MIHICTEPCTBO OXOPOHMU 3[JOPOB’SI YKPAIHA

HAKA3
20.11.2018 N
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[Ipo mep>kaBHY peecTpariito
(rlepepeecTpailito) TiKapCbKUX 3aco0iB
(MegUUHUX iIMYHOOi0OTTUHMX
ripernapariB) Ta BHECEHHS 3MiH /10
peecTpaljiiHiX MaTepia’iiB

BignosigHo g0 cratti 9 3akoHy YkpaiHu «IIpo sikapceki 3acobu»,
nyHKTIB 5, 7, 9, 10 Ilopsaky [epskaBHOI peecTpallii (mepepeecTpaiiii) JliKapCbKHUX
3acobiB, 3aTBepykeHOro moctaHoBoro Kabinety MiHicTpiB YKpainu Bif 26 TpaBHS
2005 poky Ne 376 «IIpo 3arBepgkenHs Ilopsaky Jep)kaBHOI peecTpaLil
(riepepeecTpaiiii) MiKapcbKUX 3aco0iB i po3MipiB 300py 3a iX JepkaBHY peecTpailito
(mepepeecTpatiito)», ab3auy TpualsToro mianyHkTy 10 nyHKTY 4 IToso)eHHs TIpO
MiHicTepcTBO OXOPOHM 3/]0POB’sl YKpaiHH, 3aTBep/KeHOoro moctaHoBor KabiHety
Minictpie Ykpainu Big 25 6epesnsi 2015 poky Ne 267, Ha mifcTaBi pe3y/bTaTiB
eKCITIepTHU3U  PeEeCTpalliiHuX  MaTepialiB  JHiKapCbKUX  3aco0iB  (MeAUUHUX
iMyHOGionoriyHMX TIperapariB) Ta KOHTPOJIFO SIKOCTi THX, IT0 TO/laHi Ha JeprKaBHY
peecTpaijito  (TlepepeecTpaiiito), MpoBeJeHUX  Jlep>)KaBHUM  TIiJINIPUEMCTBOM
«/lep>kKaBHUM eKCIepTHUM LieHTp MiHicTepcTBa OXOpPOHU 3[0POB’ST  YKpaiHW»,
BHUCHOBKIiB I[0fI0 e(eKTHBHOCTi, 0Oe3MeuHoCTi Ta SKOCTi J/iKapCchbKOro 3aco0y
(MeguuHOrO iMyHOOiO/IOTiUYHOrO IIperapary), pPeKOMeHAarii Horo [0 aeprkKaBHOI
peecTpaliii (TlepepeecTpallii) Ta BHeCEeHHs 3MiH [0 peeCTpaL[iiHUX MaTepialiB

HAKA3Y1O:

1. 3apeecTpyBaTH Ta BHeCTH /0 Jlep>KaBHOTO DPeECTPY JiKapChbKUX 3acobiB
YKpaiHM fiKapchbKi 3acobu (MeauuHi iMyHOOiosOriuHi TpermapaTH) 3rifHO 3
riepesikoM (JoAaTok 1).

2. [lepepeecTpyBaTH Ta BHECTU /10 Jlep>KaBHOT'O peECTPY JiKapChbKUX 3aco0iB
YKpaiHd miKapchKi 3acobu (MeawuHi iMyHoOiosoriuHi mperapatv) 3rigHO 3
riepesikoM (JoAaTokK 2).

3. BHectn 3MmiHM [0 peecTpauiHMX MaTepianiB Ta [lepXKaBHOrO peecTpy
miKapchKMX 3acobiB YKpaiHM Ha JTKapcekKi 3acobu (MeauuHi imMyHOOiosoriudi
TriperapaTy) 3TriJJHO 3 MepesiikoM (JOoAaToK 3).
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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. YHectu 3MiHy A0 gogatka 2 go Hakasy MO3 Ykpainu Big 04.10.2018
Ne 1810 «IIpo jep)kaBHY peecTpailito (repepeecTpaliito) iKapchbKuX 3aco0iB
(MeguuHUX iMYHOOiOJIOTIYHMX TIperapaTiB) Ta BHeCEeHHs 3MiH /10 peeCcTpaLiiiHUX
MarepianiB», BUKMOUMBIIM no3ulito 22 «OMEIIPA30JTY TIEJIETU, nenetu
(cyOcTaHIfis) y TakeTax TIOABIMHUX TIOJIi€TUEHOBUX [is1  (hapMaljeBTUYHOTO
3acTocyBaHHs, BUpobHHUITBa YHioH Kyimiko ®apmarieytika, C.A. (YKI®PA, C.A.),
Icnanisi, HoMep peectparliiHoro nocBigueHHs UA/13272/01/01».

Y 3B’43Ky 3 UMM MO3ullii ABaJUATh TPETH) — TPUALSATb YETBEPTY BBaKaTU
BiZITIOBIIHO MO3ULIISIMU ABaJLATh APYTOK0 — TPUALATE TPETHOKO.

6. KOHTpOJIb 3a BUKOHAaHHSM LIbOT'O HaKa3y MOK/IaCTU Ha 3acTyrHuKa MiHicTpa
Inuka P.P.

B.o. MinicTpa Y. CYIIPYH



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

Jopatok 1

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

20.11.2018 Ne 2142

Ne n/n Hassa ®Popma sunycky 3asasHUK KpaiHa Bupo6HuUK Kpaina PeecmpayjitliHa npoyedypa Ymosu Peknamys Homep
NiKapcbKo20 (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs peecmpayjitiHo2o
3acoby ynakoska) MoCcBi0OY€eHHs1
1. ANb®A- nopoLlokK (cybeTaHuis) y TOB "Xainsen" YkpaiHa Cyuwxoy Kutaii peecTpauist Ha 5 pokis - He UA/17031/01/01
NINOEBA noABiHMX dyuwiinaii nionsi2ae
KNCNOTA nonieTuIeHoBMX dapmacbioTika
nakeTtax gnsa n Ko., Nita.
hapMaLeBTUYHOIO
3aCcTOCyBaHHSA
2. BIPMAC TabneTku, BKPUTI Crpaiiac WacyH IHais Crpaiiac IHais peecTpauist Ha 5 pokis 3a He UA/17052/01/01
NNiBKOBOK 060/I0HKOHO, Nimiteq LWacyH MepioAnYHICTb NOAAHHS PErysipHO peuyenmom niossieae
no 90 mr/400 mr no 28 Niviten OHOB/THOBAHOrO 3BITY 3 6e3neku
TabneTtok y goakoHi, no BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
1 donakoHy y KapTOHHI thapmakoHarnagy, 3aTBepaKeHoro
Kopoobui Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB’A YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBWTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku
3. FMAPOXNOPTIA | KpucTaniuyHuii NOPOLLOK ToBapucTBO 3 Ykpaina YaHnky Kutaii peecTpauist Ha 5 pokis - He UA/17033/01/01
3na (cy6eTaHuis) y 06MexeHot PapmacbioTika niossieae
noagiiHMX BiANoBiAaNbHICT n dakTopi
nonieTuIeHoBMX )
naketax ans "®apmaueBTUyH
hapMaLeBTUYHOIO a KoMnaHis
3aCTOCyBaHHA "3p0pos'a”
4, rnoay HacTolika no 100 mn 'y [JouipHe YkpaiHa [ovipHe YkpaiHa peecTpauis Ha 5 pokis. 6e3 niossieae UA/17034/01/01
HACTOWKA dhnakoHax nigNpPUEMCTBO nigNpPUEMCTBO MepioAnYHICTb NOAAHHS PEryspHO peyenma
«MexXupiubknii «MexXupiubknii OHOBJ/IOBAHOTO 3BITY 3 6e3nekn
BiTaMiHHWI BiTaMiHHWI BiANOBIAHO A0 MNopsAaKy 3A4iNCHEHHS
3aBoa» 3aBof» hapmakoHarnagy, 3aTBepayKeHoro
My6niyHoro My6niyHoro Hakazom MiHicTepcTBa OXOPOHM
aKLjioHepHOro akLioHepHOro 340p0B’s YKpaiHm Big 27 rpyaHs 2006
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HaMoBHEHMX LUNPULLAX
Ne 5 (5x1) y 6nicTepi
a6o amnynax Ne 5 (5x1)

MepiognyHICTb NOAAHHS PerynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekn
BiANOBIAHO A0 MOPsAKY 3A4iNCHEHHS
dhapmakoHarnsgy, 3aTsepxeHoro

Ne n/n Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
ToBapucTBa ToBapucTea poky Ne 898, 3apeecTpoBaHuii B
«YKpMeanpom» «YKpMeanpom MiHicTepcTsi tocTuLii Ykpainu 19
» rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOPOHHM
34,0p0B’sA YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioAnNYHOCTI NOAaHHA PerynsapHuUX
3BITIB 3 6e3neKun.
5. AEKC- pO34uH A1 iH'eKUiA, 50 ToBapucTBo 3 YkpaiHa MpuBaTHe YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/17035/01/01
KETOAEKC Mr/2 M1, N0 2 MN B 06MEeXeHO akuioHepHe peuyenmom niosnsieae
amnyni, no 5 amnyny BiANOBIAA/IbHICT TOBapuCTBO MepioAnyHICTb NOAAHHA PerynsipHo
6nictepi; no 1 a6o 2 10 "BepkaHa +" “Nlekxim- OHOB/THOBAHOrO 3BITY 3 6e3nekn
6nicTepun y kopobL; no 2 Xapkis” BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
M B amnyni, no 50 hapmakoHarnsay, 3aTtBepaKeHoro
amnyn y kopobui Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHumn y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neku
6. EHANANPUN Tabnetku, 10 mr/25 mr TOB Ykpaina TOB YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17036/01/01
H-®APMEKC Ne20 (20x1) y 6nictepax "®APMEKC "®APMEKC MepioAnYHICTb NOAAHHSA PerynsapHO peyenmom niossieae
reyn" reyn" OHOB/tOBAHOTO 3BITY 3 6e3neku
(BMPOGHMLTBO BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
3 NpoAyKuii in hapmakoHarnsgy, 3aTtBepKeHoro
bulk Haka3zom MiHicTepcTBa OXOpPOHU
BMPOOHMKA 300p0B’st YKpaiHu Big 27 rpyaHsa 2006
TOB poky Ne 898, 3apeecTpoBaHuii B
"®apmaveBTu MiHicTepcTBi tocTuuil Ykpainm 19
YHa KOMMaHis rpyaHs 2016 poky 3a Ne 1649/29779 (y
"3nopoB s, pepaxuii Hakazy MiHicTepcTBa OXOPOHU
YkpaiHa) 304,0p0B’s YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3HauyeHnmMn y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neKun.
7. EMOBIOKPUH pO34uH A5 iH'EKLA No TOB "$3 YkpaiHa TOB "$3 YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17088/01/01
1000 MO y nonepeaHL0 "BIO®APMA" "BIO®APMA" peyenmom nionsi2ae

y 6nictepi
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Ymosu

Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

aHHsA

peecmpayitiHo2o
nocsioYeHHs

3acoby

ynakosKa)

Haka3oMm MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300poB’A YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepioAnNYHOCTI NOAAHHA PErynsapHNX
3BITIB 3 6e3neku.

3a

He

UA/17088/01/02

ENOBIOKPUH

PO34MH ANS iH'EKLIA No
2000 MO y nonepefHbO
HamMoBHEHMX LUMPULLAX
Ne 5 (5x1) y 6nictepi
abo amnynax Ne 5 (5x1)
y 6nictepi

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

Ykpaina

peecTpauist Ha 5 pokis

MepiognyHICTb NOAAHHS PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
dhapmakoHarnsgy, 3aTBepxeHoro
Haka3om MiHicTepcTBa OXOPOHHM
3040pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepaxuii Hakasly MiHicTepcTBa OXOPOHU
34,0p0B’s YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognMYHOCTI NOAAHHS PerynsapHuX
3BITIB 3 6e3neku.
peecTpauist Ha 5 pokis

peyerimom

3a

niossieae

He

UA/17088/01/03

EMOBIOKPUH

PO34UH A5 iH'EKLA NO
4000 MO y nonepefHbLO
HamoBHEHMX LUMPULLAX
Ne 5 (5x1) y 6nicTtepi
abo amnynax Ne 5 (5x1)
y bnicTepi

TOB "3
"BIO®PAPMA"

YkpaiHa

TOB "®3
"BIO®PAPMA"

YKpaiHa

MepioAnyHICTL NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3aTBepKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300pOoB’sA YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepaxuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0B’s YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumu y
nepiognMYHOCTI NOAAHHSA PerynspHuX
3BITiB 3 6e3neKun.

peyenmom

3a

niossieae

He

UA/17088/01/04

10.

EMOBIOKPUH

pO34uH A5 iH'EKLA No
10000 MO y

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3
"BIO®APMA"

YKpaiHa

peecTpauist Ha 5 pokis

MepioANYHICTb NOAAHHA PerynsipHo

peuyenmom

nionsieae

nonepeaHsLo
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Ne n/n Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
HamnoBHEHMX LUMPULLAX OHOBJ/IHOBAHOTO 3BITY 3 6e3nekun
Ne 5 (5x1) y 6nicTepi BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
abo amnynax Ne 5 (5x1) thapmakoHarnagy, 3aTBepaKeHoro
y bnicTepi Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300poB’A YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHumn y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITIB 3 6e3neku.
11. KONMIrA3- Kancynu m'ski no 125 wr, ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa peecTpauist Ha 5 pokis 6e3 niossieae UA/17037/01/01
340POB'A no 10 kancyn y 6nictepi, o6MmexeHo obmexeHo MepioanyHICTb NOAAHHSA PerynsipHo peyenma
no 1, no2a6ono3 BiANoBiAa/IbHICT BiANOBiAa/bHI OHOBJ/ItOBAHOIO 3BITY 3 6e3neku
6nictepm y kopobu, 3 10 CTHO BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
KapTOHY "®apmaueBTUyH "®apmaueBTn thapmakoHarnagy, 3aTBepaKeHoro
a KoMnaHis YHa KOMMaHis Haka3oMm MiHicTepcTBa OXOpPOHU
"3p0pos'a” "3p0pos'a” 300pOoB’s YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pejakuii Hakaly MiHicTepcTBa 0XOpPOHM
304,0p0B’sA YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHnMn y
nepioAnNYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neKun.
12. METPOHIAA30 | kpucTasliyHuiA NOpPOLLIOK ToBapucTBO 3 YkpaiHa XYBEW Kutaii peecTpauist Ha 5 pokis - He UA/17038/01/01
n (cybeTaHuis) y 06MEeXEHO XYHIOAHb nionsieae
noABiNHNX BiANOBIgabHICT PAPMACBIOT
nonieTuIeHoBmx 10 IKAJ
nakeTtax gnsa "®apmaueBTUYH TEKHONO4X
hapmaueBTUYHOro a KomnaHis I KO., NTA
3acToCcyBaHHA "3popos'a”
13. MAHTOMPA30O | NOpOLUOK A/151 PO3YUHY ToBapucTBo 3 YkpaiHa NNTABOPATOPI Icnanis peecTpaList Ha 5 pokis 3a He UA/17039/01/01
n 0081 iH ekyin no 40 mry 06MEeXEHO O PENI peuyenmom nidssieae
donakoHi Ne 1y BigNoBiAa/IbHICT XO®PE C.A. MepioAnYHICTb NOAAHHS PerynsipHO
KapTOHHI KopobLj; y 10 "BEPKAHA+" OHOB/tOBAHOrO 3BITY 3 6e3neku

donakoHi Ne 5y
KapTOHHIi Kopobuj; y
chnakoHi Ne 20 y
KapTOHHI KOpooLi

BiANOBIAHO A0 MNopsaKy 34iNCHEHHS
dhapmakoHarnsgy, 3aTBepkeHoro
Haka3oM MiHicTepcTBa OXOPOHM
3710pOB’sl YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

Kpaina
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsioYeHHs

pepakuii Hakasy MiHicTepcTBa 0XOPOHHM
30,0p0B’sA YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTbL: 3rifHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioAnNYHOCTI NOAaHHA PerynsapHuUX
3BITiB 3 6e3nekn

14.

MAHTOMNPA30
n

MOPOLLOK A/151 PO3UMHY
[ANs iH ekuiid no 40 Mr in
bulk: y cdonakoHi Ne 20 y
KapTOHHIA KOpoo6Li

ToBapucTBO 3
obMmexeHo
BiANOBIAAIbHICT
10 "BEPKAHA+"

YkpaiHa

NNABOPATOPI
O PEUT
XOO®PE C.A.

IcnaHis

peecTpauis Ha 5 pokis

MepioAnyHICTb NOAAHHSA PerynsipHo
OHOB/IHOBAHOTO 3BITY 3 6e3nekun
BiANOBIAHO A0 MopsaKy 3A4iACHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa 0XOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neku

He
nionsieae

UA/17040/01/01

15.

PEBMOKCUKA
M®

Tabnetkv no 15 wmr, no
10 TabneTok y 6nicTepi;
no 1 abo 2 6nictepn y
nauuj

MAT "®apmak”

Ykpaina

MAT "®apmak”

Ykpaina

peecTpauist Ha 5 pokis
MepioAnyHICTL NOAAHHA perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
hapmakoHarnagy, 3aTBepKeHoro
Haka3zom MiHicTepcTBa OXOpPOHU
300pOoB’s YKpaiHu Big 27 rpyaHs 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepaxuii Hakazy MiHicTepcTBa OXOPOHU
304,0p0B’s YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHumu y
nepiognMYHOCTI NOAAHHSA PerynspHuX
3BITiB 3 6e3neKun.

3a
peyerimom

He
nionsieae

UA/17042/01/02

16.

PEBMOKCUKA
M®

Tabnetku no 7,5 mr, no
10 Tabnetok y 6nicTepi;
no 1 a6o 2 6nictepn y
nauui

MAT "®apmak”

YkpaiHa

MAT "dapmak”

YKpaiHa

peecTpauist Ha 5 pokis
MepioguyHICTb NOAAHHS PerynsipHo
OHOB/THOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3A4iACHEHHS
hapmakoHarnagy, 3aTBepayKeHoro
Hakazom MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainm 19

3a
peuyenmom

He
nionsieae

UA/17042/01/01
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Ne n/n Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3zy MiHicTepcTBa OXOPOHU
304,0p0B’s YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHnMn y
nepiognMYHOCTI NOAAHHSA PerynspHux
3BITIB 3 6e3neku.
17. PEXOnN Tabnetku TOB HB® YkpaiHa TOB HB® YkpaiHa peecTpauist Ha 5 pokis 3a He UA/17043/01/01
KMLLKOBOPO34YMHHI N0 "MIKPOXIM" «MIKPOXIM» peuyenmom nionsieae
400 wr, no 10 TabneTok
y 6nicTepi, no 2
6nicTepu y naudi 3
KapTOHY
18. TENMITAKC Tabnetku, no 80 mr Ne28 M. BIOTEK Benvka aNbTepHaTUBH IcnaHis peecTpauist Ha 5 pokis 3a He UA/17044/01/03
(14x2) y 6nictepax NIMITEL BpuTtaHis a AinbHuus peyenmom nionsi2ae
ans MepiognyHICTb NOAAHHS PerynspHo
npoBefeHHs OHOB/IHOBAHOTO 3BITY 3 6e3neku
aHaniTUYHMNX BiANOBIAHO A0 MNopsAaKy 34iNCHEHHS
BUMNPOOYBaHb: dhapmakoHarnsgy, 3aTBepkeHoro
NABOPATOPI Haka3zom MiHicTepcTBa OXOpPOHU
O AP. @. 300pOoB’s YKpaiHu Big 27 rpyaHs 2006
EUEBAPHE, poky Ne 898, 3apeecTpoBaHuii B
AHANICIC, MiHicTepcTBi tocTuuil Ykpainm 19
C.A., IcnaHis; rpyaHs 2016 poky 3a Ne 1649/29779 (y
NOBHUIA LMKN pepaxuii Hakazy MiHicTepcTBa OXOPOHU
BUPOGHMLTBA, 304,0p0B’s YKpaiHu Bif 26 BepecHst 2016
BMNYCK cepil: poky Ne 996), cTaHOBUTb: 3rigHO 3i
NABOPATOPI CTpoKamu, 3a3HavyeHMun y
OC NNIKOHCA, nepioguYHOCTI NOAAHHSA perynsapHUX
C.A., IcnaHis 3BITiB 3 6e3neKun.
19. TENMITAKC Tabnetku, no 20 mr Ne28 M. BIOTEK Benuka anbTepHaTUBH IcnaHis peecTpauist Ha 5 pokis 3a He UA/17044/01/01
(14x2) y 6nictepax NIMITEL BpuTtaHis a AinbHuuA peyenmom nionsi2ae
ans MepiognyHICTb NOAAHHS PerynsipHo
npoBefeHHs OHOB/IHOBAHOTO 3BITY 3 6e3nekn
aHaniTUYHNX BiANOBIAHO A0 MOPsAKY 3A4iNCHEHHS
BUMNPOOYBaHb: dhapmakoHarnsgy, 3aTsepxeHoro
NABOPATOPI Haka3zoMm MiHicTepcTBa OXOPOHU
O [AP. @. 300pOB’A YKpainu Bif 27 rpyaHa 2006
EYEBAPHE, poky Ne 898, 3apeecTpoBaHuii B
AHANICIC, MiHicTepcTBi tocTuuil Ykpainm 19
C.A., IcnaHis; rpyaHa 2016 poky 3a Ne 1649/29779 (y
NOBHWIA LUK pefakuii Hakaly MiHicTepcTBa OXOPOHU
BMPOGHMLTBA, 30,0p0B’sA YKpaiHu Bif 26 BepecHs 2016
BUNYCK cepil: poky Ne 996), cTaHOBUTbL: 3rifHO 3i
JNABOPATOPI CTpoKamu, 3a3HavyeHnmu y
OC NNIKOHCA, nepioguYHOCTI NOAAHHSA PerynsapHUX
C.A., IcnaHis 3BITiB 3 6e3neKu.
20. TENMITAKC Tabnetkn, no 40 mr Ne28 M. BIOTEK Benvka albTepHaTUBH Icnanis peecTpauisi Ha 5 pokis 3a He UA/17044/01/02
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Ne n/n Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
(14x2) y 6nictepax NIMITEL BpuTtaHis a AinbHuusA peyenmom nionsizae
ans MepiognyHICTb NOAAHHS PerynspHo
npoBefeHHs OHOB/IIOBAHOrO 3BITY 3 6e3neku
aHaTITUYHUX BiANOBIAHO A0 MNopsAaKy 3A4iACHEHHS
BUMNPOOYBaHb: dhapmakoHarnsgy, 3aTBepkeHoro
NNABOPATOPI Haka3oM MiHicTepcTBa OXOPOHM
O ApP. ®. 340pOB’A Ykpainu Big 27 rpyaHa 2006
EYEBAPHE, poky Ne 898, 3apeecTpoBaHuii B
AHANICIC, MinicTepcTBi tocTuLii Ykpainu 19
C.A., IcnaHis; rpyAHs 2016 poky 3a Ne 1649/29779 (y
NOBHUIA LMK pepakuii Hakaszy MiHicTepcTBa OXOPOHU
BMPOGHMLTBA, 300poB’A YKpainu Big 26 BepecHs 2016
BMNYCK cepil: poky Ne 996), cTaHOBUTb: 3rigHO 3i
NNABOPATOPI CTpoKamu, 3a3HavyeHnmu y
OC JIIKOHCA, nepiognMYHOCTI NOAAHHSA PerynsapHux
C.A,, Icnanis 3BITIB 3 6e3neku.
21. DACTODEH renb 25 mr/rno 30 r, 50 MAT YkpaiHa MNAT YkpaiHa peecTpauisi Ha 5 pokis 3a He UA/17045/01/01
ryTy6i; no 1 1y6i y "Ximchapmsasos "Ximchapmsas MepioAnyHICTb NOAAHHA PerynsipHo peyenmom nions2ae
nauuj "YepBoHa 3ipka" oA "UepBoHa OHOB/THOBAHOrO 3BITY 3 6e3nekn
3ipKa" BiANOBIAHO A0 MopsaKy 3A4iNCHEHHS
thapmakoHarnagy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHHM
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegakuii Hakaly MiHicTepcTBa OXOPOHU
300pOoB’A YKpaiHu Big, 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CcTpoKamu, 3a3HauyeHuMn y
nepioAnNYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neKu.
22. LE®TA3NANM | nOpoLUOK A5 PO3UMHY [hxeHodhapm Benwvka HCIC Xeb6ei Kutaii peecTpauist Ha 5 pokis 3a He UA/17046/01/02
ONs1 iH ekyjin no 2000 mr nTa BpuTaHis XyamiH peyenmom nionsieae
y thnakoHi; no 1 a6o 10 dapmacbioTika
hNakoHiB 3 MOPOLLKOM Y n KomnaHi
KapPTOHHIi KOpooLyi JlimiTen
23. LE®TA3UNANM | nOpoLUOK A5 PO3UUHY [hxeHodhapm Benwuka HCIMC Xebelii KuTaii peecTpauis Ha 5 pokis - He UA/17047/01/02
0051 i1 ekyin no 2000 mr nTg, BpwuTaHis XyamiH nidssieae
y chnakoHi; in bulk: no 10 PapmacbioTika
oNakoHiB 3 NOPOLLKOM B n KomnaHi
KapPTOHHI KOpooLi Nlimiteq
24, LEPTA3NANM | nopoLloK AN pO3UUHY [xeHothapm Benuka HCIC Xeb6eit Kutaii peecTpauist Ha 5 pokis 3a He UA/17046/01/01
[ANs iH ekuii no 1000 mr nrp, BpuTtaHis XyamiH peyenmom nionsi2ae
y onakoHi; no 1 a6o 10 dapmacbioTika
hNakoHiB 3 NOPOLLKOM Y n KomnaHi
KapTOHHI/ Kopoo6Li NimiTen
25. LUEPTA3NANM | nNopowoK Anst po3ynHy [hxeHochapm Benvka HCIC Xeb6el Kutait peecTpauisi Ha 5 pokis - He UA/17047/01/01
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Ne n/n Hassa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK Kpaina PeecmpayjiliHa npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa Bionycky aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4YeHHs1
081 iH ekyin no 1000 mr nTp, BpuTtaHis XyamiH niossieae
y chnakoHi; in bulk: no 10 dPapmacbioTika
NakoHiB 3 NOPOLLKOM B n KomnaHi
KapPTOHHI KOpooLyi Jlimiten

HauyanbHUK YnpaBniHHA hapmaueBTUYHOI

[iSINIbHOCTI Ta AKOCTi (hapmaLeBTUYHOT NPOAYKLi T.M. /IAckoBCbKNiA




NMEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKNUX 3ACOBIB (MEANYHUX IMYHOBIO/TOMNYHUX MPENAPATIB), AKI
BHOCATbLCA A0 AEP>XXABHOIO PEECTPY NIKAPCbKNX 3ACOBIB YKPAIHU

Jopatok 2

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

20.11.2018 Ne 2142

Ne n/n Hassa dopma sunycky 3asiBHUK KpaiHa Bupo6Huk Kpaina PeecmpayitiHa npoyedypa Ymosu Peknamys Homep
JliKapcbK0O20 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy aHHs1 peecmpayitiHo2o
3acoby ynakosKa) nocBi04YeHHs
1. A3SNUUNH® Kancynm no 250 mr, no MpAT Ykpaina MpAT YkpaiHa MepepeecTpauis Ha HeoBbMeXeHN 3a He UA/0137/01/01
6 kancyn y KOHTYpHili "dapmauleBTUYH "®apmaueBTUYHa TEepMiH. peyenmom nionsizae
YapyHKOBIli ynakoBLyj, a thipma hipma "OapHuus” 3MiHY Woao 6e3nekn/edpekTMBHOCTI Ta
no 1 KOHTYPpHii "NapHuus" chapmakoHarnsgy. 3miHa y KopoTkili

YapyHKOBIli ynakoBLji y
nauuj

XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeAUYHOro 3acToCyBaHHA Ha nigcTaBi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKoro 3acoby B
nicnsipeecTpadiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 AOC/IIKEHD,
npoBefeHnX BigNoBIAHO A0 NnaHy
negiatpuyHux gocnimxkers (PIP) (3MiHy
Y3rO[PKEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVM OpPraHoM) - 3MiHu
BHECEHO [0 IHCTPYKLUIT y po3ainu
"MokasaHHa" (YTOYHEHHS iHdhopmaLii),
"®apmakonorivyHi BracTmeBocTi",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
roflyBaHHs rpyagr”, "rMo6iyni peakuii”
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekun Aitoyoi peHOBUHN.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MopsiAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpygHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3/10poB’A YKpaiHu Big 26 BepecHsa 2016
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognMyYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
2. AMIHOM/IA3M PO34unH ANs iHgysil B. BpayH HimeyunHa Bupo6H1UTBO, HimeuyunHa MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/13161/01/01
Allb 6.BPAYH no 500 mn y chnakoHi; Menb3yHreHn Al nepBuHHa Ta TEPMiH. peyenmom nionsizae
10% E no 10 cpnakoHiB y BTOPUHHA 3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
KapTOHHI Kopo6Lyi ynakoBKa, BUMYyCK thapmakoHarnsgy. 3miHa y KopoTkili
cepi: XapaKTepucTULi Nikapcbkoro 3acooby,
B. BpayH TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
Menb3yHreH AT, MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
HimeyuunHa; perynsipHO OHOBJIOBAHOTO 3BITY 3
KoHTpornb cepii: 6e3nekn nikapcbkoro 3acoby, abo
B. BpayH JocnimkeHb 3 6e3nekn 3acTocyBaHHs
Menb3yHreH Arl, nikapcbKoro 3acoby B
Himeuunna

nicnsipeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 [OCAIMKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
negiarpuyHux gocnigkerb (PIP) (iHLwi
3MiHW) - 3MiHVM BHECEHO [0 IHCTPYKLT
[ONs MeANYHOro 3acTocyBaHHS
nikapcbKoro 3acoby A0 po3ginis
"MpoTunokasaHHA", "B3aemopis 3
HLUIMMKW NikapcbKMKM 3acobamu Ta iHLWi
BMAMN B3aemogiin","Oco6mBoCTi
3acTocyBaHHs", "3acTocyBaHHs Y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaato.”, "Cnocib 3acTocyBaHHS Ta
0031n"(yToUYHeHHs iHchopmadi),
"Mepeno3yBaHHA" BiAMNOBIAHO A0
OHOBJIEHOT iHdhopMalLiii 3 6e3neku
Lilo4nx pevyoByH Ta MaTepianis
peeCTpauinHoOro JocheE.
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NoAaHHA PerynapHmMX
3BITiB 3 6e3neku.
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
3. ATOKOP 40 TabneTkun, BKpUTI TOB "[Op. YkpaiHa AnoTekc IHk. Kanaga MepepeecTpauisi Ha HEOOMEXEHWIA 3a He UA/13184/01/03
nniBKOBOKO Pepgi'c (Bnpo6bHULTBO TEPMiH. 3MiHY Woao peuyenmom nionsieae
060/10HKO10, M0 40 Mmr, Na6opaTtopis" Hepo3g)acoBaHOro 6e3nekn/edhekTUBHOCTI Ta

no 10 TabneTtok y
6nicTepi; no 3 abo 6
6nicTepiB Yy KAPTOHHIi
Kopo6ui; no 30, 60 abo
100 Tabnetok y 6aHLi;
no 1 6aHujy
KapTOHHI Kopo6Lyi

NPOAYKTY, A03BiN
Ha BUMYCK cepii;

Brpo6HMLUTBO 3a
NMOBHUM LK/IOM)

thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHs Ta iHCTPYKLii Ans
MeANYHOro 3acTOCYBaHHS
reHepuyYHUX/ribpuaHNx/6ionoibHmNX
nNiKapcbKnx 3acobiB Nic/s BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHNI
npenapar (3miHa He noTpebye HafaHHA
XOAHUX HOBUX J0AATKOBUX JaHWX) -
3MiHU BHECEHO A0 IHCTPYKLUIi y po3ginu:
"MokasaHHA" (BUyYEHHS NoKa3aHHs -
FAK JONOBHEHHA [0 AiETW ANA
3MEHLLEHHS PiBHIB 3ara/ibHOro
XonectepuHy, xonectepury JIMHLL i
anoninonpoTeiny B y xnonuukis Ta
AiByar nicns noyatky MeHcTpyauii
Bikom Big 10 o 17 pokis 3
reTepo3UroTHO CiMEHOH
rinepxonecTepuHeMielo, SKLLO nicns
BiANOBIAHOT AjieToTepanii pesynbtaTu
aHanisisB Taki: a) xonectepuH JIMHLLL
3anvwaetbes = 190 mr/an abo 6)
xonectepuH JINHLL = 160 mr/gn Ta: y
ciMeliHOMy aHaMHes3i HasiBHi paHHi
CepLeBO-CyAMHHI 3aXBOPIOBaHHS abo
OBa abo 6inbLue iHWKuX hakTopis
PY3KKy PO3BUTKY CEPLLEBO-CYANHHUX
3axBOpPIOBaHb MPUCYTHI y NaujieHTa
ANTAYOTO BIKY.", OCKIIbKM HEMOX/TMBO
3a6e3neunTn cxemy JikyBaHHS AiTaMm,
BMKOPVCTOBYHOUM iaHe [03yBaHHSA
niKkapcbKoro 3acoby), a Takox y
po3ainu: "®apmakonoriyHi
BnactmsocTi”, "MpoTunokasaHHs",
"B3aemopis 3 iHLWMMU NiKapCbKnuMu
3acob6amu Ta iHLWi BUAY B3aEMOZiA",
"Ocob6nMBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBsaHHs rpyaar”, "Cnocié
3actocyBaHHsa Ta gosu", "ditn"
(3anponoHoBaHo: "Y faHomy [03YyBaHHi
He 3aCTOCOBYIOTb AiTAM.", OCKiNbKN
HEMOX/IMBO 3abe3neunTn cxemy
NiKyBaHHA AiTAM, BUKOPUCTOBYOUN
[aHe [103yBaHHA NiKapcbKoro 3acoby),
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Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

aHHsA

peecmpayitiHo2o
nocsio4eHHs1

3acoby

ynakosKa)

"Mepepo3syBaHHa", "INo6iyHI peakuii”
BiA4NoBigHO A0 iHhopmMal,i Wwoao
Me[MNYHOro 3aCTOCyBaHHS
pedhepeHTHOro NikapcbKoro 3acoby
(MNPUMAP, TabneTtku, BKpUTI
NiBKOBOK 060/10HKOO, 40 Mr).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MopsiAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpygHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioANYHOCTI NOAaHHA perynsapHmMX
3BITiB 3 6e3neKu.

6e3

nionsieae

UA/9290/01/01

BONBIT®

TabneTkun, BKpUTI
060/10HKOI0, N0 5 Mr;
no 10 Tabnetok y
6nicTepi, no 3
6nicTepy y KapTOHHiIl
ynakoBLi

KYCYM
XENTXKEP MBT
nTh

IHais

KYCYM
XENTXKEP NBT
nTa

IHais

MepepeecTpauisi Ha HeOGMEXEHWIA
TepMiH. 3MiHu | TUnNy - 3MiHK LWOoA0
6e3nekn/edhekTUBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii 4ns
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
pocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiinHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BiTY 3 AOC/TiIKEHD,
npoBeAeHVX BignoBigHO A0 niaHy
neajiatpnyHnx gocnigxens (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHUM OpraHom) 3MiHu
BHECEHO [10 IHCTPYKLi 415 MegnyHoro
3aCTOCYyBaHHSA MikapcbKkoro 3acoby Ao
po3ainis: "Oco6/MBOCTI 3aCTOCYBAHHS",
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
roAyBaHHs rpyagr” (pegaryBaHHs),
"Mo6iyHi peakuii” BignNoBigHO A0
OHOB/IEHOI iHdhopMaLiii 3 6e3neku
3aCTOCYyBaHHSA Ajtlo4oi Ta AOMOMIKHUX
peyoBWH Npenapary

peyenma
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHMn y
nepioANYHOCTI NOAaHHA perynsapHmMX
3BITiB 3 6e3neKu.

FAPACEK

rpaHynun gna opasibHoi
cycneHsii no 30 mr; no
16 cawle B KapTOHHI
KOpoo6Li

ABGOTT
Na6opatopi3
X

HimeyunHa

CodpapTtekc

®paHuis

MepepeecTpauisi Ha HeOOMEXEHWIA
TEePMiH.
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnagy, amiHa
yMOBHOBaXeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsgy
3asBHMKA AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
thapmakoHarnagy (Bkio4yarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MilLeHHI MacTep-ghaiina cuctemu
thapmakoHarnagy) - 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOI
3a hapmakoHarnag. [ivoua pegakuis:
[p.Eliko Colike, MD MPH,
nponoHoBaHa pegakuis - Ap.MoHika
Byx6eprep, Pharm.PhD). 3miHa
KOHTaKTHUX AAHVX YNOBHOBaXKEHOI
ocobw, BignoBiganbHoI 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOI
ocobw, BignoBigasibHOI 3a
hapMakoHarnag: givoya pefakuis -
Monogeubkuii Onekcanap,
nponoHoBaHa pegakuis - Kizim Onbra
€BreHiBHa. 3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0c06M, BignoBigaabHOI 3a

6e3
peyenma

nionsieae

UA/13273/01/02




16

Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

hapmakoHarnsg,.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

MNAPACEK

rpaHynun gna opasibHoi
cycneHsii no 10 wmr; no
16 calle B KapTOHHIiA
KopooLi

AB6OTT
Nabopatopi3
m6X

HimeyunHa

CodhapTekc

dpaHuis

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.
3MmiHu Wwoao 6esnekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefieHHs abo 3miHu
[10 y3arasibHEHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx Npo cucTemy
thapmakoHarnsgy, 3miHa
YMOBHOB&XeHOT 0cobu, BignosiganbHOT
3a 3[jlicHeHHs chapMakoHarnsay;
KOHTaKTHOI 0Cc0o6u 3 hapmakoHarnsgy
3as1BHMKa 4119 34iiCHEHHS
hapmakoHarnsgy B YkpaiHi, K0 BOHa
BiAMIHHa Bif, YNOBHOB&XeHOi 0co6M,
BiANOBiAa/bHOI 3a 34jACHEHHS
thapmakoHarnsgy (Bkiroyaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MilLEeHHI MacTep-ghaiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOT 0cobu, BignoBiganbHOT
3a hapmakoHarnsg. iroya pegakuis:
[p.Eliko Colike, MD MPH,
nponoHoBaHa pegakuis - ip.MoHika
Byx6eprep, Pharm.PhD). 3miHa
KOHTaKTHUX AaHVX YNOBHOBaXKEHOI
ocobw, BiAnoBifabHOI 3a
thapmakoHarnag. 3MiHa KOHTaKkTHOT
ocobw, BignoBiganbHoI 3a
hapmakoHarnsg;: firoya pegakuis -
Monogeubkuin Onekcanap,
nponoHoBaHa pefakuis - Kisim Onbra
€BreHiBHa. 3mMiHa KOHTaKTHUX AaHUX

6e3
peuyenma

nionsieae

UA/13273/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

KOHTaKTHOT 0C06M, BignoBigaibHOI 3a
thapmakoHarnag,
MepioanyHICTb NOAaHHA perynsipHo
OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
hapmakoHarnsgy, 3aTBepixeHoro
Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITiB 3 6e3neku.

MNAPACEK

Kancysv TBepai no
100 wmr; no 10 kancyn
y 6nictepi; no 1
6nicTepy B KapTOHHIl
KOpoo6Li

AGGOTT
Na6opatopis
M6X

HimeyunHa

CodhapTekc

PpaHuis

MepepeecTpaLis Ha HEOOMEXEeHNIA
TepMiH. 3MiHu | TUNY - 3MiHK WoA0
6e3nekun/edhekTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3araslbHeHNX fiaHnX Npo cuctemy
thapmakoHarnagy (BBeLeHHs
y3arasibHeHVX AaHnx Npo cuctemy
thapmakoHarnsgy, 3miHa
YNOBHOB&XEHOI 0C06M, BifNoBiganbHOI
3a 34iicHeHHs thapmakoHarnagy;
KOHTaKTHOI 0cobu 3 thapmakoHarnsgy
3aABHUKa AN 3MiAICHEHHA
thapmakoHarnagy B YkpaiHi, SKLL0 BOHa
BiAMiHHa BiJ YNOBHOB&XeHOi 0co6H,
BiANOBIAA/IbHOI 32 34iiCHEHHSA
hapmakoHarnsay (Bkaroyaroum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-thaiina cuctemu
hapmakoHarnsigy) 3miHa
YMOBHOB&XeHOT 0cobu, BignosigansHOT
3a (papmakoHarnag. [itova pegakuis:
[p.Eiko Coitke, MD MPH,
nponoHoBaHa pefakuis - p.MoHika
Byx6eprep, Pharm.PhD). 3miHa
KOHTaKTHUX AaHnX YNOBHOBaXKEHOT
ocobw, BignoBigasibHOI 3a
hapmakoHarnsg. 3mMiHa KOHTakTHOI
ocobw, BiAnoBifabHOI 3a
thapmakoHarnag;: giroya pefakuis -
Monogeubkuii Onekcanap,
nponoHoBaHa pefakuis - Kisim Onbra

6e3
peyenma

nionsieae

UA/13273/02/01




18

Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

€BreHiBHa. 3MiHa KOHTaKTHUX JaHNX
KOHTaKTHOT 0c0o6M, BifnoBifanbHoI 3a
hapmakoHarnng,

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognMyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

FNPYAKA
ATALUMNHOIO
TPABA

Tpasa, no 50 r y nauui
3 BHYTPILLHIM NaKkeTom

TOB
«TepHothapm»

YKpaiHa

TOB
«TepHodhapm»

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NOAaHHA PerynapHmMX
3BITiB 3 6e3neku.

6e3
peuyenma

nionsieae

UA/8888/01/01

FNIOKATEH® 1
MrI TINOKIT

niodpinizat ans
PO3YNHY AN51 iH'EKLi
no 1 mr (1 MO); 1
dp1akoH 3 NOPOLLKOM Y
KOMM/IEKTi 3
PO34YMHHMKOM (BOAA
Ons iH'ekui no 1 mny
wnpuui Nel) y
naacTyKOBI KOpooLi

A/T HoBso
Hopgaick

[aHis

Brpo6HuK
nikapcbKoro
3acoby, nepBnHHa
Ta BTOPMHHA
ynakoBka:

A/T HoBo Hopgick,
[JaHis;
Brnpo6HuK,
BiANOBiAaIbHMI 3a
BUMYCK Cepiii
KiHLLeBOro
NPOAYKTY:

[anisa/
Benbris

MepepeecTpauisi Ha HEOOMEXEHWIA
TEPMIH.
3MiHu Woao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOKTIHIYHUMU, KAIHIYHUMY faHUMK Ta
OaHumu 3 papmakoHarnsagy - 3miHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYBaHHS NiKapcbKoro 3acoby Ao

3a
peyenmom

He
nionsieae

UA/13221/01/01
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
A/T Hoso Hopgick, po3gainy "Mo6iuHi peakwji "BignoBigHO
[JaHis; [0 matepianiB peecTpauiiiHoro 0Che.
Bupo6HuK ans
36MpaHHs, MepioanyHICTb NOAAHHSA PerynsipHo
MapKyBaHHSA Ta OHOB/IIOBAHOTO 3BITY 3 6e3neku
yrnaKoBKH, BiNOBIAHO A0 MopsAKY 34iACHEHHS
BTOPVHHOTO thapmakoHarnsgy, 3aTsepAkeHoro
nakyBaHHS: Haka3oM MiHicTepcTBa OXOPOHU
A/T Hoso Hopgick, 300pOB’A YKpaiHu Big 27 rpyaHa 2006
[Janis; poky Ne 898, 3apeecTpoBaHuii B
Brpo6HuK MiHicTepcTBi tocTuuil Ykpainu 19
PO3YMHHMKA rpygHa 2016 poky 3a Ne 1649/29779 (y
(cTepunbHa Boga pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
ANs iH eKuiny 3[10pOB’A YKpaiHu Big, 26 BepecHsA 2016
Lwnpu), poky Ne 996), cTaHOBUTb: 3riHO 3i
KOHTPO/b/BUNPOGY CTpOKamu, 3a3Ha4yeHMn y
BaHHSA cepili nepioguYHOCTI NOAAHHSA perynsapHuX
PO3UYMHHUKA: 3BITIB 3 6e3neku.
CrateHc Cepym
IHCTUTYT, [aHis;
Brpo6HuK
PO3YMHHMKA
(cTepunbHa BOAa
ONSA iH KU y
wnpui),
KOHTPO/b/BUNPOGY
BaHHA cepili
PO3UMHHYIKA:
KaTtaneHT benbris
CA, benbrisa
10. AOKCA303WUH- | Tabnetkv no 2 Mr no AT YkpaiHa AT "KMIBCbKIN YkpaiHa MepepeecTpavis Ha 5 pokiB. 3a He UA/10676/01/01
KB 10 TabneTok y "KNIBCbKWM BITAMIHHAIA AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU peuyenmom niosnsieae
6nicTepi; no 3 BITAMIHHWIA 3ABOA" NiKapCcbKoro 3acoby - 3aTBepAKeHO:
6nictepy B nav,i 3ABO4" Jokca303unH-Jlyran; 3anpornoHoBaHo:

[okca3o3nH-KB. 3miHu wopao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnagy, amiHa
yMNOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jlicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0co6u 3 thapmakoHarnsgy
3asBHMKA AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BigMiHHa Bif, yNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3@ 3[iiCHEHHS
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs

thapmakoHarnagy (Bkio4yarumn
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MiLLEeHHI MacTep-haiina cuctemm
thapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHUKa A5 3AiACHEHHS
hapmakoHarnagy: [itoua pegakuis -
[lo6poxoToB Bonogumup JoHaToBuy.
[MponoHoBaHa pepakuis - Konsga
BikTopis BikTopiBHa.3MiHa KOHTaKTHUX
[aHVX YNoBHOB&XeEHOI 0cobu. 3miHa
aapecy 34iliCHEHHS OCHOBHOI
OisnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicL,e3HaxoMKeHHs macTep-daiina.
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCSA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa
abo AofaBaHHA Ai/bHUL, Ha Skl
3[iICHIETLCS KOHTPO/L/BUNPOBYBAHHS
cepii). 3MiHK 3 sikoCTi. FOTOBWMIA
nikapcbknii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo BBEEHHS
[0[AaTKOBOI Ai/TbHUL BUPOGHMLTBA 415
4acTNHK abo BCbOro BUPOOHNYOrO
npoLecy roToBOro NikapcbKoro 3acoty
(BinbHMUA, Ha AKi NpoBOAATLCA ByAb-
SKi BUPOGHWYI cTagii, 38 BUHATKOM
BUNYCKY CEPiii, KOHTPO/IHO AKOCTI,
NepBMHHOTO Ta BTOPMHHOIO NakyBaHHS,
01151 HECTEPUIbHMX NiKapCbKUX 3ac06iB)
- CynyTHSA 3MiHa - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbKMiA 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULTBA ANA
4yacTuHM abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapcbKoro 3acoby
(BiNbHULA AN BTOPUHHOTO NakyBaHHS)
- 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHN y BUPO6HULTBI. 3amiHa
ab0 BBefeHHA [,04aTKOBOI AibHNL
BMPOGHMLTBA 151 YACTMHM abo BCbOro
BMPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUSA ans
NepPBNHHOTO NakyBaHHS). 3MiHU W00
6e3nekn/edeKTNBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi NikapcbKoro 3acoby,
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Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby

TEKCTi MapKyBaHHS Ta iHCTpYKLii 4ns
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
negjatpnyHux gocnigxeHs (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OpraHoM) - 3MiHU
BHECEHO [0 iHCTPYKLii y po3aisn
"apmMakosoriyHi BnactusocTi"
(peparyBaHHs TekcTy),
"MpoTrnokasaHHs", "B3aemogis 3
IHLWIMMK NikapcbkMK 3acobamu Ta iHLWi
BWAMW B3aemogiii" (pefaryBaHHs
TeKcTy), "Oco6MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBsaHHs rpyaar”, "Cnocié
3aCTOCyBaHHA Ta A03n" (pegaryBaHHs
TekcTy), "Mo6iyHi peakuii BigNOBIAHO
[,0 OHOBNEHOI iHthopMaL,i 3 6e3neku
Ail040i peyoBMHN.
3MiHa 3asBHUKa (BNacHuKa
peecTpaLiiHoro NocBigYeHHs1)

UA/10676/01/02

11.

