr, 08.05.2019 [aHMX npo cucTemy hbapmakoHarnsgy, 3MiHa YNOBHOBaXEHOi ocobw,
no 7 Tabnetok y BiANOBifaNbHOI 32  3filiCHeHHA dhapmakoHarnagy; KOHTakTHOi ocobu 3
6nictepi, no 4 hapmakoHarnsgy 3asBHuKa 415 34iicCHeHHA hapMakoHarnsgy B YkpaiHi, SKwo
6nictepu B KOPOOLL BOHa BiAMiHHa Bif YNOBHOBaXXEHOI 0CO6W, BIANOBIAA/ILHOI 3a 3AiACHEHHS
thapmakoHarnsgy (BkIoyaouy KOHTaKTHI AaHi) Ta/abo 3MiHM Y PO3MilLEeHHi
mactep-paiina cuctemu papmakoHarnsagy) (B.1.8. (a) IAHn) - 3MiHa
YNOBHOBaXeEHOI 0CO6U BignoBiganbHOI 3a hapmakoHarnsg: [ioua pefakuis:
Philippe Close, M.D. - MNponoHoBaHa pepakuis: Gabriele Hecker-Barth, M.D.,
Ph.D. - 3miHa KoHTakTHOI 0cobu BignosiganbHOI 3a hapmakoHarnsag: [itoya
pepakuis: Cepepa HOnia - lMNMponoHoBaHa pejakuis: Opnos B'svecnas. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXKeHOI ocobu, BiANOBifa/bHOI 3a hapmakoHarnsga.
3MiHa KOHTaKTHMX JaHUX KOHTaKTHOI 0co6u, BigNoBifasibHOI 3a hapMakoHarnsg,.
3MiHa Micus 3AiiCHEHHA OCHOBHOI Ais/IbHOCTI 3 hapMakoHarnsgy. 3MiHa
MiCLLe3HaxXopKeHHs1 MacTep-chaiina, OCKiNibkv 3asBfieHi 3MiHM He BiANOBifAl0Tb
aKTyasibHI  iHpopmauii  wodo cuctemy  hapmakoHarnsgy,  3asHaudeHii
3a8BHUKOM B [00MNpaLboBaHUX Martepianax
4, CTPENCINC NbOAAHUKMY; PekkiTT Benuvka PekkiTT BeHkizep Xenckep Benuvka 3acigaHHa HTP | BigmoBUTWM Yy 3aTBepAKeHHi - TexHiyHa MOMWKa, OCKINbKM He Bignosigae
® 3 MEAOM no 12 nboAsiHuKIB y BeHkizep BputaHis IHTepHewwHn JlimiTeq, BpuTaHis Ne 18 Big apxiBHVMM marepianam, ski nogaBasiMcs Ha BHECEHHS 3MiH
TA 6nictepi; no 2 Xenckep 08.05.2019
NMMOHOM 6nictepu B IHTepHeLLHN
KapTOHHI KOpoo6Li Nimiteq
5. CTPENCINC NbOAAHUKMN, PekkiTT Benuvka PekkiTT BeHkizep Xenckep Benuvka 3acigaHHa HTP | BigmoBUTWM Yy 3aTBepKeHHi - TexHiyHa MOMWKa, OCKINbKA He Bignosifae
®3 no 12 NboAsiHWKIB Y BeHkizep BpuTaHis IHTepHeLwHn JlimiTes, BputaHis Ne 18 Big apxiBHUM MaTepianam, Ak nofaBasica Ha BHECEHHS 3MiH
MEHTO/IOM 6nictepi; no 2 Xenckep 08.05.2019
TA 6nictepu B IHTepHeLLHN
EBKANINTO KapTOHHIA KOpooLi Nimiteq
M
6. YNbTIBPO NMOPOLLOK A5 HoBapTic LLBeliyapis HoBapTic ®apma LUTelH LLBeliyapis 3acigaHHa HTP | BigmoBUTM y 3aTBepgpKeHHi - 3MiHM | Tuny - BBeAeHHA abo 3MiHM [o
BPU3XAWME | inransuiii, Teepgi Papma Al Al Ne 18 Big y3araslbHeHUX fAaHux npo cuctemy chapmakoHarniagy (BBeAEHHS y3araslbHeHUX
P Kancynu, no 08.05.2019 OaHuxX npo cuctemy papMakoHarnsgy, 3miHa YynoBHOBaXKeHOI ocobw,
110mkr/50mkr no 6 BifNOBiga/IbHOT 3a  3AiICHEHHS  hapmakoHarnsgy; KOHTaKTHOI ocobu 3
Kancyn y énicrepi; hapmakoHarnsagy 3asiBHuUKa A1s 34iicHeHHs hapMakoHarnsgy B YkpaiHi, SKwo
no1,no2a6ono5 BOHa BiIMiHHA Bifi YNOBHOBAXEHOI 0CO6W, BIANOBIAANBLHOI 3a 34iNCHEHHS
6nicTepiB y nayui thapmakoHarniagy (BKIYAUM KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pPO3MILLEHHI
pasom i3 ogHUM mMacTep-paiina cuctemu papmakoHarnsagy) (B.1.8. (a) IAHn) - 3MiHa
iHransTopom y yNoBHOBaXeHOI 0cobu BignosifanbHOI 3a hapmakoHarnag: [ioya pefakuis:
Kopobui; no 6 Philippe Close, M.D. - lNponoHoBaHa pepakuis: Gabriele Hecker-Barth, M.D.,
Kancyn y énicrepi, Ph.D. - 3miHa KoHTakTHOI ocobu BignosiganbHOi 3a hapmakoHarnsg: [itoua
no 5 6nictepis y pepakuis: Cepepa tOnia. [NponoHoBaHa pepfakuis: Opnos B’sauvecnas.
nadui pasom i3 3MiHa KOHTaKTHMX [daHWX YMOBHOBaXEHOI 0co6u, BIAMOBIAa/IbHOI  3a
OfHUM hapmakoHarnsg,. 3miHa KOHTaKTHUX AaHuX KOHTaKkTHOI ocobu, BiAnoBiaanbHOT 3a
iHransTopom, no 3 chapmakoHarnsg.  3miHa  Micus  37JACHEHHST  OCHOBHOI  AisNIbHOCTI 3
naykun y Kopooui hapmMakoHarnisgy. 3miHa MicLe3HaxoMKeHHs1 macTep-daiina, OCKiNbkM 3asB/ieHi
3MiHM  He  BIgNOBiJalTb  akTyasbHili  iHdopmauii  Wwoao  cuctemu
thapmakoHarnsgy, 3asHayeHili 3as9BHMKOM B A00MNpaLboBaHNX MaTepianax
7. DPEMAPA® TabneTkn, BKpUTI HoBapTic LlBeiiuapis HoBaprTic ®apwma LUTeiH LlBeiiuapis 3acigaHHs HTP | BigmoBUTW y 3aTBepfKeHHi - 3miHM | Tuny - BBeAeHHS abo 3MiHM [0
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ITpomoBxeHHs AojaTKa 4