IOKCA303WH-
KB

TabneTku no 4 mr; no
10 TabneTok y
6nictepi; no 3
6nicTepy B nav,i

AT
"KNIBCbKWN
BITAMIHHWA

3ABOJ"

YKpaiHa

AT "KWTBCBKIAT
BITAMIHHUN
3ABOJ"

YKpaiHa

MepepeecTpavis Ha 5 pokiB.
AOMiHICTpaTUBHI 3MiHW. 3MiHa Ha3BU
NiKapCcbKoro 3acoby - 3aTBepAKeHO:
Jlokca3osunH-/lyran; 3anponoHoBaHo:

[okca3o3nH-KB. 3miHu wopao

6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu
[0 y3arasibHeHNX AaHnX Npo cuctemy
thapmakoHarnsgy (BBefeHHs
y3arasibHeHUX JaHnx nNpo cucTemy
thapmakoHarnagy, amiHa
YMOBHOB&XeHOT 0cobu, BignoBiganbHOT
3a 3[jiicHeHHs chapmakoHarnsay;
KOHTaKTHOI 0cobu 3 thapmakoHarnsgy
3asBHMKA AN 34ICHEHHSA
thapmakoHarnagy B YkpaiHi, SKLi0 BoHa
BiAMiHHa Bif, yNOBHOBaXeEHOT 0cobu,

BiANOBIAA/IbHOI 32 34iiCHEHHSA

thapmakoHarnagy (Bkio4yarumn

KOHTaKTHi faHi) Ta/abo 3MiHN y

pO3MilLeHHI MacTep-ghaiina cuctemu

3a
peyenmom

He
nionsieae
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs

thapmakoHarnsgy) - YnoBHoBaxeHa
ocoba 3asBHUKa A5 3AiACHEHHS
thapmakoHarnagy: [itoua pegakuis -
[lo6poxoToB Bonogumup JoHaToBuy.
[MponoHoBaHa pepakuis - Konsga
BikTopis BikTopiBHa.3MiHa KOHTaKTHUX
[aHVX YNOBHOB&XeHOI 0cobu. 3miHa
aapecy 34iliCHEHHS OCHOBHOI
OisnbHOCTI 3 chapmakoHarnagy. 3MiHa
MicL,e3HaxoMKeHHs macTep-daiina.
3MiHu 3 sKoCTi. FoTOBMIA NiKapCbKuii
3aci6. 3MiHM y BUpoOHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYHTbCSA
BUNYCKY cepii Ta KOHTPOIO AKOCTI
roTOBOrO /liKapcbkoro 3acoby (3amiHa
abo AofaBaHHsA Ai/bHUL, Ha Skl
3[iICHIETLCS KOHTPO/L/BUNPOBYBAHHS
cepii). 3MiHK 3 sikoCTi. FOTOBWMIA
nikapcbknii 3aci6. 3MiHn y
BMPOGHULTBI. 3amiHa abo BBEEHHS
[0[AaTKOBOI [i/TbHUL BUPOGHMLTBA 415
4acTNHK abo BCbOro BUPOOHNYOrO
npoLecy roToBOro Nikapcbkoro 3acoby
(BinbHMUA, Ha AKi NpoBOAATLCA ByAb-
SKi BUPOGHWYI cTagii, 38 BUHATKOM
BUNYCKY CEPiii, KOHTPO/IHO AKOCTI,
NepPBMHHOTO Ta BTOPMHHOIO NakyBaHHS,
01151 HECTEPUIbHMX NiKapCbKUX 3ac06iB)
- CynyTHA 3MiHa - 3MiHU 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6. 3MiHN Y
BMPO6HMLTBI. 3amiHa abo BBEAEHHS
[0[aTKOBOT AiNbHUL BUPOBHULTBA AN1A
4yacTuHM abo BCbOro BUPOBHNYOro
npoLiecy roToBOro NikapcbKoro 3acoby
(BiNbHULUA AN BTOPUHHOTO MakyBaHHS)
- 3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii
3aci6. 3MiHN y BUPO6HULTBI. 3amiHa
abo BBeLleHHs A04aTKOBOT AiNbHULL
BMPOGHMLITBA 151 YACTMHM abo BCbOro
BMPOBHNYOro NpoLecy rotoBoro
nikapcbKoro 3acoby (finbHUUSA ans
NepPBNHHOTO NakyBaHHS). 3MiHU W00
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans
MeAMYHOro 3acToCyBaHHA Ha niacTasi
perynsipHo OHOB/IOBAHOTO 3BiTY 3
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

12.

ECNYMISAH®

6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 [OCAIIKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
negjatpnyHux gocnigxeHs (PIP) (3miHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OpraHoM) - 3MiHU
BHECEHO [0 iHCTPYKLii y po3aisn
"apmMakosoriyHi BnactusBocTi"
(peparyBaHHs TekcTy),
"MpoTrnokasaHHs", "B3aemogis 3
IHLWIMMK NiKapcbKMK 3acobamu Ta iHLWi
BWAMW B3aemogiii" (pefaryBaHHs
TeKcTy), "Oco6MBOCTi 3aCTOCYBaHHS",
"3acTocyBaHHSA y nepiof BariTHOCTi abo
rogyBsaHHs rpyaar”, "Cnocié
3aCTOCyBaHHA Ta A03n" (pegaryBaHHs
TekcTy), "Mo6iyHi peakuii™ BigNOBIAHO
[,0 OHOBNEHOI iHthopMmaL,i 3 6e3neku
Ail040i peyYoBUHN.
3MiHa 3asBHUKa (BNacHuKa
peecTpaLiiHoro NocBigYeHHs1)

L

Kpanni opaJibHi,
emyrbceist, 40 mr/mn;
no 30 mn a6o no 50
My doNlakoHi 3
KpanenbHuLeto-
BCTaBKOIO Ta NMPOOKOIO;
no 1 conakoHy B
KapTOHHI KopooLyi

BEPNIH-XEMI
Al

HimeyunHa

BEP/NIH-XEMI Al

HimeuunHa

nepepeecTpauis Ha HeobMeXeHwi
TepMiH. 3MiHu Il TMNy - 3MiHK WoA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpOTKili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3
HOBUMM JaHUMU 3 AKOCTI,
OOKTIHIYHUMU, KNIHIYHUMY faHUMK Ta
AaHvMu 3 chapmakoHarnsgy - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCyBaHHS NiKapcbKoro 3acoby Ao
po3ginis "®apmMakosoriyHi
BN1AaCTUBOCTI"(YTOUHEHHSA iHChopmaLlii,
pefaryBaHHs TekcTy), "lNoka3aHHs
"(yTouHeHHs iHdhopmau,i ),
"MpoTunokasaHHA", "Cnoci6
3acToCyBaHHA Ta f031"(YTOUHEHHS
iHchbopmawii, pegaryBaHHsi TEKCTY),
"Oco611BOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepiof BaritTHoOCTi abo
rofyBaHHs rpyaar” (yTO4UHEeHHS
iHhopmalii, pefaryBaHHs TEKCTY),
"34aTHICTb BNAMBATY Ha LWUBMAKICTb

6e3
peyenma

nionsieae

UA/0152/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

peakujii npy KepyBaHHi
aBTOTPaHCNoOPTOM abo iHWKMMK
MexaHisMamu'(yTOYHEeHHSs iHdhopmadi,
pefaryBaHHs TekcTy), "MMobiuHi peakuii
", "Mepeno3yBaHHA" BiANOBIAHO A0
mMarepianis peecTpauiiiHoro A0oCbE.

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHsn 2016
poky Ne996), CTaHOBUTb : 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognMyYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

13.

METPOI/I®

PO34mnH ANns iHdysii, 5
mr/mn no 100 mny
thnakoHax, no 1
hNakoHy,
ynakoBaHoMy B
uenocaHoBuiA Naker,
y KOpOO6LUj 3 KApTOHY

"FOHiK
PapmacbioTukan
Na6opaTopiz"
(BigAineHHs
ipmun "Ox. B.
Kemikans eHp,
dapmacbroTuKan
3/11a.")

IHais

"FOHik
PapmacboTukan
Na6opaTtopiz"
(BipLineHHs dipmmn
"x. B. Kemikans
eHf
dPapmacboTuKan3
Nta.")

IHais

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.
3MmiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acToCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCcyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 4OCAIIKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
nepjatpnyHux gocnigxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YNOBHOB&XEHVUM OpraHom) - 3MiHu
BHECEHIi [0 iHCTPYKLUiT A58 Mean4Horo
3aCTOCYyBaHHSA Nikapcbkoro 3acoby y
po3ginu: "MNokasaHHA" (YTOUHEHHS
iHchbopmawii), "MNMpoTrnokasaHHs",
"B3aemopis 3 iHLWMMU NiKapCbKnuMun
3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHs rpyaar”, "3aatHicTb

3a
peyenmom

He
nidnseae

UA/2871/05/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

BM/IMBATY Ha LIBWAKICTb peakLii npn
KepyBaHHi aBTOTPaHCNOpTOM abo
IHWMK MeXaHi3mamm”,
"Mepepo3yBaHHa", "INo6ivHI peakuii”
BifNOBIAHO A0 OHOBNEHOT iH(hopmaLi 3
6e3nekun Ajitoyol pevoBUHN.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MopsiAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
3[0pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpygHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepioANYHOCTI NOAaHHA perynsapHmMX
3BITiB 3 6e3neKu.

14.

MI®POPTUK

TabneTkun, BKpUTI
060/10HKOIO,
KMLLKOBOPO34MHHI MO
180 wmr; no 10
TabneTtok y 6nictepi;
no 12 6nictepis y
KOpOOLi 3 KAPTOHY

HoBapTic ®apma
Al

LBeiiuapis

HoapTic ®apma
LWreinn Al

LLiBeiuapi
a

MepepeecTpauis Ha 5 pokiB

MepiognyHICTb NOAAHHA perynspHo
OHOB/IHOBAHOTO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsaKy 34iMCHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuji Ykpainn 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
340pOB’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HauyeHUMn y
nepioANYHOCTI NOAAHHA PErynsapHUX
3BITiB 3 6e3neKku.

3a
peyenmom

He
nionsieae

UA/8947/01/01

15.

MI®OPTUK

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO3UMHHI MO
360 mr; no 10
Tabnetok y 6nictepi;
no 12 6nictepis y
KOpOoO6L 3 KAPTOHY

HoBapTic ®apma
Al

Lliseiiuapis

HoBapTic ®apma
LWteiH Al

LLsefiuapi
a

MepepeecTpauis Ha 5 pokiB

MepiognyHiCTb NOAAHHA perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHM
3[10pOB’A YKpaiHuu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpaiiun 19

3a
peyerimom

He
nionsiecae

UA/8947/01/02
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHnMn y
nepiognMYHOCTi NoAaHHSA PerynspHmuX
3BITIB 3 6e3neku.
16. MI®POPTUK TabneTku, BKPUTI HoBapTic ®apma | LUBseiiuapis HosapTic ®apma LLiBeiiuapi MepepeecTpauin Ha 5 pokis - He UA/10098/01/01
060/IOHKOH, Al LTeiH Al a _ _ nionszae
KMLLKOBOPO3UMHHI MO MepioanyHICTL NoAaHHA PerynspHo
180 wr; in bulk: 10 10 SiANORIAO A0 opAay CHerA
Ta6“eT°'f y 6”,'CTep'; thapmakoHarnsgy, 3aTBepKeHoro
no 12 GnicTepis B Haka3om MiHicTepcTBa 0XOPOHM
ynakosLi; no 90 300POB’s YKpaiHu Big 27 rpyaHs 2006
YyNakoBOK y KopobL 3 poky Ne 898, 3apeecTpoBaHuWii B
KapTOHY MiHicTepcTBi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakasy MiHicTepcTBa 0XOpPOHM
3[10pOB’A YKpaiHu Bif, 26 BepecHsa 2016
poky Ne 996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4eHnMn y
nepioANYHOCTI NoAaHHA PerynsapHuX
3BITiB 3 6e3neku.
17. MIPOPTUK TabneTku, BKpUTI HoBaprTic ®apma | LUBeiiuapis HosapTic ®apma LLiBeiiuapi MepepeecTpauin Ha 5 pokiB - He UA/10098/01/02
060/0HKOIO, Al LLiTeitn Al a _ _ nionsizae
KULUKOBOPO3UMHHI MO MepioAvUHICTL NojaHHsA perynspHo
360 wr; in bulk: o 10 siAnosiA0 A6 Mopay SaiHcHens
Tabnetok y Gnictepi; thapMaKoHars4y, 3aTBEpPAKEHOr0
no 12 GnicTepis B Haka3oMm MiHiCTepcTBa OXOPOHM
ynakosuj; no 45 3[10pOB’St YKpaiHu Big 27 rpyaHs 2006
ynakoBOK Y KOpoo6Lii 3 poky Ne 898, 3apeecTpoBaHuii B
KapTOHY MiHicTepcTBi tocTuuil Ykpainm 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakasy MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHu Bif, 26 BepecHa 2016
poky Ne 996), cTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HauyeHUMn y
nepioANYHOCTI NOAaHHA PerynsapHuX
3BITiB 3 6e3neku.
18. HYTPU®DJNIEKC eMy/bCist 4ns iHQY3ii; B. BpayH HimeyunHa BupobHMuTBO, HimeuunHa MepepeecTpauisi Ha HEOOMEXEHNIA 3a He UA/13247/01/01
ninia nepli no 1250 mn a6o no Menb3yHreH Al nepBuHHa Ta TEPMIH. peyenmom niosnsieae
1875 mn y Mmilukax BTOPUHHA 3MiHM Woao 6e3nekn/edhekTMBHOCTI Ta
N1acTUKOBUX ynakoBKa, BMMYyCK hapMakoHarnsgy. 3mMiHN y KOpoTkii
TpukamepHux; no 1 cepil: XapakTepucTuL,i Nikapcbkoro 3acoby,
MiLLKY N1aCTUKOBOMY B. bpayH TEKCTi MapKyBaHHs Ta IHCTPYKLii Ans

TPUKaMepHOMY Y

Menb3yHreH Al

MeZMYHOTO 3aCTOCYBaHHS Y 3B'SI3KY i3
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
3aXMCHOMY MiLLKY; N0 HimeyuunHa; HOBMMM JaHUMU 3 AKOCTI,
5 3axXMCHUX MiLLKiB B KoHTpornb cepil: OOKNIHIYHUMUY, KNIHIYHUMW faHUMK Ta
KapTOHHI Kopobuyj B. bpayH AaHvMu 3 chapmakoHarnsgy - 3MiHu
Menb3yHreH Al BHECEHO [0 iHCTPYKLi 415 MeguyHOro
HimeuunHa 3acTocyBaHHSA NikapcbKoro 3acoby Ao
po3ginis "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHeHHs iHdhopmadii),
"MpoTunokasaHHA", "MobivHi peakuii”,
"Oco611BOCTI 3aCTOCyBaHHA",
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu abo iHLWi BUAY B3aemogiin”
BiANOBIAHO A0 MaTepianiB
peecTpauiiHoro JocChbeE.
MepiognyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekun
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHs 2016 3a Ne 1649/29779 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne996), cTaHOBUTb : 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioANYHOCTI NOAAHHA PEryNsapHUX
3BITiB 3 6e3neku.
19. HYTPU®PNEKC emynbCia Ans iHdysi B. BpayH HimeuunHa Brpo6HMLTBO, HimeuunHa MepepeecTpauis Ha HeObMeEXeHWA 3a He UA/13209/01/01
ninia nnatoc no 1250 mn (500 mn Menb3yHreH Al nepBrHHA Ta TEepMiH peyenmom nionsizae
PO34MHY amiHOKUCNOT BTOPVHHA 3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
+ 250 M1 X1pPOoBOT ynaKkoBka, BUMYyCcK thapmakoHarnsgy. 3MiHM y KOpPOTKili
emynbcii + 500 mn cepii: XapaKTepucTuLi fikapcbkoro 3acoby,
PO34MHY [/110KO3M) B B. BpayH TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MiLlLKax naacTUKOBMX Menb3yHreH Al MEeAMYHOro 3aCTOCYBaHHSA y 3B'A3KY i3
TpuKkamepHux; no 1 HimevunHa; HOBUMM JaHUMU 3 AKOCTI,
MiLLKY B KoHTpornb cepil: OOKNIHIYHUMY, KNIHIYHUMW faHUMK Ta
n1acTMKoBOMy B. bpayH AaHvmMu 3 chapmakoHarnsgy - 3MiHn
3aXVCHOMY MILLIKY; MO Menb3yHreH Al BHECEHO [0 iHCTPYKLi 415 MeguyHoro
5 3axMCHUX MiLLKiB B HimeuunHa 3acTocyBaHHSA NikapcbKoro 3acoby o

KapTOHHI kopobuy;
no 1875 mn (750 mn
PO34MHY aMiHOKMCNOT
+ 375 M1 XNpPOBOT
emynbCii + 750 mn
PO3YMHY [/1H0KO3W) B
MiLLKax Na1acTMKoBmX

po3giniB "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHEHHs iHdhopmadii),
"MpoTunokasaHHA", "MobiuHi peakuii”,
"Oco61MBOCTI 3aCTOCYyBaHHA",
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu abo iHLi BUAY B3aemopiin”
BiANOBIAHO 0 MaTepianis
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
TpuKamepHux; no 1 peecTpaLiiHoro A0CbeE.
MiLLKY B MepioAnYHICTb NOAAHHS PeErynspHO
nnacTyKoBomy OHOB/IIOBAHOrO 3BITY 3 6e3neku
3aXVICHOMY MILLIKY; MO BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
5 3aXMCHUX MiLLKiB B thapmakoHarnsgy, 3aTBepaxeHoro
KapPTOHHI Kopo6Lyi Haka3zom MiHicTepcTBa OXOPOHMN
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
20. HYTPU®DJIEKC emynbCist aNs iHgy3ild; B. BpayH HimeyunHa Bupo6H1uTBO, HimeuyunHa MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/13297/01/01
ninig no 625 mn (250 mn Menb3yHreHn Al nepBuHHa Ta TEPMiH. peyenmom nionsizae
CMELJANBHWIA | posunHy aMiHOKNCAOT BTOPUHHA 3MmiHu Wwoao 6esnekn/edeKTMBHOCTI Ta
+ 125 M/1 XMpOoBOI ynakoBka, BUMyCcK thapmakoHarnsgy. 3MiHu y KOpoTkili
emysibCii + 250 mn cepi: XapaKTepucTULi Nikapcbkoro 3acooby,
PO34MHY T10KO3M) B B. BpayH TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MilLKax Na1acTUKOBUX Menb3yHreH AT, MeAMYHOro 3aCTOCYBaHHSA y 3B’A3KY i3
TpUKamepHux; no 1 HimeuuunHa; HOBUMM JaHUMU 3 SKOCTI,
MiLLKY Y 3aXVCHOMY KoHTpornb cepii: OOKTIHIYHUMU, KNIHIYHUMY JaHUMK Ta
N1acTUKOBOMY MILLIKY; B. BpayH JaHuMu 3 dhapMakoHarnagy - 3mMiHu
no 5 miwkiB y Menb3yHreH Al BHECEHO [0 IHCTPYKLUIT 415 MeANYHOro
KapTOHHI kopobuy; HimeuunHa 3aCcToCyBaHHS NiKapcbKoro 3acoby Ao

no 1250 mn (500 mn
PO34YMHY amiHOKUCAOT
+ 250 M1 X1poBOT
emysbCeii + 500 mn
PO34MHY [/1H0KO3M) B
MilLKax Na1acTUKOBUX
TpukamepHux; no 1
MILLKY Y 3aXMCHOMY
N1acTUKOBOMY MILLIKY;
no 5 miLkiB y
KapTOHHI kopobuy;
no 1875 mn (750 mn
PO34MHY aMiHOKMCNOT
+ 375 M1 XNpPOBOT
emynbCii + 750 mn
PO3YMHY [/1H0KO3W) B
MiLLKax NaacTuKoBmX
TpuKkamepHux; no 1
MILLKY Y 3aXUCHOMY
NaacTVKOBOMY MILLIKY;

po3zinis "Cnocib 3acTocyBaHHA Ta
[03n" (YTOUHEeHHs iHdhopmadii),
"MpoTrnokasaHHaA", "Mo6ivHi peakuii”,
"Oco611BOCTI 3aCTOCyBaHHA",
"B3aemogis 3 iHWMMK NliKapCbKUMu
3aco6amu abo iHWi Buan B3aemogin”
BiANOBIAHO [0 MaTepianis
peecTpavuiinHoro Aocbe
MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHs 2016 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne996), CTaHOBUTb : 3riHO 3i
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
no 5 miwkis y CTpOKamu, 3a3Ha4yeHnMn y
KapTOHHI Kopo6Lyi nepioguYHOCTI NOAAHHSA perynsapHuX
3BITiB 3 6e3neKu.
21. NMAHKPEATUH TabneTku, BKpUTI MAT YkpaiHa MAT "BITAMIHN" YkpaiHa MepepeecTpauisi Ha HeOGMEXEHWIA - He UA/11376/01/01
DOPTE 060/10HKOI0, "BITAMIHA" TEPMIH. nionsieae
KMLLKOBOPO3UMHHI in
bulk Ne 800: no 10 MepiognyHICTb NOAAHHSA perynsipHo
Tabnetok y 6nictepi; OHOBJ/IOBAHOTO 3BITY 3 6e3neku
no 80 6nicTepiB y BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
KOpoo6Li hapmakoHarnsgy, 3aTBepaXeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), CTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NoAaHHA PerynapHmMX
3BITiB 3 6e3neku.
22, NMAHKPEATUH TabneTku, BKpUTI NAT Ykpaina MAT "BITAMIHA" Ykpaina MepepeecTpauisi Ha HEOOMEXEHWIA 6e3 niossieae UA/0337/01/01
DOPTE 060/10HKOI0, "BITAMIHA" TEPMIH. peuenma

KMLLKOBOPO3UMHHI MO
10 TabneTok y
6nictepi; no 2 abo no
5 6nicTepiB y nauui 3
KapTOHY

3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
Me[IMYHOro 3acTOoCyBaHHA Ha NigcTasi
perynsipHo OHOB/IHOBAHOTO 3BiTY 3
6e3nekun nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnspeecTpauinHuii nepiog, abo sk
pesynbTaT OLiHKM 3BITY 3 JOCNIIKEHD,
npoBeAeHVX BifgnoBigHO A0 naHy
neajatpnyHnx gocnigxens (PIP) (3mMiHy
Y3roHKeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHom) - 3MiHu
BHECEHO [0 iIHCTPYKLi 415 MegnyHoro
3aCTOCyBaHHSA Mikapcbkoro 3acoby Ao
po3ainis "Moka3zaHHA" (BUTyYEHHS
nokasaHHs "MykoBicLu03"),
"MpoTunokasaHHA", "B3aemogis 3
iHLWMMK NiKapcbKMMK 3acobamm Ta iHLWi
BMAW B3aemogiin”, "OcobnmsocTi
3acTocyBaHHsa", "lMepeno3yBaHHA",
"Mo6iyHi peakuii" BigNOBIAHO A0
OHOBJ/IEHOI iHd)opMalLlii 3 6e3neku
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep

peecmpayitiHo2o

noceio4eHHs

3aCTOCYBaHHS fil040i Pe4YOBUHMU.
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

23.

NOINHY
HACTOMKA

HacTolika no 25 Mmny
hnakoHax-
KpanenbHuusax; no 25
MY dh1aKoHi-
KpanenbHuui; no 1
dhnakoHy-kpanenbHuLi
B NauLli 3 KapTOHY

TOB
"TepHodhapm"

YKpaiHa

TOB "TepHodapm"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.
3MmiHu Wwoao 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 4OCAIMKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
negjatpnyHux gocnigxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHO [0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao
po3ginis "Ocob/MBOCTI 3aCTOCYBaHHS",
"3paTHiCTb BN/MBATU Ha LUBUAKICTb
peaxuii npy KkepyBaHHi
aBTOTPaAHCMOPTOM a60 iHWKMMK
MexaHismamu" BignoBiaHO A0
OHOBNEHOI iHthopMaLi 3 6e3neku
3aCTOCYBaHHS Ail0UnX Ta JOMOMDKHUX
peyoBWH Npenapary
MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU

6e3
peuyenma

nionsieae

UA/8647/01/01
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
340pOB’A Ykpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Haka3zy MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHnMn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
24. nPono®orn- emynbCist ans iHgy3il, ®i3nyHa ocoba- YkpaiHa ToBapucTBo 3 Ykpaina MepepeecTpauisi Ha HEOOMEXEHMIA 3a He UA/9488/01/01
HOBO 10 mr/mn no 10 mn nignpvemeLb obmexeHoro TEepMiH peyenmom nionsizae
abono20 mny l'y6eHko Cepriit BiANOBIAA/LHICTIO 3MmiHu Wwoao 6esnekn/edekTMBHOCTI Ta
nasAwWwui; No 5 NNsAWok AHartonilioBuy hipma thapmakoHarnsgy. 3MiHu y KOpoTkili
Y KOHTYpHIiA "HoBodhapm- XapaKTepucTULi Nikapcbkoro 3acooby,
YapyHKOBIli ynakoBLji y BiocuHTes" TEKCTi MapKyBaHHS Ta iHCTpyKLii Ans

nauui 3 kapToHy; no 50
M abo no 100 mny
naawui; no 1 naswuyjiy
nauui 3 KapToHy

MeAMYHOro 3acTOCYBaHHS
reHepuyHuX/ribpugHnx/6ionogibHmNx
nNiKapCbKNX 3ac06iB NicNsi BHECEHHS TiEl
camoi 3MiHU Ha pedepeHTHUA
npenapar (3miHa He NOTpebye HagaHHS
XOLHWX HOBMX [0AaTKOBUX AaHNX) -
BHECEHI 10 IHCTPYKUii y po3ainu:
"apmakonoriyHi BractneocTi”,
"MokasaHHsa"(yTOYHEHHS iHchopmaLii),
"B3aemopis 3 iHLWMMKU NiKapCbKnuMun
3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo
rogyBaHHA rpyaar”, "3aatHicTb
BMN/IMBATY Ha LIBWAKICTb peakuii npu
KepyBaHHi aBTOTpaHCcnopToM abo
iHWKMMK MexaHi3mamun”, "Cnocib
3actocyBaHHsa Ta gosu", "ditn"
(iHdbopmavuis 3 6e3neku),
"Mepepo3yBaHHA", "M06IYHI peakuii”
BiAMOBIAHO A0 iHhopMaw,ii Wwoao
MeAMYHOro 3acTOCYBaHHS
pedepeHTHOro /ikapcbKoro 3acoby
(AVNNPWBAH, emynbcia ans iHdysii,
10 mr/mn).
3MiHu Wwoao 6esnekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapakTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
MeAMYHOro 3acTOCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acoby, abo
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Homep

Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

peecmpayitiHo2o
nocsio4eHHs1

3acoby

ynakosKa)

focnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnapeecTpavjiiiHuii nepiog, abo sk
pe3ynbTaT OLiHKV 3BITY 3 [OC/TiIKEHD,
npoBeAeHVX BifgnoBigHO 40 niaHy
negjiatpnyHmx gocnigxeHs (PIP) (3MiHy
Y3rOXKEHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHoM) - BHECEHI 0
IHCTPYKLi y po3ainu: "B3aemogis 3
HLIMMKW NikapcbkMKM 3acob6amu Ta iHLWi
BMAW B3aemogiin”, "OcobmBocTi
3acTocyBaHHA" BigNoBigHO A0
OHOBJIEHOT iHdhopMaLiii 3 6e3neku
[it04OI peYOBUHM Ta AONOMIKHUX
PEeYOBUH.

MepiognyHICTb NOAAHHA PerynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3neku
BiNOBIAHO A0 MopsAKY 34iACHEHHS
thapmakoHarnsgy, 3aTsepikeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHa 2016 poky 3a Ne 1649/29779 (y
pepakuii Haka3y MiHicTepcTBa 0XOpPOHU
3[10pOB’A YKpaiHu Big, 26 BepecHsa 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NOAaHHA perynsapHmMX
3BITiB 3 6e3neKu.

nionsieae

UA/9251/01/01

25.

CYNPACTUH®

TabneTkun no 25 mr, no
10 TabneTok y
6nictepi; no 2
6nicTepy B KApPTOHHIi
KopooLi

3AT
dapmaueBTUYHU
 3aBog ElC

YropumHa

3AT
dapmaLeBTUYHNI
3asopg ElIC

YropumHa

MepepeecTpauisi Ha HeOGMEXEHWIA
TEPMIH.

MepiognyHICTb NOAAHHA PerynspHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainu 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pepakuii Hakaly MiHicTepcTBa 0XOpPOHU
3[10poB’A YKpaiHu Big 26 BepecHsa 2016
poky Ne 996), CTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepioANYHOCTI NoAaHHA PerynapHmMX

3BITiB 3 6E3NeKN.

6e3
peyenmom
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
26. TEPBIHOPM cnpeii HaLKipHWIA, YOPNA Ipysis K.O. Pomdpapm PymyHis MepepeecTpauisi Ha HEOOMEXEHWIA 6e3 nionsizae UA/13367/01/01
po3uunH, 10,08 mr/mn MEAVNUWH NTA, KomnaHi C.P.J1. TEPMIH peuenma
no 20 mn y donakoHi 3 MepioAnYHICTb NOAAHHS PErySAPHO
posnunioBavem Ta OHOBJ/IHOBAHOTO 3BITY 3 6e3neku
KOBMAYKOM-KPULLIKOIO; BiNOBIAHO A0 MopsAKy 34iCHEHHS
no 1 conaxkoHy B hapmakoHarnsgy, 3aTBepixeHoro
KapTOHHI Kopo6Lyi Haka3om MiHicTepcTBa OXOPOHHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHumun y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITiB 3 6e3neku.
27. YrPUH® HacToika no 100 mny NAT YkpaiHa MNAT Ykpaina MepepeecTpaLis Ha HEOOMEXEeHNIA 6e3 nionseae UA/8220/01/01
dhnakoHi abo y 6aHL; "Ximcbapmsasogs "Ximcpapmsasoz TEepMiH. peyenma
no 1 dpnakoHy a6o no "UepBoHa 3ipka" "UepBoHa 3ipka" MepioAnYHICTb NOAAHHSA PErynsipHO
1 6aHuj B nayuj 3 OHOB/IIOBAHOrO 3BITY 3 6e3neku
KapToHY BiANOBIAHO A0 MopsAaKy 34iACHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300poB’A YKpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHnMn y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
28. ®TYKOHA30/ | kancynu no 50 mr, no TOB YkpaiHa TOB "Actpachapm" Ykpaina MepepeecTpauisi Ha HEOBMEXEHMIA 3a He UA/9065/01/01
7 abo 10 kancyny "AcTpadpapm" TEepMiH. peyenmom nionsizae

6nicTepi, no 1
6nictepy B KopobL,i 3
KapTOHY

3MiHu Wwoao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
MeAMYHOro 3acTOCYBaHHS
reHepuyYHuX/ribpuaHnx/6ionogibHmNX
nNiKapCbKNX 3ac06iB NicNsi BHECEHHS Tiel
camoi 3MiHU Ha pedepeHTHUIA
npenapar (3miHa He NOTpPebye HafaHHS
XOAHWX HOBWX AOAATKOBUX faHWX) -
3MiHM BHECEHI [0 iIHCTPYKLIi y po3ainu:
"®apmMakonoriyHi B1acTneocTi”,
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Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

3acoby

"B3aemogisl 3 iHWMMW fliKapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofysaHHs rpyaato”, "Cnocio
3actocysaHHsa Ta gosu", "ditn"
(yTouYHeHHs iHchopmawii),
"Mepeno3yBaHHs", "Mo6ivHI peakuii”
BIANOBIAHO A0 iHthopMau,ii Wwoao
MeANYHOro 3acTOCYBaHHs
pedhepeHTHOro ikapcbkoro 3acoby
(ANPNHOKAH®, kancynu, 50 mr, 100
Mr).

MepiognyHICTb NOAaHHA perynsipHo
OHOB/IIOBAHOTO 3BITY 3 6e3nekun
BiANOBIAHO A0 MopsAaKy 34iACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro
Haka3om MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016
poky Ne 996), CTaHOBUTbL: 3rigHO 3i
CTpoKamu, 3a3HavyeHuMun y
nepioANYHOCTI NOAAHHA PEryNsapHUX
3BITiB 3 6e3neku.

29.

®/TYKOHA3O0N

kancysm no 150 mr, no
1 kancyni y 6nictepi,
no 1 a6o 2 a6o 3 a6o
4 6nicTepu B KOpOOLi 3
KapTOHY

TOB
"AcTpadpapm"

Ykpaina

TOB "Actpadchapm”

Ykpaina

MepepeecTpaLis Ha HEOOMEXEHNIA
TEepMiH.
3MiHM Woao 6e3nekn/edpekTMBHOCTI Ta
thapmakoHarnsgy. 3MiHM y KOpPOTKili
XapaKTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT ANns
MeJMYHOro 3aCTOCYBaHHS
reHepnyYHuX/ribpuaHMx/6ionogibHmNx
nNiKapcbKnx 3acobiB Nicss BHECEHHA TiEl
camoi 3MiHU Ha pedepeHTHUI
npenapar (3miHa He NoTpebye HadaHHA
XXOJHWX HOBMX [0AaTKOBUX AaHNX) -
3MiHN BHECEHI [0 IHCTPYKLi y po3ainu:
"®apmakonorivyHi BracTmeBocTi”,
"B3aemopis 3 iHLWMMU NiKapCbKnuMun
3acobamu Ta iHWi BUamn B3aemogiii",
"Oco6nMBOCTI 3aCTOCYBaHHS",
"3acTocyBaHHS y nepiof BariTHOCTi abo

roflyBaHHs rpyaat”, "ro6iyni peakuii”

Ne 1 — 6e3
peyenma,
Ne 2; Ne 3;
Ne 4 — 3a
peyenmom

Ne 1 —
nionsieae;
Ne 2, Ne 3,
Ne 4 — He
nionsieae

UA/9065/01/03
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

BiAMOBIAHO A0 iHhopMau,ii Wwoao
MeAMYHOro 3acTOCYBaHHs
pedhepeHTHOro /ikapcbKoro 3acoby
(ANPNHOKAH®, kancynu, 150 mr).
MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepAxeHoro
Haka3om MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognMyYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

30.

DJTYKOHA3ON

kancynu no 100 mr, no
10 kancyn y 6nicTepi,
no 1 6nictepy y
KOpOOLLi 3 KAPTOHY

TOB
"AcTpadcapm”

YKpaiHa

TOB "AcTpachapm"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.
3MmiHu Wwoao 6esnekn/edheKTMBHOCTI Ta
thapmakoHarnsgy. 3MiHu y KOpoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOCYBaHHS
reHepuyHuX/ribpuaHnx/6ionogibHmNx
nNiKapcbKNX 3ac06iB Nicnsi BHECEHHS Tiel
camoi 3MiHU Ha pedepeHTHUA
npenapar (3miHa He NOTpebye HafaHHS
XOAHWX HOBWX AOAATKOBUX JaHWX) -
3MiHM BHECEHI [0 IHCTPYKLIT y po3ainu:
"apmakonoriyHi BractneocTi”,
"B3aemogis 3 iHWMMW SliKapCbKUMu
3aco6amu Ta iHWi BUamn B3aemogiii",
"Oco61MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHs y nepio BaritTHocTi abo
rofyBaHHs rpyaato”, "Cnoci6
3actocyBaHHsa Ta gosu", "ditn"
(yTouYHeHHs iHchopmawii),
"Mepepo3yBaHHA", "M06IYHI peakuii™
BiANOBIAHO A0 iHhopMmau,ii Wwoao
MeAMYHOro 3acTOCYBaHHS
pechepeHTHOro /ikapcbkoro 3acoby
(ANPNHOKAH®, kancynu, 50 mr, 100
Mr).

MepiognyHICTb NOAaHHSA PerynsipHo

3a
peyenmom

He
nidnseae

UA/9065/01/02




36

Ymosu

Peknamys

Homep

Ne n/n

Hassa
JliKapcbKo20

Popma sunycky
(nikapcbka chopma,

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

BionyckKy

aHHsA

peecmpayitiHo2o
nocsio4eHHs1

3acoby

ynakosKa)

OHOB/IIOBAHOTO 3BITY 3 6e3nekun
BiANOBIAHO A0 MopsAaKy 3AiACHEHHS
hapmakoHarnsgy, 3aTBepiKeHoro

Haka3oMm MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiHuu Big 27 rpyaHsa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne 1649/29779 (y
pegfakuii Hakaly MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHs 2016

poky Ne 996), CTaHOBUTb: 3rigHO 3i
CcTpoKamu, 3a3HavyeHumun y
NepioANYHOCTI NOAaHHA PErynsapHUX
3BITiB 3 6e3neku.

He

UA/13381/01/01

31

XIHO®YUNH

cyno3uTopii BariHasbHi
no 0,015 r, in bulk: no
5 cynosuTtopiiB y
6nictepi, no 180
6nicTepiB y ALWMKY

MpuBaTHe
akujioHepHe
TOBapMCTBO

"Nekxim -
XapkiB"

Ykpaina

MpusatHe
akuioHepHe
TOBapuCTBO

"Nekxim - Xapkis"

Ykpaina

YKpaiHa

MepepeecTpaLis Ha HEOOMEXEHNIA
TEPMiH.

MepioguyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaXeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpainu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakaly MiHicTepcTBa OXOPOHU
300poB’A YKpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO 3i
CTpOKamu, 3a3Ha4yeHMN y
nepiognMYHOCTI MoAaHHSA perynsipHux
3BITIB 3 6e3neku.
MepepeecTpauisi Ha HEOBMEXEHWIA

3a

nionsieae

He

UA/0720/01/01

32.

XIHO®PYLUNH

cyno3uTopii BariHanbHi
no 0,015r,no 5
CynosuTopiie y
6nictepi, no 1 a6o 2
6nicTepy B nayu,i

MNpuBaTHe
akujioHepHe
TOBapuUCTBO

"Nekxim -
Xapkis"

YKpaiHa

MpuBartHe
aKuioHepHe
TOBapUCTBO

"Jlekxim - Xapkis"

TepMiH. 3MiHu | TURYy - 3MiHK WoA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKUiT 4N
MeAMYHOro 3acTOCYBaHHA Ha NiacTasi
perynsipHo OHOBJIOBAHOIO 3BITY 3
6e3nekn nikapcbkoro 3acoby, abo
pocnimxkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pe3ynbTaT OLiHK/ 3BITY 3 4OCAIMKEHD,

npoBefeHnX BigNoBiAHO [0 NnaHy
negiatpuyHux gocnigmxkeHs (PIP) (3MiHy
Y3rO[XXEHO 3 KOMMNETEHTHUM

peyenmom

YNOBHOB&XEHWM OpraHom) 3MiHu

nionsieae
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

BHECEHO [0 iHCTPYKLiT 4151 MeANYHOro
3aCTOCyBaHHS fikapcbkoro 3acoby Ao
po3gainy "OcobnnBocCTi 3acToCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3nekn 3acToCcyBaHHA [OMNOMIKHUX
peyoBUH

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognMyYHOCTI NoAaHHSA perynsipHux
3BITIB 3 6e3neku.

33.

XTOPAM®EHIK
on

nopoLLok (cybcTaHLis)
y nakeTax
nonieTNeHoBux ans
chapmav,eBTU4HOrO
3aCTOCyBaHHS

MPAT
"OITOPAPM"

YKpaiHa

Hosict
PapmacboTikan
poyn Ko., /114

Kutaii

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMIH

He
nidnseae

UA/13478/01/01

34.

XNOPrEKCUA
NH

po3uunH ans
30BHILUHLOIO
3actocyBaHHA 0,05 %
no 100 mny
hnakoHax

TOB "Cnasis
2000"

YKpaiHa

TOB "Cnasis
2000"

YKpaiHa

MepepeecTpauis Ha 5 pokiB. 3MiHK |
TMny - 3MiHK WoA0
6e3nekn/edhekTBHOCTI Ta
thapmakoHarnsgy. 3MiH1 y KOpoTKili
XapakTepucTuL Nikapcbkoro 3acooby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeZIM4HOro 3aCTOCyBaHHA
reHepuyHMX/ribpuaHnX/6ionoaibHMX
NiKapcbKnx 3acobiB Nic/1s BHECEHHSA Tiel
camoi 3MiHU Ha pedhepeHTHUI
npenapar (3MiHa He NnoTpebye HafaHHA
XOAHUX HOBWX J0AATKOBUX AAHUX)
3MiHV BHECEHO [0 iHCTPYKUIT Y po3ainu:
"Cnoci6 3acTocyBaHHs Ta fo3u",
"Mepepo3yBaHHA", "M06IYHI peakuii”
3rigHO 3 iHhopmaLieto Wwoao
MeZIMYHOro 3aCTOCYBaHHA
pedepeHTHOrOo /ikapcbkoro 3acoby
XNOPIEKCNAVIH, po3unH gns
30BHILLUHBLOrO 3acTtocyBaHHs 0,05 %,
TOB "®apromes”.

6e3
peyenma

nionsiecae

UA/13263/01/01
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Ne n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka chopma,
ynakosKa)

3asBHUK

Kpaina
3as8HUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

Peecmpayitina npoyedypa

Ymosu
BionyckKy

Peknamys
aHHA

Homep
peecmpayitiHo2o
nocsio4eHHs1

MepiognyHICTb NOAAHHA PerynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MNopsAaKy 34iCHEHHS
thapmakoHarnsgy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpainn 19
rpyaHs 2016 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif 26 BepecHsn 2016
poky Ne996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HauyeHMn y
nepiognyYHOCTi NoAaHHSA perynsipHux
3BITiB 3 6e3neku.

35.

XOJT0CAC

cupon, no 130 ry
6aHKax NoniMepHuX;
no 130 r y chnakoHax
nonimepHux; no 250 r
y thnakoHax
nonimepHux; no 130 r
y 6aHLji nonimepHii,
no 1 6aHuj y nauui 3
KapToHy; no 130ry
hNakoHi
nonimepHomy; rno 1
dhnakoHy y nauui 3
KapToHy; no 250 r y
hNakoHi
nonimepHomy; no 1
hnakoHy y nauui 3
KapTOHY

MAT
"BITAMIHA"

YKpaiHa

MAT "BITAMIHA"

YKpaiHa

MepepeecTpauisi Ha HEOOMEXEHMIA
TEPMiH.
3MmiHu Wwoao 6esnekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHa y KopoTkili
XapaKkTepucTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTpYKLii Ans
MeAMYHOro 3acTOoCyBaHHA Ha NiacTasi
perynsipHoO OHOB/IOBAHOTO 3BiTY 3
6e3nekn nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn 3acToCyBaHHs
nikapcbKoro 3acoby B
nicnsipeecTpauiiHuii nepiog, abo sk
pesynbTaT OLiHK/ 3BITY 3 4OCAIMKEHD,
npoBefeHnX BigNoBIAHO [0 NnaHy
negjatpnyHux gocnigxeHs (PIP) (3miHy
Y3rO[XXEHO 3 KOMNETEHTHUM
YMNOBHOB&XEHVM OpraHom) - 3MiHu
BHECEHO A0 iHCTPYKLiT 415 MeANYHOro
3aCTOCYyBaHHSA nikapcbkoro 3acoby Ao
po3gainy "OcobnnBoCTi 3aCTOCyBaHHA"
BiANOBIAHO A0 OHOBMEHOI iHChopMaL,i 3
6e3neky 3acTocyBaHHsA AOMNOMIKHOI
PEYOBUHM.
MepiognyHICTb NOAAHHA PerynsipHo
OHOBJIHOBAHOrO 3BITY 3 6e3neku
BiANOBIAHO A0 MopsAaKy 3AiNCHEHHS
thapmakoHarnsgy, 3aTBepAkeHoro
Haka3zom MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu Big 27 rpyaHa 2006
poky Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuil Ykpainum 19

6e3
peuyenma

nionsieae

UA/0584/01/01
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Ne n/n Hassa ®opma surnycky 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayitina npoyedypa Ymosu Peknamys Howmep
JliKapcbKo20 (nikapcbka chopma, 3asiBHUKa BUPOGHUKa BionyckKy aHHs1 peecmpayitiHo2o
3acoby ynakoska) nocsi0O4eHHs
rpyaHs 2016 poky 3a Ne 1649/29779 (y
pefakuii Hakazy MiHicTepcTBa OXOPOHU
3[,0p0B’A YkpaiHu Bif 26 BepecHsn 2016
poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3HavyeHMn y
nepiognMYHOCTi NoAaHHSA perynsipHux
3BITIB 3 6e3neku.
36. YEBPELO EKCTPaKT pifgkuii NAT YkpaiHa MAT "Tanuuchapm” Ykpaina MepepeecTpauisi Ha HEOOMEXEHWIA - He UA/9745/01/01
EKCTPAKT (cybeTaHuis) y 6o4kax "Tannucapm" TEepMiH nionsizae
PIAKNIA nonimMepHNX 4N

BUPOGHMLTBA
HeCTepUIbHUX
nikapcbkux chopm

HauyanbHUK YnpaBniHHA (hapMmaleBTUYHOI AiANBHOCTI Ta
AKOCTI hapmMmaueBTUUHOI NPOAYKLT

T.M. JIacKOBCbKUM




NEPENIK
NIKAPCbKUX 3ACOBIB (MEQNYHUX IMYHOBIONONYHNX NPENAPATIB), LLOAO AKUX BYN BHECEHI 3MIHN A0 PEECTPALINHUX MATEPIA/IB, AKI
BHOCATbLCA A0 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

AopaTtok 3

A0 Hakasy MiHicTepcTBa OXOPOHU
3[40pOB’A YKpaiHu

20.11.2018 Ne 2142

Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky

3asBHuUK

Kpaina

Bupo6Huk

Kpaina

Peecmpayitina npoyedypa Ymosu Howmep
BionyckKy peecmpayitiHo
20
nocsio4eHHs1

L-TUPO3WH
(TUPO3VH)

NOPOLLIOK KpUCTaniuHuii
abo kpuctanm
(cybeTaHuis) y nakeTtax
nosieTuNeHoBux oNs
chapmaL,eBTU4YHOro
3acTocyBaHHs

AT "KUIBCbKMI
BITAMIHHWA
3ABOA"

YkpaiHa

TAHbU3IHb TAHbAO
dapmacbloTikans
Ko., 114,

Kutait

BHECEHHS 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | - UA/14373/01/01
TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKa (B/laCHUKa peecTpaviiiHoro
NOCBifUYEHHS) - 3MiHA HaliMEHYBaHHS 3asiBHMKa
(BBegeHHsa 3MiH MPOTAroM 6-Tv MicsLiB nicns
3aTBEPKEHHS)

AKHECTON

Kpem, 200 mr/rno 301y
Ty6i, Mo 1 Ty6i B nayw,

MAT

"Kuiemegnpenapa

T

YkpaiHa

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis: 6e3 UA/7011/01/01
3MiHu Il Tuny - 3MiHa BUpPOGHMKa peyenma
BMXIZAHOrO/NPOMIXHOr0 NPOAYKTY/peareHTy, Lo

BMKOPVCTOBYIOTbCS Y BUPOOHUYOMY npoueci Adl, abo
3MiHa BUpPO6HUKa (BK/TKOYatoum, e HeobxigHo, micue
npoBeAeHHS KOHTPOsIo fkocTi) A®I (3a BiACYTHOCTI

cepTuduikaTa BignNoBigHOCTI €EBPONEChKiii
hapmakonei y 3aTBepXeHOMY [0CbE)(BBEAEHHS
HOBOro BMpOGHUMKa APl 3 HafaHHAM MacTep-ghaiina Ha
A®l). BBefeHHs 3MiH NpOTArom 6-T1 micAwiB nicns
3aTBEPAKEHHSA

AMAOAN®

Tabnetku no 15 mr; no
10 TabneTok B 6ricTepi;
no 3 6nictepa B
KapTOHHIA ynakosL,i

BAT "TepeoH
Pixtep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/16763/01/02
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asiBHuKa 415
3[jiCHeHHs1 hapMakoHariaay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXEHOI 0Cc0o6w, BignoBigasibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iACHEHHS
thapmakoHarnagy. lNponoHoBaHa pepakuis: Attila
Olah. 3miHa KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy

AMAOAN®

Tabnetky no 10 mr; no

10 Tabnetok B 6icTepi;

no 3 6nictepa B
KapTOHHIA ynakoBLi

BAT "TeneoH
Pixtep"

YropumHa

BAT "TefeoH
PixTep"

YropumHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/16763/01/01
3MiHU | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
hapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPo CUCTeEMY
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34iicCHEHHS hapmakoHarnsay;
KOHTaKTHOi 0c06M 3 hapMakoHarnagy 3asBHuKa A5
3[jiCHEeHHs1 hapMakoHaraay B YKpaiHi, SKLo BoHa
BiIMiHHa Bif, YNOBHOBaXeHOi 0CO6MU, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (Bkyarum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu cpapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6U, BiANOBIAaNbHOT 3a 34iICHEHHS
thapmakoHarnagy. lNMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHWUX JaHuX YNOBHOBaXKEHOT 0cobu,
Bif4NoBiga/IbHOI 3a 3AiICHEHHST dhapMakoHarnsay
5. AMIHAOH (Y- NMOPOLLIOK KpUCTasTivHWIA AT "KMIBCbKUI YkpaiHa KalitoaHb XeHTali Kutaii BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | - UA/1885/01/01
AMIHOMACAH abo kpuctanm BITAMIHHUIA Kewmikan Ko., Nita,. TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS
A KNCNOTA) (cy6eTaHuis) y naketax 3ABO4" Ta/abo agpecy 3asiBHMKA (B/laCHUKa peecTpavjiiiHoro
nosieTuNeHoBux ons NOCBiYEHHS) - 3MiHA HAaliMEHYBaHHS 3asiBHUKA
BMPOGHULITBA (BBegeHHs 3MiH MpoTsArom 6-Tv micsuiB nicns
HecTepuIbHNX 3aTBEPKEHHS)
niKkapcbknx oopm
6. AMIOAAPOHY NOPOLLOK AT "KMIBCbKIN YkpaiHa YaHuwxoy Kutaii BHECEHHS 3MiH 0 peecTpauiiHux martepiasnis: 3miHu | - UA/4103/01/01
rigPoOxXnoprPug [ApiGHOKpUCTaNivHWiA BITAMIHHWI LI3iHbyeH MeaciH TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
(cybeTaHuis) y nakeTtax 3ABO4" Kewmikan Ko. NT/, Ta/abo agpecy 3asiBHMKA (B/laCHUKA pPeEECTpaLiiiHOro
noABINHNX NOCBiJYEHHS) - 3MiHA HalilMEHYBaHHS 3asBHUKa
nonieTnNeHoBux Ans (BBeeHHs 3MiH NpoTAroM 6-T1 micsAuiB nicns
BMPOOHULITBA 3aTBEPKEHHS)
HecTepuIbHUX
NiKapcbknx popm
7. AMoauniH Tabnetku no 5 mr no 10 NAT YkpaiHa MNAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/1586/01/01
TabneTtok y 6nictepi; no "KuiBmegnpenapa "KuiBmegnpenapa 3MiHKM | TUNYy - 3MiHa po3mipy cepii (BKItoUarum peuyenmom
3 6nictepu B nayi T T AianasoH po3Mipy cepii) roToBOro slikapcbkoro 3acoby
(36inblueHHs Ao 10 pasiB NOPIBHAHO i3 3aTBEPKEHUM
PO3MipOM) - 36iNbLLEHHS PO3MIPY Cepii rOTOBOro
nikapcbkoro 3acoby. 3anponoHosaHo: 100 kr (1 000
000 Tabnetok), 200 kr (2 000 000 TabneTokK)
8. AMOKCUUWAIHY | nopowok (cybcTaHuis) y MAT YkpaiHa CaHpo3 Icnanis BHECEHHS 3MiH 0 peecTpavliiiHux maTepiasiis: - UA/4909/01/01
TPUTIAPAT noaBiHMX "Kuismegnpenapa IHoacTpian 3MiHuM | TUNY - 3MiHa B ymMoBax 36epiraHHa Adl.
nonieTnIeHoBmX T Mpogaktc C.A. MponoHoBaHa pefakuin: B OpuriHasbHii ynakosLi, npu
naketax gns Temneparypi He Buwe 30°C
chapmaLeBTU4YHOro
3acTOCyBaHHs
9. APIOA® CYXA MopoLLOK, Mo 19,55 1y TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/8738/01/01
MIKCTYPA BIj, donakoHi; no 1 dpnakoHy "TepHochapm” "TepHodhapm” 3MiHuM | TUNY - 3MiHa y MeTofax BUNpobyBaHHS peyenma
KALLHO And B NauLj 3 KapToHy rOTOBOrO J1iKapCbKOro 3acoby - 3miHa meToay
AITEN BMNPOGYBaHb «Maca BMICTY KOHTeliHepa»
10. APTULLIOKY nopoLUoK (cybcTaHuis) y AT "KMIBCbKUI YkpaiHa "EBEAP PpaHuis BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | - UA/4587/01/01
CYXuii nakeTax noaBiiHNx BITAMIHHUIA EKCTPAKCbIOH MRy - AMIHICTPaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA
EKCTPAKT 2% nonieTUNEHoOBUX A5 3ABOA" BEXETAJIb ET Ta/abo agpecu 3asBHUKA (B1acHUKa peecTpauiiHoro
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
LUMNHAPUH hapMaLeBTUYHOIO APOM" MOCBiAYEHHS) - 3MiHA HAaliMEHYBaHHS 3asiBHUKa
3acTOoCyBaHHA (BBepeHHsa 3MiH npoTsarom 6-Tv micsuis nicns
3aTBEPKEHHS)
11. ATEHONON nopoLUoK (cybeTaHuis) y MpAT YkpaiHa Inka Na6opatopi3 IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: - UA/15631/01/01
nakeTax noABinHNX "GapmaueBTuyHa Nimiten 3MiHKM | TUNY - NO4AHHSA HOBOTO cepTudikaTy
noslieTuNeHoBMX ons ipma "OapHmus" BignosigHocTi €E® R1-CEP 1998-024-Rev 04 ans
chapmaL,eBTUYHOro [il040T peYOBUHM aTEHONONY Bif, BXe 3aTBEpKEeHOro
3acTOCyBaHHA BMPOGHMKA, | IK HACNIAOK BifdYNNCh 3MiHN Y
cneumdikauii Ta METOAiB KOHTPO/IIO 3a NOKa3HUKOM
"CynyTHi AOMilWKK", 3MiHa po3ainy "Cpok
npurogHocTn" Ha po3gin «Cpok nepekoHTposs» (6e3
3MiHV TEepMiHy) BUTydeHHs po3giny "MikpobionoriyHa
yucToTa" 3 cneungikaLii Ta MeToAiB KOHTpoto AdI.
BBegeHHsA 3MiH NpoTAromM 6-T1 MicsaLiB nicns
3aTBepMAKEHHSA; 3MiHN | TUNy - 3MiHa y MeTodax
BUNpo6yBaHHsA APl abo BUXigHOrO
marepiany/npoMiKHOro NPoAayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y NpoLeci BUpobHuutea APl -
[O0NOBHEHHS po3ainy "laeHTudikauis" iHpopmauieto
L1040 NEPBUHHOI Ta BTOPVMHHOI igeHTudikawii
12. ATOKOP 40 TabneTku, BKpUTI TOB "[Op. Peppi'c Ykpaina AnoTekc IHK. KaHapa BHECEHHS 3MiH 10 peecTpavjiiiHix maTepianis: 3MiHu | 3a UA/13184/01/03
NAiBKOBOK 060/IOHKOHO, Na6opaTopiz" (Bnpo6bHULTBO TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
no 40 mr, no 10 Hepo3acoBaHOro Ta/abo agpecu MicLsA NPOBaKEHHS AiS/IbHOCTI
TabneTok y 6nictepi; no NPOAYKTY, A03BIN BMPO6GHMKa/iMnopTepa roToBoro sikapcbkoro 3acoby,
3 abo 6 6nicTepiB y Ha BUMYCK cepii; BK/IIOYAOUM AiNbHWLI BUNYCKY cepii abo micue
KapTOHHI Kopo6Lii; no Brpo6HMLUTBO 3a NPOBeLEHHSI KOHTPO/IO AKOCTI. (4iANbHICTb, 3a AKy
30, 60 a6o 100 NMOBHUM LMK/IOM) BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
Tabnetok y 6aHui; no 1 cepiii) - npuBeaeHHA agpecu BUpobHuka N3 AnoTekc
6aHLi Y KAPTOHHIM IHK., KaHaga (BMpO6HMLTBO Hepo3dhacoBaHOro
Kopoobui NPOAYKTY, [03Bi/T HA BUMYCK cepii) y BiANOBIAHICTb A0
opuriHaNbHUX AOKYMEHTIB, 63 3MiHM MicLsa
BMPO6HULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn MicALiB
nicns 3aTBepAYKEHHS)
13. ATOPBACTATWH | nopoLUoK KpUCTanivyHmii AT "KMIBCbKWW Ykpaina XaHnkoy YXoHrmei KnTaii BHECEHHSA 3MiH 10 peECTpaLiiiHnx maTepianis: 3MiHu | - UA/5100/01/01
KANbLIKO (cybeTaHuis) y nakeTtax BITAMIHHWA XyapgoHr TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHA HaliMEHYBaHHSI
(ATOPBACTATHU noaBinHMX 3ABO4" PapmacboTikas Ta/abo agpecy 3asiBHMKa (B/laCHUKa peecTpaviiiHoro
H KANbLIIO nonieTuneHosux ans Ko., NT4. NOCBIAYEHHS) - 3MiHa HaliMEHYBaHHS 3asiBHVKa
TPUTIAPAT) hapMaLeBTUYHOIO (BBEAEHHS 3MiH MPOTAroM 6-Tu MicsLiB nicns
3acTocyBaHHsA 3aTBEPMKEHHS)
14. ALETUILUNCTEI KpuCTaniyHuii NopoLLOoK ToBapucTso 3 Ykpaina YXAHb TrPAH[, KnTaii BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: - UA/12665/01/01
H abo kpuctanm o6MexeHo XOWO KO., NTA. YTOUHEHHS1 HaNUCaHHA yNakoBKu B Haka3i MO3
(cybeTaHuisn) y BiANoBiga/IbHICTIO YKpaiHu
noABiliHUX "PapmaueBTuyHa Ne 1479 Big 10.08.2018 B nNpoLeci BHECEHHS 3MiH A0
nonieTuIeHoBMX KOMMaHis peecTpauiiiHux matepiasis (3miHu | Tumny -
naketax gns "3p0pos'a” AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
hapMaLeBTUYHOIO afpecy 3asBHVKa (BlacHMKa peecTpauiiHoro
3aCcTOCyBaHHs noceigueHHs) 3miHa agpecu 3asiBHMKa. 3MiHK | Tvny -
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1

3MiHu 3 siKocTi. CepTudikat BignosigHOCTI/lE-
cepTudikaTt BignoBigHOCTI EBponeichkili
hapmakonei/moHorpadii. NMogaHHs HoBOro abo
OHOBJIEHOTO cepTudikaTa BignoBigHOCTi abo
BUTYYEHHS cepTudikaTa BignoBiAHOCTI EBponeicbkiii
thapmakonei: ana A®l; gns BuxigHoro
mMaTtepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYIOTbCS Y BUPOOHULTBI ADI; ans
[OMNOMDKHOI peyoBMHY (CepTudiikaTt BiAMoBIAHOCTI
€Bponeiicbkili hapmakonei) - HoBuii ceptudikaT Big,
BXe 3aTBEpAKEHOro BUPOBHYKA - NOAAHHS HOBOrO
cepTucpikaTa BiANOBIAHOCTI EBPONEChKIl
thapmakonei Ne R1-CEP 2010-092-Rev 00 ans Adl
aueTUIUUCTEIH Bif, 3aTBEPXKEHOTO BUPOGHMKA
WUHAN GRAND HOYO CO., LTD., Kutai six
HacnifoK 3MiHa Ha3BMW Ta afpecu BUpobHuKka AdlI,
3MiHM y crieuymdikaLii Ta MeTogax KOHTPO/II0 SKOCTI 3a
nokKasHukamu: «3anLLKOBI Ki/TbKOCTi OpraHivuHmx
PO3YMHHVKIB» @ came: 3MiHa MeToy ra3oBoi
Xpomatorpacii Ha meTog, BTpaTV Macu npu
BYMCYLLYBaHHI (OLTOBA K1C/0Ta) Y BiANOBIAHOCTI JO
HagaHoro CEP KpuTepii NpUAHATHOCTI HEe 3MiHUIUCS.
«CynpoBigHi JOMILLKK", yTOYHEHO ynakosky A®I, 3miHa
iHchopmawuii npo TepmiH npuaatHocTi. CynyTHSA 3MiHa -
3MiHu 3 gKocTi. A®l. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo AoNyCTUMUX MEX,
BM3HAYeHNX y cneundikauisx Ha Adl, abo
BVXiHWA/NPOMDDKHWIA NpOAYKT/pearexT, Lo
BMKOPUCTOBYIOTbCA Y npoueci BUpobHuytBa A®I (iHwwi
3MiHW) - 3MiHu 3 aKocTi. A®l. KoHTponb A®I. 3miHa y
MeToAax BunpobysaHHsA A®l abo BuxigHOro
mMarepiany/npoMiKHOro NPoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoLeci BUpobHuutea AP (iHwi
3MiHV Y MeToZax BUNPOGYBaHHS (BK/1HOHaOUN 3aMiHy
abo gonosHeHHs) APl abo BUXIAHOrO/NPOMIKHOTO
npoaykTy). 3MiHn | Tuny - 3MiHn 3 sxkocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat signosigHocTi
€sponelicbkili hbapmakonei/ MoHorpadii. 3mMiHu,
noB's3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y BiAMNOBIAHICTb
0o MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHwWoi HauioHanbHOI hapmakonei fgepxasu €C
(iHwWi 3miHK) NprBeaeHHs cneumdikadii Ta meTogis
KOHTpON0 Ad| aueTnNuUMCTeiH y BigNOBIAHICTb A0
BMMOr MOHorpadii «Acetylcysteine» EP: - 4ONOBHEHHSA
nokasHukamu «lgeHtudikauis A, B, D, E» Ta
«PO3YMHHICTb»; - BUTYYEHHS NOKa3HMKa «Bavkki
MeTanu». CynyTHA 3miHa - 3MiHK 3 sikocTi. ADI.
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3acoby 20
nocgio4eHHs1
KoHTponb A®L. 3miHa y meTogax BunpobysaHHA API
abo BMXigHOro marepiany/npomikHOro
NPOAYKTy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLEC
BMpo6HUMLTBA A®I (iHWi 3MiHKM Y MeTofax
BUNPOBYBaHHA (BK/IHOYaOUM 3amiHy abo [JONOBHEHHS)
A®| abo BMXigHOro/MpoMiXHOro NPoAyKTy). Pedakyis 8
Haka3i: y nosiemu/ieHo8uUX nakemax.
BipHa pedakuyis: y noosiliHux nosiemusieHosux
rnakemax.
15. BEH3OHA/ IC® Tabnetku no 100 Mr no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/9793/01/01
10 TabneTok y 6nictepi; [,04aTKOBOKO [04aTKOBOK 3MiHK | TUNY - BUYYEHHA NOKa3HMKa "3a/MLKoBa peyenmom
no 5 6nicTepiB y nauui BigNoBiAa/IbHICTIO BignoBiga/IbHICTIO BOJIOTICTb" 3i cneumdikav,ii KOHTPO0 NPOMIKHOIO
"IHTEPXIM" "IHTEPXIM", npoaykTy “IpaHynaT HeonyapeHuit"; 3miHu | Tuny -
Ykpaina [OOMNOBHEHHA creumndikalii Ta meTogis BUNpobyBaHb
(BMPOGHMK, NepBNHHOIO NaKyBaHHSA rOTOBOrO MikapCbKoro 3acoby,
BiANOBigabHUIA 3a nniska nonisBiHiNxnopuaHa Tectom "laeHTudikauin”;
BWMYCK Cepii; 3MiHuW Il Tvny - BBEAEHHA [0A4ATKOBOro BUpo6HMKa Ad|
BMMNPOGYBaHHSA (6eH306ap6iTany) 3 HagaHHAM MacTep-dhaiina Ha Ad|
KOHTPOJHO AKOCTI
(chiznyHi/ximiuHi,
Mikpob6ionoriyHa
yucToTa),
36epiraHHs
roTOBOI NPOAYKLUT;
BUPOGHULTBO,
36epiraHHs
(rotoBoi
npoayKuir,
CMPOBUHMN Ta
marepianis);
BUNPOGYBaHHSA
KOHTPOJIH0 SIKOCTI
(chiznyHi/ximiyHi))
16. BEH3OHA/ IC® Tabnetku no 50 mr no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3a UA/9793/01/02
TabneTtok y 6nictepi; no [,04aTKOBOKO [04aTKOBOKO 3MiHK | TUNY - BUYYEHHS NOKa3HMKa "3a/IMLIKoBa peuyenmom
3 6nictepu y navui BiZANOBIAANbLHICTIO Bi4NOBIfANbLHICTIO BOJIONCTb" 3i cneumqikaLii KOHTPOMO NPOMIXHOI0
"IHTEPXIM" "IHTEPXIM", npoaykTy "IpaHynaT HeonyapeHuit"; 3amiHm | Tuny -
Ykpaina [OOMNOBHEHHA creumndikaii Ta meTogis BUNpobyBaHb
(BMPOBHWIK, NepBUHHOTO NakKyBaHHS FOTOBOTO NiKapCbKOro 3acoby,
BiANOBigaIbHUI 3a nniska nonisiHiNxnopugHa Tectom "laeHTudikadin';
BUMYCK Cepii; 3MiHuW Il Tvny - BBEAEHHA [0A4ATKOBOro BUpo6HMKa Ad|
BMMNPO6YBaHHSA (6eH306apbiTany) 3 HagaHHAM MacTep-haiina Ha AdI
KOHTPOJHO AKOCTI
(chiznyHi/XimiuHi,
Mikpob6ionoriyHa

yucToTa),

36epiraHHs
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n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
roToBOI NPOAYKLi;
BVMPOGHMLTBO,
36epiraHHsA
(roToBoi
NPOAYKLT,
CUPOBWHMN Ta
marepianis);
BMNPOGYBaHHSA
KOHTPOJIHO AKOCTI
(ci3nyHi/ximMiYHI))
17. BICOMNMPONOIN- Tabnetkn 2,5 mr no 10 TOB "TeBa YKpaiHa Hiwe [xeHepikc Ipnangis BHECEHHS 3MiH 40 peecTpauiiiHx maTtepianis: 3MiHa 3a UA/12371/01/01
TEBA TabneTok y 6nictepi; no YkpaiHa" Nimiten 3asBHMKa (BNacHyKa peecTpauiiHoro NocBig4YeHHs) peyenmom
3 abo 9 bnictepiB y (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
KapTOHHI/ Kopoobui
18. BOHBIBA® TabneTku, BKpUTI @ . XodhdpmaHH-/15 LBeiiuapis Brpo6HMLTBO LLBenuapis/ BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | 3a UA/5164/01/01
NAiBKOBOK 060/I0HKOHO, Pow Ntg, Hepo3acoBaHo! Benvka TMny - AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpo6HUYOT |  peyernmom
no 150 mr, no 1 a6o no 3 NPOAYKLUT, BputaHis AinbHUUi (BKIOYatoumn ainbHuui Ana A®l, npomMixHoro
TabneTku y 6nictepi; no BUMPOOYBaHHA NpoAyKTy abo roToBOro fikapcbkoro 3acoby, AibHML
1 6nicTepy B KAPTOHHIl KOHTPO/O SIKOCTI, 0151 NPOBeEeHHSA NaKyBaHHS, BUPOOHMKA,
Kopobui BWMYCK Cepii: BiANOBIAA/IbHOrO 3a BMNYCK Cepii, MiCLie NpOBEAEHHS
& . XodhdpmaHH-/15 KOHTPO/I0 cepil) abo nocTayasibHyKa BUXigHOTo
Pow NTa, martepiany, peareHTy abo 4OMNOMDKHOI pe4OBUHMN
LLiBeliLapisi; (K0 3a3HAYEHO Y AOCbE) - BUTYYEHHS BUPOOHMYOT
Brpo6HMLTBO ginbHuui Pow ®apma All, HimeuunHa 3 npoBefeHHsA
Hepo3acoBaHo! KOHTPOJO SIKOCTi FOTOBOrO J1iKapCbKoro 3acoby.
NPOAYKLUT, BBefeHHs1 3MiH NpoTArom 6-T1 MicAUiB nicns
BMMNPO6YBaHHSA 3aTBEPKEHHS; 3MiHM | TURY - 3MiHK 3 SiKOCTi. [0TOBWMIA
KOHTPO/O SIKOCTI: nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3amiHa abo
MeHH BBEJEHHS A04aTKOBOI AiNIbHULI BUPOOHMLTBA An1A
dapmacbloTikan 4yacTnHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
Cepsices JIT4, nikapcbKoro 3acoby (AinbHULS, Ha siKili NpoBOAATLCSA

Benuka BputaHis;
MepBuHHE Ta
BTOPVHHE
nakyBaHHS:
IBepc-/i Al',
LLiseiiuapis;
lMepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
BMNPOGYBaHHSA
KOHTPO/0 AKOCTI:
& . XodppmaHH-/15
Pow /itg,
LLiBefiuapis

6yAb-sKi BUPO6HUYI CTagji, 38 BUHATKOM BUMYCKY
Cepii, KOHTPOIHO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, 4151 HECTEPU/IbHUX JiKapCbKMX 3ac06iB) -
BeieHHsA 40AATKOBOI AinbHuLi MNeHH dapmacbkioTikasn
Cepsgices JITa, Benvka BputaHis, 3 BUpobHuLTBa
Hepo3dhacoBaHO! NpoAyKLii. BBe4eHHS 3MiH NPOTAroM
6-TV MicALIB MiCNsA 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHu 3 siKoCTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHM y
BUPOGHMUTBI. 3MiHa iMNopTepa/3aMiHK, LLLO CTOCYTbCA
BUMYCKY Cepii Ta KOHTPOJIIO SKOCTi FOTOBOro
nikapcbKoro 3acoby (3amiHa abo JoAaBaHHs AinbHUL,
Ha SIKiil 3[jICHIOETbCA KOHTPO/IL/BUNPOGYBaHHS cepii) -
BBEJEHHS A04aTKOBOI AiNbHULI MNeHH ®apmacbioTikan
Cepsices JITg, Benuka BputaHis, 3 nposegeHHs
KOHTPOJO SIKOCTi rOTOBOrO J1iKapCbKoro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tv MicaUiB nicas
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3acoby 20
nocgio4eHHs1
3aTBEPKEHHST; 3MiHN | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA

nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHN Y
npotieci BUpO6HMLITBA FOTOBOTO /iKApPCbKOro 3acoby,
BK/THOHAI0UN NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA

npu BUPOBHULTBI FOTOBOTO /iKapPCbKOro 3acoby
(He3HayHa 3miHa y mpoueci BUpOGHMLTBA) - HE3HAYHA
3MiHa Y npoLieci BUPOGHULTBA rOTOBOIO NiKapCbKOro
3aco6y(p.3.3. Onuc BUPOGHNYOro NPOLLECY | KOHTPOSIO
npouecy) BeeaeHHs 3MiH NpoTArom 6-T1 MicAUiB micns
3aTBEPKEHHST; 3MiHN | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA

nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHN Y
npotieci BUpO6HMLITBA FOTOBOTO /iKApPCbKOro 3acoby,
BK/THOHAI0UN NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA

npu BUPOBHMLTBI FOTOBOTO J1iKapCbKOro 3acoby (iHLui
3MiHM) - 3MiHW B K/1aci 061aaHaHHA 41 NPOoCitoBaHHSA
[OMOMIKXHUX PeYoBVH. BBeaeHHS 3MiH NpoTsArom 6-tu
MiCALIB MiCNA 3aTBEPLKEHHS; 3MiHM | TURY - 3MiHK 3
AKocTi. [0TOBWIA Nikapcbknii 3aci6. 3MiHN Y
BUPOGHMLTBI. 3MiHa po3mipy cepii (BKtouatoum
[iana3oH po3mipy cepii) roToBOro /likapcbKoro 3acoby
(3MeHLeHHs Ao 10 pasiB) - 3MEHLLEHHS po3Mipy cepil
roTOBOro Nikapcbkoro 3acoby A5 BUPOBHUYOT
AinbHUU MenH dapmackioTikan Cepsices /T4, Bennka
BputaHis. 3aTBeppxeHo: Po3mip cepili (Pow Basenb):
[liana3oH po3mipy cepii: 110000 go 600 000 oga.,
51,152-279,0 kr (3aranibHa Maca)?; 3anponoHOBaHO:
[liana3oH po3mipy cepii: 110000 go 600 000 og,,
51,152-279,0 kr (3arasibHa Maca)?; Po3mip cepiii

(MdChN): Posmip cepii: 236 559 oguHuub, 110,0 kr

(3aranbHa maca)®. Bktoyatoum BuxigHWii Matepian

[N NNiBKOBOro NOKpUTTA. BBeAeHHs 3MiH NpoTArom
6-TV MiCALIB NIiCNA 3aTBEPLYKEHHS; 3MiHM | Tuny -

3MiHu 3 sKocTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y

BMPOGHMLTBI. 3MiHM BUNPObYBaHb abo AONYCTUMUX

MeX, BCTaHOBMIEHMX y crieuudikalisx, nig vac
BMPOGHMLTBA rOTOBOTO J1iKapCbKOro 3acoby (iHLwi
3MiHW) - HE3HAYHI 3MiHM Y NNaHi Bigdopy 3paskis, LLO
3aCTOCOBYIOTHCA AJ15 KOHTPO/IO B NPOLECI
BMPOGHMLITBA A1 BUPOOHNYOT AiNbHULI MNeHH
dapmacbioTikan Cepsices /T4, Benuka bputaHis.
BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicns

3aTBEPMKEHHST; 3MiHU | TUMY - AOMIHICTPATUBHI 3MiHW.

3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpoBafKEHHA AiSNIbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JIiKaPCbKOro 3acoby, BKIOYaoun LiNbHULI
BUNYyCKy cepii abo MicLe NpoBefeHHS KOHTPOIIHO

AKOCTI. (AISNbHICTb, 3a AKy Bignosigae
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BMPOGHUK/IMNOpPTEp, BK/IOYAKOUM BUMYCK Cepili) - 3MiHa
(YTOUYHEHHS) Ha3BM Ta agpecy BUPOBHNYOT AiNbHULI
®.XohpmaH-Na Pow JITg, Wseiyapis,
BiANOBIAA/IbHOT 32 BUNYCK Cepil - BUTYyYEHHS 3 Ha3Bu
BMPOGHMKa 3a3HauYeHHs KpaiHu Ta nitepis CH 3
iHaekcy agpecy (MpMBeAEHHS Yy BigMoBIgHICTb [0
opuriHaslbHUX peecTpauiliHnx MaTepianis BUPOGHWKA).
BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPMKEHHST; 3MiHU | TUMY - AOMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo agpecu micus
NpoBafpKEHHA AiSNIbHOCTI BUPOOHUKa/imnopTepa
rOTOBOrO JIiKaPCbKOro 3acoby, BKIOYaoun LiNbHULI
BUNYycKy cepii abo MicLe NpoBefeHHSA KOHTPO/IHO
AKOCTI. (AIANbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpPTEpP, HEe BK/IOYaK4M BUMYCK cepiii) -
3MiHa (YTOYHEHHS) Ha3BM Ta agpecu BUPOOHNUYNX
AinbHuLb — IBepc-Ni AT, Lseliuapis; ®.XoddmaH-/15
Pow Nta, WBeliuapisi, - BATyYEHHS 3 HA3BM
BMPOOHUKIB 3a3HaYeHHS KpaiHu Ta nitepis CH 3
iHaekcy agpecy (NpMBeAEHHN Y BiANOBIAHICTL [0
OpUriHaNIbHKX PEECTPaLiiHUX MaTepiasiiB BUPOOHNKa).
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPMKEHHS; 3MiHN | TUNY - AAMIHICTPATUBHI 3MiHW.
BunyyeHHs1 BUPO6HMYOI AinbHULi (BKIHOYAKUM
OinbHuui ans A®l, npoMiXXHOro NPoAyKTy abo roToBoro
NiKapcbKoro 3acoby, AiNbHULI 4719 NPOBEAEHHSA
nakyBaHHs, BUPOOHMKa, BifMoBiga/IbHOMO 3a BUMYCK
cepili, MicLle NpoBeAEHHSI KOHTPOSHO cepii) abo
nocTavasibHvKa BUXiAHOTO maTepiasy, peareHTty abo
[OMOMDKHOI PEYOBMHM (SIKLLLO 3a3HAYEHO Y AOChE) -
BWUIYYEHHSI BUPOOHMYOT AinbHuULi MpoaykToc Pow C.A.
ne C.B., Mekcuka 3 BUpo6bHULTBa Hepo3dhacoBaHol
NPOAYKLIT roTOBOro flikapcbKoro 3acoby. BeefeHHs
3MiH NPOTArom 6-Tu MiCALIB MiC/A 3aTBEPAXEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTi. FOTOBWIA NiKapCbKWii
3aci6. KOHTposib rOTOBOrO Nikapcbkoro 3acoby. 3miHa
y MeTofax BUNpobyBaHHA roTOBOrO NiKapcbkoro
3aco6y (He3HayHa 3MiHa y 3aTBEepKEeHNX MeTodax
BMNPOGYBaHHS) - HE3Ha4YHA 3MiHa Y 3aTBEPLKEHNX
MeToAax KOHTPOJIH0 MPUroTyBaHHA 3paska 3a n.
laeHTudikanis ibaHgpoHosoi kucnotu(metog TLUX) Ta
n. MpoaykTu posknagy (metog TLWX) ans gjrounx
OinbHUUb. BBEAEHHS 3MiH NPOTAroM 6-Tn MicsuiB
nicns 3aTBepAKEHHS.

19.

BOHAPOHAT®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOHO,
no 50 Mr no 7 Tabnetok

®.XohbpmaHH-/15
Pow Nitg,

LlBeiiuapis

Brpo6HMLTBO
Hepo3gacoBaHo!

npoAyKuii,

LLBenuapis/
Benvka
BputaHis

BHECEHHS 3MiH 10 peecTpaviiiHiX MaTtepianis: 3MiHu |
TMny - AAMIHICTpaTUBHI 3MiHW. BuiyyeHHss BUpOGHMYOT
AinbHuui (BKAYaumn dinbHuui Ana A®l, npoMixHoro

3a
peyenmom

UA/5557/02/01
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y 6nicTepi; no 4 BUNPOGYBaHHSA npoAyKTy abo roToBoro NikapcbKoro 3acoby, AiNbHULI
6nicTepn y KapTOHHIl KOHTPO/O AKOCTI, [ONA NpoBeAeHHsA NakyBaHHs, BUPOOHUKA,
nauuj BWMYCK Cepii: BiANOBIAA/ILHOIO 3a BMMNYCK CePiii, MiCLie NPOBEAEHHS
® . XodhpmaHH-/15 KOHTPO/H0 cepil) abo nocTayasibHMKa BUXigHOTO
Pow /tg, marepiany, peareHTy abo AONOMKHOI pEHOBUHM
LLiseiiuapis; (SKLLLO 3a3HAYEHO Y AOCHE) - BUTYYEHHSI BUPOOHNYOT
Brpo6HMLTBO ginbHuui Pow dapma All, HimeuunHa 3 npoBefeHHs
Hepo3gacoBaHol KOHTPO/0 SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby.
NPOAYKLUi, BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
BUNPOGYBaHHSA 3aTBEPKEHHST; 3MiHN | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA
KOHTPO/O SIKOCTI: nikapcbkuii 3aci6. 3MiHU Yy BUPOGHMLTBI. 3amiHa abo
MeHH BBe/leHHs J0AATKOBOI AiNbHUL BUPOOHWLTBA 4151
dapmacbloTikan 4yacTuHK abo BCbOro BUPOBHNYOro NpoLecy rotoBoro
Cepsices /174, NikapcbKoro 3acoby (finbHWUA, Ha Sikili NPOBOAATLCS

Benuka BputaHis;
MepBuHHE Ta
BTOPVHHE
nakyBaHHS:
IBepc-Ni Al',
LBeliuapis;
MepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI:
®.XothpmaHH-/15
Pow NTa,
LLiBefiuapis

6yab-AKi BUPO6HUYI CTaAji, 32 BUHATKOM BUMYCKY
cepiii, KOHTPOIHO AKOCTi, NEPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /19 HECTEPUIBHUX NMIKAPCbKMX 3acobiB) -
BBEJEHHS A0AaTKOBOI AiNbHULI MNeHH ®apmacbloTikan
Cepsices /114, Benvika bputaHisi, 3 BUPOGHULITBA
Hepo3chacosaHoi NpoAyKLii. BBefeHHs 3MiH NpoTArom
6-TV MiCALIB MiCNA 3aTBEPKEHHS; 3MiHM | Tuny -
3MiHu 3 siKocTi. FoTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCKY Cepii Ta KOHTPOJII0 SKOCTi FOTOBOr0
nikapcbKoro 3acoby (3amiHa abo fofasaHHA AiNbHUL,
Ha SIKill 3jACHIOETLCA KOHTPO/L/BMNPOBYBaHHA cepii) -
BBEJEHHS A0AaTKOBOI AiNbHULi MNeHH dapmacbloTikan
Cepsices JITg, Benuka BputaHis, 3 nposegeHHs
KOHTPO/0 SIKOCTi FOTOBOrO JIiKapCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPKEHHST; 3MiHN | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHN Y
npotieci BUpO6HMLITBA FOTOBOTO /iKApPCbKOro 3acoby,
BK/THOHAI0UN NPOMIXHWIA NPOAYKT, L0 3aCTOCOBYETLCA
npu BUPOBHULTBI FOTOBOTO /1iKapPCbKOro 3acoby
(He3HayHa 3miHa y npoueci BUpOGHMLTBA) - HE3HAYHA
3MiHa Y npoLieci BUPOGHULTBA rOTOBOIO NiKapCbKOro
3aco6y (p.3.3. Onuc BUPOBGHMYOTO NpoLecy i
KOHTPO/I0 npoLiecy). BBefeHHA 3MiH NpoTArom 6-Tn
MicsLiB Micns 3aTBEPKEHHS; 3MiHW | Tuny - 3MiHK 3
AKOCTI. FoTOBMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3MiHW Y NpoLeci BUpObHULITBA FOTOBOTO
NiKapCcbKoro 3aco6y, BKOUaKUy NPOMKHUIA MPOAYKT,
LLIO 3aCTOCOBYETLCS NPV BUPOBHULTBI FOTOBOTO
NiKapcbKoro 3acoby (iHWi 3MiHK) - 3MiHK B Kaci
obnagHaHHA 4N5 NPOCiOBaHHA AONOMIXHUX PEYOBVH.
BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicas
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3aTBEPKEHHST; 3MiHN | TUNY - 3MiHK 3 SiKOCTi. [OTOBWMIA
nikapcbkuii 3aci6. 3MiHW y BUPOOHWLTBI. 3MiHa
po3mipy cepii (BkoYarun gianasoH po3mipy cepii)
roToOBOro Nikapcbkoro 3acoby (3mMeHLweHHA o 10
pasiB) - 3MEHLLEHHS PO3MIpy cepii roTOBOro
niKkapcbKoro 3acoby A/15 BUPOOHNYOT AiNbHULI MNeHH
dapmacbioTikan Cepsices /T4, Benuka bputaHis.
3aTBepakeHo: Po3mip cepiit (Pow Basens): [ianasoH
po3wmipy cepii: 250,000 — 1,700,000 og,, 52,5-357,0 kr
(3aranbHa maca)?; Po3wmip cepili (Pow basenb):
[iana3oH po3mipy cepii: 250,000 — 1,700,000 og,,
52,5-357,0 kr (3aranbHa maca)?; Po3mip cepiii
(MeCh): Posmip cepii: 523,810 oguHuup, 110,0 kr
(3aranbHa Maca)?®. Bkioyaroum BUXigHWiA matepian
[ANs NNIBKOBOTO NOKpUTTSA. (BBEAEHHS 3MiH NPOTArOM
6-Tn MicAUiB NicNsA 3aTBEPLKEHHS); 3MiHW | Tvny -
3MiHK 3 IKOCTi. TOTOBWIA Nikapcbkuii 3aci6. 3MiHN y
BMPOGHMLTBI. 3MiHM BUNpobyBaHb abo AONYCTUMUX
MeX, BCTAHOBJ/IEHUX Y cneumdikauisx, nig yac
BMPOBGHMLTBA FOTOBOrO NiKapCbKoro 3acoby (iHLwui
3MiHM) - HE3HAYHI 3MiHU Y NaHi Bifbopy 3paskis, LU0
3aCTOCOBYIOTLCA [/151 KOHTPOSIO B NPOLLEC
BMPOGHULITBA A1 BUPOOHWNYOT AiNbHUL MNeHH
dapmacsbtoTikan Cepsices JITa, Benvika Bputanis.
(BBeAEHHS 3MiH NPOTAroM 6-Tn MicsALIB nicns
3aTBEPKEHHS); 3MiHU | TUNY - AGMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo agpecu micus
NpoBapKeHHS AiNIbHOCTI BUpOOHUKa/imnopTepa
roTOBOrO /iKaPCbKOro 3acoby, BKIYaoUn AiNbHUL
BWMYCKy cepii abo MicLe NpoBeAeHHS KOHTPOIH0
AKOCTI. (Qis/IbHICTB, 3a AKy BignoBsigae
BMPOGHMK/iMMOPTEp, BK/IOYAKOUN BUMYCK Cepili) - 3MiHa
(YTOYHEHHS1) Ha3BM Ta afapecy BUPOBHNYOT AifbHULI
®.XohcpmaH-Na Pow NlTa, LWseiiyapis,
BiANOBIAA/IbHOI 32 BUMYCK Cepil - BUTyYEeHHS 3 Ha3Bu
BMPOGHMKA 3a3Ha4YeHHs kpaiHu Ta nitepis CH 3
iHOekcy agpecu (NpyYBeAeHHs y BIAMNOBIAHICTb A0
OpUriHaNIbHNX peecTpavliiiHux maTtepianis BUPOGHUKA).
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micas
3aTBEPMKEHHS; 3MiHU | TUNY - AOMIHICTPATUBHI 3MiHU.
3MiHa HalimeHyBaHHA Ta/abo agpecy Micus
NPOBaPKEHHS AiSNIbHOCTI BUPObHUKa/iMnopTepa
rOTOBOrO JliKapCbKOro 3acoby, BK/OYaUn AinbHUL
BWMNYCKy cepii abo MicLe NpoBeAeHHS KOHTPOII0
AKOCTI. (QIANbHICTb, 3a Ky Bignosigae
BMPOGHUK/IMNOpPTEP, HE BK/IKOYAKUM BUMYCK cepild) -
3MiHa (YTOYHEHHSI) Ha3BMW Ta afpecn BUPOBHNYMX
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OinbHUUBL — IBepc-Jli AT, Weeiiyapis; ®.XoddmaH-/1s
Pow N7p, LWBeiiuapisi - BUIyYeHHs 3 Ha3BU
BMPOGHWKIB 3a3Ha4YeHHs kpaiHu Ta nitepis CH 3
iHOeKCy afpecy, a TakoX 3a3HaYeHHs AN OiNbHALI
IBepc-Ni Al iHaekcy 3400, K iHAeKcy nowwToBol
afipecu, 3amicTb MOMUJIKOBO 3a3HAYEHOr0 iHAEKCY
3401, K iHAeKCy NOLTOBOT CKPUHLKKN (NPUBELEHHS Y
BiZiNOBIAHICTb O OPUTiHANIBHUX PEECTPaLiiHNX
marepianis BUpo6bHMKa) BBeaeHHs 3MiH NpoTArom 6-tu
MicAILiB MicNs 3aTBEPMKEHHS; 3MiHW | Tvny -
AAMIHICTPaTUBHI 3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BkIoYatoumn ainbHuui Ana A®l, npomMixHoro
npoAayKTy abo roToBoro NikapcbKoro 3acoby, AiNbHAL
[N NPOBEfleHHA NaKyBaHHS, BUPOOHNKA,
BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
KOHTPO/H0 cepil) abo nocTayasibHMKa BUXigHOTo
martepiany, peareHTy abo 4OMNOMDKHOI pe4OBUHMN
(SKLLLO 3a3HAYEHO Y AOCHE) - BUTYYEHHSI BUPOOHNYOT
ainbHuui Npogyktoc Pow C.A. ge C.B., Mekcuka 3
BMPOGHMLTBA Hepo3acoBaHOi NPOAYKLii rOTOBOro
nikapcbKoro 3acoby. BBeAeHHS 3MiH NpOTArom 6-Tu
MicsLiB Micns 3aTBEPKEHHS; 3MiHW | Tuny - 3MiHK 3
AKOCTI. FOTOBWIA Nnikapcbkuii 3aci6. KOHTPob roToBoro
nikapcbKoro 3acoby. 3MiHa y MeToAax BUNpoGyBaHHS
roTOBOro Nikapcbkoro 3acoby (He3HayHa 3miHa y
3aTBEPMKEHNX MeToAax BUNPobyBaHHS) - He3HaYHa
3MiHa Y 3aTBEPAKEHUX METOAAX KOHTPO/0
NpUroTyBaHHSA 3paska 3a n. laeHTudikauis
i6aHgpoHOBOT kncnotu(metog TLX) Ta n. MpoaykTn
posknagy (metog TLWX) ansa givounx AinbHULb.
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS.

20.

BPYCTAH

TabneTkn, BKpUTI
N/1iBKOBOK 060JI0HKOIO,
no 10 Tabnetok y
6nicTepi; no 1 6nictepy
B KAPTOHHIi Kopobui

CaH
dapmacboTuKan
IHgacTpi3 Nimiteq,

IHais

CaH
dapmacbioTuKan
IHpacTpi3 Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHM | TUMY - 3MiHW B TEKCT MapKyBaHHS1 Ha BTOPUHHIl
ynakoBLii, a came BHECEHHS [0AATKOBOI iHhopmaLii
00 3aCTOCYBaHHS Nikapcbkoro 3acoby ska
BiiNOBiAAE 3aTBEPAKEHIN IHCTPYKLUi

3a
peyenmom

UA/4617/01/01

21.

BANYCAN®

renb, 25 mr/rno 30 r Ta
50 ry Ty6i; no 1 Ty6i B
KapTOHHI nayw,i

AT "I'piHgekc"

Narsia

AT TanniHHCbKUiA
hapmaLeBTUYHNIA
3aBop, EcToHis;
AT "I'piHgekc",
Nartsis

EcToHis/
Nartsia

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis:
3MiHu | TUNy - nogaHHsA Hosoro CEP Ne R1-CEP 2007-
053-Rev 00 ans Adl keTonpodeHy Big HOBOro
BMpo6HMKa COSMA S.p.A. ITanis fo Bxe
3aTBepxeHoro BupobHuka Bidachem S.p.A., Italy
(CEP Ne R1-CEP 2002-010-Rev 02) Ha 3amiHy
3aTBepMAXeHOMY BUpPOo6HUKY Zhejiang Jiuzhou
Pharmaceutical Co., Ltd. China (CEP Ne R1-CEP
2003-136-Rev 04) (ans 060X aflbTepPHATUBHUX
BUPOo6HMKIB 13 AT «IpiHgekc», flateig Ta AT

3a
peyerimom

UA/10216/01/01
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TanniHHcbKkuiA hapmaveBTUYHUIA 3aBog, ECTOHIS);
3MiHM | Tuny - nogaHHa Hosoro CEP Ne R1-CEP 2007-
167-Rev 00 gnsa A®I keTonpodheHy Bif HOBOrO
BMpo6Huka BEC CHEMICALS PRIVATE LIMITED.,
IHAjA [0 BXe 3aTBepakeHoro Bupo6Huka Bidachem
S.p.A,, Italy (CEP Ne R1-CEP 2002-010-Rev 02) Ha
3aMiHy 3aTBepakeHoMy BUPOOHUKY Zhejiang Jiuzhou
Pharmaceutical Co., Ltd. China (CEP Ne R1-CEP
2003-136-Rev 04) (o151 060X anbTepHATUBHUX
BUPOGHUKIB [N13 AT «IpiHgeke», Natsia Ta AT
TanniHHCbKMIA hapmaueBTUYHWIA 3aBog, ECTOHIA);
3MiHW | TUNy - NprBeAeHHs cneundikauii AdI
KeTonpodeHy Yy BiANOBIAHICTb A0 BUMOr MOHOrpagii
EP, a came yTOYHEHHA NIMITIB AOMILLIOK, BUTYyYEHHS
nokasHuka «Baxki MeTanv», 4ONOBHEHO NOKAa3HMKOM
«3a/INLLKOBA KiNbKiCTb OpraHiyH1X PO34YMHHUKIB» Bif,
HOBUWX BUPOOHUKIB ADI

22,

BENAKCUH®

Karncynum nponoHroBaHoi
aii no 37,5 wr; no 10
Kancyn y 6nictepi; no 3
6nicTepy B KAPTOHHIN
Kopobui; no 14 kancyny
6nicTepi; no 2 6nictepu
B KapTOHHI Kopo6ui

3AT
dapmaLeBTUYHNIA
3asof ElIC

YropumHa

dapmaneBTUYHNI

3AT

3aBog ETIC

YropwmHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHM | TNy - 3MiHa HaliMeHyBaHHS BUPOGHMKa Aoyl
peyoBuHK: 3anponoHoBaHo: 3AT dapmaueBTUYHWI
3aBog ElIC, YropwuHa; 3miHuW | Tuny - nogaHHA
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2009-270-Rev 04 ans gitouoi
peuoBuHu Venlafaxine hydrochloride Big Bxe
3aTBEPKEHOro BUPOGHUKa; 3MiHU | TUNy - 3amiHa
MeToay A1 BUSHAYEHHS 3a/IMLLKOBOrO katasisaTopa
BMmicTy Ni ICP-OES, popatok 2 so CEP 2009-270
BMpobHUKa Anembik ®apmacesTikan JlimiTes, [HAia Ha
meTog ICP-MS (H 3487-033) po3pobnieHunii
BMpo6HUKOM /13 3AT dapmaueBTMYHMiA 3aBog ETIC,
YropwuHa ana A®l Venlafaxine hydrochloride
BMpPO6HMLTBa AnemMbik ®apmacesTikan Nlimites, IHAisa

3a
peyenmom

UA/3580/02/01

23.

BENAKCUH®

Karncynu nponoHrosaHoi
4ii no 75 wmr; no 10
Kancyn y 6nictepi; no 3
6nicTepy B KApPTOHHIi
Kopobui; no 14 kancyny
6nicTepi; no 2 6nictepu
B KapTOHHIi kopo6ui

3AT
dapmaLeBTUYHNIA
3asof ElIC

YropumHa

dapmaneBTUYHNI

3AT

3aBog ETIC

YropumHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHM | TNy - 3MiHa HaliMeHyBaHHS BUPOGHMKa Aoyl
peyoBuHK: 3anponoHoBaHo: 3AT dapmaueBTUYHWIA
3asog ElIC, YropuwuHa; 3miHv | Trny - nogaHHa
OHOBJ/IEHOTO cepTudikaTa BignoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2009-270-Rev 04 ans gitouoi
peyoBuHu Venlafaxine hydrochloride Big Bxe
3aTBEPKEHOro BUPOGHUMKA; 3MiHU | TUNy - 3amiHa
MeToay A5 BUSHAYEHHS 3a/IMLLKOBOrO katasizaTopa
BmicTy Ni ICP-OES, goaatok 2 go CEP 2009-270
BMpo6HUKa Anembik ®apmacesTikan JlimiTes, [HAaia Ha
meTog ICP-MS (H 3487-033) po3pobnieHunii
BMpoGHUKOM 13 3AT dapmaueBTMYHMiA 3aBog ETIC,
YropwuHa ana A®l Venlafaxine hydrochloride
BMPO6HMLUTBA Anembik ®apmacesTikan Nlimites, IHAisa

3a
peyenmom

UA/3580/02/02
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24, BE/TAKCUH® Kancynu nposioHroBaHol 3AT YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/3580/02/03
4ii no 150 mr; no 10 dapmaveBTUYHUIA dapmaveBTUYHUI 3MiHK | TUNY - 3MiHa HaliMeHyBaHHSA BUPOOHMKa fitoyol peyenmom
kancyn y 6nictepi; no 3 3asog ElIC 3aBog ETIC peyoBuHM: 3anponoHoBaHo: 3AT dapmaueBTUYHWIA
6nicTepy B KApPTOHHIi 3aBog ElIC, YropuuHa; 3miHv | Tuny - nogaHHsa
Kopo6ui; no 14 kancyny OHOBJIEHOrO cepTudikaTa BignoBiAHOCTI EBpoONechkii
6nicTepi; no 2 6rictepu chapmakonei Ne R1-CEP 2009-270-Rev 04 ans gitouoil
B KapTOHHI Kopo6Lyi peyoBuHu Venlafaxine hydrochloride Big Bxe
3aTBEPKEHOr0 BUPOOHUKA; 3MiHKM | TNy - 3amiHa
mMeToAy A5 BU3HAYEHHSA 3a/IMLLKOBOrO KaTtanisaTopa
BmicTy Ni ICP-OES, goaatok 2 o CEP 2009-270
BMPO6HUMKa Anembik ®apmacesTikan JlimiTes, IHAIS Ha
meTog ICP-MS (H 3487-033) po3pobneHnii
BMpOGHUKOM 13 3AT dapmaueBTUYHMIA 3aBog ETIC,
YropwHa gnsa A®| Venlafaxine hydrochloride
BMpo6HMUTBa AnemMbik ®apmacesTikan JlimiTes, IHAjs
25. BECTIBO Tabnetku no 8 mr, no 10 TOB "TeBa YkpaiHa NOBHUIA LWKN: HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/4059/01/01
TabneTok y 6nictepi; no YkpaiHa" KataneHt Bonrapis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
3 6nictepn y Kopoo6ui xepmaHi thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
LWopHaopd Mm6X, y3araslbHeHUX JaHnxX nNpo cuctemy chapmakoHarnsagy
HimeuunHa; (BBEAEHHSA y3araslbHEHUX AaHWX NPO CucTeMy
nepBuHHE, dhapmakoHarnsgy, 3miHa ynoBHOBaxeHo! ocobu,
BTOPWHHE BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
nakyBaHHs, BUMYCK KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa 415
cepii: 3[jicCHeHHSsT hapMakoHaraay B YKpaiHi, AKLOo BoHa
BankaHtapma- BiAMiHHA BiJ, YyNOBHOBaXeEHOI 0co6bu, BignoBigaibHOT
AynHnus AT, 3a 34iicHeHHs thapmakoHarnsagy (Bknoyarun
Bonrapis KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BigNOBigaIbHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6GU ANA 3AiACHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXKEHOT 0COOU. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOT 0co6U. 3MiHa MicLA NPOBaKEHHS
OCHOBHOI AissNbHOCTI 3 hapmakoHarnsay ta micus
36epiraHHa MacTep-ghaliny
26. BECTIBO Tabnetkv no 16 mr, no TOB "TeBa Ykpaina NOBHUIA LWKN: HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/4059/01/02
10 Tabnetok y 6nicTepi; YkpaiHa" KataneHt Bonrapis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
no 3 6nictepu y kopobui xepmai thapmakoHarnagy. BeegeHHs abo 3miHu go
LWopHaopd M6X, y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnagy
HimeuuunHa; (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
nepBuHHE, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
BTOPWHHE BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;

nakyBaHHs, BUMYyCK
cepii:

KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs hapMakoHarisay B YKpaiHi, AKLo BoHa
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BankaHtapma- BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6Y, BignoBigasibHOT
[ynHuus AT, 3a 3fjiicHeHHs1 hapMakoHarnagy (Bkiyarum
Bonrapis KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHMKA, BignoBigabHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOI 0C06M ANs 34iNCHEHHS
thapmakoHarnagy B YkpaiHi. NponoHoBaHa pefakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX yNOBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[OaHVX KOHTaKTHOT 0co6U. 3MiHa MiCLAl NPOBaKEHHS
OCHOBHOI AissNbHOCTI 3 hapmakoHarnsay ta micus
36epiraHHa mMacTep-gpaiiny
27. BECTIBO Tabnetku no 24 mr no 10 TOB "TeBa Ykpaina NOBHUIA LWKN: HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/4059/01/03
Tabnetok y 6nictepi; no YkpaiHa" KataneHt Bonrapis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
2 abo no 6 6nictepis y xepmani thapmakoHarnagy. BeegeHHs abo 3miHu go
Kopo6ui; no 15 TabneTok LLopHaopd Mv6X, y3araslbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
y 6nicTepi; no 4 HimeyunHa,; (BBELEHHSA y3araslbHEHNX AaHUX NP0 CUCTEMY
6nicTepu y kopobui nepBuHHE, thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
BTOPUHHE BiANOBIAA/IbHOI 3a 34iiCHEHHA dhapmakoHarnsgy;
nakyBaHHs, BUMYyCK KOHTaKTHOI 0c0obM 3 chapMakoHarnagy 3asBHUKa Ans
cepii: 3[jiCHEeHHs hapmakoHarisay B YKpaiHi, AKLWO BOHA
BankaHdapwma- BiAMiHHa Bif YNOBHOBaX€EHOi 0CO6U, BiAMNOBIAA/TbHOI
[ynHuus AT, 3a 3[jiicCHeHHs1 hapMakoHariaay (Bkiyarum
Bonrapis KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
thaiina cuctemu hapmakoHarnisgy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBigabHOI 3a
hapmakoHarnag Ha LeHTpasibHOMY PiBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6U ANA 3AiACHEHHS
hapMakoHarnsgy B Ykpaini. MponoHoBaHa pegakuis:
BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX YyrnoBHOBaXEHOT 0CO6U. 3MiHA KOHTaKTHUX
[AaHVX KOHTaKTHOI 0Cco6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI Aisi/IbHOCTI 3 dpapmakoHarnagy ta micus
36epiraHHa MacTep-gaiiny
28. BIAICIK renb o4yHunin 0,2 % no 10 TOB "BAJNIEAHT YkpaiHa [p. Fepxapg, HimeuunHa BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 6e3 UA/8536/01/01
ry Ty6i; no 1 Ty6i B PAPMACBIOTIKA MaHH, Xem.- 3MiHu |l TNy - 3MiHa Ao cneumdikawii rotoBoro peyenma
KapTOHHIA KopooLi na" hapm. Pabpuk NiKapcbKoro 3acoby 3a NOKa3HUKOM «B’A3KICTb», SK
rM6X Hacnigok 3MiHM Ao cneumddikaLii NPOMKHOTO MPOAYKTY
(bulk material), Ha oCHOBI NpoBeAEHHSI HOBUX
NOCTMAapKETVHIOBMX A0CAiMKEHb
29. BOJ/IbTAPEH emy/ibrenb s HoBapric LLiseliyapis HoBapric LLIBeiyapis BHECEHHS 3MiH 40 peecTpauiiHnx martepianis: 3MiHu | 6e3 UA/1811/01/02
DPOPTE 30BHiLLUHBOTO KoHcblomep Xerc KoHcblomep Xernc My - AOMIHICTPATUBHI 3MiHW. 3MiHa Ha3BuU peyenma
3actocyBaHHsA 2,32 % no CA CA nikapcbkoro 3acoby SATBEP)KEHO: BO/IbTAPEH®

50 r a6o 100 r B Ty6i; no

POPTE 3AMNPOIMNOHOBAHO: BO/IbTAPEH ®OPTE
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

1 Ty6i y KapTOHHIi
Kopoobui

BBefeHHs 3MiH NpoTAroM 6-Tu MicAUiB 3 Aatu
3aTBEPKEHHS

30.