PO3UMHHIKOM MO 4
M (Boga 4ns

iH eKuUi) y
KapTOHHI KOpooLi

Ne Ha3ssa dopma sUnycKy 3asasHUK Kpaina Bupo6HuK KpaiHa lMiocmasa lMpoyedypa
n/n | nikapcbKoz20
3acoby
nAiBKOBOO dapma Al Al Ne 18 Big y3araslbHeHVX AaHux nNpo cuctemy dhapmakoHarnsagy (BBefeHHs y3araslbHEHUX
o060soHKoto, no 2,5 08.05.2019 [aHMX npo cucTemy dhapmakoHarnsgy, 3MiHa YNOBHOBaXEHOi ocobw,
Mr no 10 TabneTok BiANOBiga/IbHOI  3a  3AiiCHEHHA hapMakoHarnsgy; KOHTaKTHoi ocobu 3
y 6nictepi; no 3 thapmakoHarnsgy 3asBHvKa Ans 34ilicHeHHs hapMakoHarnagy B YKpaiHi, Ko
6nictepn y BOHa BiAMiHHa Bif YMNOBHOBaXXEHOI 0C06W, BIANOBIAA/ILHOI 3a 3AiACHEHHS
KapTOHHI KOpooLi thapmakoHarnagy (BKIYaluM KOHTaKTHI AaHi) Ta/abo 3MiHWM Yy pPO3MILLEeHHI
macTep-paiina cuctemu papmakoHarnsgy) (B..8. (a) IAHm) - 3miHa
yMOBHOBaXeEHOI 0co6u BignoBiganbHOI 3a dhapmakoHarnsag: [ioya pegakuis:
Philippe Close, M.D. - lNponoHoBaHa pepakuis: Gabriele Hecker-Barth, M.D.,
Ph.D. - 3miHa KOHTakTHOI 0co6u BIAMNOBIAA/ILHOI 3a hapmakoHarnsg: Mitoya
pepakuis: Cepepa HOnis. NponoHoBaHa pepakuis: OpnoB B’Auecnas. 3miHa
KOHTaKTHUX AaHuX YNOBHOBaXeHO! 0cobu, BiAnoBiAanbHOI 3a hapmakoHarnag,.
3MiHa KOHTaKTHUX JaHuX KOHTaKTHOI 0cobu, BiAnoBifasibHOI 3a hapmakoHarnsag,.
3miHa Micus 34iiCHEHHA OCHOBHOI Ais/IbHOCTI 3 hapmakoHarnisgy. 3MiHa
MiCLLe3HaxX0MKeHHs1 MacTep-haiina, OCKifibku 3asB/ieHi 3MiHW He BifnoBifalTb
aKkTyasibHili  iH(popmauii  woAo cuctemy  hapmakoHarnagy,  3asHaudeHii
3a8BHUKOM B [00MNpPaLbOBaHNX MaTtepianax
8. DIYIMYUWNN | niocbinizaT ans "3AMBOH ITanis 3am6oH C.MN.A ITania 3acifaHHa HTP | BigMoOBUTM y 3aTBepMKEHHi - TexHiYHa nomuika y MKH, ockinbku 3a3HayeHe
AHTUBIOTU po3UnHYy AN C.N.A" Ne 18 Big BUMpaB/NIEHHS He BigNOBIJae MaTepiasiaMm peecTpauiiHoro  AOoCbe K
KIT iH eKuii no 500 wmr; 08.05.2019 npeacTaBfieHi B apxisi
3 hnakoHa 3
niocpinizatom Ta 3
amnynu 3

HauyanbHUK Bigainy 3 nutaHb (papmauneBTUYHOI
AisnbHoCTI [lenapTaMeHTy BNpoBagXeHHs pedopm

T.M. NIacKkoBCbKUu
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