BO/IbTAPEH®

cynosuTopii no 25 mMr no
5 cynosuTtopiiB y cTpuni,
no 2 cTpunu B Kopobui 3
KapToHy

HoBapTic ®apma
Al

LlBeiiuapis

[Oencapm XtoHiHT
C.A.C.

®paHuisa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiAMiHHa Bif YNOBHOBaX€EHOi 0CO6U, BiAMNOBIAA/TbHOI
3a 3[jiicCHEeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKa. [1ponoHoBaHa
pegakuisi: Gabriele Hecker-Barth. 3miHa KOHTaKTHOT
0cobu 3asBHMKa. [ponoHoBaHa pefakuis: Opnos
B siuecnaB. 3MiHa KOHTAKTHUX AAHUX YNOBHOBAXEHOIT
0co6U. 3MiHa KOHTAKTHUX AaHWX KOHTaKTHOI 0CO6M.
3MiHa Micus 34iiCHEeHHs1 OCHOBHOI Aisi/TbHOCTI 3
hapmakoHarnagy. 3miHa agpecy Mactep-daiina
cucTeMun chapmakoHarnsgy 3asiBHUKa

3a
peyenmom

UA/9383/01/01

31.

BO/IbTAPEH®

cynosuTopii no 50 mr no
5 cynosuTtopiiB y cTpuni,
no 2 cTpunu B KOpobLi 3
KapTOHy

Hosaprtic ®apma
Al

LBeiiLapis

Lendapm XtoHiHT
C.AC.

PpaHuis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araJlbHeHuX aHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHUX AaHWX NPOo cucTemy
hapMakoHarnsay, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsaay 3assBHuKa A1
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMiHHa BiJ YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKa. [1ponoHoBaHa
pegakuisi: Gabriele Hecker-Barth. 3miHa KOHTaKTHOT
0cobu 3asBHMKa. [ponoHoBaHa pefakuis: Opnos
B siuecnaB. 3MiHa KOHTAKTHUX AaHUX YNOBHOBAXEHOIT
0co6U. 3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI 0CO6M.
3MiHa Micus 34iiiCHeHHs OCHOBHOI Aisi/IbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu mactep-caiina
cucTeMun chapmakoHarnsgy 3asiBHMKa

3a
peyenmom

UA/9383/01/02

32.

BOJ/IbTAPEH®

cynosuTopii no 100 mr
no 5 cynosutopiis y
cTpvni, no 1 ctpuny B

Hosaprtic ®apma
Al

LseiiLapis

Lendhapm XtoHiHT
C.A.C.

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHU | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs abo 3miHuM go

3a
peyenmom

UA/9383/01/03




55

n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

KOpO6LL 3 KAPTOHY

y3arasibHeHUX JaHuX Npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KO BoHa
BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu papmMakoHarnsay) - 3miHa
yrNoBHOBaXeHOT 0cobu 3asiBHMKa. MNponoHoBaHa
pepakuisi: Gabriele Hecker-Barth. 3miHa KOHTakTHOI
0cobu 3asBHMKa. MponoHoBaHa pefakLis: Opnos
B syecnas. 3MiHa KOHTaKTHWUX AaHWNX YNOBHOBAXEHOI
0co6u. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0COo6u.
3MiHa MicLsa 3AiACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa agpecy mactep-caiina
cucteMu dpapmakoHarnisgy 3asBHUKa

33.

BOJ/IbTAPEH®

pO34uH A8 iH'eKUI, 75
Mr/3 ma no 3 mn B
amnyni, no 5 amnyn y
KopobLi 3 KapTOHY

Hosaprtic ®apma
Al

LseiiLapis

HosapTic ®apma
LTelin AT,
LLiBeiuapis; ek
PapmacboTrKanc
40.4a., CnoseHisn

LLiBeiiuapis/
CnoBeHis

BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3araslbHeHUX JaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTeEMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapMakoHaraay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXeEHOI 0co6u, BignosigaibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu 3asiBHMKa. MponoHoBaHa
pepakuis: Gabriele Hecker-Barth. 3miHa KOHTakTHOI
0cobu 3asBHMKa. MponoHoBaHa pefakuis: Opnos
B syecnas. 3MiHa KOHTaKTHMX AAHWNX YNOBHOBAXEHOT
0co6u. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0COo6W.
3MiHa MicLs 3AiACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy. 3miHa agpecu macTtep-hanina
cucteMu dpapmakoHarnsgy 3asBHUKa

3a
peyenmom

UA/9812/01/01

34.

BOJ/IbTAPEH®
DOPTE

emynbrenb ans
30BHILUHBOTO
3acTocyBaHHA 2,32 % no
50 r a6o 100 r B Ty6i; no
1 Ty6i y KapTOHHii
KopoobLi

Hosapric
KoHcblomep Xenc
CA

Leiiapis

Hosapric
KoHcblomep Xesc
CA

LLiseiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TUny - 3MiHa napameTpis cneuudikavin Ta/abo
[OMyCTUMUX MeX /19 AOMNOMDKHOT PEYOBUHM - 3i
crneuudikaLii LONOMIXHOI pevoBUHY AieTunamiHy
BWyYaOTbCS MOKA3HUKN «3anax» 3 or/isigy Ha
6e3neky npauiBHUKIB, «3arasibH1ii BMICT CBMHLIO Ta
Mifji» 3a HasABHOCTI NOKa3HMKa «BMICT BaXKKMX
MeTas1iB»; 3MiHK | Tvny - 3MiHa napameTpis

6e3
peyenma

UA/1811/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

cneuudikayin Ta/abo gonycTumMmux Mex ans
[OMOMDKHOT peYOBUHY - 3MiHa crnieumdikavii
[OMOMDKHOT PEYOBVHM AieTunaMiHy: 3aMiHa NnokasHuka
«['ycTuHa» Ha «BifHoCHa ryctmHa» BignosigHo go EP
3 BifJNOBIAHUM KOperyBaHHsAM perfnameHTawii; 3mMiHu |
UMy - 3MiHa y MeToAax BUNpobyBaHHS JOMOMDKHOI
PEYOoBUHM - 3MiHA METOAUK BUNPOGYBAHHSA AOMOMIKHOT
pPeyvyoBUHM gieTunamidy: MeToAvKa BUNpobyBaHHs 3a
rnokasHukom «Bopga» nprBoauTbLCA y BiAMOBIAHICTL A0
EP; 3MiHK | TUNY - 3MiHa y MeTogax BUNpobyBaHHSA
[0MOMDKHOT peqoBUHM (iHLWI 3MiHW Y MeTogax
BMNPOGYBaHHSA (BK/THOYatouM 3amiHy abo JofaBaHHs)) -
3MiHa MeToAMK BUNPOGYBaHHSA AOMNOMIKHOT peYOBUHU
AieTnamiy: 3MiHa METOAVKM BU3HAYEHHS OpraHivyHmx
[LOMILLIOK i KiNIbKICHOrO BU3HA4Y€eHHS METOA0M ra3oBoi
XpomaTtorpadii, 3MiHa MeTOANKN BU3HAYEHHS 3aUTULLIKY
nicns BUNaptoBaHHs, 3MiHa 3aTBEPKEHOT METOANKN
iaeHTngikauii meTogom 14- cnektpodoTomeTpil

35.

FTABAHA®

Kancynu no 75 mr no 10
Kancyn y 6nictepi; no 2
6nicTepy B nav,i

MAT
"KuiBmegnpenapa
™

YKpaiHa

MAT
"Kuismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |
TMNy - AGMIHICTPaTVBHI 3MiHW. 3MiHa Ha3BY
nikapcbKoro 3acoby -
3arBepaxeHo: TABAHA GABANA
3anponoHosaHo: TABAHA® GABANA
BBefeHHs1 3MiH NpoTArom 6-Tm MicAUiB micns
3aTBEPMAXKEHHS

3a
peyenmom

UA/14764/01/01

36.

FTABAHA®

Kancynu no 150 mr no
10 kancyn y 6nictepi; no
2 6nicTepu B navui

MAT
"Kuiemegnpenapa
™

Ykpaina

MAT
"Kuismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu |
My - AGMIHICTPaTUBHI 3MiHW. 3MiHa Ha3Bu
niKapcbKoro 3acoby -
3arBepaxeHo: TABAHA GABANA
3anponoHoBaHo: TABAHA® GABANA
BBeneHHs 3MiH NpoTAroM 6-Tu micAuiB nicns
3aTBEPKEHHS

3a
peyerimom

UA/14764/01/02

37.

FTABAHA®

Kancynu no 75 mr no 10
Kancyn B 6nictepi; no 2
6nicTepy B nauuj

MAT
"KuiBmegnpenapa
i

YKpaiHa

MAT
"Kuismegnpenapa
™

Ykpaina

BHECEHHS 3MiH 10 peecTpaviiiHix maTepianiB:3MiHu |
TUNy - 3MiHK 3 SIKOCTI. FOTOBWIA Nnikapcbkuii 3aci6.
CT1abinbHiCTb. 3MiHa y TepMiHax NpuaaTHoOCTi abo
ymMoBax 36epiraHHs roTOBOro Nikapcbkoro 3acoby

(36iNbLUEHHs TEPMIHY NPUAATHOCTI FOTOBOrO
nikapcbkoro 3acoby) - 1151 TOproBoi ynakoBKu
(niaTBEPXKYETLCA AAHUMW peasibHOro yacy) -

36inbLIeHHs TepMiHy npuaaTtHocTi M3 3 2-x fo 3-x
POKiB, HA OCHOBI AOC/TiHKEHHS CTabi/IbHOCTI.
(3arBepoKeHo: 2 pokun 3anponoHoBaHoO: 3 POKK)

BBefieHHs1 3MiH NpoTArom 6-T MicALUiB nicns

3aTBEPAKEHHSA

3a
peyenmom

UA/14764/01/01

38.

FTABAHA®

Kancynu no 150 mr no
10 kancyn B 6nicTepi; no
2 6nictepu B nayui

MAT
"KuiBmegnpenapa
™

YKpaiHa

MAT
"Kuismegnpenapa
™

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTepianiB:3miHu |
TUNy - 3MiHW 3 SIKOCTI. FOTOBWIA Nnikapcbkuii 3aci6.
CT1abinibHiCTb. 3MiHa Yy TepMiHax NpuAATHOCTI abo

3a
peyenmom

UA/14764/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
ymMoBax 36epiraHHsi roTOBOr0 /iKapCbKOro 3acoby
(36iNbLUEHHs TEPMiIHY NPUAATHOCTI FOTOBOIO
nikapcbkoro 3acoby) - 4151 TOproBoi ynakoBku
(niaTBEPOXKYETLCA AAHUMW peasibHOro yacy) -
36inbLeHHs TepMiHy npuaaTtHocTi 13 3 2-x fo 3-x
pOKiB, HAa OCHOBI AOCAIMKEHHS CTaBI/TIbHOCTI.
(3aTBepoKeHo: 2 poku 3anponoHoBaHoO: 3 POKK)
BBefieHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBEPAKEHHSA
39. FA30CMNA3AM® TabneTku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 6e3 UA/10661/01/01
06010HKO0, N0 7 PAPM" PAPM" TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenma
TabneTok y 6nictepi; no Ta/abo agpecy 3asBHMKA (B/laCHUKa peecTpaviiiHoOro
2 6nicTepn y KapTOHHii NoCBIAYEHHS) - 3MiHa agpecu 3asBHKKa; 3MiHK | Tuny -
ynakosui; no 15 AAMIHICTpaTMBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
TabneTok y 6nictepi; no afpecy MicL NPOBaXEHHS Ais/IbHOCTI
1, abo 2, a6o 4 6nictepu BMPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
Y KaPTOHHIlA Kopobui BK/IIOYAKOUM AiNbHMLI BUMYCKY cepii abo micue
NpPOBeLEHHS KOHTPOJTO AKOCTI. (AiANbHICTb, 3a AKy
BignoBiAae BUPOGHUK/IMNOPTEP, BKIOHYAKOUM BUNYCK
cepili) - npuBeAeHHs pefakuii agpecn BupobHuka M3
Y BifAMNOBIAHICTb [0 OPUTiHA/IbHUX JOKYMEHTIB
(Ceptudpikaty GMP, BugaHoro JepxaBHot C/yx60t0
YKkpaiHu 3 nikapcbkmx 3acobis), 6€3 3MiHW micus
BMPO6HULTBA (BBEAEHHS 3MiH NPOTArom 6-Tn MicALiB
nicnsa 3aTBepKEeHHS); 3MiHW | TUNY - 3MiHW WoA0
6e3nekn/edekTMBHOCTI Ta thapmakoHarnagy -
NprBeAEHHS TEKCTY MapKyBaHHS yNakoBOK A0
Cy4yacHVX BUMOT LWoA0 0hOPMIEHHS PO3Ainy METOSiB
KOHTPOsII0 «MapKyBaHHA» BBeAeHHs 3MiH NPOTArom 6-
TW MicALB Nic/is 3aTBepAKEHHS
40. FEBIPAH TabneTku, BKPUTI dapmaLeBTUYHNIA Monbwa dapmaneBTUYHNI Monbua BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/7565/01/01
NAiBKOBOK 060/I0HKOHO, 3aB0Oj, 3aB0Of, 3MiHM | TUNY - BUNYYEHHS BUPOOHUKa ADI peuyenmom
no 200 mr no 10 "MONb®APMA" "MONb®APMA" (aumknosipy)
Tabnetok y 6nictepi; no C.A. C.A.
3 6nicTepa y KapTOHHiIl
Kopobui
41. FEBIPAH TabneTku, BKpUTI dapmaveBTUYHUIA MonbLya dapmaveBTUYHUI Monbwa BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/7565/01/02
NNiBKOBOK 060/0HKOI0, 3aBof, 3aBof, 3MiHW | TUMY - BUNYYEHHS BUPOGHMKa ADI peyernmom
no 400 mr no 10 "MONb®APMA" "MONb®APMA" (aumknosipy)
TabneTtok y 6nictepi; no C.A. C.A.
3 6nicTepa y KapTOHHiIl
Kopo6ui
42. FEBIPAH TabneTku, BKpUTI dapmaveBTUYHUIA MonbLa dapmaveBTUYHUI Monbwa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/7565/01/03
NMiBKOBOK 060/OHKOIO, 3aBOf, 3aBof, 3MiHW | Ty - BUNYyYEHHS BUPOGHMKa ADI peyenmom
no 800 mr no 10 "MONb®APMA" "MONb®APMA" (aumknosipy)
TabneTtok y 6nictepi; no C.A. C.A.
3 6nicTepa y KapTOHHiIl
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Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

KopoobLi

FIANTrAH

pO34nH AN1 iH'ekuii, 20
Mr/2 MAno 2 Mny
donakoHi; no 1 dpnakoHy
B KOPOO6Li; N0 2 Mmny
nonepegHL0
3arnoBHEHOMY LUMPWLL;
no 1 wnpuuy B KOPOOGL

digia
dPapmaueBTuKa
C.n.A.

ITanisa

digia
PapmaueBTmkKa
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
YTOUHEHHS peecTpauiiiHOl npoLeaypv B HakKasi
MO3 YKpaiHu
Ne 1449 Big 03.08.2018 B npoueci BHeCEHHA 3MiH
(3miHu | TNy - 3MiHK 3 AKOCTI. FOTOBMIA NiKAPCbKUiA
3aci6. CucTeMa KoHTelHep/3akynoptoBasibHUiA 3aci6.
3MiHa nocTavyasibHKKa nakyBasibHUX Matepianis abo
KOMM/IEKTYOUMX (SIKLLO 3a3Ha4YeHO B A0CbE) (3amiHa
abo fofaBaHHA NocTavasibHUKA) - f0aBaHHS
anbTepHaTNBHOIO noctavasnbHuka Nipro
PharmaPackaging wnpuua (Syringe barrel luer
tip/LLA/tip cap) Ao paHile 3aTBepKeHNX
noctavyanbHukiB Becton Dickinson Ta Gerresheimer).
Pedakuyis 8 Hakasi: 3MiHuU | muny - 3MiHa
rnocmayasibHUKa rnakysasibHuUx Mamepiasig abo
KOMII/IeKmyrouux - 0o0asaHHs a/lbmepHamusHoO20
rocmayasibHUKa rnornepeodHbo 3aMmosHeH020 wnpuya
00 paHiwe 3amsepoXKeHuUx nocmaydasibHuUKis. BipHa
pedakyisi: 3miHu | muny - 3miHU 3 siKOCM.
Fomosuti nikapcbkuli 3aci6. Cucmema
KoHmeliHep/3aKynoplosasibHUli 3aci6. 3miHa
nocmavyasibHUKa rnakysaabHUX Mmamepiasnis a6o
KOMIM/IEKMYHYUX (AKW,0 3a3Ha4Y€HO 8 OOChE)
(3amiHa a60 0o0aBaHHs nocmavyasibHUKa) -
dodasaHHs1 a/ibmepHamMuBHO20 rnocmavasibHuUKa
Nipro PharmaPackaging wnpuya (Syringe barrel
luer tip/LLA/tip cap) 0o paHiwe 3amsepoXxeHux
nocmavyasibHUKis Becton Dickinson ma
Gerresheimer.

3a
peyerimom

UA/1032/01/01

FNKAMTUH™

Kancynu TBepai no 0,25
Mr no 10 kancyny
6nicTepi; no 1 6nictepy
B KapTOHHIi Kopobuyi

Hosaprtic ®apma
Al

Leiiapis

nakcoCmiTKNnsiiH
MaHyhakTypuHr
C.n.A.

ITanis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHuX filaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHoOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapMakoHariaay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXXEHOI 0Cc0o6Y, BignoBigasibHOT
3a 34jlicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu 3asiBHMKa. MNponoHoBaHa
pepaxuis: Gabriele Hecker-Barth. 3miHa kOHTakTHOT
ocobu 3asBHUKa. [MponoHoBaHa pegakuis: Opnos
B syecnaB. 3MiHa KOHTAKTHWUX AAHWNX YNOBHOBaXEHOI

3a
peyenmom

UA/9121/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

0co6u. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COo6u.
3MiHa MicLs 34iiCHEHHS OCHOBHOT AisANIbHOCTI 3
thapmakoHarnagy. 3miHa agpecu mactep-caiina
cucTeMu dpapmakoHarnsgy 3asBHUKa

45.

FNKAMTUH™

Kancynu Teepgi no 1 mr
no 10 kancyn y 6nictepi;
no 1 6nictepy B
KapTOHHI KopoobLi

Hosaprtic ®apma
Al

Lseiuapis

"nakcoCmiTKnsaiiH
MaHythakTypuHr
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MiHM | Tuny - 3miHK Woao 6e3nekn/edhekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX faHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iCHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnagy 3asBHuKa ANs
3[jiCHEeHHs1 hapMakoHaraay B YkpaiHi, Ko BoHa
BiIMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiAMNOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyakum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemmn thapmakoHarnsgy) - 3miHa
yMNOBHOB&aXeHOT 0cobu 3asiBHMKa. [ponoHoBaHa
pepakuis: Gabriele Hecker-Barth. 3miHa kOHTaKTHOT
ocobu 3asBHUKa. [ponoHoBaHa pegakuis: Opnos
B suecnaB. 3MiHa KOHTAKTHMUX AAHUX YNIOBHOBAXEHOT
0co6u. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0COo6u.
3MiHa Micusa 34iCHEHHST OCHOBHOT AiSNIbHOCTI 3
hapmakoHarnagy. 3miHa agpecy Mactep-cdaiina
cucTeMu dpapmakoHarnsgy 3aaBHUKa

3a
peyerimom

UA/9121/02/02

46.

FAILYH

TabneTkn cyoniHrBasibHi
no 100 mr no 50
Tabnetok y 6nictepi; no
1 6nicTepy B KapTOHHIWA
Kopoobui

nn"rneaekct

Ykpaina

TOB "Apnimeg”

Pecny6nika
BipmeHin

BHECEHHS 3MiH [0 peecTpavyiiiHiX maTtepianis: 3MiHu |
TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTemy
hapMakoHarnsgy, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnfgy 3asBHuKa 4Ns
3[jicCHEeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaX€eHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkiKyarum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tpaiina cuctemmn chapmakoHarnsgy) - 3amiHa
YMNOBHOB&XXEHOI 0COOM 3asBHUKA; 3MiHa KOHTaKTHUX
[aHnX YNoBHOBaXXEHOT 0COOM; 3MiHa 3asBHUKA
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)

6e3
peyenma

UA/14604/01/01

47.

FNIOKATEH® 1
MI" FINOKIT

niogpinizar gns po3unHy
Ans iv'exuii no 1 mr (1
MO); 1 chnakoH 3
NOPOLLKOM Y KOMNIEKTi 3
pO34MHHMKOM (BOAA AN1s

A/T Hoso Hopgaick

[JaHis

Brpo6HuK
nikapcbkoro
3acoby, nepBUHHA
Ta BTOPWHHA
ynakoBka:

[Oanis/
Benbris

BHECEHHSA 3MiH 10 peECTpaLiiiHnX MaTepianis: 3MiHu |
TMNy - AGMIHICTPATUBHI 3MiHW. 3MiHa HaliMEHYBaHHSI
Ta/abo agpecy MicLs NPOBAKEHHS AiS/IbHOCTI
BMPO6HUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IKOYAKUM AifbHMLI BUMYCKY Cepii abo Micue

3a
peyenmom

UA/13221/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

iH'ekyin no 1 mny
wnpuui Nel) y
n1acTrKoBili kopoobL,i

A/T Hoso Hopgick,
[NaHis;
Brpo6HuK,
BiANoOBigabHUIA 3a
BUMYCK cepilt
KiHLLeBOro
NPOAYKTY:

A/T Hoso Hopgick,
[aHis;
Bupo6HuK ans
36UpaHHs,
MapKyBaHHSA Ta
yNaKkoBKm,
BTOPWHHOTO
nakyBaHHS:
A/T Hoso Hopgick,
[NaHis;
Brpo6HuK
PO34MHHMKA
(cTepunbHa Boga
015 iH eKuin y
wnpuu),
KOHTPONb/BMNPOGY
BaHHSA cepili
PO3YMHHYKA:
CrateHc Cepym
IHCTUTYT, [aHis;
Brpo6HuK
PO34MHHMKA
(cTepunbHa BOAA
ONs iH eKuin y
wnpu),
KOHTPO/b/BMNPOGY
BaHHSA cepili
PO3UMHHYKA:
KataneHT benbris
CA, benbris

NpoBeAeHHSA KOHTPOSIO AKOCTI. (LiANbHICTb, 3a AKY
BiANOBIAae BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) - 3miHa agpecy BUPOOHNYOT AiNbHULI
BMpoGHuKa 13 A/T Hoeo Hopgaick, [aHis, 6e3 3MiHn
Micus BUPO6HULTBA (BBEAEHHS 3MiH NPOTATrOM 6-TK
MiCALIB MiCNsA 3aTBEPKEHHS

48.

FNMIOKATEH® 1
MrI FINOKIT

niogpinisar gns po3unHy
ans iH'exuii no 1 mr (1
MO); 1 chnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAA ANA
iH'ekyii no 1 mny
wnpuyi Ne 1) y
N1acTrKoBili kopobL,i

A/T HoBo Hopgick

[aHis

BMPOGHMK
nikapcbKoro
3acoby, nepBMHHa
Ta BTOPWHHA
ynakoBka: A/IT
Hoso Hopgick,
[JaHis; BUpo6HWK,
BignoBigabHWi 3a
BUMYCK Cepiii
KIHL,EBOro

[Janis/
Benbris

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MiHM | Tuny - 3miHK Woao 6e3nekn/ehekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX faHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 dhapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs1 hapMakoHariaay B YkpaiHi, Ko BoHa
BiIMiHHa Bifl YTOBHOB&XEHOI 0c06M, BiANOBIAA/IbHOI

3a
peyerimom

UA/13221/01/01
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Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
npoaykty: AIT 3a 3[jiicCHEeHHS hapMakoHaraay (BkIKYarum
Hoso Hopgick, KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLieHHi MacTep-
[aHis; BUpo6HUK thaiina cuctemy hapmakoHarnsgy) - 3miHa
ANns 36UpaHHs, KOHTaKTHOI 0Co6M B YKpaiHi yNnoBHOBaXeHOT 0co6u
MapKyBaHHA Ta 3asBHUKA AN19 34iICHEHHA hapMakoHarnagy.
yNakoBKMU, MponoHoBaHa pepakuisi: SlactoBeHko AHHa CepriiBHa.
BTOPWHHOr0O 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu B YKpaiHi
nakyBaHHs: A/IT YNOBHOBaXXEHOI 0COBU 3aABHUKA 15 3AIACHEHHS
Hoso Hopagick, thapmakoHarnagy
[aHis; BUPO6HUK
PO3UYNHHMKA
(cTepunbHa BOAA
ONs iH eKuin y
wnpuu),
KOHTPO/b/BMNPOGY
BaHHSA cepili
PO3UYNHHKIKA:
CrateHc Cepym
IHCTUTYT, [aHis;
BMPOGHUK
PO3YMHHMKA
(cTepunbHa BOAa
ONA iH eKLii Y
wnpui),
KOHTPO/b/BUNPOGY
BaHHA cepili
PO3UMHHYIKA:
KaraneHT benbris
CA, Benebrisa
49. FPUNAME], cupon no 100 mn, 150 Kaccenna-vep, HimeuyunHa Brpo6HMLTBO, HimeuunHa BHECEHHS 3MiH 10 peecTpaviiiHiX MaTtepianis: 3MiHu | 6e3 UA/15707/01/01
cupon mn abo 250 mn y 'm6X & Ko. KI aHaniTnyHe TMNy - 3MiHK 3 AKOCTi. FOTOBWIA Nikapcbkunii 3aci6. peyenma
thnakoHi; no 1 dpnakoHy TEeCTyBaHHH, 3MiHn y BUPOGHMLTBI. 3MiHa iMnopTepa/amiHy, Lo
3 MipHOIO JTIOXKOIO Y nepBuHHe Ta CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/THO AKOCTI
KapTOHHIA KOpooLi BTOPWHHE roToBOro Nikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
nakyBaHHs, BUMYCK BMPOGHMKA, LLO BiANOBIAAE 3a BBE3EHHA Ta/abo
cepii: BWMYCK cepii) - Bktoyaouy KOHTPOb/BUNpoGyBaHHS
Knoctepdpay cepii - 3amiHa BMpobHuka A. HattepmaHH eHp Cie.
Bepnin M'M6X, 'M6X, HimeyunHa Ha Knoctepchpay Bepnin T'M6X,
HimeyunHa; HimeuyumnHa, W0 BiANOBIgaE 3a BUMYCK; - AOAABaHHS
Bupo6H1UTBO, BMPOGHUWKa, SIKWIA BiAMNOBIAAE 3a aHaNiTUYHe
aHaniTnyHe TecTyBaHHSA cepii Knoctepdpay BepniH M'méX,
TeCTyBaHHS, HimeuumnHa; 3miHM | Tuny - 3miHK 3 sKocTi. [oToBWIA
nepBrHHe Ta nikapcbkuii 3aci6. 3MiHU Y BUPOGHULTBI. 3MiHK
BTOPUHHE BMNpoGyBaHb abo AOMYCTUMUX MEX, BCTAHOB/IEHNX Y
nakyBaHHs: cneundikauisix, nig yac BUpoOHMLTBA rOTOBOrO
A. HatTepmaHH nikapcbKoro 3acoby (BUyYEHHS HeCYyTTEBOrO
eHg Cie. T'mbX, BMNPOGYyBaHHA B NPOLIECi BUPOOGHULITBA) - BUTYYEHHS
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
HimeuunHa HecyTTEBOro BUNPOGYBaHHSA 3a NOKa3HUKOM

«l'ycTnHa» B nNpoveci BupobHuuTtea (Ha cragii Ild),
OCKIi/IbKW A@HWi napameTp KOHTPOeTbLCA B [N13;
3MiHM | TUNYy - 3MiHK 3 AkocTi. CepTudikat
BignosigHocTi/l E-cepTudikar BignosigHoOCTI
€Bponeiicbkilii hapmakonei/moHorpadii. 3miHu,
noB'A3aHi 3 HEOOXIAHICTIO NPUBEAEHHS Y BiANOBIAHICTb
00 MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmMakonei gepxasu EC
(3miHa y cneuudpikauisix, nos'asaHa 3i 3miHamu B J®Y,
abo €ponelicbkiin thapmakonei, abo iHLUii
HavujoHanbHili hapmakonei gepxasu €C) -
npueeaeHHs cneundpikauii A®I MaTpuyHoi HacToliku
Echinacea angustifolia 3a nokasHukom
«lgeHTudikayis» y BignoBigHICTb A0 MOHorpadii EP
(2.2.27); 3minHu | TUNY - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KOHTPONb AOMOMIXKHUX PEYOBWH.
3miHa y MeToAax BUNpoGyBaHHS AOMOMiXKHOT
PeYOoBMHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX METOAAX
BUNPOBYBaHb) - HE3HAYHA 3MiHa Y 3aTBEPKEHIN
MeToAMLji BUNPO6yBaHb JOMOMDKHOI PEYOBUHMN
«lpeHTudpikauis nomapaHyeBoi eceHLii» (BUTYyYEHHS
NPUroTyBaHHA a/ibTEPHATUBHOIO PO3UMHY); 3MiHU |
TMNy - 3MiHK 3 AKOCTi. [O0TOBWIA NikapcbkWii 3acib.
KOHTPO/1b rOTOBOrO NiKapcbKoro 3acoby. 3miHa y
MeTofax BUNPO6yBaHHS roTOBOrO /iKapCbKOro 3acoby
(iHwWi 3miHM y MeTogax BUNpobyBaHb (BKIOUaKUN
3aMiHy ab0 [JONOBHEHHS)) - NPUBEAEHHS MeTOAIB
KOHTponto /13 3a nokasHukamu «lgeHTudikauisa Ta
KiflbKiCHE BM3HAYEHHS Kasito copbaTy» y BiANOBIAHICTb
00 2.2.29 EP, 3miHa yMOB XpomartorpadyBaHHs; 3MiHU
| Tny - 3miHKW 3 AiKoCTi. FOTOBUIA Nikapcbkuii 3aci6.
KoHTposb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNPoGyBaHHSA roTOBOrO MiKapcbKoro 3acoby
(He3HauHa 3MiHa y 3aTBEpMKEHUX MeTohax
BMNPOOYBaHHS) -

YTOYHEHHA MeToAy KOHTPOH /13 3a NoKasHNKOM
«lpeHTudikauis MaTpuyHoi HacToiku Echinacea
angustifolia» meTogom TLLUX, y 3B'A3Ky 3 NpMBEeAEHHAM
y BiANOBIAHICTb 3 HiMeLbKo roMeonaTuyHo
hapmakoneeto; 3miHu | Tuny - 3MiHn 3 aKocTi. AdI.
KoHTponb Adl. 3miHa y napameTpax crneumdikawii
Ta/abo JoNyCTUMUX MEX, BUSHAUEHNX Y
cneyudikalisix Ha A®l, abo BUXigHWIA/NPOMIXKHWIA
npoAyKT/pearenT, WO BUKOPUCTOBYIOTLCS Y NpoLeci
BUPOGHMLTBA AD| (BUTyYEHHSA HE3HAYHOTO MOKa3HMKa
AKOCTI (Hanpuknag, BUy4yeHHs 3actapinioro
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
NoKasHuKa))- BUSTyYeHHs 3i cneuudikauii BXigHOro

KoHTpono A®| ExiHauel By3bKONUCTOI, MOKa3HMKa
«MikpobionoriyHa skicTb (5.1.8.A)», OCKiNbKM AaHWi
NOKa3HUK KOHTPOMETLCA B MaTpuyHii HacTolL
Echinacea angustifolia; 3miHu | Tuny - 3MiHn 3 SKOCTi.
[oTOBWIA NMikapcbknii 3aci6. 3MiHM Y BUPOOHULITBI.
3MiHK y npoLeci BUPOGHMLITBA FOTOBOrO J1iKapCbKOro
3aco0y, BKOYaUy NPOMKHWIA NPOAYKT, WO
3aCTOCOBYETHLCA NPY BUPOGHULITBI FOTOBOIO
nikapcbkoro 3acoby (He3HayHa 3MiHa y npoveci
BMPOGHULITBA) - 3MiHa B npovueci BupobHuytea M3,
3MiHEHO NOPAA0K PO3UMHEHHS iHrpedieHTiB [/13; 3miHun
| Tuny - 3MiHK 3 AKoCTi. FOTOBWMIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHK Y NpoLieci BUPO6HMLTBA
roTOBOrO JliKapCbKOro 3acoby, BK/IOYaoUM NMPOMIKHUIA
NPOAYKT, L0 3aCTOCOBYETHLCS NPU BUPOOHULTBI
rOTOBOrO /iKapCbKoro 3acoby (iHLLi 3MiHK) -
36iNbLUEHHA TepMiHy 36epiraHHsa bulk Ha ocHOBI
pesynbTaTiB AOCNiAKEeHHS CTabiIbHOCTi
3artBepaxeHo: bulk 36epiraeTbes 30 AHiB;
3anponoHoBaHo: bulk 36epiraeTbcs A0 6 MicALiB;
3MiHM | TUNY - 3MiHK 3 SIKOCTi. FOTOBWIA NikapcbKuii
3aci6. 3MiHM y BUpobHULTBI. 3aMiHa abo BBeAEHHS
[04aTKOBOT AiNbHULI BUPOGHMLTBA A1 YACTUHM abo
BCbOr0 BMPOBHMYOro NPOLLEeCy roTOBOro NiKapcbKoro
3acoby (AiNbHNULSA, Ha SKil NPOBOAATLCA Oy Ab-AKi
BVMPOGHWYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPOJIH0 AKOCTi, NEePBUHHOTO Ta BTOPUHHOIO
nakyBaHHs, /19 HECTEPUIBHUX NMIKAPCbKMX 3acobiB) -
BBEAEHHSA AOAATKOBOI Ai/TbHUL BUPOGHMLTBA
Knoctepdpay Bepnit M'M6X, HimeuunHa, Ha sikili
NPOBOAATLCA BUPOOHMYI onepadii. 3aTBepakeHo: A.
HattepmaH eHg Cie. TMBX, HimeuuunHa;
3anponoHoBaHo: A. HattepmaH eHp, Cie. TMBX,
HimeuumnHa; Knoctepdpay bepnid T'm6X, HimewunHa;
3MiHM | TURY - 3MiHK 3 skocTi. CepTudikar
BignosigHocTI/TE-cepTudpikat signosigHocTi
€Bponeiicbkili hapmakonei/MoHorpadii. 3miHu,
noB's3aHi 3 HEOOXIAHICTIO MPVYBEAEHHS Y BiAMNOBIAHICTb
0o MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHwWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikanisx, nos'asaHa 3i 3miHamu B 1Y,
abo €ponelicbkiin thapmakonei, abo iHLLi
HauioHasbHil thapmakonei gepxasu €C) -
npusegeHHs cneundikauii A®I MaTpuyHoi HacTolikn
Echinacea angustifolia y BignosigHocTi 4o BUMOr

MoHorpadii fitoyoro BugaHHsa EP 2.4.2.7 3a
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
NOKa3HNKOM «Badkki MeTanin»; 3MiHun | Tuny - 3miHn 3
AKOCTi. FoTOoBUMIA Nikapcbkuii 3aci6. 3MiHK y
BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AAaTKOBOI
AiNbHWLI BUPOBHULTBA A48 YacTUHK abo BCbOro
BMPOGHUYOro NpoLLecy roTOBOrO /iKapCbKoro 3acoby
(@iNbHULSA ANA NEPBMHHOIO NakyBaHHS) - AOA4AaBaHHS
[08aTKOBOI AiNIbHUL A/15 NEPBUHHOIO NakyBaHHS
Knoctepdpay bepniH TM6X, HimevunHa
50. AEKCINAHT® Kancynm 3 Takena CLIA BVMPOGHMLTBO Anowisa/ BHECEHHS 3MiH 10 peecTpaviliHix maTtepianis 3a UA/13660/01/01
MoAandpiKoBaHUM dapmacbioTikanc Hepo3acoBaHo! Ipnangis/ YTOUYHEHHA HanucaHHA npoueaypu B Hakasi MO3 peuenmom
BMBINIbHEHHSIM TBEPAi NO CLUA, IHK. NpOAYKLUIT: ITanis YKpaiiu Ne 1572 Big 30.08.2018 (6yn0 nponyLieHo
30 wr, no 14 kancyn y Takega npoueaypy o0 BHECEHHSA 3MiH B iHCTPYKLIto A4N1s
6nictepi; no 1 a6o no 2 dapmacbloTikas MeANYHOro 3aCToCyBaHHS ) B NPOLECi BHECEHHS 3MiH.
6nicTepy B KAPTOHHIN KomnaHi Mivites, Pepakuis B Hakasi: BUNpaB/ieHHs TEXHIYHOT NOMUIIKN Y
Kopobui ANoHis; MeToAax KOHTPOJIO SKOCTi Npu nepeknagi inpopmauii
BUPOBHULTBO matepianis peecTpadiiHoro gocke (po3gim 3.2.P.5.1-
Hepo3dacoBaHol 2), a came y KpuUTepisxX NPUAHATHOCTI y cneuudikawii
NPOAYKLT: Ta MeToAax KOHTPO/I0 3a NoKa3HMKOM «Onuc». BipHa
Takefa lpnaHgis pefakuis: BUnpaBreHHs TEXHIYHOT MoMUIkM y MKA,
Nth, lpnangis; sika 6yna gonyuieHa npu peectpauii /13 (Haka3 Ne 371
nepBuHHe Ta Big 30.05.2014 p.), npu nepeknagj iHchopmawv,ii
BTOPWHHE matepianis peecTpadiiHoro gocke (po3gim 3.2.P.5.1-
nakyBaHHs, [03BiN 2), a came y KpuUTepisxX NPUAHATHOCTI y cneuudikawii
Ha BUMYCK Ccepil: Ta MeToAax KOHTPO/II0 3a NOKa3HWKOM «Onuc»: 6yno
Jendapm Hosapa 3a3Ha4YeHo «..., Lo MICTATb 6ini abo maibke 6ini
C.p.n., Itanisa rpaHy/sin» L0 He BifnoBigae OpuriHasibHii
[OKyMeHTaUji «...containing white to nearly white
granules». TeXHiUHY NOMWU/IKY BUNpPaB/ieHO B
iHCTPYKLiT ANA MeAMYHOro 3acToCcyBaHHA
niKapcbKoro 3acoy y p. "OcHOBHi )i3uKo-XimiuHi
B/1acTUBOCTI".
51. AEKCINAHT® Kancynm 3 Takega CLUA BMPOGHMLTBO AnoHis/ BHECEHHS 3MiH [0 peecTpauiliHix maTtepianis 3a UA/13660/01/02
MoAnddiKoBaHUM dPapmacbioTikasc Hepo3acoBaHoT Ipnangis/ YTOYHEHHS1 HanucaHHA npoueaypu B Hakasi MO3 peyenmom
BMBINIbHEHHSAM TBEpPAi NO CLUA, IHK. NPOAYKLIT: ITanis Ykpainu Ne 1572 Big 30.08.2018 (6ys10 nponyLieHo
60 mr, no 14 kancyny Takefa npoteaypy LLOAO BHECEHHS 3MiH B IHCTPYKLi0 A1s

6nicTepi; no 1 abo no 2
6nicTepy B KAPTOHHIi
Kopobui

PapmacboTikau
Komnadi fMimites,
AnoHis;
BMPOGHMLTBO
Hepo3acoBaHo!
NpOAYKLUIT:
Takepa lpnaHgis
Nta, Ipnangis;
nepBUHHE Ta
BTOPVHHE
nakyBaHHs, 403BIN
Ha BUMyCK cepii:

MeZMNYHOro 3aCTOCYBaHHA ) B MPOLECi BHECEHHS 3MiH.
Pepakuis B Hakasi: BUNpas/eHHA TEXHIYHOT NOMUIIKA Y
MeToAax KOHTPOO SKOCTi Npu nepeknagi iHpopmavii
matepianiB peecTpadiiHoro gocke (po3gim 3.2.P.5.1-
2), a came y KpuUTepisix NPUIRHATHOCTI y cneuudikawii
Ta MeTogax KOHTPO/IK0 3a NOKa3HUKOM «Onuc». BipHa
pefakuis: BUnpaB/ieHHA TEXHIYHOT MoOMUIKN y MKHA,
sKa 6yna gonyuieHa npu peectpadii /13 (Haka3 Ne 371
Bif 30.05.2014 p.), npu nepeknagi iHhopmawii
matepianiB peecTpadiiHoro gocke (po3gim 3.2.P.5.1-
2), a came y KpuUTepisiX NPURHATHOCTI y cneuudikawii
Ta METOAAX KOHTPOJIIO 38 NOKa3HWKOM «Onuc»: 6yn1o
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

Jendapm Hosapa
C.p.n., Itania

3a3HaYeHo «..., L0 MICTATb 6ini abo maibke 6ini
rpaHynn» Lo He BiANOBIAAE OPUTiHASTbLHIN
[OKyMeHTauji «...containing white to nearly white
granules». TeXHiYHY NOMWUJIKY BUNpPaB/ieHO B
iHCTPYKLiT ANA MeANYHOro 3acToCyBaHHA
NiKapCcbKOro 3acoy y p. "OcHOBHi di3nKo-XimMi4Hi
B/1acTUBOCTI".

52.

JNEDAKCTO 30

Kancynm 3
MoaudikoBaHUM
BMBINIbHEHHSAM TBEpPA,
no 30 mr Ne80 (8x10) y
6nicTepax

Anembik
dapmac'toTikenc
Nimiteq

IHais

Anemb6ik
dapmac'toTikenc
NimiTep,

IHais

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
YTOYHEHHS HanMcaHHA BUPOGHMKA B Hakasi MO3
YKpaiHu
Ne 1828 Big 08.10.2018 (6yno nponyLieHo B Ha3Bi
«/limiTeg») B npoueci peectpauii Ha 5 pokiB. Pedakyis
B Hakasi: AneMbik ®apmac'tomikesc J/limimed. BipHa
pedakyisi. Anembik dapmac'tomikesic.

3a
peyerimom

UA/16966/01/01

53.

JEE®AKCTO 60

Kancynm 3
MoandpiKkoBaHUM
BWBI/TbBHEHHAM TBEpAi,
no 60 mr Ne80 (8x10) y
6nictepax

ANem6iK
dapmac'ioTikenc
Nimiten

IHAjA

Anem6iK
dapmac'toTikenc
Nimitep,

IHAja

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
YTOUHEHHSA1 HaNUCaHHA BUPOGHMKa B Hakasi MO3
YKpaiHu
Ne 1828 Big 08.10.2018 (6yno nponyLLeHo B Ha3Bi
«JlimiTeg») B npoueci peectpadii Ha 5 pokiB. Pedakuyis
8 Hakasi: Anembik ®apmac'tomikesic J/limimed. BipHa
pedakuyisi. Anembik dapmac'tomikesic.

3a
peyenmom

UA/16966/01/02

54.

AVNKNO®EHAK
HATPIIO

renb, 10 mr/rno40ry
Ty6i; no 1 Ty6i y nauyi 3
KapToHy

MAT "®apmak”

YKpaiHa

MAT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHa y MeTogax BUNpobyBaHHS
rOTOBOrO JlikapcbKoro 3acoby (He3HavHa 3miHa y
3aTBEPKEHNX MeTofax BUNPOOYBaHHS); 3MiHK | TUNY
- 3MiHM 3 skocTi. APl KoHTponb A®I - 3miHM g0
MeTOAiB KOHTpos0 APl anknodieHaky HaTpilo 3a
nokasHukoMm «MikpobionoriyHa unctota», a came
BW/TyYEHO ONWC NPOBELEHHA METOAMNKN, OCKISTbKM
MeTOAVKa KOHTPOSIIO 3a AAHVMM NOKa3HUKOM
NpoBOAMUTLCA BignosiagHO [0 BUMor APY/EP 3
BifJNOBIAHNM NOCWUNAHHAM Ha 3arasibHy CTaTTio; 3MiHN
| TNy - 3MiHa y NnapameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUYeHuX y cneuudikalisx Ha
Adl, a60 BMXiAHWIA/NPOMIKHUIA NPOAYKT/peareHT, Lo
BMKOPUCTOBYHOTbCS y Npoveci BUpobHuytea AdI -
3MiHM y cneumndikauii A®| avknodeHaky HaTpilo 3a
NoKasHNKOM «MiKpo6ionoriyHa YACTOTa», a came
KpuTepii NPUAHATHOCTI NpMBEAEHO Y BiANOBIAHICTL A0
sumor EP/I®Y; BBefileHHS NepiognyHICTb NpoBEAEHHS
BUNPOOYBaHHA: NepLLy Ta KOXHY AeCATY HacTyMHi
cepil; 3MiHM | TUNY - NpuBeAeHHSA cneuunikalii Ta
MeTofiB KOHTPoso AD| AvknodeHaky HaTpilo 3a
nokasHnkom «CynpoBiAHi AOMILLKM» Y BigNOBIgHICTb
00 BUMOT BMPOGHUKa AdI

6e3
peyenma

UA/6814/01/01

55.

DIMAPUN®

Tabnetku no 2 mr, no 10
TabneTok y 6nictepi; no

NAT
"KviBmegnpenapa

YkpaiHa

MNAT
"KviBmegnpenapa

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TMNY - 3MiHa Yy MeTogax BunNpobyBaHHA Ad|

3a
peyenmom

UA/14726/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

3, 5, abo 6 6nicTepiB y
nauuj 3 KapToHy

abo BMXigHOro marepiasay/npomikHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPOKEHNX
MeToZax BUNPoByBaHHSA); 3MiHW | Tuny - 3MiHa Y
MeTofax BUNPO6yBaHHS rOTOBOrO /iKapCbKOro 3acoby
- 3MiHW 40 METOAIB KOHTPOJII0 FOTOBOTO NiKapChbKOro
3acoby

56.

DIMAPUN®

Tabnetku no 3 mr, no 10
TabneTok y 6nictepi; no
3, 5, abo 6 6nicTepiB y
nauuj 3 KapToHy

MAT
"Kuismegnpenapa
™

YkpaiHa

MAT
"Knismegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | TUNY - 3MiHa y MeTogax BunpobyBaHHA Ad|
abo BUXigHOro marepiasny/npoMixHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPLKEHNX
MeTofax BUNPoByBaHHs); 3MiHW | TUny - 3MiHa Y
MeTofax BUNPO6yBaHHS roTOBOrO /iKapCbKOro 3acoby
- 3MiHW 40 METOAIB KOHTPOJII0 FOTOBOTO NiKapChbKOro
3aco6y: 3a NOKa3HMKOM «KinbkicHe BU3HAUYEHHs»
BWYYEHO CTaHAAPTHUI 3pasok AdY. Kputepil
NPUAHATHOCTI Ta METOAMKA NPOBEAEHHSA TeCTyBaHHSA
He 3MiHnancs

3a
peyerimom

UA/14726/01/02

57.

DIMAPUN®

Tabnetku no 4 mr, no 10
TabneTok y 6nictepi; no
3, 5, abo 6 6nicTepiB y
nauuj 3 KapToHy

MAT
"Kuiemegnpenapa
™

Ykpaina

MAT
"Kuiemegnpenapa
™

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis:
3MiHM | TUNY - 3MiHa y MeTogax BUnNpobyBaHHA AdI
abo BUXigHOro marepiany/npoMixHOro
NpoAayKTy/peareHTy, L0 BUKOPUCTOBYETLCA Y NPOLECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHW Y 3aTBEPLKEHNX
MeTofax BUNpobyBaHHsA); 3MiHW | TUny - 3MiHa Y
MeTofax BUNPO6yBaHHS roTOBOrO /iKapCbKOro 3acoby
- 3MiHV 40 METO/IB KOHTPOJIO TOTOBOTO J1iKapCbKOro
3aco6y: 3a NoOKa3HMKOM «KinbkicHe BU3HAUYEHHS»
BWYYEHO CTaHAApPTHUIA 3pasok AdY. Kputepil
NPUAHATHOCTI Ta METOAMKa NPOBEAEHHSA TeCTyBaHHS
He 3MiHnaucs

3a
peyerimom

UA/14726/01/03

58.

EKBATOP

Tabnetkn, 10 mr/5 mMr no
10 TabneTok y 6nicTepi,
no 1, a6o no 3, abo no 6
6nicTepiB y nauui

BAT "TepeoH
PixTep"

YropuwuHa

BAT "TeneoH
PixTep"

YropuwmHa

BHECEHHS 3MiH 40 peecTpaviiHnx maTtepialis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BeegeHHsa abo 3miHu o
y3arasibHeHVX AaHnx nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO cucTemMy
thapMakoHarnsay, 3miHa yrnoBHOBaXeHO! ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHST hapMakoHarnsagy;
KOHTaKTHOI 0co6U 3 chapMakoHarnsay 3asiBHMKa Ans
3pjlicHeHHs hapmakoHarnagy B YkpaiHi, kL0 BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOT
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy pO3MiLLieHHi MacTep-
tharina cuctemu thapmakoHarasgy) - 3miHa
YMNOBHOBaXEHOT 0c0o6U, BiANOBIAANbHOT 3a 34iiCHEHHS
hapmakoHarnagy. NMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHMX AAaHMX YNOBHOBaXXEHOI 0cobu,

3a
peyenmom

UA/3211/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

BiANOBIga/IbHOI 3a 34iiCHEHHA hapMakoHarnsay

59.

EKBATOP

Ta6netkun, 20 mr/10 mr
no 10 Tabnetok y
6nictepi, no 1, a6o no 3,
abo no 6 6nictepis y
naui

BAT "TepeoH
Pixtep"

YropwmHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHM | Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA Y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iCHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnfgy 3asBHuKa g5
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, Ko BoHa
BiIMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiAMNOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyakum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
harina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS
thapmakoHarnagy. MNMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
Bi4NoBiga/IbHOI 3a 34iICHEHHsT dhapMakoHarnsay

3a
peyerimom

UA/3211/01/02

60.

EKBATOP

Tabnetku, 20 mr/5 mr, no
10 Tabnetok y 6nicTepi;
no 1, 3 abo 6 6nictepis
Y KapTOHHIi1 ynakoBLi

BAT "TepeoH
Pixtep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx Npo cuctemy chapmakoHarnsay
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapMakoHaraay B YKpaiHi, AKLOo BoHa
BiMiHHA BiJ, YNOBHOBaXEHOI 0Cco6w, BignoBigasibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
yMOBHOB&XeHOT 0cobu, BigNoBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy. lNponoHoBaHa pepakuis: Attila
Olah. 3miHa KOHTaKTHUX AaHMX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy

3a
peyenmom

UA/3211/01/03

61.

EKCIIDKAL

Tabnetku, Wo
avcneprytotbes, no 250
Mr, Mo 7 TabneToK y
6nicTepi, no 4 6nictepu
B KOPOO6L

Hosaprtic ®apma
Al

LseiiLapis

HosapTic ®apma
LTein AT

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUNY - 3MiHW JO IHCTPYKUIT 4N MeAnYHOro
3acTocyBaHHSA A0 po3giniB "Oco6/mBoCTi
3actocyBaHHs", "Mo6iuHi peakyii”; 3miHu Il Trny -
3MiHV A0 IHCTPYKLiT 415 MefMYHOro 3aCTOCYBaHHA [0
po3giniB "®apmakoioriyHi BiacTnBocTi". BBeAeHH:A
3MiH npoTArom 3-x MicsALiB nicnsa 3aTrBepAKEHHSA

3a
peyenmom

UA/6731/01/01

62.

EKCIIKAL

Tabnetku, Lo
avcneprytotbes, no 500
Mr, No 7 TabneTok y
6nictepi, no 4 6nictepu
B KOPOOLL

HosapTic ®apma
Al

LBeliuapis

HosaprTic ®apma
LWTeinH Al

LLeliLapis

BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis:
3MiHM | TUNY - 3MiHW 8O IHCTPYKUIT NS MeANYHOro
3acTocyBaHHA A0 po3ainis "Oco6/mMBOCTi
3actocyBaHHs", "Mo6iuHi peakyii”; 3miHu Il Tuny -
3MiHW [0 IHCTPYKLIi 4719 MEANYHOIO 3aCTOCYBaHHS 0

3a
peyerimom

UA/6731/01/02
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Hasga

®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
po3ainis "®apmakonoriyHi BnactnsocTi". BBefgeHHsA
3MiH npoTtarom 3-x MicsliB NicnA 3aTBepAKEHHSA
63. EMETOH PO34UH A1 iH'EKUIN, 2 TOB "HIKO" YkpaiHa KOHTPO/b, BUMYCK Ykpaina/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/13447/01/01
Mmr/mn, no 2 mn aéo no 4 cepii: TOB "HIKO", Ipeuis 3MiHM | TUNY - 3MiHa y napaMmeTpax cneuudikadii peuenmom
M/ B amnyni; no 5 YKpaiHa,; Ta/abo foNyCTUMNX MEX, BUSHAUEHUX Y
ammnyn y nauui 3 KapToHy Hepo3dacoBaHuii cneuudikauisx Ha A®l, abo BUXigHWIA/MPOMIKHWIA
NPOAYKT, NpoAyKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NpoLeci
nepBuHHA BMPOGHMLUTBA AD| - fonoBHEHHS cneundikauii AdD|
ynakoBka, OHAAHCETPOHY 3 BiANOBIAHAM METOLOM BXifHOTO
BTOPVHHA KOHTPO/1H0 HOBUM MOKa3HNKOM «BakTepiabHi
ynaKoBKa, €HIOTOKCUHMW»; 3MiHKM | TUny - 3MiHa y napameTpax
KOHTposb: AEMO cneuudikauin Ta/abo fonyCTUMKUX MEX, BUSHAYEHUX Y
CA cneuudikaisx Ha A®l, abo BUXiZHWUA/NPOMIXKHWIA
PAPMACBIOTIKA NPOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y NPOLECi
N IHOACTPI, BMpo6HuUTBa A®| (fogaBaHHS abo 3amiHa (3a
peuis BWHATKOM aKTUBHOI pe4yoBuHK 6ionoriyHoro abo
iMyHOMOrYHOro NOXOMKEHHS) NapameTpa
cneumdikauii 3 BignoBiAHUM METOAOM BUMPOGYBaHHS
3a pesynbTatamu gocnimpkeHb 3 6e3neku abo AKOCTi);
CynyTHsI 3MiHa: 3MiHa y MeTogax BunpobysaHHs Ad|
abo BMXigHOro marepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMpo6HULTBa API (iHWI 3MiHKM Y MeTogax
BMNPOo6YyBaHHA (BK/IHOYaOUM 3amiHy abo AONOBHEHHS)
AP| abo BMXiAHOTO/NPOMIXHOr0 NPOAYKTY)
64. ECKANEN Tabnetkn no 1,5 mrno 1 BAT "TepeoH YropLmHa BAT "TeneoH YropLmHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiais: 3a UA/4789/01/01
Tabnetyi y 6nictepi; no PixTep" PixTep" 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peyenmom
1 6nicTepy pa3om 3 thapmakoHarnsgy. BeegeHHs abo 3miHu fo
KapTOHHVM thyTNsSpom y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
ans 36epiraHHa (BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTemy
6nicTepa B KapTOHHii hapMakoHarnsgy, 3amiHa yrnoBHOBaXeHOT ocobu,
ynakoBLi BiANOBIAA/IbHOI 3a 34iicCHEeHH:A hapmakoHarnsgy;
KOHTaKTHOi 0c0obM 3 hapMakoHarnfgy 3asBHuKa 4Ns
3[jicCHEeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaX€eHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaraay (BkiKyarum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemmn chapmakoHarasgy) - 3miHa
YMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy. lNMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiANOBiga/IbHOI 3a 3AiiCHEHHsT dhapMakoHarnsay
65. 3ABEAOC® niogpinizar gns po3unHy Mdcpaiizep IHK. CWA AxTasic |Tanis ITanisa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/9322/01/01
Ons iHdpysii no 5 mr; 1 C.n.A. TeXHi4YHa NoMWsIKa B IHCTPYKLi 418 MeguyHoro peuyenmom
donakoH 3 niodpinizaTom 3acTocyBaHHA po3in "MpoTvnokasaHHA"
B KAPTOHHIli KOpo6Li
66. 30KCOH® 4 Tabnetkn no 4 mr Ne30 TOB "CaHodi- YKpaiHa TOB "3eHTiBa" Yecbka BHECEHHS 3MiH 0 peecTpauiiHnx MmaTepialiB: 3a UA/6300/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

(10x3): no 10 TabneTok
y 6nicTepi; no 3
6nicTepy B KAPTOHHIN
KopooLi

ABeHTiC YKpaiHa"

Pecny6nika

YTOUYHEHHSA HanNuUcaHHA 3asiBHMKa B Hakasi MO3
YKpaiHu
Ne 1828 Big 08.10.2018 (6y/10 3a3Ha4€HO MOMEPEHIO
pefaxuito Ha3BK) B Npoueci BHECEHHS 3MiH (3MiHu |
™Mny - 3MiHK Wwoao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHuX Npo cuctemy hapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHsT hapMakoHarisaay B YKpaiHi, SKLO BoHA
BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6u, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKivaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemun chapmakoHarnsay) 3minu | Tuny -
3MiHM Wopao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiH1) 3MiHW y TeKCTi
MapKyBaHHSA. 3MiHW BHECEHI B IHCTPYKLitO A5
MeMYHOro 3aCTOCYBaHHA OO0 AOAAHHA PO3AiniB
"3asaBHUK" Ta "Micue3HaxomKeHHs 3asBHMKA" 3
Bi4NOBIAHVMMN 3MiHAMU Yy TEKCTi MapKyBaHHS. 3aMiHa
rpadiyHoro 306paxeHHs Ha TEKCT MapKyBaHHS
yMakoBOK BignoBigHO Ao BuMor Hakasy MO3 Big
23.07.2015 Ne460 3 BiANOBIAHUMN 3MiHAMW Y TEKCTi
MKSA. TepMiH BBEAEHHS 3MiH - NPOTArOM 6 MicsALiB
nicns 3aTBepgkeHHs. 3MiHa 3asBHVKa (BlacHuKa
peecTpaujiiiHoro noceig4eHHs) (3rigHo Hakaszy MO3 Big
23.07.2015 Ne460). TepMiH BBEAEHHS 3MiH - MPOTATOM
6 micauiB nicns 3aTBepmkKeHHs). Pedakyis 8 Hakasi:
TOB "3eHmiga", Yecbka Pecry6bnika. BipHa pedakyisi:
TOB "CaHoghi-AseHmic YkpaiHa", YkpaiHa.

peyenmom

67.

IMATIHIB-BICTA

kancynu no 400 mr; no
10 kancyn y 6nictepi; no
3 6nictepun y nauu,i 3
KapTOHY

Mictpan Kenitan
MeHeKMeHT
Nimiten

Benuka
BpuTaHis

CiHgaH ®apma
C.P.J.

PymyHis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHW | TUNY - 3MiHW A0 IHCTPYKLiT AN1a MeAnYHoro
3aCTOCYBaHHSA y po34inu: "d®apmakonoriyHi
BnactmBocTi", "Ocob6mBocCTi 3acTocyBaHHA", "T0oGIYHI
peaxuii” BignosigHoO A0 iHhopMaLii LWoa0 MeAnyYHOro
3acTOoCyBaHHSA pehepeHTHOro MikapcbKoro 3acoby
(TNIBEK®). BBeAeHHs 3MiH NpoTArom 6-t1 Micsuis
nicnsa 3aTBepAKEHHSA

3a
peyenmom

UA/15420/01/01

68.

IMATIHIB-BICTA

Kancynu no 100 mr; no
10 kancyn y 6nictepi; no
3 abo 12 6nictepiB y
nauuj 3 KapToHy

Mictpan Kenitan
MeHeKMeHT
Nimiteq

Benuvka
BpuTaHis

CiHgaH ®apma
C.P.N.

PymyHis

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHW | TUNY - 3MiHW A0 IHCTPYKLiT ANA MeanyHoro
3aCTOCYBaHHSA Y po3ainu: "®apmakonoriyHi
BnactmsocTi”, "Ocob6mBocCTi 3acTocyBaHHs", "MoGiyHi
peaxuii” BignosigHO A0 iHhopMaLi LWo40 MeanyHOro
3acTocyBaHHs1 pechepeHTHOro NikapcbKoro 3acoby
(FNIBEK®). BBeA€HHA 3MiH NPOTAromM 6-T1 MicauliB

3a
peyerimom

UA/15420/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
nicns 3aTBepAKEeHHsA
69. IMINEHEM/ MOPOLLIOK A/151 PO3YNHY TOB "Tesa YkpaiHa BMPOGHMLTBO LLsenuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/10159/01/01
UMNACTATUH- Ans iHdoysiii, no 500 YkpaiHa" Hepo3dacoBaHol ITanisa 3MiHM | Tuny - 3miHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
TEBA Mr/500 mr, 1 chnakoH 3 npoayKuir, thapmakoHarnsgy. BeegeHHs abo 3miHu fo
MOPOLLKOM B KAPTOHHIl nepBuHHa Ta y3araslbHeHnX AaHnx npo cuctemy thapmakoHarnsgy
Kopo6Li BTOPVHHA (BBEAEHHA Y3araslbHEHVX AaHUX NPO cucTemy
ynakoBka: 3am6b0oH hapMakoHarnsgy, 3mMiHa yrnoBHOBaXeHOT ocobu,
Lseinuapia Nita, BiANOBIAA/IbHOI 3a 34iiCHEHHSA hapmakoHarnsgy;
LLiseiiuapis; KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
nepBMHHA Ta 3fjicHeHHs hapmakoHarnagy B YkpaiHi, K0 BoHa
BTOPVHHA BiIMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiAMNOBIAAUTbHOI
ynakoBka, [03BiN 3a 3AjiicHeHHs hapMakoHaragy (Bkiyakum
Ha BUNycK cepii: KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MiLLEHHI MacTep-
dakTa thaiina cuctemu papmakoHarnagy) - 3miHa
dapmachboTiK YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOT 3a
C.n.A., ltanis thapMakoHarnsag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOT 0CO6W ANs 34jACHEHHS
hapMakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHMX
[aHUX YNOBHOBaXEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu. 3MiHa MicLa NpoBaXeHHs
OCHOBHOI Aii/IbHOCTI 3 hapmakoHarnsgy ta micus
36epiraHHs MacTep-goaiiia
70. IMINEHEM/ NOPOLLOK A1 PO3UUHY TOB "TeBa YkpaiHa BUPOBGHUYMBO Lseliuapis/ BHECEHHS 3MiH 10 peeCTpaLifiHnX MaTepianis: 3MiHa 3a UA/10159/01/01
LUWNACTATUH- ans indpysiii, no 500 Ykpaina" Hepo3ghacosaHor ITanis 3asBHMKa (B/1acCHMKA peecTpaviiiHoro NocBig4YeHHs) peyenmom
TEBA Mr/500 mr, 1 conakoH 3 npodykuyir, (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
NMOPOLLKOM B KApPTOHHilA rnepsuHHa ma 3aTtBepmxkeHo: Aktasic rpyn AT, IcnaHgia Actavis
Kopobui BMOPUHHA group HF, Iceland
ynakoska: 3anponoHoBaHo: TOB "TeBa YKkpaiHa", YkpaiHa
3am60H
Lseinuapis Nta,
LLiBeiiuapis;
rnepsuHHa ma
BMOPUHHA
ynakoska, 0038i/1
Ha sunyck cepii:
dakta
PapmacbHoTiK
C.n.A,, Itanis
71. KANbLIKO NMopoLoK (cybcTaHuis) B MpuBatHe YkpaiHa Cepbioc-dapma LLIBeiyapis BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHu | - UA/11810/01/01
®PONIHAT nosieTuIeHoBMX akuioHepHe CA TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
nakeTax, BMiLLEHNX B TOBapuCTBO Ta/abo agpecy 3asiBHMKA (B/laCHUKA peecTpaviiiHoro

noslieTuneHoB.I
KOHTeliHepy abo
nnacTukosi 6apabaHu;
a60 B NO/ieTUIEHOBUX

“Nlekxim — XapkiB”

NOCBI4YEHHS) - 3MiHA HaliMeHyYBaHHS Ta agpecu
3aABHUKA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
KOHTeliHepax 3
NIacTMKOBOK KPULLKOHO,
LLIO 3arBMHYYETLCS,
BMILLEEHWX Y KAPTOHHY
KOpo6Ky Ans
BMPO6HULITBA
CTepu/ibHUX Ta
HECTEPWU/IbHUX NTiKaCbKUX
dopm
72. KANTOMPEC Tabnetku, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasiis: 3a UA/8156/01/01
12,5 -4APHNLUA Tab1eToK y KOHTYPHii "®GapmaLeBTnyHa "bapmaLeBTnyHa 3MiHM | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
YapyHKOBIli ynakoBuj; no | diipma "dapHuusa” thipma "AapHuusa” chapmakoHarnsgy - 3amiHa rpadiyHoro ohopMIeHHs
2 KOHTYpPHI YapyHKOBI NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
yMakoBKM B navLi MapKyBaHHS! yNakoBOK 3 BifNOBIAHUMMN 3MiHAMMW [0
po3giniB MK nikapcbkoro 3aco6y (po3gin «IpadiyHe
0hopMNEHHS» 3aMiHEHO PO3AiNoM «MapKyBaHH:»).
BBegeHHsA 3MiH NpoTAromM 6-T1 MicsaLiB nicns
3aTBEPAKEHHSA
73. KANTOMPEC- Tabnetku, no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3a UA/8156/01/02
AAPHMLUA TabneToK y KOHTYPHii "®bapmaLieBTnyHa "bapmaLeBTnyHa 3MiHM | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
YapyHKOBIli ynakoBLii; no chipma "OapHuus” hipma "dapHnus” hapMakoHarnagy - 3amiHa rpagivHoro opopMsIeHHs
2 KOHTYpPHI YapyHKOBI NepBUHHOI Ta BTOPUHHOI YNaKoBOK Ha TEKCT
yMakoBKM B mauLi MapKyBaHHS! yNakoBOK 3 BifnOBiAHUMMN 3MiHAMK A0
po3gainiea MK nikapcbkoro 3aco6y (po3gin «IpadivHe
0hopMNEHHSA» 3aMiHEHO PO3AiNoM «MapKyBaHH:»).
BBegeHHA 3MiH NPOTAromM 6-Tu MicsaLiB nicns
3aTBEPAKEHHSA
74. KAPBAMASEMIH- | TabneTkn no 200 mr no TOB YKpaiHa TOB YKpaiHa BHECEHHS 3MiH [0 peecTpaviitHux maTepianis: 3miHu || 3a UA/6364/01/01
ACTPA®APM 10 TabneTok y 6nicTepi; "ACTPA®APM" "ACTPAGAPM" MRy - 3MiHKN WoA0 6e3nekn/edpeKTBHOCTI Ta peuyenmom
no 2 a6o 5 6nictepis y thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) Lo
KOpOG6Lii 3 KapTOHY 3060B'A3aHb Ta YMOB Buadi peecTpauiiiHoro
nocBig4eHHs, BKIoYatoun Mnax ynpaeniHHA pU3mkamm
(3acTocyBaHHs 3MiH(M), SiKi(a) BUMaratoTb(€)
NoAasbLIOro 06rpyHTYBaHHSA HOBUMU [OAATKOBUM
JaHnMu, Lo MatoTb HaaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKiflbkvi BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM opraHoM) BUkoHaHHSA 3060B'A3aHb
BignoBigHO o nmiagnyHkTy 1.13 nyHKTY 1 gogatky 15 go
MopsaKy NpoBefeHHA ekcnepTW3n peecTpauiiHux
marepianis Ha nikapcbki 3acobu, WO NoAanTbCs Ha
OepXaBHy peecTpauito (NepepeecTpauito), a Takox
eKcrnepTu3n MaTepiasiB Npo BHECEHHSA 3MiH 10
peecTpauiiHix maTepianis npoTsrom faii
peecTpavuiiHOro NocBiAYeHHs1, 3aTBEPAKEHOIO
Haka3zom MO3 Big, 26.08.2005 Ne 426 (y pegakuii
Haka3y MOS3 Big 23.07.2015 Ne 460)
75. KAPBAMA3EMIH- | Tabnetku no 200 wmr in TOB YKpaiHa TOB YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX MaTepiasiis: 3MiHu I - UA/14766/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

ACTPA®APM

bulk: no 5000 TabneTok
Y KOHTelHepi

"ACTPA®APM"

"ACTPAGAPM"

TMny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo 3miHa(v) fo
3000B'A3aHb Ta YMOB BuJaui peecTpauiiHoro
nocBigYeHHs, BKIoYaoun MnaH ynpaeniHHA pU3nkamm
(3acTocyBaHHs 3MiH(1), AKi(a) BUMaratoTb(€)
noJasIbLLIOro 06r'pyHTYBaHHS HOBUMW JOAATKOBUM
JaHnMu, Lo MatoTb HaJaBaTUCA KOMNETEHTHUM
OpraHoM, OCKifIbK/ BUMAraeTbCsa CyTTEBA OLjiHKa
KOMMNETEHTHUM opraHom) BukoHaHHs 3060B'13aHb
BignoBigHo Ao nianyHkTy 1.13 nyHkTy 1 gogatky 15 fo
MopsiaKy NpoBefieHHA ekcnepTn3n peecTpaiiHux
marepianis Ha nikapcbki 3aco6u, Wo NoAaTbCs Ha
OepxaBHy peecTpauiio (nepepeecTpauito), a Takox
eKkcnepTu3n marepianis NPo BHECEHHS 3MiH [0
peecTpauiiHux maTepianis NpoTArom Al
peecTpaLiiHoro NocBiAYeHHs, 3aTBEPMKEHOIO
Hakazom MO3 Big, 26.08.2005 Ne 426 (y pegakui
Hakaszy MO3 Big 23.07.2015 Ne 460)

76.

KNALVA® CP

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
NPOJIOHroBaHoI Aji Mo
500 mr no 5, aéo no 7,
ab6o no 14 Tabnetok y
6nicTepi; no 1 6nictepy
B KapTOHHIl Kopo6Lji; no
7 TabneTtok y 6nictepi;
no 2 6nictepu B
KapTOHHIA KOpooLi

A660TT
NabopaTtopi3
m6X

HimeyunHa

Aecika KBiH60po
Nivitea,
BenukobpuTaHis;
A668i C.p.N.,
ITanisa

Benukobput
aHis/ Itanisa

BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3araslbHeHUX JaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapMakoHaraay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXeEHOI 0co6u, BignosigaibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0CO6U 3as1BHMKA, BigNOBigaIbHOI 3a
3pificHeHHs hapMakoHarsay. MponoHoBaHa
pepakuis: Dr. Monica Buchberger, Pharm. PhD/Ap.
MoHika Byx6eprep, Pharm. PhD.
3MiHa KOHTaKTHOT 0CO6U 3asBHUKA ANS 3A4iCHEHHS
hapMakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
Kisim Onbra €sreHiBHa.
3MiHa KOHTaKTHMX JaHuX YNOBHOBAaXXEHOT 0Ccobu
3asBHKA, BiNOBIAaNbLHOI 38 3/iICHEHHS
chapmakoHarnsgy. 3MiHa KOHTaKTHUX JAaHUX
KOHTaKTHOT 0COOU 3asiBHUKA ANs1 3A4IACHEHHS
hapmakoHarnsay B YkpaiHi

3a
peyenmom

UA/2920/01/01

77.

KMoniKcon
JEMO

pO34nH ANa iH'ekuiid, 200
Mr/mn no 1 ma B amnyni;
no 10 amnyn B
KapTOHHI/ KopoobLi

Nynabek Exkcnopt
AIC

[aHis

Brpo6HMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBUHHe Ta

[NaHis

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu MicLa NPOBaMKEHHS AisNbHOCTI
BMPOGHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,

3a
peyerimom

UA/2278/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BTOPWHHE BK/IIOHAOUN AiNbHWLI BUNYCKY cepii abo Micue
nakyBaHHs, BUMYyCK NPOBeLEeHHSI KOHTPO/IIO AKOCTI. (4IANbHICTb, 3a AKy
cepiii: BiANOBIAAa€e BUPOGHYMK/IMNOPTEP, HE BK/OYAUM
X. Nlynpbek A/C, BWMYCK Cepiii) 3MiHa Ha3BU Ta aapecy AiNbHUL, Ska
[NaHis; BiiNOBIAa€E 3a MiKpo6ioNOriYHNI KOHTPOSb (B
BunpobyBaHHs 3a 3aTBepmxeHomy po3aini 3.2.P.3.1. BupobHuku
MOKa3HNKOM 3a3HayeHo AiNTbHULI0 3 HACTYMHOK Ha3BO Ta
«MiKpOGionoriyHa agpecoto: Eurofins Pharma A/S Standesplanaden 110
yncToTa» (TecT Ha DK-2665 Vallensbaek Strand Denmark). BuHeceHHs
€HOO0TOKCUHN): BMPOGHUKa, LLIO BiANOBiAaE 3a BUNPOGYBaHHS 3a
EypodpiHc nokasHukom «MikpobionoriyHa uncrtota» 8 MKA N3
Biocdhapma (maHwnin BUpo6HWK BYB NPUCYTHIN B MaTepianax
MpogakT TecTiHr peecTpaLuiiHoro Aocke). 3a3Ha4eHHs! BUPOOHNUMX
[NeHmapk A/C, dOyHKUi ANnA 3aTBEpKEHNX BUPOOHUKIB:
[JaHis; 3miHu | TMny - AgMiHICTpaTUBHI 3MiHW. 3MiHa
BrnpobyBaHHs 3a HaliMeHyBaHHS Ta/abo afpecy MicLA NPoBaXXEHHS
NOKa3HMKOM «TeCT AiSNbHOCTI BUpo6HUKa/iMnopTepa roToBoro
Ha CTEPWIbHICTb»! NiKapCbKOro 3acoby, BKIOYAKUY Ai/TbHNL BUMYCKY
Eid. [xeii. BakciHc cepii abo MicLe NpoBefeHHS KOHTPOJIO AKOCTI.
AIC, [laHis (misnbHicTb, 3a AKy BiANoBigae BUPOGHMK/IMNOPTEP, He
BK/IOUA0UM BUMYCK Cepili) 3MiHa Ha3BW Ta agpecu
[inbHULI, sika BignoBigae 3a Mikpob6io1orivHuiA
KOHTPO/b, 6€3 3MiHW Micus KOHTponto (B
3aTBepmxeHomy po3aini 3.2.P.3.1. BupobHuku
3a3HayeHo AiNTbHULI0 3 HACTYMHOK Ha3BO Ta
agpecoto: Statens Serum Institut Artillerivej 5 DK-2300
Copenhagen S Denmark). BuHeceHHs1 BUpOGHKKa, Lo
BignoBigae 3a BUNPoOyBaHHA 3a NOKa3HUKOM «TecT Ha
cTepubHiCTb» B MKA /13 (aHuii BUpo6HUK 6yB
NPUCYTHI B MaTepiasiax peecTpayiiiHoro f0CheE).
3a3HayeHHs BUPOOHNUMX PYHKLIA AN 3aTBEPKEHNX
BMPOGHWKIB:
78. KMOnNIKCOon- pO34uH A1 iH'ekuid, 50 Nyna6ek Exkcnopt [anis Brpo6HMLTBO [aHia BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu | 3a UA/2206/01/01
AKY®DA3 Mr/mn no 1 ma B amnyni; AlC Hepo3ghacoBaHOro TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuenmom
no 10 amnyn B NPOAYKTY, Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
KapTOHHI Kopoo6Li nepBuHHe Ta BMPO6GHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BTOPWHHE BK/IIOYAOUM AiNbHWLI BUNYCKY cepii abo micue
nakyBaHHs, BUMYyCK NPOBELEHHSI KOHTPO/IO AKOCTI. (AiANbHICTb, 3a AKy
cepiii: BiANOBIAa€e BUPOGHYMK/IMNOPTEP, HEe BKOYaun
X. Nynpbek AIC, BWMYCK Cepiii) 3MiHa Ha3BU Ta aApecy AiNbHUL, ska
[NaHis; BiANOBIAAE 3a MiKpOBIONOriYHUIA KOHTPOb (B
BunpobyBaHHs 3a 3aTBepmMxeHoMy po3gini 3.2.P.3.1. BupobHuku
NOKa3HNMKOM 3a3HayeHo AiNTbHULI0 3 HACTYMHOK Ha3BO Ta

«MikpobionoriyHa
yuctoTta» (TecT Ha
€HO0TOKCUHN):

EypodpiHc

agpecoto: Eurofins Pharma A/S Standesplanaden 110
DK-2665 Vallensbaek Strand Denmark). BuHeceHHs
BMpOOHUKa, LLO BiANOBiAaE 3a BUNPoOyBaHHSA 3a
nokasHukom «MikpobionoriyHa uncrtota» 8 MKA N13
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

Biochapma
MpoaakT TecTiHr
[JeHmapk A/C,
[aHis;
BunpobyBaHHs 3a
MOKa3HUKOM «TecT
Ha CTePUNbHICTb»:
Eli. [xeid. BakciHc
AIC, [aHis

(maHwWii BUpOGHMK BYB NPUCYTHI B MaTepianax
peecTpaviiHoro Aocke). 3a3HayeHHs! BUPOOHUUMX
hyHKLi AN 3aTBEPIXEHUX BUPOOHNKIB:
3MiHu | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo afpecy MicLA NPOBaXEHHS
LOisSTbHOCTI BUPO6HMKa/iMnopTepa rotoBoro
niKkapcbKoro 3acoby, BKIYAKUN AiNbHULL BUMYCKY
cepii abo micLe NpoBefEeHHS KOHTPOSIHO SKOCTI.
(misnbHicTb, 3a Ky BignoBigae BUPOGHMK/iMNopTep, He
BK/IOUAOUM BUMYCK cepili) 3MiHa Ha3BW Ta agpecu
AinbHWU, Sika BigNoBigae 3a MiKpoGIooriYHWiA
KOHTPO/b, 6€3 3MiHW Micus KOHTponto (B
3aTBepAxeHoMy po3gini 3.2.P.3.1. BupobHuku
3a3HayeHo AiNTbHULII0 3 HACTYMHOK Ha3BO Ta
appecoto: Statens Serum Institut Artillerivej 5 DK-2300
Copenhagen S Denmark). BUHeceHHs1 BUPOOHUKA, L0
BiANOBiAaEe 3a BUNPOOGYBaHHA 3a NOKa3HUKOM «TecT Ha
cTepunbHicTb» B MKA /13 (gaHwii BUpoGHYK 6yB
NPUCYTHI B MaTepiasiax peecTpavyiiiHoro foChe).
3a3HayeHHs1 BUPOOHNUNX PyHKLi Ans 3aTBEPAKEHUX
BUPOGHUKIB:

79.

KPOMO®APM®

cnpeii HazanbHUiA 2% no
15 mn 'y donakoHi,
3abe3neyeHomy
HacocoM-[,03aTopoMm 3
posnustoBayem, no 1
chnakoHy B nauuj 3
KapToHy

MAT "dapmak”

YKpaiHa

MAT "dapmak”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |
TMny - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS
Ta/abo agpecu MicLs NPOBaKEHHS AiS/IbHOCTI
BMPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IIOYAKOUM AiNbHMLI BUMYCKY cepii abo micue
NPOBeLEHHS KOHTPO/TO AKOCTI. (AiANbHICTb, 3a AKy
BignoBiAae BUPOGHUK/IMNOPTEP, BKIOHYAKOUM BUNYCK
cepiii) - 3amiHa pUANYHOT agpecu Ha hakTUUHy
BMpo6Huka MNAT "dapmak”, YkpaiHa , 6e3 3mMiHu Micus
BMPOOHULTBA (BBEAEHHS 3MiH NPOTAroM 6-Tn MicsAUIB
nicns 3aTBepakeHHs)

6e3
peyenma

UA/0885/02/01

80.

NAMI3NN

cnpeii HawwkipHuii 1% no
15 mn a6o no 30 mny
donakoHi 3
pO3MuBabHOK
roN0BKOt; Mo 1
(pNakoHy B KAPTOHHI
Kopobui

Hosapric
KoHcbomep Xenc
CA

LBeiiLapis

OENTb®APM
IOHIHI CAC

PpaHuis

BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu |
TMNy - AOMIHICTPATUBHI 3MiHW. 3MiHa Ha3BuM
NiKapcbKoro 3acoby - 3MiHa Ha3BM NiKapCbKoro
3acoby. 3ATBEP)KEHO: NAMI3N/I® LAMISIL®
3AMNPOMOHOBAHO: IAMI3N LAMISIL BeegeHHs
3MiH NPOTArom 6 MiICALIB 3 AaTV 3aTBEPLKEHHS.

6e3
peyenma

UA/1005/01/01

81.

NAMOTPULXKUH

MOPOLLIOK (Cy6CcTaHLis) y
NoABINHNX
nonieTUIeHOBUX
nakeTtax gns
chapmaueBTUUHOTO
3acTOCyBaHHsI

[xy6inaHt
[bxeHepikc JlimiTeq

IHais

[bky6inant
[bxeHepikc NimiTeq,

IHais

BHECEHHSA 3MiH 10 peECTpaLiiiHnX MaTepianis: 3MiHu |
MRy - 3MiHK 3 AkocTi. A®I, CTabinbHICTb. 3MiHa
nepiogy NOBTOpPHUX BUMPOGyBaHb/Nepiofy 36epiraHHs
a60 ymoB 36epiraHHa A®I (3a BigcyTHOCTI y
3aTBEpPKEHOMY [OCLE cepTudikaTa BignoBigHOCTI
€Bponelicbkiin thapmakonel, Lo BKovae nepiog,
NOBTOPHOro BUNPOBYBaHHSA) (iHLUi 3MiHK) - 3amiHa
nepiogy 36epiraHHsi Ha nepio NOBTOPHOro

UA/7310/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BMNPO6YBaHHA AN APl NaMoTPUIKUHY
(3aTBepmxeHo: TepmiH NnpugaTHoCTi: 5 pokis;
3anponoHoBaHo: TepMiH NPUAATHOCTI: TePMiH
nepeKkoHTposIto — 36 MicsLiB)
82. NAH3O0MNTON Kancynm KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis: 3a UA/8874/01/01
KMLLKOBOPO3YVHHI TBepAi MecTo MecCTO 3MiHM | TUNY - 3MiHa Yy NePBUHHI yNakoBL,i roTOBOro peyenmom
no 30 Mr no 7 kancyny NiKapcbKoro 3acoby - 3MiHa KiJIbKiCHOro cknagy
6nicTepi; no 2 6nictepu NepBUHHOT yNakoBku (6nictepy)
B KQPTOHHIli Kopobu,i
83. NEBIHOPVH po34nH opanbHuii, 100 CaHpo3 CnoseHis BMPOBHULITBO "in Kinp/ BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3a UA/15634/01/01
mr/mn, no 300 mny dapmacbloTikans bulk", nakyBaHHs: HimeuunHa 3MiHM | Tuny - 3mMiHa doopmuy abo po3mipy KOHTeliHepa peyenmom
donakoHi; no 1 dpiakoHy 0.4. Pemegika NTg, 4/ 3aKynoploBasIbHOTO 3aC06y - BHECEHHS 3MiH A0 p.
Ta opasibHOMy Lnpuly y Kinp; Bunyck 3.2.P.7. Cuctema KoHTeliHep/3akynoproBasibHWiA 3aci6
KapTOHHI KOpooLyi cepin: CantoTtac - 3MiHa pOo3Mipy 3aKynoplBasIbHOTO 3acoby
dapma N'v6X,
HimeyunHa
84. NE3PA TabneTkn, BKPUTI TOB "TeBa YkpaiHa CingaH ®apma PymyHist BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/11947/01/01
NiBKOBOK 060/I0HKOHO, YkpaiHa" CcPn 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
no 2,5 mr no 10 thapmakoHarnsgy. BeegeHHs abo 3miHu fo
TabneTtok y 6nictepi; no y3arasibHeHNX AaHux Npo cuctemy dpapmakoHarnsgy
3 abo no 10 6nicTepis B (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy
KapTOHHiA KOpO6L thapmakoHarnagy, 3miHa ynosHoBaXKeHoi ocobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHST hapMakoHarnsaay;
KOHTaKTHOi 0c0bM 3 hapMakoHarnAgy 3asBHuKa AN
3pjlicHeHHs hapMakoHarnagy B YkpaiHi, kL0 BOHa
BiAMiHHA BiJ, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOT
3a 3AjiicHeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHW Yy pO3MiLLieHHi MacTep-
tharina cuctemu chapmakoHarasgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBifabHOT 3a
hapmakoHarnsag, Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOT 0CO6GU ANS 3AiACHEHHS
hapMakoHarnagy B Ykpaini. MponoHoBaHa pegakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHMX
[aHVX YNOBHOB&XEHOI 0COOU. 3MiHA KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI AisiNIbHOCTI 3 hapmakoHaris4y Ta micus
36epiraHHa macTep-goaiiny
85. NIJOKATH PO34nH ANA iH'eKuil, 20 MAT Ykpaina MAT YkpaiHa BHECEHHS 3MiH [0 peecTpaLiiiHnx maTepianis: 3a UA/14029/01/01
Mr/M/1 M0 2 M1 B amMny/ii; "ly6Hncpapm” "Nly6Hndhapm" 3MiHM | TURY - 3MiHK Woao 6e3nekn/eddekTMBHOCTI Ta peyenmom

no 10 amnyn y nauui 3
KapToHy

thapMakoHarnagy - 3amiHa rpagivyHoro opopMsIeHHs
NepBUHHOI Ta BTOPUHHOI YNakoBOK Ha TEKCT
MapKyBaHHS1 yNakoBOK 3 BiANOBIAHUMM 3MiHAMMW [0
po3gainisa MKA /13 (po3gain «padhiyHe ohopMIeHHs»
3aMiHeHO po3Ainom «MapkyBaHHs»). BBeAeHHA 3MiH
NPOTArom 6-T1 MicsALiB Nic/A 3aTBEePAKEHHsI




Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
86. NIM®OMIO30T H | po3uuH ans iH'ekuiii no Bionoriwe HimeyunHa Bionoriwe HimeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2054/01/01
1,1 mn B amnyni; no 5 XalinbMmitrens XalinbMmitTens BMNPAaB/IEHHS TEXHIYHMX NOMWU/IOK Y MeTofax peyenmom
ammnys y KOHTYpPHIiA Xeenb M'm6X Xeenb M'm6X KOHTPO/I0 SIKOCTi FOTOBOrO MiKapCbKOro 3acoby, ska
YapyHKOBIli ynakoBLii; no 6yna gonylueHa npy nepepeecTpadii nikapcbkoro
1 a6o no 2, a6o no 20 3aco0by - B TEKCTi po3Ainy «TeKCT MapKyBaHHS
KOHTYPHUX YapyHKOBUX BTOpPUHHOI ynakoBkn Ne 100 (5x20) nikapcbkoro
ynakoBOK B KOpobu,i 3 3acoby, o MiCTUTbCA Y MeToAax KOHTPOJI0 SAKOCTI
KapToHy nikapcbkoro 3acoby» B N.16. nponyLieHa iHopmaw,is:
«BignyckaeTbCcs 3a peuenTom fikaps» Ta NponyLweHnii
n.17.IHchopmadisi, ska HaHOCUTbCS LWpKdTOM Bpaiins
(MNIMPOMIO30T H, po3unH Ans iH'eKLiit), Lo
NpV3BOANTL A0 Pi3HOUNTAHHA B MEXax OfHOro
[OKYMEHTa, OCKi/IbKW B TEKCTi MapKyBaHHS1 BTOPUHHOT
ynakoBku Ne 5 (5x1); Ne 10 (5x2) aaHa iHchopmauis
HasiBHa
87. NIHOWMHET 20 TabneTku, BKPUTI BAT "l'eneoH YropwmHa BAT "leneoH YropwumHa BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/7688/01/01
06010HKOt0, N0 21 Pixtep" PixTep" 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
Tabnetui B 6nicTepi, no thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
1 a6o no 3 6nictepu y3ara/lbHeHUX AaHux nNpo cuctemy gapmakoHarnsgy
pa3oM 3 KapTOHHUM (BBEAEHHSA y3araslbHEHUX AaHWX NPO CucTeMy
dyTnspom ans thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
36epiraHHs 6nictepa B BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
yNakoBLii KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHSsT hapMakoHaraay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YyNOBHOBaXeEHOI 0co6bu, BignoBigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CO6M, BifNOBIAaNbHOT 3a 34iNCHEHHS
hapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3miHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iICHEHHA (hapmakoHarnsay
88. NIHAVMHET 30 TabneTku, BKpUTI BAT "TeneoH YropwmHa BAT "TeneoH YropwumHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/7689/01/01
060/10HKO10, Mo 21 PixTep" PixTep" 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom

Tabnetuyi B 6aictepi; no
1 a6o no 3 6nictepun
pa3oM 3 KapTOHHUM
dyTnspom ans
36epiraHHA 6nicTepa B
KapTOHHIA ynakoBL,i

thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsay, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHa
BiAMiHHa BiJ YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkIYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXKEHOT 0CO6U, BiNOBIAaNLHOT 32 34iACHEHHS
hapmakoHaragy. NponoHoBaHa pegakuis: Attila
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiNOBifa/IbHOI 3a 3fiiCHEHHS dhapMakoHarnsay

89.

NOMEKCUH®

Kancysv BariHasibHi M'sKi
no 1000 mr no 1 a6o no
2 kancynwu y 6nictepi, no
1 6nicTepy B KAPTOHHIi
Kopobui

Pekopgarti AineHg,
nrg

Ipnangis

KataneHT ITani
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0cobM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BiAMiHHa Bif YNOBHOBaX€EHOi 0CO6U, BiAMNOBIAA/TbHOI
3a 3[jiicCHEeHHs1 hapMakoHarniaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0CO6M 3as1BHMKA, BiAnoBigabHOI 3a
3piicHeHHs dhapmakoHarnsay: NMponoHoeaHa
pepakuis — Paola Pirovano. 3miHa KOHTaKTHUX JaHux
YMNOBHOB&XEHOI 0co6u

3a
peyenmom

UA/6094/01/03

90.

noniPen

TabneTkn, BKPUTI
NNiBKOBOK 060/OHKOIO,
no 75 mr no 10 TabneTok
y 6nicTepi; no 3 abo 9
6nicTepiB y KAPTOHHIl
Kopobui; no 7 TabneTok
y 6nicTepi; no 4
6nicTepy B KApPTOHHIi
Kopobui

TOB "TeBa
YkpaiHa"

Ykpaina

Axtasic NTA

ManbTa

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/etpekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHuX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cuctemy
hapMakoHarnsgy, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnAgy 3asBHuKa 4Ns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (BkiKyakum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemun chapmakoHarnsgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBifabHOT 3a
thapMakoHarnsg Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOT 0CO6W ANs 34jACHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHMX
[aHUX YNOBHOB&XEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu. 3MiHa MicLa NpoBaMKeHHS
OCHOBHOI Aii/IbHOCTI 3 hapmakoHarnsgy Ta micus
36epiraHHs MacTep-goaiina

3a
peyerimom

UA/11636/01/01

91.

NOPATAAVH-
3[0POB'S

Tabnetkv no 10 mr, no
10 TabneTok y 6nicTepi;
no 1 a6o 2 6nictepun y
KapTOHHilA KOpO6L

ToBapucTBO 3
obmexeHo
BiNOBiAa/IbHICTIO
"®GapmaLieBThyHa
KOMMaHis

YkpaiHa

ToBapucTBO 3
06MEXEHOI0
BiANoBiga/IbHICTIO
"PapmaLeBTnyHa

KOMNaHis

YkpaiHa

BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis:
3MiHU | TUMY - YTOYHEHHS HAa3BW Ta 3MiHa agpecu
MicLie3Haxo4xeHHs1 BUpo6Huka A®I NlopataguHy

BiAANOBIAHO A0 HaJaHWX MaTepianis BUPOGHYKa,
3aMiCTb 3aTBEPAKEHOT OPUANYHOI aApecn 3aHa4eHo

6e3
peyenma

UA/0100/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
"3popos's” "3popos'a”

azpecy BUPOGHWUYOI AiNbHUL; 3MiHW | TUNY — NOAAHHSA
HoBoro CEP Ne R1-CEP 2007-284-Rev 01 gnsi A®I
NopaTagvHy Bif BXe 3aTBepAXEHOro BUPOOHYMKA 3
YTOUYHEHHSIM Ha3BU Ta MiCLIA 3HAXOAKEHHS
BMPOGHMKA; CYyNyTHS 3MiHa: 3MiHa y napameTpax
cneumdikauin Ta/abo fonyCTUMKNX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiZHWUIA/NPOMIXKHWIA
npoayKT/pearexT, L0 BUKOPUCTOBYIOTLCA Y NPOLIECI
BMPO6HMLTBA ADI - 3MiHa Y MeToAax BUNPOGYyBaHHS
A®| abo BMXifHOrO MaTepiany/npoMixXHOro
NpoAyKTy/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLIECI
BMpOGHMLTBA AD| — NpuBeaeHHs cneyudikauii Ta
MeTOAiB KOHTposo A®I JlopaTtaanHy 3a NOKa3HUKOM
«3a/TNLLKOBI KINIbKOCTi OpraHiyHNX PO3UNHHUKIB» Y
BiANOBIAHICTb A0 MaTepianiB BUPOGHUKa ADI; 3MiHK |
TUMy - 3MiHa y napameTpax cneuudikauii Ta/abo
[ONYCTUMUX MEX, BU3HaUYeHuX y cneuudikalisx Ha
A®I, abo BUXIgHWIA/NPOMDKHWIA NPOAYKT/peareHT, Wwo
BMKOPUCTOBYIOTLCSA Y Npoueci BUpobHuutea Adl;
CynyTHsl 3MiHa: 3MiHa y MeTogax BunpobysaHHa AdI
abo BMXigHOro marepiany/npomikHOro
NPOAYKTYy/peareHTy, L0 BUKOPUCTOBYETLCS Y NPOLLECI
BMPOGHUMLTBA AD| — NpuBeaeHHs cneuudikauii Ta
meToay BunpobyBaHHA A®I JlopaTaguHy 3a
NOKa3HNKOM «3a/INLLKOBI KiSIbKOCTi OpraHiyHmnx
PO3YMHHVKIB» Y BIAMOBIAHICTL A0 MaTepianis
BMPOGHMKa ADI; cxema CMHTE3Y He 3MiHUAacs; 3MiHu |
UMYy - 3MiHW Y MeTofax KOHTPOSIo AKOCTi AdI
NopapatuHy 3a nokasHukom «MikpobionoriyHa
yncToTax, Lo 06YMOB/IEHO NPUBEAEHHAM Y
BigNoBiAHICTb A0 BUMOT AdY; HOpMYBaHHA 3a flaHUM
NOKa3HUKOM 3a/TMLLEHO 6€e3 3MiH; 3MiHW | TUMY - 3MiHW,
noB'si3aHi 3 HEOOXIAHICTIO MPYBEAEHHS Y BiAMNOBIAHICTb
0o MoHorpadii dY abo EBponeiicbkoi hapmakoner,
abo iHWoi HauioHanbHOI hapmakonei fgepxasu €C
(3miHa y crneumdikauisx, nos'asaHa 3i 3miHamu B 1Y,
abo €ponelicbkiin thapmakonei, abo iHLLi
HauioHasbHil thapmakonei aepxasu €C); cynyTHs
3MiHa: 3MiHa y MeToax BUNPOGyBaHHS AOMOMKHOI
PeYOoBMHM (HE3HAYHI 3MiHW Y 3aTBEPAKEHNX METOAAX
BMNPOOGYBaHb);
3MiHW | TUNY — BBEAEHHA [0AATKOBOrO NocTavasibHMKa
nepBUHHOIO NakyBaHHs (honbry antomiHiesoi) TOB
«ANTpeina», YkpaiHa [0 BXe 3aTBEPMAKEHNX
noctavasibHVKIB; cneyudikalis Ta MeTOAN KOHTPOSIO
AKOCTI IAEHTUYHI, SIKICHI @B0 KiNbKiCHI 3MiHM cknagy

nakyBa/IbHOro MaTepiasy BifACYTHi; 3MiHM | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

3MiHa napameTpiB cneuudikauii Ta/abo AonycTUMUX
MEX NePBUHHOI YNakoBKN rOTOBOrO MiKapCbKoro
3acoby; cynyTHS 3MiHa: 3MiHa y MeTogax
BUNPOOYBaHHA NEPBUHHOI YNakoBKV rOTOBOrO
nikapcbKoro 3acoby — 3MiHun y cneuudikauii Ta
MeToAax KOHTPOJIH0 KOCTi NEePBUHHOT YNakoBkK, Yy
3B'A3KY 3 NPUBELEHHAM [0 BUMOTr fOKYMeHTau;l
BMPOGHMKA: - 3MiHW Y cneumdikauii Ta meTogax
KOHTPO/0 AKOCTI (MniBKa NoniBiHiIXnopuaHa ans
BUrOTOB/IEHHS Tapu Mif, Xap4oBi NPOAYKTW Ta Nikapcbki
3aco6u Ta honbra astloMiHieBa) 3a NOKasHUKOM
«MikpobionoriyHa YncToTa»; - yTOUHEHHS
cneundikauii 4na onbry antoMiHIEBOI 3a NOKA3HNUKOM
«30BHILWHIN BUrAg onbr»; 3MiHW | TMny - 3MiHa
napameTpiB cneuudikauiii Ta/abo JONYCTUMMX MEX
roTOBOro Nikapcbkoro 3acoby (BHECEHHS 3MiH 0
[OCbE MiCNA OHOB/IEHHS 3araslbHOI CTaTTi Ha roTOBY
nikapcbky chopmy y AdY/EBponelickkii dhapmakonei);
CynyTHSA 3MiHa: 3MiHa y MeTogax BUnpobyBaHHs
roToOBOro NikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEPMAKEHNX METOAAX BUNPOOYBaHHS)

92.

NYUEHTIC

pO34uH A8 iH'ekuiid, 10
mr/mn no 0,23 mny
chnakoHi; no 1 donakoHy
Y KOMMNJIEKTi 3 FO/IKOI0 B
KapTOHHI KopoobLi

Hosaprtic ®apma
Al

LseiiLapis

HosapTic ®apma
LWrenH Al

LLiBeiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3araslbHeHUX JaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3araslbHEHVX AaHUX NPO cUcTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapMakoHariaay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXeEHOI 0co6bu, BignosigaibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
yMNOBHOBaXeHOT 0cobu 3asiBHMKa. MponoHoBaHa
pepakuis: Gabriele Hecker-Barth. 3miHa KOHTakKTHOI
0cobu 3asBHWKa. MponoHoBaHa pefakuis: Opnos
B’ayecnas. 3MiHa KOHTAKTHUX AaHVX YNOBHOBaXEHOI
0co6u. 3MiHa KOHTaKTHUX AAaHUX KOHTaKTHOI 0COo6u.
3MiHa MicLs 3AiACHEHHSI OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnagy. 3miHa agpecu mactep-hanina
cucTteMu dpapmakoHarnsgy 3asBHUKa

3a
peyenmom

UA/9924/01/01

93.

MABTEPA®

PO34UH A5 iH'EKLLINA,

1400 mr/11,7 mn no 11,7

My dprakoHi, no 1
(h/1aKOHY Y KapTOHHilA

Kopobui

& . XodpdpmaHH-/15
Pow Ntg

Leiiapis

BUPOBHULTBO
Hepo3g)acoBaHol
npoayKuir,
nepBuHHe Ta
BTOPUHHE

LLiseiiuapis

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | TNy - 3MiHa y MeToAax BUNpobyBaHHSA
[O0NOMDKHOT PEYOBMHM - HE3HAYHI 3MiHW aHaNiTUYHOro
METOAY KOHTPOJIH0 EeH0TOKCUHY AOMOMDKHOT
peyvoBuHM rHUPH20: nocuneHHs kpuTepii

3a
peyenmom

UA/14231/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
nakyBaHHs, NPUAHATHOCTI NPUAATHOCTI CUCTEMM, & TaKOX
BMNPOGYBaHHSA 3a3Ha4YaETbCA BUKOPUCTAHHA OYHKLIT aBTOMaTUYHOT
KOHTPOJ0 AKOCTI: 3yNUHKK; 3MiHW Il TUNY - 3MiHa y MeTogax
® . XodhpmaHH-/15 BUNPOBYBaHHSA [OMNOMIXHOI pevyoBUHY (CyTTEBA 3MiHA
Pow Nta, abo 3amiHa
LLiseiiuapis; 6i0/10ri4YHOro/iMyHO/10riYHOTO/iMyHOXIMIYHOTO MeToAY
BUMPOOYBaHHA BMNPOBYBaHHS abo MeToAy, Y SKOMY
KOHTPO/O SIKOCTI, BMKOPUCTOBYETbLCS 6i0N0rYHUIA peareHT) - 3miHa y
BUWMYCK Cepii: MeTOZi KOHTPOJIK0 SKOCTI AONOMDKHOT peYOBUHM
& . XodhpmaHH-/15 (pekoMbiHaHTHOI rianypoHifasv nauHu) 3a
Pow /tg, NOKa3HNKOM «AKTMBHICTb rTHUPH20» (meTog,
LLiBefiuapis 6ionoriyHoro aHanisy), ik HacnigokK, 3MiHa METOANKM
NpW KOHTPOi FOTOBOTO JIIKAPCLKOro 3aco0y.
BBegeHHA 3MiH npoTArom 6 micAwiB nicns
3aTBEPAKEHHSA
94. MEMA TabneTku, BKPUTI TOB "TeBa YkpaiHa BMPOOBHUK, IcnaHis / BHECEHHS 3MiH 0 peecTpaLiiiHux MmaTepiasis: 3a UA/7816/01/01
N1iBKOBOK 060/I0HKOIO, YkpaiHa" BignosiganbHuii 3a | HimeuuunHa / 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
10 wmr, no 10 Tabnetok y BMPOGHMLTBO in Bonrapis thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
6nictepi, no 3 abo no 6 bulk, nakyBaHHs, y3ara/lbHeHUX AaHux nNpo cuctemy gapmakoHarnsgy
6nicTepiB y KAPTOHHIN KOHTPO/b SKOCTI (BBEAEHHSA y3araslbHEHUX AaHWX NPO CucTeMy
Kopobui Ta BUNyCK cepii: thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
CiHTOH XicnaHis, BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
C.N., IcnaHis; KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asiBHVKa Ans
BMPOBHUK, 3[jicCHeHHSsT hapMakoHaraay B YKpaiHi, AKLOo BoHa
BiANOBIgaIbHUI 3a BiAMiHHA BiJ, YyNOBHOBaXeEHOI 0co6bu, BignoBigaibHOT
nakyBaHHs: 3a 3gilicHeHHs hapmakoHarniagy (Bkivarun
PoTTeHgopd KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
dapma NvbX, (paiina cuctemu hapmakoHarnsgy) - 3miHa
Himeuunna; Oxi | YNOBHOB&XEHOI 0CO6YM 3asBHMKa, BigNoBifabHOT 3a
dapmacsloTikanc, thapmakoHarnag Ha LeHTpasibHOMY PiBHi:
Nta, Bonrapis MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6GU ANA 3AiACHEHHS
thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pefakuis:
BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXKEHOT 0COOU. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOT 0co6U. 3MiHa MicLA NPOBaKEHHS
OCHOBHOI AissNbHOCTI 3 hapmakoHarnsay ta micus
36epiraHHa mactep-gaiina
95. MEMA TabneTku, BKpUTI TOB "TeBa Ykpaina B1pOGHMK, IcnaHis/ BHECEHHS 3MiH [J0 peecTpaviitHux maTepiasis: 3MiHu | 3a UA/7816/01/01
NAiBKOBOK 060/IOHKOHO, YkpaiHa" BignoBigasibHuii 3a | HimeuunHa/ MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peuenmom
10 wmr, no 10 TabneTok y BMPOGHMLTBO in Bonrapis hapmakoHarnsagy (iHwi 3miHn)

6nicTepi, no 3 abo no 6
6nicTepiB y KAPTOHHIl
Kopobui

bulk, nakyBaHHs,
KOHTPO/1b SKOCTI
Ta BMUNycK cepii:
CiHTOH XicnaHis,
C.J1., IcnaHis;
Brnpo6HuK,

3MiHV BHECEHIi B iHCTPYKLit0 4151 MeAUYHOIO
3aCTOCyBaHHs, a caMe BUYyYEHHSA p. "3adaBHUK",
"MicLe3HaxoMmKeHHs 3asBHMKA".
BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBEPKEHHS. 3MiHa 3asiBHUKA (BNaCHUKa
peecTpaLiiiHoro nocig4eHHs) (3rigHo Hakasy MO3 Big
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n/n

JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep

peecmpayitiHo
20

nocgio4eHHs1

96.

METOKNONPAMI

Tabnetkn no 10 mr no 10

BiANoBigabHUIA 3a
nakyBaHHs:
PotTengopd
dapma M'M6X,
HimeuunHa
Ta
i |
dapmacbloTikasc,
Ntp, Bonrapis

23.07.2015 Ne 460): BBeeHHs 3MiH NPOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLKEHHS

97.

[-3/10POB'A

METPOHIAA30N

TabneTok y 6nictepi, no
2 a6o 5 6nictepiB y
KapTOHHIli kopooui

renb Ans sicex, no 20 r

ToBapucTBO 3
o6MexeHo
Bi4NoBiga/IbHICTIO
"®GapmaLeBTnyHa
KOMMaHis
"3popos'a”

Ykpaina

ToBapucTBO 3
obmexeHo
BiANoBiga/IbHICTIO
"bapmaveBTnyHa
KOMMaHis
"3popos'a”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaliitHux maTepiasiis:
YTOUHEHHS peecTpauiiiHOl NpoLeaypv B HaKasi
MO3 YKpaiHu
Ne 1810 Big 04.10.2018
(Tvn ynakoBKK, SIKWIA BUTy4a€eTbCS) B NPOLIECI

3miHa HalimeHyBaHHs Ta/abo agpecu 3asBHUKA
(BnacHviKa peecTpauiiHoro noceig4eHHs) - 3MiHa
afpecu 3asBHUKa. BBeieHHA 3MiH NpoTarom 6-Tn
MicsALiB MicnsA 3aTBepKEHHS. 3MiHu | Tuny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micusi NPOBaMKEHHS AiSIbHOCTI
BMPOGHUKa/iMnopTepa roToBOro JlikapCbkoro 3acooy,
BK/IIOYAOUM AiNbHUL BUMYCKY cepii abo micue
NPOBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKY
BiAANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiid) - 3MiHa agpecy BUpPo6bHuka ToBapuCTBO 3
06MeXeHOoH0 BiAnoBiaanbHICTIO "dapmaleBTuyHa
KomMaHis "340poB'a", BUpobHuYa AinbH1UA Ta BCi
BMPOGHUWUYI onepauii 3a/IMLaTbCs HE3MIHHUMM
YkpaiHa. BBeeHHS 3MiH npoTaromM 6-tm micAuiB nicns
3aTBEPAKEHHSA. 3MiHM | TMNy - 3MiHK 3 SKOCTIi. [OTOBMIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynopoBasibHWiA 3aci6. 3miHa po3mipy
yNaKoBKM FOTOBOTO JliKapCbKOro 3acoby (BUy4eHHs
ynaKkoBKWU NMeBHOTo po3Mipy) - BUy4YeHO BUA
nakyBaHHsA Ne 10 (10x1) y 6nicTepi B KOPOOGLLi.
BBegeHHsA 3MiH NpoTAromM 6-T1 MicaLiB nicns
3aTBepPMKEHHA). Pedakyis 8 HaKasi: BUTyYEHHS
ynakosKu nesHo20 po3mipy) BU/TyYeHHs yrnakosku /13
Memoknonpamio-300pos'si no 2 M 8 amnysi, o 5
amnyn y 6aicmepi, no 1 6ésicmepy 8 KAPMOHHIU
Kopobui. BipHa pedakyjisi: 8UsTy4eHO BUO nakysaHHsi Ne
10 (10x1) y 6nicmepi 8 KOPOBUY.

BHECEHHS 3MiH (3MiHM | TUNY - AOMIHICTPATUBHI 3MiHN.

3a
peyerimom

UA/4973/02/01

JEHTA

rento B Ty6i; no 1 1y6i B

KapTOHHIM nayui

nn“rnegekct

YKpaiHa

TOB "Apnimeg"

Pecny6bnika
BipmeHin

BHECEHHS 3MiH 10 peecTpaviiiHiX maTtepianis: 3MiHu |
MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta

hapmakoHarnsigy. BeegeHHs abo 3miHu o

6e3
peyenma

UA/14905/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

y3arasibHeHUX JaHuX Npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHNX AaHUX NPO cUCTEMY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KO BoHa
BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
yrNOBHOBaXeHOT 0cobM 3asBHUKa. [litoua pefakuis:
YnoBHOBaXKeHa ocoba 3asiBHMKa, BignoBigasibHa 3a
thapmakoHarnsag - AHi KasapsH. NponoHoBaHa
pefakuis: YnosHoBaxxeHa ocoba 3asBHUKa,
BiANoBigasibHa 3a hapmakoHarnag - NyaseHko AHApii
OnekcaHApOoBUY. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOT 0CO6U; 3MiHa 3asBHMKa (BNacHuKa
peecTpau,iiHoro noceig4eHHs) (3rigHo Hakasy MO3 Big
23.07.2015 Ne 460)

98.

MIP3ATEH Q-
TAB®

Tabnetku, Wo
AncnepryoTbes y
POTOBI NOPOXHMHI, NO
15 mr, no 10 TabneTok y
6nicTepi, no 3 abo 6,
ab6o no 9 6nictepis y
KapTOHHI KopoobLi

KPKA, a.4., Hoso
MecTo

CnoBeHis

Bunpo6HuK,
BignoBigabHWi 3a
BUPOBHULTBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHs1,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4a., Hoso
mecTto, CroBeHis;
B1po6HWK,
BiANOBIgaIbHUI 3a
BMPOGHULITBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHS:
KPKA, a.4., HoBo
mMecTo, CroBeHist;
Brnpo6HuK,
BignoBigabHWi 3a
KOHTPOb cepil
(chi3nyHi Ta XimiyHi
meToAu
KOHTPO/I0):
KPKA, a.4., Hoso
mecTto, CnoBeHis;
Brnpo6HuK,

BiANoOBiga/IbHMI 3a

CnoBeHisa

BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasis: 3MiHu |
TMny - 3MiHK 3 AKOCTi. [O0TOBWIA Nikapcbkunii 3acib.
3MiHM Yy BUPOOHMUTBI. 3MiHa iMnopTepa/3aMiHu, Lo

CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
roTOBOrO Jlikapcbkoro 3acoby (3amiHa abo fofaBaHHS
[iNbHULI, Ha AKi 34jACHI0OETbCS

KOHTPO/b/BUNPOBYBaHHSA cepii) BBEAEHHSA f0AaTKOBUX
AiNbHULB AN KOHTPOIHO cepil (hi3nyHi Ta XiMiyHi
MEeTOAMN KOHTPO/IK0) FOTOBOrO /iKapCbKOro 3acoby.

3a
peyerimom

UA/3009/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

KOHTPOb cepil
(hi3nyHi Ta XiMiyHi
meToau
KOHTpONIO:
HN30X
(HaujoHanbHi
naboparopis 3a
34paB’e, OKOME iH
XpaHo), CnoBeHisi

99.

MIP3ATEH Q-
TAB®

Tabnetku, Wo
AnCcnepryroTbes y

POTOBI NOPOXHWHI, NO
30 wr, no 10 TabneTok y

6nictepi, no 3 a6o 6,
abo no 9 6nictepiB y
KapTOHHIlA KOpooLi

KPKA, a.4., Hoso
MecTo

CnoBeHis

Brnpo6HuK,
BiANOBIAaIbHMI 3a
BMPOGHULITBO «in
bulk», nepeuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta
BUMYCK Cepii:
KPKA, a.4., HoBo
mecTto, CnoBeHis;
Bunpo6HuK,
BignoBigabHWi 3a
BUPOBHULTBO «in
bulk», nepBuHHe
Ta BTOPWHHE
nakyBaHHs:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
Brnpo6HuK,
BiANOBIAaIbHMI 3a
KOHTpOsb cepii
(hiznyHi Ta XimiyHi
meToau
KOHTPO/I0):
KPKA, a.4a., Hoso
mecTto, CroBeHis;
B1po6HWK,
BiANOBigabHUIA 3a
KOHTpPOb cepii
(chi3nyHi Ta XimiyHi
meToau
KOHTPO/IO:
HN30X
(HauioHanbHi
na6oparopis 3a
34paB’e, OKOJIE iH
XpaHo), CnoBeHis

CnoBeHisa

BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu |
TMNy - 3MiHW 3 AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHu Yy BUPOGHMLTBI. 3MiHa iMnopTepa/3MiHu, Lo

CTOCYIOTbCS BUNYCKY Cepii Ta KOHTPO/IHO AKOCTI
roToBOro fikapcbKoro 3acoby (3amiHa abo foaaBaHHSA
OiNbHULL, Ha 5K 34iACHIOETBCSA

KOHTPO/1b/BUNPOBYBaHHSA cepil) BBeAEHHS [0AATKOBUX
AiNbHULb AN KOHTPOIO cepii ((hi3nyHi Ta XiMiyHi
MeTOAMN KOHTPOJII0) FOTOBOrO NiKapCbKoro 3acoby.

3a
peyenmom

UA/3009/02/02

100.

MIP3ATEH Q-

TabneTku, o

KPKA, a.4., Hoso

CnoBseHis

Brnpo6HuK,

CnoBeHisa

BHECEHHS 3MiH 10 peecTpauiiiHux maTepiasis: 3MiHu |

3a

UA/3009/02/03
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
TAB® aucnepryloTbes y MecTo BiANoBigabHUIA 3a TMNy - 3MiHK 3 AKOCTi. [OTOBWIA NikapcbKuii 3aci6. peuyenmom
POTOBI NOPOXHWHI, NO BMPOGHULITBO «in 3MiHN y BUPOGHULTBI. 3MiHa iMnopTepa/3MiHy, Lo
45 wr, no 10 TabneTok y bulk», nepBuHHe CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPO/IH0 SKOCTI
6nicTepi, no 3 a6o 6, Ta BTOPUHHE roToBOro fikapcbkoro 3acoby (3amiHa abo foaaBaHHSA
abo no 9 6nictepis y nakyBaHHs, [iNbHUL, Ha 5iKilA 34iCHI0ETbCA
KapTOHHI/ KopoobLi KOHTPO/Ib Ta KOHTPO/Ib/BMNPOGYBaHHSA cepii) BBeAEHHS A0AATKOBUX
BMNYCK cepil: OiNbHULL N5 KOHTPONO cepii (i3nyHi Ta XiMiuHi
KPKA, a.4., Hoso METOAMN KOHTPO/IK0) FOTOBOIO /iKapCbKOro 3acoby.
mecTo, CnoBeHis;
Brvpo6HuK,
BiANOBigabHWIA 32
BMPOGHULITBO «in
bulk», nepunHHe
Ta BTOPWHHE
nakyBaHHS:
KPKA, a.4a., Hoso
mecTto, CroBeHis;
Brpo6HuK,
BiANoBigabHUIA 3a
KOHTpONb cepii
(hi3nyHi Ta XimiyHi
meToAu
KOHTPOI0):
KPKA, a.4., HoBo
mecTto, CnoBeHis;
Bupo6HuK,
BignoBigasbHWi 3a
KOHTPOb cepil
(hi3nyHi Ta XiMiyHi
meToau
KOHTpONIO:
HN30X
(HaujoHanbHi
naboparopis 3a
34paB’e, OKOME iH
XpaHo), CnoBeHisi
101. | MYCKOME/ Kancynu Teepai, 4 mMr no yopPna TypeyunHa yOopPna TypeuunHa BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/16219/01/02
10 kancyn y 6nictepi, no MEANLUNH INAY MEOMUMH INAY TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
1 abo 2 6nictepu y CAH. BE TIOX. CAH. BE TIOX. Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
KapTOHHIA KOpooLi A.LLL. A.LL. BMPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
BK/IHOYAKOUM AiNbHMLI BUMYCKY cepii abo Micue
NPOBeLEHHS KOHTPO/TO AKOCTI. (AiANbHICTb, 3a AKy
BignoBiAae BUPOGHUK/IMNOPTEP, BKIOUYAKOUM BUNYCK
cepiii) 3miHa agpecu BupobHuka YOP/14 MEAVLIVH
ITAY CAH. BE TIIK. A.LL., TypeuyuuHa , 6€3 3MiHK
MicLsi BAPOBHULITBA:
102. | MYCKOME/A Kancynv Teepgi, 8 Mr no YOPNA TypeyunHa YOPNA TypeyunHa BHECEHHS 3MiH 10 peecTpauiiiHux maTepiasis: 3MiHu | 3a UA/16219/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
10 kancyn y 6nictepi, no MEANLUNH INAY MEOVUMH INAY TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peuyenmom
1 a6o 2 6nictepn y CAH. BE TIOX. CAH. BE TIOX. Ta/abo agpecu Micus NPOBaKEHHS AiS/IbHOCTI
KapTOHHI/ KopoobLi A.LL. A.LL. BMPO6HMKa/iMnopTepa roToBoro slikapcbkoro 3acoby,
BK/IIOHAOUM AiNbHWLI BUNYCKY cepii abo Micue
NPOBeLEeHHS KOHTPOJIO AKOCTI. (4IANbHICTb, 3a AKy
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiii) 3miHa agpecu Bupo6bHuka YOP/14 MEANLINH
ITAY CAH. BE TIDK. A.LL., TypeyunHa , 6e3 3MiHK
MicUsi BAPOGHULITBA:
103. | HEBIBOMNON Tabnetku no 5 mr, no 10 CaHpo3 CnoseHis nepBrHHa Ta HimeyunHa/ BHECEHHS 3MiH [J0 peecTpaLiiiHux maTepianis: 3miHu | 3a UA/12448/01/01
CAHAO3® TabneTok y 6nictepi; no dapmacbloTikans BTOPUHHA PymyHis/ TMNy - AOMIHICTPaTVBHI 3MiHW. 3MiHa HaliMEHyBaHHS peyenmom
2, abo no 3, abo o 6, o.o. yrakoBKa, TypeuunHa/ Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
ab6o no 9 6nictepis y KOHTPO/b, 403BIN Monbua BMPOOHUKa/iMnopTepa roToBoro Jlikapcbkoro 3acooy,
KapTOHHI KopoobLi Ha BUMyCK cepii: BK/IHOYA0UM AiNbHUL BUMYCKY cepii abo micue
Cantotac ®apma NPOBeLEHHS KOHTPOJTO AKOCTI. (AiANbHICTb, 3a AKy
M6X, HimeuyuunHa,; BignoBigae BUPOGHMK/iIMNOPTEp, HE BK/IHOYaoUN
KOHTPO/b: BUMYCK Cepiid) -
C. K. CaHpo3 C. P. 3miHa agpecu BUpo6Hrka CaHpo3s Inak CaHaii Be
N., PymyHis; TikapeT A.C. 6€e3 3MiHW Micusi BUPOOHULITBA.
BMPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY,
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b:
CaHpos Inak
CaHaii Be TikapeT
A.C., TypeuuunHa;
nepBuHHa Ta
BTOPVHHA
ynakoBka,
KOHTPO/b, [O3BIN
Ha BUNycK cepii:
Nek C. A.,
MonbLia
104. | HEOMNAKC® TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHis BMPOOBHUK, IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 3a UA/14939/01/01
NiBKOBOK 060/I0HKOLO, MecTo BiANOBiAaIbHMI 3a CnoseHis/ TMny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib. peyenmom
no 100 mr no 10 BMPOBHULITBO “in Xopsaris 3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS

Tabnetok y 6nictepi; no
1, 6 abo 12 6nictepiB y
KapTOHHIA KopoobLi

bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHs
IHTac
PapmacboTrKan3
Nimiteq, IHAis;
BMPOOBHUK,
BiANOBiga/IbHMIA 3a

[,04aTKOBOI Aj/TbHUL BUPOOHULITBA 418 YACTUHU abo
BCbOr0 BYPOGHMNYOTrO MPOLECY rOTOBOrO MiKapCbKoro
3aco6y (AinbHMLSA, Ha SKili NPOBOAATLCA OyAb-AKi
BMPOGHWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/H0 SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, /181 HECTEPUTbHUX NiKapPCbKMX 3acobiB) -
BBEJEHHS 404AaTKOBOI Ai/bHULi BUpobHULTBa KPKA-
$®APMA f.0.0., XopBarTis (BUPOOHUK, BigNOBigaIbHWIA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BTOPWHHE 3a BUpPo6HMLUTBO "in bulk"); 3miHu | TMNY - 3MiHK 3
nakyBaHHs AKOCTi. FoTOoBUMIA Nikapcbkuii 3aci6. 3MiHK y
KPKA, a.a., Hoso BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AAaTKOBOI
mecTo, CnoBeHisi; AiNbHWLI BUPOBHULTBA A48 YacTUHK abo BCbOro
BMPOBHUK, BMPOBGHNYOr0o NPoLEeCy rOTOBOrO NiKapCbKoro 3acoby
BignoBigasbHWi 3a (AiNbHUUSA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHS
KOHTPO/b Ccepil, [04aTKoBOT AinbHULI BUpo6HNLTBa KPKA-GAPMA
BUMYCK Cepii: [.0.0., XopBaTisi (NepBUHHE NakyBaHHSA); 3MiHK | TRy -
KPKA, a.4., Hoso 3MiHu 3 sKocTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
mMecTo, CnoBeHis; BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
BMPOGHUK, AiNbHULI BUPOBHMLTBA 1 YacTUHM abo BCbOro
BiANOBIAa/IbHNI 3a BMPOBHMYOro NpoLecy roToBOro JlikapCbkoro 3acoby
BMPOBHULITBO "in (8iNbHULA 0N BTOPUHHOIO NakyBaHHS) - BBEAEHHS
bulk", nepsuHHe [o[aTtkoBoil finbHNLi BUpo6HMLUTBa KPKA-PAPMA
Ta BTOPVHHE [.0.0., XopBaTisl (BTOPMHHE NakKyBaHHSA); 3MiHu | TRy -
nakyBaHHs, 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
KOHTPO/b cepii, BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCK Cepii: BMNYCKY Cepii Ta KOHTPO/IK0 SKOCTi FOTOBOrO
KPKA-®APMA nikapcbKoro 3acoby (3amiHa abo foaasBaHHsA
[.0.0., XopsarTis BMPOGHMKA, LLO BiANOBIAAE 3a BBE3EHHA Ta/abo
BWMYCK Cepii) - Bktoyarouy KOHTPOb/BUNPOGYyBaHHS
cepil - poaasaHHs BUpobHuKa - KPKA-®APMA g.0.0.,
XopBsarTisi(KOHTPO b cepii, BUNYCK cepii); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micusi NPoBaMKEHHS AiSSIbHOCTI
BMPOGHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiAnoBigae BUPOGHMK/IMNOPTEP, He BKIOYaUU
BWMYCK Cepiit) - yTouHeHHs agpecy (iH4ekcy)
BMPOGHMKa IHTac ®apmacbkloTukans Jlimites, IHais,
BiANOBIAaUIbHOrO 3a BUPo6HULTBO "in bulk", nepeuHHe
Ta BTOPVHHE NakKyBaHHs, 6e3 3MiHW Micus
BUpOOHUUTBa(NPUBEAEHHS Y BiANOBIAHICTL A0
OpUriHaNIbHNX PEECTPaLifiHNX MaTepianiB BUPOGHUKA —
Ceptucpikat GMP Bugannii MHRA)
105. | HEOMNAKC® TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHis BMPOOBHUK, IHais/ BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 3a UA/14939/01/02
NiBKOBOK 060/I0HKOIO, MecTo BiANOBIAaIbHMI 3a CnoseHis/ TMny - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbknii 3acib. peyenmom
no 400 mr no 10 BMPOBHULITBO "in XopBarTist 3MiHN Yy BUPOGHMLTBI. 3amiHa abo BBEAEHHS

Tabnetok y 6nictepi; no
1, 3 abo 6 6nicTepiB y
KapTOHHI Kopoo6Li

bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHS
IHTac
PapmacboTrKan3
Nimiteq, IHAis;
BMPOOBHUK,
BiANoOBiga/IbHMI 3a

[04aTKOBOI Aji/TbHULI BUPOOHULITBA /15 YACTUHU abo
BCbOr0 BMPOGHMYOTrO NPOLECY rOTOBOrO NiKapCbKOro
3acoby (AinbHMLA, Ha SKili NPOBOAATLCSA Oy Ab-AKi
BMPOGHMWUYI CTagii, 3a BUHATKOM BUMYCKY Cepil,
KOHTPO/IO SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, /18 HECTEPUTbHUX NIKapPCbKKX 3acobiB) -
BBEJEHHS 404AaTKOBOI Ai/IbHULi BUpoOHULTBa KPKA-
$PAPMA f.0.0., XopBarTisi (BUPOOHUK, BigNOBigaIbHWIA




87

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BTOPWHHE 3a BUpPo6HMLUTBO "in bulk"); 3miHu | TMNY - 3MiHK 3
nakyBaHHs AKOCTi. FoTOoBUMIA Nikapcbkuii 3aci6. 3MiHK y
KPKA, a.a., Hoso BMPOGHMLTBI. 3amiHa abo BBeAEHHS J0AAaTKOBOI
mecTo, CnoBeHisi; AiNbHWLI BUPOBHULTBA A48 YacTUHK abo BCbOro
BMPOBHUK, BMPOBGHNYOr0o NPoLEeCy rOTOBOrO NiKapCbKoro 3acoby
BignoBigasbHWi 3a (AiNbHUUSA ANA NEPBMHHOIO NakyBaHHS) - BBEAEHHS
KOHTPO/b Ccepil, [04aTKoBOT AinbHULI BUpo6HNLTBa KPKA-GAPMA
BUMYCK Cepii: [.0.0., XopBaTisi (NepBUHHE NakyBaHHSA); 3MiHK | TRy -
KPKA, a.4., Hoso 3MiHu 3 sKocTi. [O0TOBWMIA Nikapcbkuii 3aci6. 3MiHN y
mMecTo, CnoBeHis; BMPOGHMLTBI. 3amiHa abo BBeAEHHS [0AATKOBOI
BMPOGHUK, AiNbHULI BUPOBHMLTBA 1 YacTUHM abo BCbOro
BiANOBIAa/IbHNI 3a BMPOBHMYOro NpoLecy roToBOro JlikapCbkoro 3acoby
BMPOBHULITBO "in (8iNbHULA 0N BTOPUHHOIO NakyBaHHS) - BBEAEHHS
bulk", nepsuHHe [o[aTtkoBoil finbHNLi BUpo6HMLUTBa KPKA-PAPMA
Ta BTOPVHHE [.0.0., XopBaTisl (BTOPMHHE NakKyBaHHSA); 3MiHu | TRy -
nakyBaHHs, 3MiHu 3 siKocTi. [oTOBWMIA Nikapcbkuii 3aci6. 3MiHN y
KOHTPO/b cepii, BMPOGHMLTBI. 3MiHa iMnopTepa/3MiHK, L0 CTOCYIOTLCA
BUMYCK Cepii: BMNYCKY Cepii Ta KOHTPO/IK0 SKOCTi FOTOBOrO
KPKA-®APMA nikapcbKoro 3acoby (3amiHa abo foaasBaHHsA
[.0.0., XopsarTis BMPOGHMKA, LLO BiANOBIAAE 3a BBE3EHHA Ta/abo
BWMYCK Cepii) - Bktoyarouy KOHTPOb/BUNPOGYyBaHHS
cepil - poaasaHHs BUpobHuKa - KPKA-®APMA g.0.0.,
XopBsarTisi(KOHTPO b cepii, BUNYCK cepii); 3MiHu | Tuny -
AAMIHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micusi NPoBaMKEHHS AiSSIbHOCTI
BMPOGHUKa/iMNopTepa roToBOro Jlikapcbkoro 3acooy,
BK/IOYA0UM AiNbHUL BUMYCKY cepii abo micue
NpoBeAeHHSA KOHTPOSIIO AKOCTI. (AiANbHICTb, 3a AKY
BiAnoBigae BUPOGHMK/IMNOPTEP, He BKIOYaUU
BWMYCK Cepiit) - yTouHeHHs agpecy (iH4ekcy)
BMPOGHMKa IHTac ®apmacbkloTukans Jlimites, IHais,
BiANOBIAaUIbHOrO 3a BUPo6HULTBO "in bulk", nepeuHHe
Ta BTOPVHHE NakKyBaHHs, 6e3 3MiHW Micus
BUpOOHUUTBa(NPUBEAEHHS Y BiANOBIAHICTL A0
OpUriHaNIbHNX PEECTPaLifiHNX MaTepianiB BUPOGHUKA —
Ceptucpikat GMP Bugannii MHRA)
106. | HEYPOBEKC® Kancynu, no 10 kancyny TOB "TeBa YkpaiHa TOB AkTasic IHOOHe3IA BHECEHHS 3MiH [10 peecTpaviliHix maTepianis: 3miHa 6e3 UA/11462/01/01
HEO cTpuni abo 6icTepi; No Ykpaina" IHaOHe3Is 3as1BHMKa (B/1acCHMKa peecTpaviiiHoro NocBig4YeHHs) peyenma
3 abo 6 cTpunis abo (3rigHo Hakasy MO3 Big 23.07.2015 Ne 460)
6nicTepiB y KAPTOHHIl
Kopobui
107. | HEYPOBEKC® Kancynu, no 10 kancyn y TOB "TeBa Ykpaina TOB AkTasic IHOOHesIA BHECEHHS 3MiH 10 peecTpaviiiHix maTtepianis: 3MiHu | 6e3 UA/11462/01/01
HEO cTpuni abo 6nictepi; no YkpaiHa" IHaOHe3is MRy - 3MiHK WoA0 6e3nekn/edpeKTUBHOCTI Ta peyenma

3 abo 6 cTpunis abo
6nicTepiB y KAPTOHHIl
Kopobui

thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHVX AaHnx Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHKX NPO CUCTeEMY
hapMakoHarnsay, 3mMiHa ynoBHOBaXEHOT 0cobu,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, SKLO BoHa
BiAMiHHa BiJ, YNOBHOBaXEHOI 0co6Y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - 3miHa
YyNOBHOBaXXEHOI 0CO6M 3as1BHYMKA, BignoBigabHOI 3a
3[ificCHEHHS chapMakoHarnsay Ha LeHTPasIbHOMY PiBHi.
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOI 0C06M ANs 34iNCHEHHS
thapmakoHarnagy B YkpaiHi. NponoHoBaHa pefakuis:
BuctpoBa OkcaHa BitaniBHa. 3MiHa KOHTAKTHUX JaHUX
YNOBHOBaXEHOT 0COOM Ha LieHTpasibHOMY PiBHi. 3MiHa
KOHTaKTHUX JaHnX YNOBHOBaXEHOI 0C06u B YKpaiHi.
3MiHa MicLa npoBaKeHHsi OCHOBHOT AisfIbHOCTI 3
hapmakoHarisay Ta Micus 36epiraHHs macTep-dhaiiny
108. | HOBATPA 100 TabneTkn, BKpUTI €Bpo Navichkep Benuka MapkcaHc ®apma IHgjis BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/9740/01/02
NNiBKOBOK 060/IOHKOHO, ntp, BpuTaHis ntp 3MiHM | TUNY - 3MiHK Woa0 6e3nekn/edekTMBHOCTI Ta peuenmom
no 100 mr, no 1, 2, a6o 4 thapmakoHarnsgy. Bunyuenus (cuna gii) - BUnyyYeHHs
Tabnetku y 6nictepi, no [03yBaHHA 25 Mr nikapcbkoro 3acoby
1 6nicTepy B KAPTOHHIl
Kopobui; no 4 TabneTku
y 6nicTepi; no 2
6nicTepy y KapTOHHIl
Kopobui
109. | HOBAIPA 50 TabneTku, BKpUTI €Bpo Navichkep Benuvka MapkcaHc ®apma IHais BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/9740/01/03
NAiBKOBOK 060/I0HKOHO, ntp, BpuTaHis ntp 3MiHM | TUNY - 3MiHK Woao0 6e3nekn/edpekTMBHOCTI Ta peuenmom
no 50 wmr, no 1, 2, a6o 4 hapmakoHarnsgy. Bunyuents (cuna gii) - BUnyyYeHHs
Tabnetku y 6nictepi, no [03yBaHHA 25 Mr nikapcbkoro 3acoby
1 6nicTepy B KAPTOHHIl
Kopobui; no 4 TabneTku
y 6nicTepi; no 2
6nicTepn y KapTOHHIlA
Kopobui
110. | HOKCMPEN HasasnbHuii cnpeii 0,05 CninbHe Ykpaina CninbHe YkpaiHa/ BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu | 6e3 UA/1703/01/01
% no 10 mn, no 15 mn YKparHCbKO- YKparHCbKO- Icnanis TMny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenma
a60 20 MmNy KOHTelHepi icmaHcbke icmaHcbke Ta/abo agpecu micua NPOBaMKEHHs OisNIbHOCTI
3 Npo6Koto- nignpreMcTBo nianpreMcTBO BUPOGHMKa/iMNopTepa roToBOro Nikapcbkoro 3acoby,
posnuoBayem; no 1 "Cnepko YkpaiHa" "Cnepko YkpaiHa", BK/IIOUAOUM AiNbHULI BUNYCKY cepii abo micue
KOHTeliHepy B naui 3 YKkpaiHa,; NpPOBeAEHHS KOHTPO/IO AKOCTI. (AisNbHICTb, 3a AKY
KapToHy NABOPATOPIOC BiANOBIAAEe BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
ANKANA PAPMA, cepiit). 3miHa HalilmeHyBaHHA BUpPo6HuKa M3, 6e3
C.J1., IcnaHis 3MiHM MicLa BUPOGHMLTBA (BBEAEHHS 3MiH NPOTSArom
3-X MicsUiB nicns 3aTBEpAKEHHS)
111. | OKODEPOH® Kpansi 04Hi, NOPOLLOK No TOB "3 YkpaiHa TOB "$3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 6e3 UA/6206/01/01
1 000 000 MO, 1 "BIOPAPMA" "BIOPAPMA" 3MiHM | TMNY - 3MiHW Y MeTogax BUNPobyBaHHS T. peyenma
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
chnakoH 3 NOPOLLKOM Yy CTepubHICTb - YTOYHEHO Ha3BY, TUN YCTaHOBKM Ta
KomnnekTi 3 1 amnynoto dhinbTpayiiiHoi cucTemu; 3miHu | TUny - 3MiHU Yy
PO3YMHHMKA mMeTogax BunpobysaHb T. KilbKicHe BU3HAUEHHS.
(MeTunnaparigpokcnbeH HaTpito xiopuf — 3amiHa TecTy apreHTOMeTpU4HOro
30aT (Hinarin) (E 218) - TUTPYBaHHA Ha TECT apreHTOMETPUYHOIO TUTPYBaHHSA
50mr)no5mny 3 BYKOPUCTaHHAM aBTOMaTUYHOrO TUTpaTopa mMapku
6nictepi; no 1 6nictepy Titrando 835 a60 aHas/10riyHOrO 3i CPiGHUM
pasoMm 3 KPULLKOI- eNeKTpoAoM abo aHasorvyHMM; 3MiHU | TUNY - 3MiHK Y
KpanesibHULEeo B navl 3 MeToAax BUMPOGyBaHb PO3YMHHUKA T. |aeHTudikauis -
KapToHy; 1 chnakoH 3 YTOYHEHO Ha3BY CTaHAAPTHOrO 3paska; T. KinbkicHe
NMOPOLLKOM Y KOMNEKTI 3 BM3HayYeHHs (AdY, 2.2.25) - yTOUHEHO Ha3By
1 amnysniol Po3YNHHUKA CTaHfapTHOro 3pas3ka Ta BpaxyBaHHS BMICTY OCHOBHOT
(MeTunnaparigpokcnbeH peyoBUHM Y CTaHAAPTHOMY 3pasky y hopmyni
30aT (Hinarin) (E 218) - po3paxyHky; 3MiHu | Tuny - 3MiHa napameTpis
5,0 mr) mo 5 mn B navui 3 cneuudikauin Ta/abo fONyCTUMKUX MEX FOTOBOrO
KapTOHHOI niKkapcbKoro 3acoby; cynyTHA 3MiHa: 3MiHa y MeTogax
neperopoakoro abo BMNPOGYBaHHSI FOTOBOrO NiKApCbKOro 3acoby
rothpoBaHo0 BKIAAKOM; (He3HayHa 3MiHa y 3aTBEPMAKEHNX METOAAX
no 1 koMnnekTy BUNPOOYBaHHSA); 3MiHU |l Tuny - 3MiHa y MeTogax
npenapary Ta BMNPOGYBaHHS rOTOBOrO MiKkapCbKOro 3acoby (cyTTeBa
PO34YMHHMKA pa3oMm 3 3MiHa y 6iosoriyHOMyY/iMyHOOrIYHOMY/iMYHOXIMIYHOMY
KPULLIKOLO- MeToZi BUnpobyBaHHA abo MeTofi, Y KoMy
KpanesnbHuLEeo B navl 3 BMKOPWUCTOBYETLCS BionoriyHnii peareHT, abo ix
KapToHy 3amiHa, abo 6ion1oriyHOro Npenapary NOPiBHSAHHSA
(cTaHgapTHOro Npenapary), Wo He 3a3HaveHnin y
3aTBEPKEHOMY NPOTOKONI); CYNyTHA 3MiHa: 3MiHa Y
MeToAax BUNPoGyBaHHSA roTOBOrO /iKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBEPAKEHNX METOAAX
BMNPOBYBaHHSA) - 3MiHa Y 3aTBEPA)KEHNX METOAAX
BMNPOGYBaHHA T. AHOMaJ/IbHa TOKCUYHICTb Ha Ky/bTypi
KNITWH, Y 3BA3KY 3 NOCUMIaHHAM Ha T. KinbkicHe
BU3HAYEHHS
112. | OKCUMNPOIECTE | po3uuH ANs iH'eKLiid TOB "3 YkpaiHa TOB "3 YkpaiHa BHECEHHS 3MiH [0 peecTpaviitHux maTepiasis: 3miHu | 3a UA/3616/01/01
POHY oniHuiA, 12,5%; no 1 mn "BIODAPMA" "BIO®APMA" TMny - AAMIHICTpaTUBHI 3MiHW. BunyyeHHs BUpo6HUYOT |  peuyenmom
KAMPOHAT B amnyni; no 5 amnyny AinbHUUI (BKNOYatoun ainbHuyi ans APl npoMibkHOro

6nicTepi; no 2 6rictepu
B MnauLli 3 KapTOHY

npoaykTy abo rotToBOro NikapcbKoro 3acoby, AifbHULI
[N NpoBefieHHA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOrO 3a BMMNYCK CePiil, MiCLie NPOBEAEHHS
KOHTPO/I0 cepil) abo nocTayasibHyKa BUXigHOTO
mMartepiany, peareHTy abo AONOMDKHOI pe4OBUHMN
(KO 3a3HaYEHO0 Y A0CbE) BuayyeHHA BUPOGHNYOIT
AinbHuui MNpAT "Biochapma”, YkpaiHa. Y 38’a3ky 3
NPUNUHEHHAM BMPOGHULITBA Nikapcbkoro 3acoby Ha
BMPOG6HUUIN AinbHuui MPAT "Biodhapma’, Ykpaina,
BU/Ty4aloTbCA YNakoBKW Nikapcbkoro 3acoby (no 1 mn
B amnynax Ne 10 y naui), siki BApO6NSiAUCh Ha Ll
BMPOG6HMYIN AiNbHULUI. CynyTHS 3MiHa
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3acoby 20
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- 3MiHK 3 sKOCTi. FOoTOBUIA Nikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasibHWIA 3aci6. 3miHa po3mipy
yNaKoBKM rOTOBOTO NiKAPCBKOro 3acoby (BUTyYEHHS
yNakoBKW MEeBHOro po3Mipy)
113. | OKTANNAC Nr po3unH ANns iHdysili, 45 OkTacapma ABcCTpis BMPOGHUK, Lsevjs/ BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis: 3a UA/15584/01/01
- 70 mr/mn, no 200 mn 'y dapmaueBTMKa BiANoBigaIbHMI 3a ABcTpist TexHi4Ha nomuska (3rigHo Hakaly MO3 Big 23.07.2015 | peyenmom
KOHTeliHepi; no 1 MpopaykTioHcrec BMPOOHULITBO 3a Ne 460) - BUNpaBneHHs1 TEXHIYHOI NOMW/IKM B pO34iNi
KOHTeliHepy B MakeTi; No M.6.X. NMOBHUM LK/TOM: "Ynakoska" B IHCTPyKU|ii A1 MEANYHOTO 3aCTOCYBaHHSA
1 nakeTy B KApTOHHIl OkTadhapma AB, nikapcbKoro 3acoby Ta MeTogax KOHTPOJIH0 SKOCTi 3
Kopobui LBeuist; METOH rapMoHisadii iHchopmalLiii 3 peecTpauiiHnmm
OkTadapma OOKYMeHTamMu, 3aTBepAXeHNM TeKCTOM MapKyBaHHS,
dapmaneBTMKa a came: 3a3HayeHHs iHchopmalii LWoAo rpyny KpoB.i
MpogaykTioHcrec
M.6.X., ABCTpIst
114. | OMENPA30/ NopoLUIOK AN piH Bi3Hec LBeiiuapis PetoHr Kutaiicbka BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/16423/01/01
NPUroTyBaHHA PO34UHY ContowH3 CA PapmacboTuKan HapogHa 3MiHK | TRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
008 iH ekuin no 40 mr, 1 Ko., N1A4. Pecny6nika thapmakoHarnsigy. BeegeHHs abo 3miHu go
chnakoH 3 NOPOLLKOM Yy y3araslbHeHUxX JaHnx npo cuctemy hapmakoHarnagy
KapTOHHIA KopooLi (BBELEHHSA y3araslbHEHNX AAaHUX NPO CUCTEMY
hapMakoHarnsay, 3miHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
BiAMiHHa BiJ YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/TbHOI
3a 3[jiicHeHHs1 hapMakoHarnagy (BkiYarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M, BiANOBiLabHOI 3a
hapmakoHarnsga:
[MponoHoBaHa pefakuis — ApoLIeHKo lnapioH
BikTOpOBMY. 3MiHa KOHTaKTHUX AAaHWUX YNOBHOBAXEHO!
0cobu, BigNoBiganbHOI 3a 34iACHEHHS
dhapmakoHarnsgy
115. | OMENPA30I/1- Kancynm Tesa I3painL Tesa ®apma IcnaHis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/15152/01/01
TEBA racTpope3nCTeHTHI dapmaueBTiKa C.JY. 3MiHK | TUNY - NOAAHHS OHOB/IEHOTO cepTudikaTa peyenmom
TBepAi no 40 mr no 10 IHpacTpi3 14, BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
Kancyn y 6nictepi; no 3 2003-172-Rev 02
6nictepn B KOpOOLi 4151 [OMOMIKHOI pevoBuHM Gelatin Big, Bxe
3aTBEPAKEHOI0 BUPOOHMKA
116. | OMENPA30I/1- Kancynm TeBa I3painb TeBa ®apma IcnaHis BHECEHHS 3MiH 40 peecTpauiitHux maTepiasis: 3a UA/15152/01/02
TEBA racTpope3vCTEHTHI dapmaueBTikas C.JLYy. 3MiHM | TUMY - NOAAaHHA OHOB/IEHOTO cepTudiikara peyenmom
TBepAi no 20 mr no 10 IHpacTpi3 14, BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
Kancyn y 6nictepi; no 3 2003-172-Rev 02
6nicTepy B KOPOOLi AN JonomikHOI peyoBuHM Gelatin Big Bxe
3aTBEPAKEHOIO BUPOBOHMKA
117. | OTUKC Kpanni ByLUHi, pO34uH Mo nn"rnegekct Ykpaina TOB "Apniveg” Pecny6nika BHECEHHS 3MiH 40 peecTpaLliiiHux MmaTepiasis: 3miHa 6e3 UA/14609/01/01
15 r y dprnakoHi; no 1 BipmeHis 3as1BHMKA BNAaCHMKA PeecTpaLiiiHoOro nocBigyeHHst peyenma
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

(h/1aKOHY B KapTOHHil
nauuj

(3rigHo Haka3y MO3 Big 23.07.2015); 3MiHu | Tuny -
3MiHM Woao 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo 3miHu o
y3arasibHeHUX JaHuX Npo cucTemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0cobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHsT hapMakoHariaay B YKpaiHi, KO BoHA
BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKivaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOBaXXEHOI 0CO6M 3as1BHMKA; 3MiHA KOHTaKTHUX
[aHUX YNOBHOBaXXEHO! 0Co6U

118.

OTUKC N/oC

Kpanni ByLLHi, PO34MH Mo
5ra6onol5ry
N1acTMKOBOMY (h1aKoHI,
no 1 cpnakoHy B
KapTOHHI/ KopoobLi

M "rnggekc”

YKpaiHa

TOB “Apnimepg”

Pecny6nika
BipmeHis

BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu |
T™Mny - 3MiHK Wwoao 6e3nekn/ethekTNBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3araslbHeHUX JaHnxX nNpo cuctemy chapmakoHarnsagy
(BBEAEHHS y3araslbHEHMX AaHUX NPO cUcTEMyY
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa 415
3[jicCHeHHSsT hapMakoHaraay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YyNOBHOBaXeEHOI 0co6bu, BignoBigaibHOT
3a 34iicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
thaiina cuctemu chapmakoHarnsgy) - amiHa
YNOBHOB&XXEHOT 0COOU 3asIBHMKA.

[itoua pepakuis: YNnoBHOBaxeHa ocoba 3asiBHMKa,
BignosiganbHa 3a hapMakoHarnsg - AHi KasapsH.
MponoHoBaHa pefakLisi: YNoBHOBaXeHa ocoba
3a8BHMKa, BiANOBiAa/IbHA 3a hapMakoHarag -
I'yazeHko AHapili OnekcaHApoBmY. 3MiHa KOHTaKTHUX
[AaHVX YNOBHOB&XEHOI 0CO6M; 3MiHa 3asiBHMKa
(BnacHviKa peecTpauiiHoro noceigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460)

3a
peyenmom

UA/15962/01/01

119.

ODPTUMON®

Kpanni oyHi, 5 mr/mMn no
5 mn abo no 10 mny
donakoHi; no 1 dpnakoHy
y nauui

MAT "®apmak”

Ykpaina

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis:
3MiHu | TUNy - nogaHHA oHoBeHoro Ceptudiikata R1-
CEP 2010-084-Rev 02 Big, BXe 3aTBEpAXEHOro
BMPOOHUKA, SIKUIA 3MIHUB aapecy BUPOOHNYOT AibHNLL;
3MiHUW | TUNY - BHECEHHS 3MiH y Cneuudikadito
roTOBOrO J1iKapCbKOro 3acoby 3a napameTpom
"CTepwbHICTb", 30KpeMa: JONOBHEHHS BiAMNOBigHUM
NOCW/IaHHAM Ha Ajto4y pejakuito €®; 3MiHu | Tuny -
BHECEHHS 3MiH Y MeTogiB BUNpo6yBaHHS rOTOBOrO
niKkapcbKoro 3acobysa napameTpom "CTepusbHICTb",

3a
peyerimom

UA/4314/01/02
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
30Kpema: BUTy4YEHHS NOBHOTO ONMCY NPOBeAEHHS
METOAMKM; AONOBHEHHSA BiANOBIAH/M NOCUIAHHAM Ha
niroyy pefakuito €9
120. | OPTUMON® Kpanni ouHi, 2,5 mr/mn MAT "®apmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/4314/01/01
no 5 mn a6o 10 mn y 3MiHM | TUNY - BHECEHHS 3MiH Y Cneuudikadiio peyenmom
chnakoHi; no 1 donakoHy roTOBOrO JlikapcbKoro 3acoby 3a napameTpom
y nauuj "CTepw/bHICTL", 30KpemMa: AONOBHEHHS BiANOBIAHUM
NnocunaHHAM Ha gjtouy pegakuito €®; 3minm | Tuny -
nogaHHs oHoBneHoro Ceptudpikata R1-CEP 2010-
084-Rev 02 Bif BXe 3aTBEPKEHOTO BUPOOHYKA, KW
3MiHVB agpecy BUPOOHNYOI AiNbHUL; 3MiHW | Tuny -
BHECEHHS 3MiH Y MeTopaiB BUNpobyBaHHSA rOTOBOro
nikapcbKoro 3acoby 3a napameTpoM "CTepusbHICTL",
30Kpema: BUyYEHHS MOBHOIO OMUCY NPOBEAEHHS
MeTOAVKMN; AONOBHEHHS BiAMOBIAHNM NOCUIAHHAM Ha
Aitoyy peflakuio €9
121. | NEP'ETA®/ KOHLeHTpaT Ans ®.XothbdpmaHH-/15 LLseiuapis ®. XodbcpmanH-/1a | Lseliuapis/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/13062/01/01
PERJETA® pO34nHy A8 iHdy3ili no Pow NTg, Pow Nita, HimeyunHa 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTUBHOCTI Ta peyenmom
420 mr/14 mny LLiBeiiuapis thapmakoHarnsgy. BeegeHHs abo 3miHu fo
chnakoHax Ne 1y (BTOPUHHE y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
KapTOHHI KOpo6Li nakyBaHHs, BUMYCK (BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTeMy
cepii); Pow hapMakoHarnsgy, 3amiHa yrnoBHOBaXeHOT ocobu,
[iarHocTumke BiANOBIAA/IbHOI 3a 34iliCHeHHA hapmakoHarnagy;
vM6X, HimeuunHa KOHTaKTHOI 0co6U 3 chapmakoHarnsay 3asiBHVKa Ans
(BMPOGHULTBO 3[jicCHEeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
Hepo3dacoBaHo| BiAMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
npoayKuir, 3a 3AjiicHeHHs hapMakoHaraay (BkiKyarum
nepBuHHE KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
nakyBaHHs, tharina cuctemmn chapmakoHarasgy) - 3miHa
BMNPO6YBaHHSA KOHTaKTHOI 0Cc0o6M, BignoBigasibHOI 3a 3/ilACHEHHS
KOHTPOJO SIKOCTI) thapmakoHarnsgy B YkpaiHi: MponoHoBaHa pefakuis —
oy, TeTsHa KOpiiBHa. 3MiHa KOHTaKTHWUX AaHnX
KOHTaKTHOI 0Cco6M, BignoBigasibHOI 3a 3/iliCHEHHS
hapmakoHarnsay B YkpaiHi
122. | NITO®EHOHY MOPOLLUOK KPUCTasTivHWI MpuBatHe YkpaiHa P /1 daitH Xem IHais BHECEHHS 3MiH 0 peecTpauiiHux martepiasis: 3MiHu | - UA/14319/01/01
rigpoxnopruj (cy6eTaHuis) y akuioHepHe MeT. N14. TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
noABiliHMX nakeTax 3 TOBapuCTBO Ta/abo agpecu MicusA NPOBaKEHHSA AiS/IbHOCTI

nonieTunexy anis
thapmMaLeBTUYHOTO
3acTocyBaHHs

“Nlekxim — XapkiB”

BUPOGHMKa (BK/OUAOUM, 3a HEOOXIAHOCTI, Micue
NpOBe/IeHHSI KOHTPOJI AKOCTI), a60 BlacHuKa
mMacTep-chaiina Ha A®Il, abo noctayanbHUKa
Adl/BMXxigHOrO MaTepiany/peareHTy/MpoMiKHOro
NPOAYKTY, L0 3aCTOCOBYIOTLCSA Y BUPOOHULTBI ADI
(AKLL,0 3a3HAYeHO Y A0CbE Ha Nikapcbkuii 3aci6) 3a
BiJCYTHOCTI cepTudpikata BiANoBIAHOCTI EBpoNeichbkil
thapmakonei y 3aTBepKEHOMY [10CbE, ab0 BUPOGHMKA
HOBOI JONMOMiXXHOI PEYOBUHY (SIKLLO 3a3Ha4YeHOo y
00CbE) - 3MiHa Ha3BM BUPO6HUKa ADI MNiTodheHoHY
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
rigpoxnopug P N1 ®aiin Xem MBT. /1T4., HAjisA
Brpo6Hunya ainbHuus Ta BCi BUPOOHUYI onepavi
3amwarTbes 6e3 3MiH; 3MiHW | Tuny -
AAMiHICTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
afpecy 3asBHVKa (BlacHMKa peecTpauiiiHoro
nocBiAYeHHS) - 3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA
123. | NPEAHITON masb, 0,25 % no 10, [Jepwmadchapm Al HimeuunHa Mi6e MTmM6X HimeuunHa BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis: 3a UA/10283/02/01
abo 30r,a6050ry ApuHaiimiTTens 3MiHM | TUNY - 3MiHK 3 SKOCTi. [OTOBWIA NikapCbKuii peyenmom
Ty6i; no 1 Ty6i B 3aci6. Onuc Ta cknag,. 3miHa y cknagi (4ONOMDKHUX
KapTOHHIM nayu,i peyoBMHaXx) roTOBOrO /liKapCbKOro 3acoby - pefakLiiHi
3MiHV A0 PO34iNniB A0ChE BUPOOHMKA rOTOBOrO
nikapcbkoro 3acoby woao ckiagy (posain «Cknagy»
peecTpavuiiniHOro NocBiAYeHHS HEe NOTPEObYE 3MiH).
PepgakuiiHi npaBku A0 po3giny P 1 Ta iHWK1X po3ginis
124. | NPOKTO30/ Cyno3uTopii peKkTasbHi MpusatHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 6e3 UA/4286/01/01
no 5 cynosutopiis y akujioHepHe aKuioHepHe 3MiHM | TURY - 3MiHa HaliMeHyBaHHS BUPOGHMKa AdI peyenma
6nicTepi; no 1 abo 2 TOBapuCTBO TOBapucTBO Bydekcamaky. Micue BMpo6HMLTBa AD| 3anuimnocs
6nictepy B nauui "Jlekxim-Xapkis" "Jlekxim-Xapkis" HEe3MiHHVM; 3MiHn |l TUny - BBEAEHHS HOBOrO
BMpo6HuKa APl BicmyTy cybranaty 3 HagaHHSAM
MacTep — daiiny Ha A®| Ha 3aMiHy 3aTBEpKEHOMY
125. | MPOKTO30/1 Cyno3nTopii pekTasibHi in MpusatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: - UA/13851/01/01
bulk: no 5 cynosuTopii akuioHepHe akuioHepHe 3MiHM | TUNY - 3MiHa HaliMeHyBaHHS BUPOGHMKa AdI
y 6nicTepi; no 200 TOBapUCTBO TOBapUCTBO Bydekcamaky. Micue BMpo6HMLTBa AD| 3anuimnocs
6nicTepiB y ALLMKY "Jlekxim-Xapkis" "Mlekxim-Xapkis" He3MiHHVUM; 3MiHu || TUNY - BBEEHHS HOBOTO
BMpo6HMKa A®I BicmyTy cybranarty 3 HagaHHAM
MacTep — daiiny Ha A®| Ha 3aMiHy 3aTBEpKEHOMY
126. | N'ATUPYATKA® Tabnetku, no 10 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 3a UA/8698/01/01
IC TabneTtok y 6nictepi, no [04aTKOBOKO [04aTKOBOK 3MiHM | TUNY - 4ONOBHEHHSA crneumndikavii 3 peyenmom
1 6nicTepy B nauui 3 BiANoBiga/IbHICTIO BigNoBiga/IbHICTIO Bi4NOBIAHMM METOA0M KOHTPOSIIO NaKyBaslbHOro
KapToHy "IHTEPXIM" "IHTEPXIM" mMaTtepiany NokasHUKoM «laeHTudikadis», y

BignosigHocTi fo Bumor p. 3.2. HactaHosu CT-H
MO3Y 42-3.16:2014 «Jlikapcbki 3aco6u. MnacTukosi
marepianv AN NepBUHHOT YNakoBKUN NIKAPCbKMX
3ac06iB»; 3MiHM | TUMY - 3MiHW BUNPOGYBaHb abo
[OMYyCTUMMX MeX, BCTAHOBMEHUX Y crieundikaLisx, nig
4yac BMPOBHMLTBA FOTOBOrO NiKapcbKoro 3acoby
(BMlyYEHHA HECYTTEBOrO BUNPOOYBAHHS B MPOLIECI
BMPOGHULITBA); 3MiHU | TUMNY - BUTyYEHHSI BUPOGHMKA
aKTUBHOI peyoBuHY ®eHobapbiTas; 3MiHu | Tuny -
3MiHu 3 sKocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTpob
[OMNOMDKHUX PEYOBUWH; 3MiHW | TUNY - AOAaBaHHA
HOBOro MeTo/y BUNPOGYBaHHSA NPOMIXKHOIO NPOAYKTY
"Hepo3sdhacoBaHi TabneTkn" n."CTUpaHHIiCTL"; 3MiHu |
MYy - NpUBEAEHHA crneundikaLii Ta MeToais
BMNPOGYBaHHS rOTOBOO NikapCbKOro 3acoby A0 BUMOT
AdY; 3miHm | TMRy - 3MiHM Y cneumdikauii, MeTogax
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

BuNpobyBaHHa A®I (KogeiHy chocdat); 3miHu | Tuny -
[OMNOBHEHHA crieumdikaii Ta MeTogis KOHTposno API
(KogeiHy chocdart) BupobHuka Alkoloida Chemical
Company Zrt HoBUM NoKa3HWKOM sIKocTi N,N-
AVMeTuNaNaHiH 3 BiANOBIAHUM METOA0M
BMNpo6yBaHHA (MeTog, ra3oBoi xpomatorpadii); 3miHn
| TMNYy - NpuBeAeHHA crneundikalii Ta MeToais
KOHTPO/I0 NPOMKHOI NPOAYKLT [0 BUMOT fito4oi
pepakuii 4PY; 3MiHN | TUNY - BBEAEHHS
anbTepHaTUBHOrO 06nafHaHHA AN BAOCKOHAUIEHHS
Ta onTUMiI3aLii TEXHOOMNYHOro NPoLLecy roToBoro
nikapcbkoro 3acoby Ha ctagii TN 4.1 "lomoreHisauis
3arpysku’; 3miHu | Tuny - 3amiHu y cneumdikayii Ta
mMeTogax koHTponto AdI (KogeiHy cocdar) T.
"3a/IMLLKOBI PO3YMHHMKM", Y 3B A3KY 3 ONTUMI3aLli€0
METOAMKM BUKOHaHHS TecTy, T. "MikpobionoriyHa
ynucToTa" NpMBEAEHO Y BIANOBIAHICTL 40 BUMOT
EP/A®Y; 3miHM | TRy - 3mMiHK y cneuudikayii,
MeTogax BunpobysaHHa A®I (KodieiH); 3miHu | Tuny -
3MiHM y cneumdikavii Ta meTogax BunpobysaHHs AdI
(MapaueTtamon); 3miHu | TMNy - 3MiHK Y cneumdikaw,i
Ta MeTogax BunpobysaHHa A®| (DeHobapbiTan)
BiAgnosigHo Ao Bumor EP/APY; 3mitu | Tuny - 3MiHW Yy
cneumdikauii Ta Metogax koHTposnio Ad| (Kodein) T.
"3a/IMLLKOBI PO3YMHHKKN", Y 3B A3KY 3 ONTUMI3aLli€r0
METOAMKMN BUKOHAHHSA TecTy, T. "MikpobionoriyHa
yncToTa" NpMBEAEHO Y BIAMNOBIAHICTL 40 BUMOT
EP/O®Y; 3MiHK | TUNY - 3MiHK Yy cneyudpikauii Ta
MeTofax KoHTponto APl (PeHobapbitan) T.
"3a/IMLLKOBI PO3YMHHMKM", Y 3B A3KY 3 ONTUMI3aLli€0
METOAMKM BUKOHaHHS TecTy, T. "MikpobionoriyHa
ynucToTa" NpMBEAEHO Y BIANOBIAHICTL 40 BUMOT
EP/A®Y; 3miHu | TRy - 3MiHK y cneyudikauii Ta
mMeTogax BunpobysaHHa A®| (MapaueTtamon)
T."Mikpo6ionoriyHa ynctoTta" npuBeeHo y
BiANOBIAHICTb A0 BUMOr EP/ADY; 3MiHM | TUMy - 3MiHK
y cneuudpikauii Ta metogax sunpobysaHHA API
(Kochbein 6eH3oaT HaTpito) yTOUHEHHS (hOPMY/THOBaHHSA
HOpMyBaHHs TecTy "laeHTudikauis”, Tect
"Mikpo6ionoriyHa yncroTa" npuBeAeHo y
BiANOBIAHICTb A0 BUMOr EP/A®Y

127.

PETABONIN

pO34uH A1 iH'ekuid, 50
Mmr/mn, no 1 mn B
amnyni; no 1 amnyni'y
nnacTuKoBili hopmi y
KapTOHHIA KOpooLi

BAT "TeneoH
PixTep"

YropumHa

BAT "TeneoH
PixTep"

YropwmHa

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux nNpo cuctemy hapmakoHarnsgy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy
dhapMakoHarnsay, 3mMiHa ynoBHOBaXKeHOT ocobu,

3a
peyenmom

UA/7501/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0co6M 3 thapmakoHarnsay 3asiBHuKa Ans
3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, SKLO BoHa
BiAMiHHa BiJ, YNOBHOBaXEHOI 0co6Y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapmakoHarnsay) - 3miHa
YNOBHOBaXKEHOI 0c06U, BiNOBIAAIbHOI 3a 34iCHEHHS
hapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiNOBifa/IbHOI 3a 3fiiCHEHHS dhapMakoHarnsay
128. | PUFEBIAOH TabneTku, BKpUTI BAT "leneoH YropuHa BAT "“leneoH YropwuHa BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/2778/01/01
060/10HKO10, M0 21 PixTep" PixTep" 3MiHK | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
Tabnetui B 6nicTepi, no thapmakoHarnagy. BeegeHHs abo 3miHu go
1 a6o 3 6nictepn y y3araslbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
nauui (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsay, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLWO BoHA
BiAMiHHa Bif YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/TbHOI
3a 3[jiicCHeHHs1 hapMakoHaraay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXXEHOT 0CO6U, BiANOBIAaNLHOT 3a 34iACHEHHS
thapmakoHarnagy. NMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHMX JaHUX YNOBHOBaXKEHOT 0cobu,
BiANOBIga/IbHOI 3a 34iiCHEHHA hapMakoHarnsay
129. | PUPAMNIUNH 75 | TabneTkn gucneprosaHi Makneopc IHAaia Maxkneopc IHAiA BHECEHHS 3MiH 10 peecTpavuiiiHuX maTtepianis: 3MiHu | 3a UA/16648/01/01
Ml TA no 75 mr/50 mr no 10 $apmacbloTukanc PapmacbloThKanc TMNy - 3MiHM 3 AKOCTi. [OTOBWIA Nikapcbkunii 3acib. peyenmom
I3OHIA31A, 50 TabneTtok y cTpuni, no Nimiteq NimiTen CucTema KoHTeliHep/3aKkynoptoBasibHUIA 3aci6. 3miHa
Mr 10 cTpuniB y KAPTOHHIN PO3Mipy ynakoBKM roTOBOrO JlikapCbKoro 3acoby (3miHa
ynakoBLi; no 28 KINbKOCTi 0AMHULE (Hanpuknag TabneTok, amnys
TabneTtok y ctpuni; no 3 TOLLO) B ynakoBLi:) - 3MiHa no3a fiana3oHoM
CTPUNKN Y KAPTOHHIl 3aTBEPMAKEHNX PO3MIPIB YNaKoBKY - BBBEAEHHS
ynakosLi; no 100 [04aTKOBOT YNakoBKM Jlikapcbkoro 3acoby Ne 84
Tabnetok B (28x3) y cTpunax
nonieTuaeHoBomy
nakeTi, BKNageHomy y
nawviHoBaHe calle; no 1
calle B NJacTyKoBOMy
KOHTeliHepi
130. | PIBO/NIEB TabneTku, BKpUTI Pisochapm CA LBeliuapis Pisochbapm CA LLBeliLapis BHECEHHS 3MiH 10 peecTpaLiiiHnx maTepianis: 3a UA/14758/01/01
NAiBKOBOK 060/I0HKOHO, 3MiHM | TNy - 3MiHa y MeTogax BUNpobyBaHHS peuyenmom
no 250 mr no 10 rOTOBOrO J1iKapCbKOro 3acoby - He3HauHi 3MiHN
Tabnetok y 6nictepi; no napamMeTpiB NPUAATHOCTI CUCTEMUN Y METOANL
3 abo no 6 6nicTepis y «XipasibHa gomiwka (BEPX)», 3a nyHkTamu «4ucno
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
KapTOHHilA KOpo6Li TEOPETUYHUX Tapinok» Ta «dakTop po3noainy», ans
3abe3neyeHHs BifNOBIAHOCTI OTPUMaHUM
pesynbTatam. MeTtog, BunpobyBaHHA Ta napameTpu
cneumaikaLjii He 3MiHUAUCA
131. | PIBOJIEB TabneTku, BKpUTI Pisocbapm CA Lseiuapis Pisochapm CA LLiseiiuapis BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis: 3a UA/14758/01/02
N1iBKOBOK 060/I0HKOLO, 3MiHM | TNy - 3MiHa y MeToAax BUNpo6yBaHHS peyenmom
no 500 mr no 10 rOTOBOrO NiKapCbKOro 3acoby - He3HauHi 3MiHK
TabneTok y 6nictepi; no napamMeTpiB NPUAATHOCTI CMCTEMUN Y METOANL
3 abo no 6 6nicTepiB y «XipanbHa gomiwka (BEPX)», 3a nyHkTamu «4ucno
KapTOHHIA KOpo6L TEOPETUYHUX Tapinok» Ta «dakTop po3noginy», ans
3abe3neyeHHs BiANOBIAHOCTI OTPUMaHUM
pesynbTatam. MeTtog, BunpobyBaHHA Ta napameTpu
cneumnadikaLji He 3MiHUAUCsS
132. | PIBOJIEB TabneTku, BKpUTI PiBochapm CA Llseiuapis Pisochapm CA LLiseiiuapis BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/14758/01/03
NNiBKOBOK 0G0/0HKOI, 3MiHK | TURY - 3MiHa Y MeToAax BUNpo6yBaHHS peyenmom
no 1000 mr no 10 roTOBOrO NiKapCbKOro 3acoby - He3HauHi 3MiHK
TabneTok y 6nictepi; no napamMeTpiB NPUAATHOCTI CUCTEMUN Y METOANL
3 abo no 6 6nictepiB y «XipasibHa gomilka (BEPX)», 3a nyHkTamu «4ucno
KapTOHHIlA KOpO6L TEOPETUYHUX Tapinok» Ta «PakTop po3noainy», ans
3abe3neyeHHs BifMNOBIAHOCTI OTPUMaHUM
pesynbTatam. MeTtog, BunpobyBaHHA Ta napameTpu
cneumndikaLii He 3MiHuAncs
133. | POKCUMNIM NMOPOLLOK A1 PO3UNHY POTA®APM TypeyunHa dapmaBixH CaH. TypeuunHa BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/15288/01/01
ans iH'ekuid, no 1,0 r; 1 INAYNAPI NTA,. Be Timk. A.LL. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/edpekTNBHOCTI Ta peyenmom
h/1akoH 3 NOPOLLKOM B LTI thapmakoHarnagy. BeegeHHsa abo 3miHu o
KOMNIeKTi 3 1 amnynow y3ara/lbHeHUxX JaHux npo cuctemy hapmakoHarnsgy
pO34MHHMKa (Boay Ans (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy
iH'ekyjin) no 10 mn y thapMakoHarnsay, 3miHa yrnoBHOBaXeHO! ocobu,
KapTOHHI KOpooLyi BiANOBIAA/IbHOI 3a 34jICHEHHST hapMakoHarnsagy;
KOHTaKTHOi 0c0bM 3 hapMakoHarnAgy 3asBHuKa AN
3pjlicHeHHs hapmakoHarnagy B YkpaiHi, kL0 BoHa
BiAMiHHA Bif, YNOBHOBaXKEHOI 0CO6W, BignoBigasibHOT
3a 3AjiicHeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHW Y pO3MiLLieHHi MacTep-
tharina cuctemu thapmakoHarasgy) - 3miHa
YNOBHOBaXEHOI 0CO6YM 3asBHMKA, BiANoBifabHOI 3a
hapmakoHarnsg: nponoHosaHa pefakuis - Casillesa
Napuca / Savishcheva Larisa. 3mMiHa KOHTaKTHMX
[aHnx ynoBHOBaXeHOI 0cobu.
3MiHa KOHTaKTHOT 0CcObU B YKpaiHi yNOBHOBaXEHO!
0C06u 3as1BHMKA A1 34iAICHEHHS dapMaKoHariaay:
nponoHoBaHa pefakuis — Pemizos Cepriii
AHaToniioBMY. 3MiHa KOHTAKTHUX AAHNX KOHTaKTHOT
0co6bu. 3miHa Micus 34iCHEHHA OCHOBHOI AiSi/TbHOCTI 3
hapMakoHarnsay. 3miHa agpecy MacTep-chaiina
134. | POJIIHO3 Tabnetku 10 wmr, no 10 "POTA®APM Benuka ABC ITanis BHECEHHS 3MiH 0 peecTpauiitHux maTepiasis: 6e3 UA/12490/01/01
TabneTok y 6nictepi, no JIMITEL" BpuTaHis dapmayeyTivi 3MiHK | TUNY - NOAAaHHS1 OHOB/IEHOTO cepTudlikaTa peyenma




97

Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
2 6nicTepu B KAPTOHHIl C.n.A. BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
Kopoo6ui 2000-081-Rev 05 ans fjtoyoi peyoBuHW Bif, BXe
3aTBEPKEHOI0 BUPOBHMKA; 3MiHW | TNy - NnoAaHHsA
OHOBJ/IEHOTO cepTudikaTa BifgnoBigHOCTI EBponeichkiii
hapmakonei Ne R1-CEP 2000-081-Rev 06 ans gitouoi
PEYOBMHW Bifl BXXE 3aTBEPA)KEHOr0 BYPOOHMKA
135. | PO/MIHO3 Kpanni opasbHi, 10 "POTA®APM Benvka ABC ITania BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 6e3 UA/12490/02/01
mr/mn no 20 mny NIMITEL" BputaHis PapmayeyTivi 3MiHM | TUMY - NOAAaHHA OHOBMIEHOTO cepTudlikara peyenma
CKSIHOMY h1aKoHi 3 C.n.A. BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
KPULLIKOLO- 2000-081-Rev 06 ansa gitoyoi pevoBuHu Cetirizine
KpanenbHuLeto; no 1 dihydrochloride Big Bxe 3aTBEpAYKEHOTO BUPOOHMKA,;
h1aKkoHy B KapTOHHii 3MiHM | TUMY - NoAaHHA OHOB/IEHOTO cepTudiikaTa
Kopobui BiANoBigHOCTI EBponeiickkili hapmakonei Ne R1-CEP
2000-081-Rev 05 gnsa gitoyoi pevoBuHu Cetirizine
dihydrochloride Big BXe 3aTBEpAKEHOI0 BUPOGHMKA
136. | POMEHEM NopoLUoK AN TOB "TeBa YkpaiHa AHcbapm Xennac Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis: 3a UA/12078/01/02
NPUIOTYBaHHA PO3UMHY YkpaiHa" C.A, Ipeuis; flemo 3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
Ans iH'ekuili abo iHdy3ii C.A., lpeuis; thapmakoHarnagy. BeegeHHs abo 3miHu o
no 1000 mr, 1 pnakoH 3 BiANOBigaIbHUI 3a y3ara/ibHeHNX AaHux nNpo cuctemy dapmakoHarnsgy
MOPOLLKOM Y KapTOHHiIl BWMYCK Cepii: (BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
KopoobLi ®apmaTeH C.A,, thapmakoHarnsgy, 3mMiHa ynoBHOBaXeHoi 0coou,
peuis BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs1 hapMakoHarsay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXEHOI 0CcOo6Y, BignoBigasibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyaryn
KOHTaKTHI AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
YNOBHOB&XXEHOT 0COOU 3as1BHMKA, BifgNoOBigaIbHOI 3a
hapmakoHarnsag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOT 0CO6GU ANA 34iCHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHUX
[aHnX YNOBHOBaXKEHOT 0COOU. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOT 0co6U. 3MiHa MicLA NPOBaKEHHS
OCHOBHOI AissNbHOCTI 3 hapmakoHarnsay Ta micus
36epiraHHa MacTep-gaiiny
137. | POMEHEM NopoLUOK AN TOB "TeBa Ykpaina AHdapm Xennac Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/12078/01/01
NPUroTYBaHHA PO3UMHY YkpaiHa" C.A, Ipeuis; flemo 3MiHU | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom

0151 iH'eKUin ab0o IHQY3iN
no 500 mr, 1 do1akoH 3
MOPOLLKOM Y KapTOHHilA
Kopobui

C.A,, lpeuisi;
BiANoOBigabHMIA 3a
BUMYCK Cepii:
dapmateH C.A,,
peuis

thapmakoHarnsigy. BeegeHHs abo 3miHn go
y3araslbHeHUX AaHnx nNpo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cUcTEMy
hapMakoHarnsay, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa AN
3fiicHeHHs1 hapMakoHarisa4y B YKpaiHi, SKLWO BOHA
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6Y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKvaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu hapMakoHarnsay) - 3miHa
YNOBHOBaXXEHOI 0CO6M 3as1BHMKA, BignoBigabHOI 3a
thapmakoHarnag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOI 0C06M ANs 34iNCHEHHS
thapmakoHarnagy B YkpaiHi. NponoHoBaHa pefakuis:
Buctposa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX yNOBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHUX
[OaHVX KOHTaKTHOT 0co6U. 3MiHa MiCLAl NPOBaKEHHS
OCHOBHOI AissNbHOCTI 3 hapmakoHarnsay ta micus
36epiraHHa mMacTep-gpaiiny
138. | POMEHEM MOPOLLIOK ANsi TOB "TeBa Ykpaina AHchbapm Xennac Ipeuis BHECEHHS 3MiH [0 peecTpaLiiiHux MaTepiasiis: 3MiHa 3a UA/12078/01/01
NPUroTyBaHHA PO34UHY YkpaiHa" C.A, peuis 3asBHMKa (BNacHyKa peecTpauiiHoro NocBigYeHHs) peyenmom
Ans iH'ekuiii abo iHdysiin abo (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
no 500 mr, 1 donakoH 3 Oemo C.A,, 3aTtBeppxeHo: Aktasic rpyn AT, IcnaHgis Actavis
NMOPOLLKOM Y KapTOHHiIl Ipeuis; group HF, Iceland
Kopoobui BiANOBIAaIbHMI 3a 3anponoHosaHo: TOB "TeBa YkpaiHa", YkpaiHa
BUMYCK Cepii:
dPapmateH C.A,,
pevis
139. | POMEHEM NopoLUIOK AN TOB "TeBa Ykpaina AHdapm Xennac Ipeuis BHECEHHS 3MiH 40 peecTpaLiiiHux MaTepiasis: 3mMiHa 3a UA/12078/01/02
NPUroTyBaHHA PO34UHY YkpaiHa" C.A, peuist 3asBHMKa (BNacHyKa peecTpauiiHoro nNocBigYeHHs!) peyenmom
Ans iH'ekuii abo iHdysii abo (3rigHo Haka3y MO3 Big 23.07.2015 Ne 460):
no 1000 mr, 1 dpniakoH 3 Oemo C.A,, 3aTtBepmkeHo: AkTasic rpyn AT, IcnaHgia Actavis
NMOPOLLKOM Y KapTOHHil Ipeuis; group HF, Iceland
Kopobui BiANOBIAaIbHNI 3a 3anponoHoBaHo: TOB "TeBa YkpaiHa", YkpaiHa
BMNYCK cepil:
PapmateH C.A,,
pevis
140. | POTALE® NOPOLLOK A1 PO3YUHY POTA®APM TypeyunHa 3eHTiBa Carnuk TypeyunHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14808/01/01
ans iv'ekuii no 1 r; 10 INAYNAPI NTA,. YpyHnepi CaH. Be 3MiHU | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta peyenmom
CKNSIHUX (p/IaKoHIB 3 LTI, Tipk. A.LL., hapmakoHarnsigy. BeegeHHs abo 3miHn go
MOPOLLKOM Y KapTOHHilA TypeuunHa; y3ara/lbHeHUX JaHnx npo cuctemy hapmakoHarnsagy
KOpO6LLi; 1 ckNAHWIA dapmaBixH CaH. (BBEAEHHSA Y3araslbHEHUX AaHWX NPO cucTeMy
(oNakoH 3 MOPOLLKOM Y Be Tigk. A.LL., hapMakoHarnsgy, 3mMiHa yrnoBHOBaXXeHOT 0cobu,
KOMNAekTi 3 1 amnysion TypeyunHa BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;

po34nHHMKa (Boga Ans
iH'ekuin) no 10 mny
KapTOHHI kopobu; 1
CKMSAAHWIA (hakoH 3
MOPOLUKOM Y KOMMJIEKTi 3
1 amnynow po3ynHHUKA
(po3u4mnH nigokainy
rigpoxnopugy 1 %

KOHTaKTHOI 0c06M 3 hapMakoHarnagy 3asBHuKa Ans
3ilicHeHHs hapmakoHarsisagy B YKpaiHi, SKLWO BOHA
BiIMiHHa Bifl YNOBHOBaXeHOi 0cO6U, BiANOBIAa/TbHOI
3a 34ilicHeHHs thapMakoHarnsgy (BKivaoum
KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
tpaiina cuctemu hapmakoHarnsgy) - 3miHa
YyNOBHOBaXEHOI 0CO6M 3as1BHYMKA, BifnoBigaibHOI 3a
dhapmakoHarisg; NnponoHoBaHa pegakuis - Casiuesa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
(nigokainy rigpoxnopua, Napuca / Savishcheva Larisa. 3MiHa KOHTaKTHUX
HaTpito rigpokcua, Boja [aHnX yNoBHOBaXKEHOT 0CO6U. 3MiHA KOHTaKTHOT
Ans iH'ekuiid)) mo 3,5 mn 0co6U B YKpaiHi yNmoBHOBaXeHOT 0cobu 3asBHMKA 415
Y KapTOHHii1 kopobui 3[jiCHEHHS1 hapMakoHarsay: NponoHoBaHa pefakyis
— Pewmi3oB Cepriii AHaToNioBNY. 3MiHA KOHTAKTHUX
OaHUX KOHTaKTHOI 0cobu. 3MiHa MicLsa 34iiCHEHHS
OCHOBHOI AisNbHOCTI 3 hapmakoHarnsgy. 3MmiHa
anpecy mactep-chalina
141. | POTALE® MOPOLLIOK A/151 PO3YMHY POTA®APM TypeuunHa 3eHTiBa Carnuk TypeuunHa BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/14808/01/02
ans iH'ekuii no 0,5 ; 10 INAYNAPI NTA,. YpyHnepi CaH. Be 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
CKNSAHUX (P/IaKoHIB 3 Tl Tipk. A.LL., thapmakoHarnsigy. BeegeHHs abo 3miHu go
MOPOLLKOM Y KapTOHHIl TypeuunHa; y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
KOpO6L; 1 ckNsAHWIA dapmaBixH CaH. (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTeMy
h1aKkoH 3 NOPOLLKOM Y Be Tigx. A.LL., thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0ocobu,
KomnnekTi 3 1 amnynoto TypeuunHa BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
po34nHHKKa (Boga Ans KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa Ans
iH'ekUin) no 5 MmNy 34iicHeHHs hapmakoHarnisgy B YKpaiHi, SKLWO BOHA
KapTOHHI kopobuj; 1 BiAMiHHa BiJ YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/TbHOI
CKNSIHWIA (pNakoH 3 3a 3[jiiCHEeHHs1 hapMakoHarnaay (Bkiyarum
MOPOLLKOM Y KOMMNEKTI 3 KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
1 amny/i0l0 poO3UMHHMKA thaiina cuctemu hapmakoHarnsgy) - 3miHa
(po3unH nigokaiHy YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BignoBigabHOI 3a
rigpoxnopuay 1 % hapmakoHarniag; nponoHoBaHa pejakuis - Casiwesa
(nigokainy rigpoxnopug, Napuca / Savishcheva Larisa. 3miHa KOHTaKTHUX
HaTpito rigpokcna, Boja [aHuX yrnoBHOBaXEHOT 0CO6U. 3MiHA KOHTaKTHOT
ONA iH'eKUiii)) no 2 mny 0co6u B YKpaiHi ynoBHOBaXeHOT 0cobuM 3asBHMKaA 415
KapTOHHI Kopoo6Li 3[jiCHEeHHS1 hapMakoHarIs4y: NponoHoBaHa pefakyis
— PewmizoB Cepriii AHaTONIMOBNY. 3MiHA KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6u. 3MiHa Micus 34iiCHEHHS
OCHOBHOI AisiIbHOCTI 3 dhapmakoHarnsagy. 3miHa
agpecu macTep-chaiina
142. | CAHAIMYH pO34nH opasibHuiA, 100 HoBapTic ®apma Llseiuapis [Jencbapm XtoHiHT ®paHuina BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: 3a UA/3165/03/01
HEOPAN® mr/mn no 50 mn y Al C.AC. 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peyenmom

donakoHi, no 1 dpnakoHy
pa3om 3 [,03yBa/lbHUM
KOMMN/IEKTOM Y KOpoO6Lii 3
KapTOHY nakyBaslbHOrO

thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cuctemy
hapMakoHarnsgy, 3amiHa yrnoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnAgy 3asBHuKa 4Ns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, KO BoHa
BiAMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyakum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemun chapmakoHarasgy) - 3miHa
yMOBHOBaXeHOT 0cobu 3asiBHMKa. [ponoHoBaHa
pepakuis: Gabriele Hecker-Barth. 3miHa kOHTakTHOT
ocobu 3asBHUKa. [MponoHoBaHa pegakuis: Opnos
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
B suecnaB. 3MiHa KOHTAKTHMUX AAHUX YNOBHOBAXEHOI
0Cco6U. 3MiHa KOHTAKTHUX AaHNX KOHTaKTHOI 0CO6M.
3MiHa Micus 34iiCHEHHS1 OCHOBHOI Aisi/TbHOCTI 3
thapmakoHarnsgy. 3miHa agpecu Mactep-aiina
cucTeMun chapmakoHarnagy 3asiBHMKa
143. | CAHOIMYH Kancysm m'siki no 10 mr HoBapTic ®apma LlBeiiuapis BVMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/3165/01/01
HEOPAN® no 10 kancyn y 6nictepi; Al Hepo3acoBaHo! LLiBeiiuapis 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta peuenmom
no 6 6nictepis y npoayKuir, thapmakoHarnsigy. BeegeHHs abo 3miHu go
KapTOHHI Kopoo6Li KOHTPO/Ib SIKOCTI: y3araslbHeHVX AaHnxX Npo cuctemy chapmakoHarnsgy
KataneHt (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
HimeyunHa hapMakoHarnsay, 3miHa yrnoBHOBaXXeHOT ocobu,
E6epbax MvbX, BiANOBIAA/IbHOI 3a 34ilicCHEHHA dhapmakoHarnsgy;
HimeyuunHa; KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa Ans
nepBrHHe Ta 3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BoHA
BTOPUHHE BiAMiHHa BiJ YNOBHOBaX€EHOi 0CO6U, BiAMNOBIAA/TbHOI
nakyBaHHs1, 3a 34ilicHeHHs thapmakoHarnsgy (BKiovaoum
KOHTPO/Ib SIKOCTI, KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
BUMYCK Cepii: thaiina cuctemu hapmakoHarnsgy) - 3miHa
HosapTic ®apma YNOBHOB&XEHOT 0CO6M 3as1BHYKa. [1ponoHoBaHa
LTeliH AT, pepakuis: Gabriele Hecker-Barth. MNponoHosaHa
LLiBefiuapis pepakuis: OpnoB B'auecnas. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XXEHOT 0CO6U. 3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLA 34iiCHEHHA OCHOBHOT
AisnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu
MacTep-haiina cucteMu dpapmakoHarnsgy 3asaBHUKa
144. | CAHAIMYH Kancynm mM'siki no 25 mr HoBapTic ®apma LLseiuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: 3a UA/3165/01/02
HEOPAN® no 5 kancyn y 6nictepi; Al Hepo3acoBaHoT LLiBeiiuapis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta peyenmom
no 10 6nictepiB y npoayKuir, thapmakoHarnsgy. BeegeHHs abo 3miHu fo
KapTOHHI/ KopoobLi KOHTPO/Ib SIKOCTI: y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
KataneHt (BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTemy
HimeuunHa hapMakoHarnsgy, 3amiHa yrnoBHOBaXeHOT ocobu,
E6epb6ax MbX, BiANOBIAA/IbHOI 3a 34iicCHEeHH:A hapmakoHarnsgy;
HimeuuunHa; KOHTaKTHOi 0c0obM 3 hapMakoHarnfgy 3asBHuKa 4Ns
nepBuHHe Ta 3pjilicHeHHs hapmakoHarnagy B YkpaiHi, KL BOHa
BTOPVHHE BiAMiHHa Bif YNOBHOBaX€eHOi 0CO6U, BiANOBIAAUTbHOI
nakyBaHHs, 3a 3[iliCHEHH:A thapMakoHarnsgy (BKIvaoum
KOHTPO/Ib SIKOCTI, KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BWMYCK Cepii: thaiina cuctemu papmakoHarnsgy) - 3miHa
Hosaprtic ®apma yMOBHOBaXeHOT 0cobu 3asiBHMKa. [ponoHoBaHa
LiTeliH AT, pepaxuis: Gabriele Hecker-Barth. MNMponoHoBaHa
LLIseliyapis pegakuis: Opnos B sauecnas. 3MiHa KOHTAKTHUX AaHWX
YNOBHOBaXXEHOi 0CO6M. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa Micus 34iliCHEHHA OCHOBHOT
LisNbHOCTI 3 chapmakoHarnagy. 3miHa agpecu
macTep-haiina cucteMu papmakoHarnsgy 3asaBHUKa
145. | CAHAIMYH Kancynm m'siki no 50 mr HosapTic ®apma LBeliuapis BMPOGHNLTBO Himeuunna/ BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis: 3a UA/3165/01/03
HEOPA/I® no 5 kancyn y 6nicrepi; Al Hepo3dglacoBaHoi LLIBeiLapist 3MiHK | TNy - 3MiHM Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
no 10 6nictepiB y npoayKuir, thapmakoHarnagy. BeegeHHs abo 3miHu 0
KapTOHHilA KOpo6L KOHTPO/Ib SIKOCTI: y3arasibHeHuX faHnx npo cuctemy hapmakoHarnsgy
KataneHt (BBEAEHHA y3araslbHEHVX AaHUX NPO cucTeMy
HimeuunHa thapmMakoHarnsagy, 3amMiHa ynoBHOBaXeHOT ocobu,
E6epbax Mm6X, BiiNOBIAANbHOI 3a 3[jiCHEHHS hapmakoHarnsay;
HimeuuunHa; KOHTaKTHOi 0c0obM 3 hapmakoHarnfgy 3asBHuKa 4Ns
nepBuHHe Ta 3fjiicHeHHs hapmakoHarnagy B YkpaiHi, kL0 BoHa
BTOPVHHE BiIMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiAMNOBIAAUTbHOI
nakyBaHHs, 3a 3AjiicHeHHs hapmMakoHaragy (Bkiyarum
KOHTPO/1b SIKOCTI, KOHTaKTHI fjaHi) Ta/abo 3MiHM y pO3MilLleHHi MacTep-
BUMYCK Cepii: thaiina cuctemu chapmakoHarnsgy) - 3miHa
HoBapTic ®apma yMOBHOB&XeHOT 0cobu 3asiBHMKa. [ponoHoBaHa
LLTeliH AT, pepaxuis: Gabriele Hecker-Barth. MNMponoHoBaHa
LLiBeiiuapis pefakuis: Opnos B sauecnas. 3MiHa KOHTAKTHUX AaHWX
YNOBHOBaXXEHOI 0COOM. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLs 34iliCHEHHA OCHOBHOT
LifNbHOCTI 3 thapmakoHarnagy. 3miHa agpecu
MacTep-haiiaa cuctemMm dpapmakoHarisigy 3asiBHuKa
146. | CAHAIMYH Kancynu m'aki no 100 mr Hosaprtic ®apma LseiiLapis BUPOBHULTBO HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis: 3a UA/3165/01/04
HEOPAN® no 5 kancyn y énicrepi; Al Hepo3gacoBaHo! LLiBeiLapis 3MiHK | TURy - 3MiHK Woao 6e3nekn/ed)ekTMBHOCTI Ta peyenmom
no 10 6nictepiB y NpPOAYKLUi, thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
KapTOHHIA KOpo6L KOHTPO/b AKOCTI: y3araslbHeHUX JaHnX Npo cuctemy chapmakoHarnsgy
KataneHt (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemMy
HimeuunHa thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
E6epbax M6X, BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
HimeuunHa; KOHTaKTHOI 0CO6M 3 thapmakoHarnsay 3asiBHVKa Ans
nepBuHHe Ta 3[jicCHeHHs hapMakoHaraay B YKpaiHi, AKLOo BoHa
BTOPWHHE BiAMiHHA BiJ, YNOBHOBaXeEHOI 0co6u, BignosigaibHOT
nakyBaHHs, 3a 3gilicHeHHs hapmakoHariagy (Bkivarun
KOHTPO/Ib SIKOCTI, KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
BMNYCK cepil: (paiina cuctemu papmakoHarnsgy) - 3miHa
HosapTic ®apma yMNOBHOBaXeHOT 0cobu 3asiBHMKa. MponoHoBaHa
LTeliH AT, pepakuisi: Gabriele Hecker-Barth. MNponoHoBaHa
LLiBeiiLapis pepakuisi: Opnos B'siuecnas. 3MiHa KOHTAKTHUX AaHWX
YMOBHOB&XEHOT 0CO6U. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOI 0co6U. 3MiHa Micus 34iliCHEHHSI OCHOBHOI
LisNbHOCTI 3 thapmakoHarnagy. 3miHa agpecu
MacTep-hariaa cucteMm papmakoHarisgy 3asiBHuKa
147. | CAHAIMYH Kancynu m'ski no 25 mr Hosaprtic ®apma LBeiiLapis BMPOGHMLTBO HimeyunHa/ BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: - UA/10102/01/01
HEOPAN® in bulk: no 5 kancyn y Al Hepo3acoBaHo! LLiseiiuapis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
6nictepi; no 10 npoayKuUiT, thapmakoHarnsigy. BeegeHHs abo 3miHu go
6nicTepiB y KapPTOHHIi KOHTPO/Tb AKOCTI: y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnagy
Kopo6Lii; no 60 Kopobok KataneHt (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
Y KapTOHHIi kopobu,i HimeuunHa thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi 0ocobu,
E6epbax Mm6X, BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
HimeuuunHa; KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa Ans

nepBuHHe Ta

3[jiCHEeHHs hapMakoHarisay B YKpaiHi, AKLo BoHa
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
BTOPWHHE BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6Y, BignoBigasibHOT
nakyBaHHs, 3a 3fjiicHeHHs1 hapMakoHarnagy (Bkiyarum
KOHTPO/Ib SIKOCTI, KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
BMNYCK cepil: (paiina cuctemu hapMakoHarnsay) - 3miHa
HosaprTic ®apma yrNoBHOBaXeHOT 0cobu 3asiBHMKa. MNponoHoBaHa
LTeliH AT, pepakuisi: Gabriele Hecker-Barth. MNponoHoBaHa
LLiBeiuapis pepakuisi: Opnos B suecnas. 3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXEHOT 0CO6U. 3MiHa KOHTaKTHUX JaHuX
KOHTaKTHOT 0co6U. 3MiHa Micus 34iliCHEHHS OCHOBHOI
LifNbHOCTI 3 thapmakoHarnagy. 3miHa agpecu
mMacTep-gpaiina cuctemy papMakoHarnsay 3asasHuKa
148. | CAHOIMYH Kancysm m'siki no 50 mr HoBapTic ®apma LlBeiiuapis BVMPOGHMLTBO HimeuunHa/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: - UA/10102/01/02
HEOPAN® in bulk: no 5 kancyny Al Hepo3acoBaHo! LLiBeiiuapis 3MiHK | TNy - 3MiHK Woao 6e3nekn/edeKTUBHOCTI Ta
6nictepi; no 10 npoayKuir, thapmakoHarnsigy. BeegeHHs abo 3miHu go
6nicTepiB y KAPTOHHIl KOHTPO/Ib SIKOCTI: y3araslbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
kopo6Lii; no 60 Kopobok KataneHt (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTemy
Y KapTOHHIi kopobu,i HimeuunHa thapmakoHarnsgy, 3miHa ynoBHOBaXKeHoi ocobu,
E6epbax MvbX, BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
HimeyuunHa; KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa Ans
nepBrHHe Ta 3[jiCHEeHHs hapmakoHaraay B YKpaiHi, AKLWO BoHA
BTOPUHHE BiAMiHHa Bif YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/TbHOI
nakyBaHHs1, 3a 34ilicHeHHs thapMakoHarnsgy (BKiovaoum
KOHTPO/Ib SIKOCTI, KOHTaKTHI faHi) Ta/abo 3MiHM y PO3MILLEHHI MacTep-
BUMYCK Cepii: thaiina cuctemu hapmakoHarnsgy) - 3miHa
HosapTic ®apma YNOBHOB&XEHOT 0CO6M 3as1BHYKa. [1ponoHoBaHa
LTeliH AT, pepakuis: Gabriele Hecker-Barth. MNponoHosaHa
LLiBefiuapis pepakuisi: OpnoB B'auecnas. 3MiHa KOHTaKTHUX AaHWX
YNOBHOB&XEHOT 0CO6U. 3MiHA KOHTaKTHUX JaHUX
KOHTaKTHOI 0co6U. 3MiHa MicLA 34iICHEHHA OCHOBHOT
AisnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu
MacTep-haiina cucteMu dpapmakoHarnsgy 3asaBHUKa
149. | CAHAIMYH Kancysm m'siki no 100 mr HoBapTic ®apma Llseiuapis BMPOGHMLTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis: - UA/10102/01/03
HEOPAN® in bulk: no 5 kancyn y Al Hepo3acoBaHoT LLiBeiiuapis 3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta
6nictepi; no 10 npoayKuir, thapmakoHarnsgy. BeegeHHs abo 3miHu fo
6nicTepiB y KAPTOHHIN KOHTPO/Ib SIKOCTI: y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
kopo6Lii; no 50 Kopobok KataneHt (BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTemy
Y KapTOHHiit kopobu,i HimeuunHa hapMakoHarnsgy, 3amiHa yrnoBHOBaXKeHOT ocobu,
E6epb6ax MbX, BiANOBIAA/IbHOI 3a 34iliCHEeHHA hapmakoHarnsgy;
HimeuuunHa; KOHTaKTHOi 0c0obM 3 hapMakoHarnAgy 3asBHuKa 4Ns
nepBuHHe Ta 3pjilicHeHHs hapmakoHarnagy B YkpaiHi, SKLL0 BoHa
BTOPVHHE BiAMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
nakyBaHHs, 3a 34iliCHEHH: thapMakoHarnsgy (BKIvaoum
KOHTPO/Ib SIKOCTI, KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
BUMYCK Cepii: thaiina cuctemu papmakoHarnsgy) - 3miHa
Hosaprtic ®apma yMOBHOBaXeHOT 0cobu 3asiBHMKa. [ponoHoBaHa
LTeliH AT, pepaxuis: Gabriele Hecker-Barth. MNMponoHoBaHa
LLIBeliLapis pefakuisi: Opnos B ssyecnas. 3MiHa KOHTAKTHUX AAaHWX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

YNOBHOB&XXEHOT 0CO6U. 3MiHA KOHTaKTHUX JaHuX
KOHTaKTHOI 0c06u. 3MiHa MiCLst 34jiACHEHHSI OCHOBHOT
[isnbHOCTI 3 dhapmakoHarnagy. 3MiHa agpecu
mMacTep-haiina cucteMu dpapmakoHarnsgy 3asaBHUKa

150.

CAHOPWH-
AHANEPTIH

Kpanni HasanbHi no 10
My chrakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopoobui

"KcaHTic ®apma
Nimiten"

Kinp

Yecbka
Pecny6nika

TeBa Yex
IHpacTpi3 c.p.o.

BHECEHHS 3MiH 40 peecTpaLliinHux maTepiasiis:
3MiHM | TUMy - 3MiHa napameTpiB cneyudikauin Ta/abo
[0NyCTUMUX MEX AN AONOMIKHOT pe4oBUHY -
[AOMNOBHEHHA crevumdikali 415 AONOMDKHOT peYOBUHN
[vHaTpito egetaty HOBMM MOKa3HMKOM «MBUY» 3
Bi4NOBIAHMM METO0M BUNPO6YBaHHS

6e3
peyenma

UA/6611/01/01

151.

CEHTOP®

TabneTkn, BKPUTI
NNiBKOBOK 0G0/0HKOI,
no 50 mr no 10 TabneTok
y 6nicTepi; no 1 a6o no
3 6ricTepu y KapTOHHiN
ynakoBLii

BAT "TepeoH
PixTep"

YroplmHa

BAT "TeneoH
PixTep",
YropuwmHa; TOB
"'epeoH PixTep
Monbwa”,
Monbla

YropwmHa/
Monba

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis:
3MiHY | Tuny - 3MiHK Woao 6e3nekn/edpekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHWX NPO cucTemy
thapMakoHarnsgy, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnagy 3asBHuKa 4Ns
3[jiCHEeHHs1 hapMakoHarnsay B YkpaiHi, Ko BoHa
BiAMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyakum
KOHTaKTHI faHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemun chapmakoHarasgy) - 3miHa
yMOBHOBaXEHOT 0cobu, BiANOBIAaNbHOT 3a 34iICHEHHS
thapmakoHarnagy. lNMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHWUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiANoBiga/IbHOI 3a 3AiICHEHHsT dhapMakoHarnsay

3a
peyerimom

UA/7042/01/01

152.

CEHTOP®

TabneTku, BKpUTI
N1iBKOBOK 0BG0/I0HKOLO,
no 100 mr no 10
Tabnetok y 6nictepi; no
1 a6o no 3 6nictepn y
KapTOHHIA ynakoBLi

BAT "TefieoH
PixTep"

YropLmHa

BAT "lepneoH
PixTep",
YropumHa; TOB
"'epeoH Pixtep
Monbwa",
MonbLua

YropumHa/
Monbwa

BHECEHHS 3MiH 1O peecTpaLiiiHnx maTepianis:
3MiHK | TUNy - 3MiHN Woao 6e3nekn/ed)ekTMBHOCTI Ta
dhapmakoHarnsgy. BeegeHHs abo 3miHn go
y3araJibHeHUX fiaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPo cuctemy
dhapmakoHarnsgy, 3miHa ynoBHOBaxeHoT ocobu,
BiiNOBIAANbHOI 3a 3jiCHEHHS hapmakoHarnsaay;
KOHTaKTHOI 0cobM 3 hapmakoHarnfgy 3asBHuKa 45
3[jicCHeHHs1 hapMakoHarisay B YKpaiHi, Ko BoHa
BifIMiHHa Bif, YNOBHOBaXeHOI 0CO6MU, BiANOBIAAUTLHOI
3a 34iicHeHHA hapmakoHarnsgy (Bkayarum
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLileHHi MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOI 0CO6MU, BifNoBifaIbHOI 3a 34iiCHEHHS
thapmakoHarnagy. lNponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHWUX JaHuX YNOBHOBaXKEHOT ocobu,
BigNoBiga/IbHOI 3a 34iICHEHHsT dhapMakoHarnsay

3a
peyenmom

UA/7042/01/02

153.

CUNYET®

TabneTku, BKpUTI
NiBKOBOK 060/I0HKOIO,
no 21 Tabnetui B

BAT "TeneoH
Pixtep"

YropimHa

BAT "TefeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHM | TUny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
hapmakoHarnsigy. BeegeHHs a6o 3miHuM go

3a
peyenmom

UA/12532/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
6nictepi; no 1 abo no 3 y3arasibHeHUX JaHuX Npo cucTemy hapmakoHarnsgy
6nicTepy pasom i3 (BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTemy
KapTOHHVM (hyTNspom thapmakoHarnsgy, 3miHa ynoBHOBaXeHOi 0ocobu,
ans 36epiraHHA BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
6nicTepa B nayu,i KOHTaKTHOI 0Co6M 3 thapmakoHarnsay 3asiBHVKa Ans
3[jiCHEeHHs1 hapMakoHarisay B YKpaiHi, KO BoHa
BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6y, BignoBigasibHOT
3a 34ilicHeHHs thapMakoHarnsgy (BKyaoum
KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu papmMakoHarnsay) - 3miHa
YNOBHOBaXKEHOI 0C06U, BiNOBIAAILHOT 3a 3[iCHEHHS
hapmakoHarnsgy. NponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiNOBifa/IbHOT 3a 3fiiCHEHHS dhapMakoHarnsay
154. | CONEAYM® ONIA | racTpope3nCTEeHTHI Kaccenna-vep, HimeuyunHa HaHeceHHs HimeuunHa/ BHECEHHS 3MiH [10 peecTpaviiiHiX MaTtepianis: 3MiHu | 6e3 UA/15105/01/02
DITEA Kancysm M siki no 100 'm6X & Ko. KI NOKPUTTA, PymyHis TMny - AAMIHICTpaTUBHI 3MiHW. BuiyyeHHss BUpOGHMYOT peyenma
mr, no 20 kancyny BTOPVHHE AinbHuUi (BKIOYatoumn ainbHuui Ana A®l, npomMixHoro
6nicTepi; no 1 6nictepy nakyBaHHs, npoaykTy abo rotToBOro NikapCcbKoro 3acoby, AifbHULI
B KapTOHHIl Kopo6Lji; no KOHTPO/1b SIKOCTI, 0151 NPOBEeHHSA NaKkyBaHHS, BUPOOHMKa,
25 kancyn y 6nictepi; no BUMYCK Cepii: BiANOBIAA/ILHOrO 3a BMMNYCK Cepiii, MiCLie NPOBEAEHHS
2 abo no 4 6nictepu B Knoctepcppay KOHTPO/I0 cepil) abo nocTayasibHMKa BUXigHOTo
KapTOHHIA KOpooLi BepniH M'vbX, mMartepiany, peareHTy abo AONOMDKHOI pe4OBUHMN
HimeuunHa,; (K0 3a3HAYEHO Y JOCbE) - BunyyeHHs BUPOGHNYOIT
nepBuHHe AiNbHWLI, ANS NPOBEAEHHSA NEPBMHHOMO NakyBaHHA
nakyBaHHs: ans N3 sBupobHuka Knoctepdpay Bepnin MvbX,
ApTecaH ®apma HimeuunHa
vBX & Ko. KT,
HimeuuunHa;
BTOPVHHE
nakyBaHHS:
ApTecaH ®apma
vMBX & Ko. KT,
HimeuuunHa;
BTOPVHHE
nakyBaHHS:
AptecaH ®apma
vBX & Ko. KT,
HimeuunHa;
BVMPOGHMLTBO

Kancyn (6e3

nokputTs) in bulk:

KataneHTt
HimeuunHa
E6epbax Mv6X,
HimeyunHa;
BUPOBHULTBO
Kancyn (6e3
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

nokpuTTA) in bulk:
C.K. Csicckanc
PymyHia C.P.J1.,
PymyHis

155.

CONEAYM®
POPTE

racTpopPe3nNCTeHTHI
Kancysm M siki, no 200
mr, no 20 kancyn y
6nictepi, no 1 6nictepy
B KapTOHHI Kopo6Lj; no
25 kancyn y 6nictepi, no
2 abo 4 6nictepn B
KapTOHHI Kopoo6Li

Kaccenna-mef
v6X & Ko. KI

HimeyunHa

HaHeceHHs
MOKPUTTS,
BTOPVHHE

nakyBaHHs,

KOHTPO/b AKOCTI,
BMNYCK cepil:
Knoctepdpay
Bepnin M'M6X,

HimeuuunHa;
nepBuHHe

nakyBaHHS:

ApTecaH ®apma
'vbX & Ko. KT,

HimeuuunHa;
BTOPVHHE

naxkyBaHHs:

AptecaH ®apma
vMBX & Ko. KT,

HimeuunHa;
BTOPVHHE

nakyBaHHs:

ApTecaH ®apma
vBX & Ko. KT,

HimeuuunHa;

BVMPOGHMLTBO
kancyn (6e3
nokpuTTA) in bulk:
KataneHt
Himeuunna
E6epbax M6X,
HimeuunHa;
BVMPOGHMLTBO
Kancyn (6e3
nokputTs) in bulk:
C.K. Csicckanc
PymyHia C.P.J1.,
PymyHis

Himeyunna/
PymyHis

BHECEHHS 3MiH 10 peecTpavuiiiHuX maTtepianis: 3MiHu |
TMny - AAMIHICTPaTMBHI 3MiHW. BunyyeHHs BUpOGHMYOT
OinbHUUI (BKNOYatoun AinbHuLi ana APl npoMikHOro
nNpoAyKTy abo roToBOro Nikapcbkoro 3acoby, AinbHNLI
AN NpOBefieHHA NakyBaHHS, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUNYCK CEPiii, MicLie NPOBEAEHHS
KOHTPO/O cepii) abo noctadasibHyKa BUXigHOTO
marepiany, peareHTy abo AOMOMIKXHOI pEHOBUHN
(KO 3a3HAYEHO Y OCbE) - BunyyeHHa BUPOGHUYOIT
AinbHWUI, ANS NPOBEAEHHS NEPBMHHOTO NakKyBaHHS
ansa MN3 supo6Hrka Knoctepdpay Bepnid Mv6X,
HimeuunHa

6e3
peyenma

UA/15105/01/01

156.

CMA3ro

TabneTku, no 10
Tabnetok y 6nictepi; no
1 a6o no 10 6nictepis y
KopoobLi

dnamiHro
PapmacbroTrKanc
nra.

IHAjA

damiHro
PapmacbioTmKanc
nra.

IHAja

BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis:
3MiHKM | TNy - 3MiHa y MeTofax BUNpobyBaHHS
rOTOBOrO /iKapCbKOro 3acoby - NpuBeAeHHS
cneuuaqikauii Ta MeToiB KOHTPOJtO rOTOBOrO
nikapcbKoro 3acoby 3a nokasHukom «MikpobionoriyHa
yucToTa» Ao Bumor EP

6e3
peyenma —
Ne 10; 3a
peyenmom —
Ne 100

UA/4544/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

157.

cnneT
ETUNOBUN 70%

PO34MH CNINPTOBUIA ANA
30BHILUHBLOTO
3actocyBaHHA 70 % no
50 mn a6o 100 mny
donakoHax

ToBapucTBO 3
obmexeHoo
BigNOBiAa/IbHICTIO
"GapmaueBTuyHa
KOMMaHis
"3p0pos'a”

YKpaiHa

ToBapucTBO 3
obmexeHoro
BignoBiga/IbHICTIO
"®GapmaueBTUyHa
KoMnaHis
"3p0pos'a”

YKpaiHa

BHECEHHS 3MiH [10 peecTpaviiiHix maTtepianis: 3MiHu |
T™Mny - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asBHVKA (B/1aCHUKA PEECTpaLiiiHOro
NocBiAYEHHS) - 3MiHa agpecu 3asBHKKa; 3MiHK | Tuny -
AAMiHICTpaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHA Ta/abo
afpecy MicL NPOBaXEHHS Ais/IbHOCTI
BMPOGHMKa/iMnopTepa roToBoro Jlikapcbkoro 3acoby,
BK/IIOYA0UM AiNbHUL BUNYCKY cepii abo micue
NPOBeLEHHSI KOHTPO/TO AKOCTI. (AIANbHICTb, 3a AKy
BiAANOBIAAE BMPOGHMK/IMNOPTEpP, BK/OYAOUM BUMYCK
cepiit) - yTOUHeHHs1 agpecy BUpo6Huka M3
ToBapncTBO 3 06MEXEHOI0 BiAMOBIAA/TbHICTIO
"phapmaueBTUYHa KOMNaHia "340poB'a”, YkpaiHa, 6e3
3MiHW MicLs BUPO6HMLTBA (BBEAEHHS 3MiH NPOTArOM
6 micauiB nicns 3aTBepAkKeHHs; 3MiHu | Tuny - 3MiHu 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6. Cuctema
KOHTelHep/3aKynoproBasbHWIA 3aci6. 3miHa po3mipy
yNaKoBKM rOTOBOTO /iKAPCBLKOro 3acoby (BUTyYEHHS
yNnakoBK1 NEBHOTO PO3Mipy) - BUyYEeHO BUAN
nakysaHHsa /13 Cnimpty eTunosoro 70% Ta 96%,
PO34MHY CMINPTOBOTO AJ151 30BHILLUHBOTO 3aCTOCYBaHHS:
no 50 mn Ta 100 mn y donakoHax nosiMepHuX.
MapkyBaHHs YKpaiHCbKOt ab0 yKpaiHCbKO Ta
pocilicbkoto MoBamu; no 50 ma Ta 100 My donakoHax
3i ckna 3 MapKyBaHHSIM YKPaiHCbKOI Ta POCiiCbKoto
mMoBamu; no 50 mn ta 100 mA y dakoHi 3i ckna; no 1
dhnakoHy B KOpOO6Li 3 KapToHy. MapKyBaHHs
YKPaTHCbKOI Ta POCiliCbko MOBaMu; 3aMLLINANCH
ynakosku gns 13 CnupTy etunosoro 70% Tta 96%,
PO34MHY CINPTOBOTIO AJ151 30BHILLUHBOTO 3aCTOCYBaHHS:
(no 50 mn y chnakoHi 3i ckia (MapkyBaHHs
YKpaiHCbKOK MOBOI0); o 100 mA y dhiakoHi 3i ckna
(MapkyBaHHS yKpaiHCbKOK MOBOI)) BBeAeHHS 3MiH
NpoTSArom 6 MicsiliB Nicns 3aTBepKEHHs

3a
peyenmom

UA/10171/01/02

158.

cnneT
ETUNOBUN 96%

PO34MH CINPTOBWIA ANA
30BHiLUHBOrO
3acTocyBaHHs 96 % no
50 mn a6o 100 mny
chnakoHax

ToBapucTBO 3
o6MexeHo
Bi4NoBiAa/IbHICTIO
"®GapmaLeBTnyHa
KOMMaHis
"3popos'a”

YKpaiHa

ToBapucTBO 3
obmexeHo
BigNoBigasIbHICTIO
"bapmaLeBTnyHa
KOMMaHis
"3popos'a”

YKpaina

BHECEHHS 3MiH [0 peecTpavyiiiHuX maTtepianis: 3MiHu |
TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy 3asiBHMKA (B/laCHUKa pPeEECTpaLiiiHOro
NnocBiAYeHHS) - 3MiHa agpecy 3asBHKKA; 3MiHN | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo
azpecy Micusi NPOBaMKEHHS AiSIbHOCTI
BMPOGHUKa/iMNopTepa roToBOro JlikapCbkoro 3acooy,
BK/IIOYAOUM AiNbHUL BUMYCKY cepii abo micue
NpoBeAEeHHS KOHTPOSIO AKOCTI. (4iANbHICTb, 3a AKY
BiANOBIAAE BMPOGHMK/IMNOPTEpP, BKIOYAOUM BUMYCK
cepiid) - yTo4HeHHs1 agpecu BupobHuka M3
ToBapuCcTBO 3 0OMEXEHO BifNOBIAABHICTIO
"®apmaveBTMyHa komnaHia "3gopos's", YkpaiHa, 6e3

3a
peyerimom

UA/10171/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

3MiHM MicLa BUPO6HULTBA (BBEAEHHSA 3MiH NPOTAroM
6 micauis nicns 3aTBepkeHHs; 3MiHun | Tuny - 3MiHu 3
akocTi. [oToBWIA Nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3akKynoproBasibHWiA 3aci6. 3miHa po3mipy
yNaKoBKM FOTOBOrO /iKapCbKOro 3acoby (BUyYeHHs
yNakoBKM NEBHOTO PO3MIpY) - BUTyYEHO BUAN
nakyBsaHHsa 'N13 CnupTy etnnosoro 70% Ta 96%,
PO34MHY CMMPTOBOTrO A/18 30BHILLHLOrO 3aCTOCYBaHHS:
no 50 mn Ta 100 mn y chnakoHax noniMepHumX.
MapkyBaHHSs1 yKpaiHCbKO ab0 yKpaiHCbKOK Ta
pociiicbkoo MoBamu; no 50 mn Ta 100 mn y dhnakoHax
3i ck/1a 3 MapKyBaHHSM YKpPaiHCbKOI Ta POCiliCbKOo
MoBamu; no 50 mn ta 100 mn y dpnakoHi 3i ckna; no 1
dhnakoHy B KOpoO6Lii 3 KapToHY. MapKyBaHHS
YKPaiHCbKOIO Ta POCiliCbKO MOBaMu; 3aUTMLWNANCh
ynakosku ansa '3 Cnupty etnnosoro 70% ta 96%,
PO34MHY CMMPTOBOrO A/18 30BHILLHLOrO 3aCTOCYBaHHS:
(no 50 mn y donakoHi 3i ckiia (MapkyBaHHS
YKpaiHCbKOI MOBOI0); No 100 My dh1akoHi 3i ckna
(MapKyBaHHS yKpaiHCbKOK MOBOIO)) BBEieHHSA 3MiH
npoTsArom 6 MicsiLiB Nicnsi 3aTBepPAKEHHS

159.

CTYIrEPOH

Tabnetkv no 25 mr, no
25 TabneTok y 6nicTtepi;
no 2 6nictepu B
KapTOHHIA ynakoBLi

BAT "TepeoH
Pixtep"

YropumHa

BAT "TefeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu 4o
y3araslbHeHUX JaHnX Npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHWX NPO cucTeMy
thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0coou,
BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
KOHTaKTHOT 0CO6M 3 chapmakoHarnsay 3asBHuKa 415
3[jicCHeHHs hapMakoHariaay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXeEHOI 0co6bu, BignosigaibHOT
3a 34jicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHI faHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
(paiina cuctemu papmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CO6M, BiNOBIAaNbHOT 3a 34iNCHEHHSA
hapmakoHarnsgy. NponoHoBaHa peakuis: Attila
Olah. 3miHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iICHEHHA hapmakoHarnsay

3a
peyenmom

UA/7385/01/01

160.

TAMCON®

Kancynu Teepai 3
MoandpiKoBaHUM
BUBIi/IbHEHHAM No 0,4 Mr

no 10 kancyn y 6nicTepi,

no 1 a6o 3 6nictepu B
KapTOHHI ynakosL,i

BAT "TeneoH
PixTep"

YropumHa

BMPOGHMLTBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHA
ynakoBka,
BTOPVHHA
ynakoBka,
KOHTPO/b SKOCTI,
BWMYCK Cepii:

PymyHis/
YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis:
3MiHK | TNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHnx Npo cuctemy hapmakoHarnagy
(BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa yrnoBHOBaXXeHOT 0cobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA hapmakoHarnsgy;
KOHTaKTHOI 0c0bM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs hapMakoHarisay B YKpaiHi, AKLo BoHa

3a
peyenmom

UA/4452/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
"'epeoH Pixtep BiAMiHHa BiJ, YNOBHOBaXeEHOI 0co6Y, BignoBigasibHOT
PymyHis" A.T., 3a 3fjiicHeHHs1 hapMakoHarnagy (Bkiyarum
PymyHis; Bunyck KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
cepii: BAT (paiina cuctemu hapMakoHarnsay) - 3miHa
"l'epeoH PixTep", YNOBHOBaXKEHOI 0c06U, BiNOBIAAILHOT 3a 3[iCHEHHS
YropuHa hapmakoHarnsgy. NponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiNOBifa/IbHOT 3a 3fiiCHEHHS dhapMakoHarnsay
161. | TAPLEBA® TabneTku, BKpUTI ®.XohbpmaHH-/15 LlBeiiuapis BVMPOGHMLTBO LLiBenuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis: 3a UA/5372/01/02
NNiBKOBOK 060/I0HKOHO, Pow Ntg, Hepo3acoBaHo! ClwA/ 3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta peuenmom
no 100 mr no 10 NPOAYKLT: ITanis/ thapmakoHarnagy. BeegeHHs abo 3miHu go
TabneTok y 6nictepi; no ®.XohdpmaHH-/15 HimeuunHa y3araslbHeHVX AaHnx Npo cuctemy hapmakoHarnsgy
3 6nicTepn B KAPTOHHIl Pow Ntg, (BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTeMy
Kopoobui LLiseiuapis; Pow thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0ocobu,
C.n.A., ITanisi; BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
Kpemepc Ypb6aH KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHuKa A5
dapmacbloTikans 3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BOHA
IHK, CLUA; BiAMiHHa BiJ YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/TbHOI
nakyBaHHs: 3a 34ilicHeHHs thapmakoHarnsgy (BKiovaoum
®.XothpmaHH-/15 KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHI MacTep-
Pow g, thaiina cuctemu hapmakoHarnsgy) - 3miHa
LLiBeiiuapisi; IBepc- KOHTaKTHOI 0cO6MU, BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
Ni AT, Wsenuapis; thapmakoHarnsgy B YkpaiHi. NponoHosaHa pegakuis —
Pow C.n.A., oy TeTsHa KOpiiBHa. 3MiHa KOHTAKTHUX AaHNX
ITanis; KOHTaKTHOI 0cO6MU, BiANOBIAa/IbHOI 3a 3AiAiCHEHHS
BMNPOGYBaHHS hapmakoHarnsgy
KOHTPOJ0 AKOCTI:
Pow ®apma Arl,
HimeyuunHa; Poww
C.n.A,, Itanis;
& . XodhpmaHH-/15
Pow /1tg,
LLiseiiuapis;
& . XodhpmaHH-/15
Pow /1tg,
LLiseiiuapis;
BMNYCK cepil:
®.XothdpmaHH-/15
Pow NTa,
LLiBeiiLapis; Pow
C.n.A., ltanis
162. | TAPLEBA® TabneTku, BKpUTI @ . XodhdpmaHH-/15 LBeiiLapis BMPOGHMLTBO LLBenuapis/ BHECEHHS 3MiH 40 peecTpaLiiiHux maTepiasiis: 3a UA/5372/01/03
NAiBKOBOK 060/IOHKOHO, Pow Ntg, Hepo3acoBaHo! CuwA/ 3MiHK | TRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
150 mr no 10 Tabnetok y NpOAYKLUIT: ITania/ thapmakoHarnsigy. BeegeHHs abo 3miHu go
6nicTepi, no 3 6rictepu & . XodhdpmaHH-/15 HimeyunHa y3araJlbHeH1X AaHux npo cuctemy dpapmakoHarnsgy
B KAPTOHHIlA KOpOGL Pow NTg, (BBEAEHHSA Y3araslbHEHVX AaHUX NPO cucTeMy

LLiseiuapis; Pow

hapMakoHarnsay, 3mMiHa ynoBHOBaXEHOT 0cobu,
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
C.n.A., Itanis; BiANOBIAA/IbHOI 3a 34ilicCHEHHA hapmakoHarnsgy;
Kpemepc YpbaH KOHTaKTHOT 0CO6M 3 hapmakoHarnsay 3asBHUKa 415
dapmacbloTikans 3[jiCHEeHHsT hapMakoHarisay B YKpaiHi, SKLO BoHa
IHK, CLUA; BiAMiHHa BiJ, YNOBHOBaXEHOI 0co6Y, BignoBigasibHOT
nakyBaHHS: 3a 3fjiicHeHHs1 hapMakoHarnagy (Bkiyarum
®.XothdpmaHH-/15 KOHTaKTHi faHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
Pow Nta, (paiina cuctemu hapmakoHarnsay) - 3miHa
Leliuapis; IBepc- KOHTaKTHOI 0c06WU, BifNOBIAaIbHOT 3a 34iICHEHHS
Ni AT, WBeiiuapis; thapmakoHarnsgy B YkpaiHi. NponoHoBaHa pejakuis —
Pow C.n.A., oy, TeTaHa HOpiiBHa. 3MiHa KOHTAKTHUX AaHnX
ITanis; KOHTaKTHOI 0c06WU, BiNOBIAa/IbHOT 3a 34iICHEHHS
BMNPOGYBaHHSA thapmakoHarnagy
KOHTPO/O AKOCTI:
Pow ®apma Arl,
HimeyumnHa; Pow
C.n.A,, ltanis;
®.XothpmaHH-/15
Pow NTa,
LLiseiiuapis;
®.XothdpmaHH-/15
Pow NTa,
LLiseiiuapis;
BUMYCK Cepii:
®.XothdpmaHH-/15
Pow JlTa,
LBeliuapis; Poww
C.n.A,, Itanis
163. | TETPAMON Kancynu no 6 kancyny MPOPAPMA ManbTta AT "TPIHOEKC" Nartsis BHECEHHS 3MiH 0 peecTpaLiitHux MmaTepiasiis: 6e3 UA/13734/01/01
6nicTepax; no 6 kancyn IHTEpHeLWHN 3MiHM | TNy - nogaHHa oHosneHoro CEP (R1-CEP peyenma
y 6nicTepi, no 5 TpeiguHr Miviteq 1998-022-Rev 03) ansa Ad| Big 3aTBEPAXKEHOTO
6nicTepiB y KAPTOHHIl BUPOBHMKA 3i 3MIHOI Ha3BU
naJui; no 6 kancyny
6nicTepi, no 5 6nictepis
Y KapTOHHIi1 nayui, no 10
KapTOHHVX NayvoK y
KapTOHOMY KOpObi
164. | TETPAUUKNIHY TabneTku, BKPUTI MAT "BitamiHn" YkpaiHa MAT "BitamiHn" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiitHux maTepiasis: 3a UA/0965/01/01
rigPoOxXnoprPna 060/10HKOH0, M0 100 wmr, 3MiHM | TUNY - BUNYYEHHS BUPOOHUKa ADI peyenmom
no 10 Tabnetok y (TeTpauukniny rigpoxnopua)
6nictepi; no 1 a6o no 2
6nictepn y nauui 3
KapToHy; no 10
TabneTtok y baictepax
165. | TOBPOCO/JEKC Kpansii O4Hi, cycneHsis BapLuaBcbkuii Monbwa BapLuaBcbkuii Monba BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiiB: 3a UA/14326/01/01
(3,0mr/1,0 Mr)B 1 MANo | chapmaueBTUYHUIA hapmaLeBTUYHNIA 3MiHW | TUNY - 3MiHW A0 IHCTPYKLiT ANna MeanyHoro peyenmom

5 MmNy chnakoHi-
KpanesnbHuuj; no 1

3aBog, Monbha AT

3aBop, Monbtha AT

3aCTOCYBaHHSA Y po3ainu: "®apmakonoriyHi
BnactueocTi", "MpoTunokasaHHs", "B3aemogis 3
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
dhnakoHy-kpanenbHuLi B iHLWIMMK NiKapCcbKMK 3acobamu Ta iHWi BUAn
KapTOHHI KopooLi B3aemogiit”, "Ocob6mBocTi 3acTocyBaHHs", “Mo6GiYHi
peakuii” 3rigHo 3 iHhopMaLji€to Woa0 MeauyHoro
3acToCyBaHHA ped)epeHTHOro Nikapcbkoro 3acoby
(TOBPAJEKC, kpanni ouHi). BBeAeHHA 3MiH
NPOTArom 6-T1 MicsALiB Nic/A 3aTBEePAKEHHsI
166. | TPEHTAN® TabneTku, BKPUTI TOB "CaHodi- YkpaiHa CaHodi IHais IHais BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 3a UA/9232/02/01
060/10HKOI0, ABeHTiC YkpaiHa" Niviten 3MiHM | TURY - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peyenmom
KMLLKOBOPO3YUHHI N0 chapmakoHarnsgy - OHOB/IEHHS BXe 3aTBepAXEHOro
100 mr Ne 60 (15x4): no TEKCTY MapKyBaHHS NepBUHHOT YNaKkoBKM 3 BHECEHHAM
15 Tabnetok y 6nicTepi; 3MiH 10 TEKCTY MapKyBaHHS: a came BUyYEHHA AaTu
no 4 6nictepu B BMPOGHMLTBA 3 TEKCTY MapKyBaHHS.
KapTOHHIA KOopooLi BBepeHHA 3MiH npoTarom 3-x MmicsAuis nicns
3aTBepPAKEHHsA
167. | TPU-PEron TabneTku, BKpUTI BAT "T'eneoH YropwmHa BAT "leneoH YropwumHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/2939/01/01
060/10HKO0, KOMOi- PixTep" PixTep" 3MiHK | TRy - 3MiHK Woao 6e3nekn/edekTMBHOCTI Ta peuenmom
ynakoBka: Ne 21x1, Ne thapmakoHarnsigy. BeegeHHs abo 3miHu go
21x3: no 21 TabneTyi B y3araJlbHeH!X AaHux npo cuctemy dpapmakoHarnsgy
6nictepi (6 TabneTok (BBELEHHSA y3araslbHEHNX AAaHUX NPO CUCTEMY
pOXeBOoro Konbopy, 5 thapmakoHarnsgy, 3miHa ynoBHOBaXeHoi 0ocobu,
TabneTtok 6inoro BiANOBIAA/IbHOI 3a 34iiCHEHHA hapmakoHarnsgy;
Konbopy, no 10 KOHTaKTHOT 0C06U 3 hapmakoHarnsay 3asBHUKa 415
TabneTok TeMHO- 3[jiCHeHHs hapmakoHaraay B YKpaiHi, AKLO BoHa
XXOBTOrO KO/bopy), Mo 1 BiAMiHHa BiJ YNOBHOBaX€EHOI 0CO6U, BiAMNOBIAa/TbHOI
ab6o 3 6nictepn pa3om 3 3a 3[jiicHeHHs1 hapMakoHarnagy (BkiYarum
KapTOHHVM thyTNsSpom KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLieHHi MacTep-
[Ans 36epiraHHs thaiina cuctemu hapmakoHarnsgy) - 3miHa
6nicTepis B navuj YMNOBHOBaXKEHOT 0CO6U, BiNOBIAaNLHOT 32 34iACHEHHS
thapmakoHarnagy. NMponoHoBaHa pegakuis: Attila
Olah. 3miHa KOHTaKTHUX JaHUX YNOBHOBaXKEHOT 0cobu,
BiANOBIga/IbHOI 3a 3AiiCHEHHA hapMakoHarnsay
168. | YNCENAH TabneTtkn YOPNL4 Benvka Biochapma lnau TypeuunHa BHECEHHS 3MiH 40 peecTpauiiHux martepiasis: 3MiHu | 3a UA/12747/01/01
KMLLKOBOPO34MHHI, no 40 MEAOVUNH BpuTaHis CaH. Be Tigx. TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
Mr no 7 TabneTok y NIMITE[, A.l., TypeyunHa; Ta/abo agpecu MicLsA NPOBaKEHHSA AiS/IbHOCTI
6nictepi, no 2 abo 4 YOPALA BMPOGHUKa/iMnopTepa roToBOro JlikapCbkoro 3acooy,
6nicTepy B KAPTOHHIi MEAOMUMH INAY BK/IOYA0UM AiNbHUL BUMYCKy cepii abo micue
ynakoBLi CAH. BE TIOX. NPOBELEHHS KOHTPOJIO AKOCTI. (AIANbHICTb, 3a AKy
A.LL., TypeyunHa BiANoBiAa€ BUPOOHMK/iMNOPTEp, BKIOUYAKOUM BUMYCK
cepiii) 3miHa agpecu BupobHuka YOP/14 MEANLINH
INAY CAH. BE TIK. A.LL., 6e3 3miHn micus
BMPO6GHMUTBA
169. | ®NIEBOTOH Kancynu teepAi no 300 AT "Cogpapma” Bonrapis AT "Cothapma” Bonrapis BHECEHHS 3MiH [0 peecTpaLiiiHux maTepiasiis: 6e3 UA/0747/02/01
mr no 10 kancyny 3MiHK | TUNY - NogaHHsA oHoBNeHoro CepTugikaty peyenma

6nicTepi, no 5 6nictepis
Y KapTOHHIi nayui

BiAMoOBIgHOCTI €Bponelickbkili hapmakonei R1-CEP
2005-263-Rev 02 Big, Bxe 3aTBEpAXEHOro BUpoOHUKa
PCAS, ®paHuis gns A®| TpokcepyTuH. o
oHoBeHoro CEP BKk/Il0YEHO: Nepiof; NOBTOPHMX
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

BMNPOGYBaHb 4 POKM; 3MiHW | TUMY - 3MiHKM, NOB'A3aHi 3
HeOoOXiJHICTIO NpUBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4PY abo €sponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOT thapmakonei fepxasu €C -
OHOBJIEHHA creumdikauii BXi4HOro KOHTposo
BHACNiA0K NPMBEAEHHSA NOKa3HMKa AKOCTi
«Mikpob6ionoriyHa yncToTa» y BifANOBIAHICTL 40 BUMOT
€sponelicbkoi Papmakonei 5.1.4

170.

®O3NKAPA®

Tabnetkv no 5 mr, no 10
Tabnetok y 6nictepi; no
3 6nicTepn B KaPTOHHIM
Kopo6ui; no 14 TabneTok
y 6nicTepi; no 2
6nicTepy B KAPTOHHIN
Kopobui

TOB "TeBa
YkpaiHa"

YkpaiHa

AxTasic AT,
IcnaHgis;
dapmaueBTnyHa i
XimiyHa IHaycTpis,
3ppasne AT,
Cepbis

IcnaHgis/
Cepbis

BHECEHHS 3MiH 40 peecTpaLiiiHux MmaTepiasiis:
3MiHK | TUNy - 3MiHK Woao 6e3nekn/edekTUBHOCTI Ta
thapmakoHarnsigy. BeegeHHs abo 3miHu go
y3araslbHeHUX JaHux npo cuctemy hapmakoHarnsgy
(BBEAEHHSA y3araslbHEHVX AaHUX NPO cucTeMy
hapMakoHarnsay, 3amiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iliCHEHHA dhapmakoHarnsgy;
KOHTaKTHOI 0c0obM 3 hapMakoHarnagy 3asBHuKa Ans
3[jiCHEeHHs hapmakoHarsay B YKpaiHi, AKLWO BOHA
BiAMiHHa BiJ YNOBHOBaXEHOI 0CO6U, BiAMNOBIAA/TbHOI
3a 3[jiiCHEeHHs1 hapMakoHarnaay (Bkiyarum
KOHTaKTHI AaHi) Ta/abo 3MiHM Yy pO3MilLeHHI MacTep-
thaiina cuctemu hapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOI 0CO6M 3as1BHMKA, BignoBigabHOI 3a
hapmakoHarnag Ha LeHTpaslbHOMY PiBHI:
MponoHoBaHa pepakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3MiHa KOHTaKTHOI 0CO6GU ANA 3AiACHEHHS
hapMakoHarnsgy B Ykpaini. MponoHoBaHa pegakuis:
BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHuX YyrnoBHOBaXKEHOT 0CO6U. 3MiHa KOHTaKTHUX
[aHVX KOHTaKTHOI 0co6U. 3MiHa MiCLA NPOBaKEHHS
OCHOBHOI Aisi/IbHOCTI 3 dpapmakoHarnsgy ta micus
36epiraHHa MacTep-gpaiiny

3a
peyenmom

UA/4844/01/01

171.

®O3VKAPA®

Tabnetkv no 10 wmr, no
10 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHI Kopo6Li; no
14 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI/ KopoobLi

TOB "TeBa
YkpaiHa"

Ykpaina

AkTaBic AT,
Icnanpgis;
dapmaueBTUUHa i
XimiyHa IHaycTpis,
3apasne AT,
Cepbis

Icnangis/
Cepbis

BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/etpekTUBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHVX AaHnx npo cuctemy thapmakoHarnsgy
(BBEAEHHA y3araslbHeHUX AaHuX Npo cuctemy
hapMakoHarnsgy, 3amiHa yrnoBHOBaXKeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS hapMakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnAgy 3asBHuKa 4Ns
3[jiCHEeHHs1 hapMakoHarsay B YkpaiHi, KO BoHa
BiAMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs1 hapMakoHaraay (Bkiyakum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
tharina cuctemun chapmakoHarasgy) - 3miHa
YNOBHOBaXEHOI 0C06YM 3asBHMKA, BigNoBifabHOT 3a
hapMakoHarnsg Ha LeHTpasibHOMY PiBHi:
lMponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,

3a
peyerimom

UA/4844/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

Popma sunycky

3asiBHUK

Kpaina

Bupo6HuK

Kpaina

Peecmpayjitina npoyedypa

Ymosu
Bionycky

Homep
peecmpayitiHo
20
nocgio4eHHs1

PhD, MBA. 3MiHa KOHTaKTHOI 0CO6U ANS 3AiACHEHHS
hapmakoHarnagy B Ykpaini. MponoHoBaHa pegakuis:
BuctpoBa OkcaHa BitaniiBHa. 3MiHa KOHTaKTHUX
[aHVX YNOBHOBaXEHOI 0CO6U. 3MiHa KOHTaKTHUX
[AaHVX KOHTaKTHOI 0co6U. 3MiHa MicLA NPOBaKEHHS
OCHOBHOI Aisi/IbHOCTI 3 dhapmakoHarnsgy Ta micus
36epiraHHa MacTep-ghainy

172.

®O3VKAPA®

Tabnetkv no 20 mr, no
10 TabneTok y 6nicTepi;
no 3 6nictepu B
KapTOHHI Kopo6Li; no
14 TabneTok y 6nicTepi;
no 2 6nictepu B
KapTOHHI KopoobLi

TOB "TeBa
YkpaiHa"

YkpaiHa

AkTaBic AT,
IcnaHpgis;
dapmaueBTUYHa i
XimiyHa IHaycTpis,
3apasne AT,
Cepbis

Icnangis/
Cepbis

BHECEHHS 3MiH 40 peecTpaliinHux maTepiasiis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/edekTVBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo 3miHu fo
y3arasibHeHnX AaHnx npo cuctemy hapmakoHarnsgy
(BBEAEHHA y3araslbHEHVX AaHUX NPO cucTemy
hapMakoHarnsgy, 3amMiHa yrnoBHOBaXeHOT ocobu,
BiANOBIAA/IbHOI 3a 34iICHEHHS hapMmakoHarnsaay;
KOHTaKTHOi 0c0obM 3 hapMakoHarnagy 3asBHuKa gNs
3[jiCHEeHHs1 hapMakoHaraay B YkpaiHi, Ko BoHa
BiIMiHHa Bif YNOBHOBaXeHOi 0CO6U, BiANOBIAAUTbHOI
3a 3AjiicHeHHs hapMakoHaragy (Bkiyarum
KOHTaKTHI flaHi) Ta/abo 3MiHM Y PO3MILLEHHI MacTep-
harina cuctemmn thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOI 0C06YM 3asBHMKa, BigNoBigabHOT 3a
thapMakoHarnsag Ha LeHTpasibHOMY PiBHi:
MponoHoBaHa pegakuis: Dr. Hedva Voliovitch MD,
PhD, MBA. 3miHa KOHTaKTHOT 0CO6W AN 34jACHEHHS
hapMakoHarnagy B Ykpaini. MponoHoBaHa pefakuis:
BuctpoBa OkcaHa BiTaniiBHa. 3MiHa KOHTaKTHMX
[aHUX YNOBHOB&XEHOT 0CO6W. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI 0cobu. 3MiHa MicLa NpoBaXeHHS
OCHOBHOI Aii/IbHOCTI 3 hapmakoHarnsgy Ta micus
36epiraHHs MacTep-goaiiny

3a
peyerimom

UA/4844/01/03

173.

DTOPOKOPT®

Ma3sb, 1 mr/r no 15 r masi

y Ty6i; no 1 Ty6i B

KapTOHHIA KopooLi

BAT "TepeoH
Pixtep"

YropLmHa

BAT "TepeoH
PixTep"

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasis:
3MiHM | Tuny - 3MiHK Woao 6e3nekn/ethekTUBHOCTI Ta
dhapmakoHarnsgy. BeegeHHsa abo 3miHn o
y3arasibHeHUX JaHnx npo cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHVX NPO cucTemy
dhapmakoHarnsgy, 3miHa ynoBHoOBaxeHoT ocobu,
BiANOBIAA/IbHOI 3a 34ilicCHEHHSA hapmakoHarnsgy;
KOHTaKTHOT 0CO6U 3 chapmakoHarnsay 3asBHuKa 415
3[jiCHeHHs1 hapMakoHariaay B YKpaiHi, AKLOo BoHa
BiAMiHHA BiJ, YNOBHOBaXXEHOI 0Cc0o6Y, BignoBigasibHOT
3a 34jlicHeHHs thapmakoHarnsagy (Bknoyarun
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MilLieHHi MacTep-
(paiina cuctemu chapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobu, BigNoOBiAaNbHOT 3a 34iCHEHHS
thapmakoHarnagy. lNponoHoBaHa pepakuis: Attila
Olah. 3miHa KOHTaKTHMUX AaHMX YNOBHOBaXEHOI 0cobu,
BiANOBIAa/IbHOI 3a 34iiCHEHHS hapmakoHarnsgy

3a
peyenmom

UA/7093/01/01
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
174. | XITO3AH-TEHTA | renb0,1%no5ry TOB "€EBPA3IA" YkpaiHa TOB "€EBPA3IA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 6e3 UA/7305/01/01
naketax; no 15 r y Ty6i; 3MiHu |l Tuny - 3miHK Wwoao 6e3nekn/edhekTUBHOCTI Ta peyenma
no 1 Ty6i y nauui 3 thapmakoHarnsgy. BHeceHHsi abo 3miHa(v) fo
KapToHy 3060B'A3aHb Ta YMOB BuAadi peectpauiiiHoro
noceigyYeHHs, BkNoYarouy Maax ynpasniHHSA pusnkaMm
(3acTocyBaHHs 3MiH(1), Ski(a) BUMaratTb(€)
nofanbLIOro 06rpyHTYBaHHS HOBUMW AOAATKOBUM
JaHuMK, Lo MaloTb HaJaBaTUCA KOMNETEHTHUM
OpraHoMm, OCKi/IbKVi BUMaraeTbCs CyTTEBA OLjiHKa
KOMNETEHTHUM OpraHoMm) - BrkoHaHHA 3060B'A3aHb
BignosigHo Ao nianyHkty 1.13 nyHkty 1 gogatky 15 o
MopsaKy NpoBefeHHA ekcnepT3n peecTpauiiHux
marepianis Ha nikapcbki 3aco6u, Lo NoJarTbCA Ha
[epxaBHy peecTpauiio (nepepeecTpaltiio), a Takox
eKcnepTn3n marepianis Npo BHECEHHS 3MiH [0
peecTpaLuiiHux maTepianis NpoTArom aii
peecTpaLiiHoro NocBiAYeHHSs!, 3aTBEPIKEHOIO
Hakazom MO3 Big 26.08.2005 Ne 426 (y pegakui
Haka3y MO3 Big 23.07.2015 Ne 460)
175. | XONYAEKCAH Kancynu Teepgai, no 300 «YOPN[, Benuka YOPNA TypeyunHa BHECEHHS 3MiH 0 peecTpauiiHux martepianis: 3miHu | 3a UA/14162/01/01
mr no 10 kancyny MEANLINH BputaHis MEANUMH INAY TMNy - AOMiHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom
6nictepi, no 2 6nictepu NIMITE» CAH. BE TIOX. Ta/abo agpecu MicLs NPOBaKEHHA Ais/IbHOCTI
B KQPTOHHIl1 KOopooL,i A.LL. BMPOGHUKa/iMnopTepa roToBOro JlikapCbkoro 3acooy,
BK/IIOYAOUM AiNbHUL BUMYCKY cepii abo micue
NPOBeAEeHHS KOHTPOSIO AKOCTI. (AiANbHICTb, 3a AKY
BiAANOBIAAE BMPOGHMK/IMNOPTEpP, BKOYAOUM BUMYCK
cepiii) 3miHa agpecu BMpOobHUKa, 6e3 3MiHU MicLs
BYPO6GHMUTBA
176. | LE®ENIM NMOpOLUOK ANs POTEK NTA AHrnis CTEPWN-O)KEH IHAiA BHECEHHS 3MiH 40 peecTpaLliiiHux maTepiasiis: - UA/11939/01/02
NPUroTyBaHHS PO3YNHY NAN® 3MiHW | TUMY - BHECEHHA YTOYHEHHS A0 PO3giny
ans iH'ekuii no 1,0 rin CAMEHCU3 (M) “3anBHUK", HA TUTYNbHIA cTopiHLI MKA, po3gin
bulk: no 50 a6o 100 nTa «[padhnyeckoe n306paxkeHne ynakoBkn» 3aMiHEHO
CKNAHUX (p/1akoHiB 3 po3ginom «MapkupoBka». 3anponoHoBaHo: POTEK
NOPOLUKOM, Y NTA, AHrnis
NAacTVKOBIli YapyHKOBIN
yMaKoBLj, B KAPTOHHIi
Kopobui
177. | UE®ENIM NOpOLLIOK ANs POTEK NTA AHrnisA CTEPUN-[)KEH IHais BHECEHHS 3MiH 40 peecTpaviiHnx maTtepiaiis: 3a UA/11938/01/02
NPUroTyBaHHS PO3YNHY NAN® 3MiHW | TUMY - BHECEHHA YTOYHEHHS A0 PO34iny peyenmom
Ans iH'ekuii no 1,0 r no CAEHCU3 (M) “3asBHUK", Ha TUTYNbHI cTopiHLi MKHA, po3gain
1 cknsHOMY dh/1akoHy 3 nTa «[padhnyeckoe n306pakeHne ynakoBkn» 3aMiHEHO
MOPOLLKOM, Y KapTOHHiii po3zinom «MapkupoBka». 3anponoHosaHo: POTEK
Kopobui; no 10 ckIsAHKX NTA, AHrnis
(pNaKoHIB 3 MOPOLLKOM, Y
NNacTMKOBIli YapyHKOBIl
YNakoBLii, B KAPTOHHiiA
Kopobui
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Ne Hassa ®dopma surnycKy 3asBHUK KpaiHa Bupo6HuK Kpaina Peecmpayjitina npoyedypa Ymosu Howmep
n/n JliKapcbKo20 Bionycky peecmpayitiHo
3acoby 20
nocgio4eHHs1
178. | UWMNPAM® TabneTku, BKPUTI BIOCAVHC NTA. CnonyyeHe AxTasic /1Ta. ManbTta BHECEHHS 3MiH 0 peecTpaLiiiHux maTepiasiis: 3a UA/14673/01/01
NAiBKOBOK 060/I0HKOHO, KoponiscTBo 3MiHM | TUny - 3MiHa napameTpiB cneyudikayiin Ta/abo peyenmom
no 10 mr, no 10 Benvkobput [0MyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby -
Tabnetok y 6nictepi; no aHil i BU/TyYEHHS MoKasHuKa «CTilikicTb 10
3 6nicTepn B KAPTOHHIl MiBHivHOT po34aBoBaHHsA» 3 cneuudikaLlii Ha roToBuiA
nayui Ipnangii NiKapcbkuii 3acio
179. | UMNPAM® TabneTku, BKPUTI BIOCANHC NTA, CnonyyeHe AxTasic /1Ta. ManbTta BHECEHHS 3MiH [0 peecTpaLiiiHux MmaTepiasiis: 3a UA/14673/01/02
NAiBKOBOK 060/I0HKOHO, KoponiscTBo 3MiHK | TUNy - 3MiHa NapameTpiB cnewumdikayiin Ta/abo peyenmom
no 20 wmr, no 10 Benvkobput [0MyCTUMUX MEX rOTOBOrO NiKapCbKOro 3acoby -
Tabnetok y 6nictepi; no aHii i BU/YYEHHS MOKa3HuKa «CTilkicTb 10
3 6nicTepn B KaPTOHHIM MiBHiuHOT po3AaBnoBaHHA» 3 cneumdikauini Ha rotToBuii
nayui Ipnangii nNiKapcbkuii 3acio
180. | APUHA® NNKOC TabneTku, BKPUTI Baiiep Al HimeyunHa MepBuHHA Ta HimeyunHa BHECEHHS 3MiH [10 peecTpaviliHix maTtepianis: 3MiHu | 3a UA/12155/01/01
060/10HKOI0; Ne 28: no BTOPVHHA TMNy - AQMIHICTPaTVBHI 3MiHW. 3MiHa HaliMeHyBaHHS peyenmom

21 Tabnetui
OpaHXeBoro Konbopy i
no 7 TabneTok cBiTNo-
OpaHXeBoro KonbLopy B
6nictepi; no 1 6nictepy
B KapTOHHIi nayu,i

ynakoBka, [,03Bin
Ha BMNycK cepii:
Baliep AT,
HimeyunHa,
Bupo6HULTBO
Hepo3g)acoBaHol
NpoAYyKLUil:
Baiiep Baiimap
v6X i Ko. KT,
HimeyunHa

Ta/abo agpecy MicLs NPOBaKEHHS AiS/IbHOCTI
BMpPO6HUKa/iMnopTepa roToBOro Jlikapcbkoro 3acoby,
BK/IIOYAKOUM AifbHMLI BUMYCKY cepii abo Micue
NpoBeAEeHHSA KOHTPOSII0 AKOCTI. (4iANbHICTb, 3a AKY
BiAnoBiAae BUPOGHMK/iIMNOPTEp, BKIOHYAKOUM BUNYCK
cepili) - 3MiHa Ha3BW BUPOGHKKa, 6e3 3MiHW Micus
BMPOGHULTBA; 3MiHM Il TUny - 3MiHM Woao
6e3nekn/edheKTUBHOCTI Ta hapMakoHarnisgy. 3miHn y
KOPOTKIli XapaKTepnCcTULi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iIHCTPYKLUiT 4N MeAn4HOro
3aCTOCYBaHHSA Y 3B'A3KY i3 HOBUMY AaHUMK 3 SIKOCTI,
OOKIHIYHUMU, KAIHIYHUMY aHUMKU Ta AaHMU 3
hapmMakoHarnagy - 3MiH1 BHeCeHi [0 IHCTPYKLUii Ans
MeJUYHOro 3aCTOCYBaHHSNIKapCbKoro 3acoby Ao
po3ainis "Oco6MBOCTI 3aCTOCYBaHHA",
"MpoTunokasaHHA"; 3MiHa 3asBHMKa (BNnacHuKa
peecTpauiiHoro NocBig4YeHHs1)

HauyanbHuK YnpaBniHHA hapmaleBTUYHOI AiANBHOCTI Ta
AKOCTI papmMmaueBTUYHOI NPOAYKLT

T.M. JIACcKOBCbKUM




MNEPENIK
NIKAPCbKUNX 3ACOBIB (MEAUYHUX IMYHOBIONOTIYHUX MPEMAPATIB), AKUM BIAMOB/IEHO Y AEP)XABHIN PEECTPALL, I'IE”PEPEGCTPALI,I'I' TA
BHECEHHI 3MIH 4O PEECTPALIMHNX MATEPIANIB TA JEPXXABHOI'O PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHN

Aopartok 4

A0 Hakaly MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHu

20.11.2018 Ne 2142

no 10 mr Ne10
(10x1), Ne30
(10x3) y cTpunax

Ne Ha3ssa nikapcbko20 dopma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa lliocmasa lMpoyedypa
n/n 3acoby
1. MOBIHA3A®-10 MI, TabneTku, BKPUTI MosBi Xenc Tm6X LLiBefiuapis Bannec IHAja/ 3acigaHHs HTP Ne 38 Big, BigmoBuUTU y 3arBepgpKeHHi - 3MiHM Il Tuny - 3MiHa
MOBIHA3A®-20 MI 060/10HKOH, dapmacbloTikasc Ipeuis/ 11.10.2018 BMPOBHMKA BUXiAHOrO/MPOMIKHOrO NpoAyKTy/peareHTy, Lo
KVLLKOBOPO3UNHHI Met. NIT4., IHGis; yropiym BMKOPWCTOBYIOTbCA Yy BUPOGHMYOMY npoueci Adl, abo
no 10 mr, 20 mr Ne Knesa CA, 'peuis; Ha 3MiHa BUMpOGHUKa (BKIKOYaKuKM, Ae HeobxigHo, Micue
10 (10x1), Ne 30 Megiton NpoBeAEeHHA KOHTpoto sKocTi) A®l  (3a  BiACyTHOCTI
(10x3) y dapmacbloTikan ceptuddikata BiAnNoBigHOCTI E€Bponelicbkii dpapmakonei y
6nictepax 14, YropuwmHa; 3aTBEpAXEHOMY A0Che)(BBEAEHHA HOBOrO BMPO6HMKa AD|
CaBa Xenckea J1ta, 3 HafjaHHsM MmacTep-paiina Ha A®l) (B.la.l. (6) ) -
IHAaia BBE/JEHHS HOBOrO BMpPOOHUKa APl ceppartionentugasu (y
BUMNAA) rpanyn, BKPUTUX KMLUKOBOPO3YMHHOIO
o6onoHkow)Advanced Enzyme  Technologies  Ltd.,
3arBepaxeHo: biokoH JlimiTen, IHAiA 3anponoHoBaHO:
Advanced Enzyme Technologies Ltd., IHAiA, OCKinbku
BiACYTHA iH(bopmaLisa LWOAO0 aKTUBHOI  PEeYOBUHU -
Ceparionentugasa, sika € PeyoBUHOK  6iosoriyHoro
MOXOKEHHS
2. CEPOKC TabneTku, BKPUTI Mikpo labc IHAis Mikpo Mla6e Nimiten | IHAia 3acigaHHa HTP Ne 37 Big, BigmoBuUTM y 3aTBepMKeHHi - 3MiHu | Tuny - 3miHa
0060/10HKOH, Nimiteq 04.10.2018 napameTpiB cneyudikauin Ta/abo  JONYCTUMUX  MeX
KNLUKOBOPO3YMHHI roTOBOrO /1iKapCbKOro 3acoby (BU/IYYEHHS HEe3Ha4yHoro

rnokasHuka (Hanpuknag, 3actapisioro nokasHvka, Takoro ik
3anax Ta cmak, abo igeHTudikalisi 6apBHUKIB YN CMAKOBMX
po6asok)) (B.lr.l. (r) 1A) - BHeCeHHsi 3MiH [0
Cneuudpikauii/MeTogis BMNpobyBaHHA roToBOro
NiKapcbKoro 3acoby: BUlyYeHHs MokasHuka "BTpaTa B maci
npy BUCYLUYBaHHI", OCKI/IbKM MaTepiasin WoA0 BHECEHHSN
3MiH A0 peecTpauiiHux maTtepianiB Nikapcbkoro 3acoby
npeacTaB/ieHi He B MOBHOMY 06Cs3i, @ came: BigCyTHi daHi
pe3ynbTatiB  AOCNimKeHHs  cTabiflbHOCTi  roToBOro
nikapcbkoro 3acoby, LWo niaATBEPAKYIOTb MOX/UBICTb
BW/TyYEHHS NOKasHUKa "BTpaTta B Maci Npu BUCYLLYBaHHI" 3i
cneyuudikaLii roToBOro nikapcbkoro 3acoby

HavyanbHuK YnpasniHHA papmaueBTUYHOT
[IANBLHOCTI Ta AKOCTI (hapmaueBTUYHOI NPOAYKLiT

T.M. NIacKoBCbKUu
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